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maea 1. OBLWME MOJIOXKEHUA
Crtatbsa 1. lNpegmeT perynupoBaHna HacToswero deaepanbHOro 3akoHa
1. Hactosawmn ®eaeparnbHbln 3aKOH perynvpyeT OTHOLUEHUS, BO3HMUKAIOLLME B CBA3N C
obpauweHnem - pas3paboTkor, OOKMMHUYECKUMU WCCNEeAOBaHUSAMU, KITMHUYECKMMMU
nccnefoBaHUSAMM, SKCNEPTU30UN, rOCYyAapCTBEHHOM perucTpaumen, co ctaHgapTmsaumen
N C KOHTPOSIEM KayecTBa, NPOM3BOACTBOM, U3rOTOBMEHNEM, XPaHEHNEM, NEPEBO3KON,
BBO30M B Poccunckyto degepauuto, BbiBo3oM U3 Poccuinckon degepaumm, pekramon,
OTNYCKOM, peanu3aumen, nepegadvyen, NpPUMEHEHNEM, YHUYTOXEHUEM JTIEKAPCTBEHHbIX
cpencTs.
2. Hactoawwmn depeparncHbli 3aKOH YyCTaHaBnvMBaeT MNPUOPUTET rOCy4apCTBEHHOIO
perynupoBaHus 6e3onacHocTu, kadyectBa N 3PPEKTUBHOCTM NIEKAPCTBEHHbBIX CPEACTB
npun nx obpawyeHunm.

Crtatbsa 2. Chepa npumeHeHnsa HacToswero PegepanbHOro 3akoHa

Hactoawmn ®depepanbHbll 3aKOH MPUMEHSETCA K OTHOLUEHUSIM, BO3HUKAKOLWMM Mpu
obpalleHnn nekapCcTBEHHbIX CPEeACTB Ha TeppuTopun Poccunckon ®egepaunn.

Crtatbsa 3. 3akoHogaTenbcTBO 00 0bpalleHnn NeKapCTBEHHbIX CPEACTB
1. 3akoHogaTenbcTBO 06 0OpaLLEeHNN NEKAPCTBEHHbBIX CPEACTB COCTOUT N3 HACTOSALLErO
depgepanbHOro 3akoHa, Apyrmx dpeaepanbHbiX 3aKOHOB U MHbIX HOPMATUBHbIX NPaBOBbIX

akToB Poccuickon ®enepaunu.

1.1. 3akoHogaTenbCTBO 06 OOpaweHnun neKkapCTBEHHbIX CPeACTB B  OTHOLUEHWUM
IOpPUOMYECKUX NUL, W UHOMBUAOYaNbHbIX MpeanpuHMMaTtenen, OCYLLECTBASOLWMX



AeATerIbHOCTb Ha TePPUTOPUM MEXOYHAPOOHOIr0 MeOULIMHCKOrO KracTepa, NpuMeHsieTcs
C y4yeToM ocobeHHOCTeNn, ycTaHOBNEeHHbIX PefepanbHbiM 3akoHOM OT 29 utoHa 2015
roga N 160-®3 "O mexagyHapo4HOM MeULUMHCKOM KnacTtepe U BHECEHUN N3MEHEHUN B
OoTAenbHble 3akoHoaaTenbHble akTbl Poccunckon ®egepaumn'.

2. [denctBne Hactosiwero denepanbHOro 3akoHa pacrnpocTpaHaeTca Ha obpauieHue
HapPKOTUYECKUX feKapCTBEHHbIX CPeACTB U MCUXOTPOIMHbIX FIeKapCTBEHHbLIX CPenCcTB C
y4eToM ocObeHHOCTEN, YCTaHOBIIEHHbIX 3akoHoAaTeNnbcTBOM Poccunckon degepaumm o
HapKOTUYEeCKUX cpencTBax, NCUXOTPOMHbLIX BewecTBax n 06 nx npekypcopax.

3. DenctBne Hactosiwero denepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHne
pagnodapmMaLeBTUYECKUX FIEKAapPCTBEHHbIX CPeacTB € y4eToM  OcoBGeHHocTewn,
YCTaHOBJIEHHbIX 3akoHoAdaTenbcTBoM Poccurickon ®eagepauum B obnactn obecneveHns
pagnaumoHHon 6e30nacHOCTH.

4. Ecnn mexgyHapogHbiM goroBopom Poccuinckon defepaumm yCTaHOBMEHbI WHbIE
npasuna, 4em Te, KOTOpble MpeaycMoTpeHbl HacToswum PeaepasibHbIM 3aKOHOM,
NPUMEHSIOTCSA NpaBunia MexayHapoaHoro goroesopa.

4.1. PelueHns MexXrocygapCTBEHHbIX OpPraHoB, MPUHATbIE HA OCHOBAHWW MONOXEHWI
MexayHapoaHblx gorosopoB  Poccunckon depepaumm B UX  UCTONKOBAHWM,
npoTuBopevallem KoHctutyumm Poccuninckon ®egepaumm, He noanexaTt UCMOSNHEHUIO B
Poccunckon depgepauunn. Takoe npoTnBopeyne MoxeT ObiTb YCTAaHOBNEHO B MOpPsSiAKe,
onpeneneHHoMm deaepanbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

5. B Poccuiickon depepauum B COOTBETCTBUM C MEXAYHAPOAHbIMU [LOroBOpamm
Poccunckon depepaumm mn (Mnn) Ha OCHOBE MNPUHLMNA B3aMMHOCTM MNPU3HAKOTCA
pesynbTaTtbl  KIIMHMYECKUX  UCCREeAOBaHUM  NeKapCTBEHHbIX npenapaToB  ANs
MEONLMHCKOro NpUMEHEHUd, NMPoBeAEHHbIX 3a npegenamu Tepputopumn Poccmnnckoun
depnepaumn.

Ctatbs 4. OCHOBHbIE MOHATUSA, UCNOSb3yeMble B HacTosiweM PenepanbHOM 3aKoHe

Ins uenei HacTosilero ®eaepanbHOro 3akoHa UCMOMb3YHTCA Crneaymne OCHOBHbIE
NOHATUSA:

1) NnekapCTBEHHbIE CPEACTBA - BELLECTBA NN X KOMOMHaUUW, BCTynatoLLmMe B KOHTaKT C
OpraHM3MOM 4erioBeka WIN XXMBOTHOrO, MPOHMKAKLIME B OpraHbl, TKaHW OpraHu3ma
4yernoBeka WIIN >XMBOTHOrO, NPUMEHsieMble AOns NpoUnakTUKKM, OMarHoCTUKM (3a
UCKMOYEHMEM BELLECTB MM UX KOMOMHAUWIA, He KOHTaKTUPYKLMX C OpraHM3mMom
4yernoBeKa WIN XXMBOTHOIO), NeyeHus 3aboneBaHusl, peabunutauum, Ons coxpaHeHwus,
npenoTBpaLLeHns UNn npepbiBaHUs 6GepeMeHHOCTU M MOoSyYeHHble U3 KPOoBM, NnasMbl
KpOBW, U3 OpraHoB, TKaHel opraH1M3ama 4YenoBeka Ui XMBOTHOFO, pacTeHW, MMHepasoB
MeTo4aMM CMHTE3a UK C NPUMEHEHNeM BUONornYeckmx TexHonormin. K nekapctBeHHbIM
cpeacTBaM OTHOCATCS hapMaLEeBTUYECKME CyOCTaHLMKN U NeKapCTBEHHbIE Npenaparhl;

2) dapmaueBTUdeckas cybCcTaHUMSA - NekapCTBEHHOE CPeacTBO B BMAE OLHOrMO WNn
HeCcKosbkMx obnagatowmx bapmMakonormyeckon akTUBHOCTbIO AEWCTBYIOLLMX BELLECTB
BHE 3aBWCUMMOCTM OT nNpUPOAbl MPOUCXOXOEHUs, KOTopoe npeadHasHavyeHo Ans
NPOU3BOACTBA, W3rOTOBMIEHUS NEKapCTBEHHbIX MpenapaTtoB W onpegenser ux
3PPEKTUBHOCTD;
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3) BcnomoraTtesnbHble BellecTBa - BewecTBa HeOpraHM4yeckoro WM opraHuMyeckoro
NPOUCXOXOEHUHA,  UCMoNb3yemMble B nNpouecce MNpou3BOACTBA, W3rOTOBIIEHUS
NEeKapCTBEHHbLIX MNpenapaTtoB ANs NpuaaHua UM HeobXxoaMMbIX (PU3NKO-XMMNYECKNX
CBOWCTB;

4) JIEKapCTBEHHbIE nMnpenapaTtbl - JIeKapCTBEHHbIE CpeacTBa B BUAE J1€KapCTBEHHbIX
CbOpM, npuMmeHdaemMble OJ14 I'IpOCbI/IJ'IaKTVIKI/I, OVarHocTuKKN, redvyeHus 3aboneBaHud,
pea6MJ'II/1TaU,VIVI, O5A CoOXpaHeHuA, npeaoTBpalleHna Uin npepbiBaHnA 6epeMeHHOCTM;

5) nekapctBeHHast opMa - COCTOSIHME NekapCTBEHHOrO npenaparta, COOTBETCTBYOLLEE
cnocobam ero BBeAeHWA U NPUMEHeHUs U1 obecneudmBarollee OOCTUXKEHue
Heobxoaumoro nevebHoro apdekxTa;

5.1) posupoBka - cogepxaHwe OOHOro WM HECKOSNbKUX OEeNCTBYHLWMX BeLecTB B
KONIMYECTBEHHOM BbIPaXEHUN Ha eduHULY 003bl, UNn eanHuly obbema, unum eauHuly
Maccbl B COOTBETCTBMW C feKkapCTBEHHOM dopmon nubo Ons HeKoTopbiX BWOOB
nekapCTBEHHbIX (POpM KONMMYECTBO BbICBOOOXOAEMOro W3 feKapCTBEHHOW dOpMbl
AENCTBYIOLLEro BelwecTBa 3a eaUHULY BPEMEHM;

6) nepeveHb XMU3HEHHO HEOOXOAMMbLIX U BaXXHEWULLMX NeKapCTBEHHbIX MpenapaToB -
yTBepxaaembin MNMpaButensctBoM Poccuinckon depgepaumm nepeyeHb nekapcTBEHHbIX
npenapatoB AnNd MeAULMHCKOTO MNPUMEHEHNS, obecnevmBaloWmnx MNPUOPUTETHbIE
NnoTpPebHOCTN 34paBOOXPaHEHNS B LLeNaxX NpomnakTnkmn 1 neyveHmns 3abonesaHum, B Tom
yucne npeobnagaroLmx B CTpyKkType 3abonesaemoctn B Poccunckon depepaumm;

6.1) opdaHHble neKapCTBEHHble npenapaTbl - JIeKAapCTBEHHble npenapaTbl,
npegHasHa4YeHHbIe UCKITIYNTENBHO AN AMArHOCTUKM UM NaTOTEHETUYECKOrO NleYeHns
(neveHunsn, HanpaBnEHHOro Ha MexaHM3M pa3BUTUSA 3aboneBaHnd) peakmx (opdaHHbIX)
3aboneBaHui;

6.2) Ouonorvyeckne nekapcTBeHHble MpenapaTbl - JIeKapCTBEHHbIE Mpenaparhl,
AENCTBYIOLLEE BELLECTBO KOTOPbLIX MPOW3BEAEHO WU BblAeneHo u3 Guonorn4eckoro
NCTOYHMKA M A4S ONpefeneHnsi CBOMCTB U KadecTBa KOTOpbIX Heobxoarma KoMOMHaums
buonormyecknx U U3MKO-XMMUYecknx metodoB. K GuonornyeckMm nekapCTBEHHbLIM
npenapatam OTHOCATCS  MMMyHOOMOMOrMyeckme  rnekapcTBeHHble — npenapaThbl,
neKkapcTBEHHble MpenapaTbl, MOMlyYeHHble M3 KPOBM, MNra3Mbl KPOBM YenoBeka W
XKMBOTHbIX (3@ WCKMOYEHMEM LENbHOW KPOBM), BUOTEXHOMOrMYECKMEe NeKapCTBEHHbIE
npenapaTbl, reHoTepaneBTUYECKNE NeKapCTBEHHbIE Npenaparhl;

7) uMmMyHoBMOnornyeckMe rekapCcTBEHHbIE MpenapaThbl - fleKapCcTBEeHHble Mpenaparbl,
npegHasHaveHHble Ans OpMUPOBAHUS aKTUBHOMO UM MACCUMBHOIO UMMYHUTETA GO
AVArHOCTUKM Hanm4ums UMMyHUTETa U AUarHoCTUKKN cneumdunyeckoro npuobpeTeHHoro
N3MEHEHUS1 MMMYHOSOIMYECKOrO OTBeTa Ha anneprusvpyrowme Bewecta. K
MMMYHOOMONOrMYEeCKUM  NeKapCTBEHHbIM  MpenapaTtaM  OTHOCHATCS  BaKUMHbI,
AaHaATOKCWHbI, TOKCUHbI, CbIBOPOTKMA, UMMYHOITI00YMHbI U annepreHsbi;

7.1) BuoTexHonorn4yeckne rnekapCTBeHHble npenapaTbl - JleKapCTBEHHbIE npenapaTbl,
NPOM3BOACTBO KOTOPbIX OCYLLECTBASETCA C WUCMONb30BaHMEM OMOTEXHONOINYECKMX
npoueccoB n metono (B ToMm uncne OHK-peKOMOMHAHTHON TEXHONOMMWU, TEXHOMNOMn
KOHTPONMPYEMOWN 3KCNPECCUM FTEHOB, KOAMPYIOLLMX BUOnorndeckn aktmBHble 6enku B
npokapuMoTax W 3ykapuoTax, BKNOYas MW3MEHEHHblE KINEeTKM MIIEKONUTaoLWmX),
rmbpuaoMHOro MeToga 1 MeToga MOHOKITOHANbHbIX aHTUTEN;



72) reHoTepaneBTU4ECKNE JNIEKApPCTBEHHbIE MNpenapaTtbl - JIEKAPCTBEHHbIE Npenaparthl,
cbapmau,eBTquCKaﬂ Cy6CTaHLI,VIFI KOTOPbIX ABJIAETCA peKOM6MHaHTHOVI HyKJ'IeI/IHOBOIZ
KMCnoTom wunuM BKMoYaeT B cebs peKOM6I/IHaHTHle HYKINENHOBYKO  KUCJIOTY,
NOo3BONAKOLLYH OCYLLECTBIIATL perynmposaHune, perapauynio, 3aMeHy, pobasneHne unm
yaaneHue reHeTM4eCcKomn nocrnenoBaTesibHOCTY;

8) HapkoTMyeckne nekapCTBEHHble CpeAcTBa - JleKapCTBEHHble npenapatbl U
papmaueBTUyeckme  cybecTaHuuu, cogepxawume HapKoTU4Yeckne cpeactsa  w
BKItOYEHHble B [lepeyeHb HapKOTUYECKUX CPeacTB, MCUXOTPOMHbLIX BELWECTB U WX
NpeKkypcopoB, nognexawmnx KoOHTponto B Poccuiickon degepauumm, B COOTBETCTBUM C
3akoHogaTenbctBoM  Poccunckon  depepaumn, MexgyHapoAHbIMM - [OroBopamu
Poccuinckon ®egepaumm, B ToMm ymcne EgMHoOmN KOHBEHLMEN O HAPKOTUYECKNX CpeacTBax
1961 roaa;

9) nNCUMXOTPOMHbIE JieKapCTBEHHbIE CpeAcTBa - JleKapCTBEHHble npenapatbl U
hapmaueBTUyeckme cybecTtaHuuu, copepXxawue MNCUXOTPOMHble  BellecTBa W
BKItOYEHHble B [lepeyeHb HapKOTUYECKUX CPeacTB, MCUXOTPOMHLIX BELWECTB U WX
NPeKypcopoB, nognexawux KOHTponto B Poccuiickon degepaumm, B COOTBETCTBUM C
3akoHogaTenbctBOoM  Poccunckon  depepaumn, MexgyHapoaHbIMM - AOroBopamu
Poccuinckon ®epgepaunn, B Tom vncne KoHBeHUMEN O NCUXOTPOMHbIX BewecTBax 1971
ropa;

10) paguodapmaLeBTMYeckne reKkapCTBEHHbIE CPeAcTBa - NeKapCTBEHHblE CPEeACTBa,
KOTOpble codep)aT B FOTOBOW ANsl UCMOMb30BaHMS (QOPME OAWH PagVOHYKNUG WIu
HECKOIbKO pafuoHYKNnaoB (paanoakTUBHbBIX M30TOMOB);

10.1) opurMHanbHbIN NEKapCTBEHHLINM NpenapaTt - NekapCTBEHHLINM npenapaT C HOBbIM
OEeNCTBYIOLWMM BeLEeCTBOM, KOTOpbIM MepBbiM 3apernctpuposaH B Poccuinckon
degepaumm MM B MHOCTPAHHbLIX rOCyAapcTBax Ha OCHOBaHUM pe3ynbTaToB
AOKITMHMYECKUX UCCea0oBaHNI NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCeaoBaHumM
NEeKapCTBEHHbIX NpenapaTtoB, MNOATBEPXAAOWMX €ro KadectBo, 3(PdEKTUBHOCTL U
©e3onacHocCTb;

11) pedepeHTHbIN NEeKapCTBEHHbIN MNpenapaTt - fIeKapCTBEHHbIN npenapaT, KOTopbIn
ucnomnb3dyetca  AnNa oueHKn  OMO3KBMBANEHTHOCTM UM TepaneBTUYEeCKOW
9KBMBASIEHTHOCTWN, KayecTBa, 3(PPeKTUBHOCTU M BGe3onacHOCTM BOCMNPOU3BELEHHOMO
flekapCTBEHHOro npenapaTta unn 6GuoaHanorosoro (6uonogobHOro) nekapcTBEHHOro
npenapata (bunoaHanora). B kayectBe pedepeHTHOro IekapCTBEHHOrO npenapara ans
MEOMLUMHCKOrO NMPUMEHEHNS UCNOMb3yeTCA OpPUrMHanbHbIA NEeKapCTBEHHbIN npenapar
nmbo, ecnu opurnMHanbHbIM NeKapCTBEHHbIM MpenapaTt He 3aperncTpupoBaH UMM He
HaxoanTcs B obopoTte B Poccuiickon depepaumm n He Haxogutca B obopoTte B
WHOCTPaHHbIX rOCygapcTBax, BOCMNPOW3BEAEHHbLIN JEKapCTBEHHbIN npenapat  unu
OunoaHanoroBbin (6bnonogoOHbIN) NeKapCTBEHHbIN npenapaT (buoaHanor), KoTopbIN
nepBbiM 3aperucTpupoBaH M3 4ucna Haxogawmxca B obopote B Poccuiickon
denepaunmn, BMOIKBMBANEHTHOCTb UMK TepaneBTUYeCKasi 9KBUBANEHTHOCTb, Ka4yecTBo,
appekTMBHOCTE M 6e30MacHOCTb  KOTOPOrO  OUEHMBANMCb MO  OTHOLIEHMIO K
OpUrMHaNbLHOMY FeKapCTBEHHOMY Mpenapaty, a Takke KavyecTtBO, 3(PdEKTUBHOCTb U
6e30nacHOCTb KOTOPOro NOATBEPXKAAKTCA pe3ynbTaTamu hapmakoHaasopa u NpoBepPoK
COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB, HaxoOsAWMXCA B rpaxgaHckom obopore,
YCTAHOBMNEHHbIM TpeboBaHMAM K WX KadecTBy. B kayectBe pedhepeHTHOro
NEeKapCTBEHHOro npenapata Ans  BeTepMHApPHOro  MPUMEHEHUS  UCMONb3yeTcs
NeKapCTBEHHbIN NpenapaT Afs BETEPMHAPHOIO MPUMEHEHUSA, 3aperMcTpUpOBaHHbLIN B



Poccuiickon ®enepaumm Ha OCHOBaHWM pe3ynbTaToB AOKIMHUYECKUX UCCIEeAOoBaHMN
NeKapCTBEHHbIX CPEACTB U KMMHMUYECKUX UCCNEedoBaHNA NEeKapCTBEHHbIX NpenapaTos,
NOATBEPXKAatoLLMX ero KayecTBo, 3PdPEKTUBHOCTL M 6€30MacHOCTh;

12) BOCNpou3BedeHHbIN NeKapCTBEHHbLIN npenapaTt - NeKkapCTBEHHbIM npenapaTt ang
MEAMUMHCKOTO  MPUMEHEHUs, KOTOPbIN UMEEeT 3KBUBASNEHTHbIN  pedepeHTHOMY
neKkapCTBEHHOMY rpenapaTty KayeCTBEHHbI COCTaB W  KOJNIMYECTBEHHbIM COCTaB
OENCTBYIOLMX BeLecTB B  9KBMBANEHTHOW  flekapCTBEHHoW  copme, nmbo
nekapCTBEHHbIV Npenapar Ans BeTEPUHAPHOro NPUMEHEHNS, KOTOPbIN UMEET Takme Xe,
YTO W pedepeHTHbIM JIEKAapCTBEHHbIN MNpenapaT, KadeCTBEHHbIN COCTaB W
KONIMYECTBEHHbIM COCTaB AENCTBYHOLLMX BELWECTB B TaKOW Xe JfiekapCTBEHHON dhopme,
OMO3KBMBANEHTHOCTb nnm TepaneBTMyeckas 9KBMBANEHTHOCTb KOTOPbIX
COOTBETCTBYIOLLEMY pedepeHTHOMY IeKkapCTBEHHOMY Mpenapaty noaTBepXaeHa
COOTBETCTBYHLLUMMUN UCCHEAOBAHUAMM;

12.1) TepaneBTUYeCcKas 3KBUBASNIEHTHOCTb JIEKAPCTBEHHbLIX NpenapaToB - AOCTUMXEHUE
KNMUHNYECKN conocTaBuMMbIX  TepaneBTudeckoro  adpdekTta 7] nokasatenem
3 HEKTUBHOCTN N BE30NacHOCTU NpPU NPUMEHEHUU NEKAPCTBEHHbIX NpenapaToB Ans
MEANLMHCKOrO NPUMEHEHNSA, UMEIOLLNX OAHO MEeXAyHapoaHoe HenaTeHTOBaHHOEe (Mnn
XUMUYECKOE, UIK TPYNNUPOBOYHOE) HAMMEHOBAHNE, B 3KBMBANEHTHbIX 403MPOBKax Mo
OA4HUM U TEM Xe MNOoKa3aHUsM K NPUMEHEHWNIO N NPU OOMHAKOBOM criocobe BBeOeHMUS Y
OZHOW N TOM Xe rpynnbl 60MbHbIX;

12.2) GuoaHanoroBbii (6MoNOAOOHLINM) NeKapCTBEHHbIM npenapat (buoaHanor) -
Ovonornyecknn nekapcTBEHHbIM MpenapaT, CXOXWUA NOo napamMeTpaM KayecTBa,
addekTnBHOCTN KU 6e3onacHOCTM C pedepeHTHbIM BUONOrMYeckMM fekapCTBEHHbIM
npenapaTtoMm B TakKOW Xe NEeKapCTBEHHONW dOpMe U MMEKLMN MOEHTUYHBIN Cnocob
BBEOEHUS;

12.3) B3anMoO3aMeHSsIEMbIA NEKAPCTBEHHbIN NpenapaT - NleKapCTBEHHbLIN npenapaT ¢
AOKa3aHHOW TepaneBTUYECKOM OSKBMBANEHTHOCTbIO WM OMO3KBUBANIEHTHOCTBIO B
OTHOLLEHMN peddepEHTHOrO NNIEKAPCTBEHHOIO Npenapara, UMeoLLNN 3KBUBaNEHTHbIE eMy
Ka4eCTBEHHbIM COCTaB W KOJSIMYECTBEHHbIN COCTaB LAENCTBYHOLLIMX BeLLecTB, COCTaB
BCMoMoraTesibHbIX BELECTB, NIeKapCTBEHHYIO hopmy 1 cnocob BBeaeHUS;

12.4) 6MO3KBMBANEHTHOCTb JleKapCTBEHHbIX NMpenapaToB - JOCTKEHNE COMOCTaBMMbIX
nokasaTernie CKOpOCTM BcacbiBaHUSl, CTEMEHW MOCTYMNNEeHUs K MecTy [OEeWCTBUS U
CKOPOCTU BbIBEAEHUS OAHOTO WM HEeCcKOSbkMX obragarowmx dapMakoormyeckon
aKTUBHOCTbIO [AEeNCTBYIOLUMX BELLeCTB MpU NMPUMEHEHMU NEeKapCTBEHHbIX npenapaToB
ANst MEAWLMHCKOrO NPUMEHEHWS!, UMEeLWMX O4HO MeXOyHapO4HOe HenaTeHTOBaHHOe
(N1 XMMmM4Yeckoe, UNKn rpynNNMPOBOYHOE) HaMMEHOBaHMWE, B 3KBUBANEHTHbIX JO3MPOBKaX
1 NpWU OAMHAKOBOM cnocobe BBeAEHMS;

13) nekapCcTBEHHOE PaCTUTENBHOE Chipbe - CBEXME NN BbICYLLUEHHbIE pacTeHUs Nbo nx
4yacTu, ucnosnb3yemble Ans NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB OpraHu3auusiMmn -
NPOU3BOAUTENSMN  NIEKAPCTBEHHbLIX CPEACTB WM U3rOTOBMIEHUST JIEKAPCTBEHHbIX
npenapaToB anTeYHbIMW OpraHn3aunsiMm, BeTepuHapHbIMU anTeyHbIMU OpraHn3auunsivu,
NHAMBUAYanbHbIMM npeanpuHUMaTensMu, NMELLMMM NULEH3MI0 Ha
hapmMaueBTUYECKy0 AeATENbHOCTD;

14) nekapCTBEHHbIM pacTUTENbHbIM npenapaTt - JeKapCTBEHHbIM npenapar,
npoun3seneHHbI NN N3roTOBMEHHbLIN U3 O4HOro BUAa NeKapCTBEHHONO pacTUTENbHOMO



CbIpbS UMW HECKOMbKUX BUOOB TAKOro Chipbsl U peanuadyemMbil B pacdacoBaHHOM Buae
BO BTOPUYHOWM (NOTPebUTENbCKON) ynakoBKe;

15) romeonaTu4ecKMn JIeKapCTBEHHbIW MpenapaTr - JleKapCTBEHHbIM npenapar,
NPOU3BEAEHHbLIN UMW  U3FOTOBMEHHbIM K3 bapmaueBTMYEeCKONn cybcTaHuMn unm
papmaueBTUYecKMX cybcTtaHUMn B  COOTBETCTBMM C  TpeboBaHMsMKM  0OLLMX
hapMakonemHbIX cTaTen K romeornatuyeckMM feKapCTBEHHbIM MpenapataMm wunu B
COOTBETCTBUM C TpeboBaHMAMKU apmakonenm CTpaHbl MNpPoOU3BOAUTENSA TaKoro
nieKkapCTBEHHOro npenapara;

16) mMexayHapoaHoe HenaTeHTOBaHHOE HaMMEeHOBaHWEe NEeKapCTBEHHOro cpeacTea -
HavMeHoBaHWe  [eUCTBYylOLWEro BellecTBa  hapmaueBTMYeckOn  cybcTaHuuu,
pekoMeHaoBaHHoe BcemupHol opraHmsaumneit 30paBooXpaHeHNs:;

17) TOoproBoe HanmeHoBaHME  JNeKapCTBEeHHOrNro cpeacrtsa - HaumMeHoBaHune
JIeKapCTBEHHOro cpenctea, MpUCBOEHHOE ero pa3p860T‘-II/IKOM, gepxarenem urn
BrnagesbuemM permctpaynoHHOro yaoCctoBepeHna JiekapCTBEHHOIO rnpenaparta,

17.1) rpynnMpoBOYHOE HaMMeHOBaHWEe INEeKapCTBEHHOro npenapaTta - HaumeHoBaHWe
NeKapCcTBEHHOro npenaparta, He MMEILWEero MeXayHapoaHOro HenaTeHTOBaHHOro
HauMeHOBaHWA, UM KOMOMHALMKN NeKapCTBEHHbIX NpenapaTtos, UCMOoNb3yeMoe B Liensax
obbeaMHeHMs MX B rpynny nog eauHbIM HavMeHOBaHMEeM MCXoAs M3 OOWHaKOBOro
cocTaBa AeNCTBYIOLNX BELLECTB;

18) obwaa dapmakonenHasa ctaTtbs - LOKYMEHT, YTBEPXAEHHbIA YNONHOMOYEHHbIM
denepanbHbIM  OpraHOM  UCMOSMHUTENBHOWM BMactu W cogepXawumn rnepedeHb
nokasatenen kadectBa W (MNW) MeETOOOB KOHTPOMS KayecTBa  KOHKPETHOW
NeKkapcTBEHHON  (POpMbl, NIeKapCTBEHHOrO  PacTUTENBHOrO  CbIpbs,  OMNUCAHWUA
buonornyecknx,  BUOXMMUNYECKMX, MUKPOBUONOrM4EeCcKnx,  OU3MKO-XUMUYECKUX,
PU3NYECKMX, XMMUYECKMX WU OpYrMxX MeToOOB aHanusa fiekapCTBEHHOro cpencTtsa, a
Takke TpeboBaHUA K UCNONb3yeMbIM B LIeNAX NPoBeJeHUSA JaHHOro aHanv3a peaktueam,
TUTPOBaHHbLIM pacTBOpaMm, UHANKaTopam;

19) dhapmakonenHaa cTaTbd - [OOKYMEHT, YTBEPXAEHHbIN  YMNOAHOMOYEHHbIM
defepanbHbIM - OpraHoOM  UCMOSIHUTENBHOW BRactTm W COAepXallnMn  nepeyeHb
rnokasaTernen ka4ecTBa U MeTOA0B KOHTPOSSA KayecTBa JleKapCTBEHHOIO CPeACTBa;

19.1) ctaHpapTHble oOpasubl - BeLLEeCTBa, MNOCPELCTBOM CpPaBHEHUSI C KOTOPbIMU
OCYLLIECTBNAETCA KOHTPOSIb KayecTBa WcCCrneayeMblX JeKapCTBEHHbIX CPencTB C
NMOMOLLIbIO PUBNKO-XUMUYECKMX U BUONOrMYEecKMX MeToLOB B LeNsX NOATBEPXAEHUS
COOTBETCTBUSA JieKapCTBEHHbIX CPeacTB TpebOoBaHUAM HOPMAaTMBHOW AOKYMEHTaLuw,
YCTAHOBMEHHbIM MpPU  OCYLLUECTBNEHUN TOCYOAPCTBEHHOW perncrpauun, n KoTopble
npuMeHsaTCA  Ana KanubpoBkM  CTaHOapTHbIX  0b6pasuoB  npousBoauTens
NEeKapCTBEHHbIX CPeACTB, UCMONb3yeMbIX ANS KOHTPOSS KayecTBa U UHbIX Lienen npu
obpaLleHun nekapCcTBEHHbIX CPEACTB;

19.2) dapmakonenHbih  CTaHOapTHbIM  obpaselw - cTaHgapTHbIM  obpaseu,
npoun3seneHHbI B COOTBETCTBUN C (papMaKonenHoOn CTaTbewu;

20) HopMaTUBHas LOKYMEHTaUWs - OOKYMEHT, coaepkaluunii nepeyeHb onpeaensiembix
no pesynbTaTaM COOTBETCTBYOLLMX SKCNEPTU3 NokasaTerneln kayecTBa fekapCcTBEHHOro



cpeacrtea AnAd MegunumHCKOro npuMMeHeHumd, MeTodoB KOHTPOJiA €ero KadectBa "
yCTaHOBﬂeHHbIVI ero npon3BognTeriem,

21) HOpMaTUBHbIA OOKYMEHT - OOKYMEHT, cofepXallun nepeyeHb onpegensiembix no
pesynbTataM COOTBETCTBYIOLIUX IKCMEpTU3 nokasaTenen kadectsa v (MnNu) MeToaos
KOHTpOnS KadecTBa  neKapCTBEHHOM dopMmbil, onucanHusa Ounonorn4eckmx,
OMOXMMUYECKNX, MUKPOBMOSOrNYECKNX, UNKO-XUMUYECKNX, OUBNHECKNX, XMMUNYECKNX
W OpyrMx MeTOA0B aHanusa nekapcTBEHHbIX CPeaCTB AN BETePUHAPHOro NpUMeHeHus,
TpeboBaHNA K MCMNOMb3yeMbIM B LeNsX NpoBefeHUs [aHHOro aHanusa peakTuBawm,
TUTPOBaAHHbLIM pacTBOpaM, UHAMKATOPaM U YCTAHOBIIEHHbIN €ro NPOU3BOANTESNEM;

21.1) 06NN TEXHNYECKNI JOKYMEHT - KOMMNIIEKT AOKYMEHTOB U MaTepuanos, COCTOALLNN
N3 HECKOJTbKNX pa3fenoB - AOKYMEHTaunun agMMHUCTPaTMBHOIO Xapakrepa, XMMNU4eCKon,
hapmaueBTuyeckon K1 Buonormyeckom  OOKyYMeHTauuu,  dpapMakosiorM4eckon,
TOKCUKOSOMMYECKON OOKYMEHTaUun, KIIMHUYECKOW AOKYMEHTauun U npeacrasfisieMbln
OAHOBPEMEHHO C 3asiBfieHMEM O [OCyJapCTBEHHOW perucTpauum nekapcTBEHHOro
npenapata gns  MeguUMHCKOro  MNpuMeHeHuss B popmaTe, YCTaHOBSIEHHOM
YNOSTHOMOYEHHbIM doefieparnbHbIM OPraHoOM UCMOMHUTESNTbHOW BACTW;

22) Ka4yeCTBO NEKAPCTBEHHOIO CPeacTBa - COOTBETCTBME eKapCTBEHHOro cpeactsa
TpeboBaHMAM chapmakonerHo cTtaTbu NMGO B cnyvyae ee OTCYTCTBUS HOPMaTUBHOW
AOKYMEHTaLUN UM HOPMATUBHOIO JOKYMEHTa;

23) GesonacHOCTb IEKapCTBEHHOINO CPEeACTBa - XapaKTepucTuka NeKapCTBEHHOro
cpeacTBa, OCHOBaHHas Ha CPaBHUTENbHOM aHanuM3e ero 3PMEeKTUBHOCTU U pUcKa
NPUYMHEHNS Bpeaa 300PO0BbI0;

24) a(PPEKTUBHOCTbL JIEKAPCTBEHHOrO npenapaTta - XapakTepucTuka CTeneHu
NOSTIOXUTENBHOTO BNUAHUSA neKkapcTBEHHOro npenapaTta Ha TeyeHue,
NPOLOIMKNUTENBHOCTL 3aboneBaHnss uUnuM ero npefoTBpalleHve, peabunutauuio, Ha
COXpaHeHue, NpegoTepaLleHne unm npepbiBaHme 6epeMeHHOCTH;

25) cepus NeKapCTBEHHOTO CpeacTBa - KOMUYECTBO JIEKApCTBEHHOIO CPeacTBa,
npou3BefeHHoe B pe3yrbTaTe O4HOIro TEXHOMOrMYECKOro LiMKa ero Nnpov3BoanTenem;

26) perucTtpauMOHHOE YyOOCTOBEpPEHWe feKapCTBEHHOro npenapata - [OOKYMEHT,
noATBepXAaroLLMn OakT rocygapCTBEHHON perncTpaumm iekapCTBEHHOro npenapara;

26.1) gepxaTenb unu Bnagenewy perncTpaumoHHOro yAOCTOBEPEHUST FIEKAPCTBEHHOMO
npenapara - pa3paboTyMK fiekapCTBEHHOrO CpeacTBa, NPOU3BOANTENDb JIeKapCTBEHHbIX
CPeAcTB  WUNM  MHOE opuaudeckoe nuuo, obnajarwllee nNpaBoM  BnageHus
pPermcTpaLmoHHbIM yOOCTOBEPEHNEM, KOTOPblE HECYT OTBETCTBEHHOCTb 3a KadecTBoO,
3pPEKTUBHOCTL U BE30MAaCHOCTL NIEKAPCTBEHHOIO Npenapara;

27) pernctTpaunoHHbIN HOMEpP - KogoBoe 0603Ha4YeHne, NPUCBOEHHOE NEKApPCTBEHHOMY
npenapary npu ero rocyaapCTBEHHOW perucrTpaunm;

28) obpalleHune nekapCTBEHHbIX CPEACTB - pa3paboTka, LOKITMHMYECKNE UCCIeA0BaHUS,
KNWHMYECKME  UCCNedoBaHusl,  9KCnepTu3a,  roCydapCTBEHHast  perucrpauus,
CTaHgapTM3aumMa W KOHTPOSlb KavecTBa, NPOU3BOACTBO, W3rOTOBMIEHWE, XPaHEHWE,
nepeso3ka, BBO3 B Poccunckyio dPegepaumio, BbiBO3 U3 Poccuinckon Penepauuu,



peknama, oTnyck, peanvsauus, nepegava, NnpMeHeHne, YHUYTOXEHNE NEKaPCTBEHHbIX
CPEACTB;

29) cybbekTbl 06paLleHnst NekapCTBEHHbIX CpeacTB - usmyeckne nuua, B TOM Ynucne
UHAMBUOYarbHble NpeanpuHUMaTenu, W puandeckne nuua, OocylecTBhsoLme
AeATenbHOCTb NPU 06paLLeHUM NeKapCTBEHHbIX CPEACTB;

30) pa3paboTymnk nekapCTBEHHOro cpeacTBa - opraHmnsauus, obnagarolwas npasamm Ha
pesynbTaTbl JOKIIMHUYECKNX WUCCNEeLOBaHUN NEKapCTBEHHOrO0 CPeAcTBa, KIMMHUYECKMX
nccnegoBaHWn NIEKAPCTBEHHOrO npenapata U (MnM) Ha TEeXHONMOrMK Npou3BoACTBa
NeKapCTBEHHOro CPeACTBa;

31) npomn3BoACTBO JIEKAPCTBEHHbIX CpeactB - AOeATesibHOCTb Mo npou3BOACTBY
JIeKapCTBEHHbIX CpeacCTB opraHn3aunamMmmn - npon3soanTeENAMIN JIEKAPCTBEHHbLIX CpencCcTB
Ha OOQHOW CTagun, HECKOMNbKNX UMK BCEX CTaAUsAX TEXHONOMMYECKOro npouecca, a Takxke
Mo XpaHeHnto n peann3aunmn npon3BeneHHbIX NekapCTtBEHHbLIX CPeacCTB,

31.1) npou3BOACTBEHHAs nfowagka - TeppuTopuaribHO 000COBMEHHBIN KOMMSIEKC
NPOM3BOAMTENS NEKAPCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIN AN BbINOSIHEHUS BCErO
npouecca NpoM3BOACTBa JIEKAPCTBEHHbLIX CPEACTB UM ero onpeaeneHHon ctaguu;

32) npousBoAUTENb JIEKAPCTBEHHbLIX CPEACTB - OpraHu3aumsd, ocyllecTBrnsowas
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMUN C TPEOOBaAHMSAMM HACTOSILLIENO
depnepanbHOro 3akoHa;

33) cbapmavneBTMyeckas OeAaTenbHOCTb - AeATENbHOCTb, BKIoYawas B ceba onToByto
TOProB/t0 NeKapCTBEHHLIMU CPeACTBAMU, UX XpaHEHWNE, NEPEBO3KY U (USIN) PO3HUYHYIO
TOProBmno NeKapCTBEHHbIMM NpenapataMmm, B TOM YNCne ANCTaHLMOHHBIM COCOO0M, nX
OTNYCK, XpaHeHne, NepeBO3Ky, N3roTOBIIEHME NIEKAPCTBEHHbIX NPenapaTos;

34) opraHumsauus ONTOBOW TOPrOBfWM NEKAPCTBEHHbIMM CpeacTBaMu - OpraHuM3aums,
OCYLLIEeCTBNAKOLLAA ONTOBYD TOProBMIO NEKapCTBEHHLIMU CPeACTBaMU, UX XpaHeHue,
nepeBO3Ky B COOTBETCTBUM C TpeboBaHusMU HacToswero efeparnbHOro 3akoHa;

35) anTeyHas opraHmM3aumsa - opraHu3aumsi, CTPyKTypHOe nogpasgeneHme MeamunHCKomn
opraHusauum, oCyLLeCTBNAOLLME PO3HUYHYIO TOPrOBIIIO NEeKapCTBEHHbIMK NpenapaTtamu,
B TOM Yncne ANCTaHUNOHHBIM CNOCOBOM, XpaHeHne, NepeBO3Ky, U3roTOBNEHNE U OTNYCK
NeKkapCTBEHHbIX NpenapaTtoB ANd MeAWUMHCKOrO MpPUMEHEHUSS B COOTBETCTBUM C
TpeboBaHUAMU HacTosiLwero deaepanbHOro 3aKoHa;

36) BeTepuHapHas antedyHasi opraHn3auus - opraHusauusi, CTPYKTypHoe noapasaerneHune
BETepVHapHOW opraHusauuu, ocyLlecTBnsoLme PO3HUYHYHO TOProBnto
neKkapcTBEHHbIMM Mpenapatamn, B TOM 4Yucre AUCTaHUMOHHbIM CnocoboMm, XpaHeHue,
N3roTOBIEHME M OTNYCK fleKapCTBEHHbLIX NpenapaToB Afs BETePUHAPHOro NpUMeHeHUs
B COOTBETCTBMU C TpeboBaHMAMN HacTosiLero ®eaepanbHOro 3akoHa;

37) danbcudunumMpoBaHHOE IEKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeACTBO,
COMpOoBOXAaeMoe NOXHOW MHopMaunen o ero coctase u (Mnn) NponssoanTene;

38) HepobpokaveCTBEHHOE NeKkapCcTBEHHOE CPeACTBO - NeKapCTBEHHOE CPeAcTBO, He
cooTBeTCTBYlOLWEee TpeboBaHUAM hapMakonenHom ctatbm NMbO B Criydae ee OTCyTCTBUSA
TpeboBaHUAM HOPMATUBHOW AOKYMEHTALUN UM HOPMATUBHOIO AOKYMEHTA;



39) KOHTpa(baKTHOG JIeKapCTtBeHHOe cCcpeactBo -  JieKapCTBEHHOE  CpencTBoO,
Haxogduleeca B o6op0Te C HapyLweHnem rpa>gaHCckoro 3akoHogartes1bCTBa;

40) [OKNMHMYECKoe WuccnenoBaHWe feKapCTBEHHOrO cpeactea - Guonornyeckue,
MUKpOBUHonorndeckne, MMMyHONOrnYyeckme, TOKCUKoNornyeckme, dapmMmakonormyeckme,
dusnyeckme, XMmMmnyeckme U Apyrme UCcneaoBaHUs NeKapCTBEHHOro CpeacTBa NyTem
NPUMEHEHNA Hay4HbIX METOOOB OLEHOK B Uendx MonyyYyeHnsa [OokasaTenbCTB
B©e3onacHocTn, kavyecTBa N 3PPEKTUBHOCTU NIEKAPCTBEHHOIO CPeACTBa;

41) KAMHWYECKOe uccredoBaHWe  JIeKapCTBEHHOro  npenapata -  U3yYeHue
ANArHOCTUYECKMX, NedvebHbIX, NpodMnakTMYecknx, dapmMaKkosiorniecknx CBONCTB
NeKkapCTBEHHOro nNpenapara B Npouecce ero NpMMeHeHNs y YenoBeka, XXMBOTHOMO, B TOM
yucne npoLEeccoB BCacbiBaHWs, pacnpeneneHuns, U3MeHeHUst U BbIBEOEHUSA, NyTeM
NMPUMEHEHUS HayYHbIX METOOOB OLEHOK B LUendx MnofnyyYyeHns [okasaTenbCTB
©e3onacHocTn, kayectBa N 3PEEKTUBHOCTM NEKAPCTBEHHOrO npenapaTta, AaHHbIX O
HeXenaTenbHbIX peakunsx opraHu3mMa 4YenoBeka, XMBOTHOMO Ha MpPUMEHEHMEe
NeKkapcTBEHHOro npenapata u 06 addekte ero B3aMMOOENCTBUA C  APYrUMM
NeKapCcTBEHHbIMU NpenapataMmu 1 (Unn) NULLEBbLIMU NPOAYKTaMK, KOPMaMWU;

42) MHOIoueHTpoBOE KIMMHUYECKOE WCCIieaoBaHME JeKapCTBEHHOro npenapara a4
MeaNUUNHCKOro npuMeHeHuna - KnmHn4yeckoe nccrnegosaHne nekapcTtBeHHOro npenaparta
ana  MeamuunHCKoro npumMeHeHuaA, rnposoanmMmoe pa3p860T‘-WIKOM JNIeKapCTBEeHHOIo
npenaparta B ABYX U bonee MeaUUMHCKMX opraHunszaumax no eanHomy npoToKony
KIMMHNYEeCKOro nccrieaoBaHmnA nekapCTtBEHHONO rnpenaparta;

43) MexayHapogHOe MHOrOLEeHTPOBOE KITMHUYECKOE WCCredoBaHWe nekapCTBEHHOro
npenapata Ans  MeOUUMHCKOrO MNPUMEHEHUSI -  KIMHU4Yeckoe WccrnegoBaHue
neKkapCcTBEHHOro npenapata Ans  MeauUMHCKOrO  MPUMEHEHMs,  MPOBOAMMOE
pa3paboTyMKOM IeKapCTBEHHOro npenapaTta B pPasfu4YHbIX CTpaHax Mo eauHOMY
NPOTOKONY KINMHMYECKOrO NCCrefoBaHWs NIeKapCTBEHHOMO NpenapaTa;

44) nocTtpernctpauMoHHOEe KIIMHUYEeCKOe WCCrefoBaHMe feKkapCTBEHHOro npenapaTta
ANA  MeOULMHCKOrOo MNPUMEHEHUS - KIWHWYeCcKoe UccrnefoBaHne nekapCTBEHHOro
npenapata And MeguUMHCKOro  NPUMEHEHWd, NpoBOAMMOE  Mpou3BoauTeNnemM
neKkapCcTBEHHOro npenapara, rpaxgaHckmin obopoT KOTOPOro OCyLLecTBMSEeTCHa nocne
rocyAapCTBEHHOW perucTpauun, B Uenax AononHUTenbHoro cbopa [aHHbIX O €ero
6e3onacHocT N 3(PPEKTMBHOCTN, paCLUMPEHUST MOKA3aHUMA K MPUMEHEHUIO AAHHOro
NeKkapCTBEHHOro npenapara, a Takke BbIABEHUS HeXenaTenbHblX peakumi naumeHToB
Ha ero AencTBuUE;

45) wnccnepoBaHue OMO3KBMBANEHTHOCTU  NEKApPCTBEHHOrO npenapata - BuUA
KIMHMYECKOrOo WCCNefoBaHUs JEKApCTBEHHOro npenapara, MNpoBeAEHWE KOTOPOro
OCYyLLEeCTBNSAETCA Ansl onpeaeneHns CKOpoCTU BCaCbiBaHUS U BbIBEOEHUS OOHOMO UMK
HEeCKONbKMX obnagarwmx apMakonorm4yeckon akTMBHOCTbIO OEMCTBYIOLMX BELLECTB,
KOnmMyecTBa JEeKapCTBEHHOro npenapaTta, AOCTUrarLlero CUCTEMHOro KpOBOTOKa, W
pesynbTaTtbl KOTOPOro MNO3BOMSAKT cAenatb BbiBO4 O OWOSKBMBANEHTHOCTM
BOCMPOM3BEAEHHOIO J1IEKAPCTBEHHOrO Mpenaparta B OMpeAerieHHbIX JeKapCTBEHHOMN
dopmMe W [O3UPOBKE, COOTBETCTBYKOWMX GOopMe U [OO03UMPOBKE pedepeHTHOro
nekapCTBEHHOro npenaparTa;

46) nccnegoBaHvue TepaneBTUYECKOW 3KBUBANEHTHOCTU NEKapCTBEHHbIX MpenapaTos -
BUA KIMMHUYECKOrO MCCNeaoBaHUs NekapCTBEHHbIX NpenapaTtoB, NPoBeaeHNe KOTOPOro



OCYLLECTBNSIETCA ONS BbISIBNIEHUS OAMHAKOBbLIX CBOWCTB NEeKapCTBEHHbIX NpenapaTtoB
onpeneneHHom nekapcTBEHHOW (hopMbl, @ Takke HanMuusi OAMHAaKOBbIX MokasaTernen
6e3onacHoCcTM UK 3(M@EKTUBHOCTM  NEKAapCTBEHHbIX MNpPenapaTtoB, OAMHAKOBbIX
KNMUHUYECKNX 3PEKTOB NPU UX NPUMEHEHWN;

47) NPOTOKOJT KIMTMHNYECKOIo nccriegoBaHnda nekapCcTtBeHHOro rnpernapara - JOKYMEHT, B
KOTOPOM onpeaendarnTcAa uUersu, Q)OprI opraHmsauunm un mMeToaosiorma npoesegeHund
KIMMHNYEeCKOro nccrieaoBaHnd, ctTatuctn4eckne metobl O6p860TKM pe3ynbTaTtoB Takoro
ncenegoBaHnAa n Mepbl No obecneyveHunto 6esonacHocTn Q)I/I3I/I‘-IeCKI/IX Jmy, y4acTBYHOLWMNX
B KIMTMHN4YE€CKOM uUccrengoBaHn JNieKapCTBEHHOIO rnpenaparta,

48) Opowopa muccnegosaTtensd - CBOOHOE M3MOXEHMe pes3yribTaToB LOKIMHUYECKOro
NCCrneaoBaHUs  NEKapCTBEHHOro  cpeactBa W KIMMHWYECKOTO  MCCreaoBaHus
NekapCTBEHHOro npenapara ans MeauumMHCKOro NpUMeEHEHNS;

49) WHGOPMAUUNOHHBLIM JIUCTOK MaumeHTa - AOKYMEHT, B KOTOPOM coAepxaTtcs B
AOCTYNHOW (bopMe CBeAEeHUS, KacatoLmecs NPoOBOAMMOro KIMHUYECKOro nccregoBaHns
nekapCTBEHHOro npenapaTta, M B NUCbMEHHOW dopme [oO0poBONbHOE cornacue
naumeHTa Ha y4dacTume B KITMHUYECKOM UccnefoBaHnm fieKapCTBEHHOMO Npenapara nocne
O3HaKOMMNEHUs1 ¢ 0COOEHHOCTAMUN KNUHUYECKOrO UCCIeNoBaHUA, UMEKLLUMMN 3HaYeHne
ANsl Bblpa)XeHNs Takoro cornacus;

50) noboyHoe OencteBue - peakuusi opraHuama, BO3HMKLIAS B CBA3M C MPUMEHEHUEM
NEeKapCTBEHHOro npenapata B [Jo3aX, PeKoOMeHAYyeMbIX B WHCTPYKUMM MO €ero
NPUMEHEHUO, AN NPOMUNAKTUKKA, OMArHOCTUKKW, NedeHus 3aboneBaHuMss unu Ans
peabunutaumm;

50.1) HexenaTenbHasi peakumsa - HenpegHamepeHHast HebnaronpusaTHas peakums
opraHuama, KoTopasi MOXeT ObITb CBsi3aHa C MPMMEHEHNEM FIEKapCTBEHHOrO Npenapara;

51) cepbe3Hass HexenaTenbHas peakuumst - HexenaTenbHasi peakuusi opraHusma,
CBsi3aHHas C MPUMMEHEHWEM IeKapCTBEHHOro npenapaTa, npvBewasi K CMepTw,
BPOXAEHHBIM aHOManNMsaM Unu Nopokam passutusi NM6o npeacTasnsaoLas cobowm yrposy
XW3HK, Tpebywwaa rocnuTanusauuMnm wWnM  nNpuBedwass K CTOMKOW  yTpaTe
TPy4oCnoCOBHOCTU 1 (UNIN) MHBANUAOHOCTK;

52) HenpeaBMaeHHasn HexenaTernbHas peakums - HexxenaTtenbHas peakums opraHn3mMa,
KOTopasi CBsi3aHa C MPUMEHEHWEM JleKapCTBEHHOrO Mpenapata B Aosax,
pPEKOMEHAYEMbIX B MPOTOKOMle €ero  KIAMHWYEeCcKoro uccrneoBaHus, Opolutope
nuccnegosatensi, WNM  C  MPUMEHEHWEM JeKapCTBEHHOro npenapata B Ao3ax,
PEKOMEHAYEMbIX B MHCTPYKLMM MO €ro NpMMEHEHUO Ans NpodunakTuKn, ANarHoCTUKu,
nevyeHuss 3aboneBaHusi UM MeOUUMHCKOW peabunutaumm naumeHTa, U CYLIHOCTb,
TSOKECTb WIINM UCXOL KOTOPOW He COOTBETCTBYET WHGOpMauum O JeKapCTBEHHOM
npenapaTte, cofep)kalleincs B NPOTOKOMEe ero KMMHUYeckoro uccrieqoBaHus, Gpolutope
nccnegoBaTenst UN B MHCTPYKLUMK MO NPUMEHEHMIO NlekapCTBEHHOMO NpenapaTa;

52.1) dapmakoHag3op - BuA AEATENbHOCTM MO MOHUTOPUHTY 3PdEKTUBHOCTM U
6e30nacHOCTM NeKapCTBEHHbIX NpenapaToB, HanpPaBiEHHbIN Ha BbISIBIIEHNE, OLEHKY U
npefoTBpalleHe HexenaTernbHbIX MNOCNeACTBUA  MPUMEHEHUS  JIeKapCTBEHHbIX
npenaparos;



52.2) nnaH ynpaBneHus puckamum - noapobHoe onucaHne MeponpuUsaTU Mo
dpapmakoHag30py, HanpasfeHHbIX Ha BbIABMEHWE, OLEHKY U npefoTBpalleHne WUnu
MUHUMU3ALINIO PUCKOB, CBA3AHHbLIX C NeKapCTBEHHbIMW MpernapaTtamu, BKNoYas OLEeHKY
AP PEKTUBHOCTU AaHHBIX MEPONPUATUN;

53) peuenT Ha nNekapCTBEHHbLIN npenapaTt - MeAUUMHCKMA OOKYMEHT YCTaHOBEHHOM
dopMbl, cogepXawmi HasHayvyeHue nekapCTBEHHOro npenapata Angd MeauvuuMHCKOro
NPUMEHEHNS, BblAaHHbIA MEOULMHCKUM PabOTHMKOM B LeNsaxX OTMYyCcKa JIeKapCTBEHHOMO
npenapaTta UM ero U3roToBNeHUs 1 oTnycka Ha BymMaxxHOM HocuTene unu ¢ corracus
naumMeHTa UnM ero 3akOHHOro npeacTaBuTens B pOopMe 3SIEKTPOHHOrNo OOKYMEHTa,
NnoanNUCaHHOrO C WCMOMb30BaHMEM YCUIEHHOW KBannMUUUPOBAHHOW 3NEKTPOHHOWN
nognucn MeguumMHCKoro paboTHuKa, nNuMbo OOKYMEHT YCTaHOBMEHHOW OpMblI,
cogepxawm  HasHadeHWe neKkapCTBEHHOro npenapata Ana  BeTepuHapHOro
NPUMEHEHNS, BblAAHHbLIA creunanucTtoMm B obnactm BeTepuHapuuM B LENsx oTnycka
NleKapCTBEHHOrOo npenapara Uin ero U3roToBieHnst U OTnycka Ha ByMaXHOM HocuTene;

54) TpeboBaHne MeanLMHCKOW opraHM3aunn, BeTepuHapHOW OopraHu3aumm - OOKYMEHT
YCT@HOBMEHHON OPMbl, KOTOPbLIN BbINMUCAH MEAULMHCKUM  pPaboTHUKOM  unu
cneumanucTtom B obnactn BeTepuvHapuu, UMEKLWUMN Ha 3TO NpPaBO, W COAEPXUT B
NMUCbMEHHOW (POPMEe YyKasaHue anTeyHoW opraHusauuv Unn BeTepUHapPHOW anTeyHoWn
opraHusaumm ob oTnycke fiekapCTBEHHOro npenapata Unu O ero M3rotoBneHun n ob
oTnycke pgns obecneyeHuss neyebHOro npouecca B MeOULMHCKOW OpraHusauumu,
BETEPMHAPHOW OpraHmn3auuu;

55) KkoMnnekcHas oueHKka NnekapcTBEHHOro npenapara - OLeHKa 3aperncTpMpoBaHHOro
feKkapCTBEHHOro npenaparta, Bkoyawwas B cebs aHanuM3 uHgopmaumm o
CPaBHUTENbHOM KNUHMYECKON 3GEEKTUBHOCTM U 0BEe30nacHOCTU NEeKapCTBEHHOMO
npenapaTta, OUEHKY 9KOHOMWYECKMX MOCMEeACTBMMA €ro MNPUMEHEHUS, WU3YyYeHune
AOMNOSTHUTENbHbBIX MOCNEeACTBUN MPUMEHEHUST FIEKapCTBEHHOro npenapaTta B Lensax
NPUHATUSA PELLIEHNIA O BO3MOXXHOCTW BKITHOYEHUS FIEKAPCTBEHHOIO Npenaparta B nepeyeHb
XU3HEHHO HEOBXOOMMBIX U BaXXHEWMLLMX JIEKAPCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE
NnpaBoOBble aKTbl N MHbIE AOKYMEHTbI, Oonpeaenstolme Nnopsaaok okasaHuss MeguLMHCKON
NMOMOLLM, NN UCKINIOYEHUS €0 U3 YKasaHHbIX NEPEYHs], aKkTOB U AOKYMEHTOB;

56) cuctema MOHUTOPWHIa ABWXKEHUS NEeKapCTBEHHbIX NpenapaToB ANs MeanUMHCKOro
npumMeHeHust - dpegepanbHas rocygapcTBeHHast  MHAOPMaLMOHHas  cucTema
MOHUTOPWHIa ABWXEHWUSI NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOTrO NpUMEHEHMS

OT npou3ssBoaunTend OO0 KOHEeYHOro ﬂOTpe6VITeJ'IF| C ucnoJib3oBaHMEM B OTHOLUEHUN
JleKapCTBEHHbIX NMpenapaTtoB A4 MeANLMHCKOro npuMmeHeHnA cpeacTB VI,D,GHTVI(*)VIKaLI,VIVI.

Mnasa 2. MOJTHOMOYMNSA GEOEPAIbHBIX OPFTAHOB UCMONMHUTENBHON
BNACTW, OPFAHOB VUCMONMHUTENbHOW BNACTU CYEBEKTOB POCCUNCKOWN
SEOEPALIMN MNMPU OBPALLEHWN NEKAPCTBEHHbBIX CPE[ACTB

Cratbsa 5. [lonHomouus deaepanbHbiX OPraHoB WCMOMHUTENBHONM BRactn npwu
obpaLyeHun nekapcTBEHHbIX CPeACTB

K nonHomoumnsam deneparnbHbIX OpraHoB WCMOMHUTENbHOW BRactu npu obpaleHun
NeKapCTBEHHbIX CpeaCTB OTHOCATCS:



1) nposegeHne B Poccuiickon degepaumm eauHOM rocyaapCTBEHHOW MOSIUTUKM B
obnactn obecnevyeHns nekapCcTBEHHbIMM Mpenapatamyn rpaxgaH B Poccunckon
depepaumu;

2) yTBEpXKOEHNe obwmx bapmakonemnHbix ctaten, dapmMakonerHbiX ctaTten, n3gaHme
rocygapCTBeHHOW dapmakoneu, co3faHue W BedeHue peecTpa  dapMakonenHbIX
CTaHAapTHbIX 00pa3sLoB;

3) ocyulecTtBneHve denepanbHOro rocyaapCTBEHHOro KOHTpons (Hagsopa) B cdepe
oOpallleHns nekapcTBEHHbIX CPEACTB;

4) nuUEeH3MpOBaHWE NPOWU3BOACTBA JIEKAPCTBEHHbLIX CpPeAcTB, B TOM u4uche
denepanbHbli  TOCYAAPCTBEHHbIA  NIMLEH3NOHHbBIA  KOHTPOMb  AEATENbHOCTM MO
NPOV3BOACTBY NIEKAPCTBEHHbIX CPEACTB, Nepnoanyeckoe noaTBepaeHne CooTBETCTBUSA
nuueHsmarta, UMEILLEro NULUEH3UK Ha NPOM3BOACTBO EKAPCTBEHHbIX CPeacTB, U
dapmaueBTUYECKON AEATENBHOCTM B COOTBETCTBMM C 3aKOHOO4ATENbCTBOM Poccuimnckon
depepauymm;

5) opraHuM3auMsa 3KCNepTU3bl NeKapCTBEHHbIX CPEeacTB, 3TUYECKOW SKCMepTu3bl
BO3MOXHOCTU MPOBEAEHNst KMMHUYECKOro UCCreaoBaHus NekapCcTBeHHOro npenaparta
ANA  MeOWULIMHCKOTO MPUMEHEHUs!, 3KCNepTuU3bl [OOKYMEHTOB, NpeacTaBMeHHbIX ONs
onpefeneHMss BO3MOXHOCTM paccmaTtpuBaTb NeKapCTBEHHbIM npenapaTt  Ans
MeAMLNHCKOro NPUMEHEHNs Mpy rocy1apCTBEHHON perncTpauum B kayecTse opaHHOro
NeKkapcTBEHHOro npenapaTa;

5.1) opraHusauusi NpoBeAeHMs1 KOMMIEKCHOM OLeHKWU FlekapCTBEHHOro npenapaTta B
Lensix NPUHATUS PeLLleHNn 0 BO3MOXHOCTM BKITHOYEHUST NeKapCTBEHHOro npenapara B
nepeyeHb >XU3HEHHO HEeOoOXOOMMbIX W BaXXHEWLMX FeKapCTBEHHbIX MpenapaTos,
HOpPMaTMBHbIE NPaBOBbIE aKTbl U MHbIE JOKYMEHTbI, ONpeaensiole Nnopsaaok okasaHus
MEOULMHCKOA MOMOLLUM WINN  UCKITKOYEHUS €ro M3 YKas3aHHbIX MEepPeYHsi, akToB WU
AOKYMEHTOB;

6) Bbldaya pas3peLleHnin Ha NpoBeAeHNE KIMMHUYECKMX UCCNEeLoBaHUIN NEKapCTBEHHbIX
npenapaToB, BefeHNe peecTpa BblAaHHbIX paspeLUueHnii Ha NPOoBeAEHUE KITMHUYECKMX
nccneaoBaHui NekapcTBEHHbIX NpenapaTos;

7) rocydapcTBeHHasi  peructpauusi  feKapCTBEHHbIX  MpenapaTtoB,  BedeHue
rocyapCTBEHHOIO peecTpa fekapCTBEHHbIX CPEACTB;

8) opraHuzaums un (Mnn) npoBedEeHUE WHCNEKTUPOBaHUA CyObLekToB obpalleHus
NeKapCTBEHHbIX CPeaCTB Ha COOTBETCTBME MpaBuriaM Hagnexaiwien rnabopaTopHon
NpaKTUKK, NpaBuUnaM Haanexawlen KrMHUYECKOW MpakTUKW, npaBunamM Hagnexallen
NMPaKTUKN XpPaHEeHUs WU NepeBO3KM NEeKapCTBEHHbIX MpenapaTtoB ANs MeguLMHCKOro
NPUMEHEHUs, npaBuiam XpaHeHUs NeKapCTBEHHbIX CPeACTB AN BeTepUMHapHOro
NPUMEHEHUs, npaBunaMm Haanexawen OUCTPUOLIOTOPCKON MNPaKTUKK, MpaBuiam
Hagnexawen anTe4yHom NPaKkTUKu;

8.1) opraHusauua u (MnM) nNpoBeLeHUEe WHCNEKTUPOBaHUS CyObekToB obpalleHuns
NEeKapCTBEHHbIX CPeACTB Ha CcooTBeTCTBME TpeboBaHMsM nNpaBun  Hagnexaien
NPON3BOACTBEHHOM MNPAKTUKKU, Bblgada 3aKiOYEeHWA O COOTBETCTBUM MNPOU3BOAUTENS
NEeKapCTBEHHbIX CPeAcTB TpeboBaHUAM npaBui Haanexailen npoM3BOACTBEHHON
NPaKTUKW;



8.2) ycTaHOBneHWe Tnopsiaka BedeHUs W BedeHWe ToCy[JapCTBEHHOro peecTpa
3aKITOYEHNN O COOTBETCTBUM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHUAM
npasuIl Hagnexatien Npon3BoaCTBEHHOM MPAKTUKMY;

9) rocynapcTBeHHas peructpauus npefenbHbiX OTMYCKHbIX LEH Npou3BoauTenein Ha
NeKapcTBEHHble Mpenaparbl, BKMOYEHHble B MepeyeHb XMU3HEHHO HEeoBXOAUMbLIX U
Ba)KHEMLUNX IEeKapCTBEHHbIX MpenapaToB, WU BedeHWe ToCydapCTBEHHOIO peecTpa
npedenbHbIX OTMYCKHbIX LEeH NpPOU3BOAMTENE Ha IeKkapCTBEHHble npenapartsl,
BKIIOYEHHbIE B MepevyeHb XXU3HEHHO HEeOOXOAUMBIX U BaXKHEWLINX NeKapCTBEHHbIX
npenapaTos;

9.1) cornacoBaHve MPOEKTOB PELUEHU OpPraHOB WCMONMHUTENBHON BRNacT CyObekToB
Poccuiickont ®enepaumm 06 ycTaHOBNEHUN U (UMW) U3MEHEHUM NMpeaernbHbIX pasmepoB
ONTOBbIX HAAGaBOK U NpPederibHbIX Pa3MepoB PO3HUYHBLIX HAOAGaBOK K (hakTUYECKUM
OTMYCKHbIM LiEHaM, YCTaHOBIEHHbIM NPOM3BOANTENSAMI NIEKAaPCTBEHHbIX NPenapaToBs, Ha
NeKapCTBEHHbIE MpenapaTbl, BKMYEHHbIE B MNEpPeYeHb KU3HEHHO HEOBXOAMMbIX U
Ba)XHEWLLUMX NeKapCTBEHHbIX NpenapaTos;

10) Bbla4a, yCTaHOBJIEHNE NOpdAAKa BblAavyn pa3pelleHna Ha BBO3 KOHerTHOIZ napTtunm
JIeKapCTBEHHOro cpeacrtsa B POCCI/IIZCKy}O Cbe,u,epaumo;

10.1) Bblgava, yCTaHOBMEHWE nMopsiAka Bblgayn W (POpMbl JOKYMEHTA, KOTOpPbIU
noaTBepXxaaeT, 4YTO MPOM3BOACTBO NEeKapCTBEHHOro npenapata Ana MeauUMHCKOro
NPUMEHEHNSA OCYLLECTBMEHO B COOTBETCTBUM C TpebOoBaHMAMM NpaBusl Hagnexallemn
NPOM3BOACTBEHHOM MPAKTUKN UM YTO NEKAPCTBEHHbLIN npenapaT Ans BeTEPUHAPHOro
npUMeHeHns ponyweH kK obpaweHno B Poccunckon depepauuun, M Nognexut
npeacTaBneHnio No TpeboBaHMK YMNOMIHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYHO
BBO3MTCS NIEKApPCTBEHHbIN Npenapar;

10.2) Bblgaya, ycTaHOBMNEeHWe nopsiaka Bblgaum u (popmbl AOKYMEHTa, coAaepKallero
cBefleHUss O CTagusax TEexXHONOrMYyeckoro rnpouecca MNpov3BOACTBa fEeKapCTBEHHOMO
cpeactBa  Ans  MeOMUMHCKOro NPUMEHEHWs, OCYLLEeCTBISeMblX Ha Tepputopuu
EBpasnnckoro aKOHOMMYECKOro cok3a;

11) co3gaHue COBETOB MO BOMpocaM, CBSI3aHHbIM C ObOpalleHVeM neKapCTBEHHbIX
cpeacTs;

12) aTTecrauusa n cepTudunkaumns cneunanmcTos;

13) ytpatun cuny ¢ 1 cenTabpsa 2013 roga. - PegepanbHbin 3akoH oT 02.07.2013 N 185-
®3;

14) ocywecTBrneHne papMmakoHaa3opa;
15) yyacTtne B MexgyHapogHOM COTPYAHUYECTBE;

16) nonyyeHMe MO 3anpocam  YMNOSIHOMOYEHHOrO  dpefepanbHOro  opraHa
NCNOSTHUTENbHON BNACcTN OT OPraHOB MCMOMHUTENBHOM Briactu cybbekTtoB Poccuiickon
depepaumn, a Takke OT cybbekToB oObpalleHVsi NeKapCTBEHHbIX CpeacTB Ang
MeANLMHCKOro NpuMeHeHns nHgopmaumm no BonpocamMm yCTaHOBMEHUS U NPUMEHEHUSA
LeH Ha NnekapcTBeHHbIe npenapaTbl U HaabaBOK K HUM;



17) npuMeHeHne Mep OTBETCTBEHHOCTM 3a HapyLleHne 3akoHoaaTenbctBa Poccuinckom
depepauymm;

18) yTBEpPXKAEHME NpaBu Hagnexawen nabopaTopHoOM NPakTUKKA, NPaBu Haanexatuemn
KNMHMYECKOW NPaKTUKW, NpaBun Hagnexallen npousBOACTBEHHOM NPaKTUKWU, MpaBui
Hagnexawen npakTUKU XpaHeHUs M MNepeBO3KU JleKapCTBEHHbIX MpenapaTtoB Ans
MEAMUMHCKOTO MPUMEHEHUs, NpaBuil  XpaHeHUs JleKapCTBEHHbIX CpeacTtB  Angd
BETEPUHAPHOIro MPUMEHEHUs, MpaBui Hagnexawen ANCTPUOBIOTOPCKOM MPaKTUKW,
npaBusi  Hagnexawen anTeyHoOW NpaKkTUKKM, NpaBun  Haanexawen npakTukn
(hapMakoHag30pa fiekapCTBEHHbIX NpenapaToB Ans MeauumMHCKOro NpUMeHeHNS;

19) ycTaHoBneHve nopsiaka OPMUPOBAHUS  PErncTpauUMOHHOrO  Jocbe  Ha
NeKapCTBEHHbIN npenapaT 1 TpeboBaHuii K JOKYMEHTaM B €ro COCTaBe;

20) yTBepxaeHue npaBwuSl pauMOHanNbHOrO BblbOpa HaMMEHOBAHWW NeKapCTBEHHbIX
npenapaToB Ans MeauuUMHCKOro NpUMEHeHUs;

21) yTBEpXOEHNE NEepeyHsa HaMEHOBaHWM NeKkapCTBEHHbIX (PopM;
22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH 0T 27.12.2019 N 475-93;

23) yTBepxaeHue TpeboBaHMN K WHCTPYKUMM MO MEAULIMHCKOMY MNPUMEHEHUIO
NEeKapCTBEHHbIX NpPenapatoB M K WHCTPYKUMU MO BETEPUHAPHOMY MPUMEHEHWUIO
neKapCcTBEHHbIX NpenapaTos;

24) NpuHATUE PELLEHUN, ABMNSOLLMXCA OCHOBAHUAMMU ANSA BKITHOYEHUSA JOMEHHbIX UMEH U
(vnun) ykasatenen cTtpaHuy, CanToB B MHGOPMAaLMOHHO-TENEKOMMYHUKALWMOHHOW CeTU
"MHTepHeT", a Takke CeTeBblIX afpecoB B e€OWHYI aBTOMaTU3MPOBAHHYIO
MHOPMAaUMOHHY cuctemy "EOWHBLIN peecTp OOMEHHbIX UMEH, yKasaTesien CTpaHuL
cantoB B WHJOPMALMOHHO-TENEKOMMYHUKAUNOHHON ceTn "WHTepHeT" n ceTeBbIX
agpecos, nos3BongawWMX  naeHTuduumposatb  CaunThl B NHOpPMaLNOHHO-
TeNeKoOMMYHMKaLMOHHON ceTtu "MHTepHeT", cogepxatume NHdOpMaLmIo,
pacnpocTpaHeHne kotopon B Poccuickon degepaumm 3anpelleHo”, B OTHOLLUEHUM
UHOpMaUuK, codepxallen npeasiokeHne O PO3HUYHOW TOProBfie feKapCTBEHHbLIMU
npenapatamu, B TOM Yncne UCTaHUMOHHbLIM CNOCOBOM, PO3HUYHAsA TOProBnsa KOTOPbIMA
orpaHu4eHa unu s3anpelleHa B COOTBETCTBMM C HacToswmm deaeparnbHbiM 3aKOHOM, U
(vnn)  nHopmaumn, cogepxallenm  npeanoXeHue O  PO3HUYHOW  TOproere
neKkapCcTBEHHbIMU NpenapaTtamMu, B TOM YuUCre QUCTaHUMOHHBIM Cnocobom, nuuamu, He
UMELNMU NINLEH3NUM N paspeLleHns Ha OCYLLeCTBIIeHMe Takon OeATenbHOCTU, ecnv
nonyyeHne nuUEH3n U paspelleHns npedyCMOTPEHO 3akoHOAAaTenbCTBOM 00
obpalleHun nekapcTBEHHbIX CPEACTB;

25) Bblgava paspelleHnn Ha BBOL B rpaxgaHCKmin o6opoT MMMYHOBMONOrnyeckmnx
neKapCTBEHHbIX NpenapaTos.

Ctatba 5.1. [lepemaya ocCyLllecTBNEHNS MNOMHOMOYMA dedeparbHbIX  OpraHoB
WCNOSTHUTENbHON BRactTm npu obpalweHnn NeKapCTBEHHbIX CPeaCTB OpraHam
NCNonHUTEnNbHOM BnacTtn cyowektoB Poccunckon degepaumn

MonHomouns depepanbHbIX OPraHoB WCMOMHUTENbHOW BRnactu npu obpaleHun
NeKapCTBEHHbIX CpeacTB, MpedyCcMOTpeHHble HacToswmMm ®PenepanbHbiM  3aKOHOM,
MOryT nepegaBaTbCs OS5 OCYLLECTBIIEHNSA OpraHam UCNONTHUTENbHOM BNacTu CyObEeKTOB



Poccunckon ®epepauunmn nocraHosneHusamun Npasutensctea Poccuinckon denepaumm B
nopsigke, yctaHosneHHom degepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-93
"O6 o6wux npuvHUMNax opraHu3auun 3akoHodaTenbHbIX (NpeacTaBUTENbHBIX) U
NCNOSNHUTENbHbIX OpraHOB rOCydapCTBEHHOW Bnactu  cybvektoB  Poccuinckon
depepaumn”.

Cratba 6. lNonHoMouMsA opraHOB WCMOSNTHUTENbLHOW Briactn cybbekta Poccuiickon
®epnepaunn npu obpaLleHnn nekapCTBEHHbIX CPeaCcTB

K nonHomounsm opraHoB UCMOMHUTENbHOW BriacTn cybbekTa Poccuinckon denepaumm
npu obpaLleHnn nekapCcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka M peanusauusi permoHaribHbIX Mporpamm obecnevyeHns HaceneHus
neKkapCTBEHHbIMM NpenapaTtamu;

2) ycTaHOBIeHne npeaernbHbIX pasMepoB ONTOBbIX HaA6aBOK U NpeaenbHbIX pasmepoB
PO3HWYHbLIX HaAbaBOK K  (PaKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
NPON3BOOUTENAMWN JNIEKapCTBEHHbIX MpenapaTtoB, Ha feKkapCTBEHHble npenapaThbl,
BKIIOYEHHbIE B MepeyeHb XMU3HEHHO HEeOobXOOUMbIX UM BaXKHEWLIUX NeKapCTBEHHbIX
npenapaTos;

3) ocywecTBneHne perMoHanbHOro rocya4apCTBEHHONO KOHTPONS 3a NPMMEHEHMEM LIEH
Ha NekapcTBEeHHble npenapaThbl, BKMIOYEHHbIE B NepeyvYeHb XXM3HEHHO HEOOXOOMMBbIX U
Ba)XHEMLUMX TNeKapCTBEHHbIX MpenapaTtoB, oOpraHu3auusiMm OMNTOBOW  TOProBMn
NEKapCTBEHHbIMX  CPeACTBaMM, anTeYHbIMW  OpraHu3auusamn, UHAUBMAYaNbHbIMU
npeanpuHUMaTenamMm, UMEKLWMMN NIMLEH3NI0 Ha dapMaLeBTUYECKYD OeATENbHOCTD,
MEOMUMHCKAMN  OpraHu3auusmMmn, MMEKLWMMA  NMLEH3NID Ha dapMaueBTUYECKYHD
AeATenbHOCTb, UM UX 000COONEHHbIMM  nogpasgeneHnsmn  (ambynaTopusimu,
denbawepckummn n denbalepcko-akyLepCckMMm NyHKTaMu, LeHTpaMmu (0TaeneHmsamMm)
obLen BpavyebHom (CeMeNHOM) NPakTMKK), PacnoNOXEHHbIMU B CEITbCKUX HaCeeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3auuu;

4) npuvHATUE peleHns o6 ucnonb3oBaHUM Ha Tepputopumn cybbekta Poccunckon
depepaunn Hapsaay C peLenTammn Ha neKkapcTBeHHble npenapaTbl, 0POPMAEHHBIMI Ha
GymaXHOM HocuTene, peLenToB Ha NeKapCTBEHHbIe npenapatbl, COOPMUPOBAHHbLIX B
dopme 3NEKTPOHHbBIX AOKYMEHTOB.

asa 3. TOCYOAPCTBEHHAA ®APMAKOIMEA

Crtatbsa 7. PaspaboTka 1 nsgaHue rocyaapcTBeHHOM hapmMakoneu, pasmeLLeHmne gaHHbIX
0 Heu

1. MNoa rocypapcTBeHHOM dhapMakoneen noHMMaeTcss cBoA obuwmx dpapmakonemnHbix
craTen n papmMakonemnHblx cTaTen.

2. PaspaboTka obumnx dpapmMakonenHbix cTaten u dapmakonenHbix ctTaten, B TOM Ymcne
dhapMakonenHbIX cTaTen Ha dapMaKkonenHble cTaHgapTHbIE 06pasLbl, N BKIIOYEHNE UX
B rocyJapCTBEHHYIO hapMakorner OCYyLLeCTBAATCA B nopsgke, YCTaHOBMEHHOM
YNOSTHOMOYEHHbIM doefieparnibHbIM OPraHoOM UCMOMHUTESTbHOW BI1acTy.

3. PaspaboTtka dapmakonenHon ctaTb Ha pedepeHTHLIN NIEKAapPCTBEHHbLIM NpenapaT n
BKINIOYEHNE €€ B rocygapCTBEHHYO bapMmakorner B TEYEeHUEe Cpoka OEVUCTBUSA 3alUUTbI
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UCKITIOYUTESIbHOIO rnpasa, YOOCTOBEPEHHOIO NnaTeHToM Ha pe(*)epeHTHbIIZ
ﬂeKapCTBeHHbIVI npenapart, OCYyLLECTBIIAOTCA C corfacua ero pa3pa60TqMKa.

4. locypapcTBeHHasi hapmakones nsgaetcs ynorHOMOYEHHbIM heaepanbHbiM OpraHoM
NCNONMHUTENbHON BNacTu 3a cYeT cpeactB denepanbHoro OGraketra M NoANexuT
nepensgaHnam He pexke YeM OAMH pas B NATb NEeT, B Nepuog Mexay KoTopbiMy N3garoTcs
NPUITOXEHNA K rocygapCTBEHHON hapmMakonee, cogepxaiume obuwme apmakonenHole
ctatb 1 (unu) dapmMakonenHble CcTaTbW, YTBEPXAEHHbIE MOCNEe W3OaHUA  Unu
nepensgaHnsa rocygapCcTBeHHOM hapmakoneu.

5. YNonHOMO4YeHHbIN bedeparnbHbid OpraH WCMOMHUTENbHOM BracTn pasmewiaet
AaHHble O TrocydapcTBeHHOM (papmakonee U MPUNIOXEHUSX K HEeW Ha CBOeM
odmumansHomM cante B cetu "HTepHeT" B yCTaHOBMEHHOM UM NopsigKe.

a.a 4. INLUEH3VNPOBAHUWE NMPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB
N PAPMALIEBTUYECKOW OEATENBLHOCTW, TOCYOAPCTBEHHbLIN KOHTPO/b
(HAO30P) B COEPE OBPAWEHVA NEKAPCTBEHHbBIX CPEACTB

Ctatbs 8. JlMueH3MpoBaHMe  MPOM3BOACTBA  NEKAPCTBEHHbIX  Cpeacts U
dhapmaLeBTUYEeCKon AeATeNbHOCTM

1. JlnueHsnpoBaHne NpPou3BOACTBA NEKAPCTBEHHbLIX CPeAcTB M hapmaueBTUYEeCKOn
OEeATeNnbHOCTU OCYLLUECTBMSAETCH B COOTBETCTBUM C 3akoHogaTenbCTBOM Poccuinckon
depepauymn.

2. O6gs3aTenbHbiM  yCrOBMEM NPEAOCTaBEHUS JIMUEH3MM Ha  NPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB SABMAETCHA NPUMOXEHME K 3asBIEHUI0 COMCKATENs NULEH3Nn
nepevHs nekapcTBeHHbIX dopM KU (Mnu) BUAOB hapmaueBTMYECKUX CcybcTaHLuNn,
KOTOpble NPOM3BOAUTENb NIEKAPCTBEHHbLIX CPEACTB HAMEPEH NPOU3BOANTD.

3. B cnyyae HeobxoAMMOCTM paclUMpeHnsi MPOM3BOACTBA fleKapCTBEHHbIX CPeACTB 3a
CYET HOBbIX JNeKapCTBEHHbIX ¢OpM U BUOOB dapMaueBTUYECKNX cybcTaHumim
NPOn3BOANTENb JIEKAPCTBEHHbIX CPeACTB AOMMKEeH nodath B NUUEH3UPYHOLWKUA opraH
3asiBfieHNe O BHECEHUU WU3MEHEHUA B peecTp fUUEH3UA Ha nNpoOu3BOACTBO
NeKkapCTBEHHbIX CPELCTB.

4. JlnueHsnss Ha NpouM3BOACTBO JlIEKAPCTBEHHbIX CpeacTB (dhapmaleBTUYECKOM
cybGCTaHuMM cnmpTta 3TUNOBOro (3TaHomna) BblgAaeTCs Mpu YCIOBUMM  Hanuuus Y
opraHusaumm Ha npaeBe COBCTBEHHOCTU, XO3SIMCTBEHHOIO BEAEHUS UK OrnepaTUBHOIO
ynpaBreHusi OCHOBHONO TEXHONMorm4yeckoro obopyaoBaHuMs Ans  npou3BoACTBa
3TUNOBOrO  CNMpTa, 3aperncTpupoBaHHOro B COOTBETCTBUM CO cTaTbeMu
14.1 depepanbHOro 3akoHa ot 22 Hos16psa 1995 roga N 171-03 "O rocygapcTBeHHOM
perynupoBaHun npousBoAcTBa M 0BOpoTa 3TUNOBOrO CNUpTa, ankorofbHOM U
cnvpTocogepXawen npoaykuum u o6  orpaHuyYeHun noTpebneHunsa (pacnutug)
ankoronibHOW NpoAyKumnn".

Cratbsa 8.1. OcobeHHOCTU NULEH3NPOBaHNS NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEenCTB
(dbapmaueBTMUECKOM CcybCTaHLUMM cnupTa STUNOBOrOo (3TaHona)
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1. Jenctaune nuueH3nn Ha Npon3BoACTBO JIeKapCTBEHHbIX CpeacTB (papmaueBTUYECKON
cybcTaHuMM cnupta 3TMNOBOro (dTaHomna) NpMOCTaHaBNMBAETCA B 4acTW npaBa Ha
NpOM3BOACTBO  (papMaLeBTUYECKOM CcybCTaHuMM cnvpTa  9TUMOBOro  (3TaHona)
NUUEH3NPYIOLWUM OpraHoM B cny4vasX, ornpegeneHHblx ctatben 20 ®epepanbHOro
3akoHa oT 4 mada 2011 roga N 99-0®3 "O nuueHsnpoBaHMM OTAENbHbLIX BWOOB
AesaTenbHOCTU", a Takke Ha CpPOK MNPUOCTAHOBMEHUS [OEUCTBUS JULUEH3UN Ha
NPOU3BOACTBO 3TUMOBOrO cnvpTa Ana Npou3BoAcTBa (hapmMaueBTUYeCcKon cybcTtaHumm
cnvpTa 3TUMNOBOro (3TaHorna), Bbl4aHHOM B COOTBETCTBUMN ¢ PeeparibHbIM 3aKOHOM OT
22 Hosa6psa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynmpoBaHumM nNpousBoacTBa U
obopoTa 3TUMOBOrO CNMpTa, arkorosibHOM W crnvpTocodepXallen npogykumm u ob
orpaHu4eHumn noTpebrieHns (pacnuTus) ankororibHON NPoayKumn®,

2. [lencTteue nuueH3nn Ha NPOn3BOACTBO JIeKapCTBEHHbIX CPeACcTB (hapMaueBTUYECKON
cybCTaHumMM cnmpTa 3TUMNOBOrO (3TaHora) B 4YacTM npaBa Ha MpPOU3BOACTBO
hapmaueBTuyeckon cybcTtaHuMm cnmpTta 3TUNOBOro (dTaHona) npekpawiaeTcs
NNUEH3NPYIOLWUM OpraHoM B cny4vasx, onpegenieHHblx ctatben 20 ®epepanbHOro
3akoHa oT 4 maa 2011 roga N 99-©3 "O nwuueH3npoBaHUM OTAENbHbIX BWUAOB
AeaTenbHOCTU", a Takke C AaTbl NPeKpaLLeHns NN aHHYMPOBaHNA AENCTBUS NULEH3NUN
Ha MPOM3BOACTBO 3TWUMOBOrO CnNupta And npousBoacTBa dapmMaueBTUYECKOn
cybCTaHuMM cnupta 3TUMOBOrO  (3TaHona), BblAAaHHOW B  COOTBETCTBMM C
depgepanbHbIM 3akoHOM OT 22 Hos0ps 1995 roga N 171-®3 "O rocygapCTBEHHOM
perynupoBaHun npoms3BoacTBa M obopoTa ITUMOBOrO ChvpTa, arkororibHOM W
cnvpTtocogepawen npoaykuum u o6  orpaHuyeHun noTpedbneHunsa (pacnutug)
ankoronbHOW NpoayKumnn".

Ctatbs 8.2. OcobeHHOCTU NLUEH3MPOoBaHUS hapMaLEeBTUYECKON AEATENBbHOCTM B YacTh
OCYLLIECTBINEHNSA ONTOBOW TOProBIN NIEKAPCTBEHHLIMU CPeACTBaMu

1. lencrtBme nuueHsnn Ha hapmaleBTUYECKYO OEATENBHOCTb B YaCTU OCYLLECTBNEHMS
ONTOBOM TOPrOBfWM JIEKAPCTBEHHbIMW CpeacTBaMU AN MEAULMUHCKOro MpPUMEHEHUs
npekpawaeTcs NULEH3MPYIOWMM OpraHoM B Crydasx, oOnpeaesieHHbIX CTaTben
20 ®epepanbHoro 3akoHa ot 4 masi 2011 roga N 99-93 "O nuueH3npoBaHMM OTAENbHbIX
BNOOB AeATENbHOCTU", @ TakKe Mo PEeLUEeHUIO NIMLIEH3UPYIOLLIErO opraHa, NPUHATOMY B
COOTBETCTBMM C HACTOSALLEN 4YacTblo. B cnyyae BbISIBEHUS MNpU OCYLLECTBEHUN
defepanbHOro  rocygapCTBEHHOrO  KOHTponsi (Hag3opa) B cdepe obpaleHus
NEKapCTBEHHbLIX  CPenacTB HapyLLEeHWNS opraHusauyuen ONTOBOWN TOproenmn
NeKapCTBEHHbIMM cpeacTBamn TpeboBaHum Yyacten 1 -3  cratby 53 HacTosALWero
depepanbHOro 3akoHa OenCcTBME NMLUEH3MM Ha bapMaueBTUYECKY OeATeNbHOCTb B
4YacTM OCYLLUECTBMEHUS ONTOBOW TOProBMAM JlIeKapCTBEHHbIMW CpeacTBaMu  Ans
MEANLMHCKOrO NPUMEHEHUS NMPUOCTaHaBNMBAETCH B TeYeHMe gecatm paboymx gHen co
OHS BbISABNEHUSA YKa3aHHOro HapyweHus. [JencTBmne nuueH3nmn Ha gapMaueBTUYECKYHO
AEATEeNbHOCTb B 4YaCTU OCYLUECTBMEHUA OMTOBOW TOProOBMAW fE€KapCTBEHHbIMMU
cpencTBamMu aAns MEAMLMHCKOrO NPUMEHEHNSA NPUOCTaHABNMBAETCS Ha CPOK, KOTOPbIN
onpeaensieTcs NUUEH3NPYIOLLMM OpraHom (HO HEe MeHee 4YeM Ha OAWH Mecsl), no
NCTEYEHNN KOTOPOro AENCTBME [OaHHOM JULEH3UM NOANEXUT NpeKpaweHno Ha
OCHOBaHUWN pELUEeHNsT NMULEH3NPYIOLLEro OpraHa, 3a UCKIOYEHNEM Criyyasi, yKasdaHHOro
B YacCTu 2 HACTOSALLEN CTaTbW.

2. [encrtere nuueH3nn Ha papmMaLeBTUYECKYIO AeATENbHOCTb B YAaCTW OCYLLECTBIIEHUS
ONMTOBOW TOProBfWM NeKapCTBEHHbIMU cCpeacTBaMW AN MELULMHCKOro MnpUMEHEHus,
AEenCcTBMe KOTOPOM MPUOCTaAHOBSIEHO B COOTBETCTBMM C YacTbio 1 HaAcTosIWwen ctaTtby,
noanexuT BO30OHOBMNEHUIO B Criyvae, ecnu B Nepuod NPUOCTAHOBMEHUS OENCTBUS
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AaHHOW nWUEeH3MM B paMkax pocygebHoro obkarnoBaHusi pelleHMe KOHTPOSIbHOro
(Hag30pHOro) opraHa B 4acTU BbISIBMEHHOrO HapylleHusi TpeboBaHui yacten 1 -3
ctatbk 53 HacTosiwero ®depepanbHOro 3akoHa OTMeHeHo. B ykasaHHOM cny4ae
AeNCTBME NULEH3UN Ha hapmaLeBTUYECKYH OESTEeNbHOCTb B YACTW OCYLLECTBIEHMS
ONTOBONM TOProBfM JEKAPCTBEHHbIMM CpeacTBaMU Ansi MeAULMHCKOro MpUMEHEHWS
BO30OHOBNSIETCA He MNO3[AHee OAHOro paboyero AHA CO AHS OTMEHbl peLleHust
KOHTPOMbHOIO (HaA30PHOI0) opraHa.

Cratbs 9. 'ocygapcTBEHHBIV KOHTPOSb (HaA30p) B chepe obpalleHnsa nekapCTBEHHbIX
cpeacTs

1. FocygapCcTBEHHbIN KOHTPOIb (Haa30p) B cchepe obpalleHns nekapCTBEHHbIX CPeacTB
oCyLLleCTBNAeTCA NoCcpeAcTBOM dheeparibHOro rocyAapCTBEHHOro KOHTporsa (Hagsopa)
B cdepe obpalleHna rnekapCTBEHHbIX CpeacTB W hedepanbHOro rocygapCTBEHHOMO
NNUEH3MOHHOIO KOHTPOSIS AEATENbHOCTM MO MPOU3BOACTBY JIeKapCTBEHHbLIX CPEACTB,
OCyLLeCTBNAEeMbIX deaepanbHbIMU opraHamu NCMNOMHUTESTbHON BnacTtu,
ynosIHoMo4YeHHbIMU [paBuTenscTBoM Poccurickon ®enepaumu.

2. lMpeomeTom cbedepanbHOro rocyapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpallieHns nekapcTBEHHbIX CPEACTB ABMATCS:

1) cobniogeHne obsasaTenbHbiXx TpeboBaHu B coepe obpalleHus NekapCTBEHHbIX
CpeAcTB, B TOM YUChE:

a) TpebGoBaHUA K [OOKNUHWYECKUM WCCIEAOBaHMSAM eKapCTBEHHbIX CPEACTB,
KNMUHUYECKMM UCCIeJ0OBaHUAM NEeKapCTBEHHbIX NpenapaToB, U3rOTOBMNEHUIO, XPaHEHWIO,
nepeBo3ke, BBO3y B Poccuiickyto ®depepauunio, OTNycKy, peanusauuu, nepepade,
npodaxe nNeKapCTBEHHbIX CPeACTB, MPUMEHEHUIO TEKapCTBEHHbIX Mpenapartos,
YHUYTOXEHMIO  NEKapCTBEHHbIX  CPEACTB,  YCTAHOBIEHWIO  MPOWU3BOAUTENSMU
NeKapCTBEHHbIX MpenapaTtoB LEeH Ha NeKkapCTBEHHble npenapaTbl, BKIOYEHHble B
nepeyeHb XN3HEHHO HEOOXOANMbIX U BaXKHEWNLLMX NIEKapCTBEHHbIX NpenapaTos;

0) TpeboBaHMin K COOTBETCTBUIO NIEKAPCTBEHHbIX CPEACTB, HAaXOAALMNXCH B obpaLLeHnn,
nokasatensiM kadectBa, adeKkTMBHoCTM © ©e30nacHOCTW, YCTaHOBMEHHbIM B
COOTBETCTBUM C HacToAwmM PeaepanbHbIM 3aKOHOM;

B) TpeboBaHuin K cobniogeHnto cybbekTamm obpalleHns nekapCTBEHHbIX CPencTs,
yKasaHHbIX B Yactu 1 crtatbu 67.1 HacTtoswero denepanbHOro 3akoHa, orpaHuYeHun,
Hanaraemblx ctatbsammn 67.1 n 67.2 HacToswero ®egepanbHOro 3aKoHa;

2) cobniogeHne NUUEH3NOHHbIX TpeboBaHMI K OCYLLECTBMEHUIO dhapMaueBTUYECKON
AEeATENbHOCTY;

3) cobniogeHne TpeboBaHun K npedocTaBneHuMio  cybbektamm  obpalleHus
NEeKapCTBEHHbIX CPeacTB  WMHopmauunm O rnekapCTBEHHbIX cpeactBax W (unu)
nekapCTBEHHbIX MNpenaparax, npegycMmoTpeHHon ctatbamu 9.1, 52.1 n 64 HacTosAwero
depeparnbHOro 3akoHa;

4) cobniogeHve npeaycMoTpeHHbix cTateer 55.1 HacTtoswero denepanbHOro 3akoHa
TpeboBaHUN K NPOBEOEHUIO 3KCMEPUMEHTA MO OCYLLUECTBIIEHMIO PO3HUYHOW TOProBnv
neKkapCTBEeHHbIMK npenapataMmn Ans MegUUMHCKOrO NPUMEHEeHUd, OTMyCcKaeMbiMU Mo
peLenTy Ha NeKapCTBEHHbIV Npenapar, AUCTaHUMOHHBIM CNOCOOOoM.
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3. Mpwn ocywecTBNeHnn peaepansHOro rocyaapCTBEHHOrO KOHTpoOns (Haasopa) B cepe
obpalleHns nekapCTBEHHbIX CPeaCTB MNPOBOAATCA creayluwme Buabl KOHTPOSbHbIX
(Hag30pHbIX) MEPONPUATUNA:

1) DOKyMeHTapHas NpoBepkKa;

2) Bble3gHas npoBepka;

3) BbIGOPOYHBIN KOHTPOSb Ka4yecTBa;
4) KOHTPOSibHas 3aKyrkKa;

5) NHCNEKUMOHHBIN BU3WT;

6) HabnwogeHne 3a cobntogeHnem obs3aTenbHbiX  TpeboBaHUW  (MOHUTOPUHT
©e3onacHocTn) (hapmakoHaasop).

4. OpraHusauma wn ocylecTBrneHne deaepanbHOro rocygapCTBEHHOMO KOHTPOSS
(Hap3opa) B cdepe obpaweHuss NeKapcTBEHHbIX  CPeacTB  perynmpyloTcs
®epepanbHbiM 3akoHom oT 31 wmona 2020 roga N 248-®3 "O rocyaapCTBEHHOM
KOHTpore (Haa3ope) 1 MyHuumnnanbHOM KoHTporne B Poccunckon ®epepaunn”.

5. BHennaHoBbIli BbIOOPOYHBINA KOHTPONb KayecTBa MNPOBOAUTCA B TOM 4ucre Ha
OCHOBaHMK Nporpammbl NPOBEPOK.

6. MNnaHoBbIN BbIOOPOYHbLI KOHTPOSb Ka4ecTBa HE NPOBOANTCA.

7. llo pesynbTatam BbIOOPOYHOrO KOHTPOMS KayecTBa Hapsgy C  peLleHusMu,
npegycMoTpeHHbiMn PeaeparnbHbiM 3akoHom oT 31 uona 2020 roga N 248-03 "O
rocygapCTBEHHOM KOHTpone (Hag3ope) v MyHuuumnanbHOM KoHTpone B Poccuiickon
depnepaumn”, deaepanbHbIMU OpraHaMmn UCNOSTHUTENBHOW BRAcTU, YNOSTHOMOYEHHbIMU
Ha ocylecTBfieHMe BbIOOPOYHOrO KOHTPOMS KayecTBa, MpUMHMMAlTCA crnegyoLlime
peLueHus:

1) 0 panbHeWwem rpaxgaHckom obopoTe cepuu, nNapTUM  COOTBETCTBYIOLLETO
NeKapCTBEHHOro cpeacTBa B Cryvyae NoaTBEPXKAEHUS Mo pesyrbTaTaM NPoBeAeHHbIX
UCNbITAHUA COOTBETCTBUS KayecTBa JI€KApCTBEHHOro CpeacTBa YCTaAHOBMEHHbLIM
TpeboBaHuAM;

2) 06 wu3bLATUM U3 TrpakpgaHcKoro obopoTa cepun, NaApTUM COOTBETCTBYHOLLEIO
NeKapCTBEHHOTO CpeACTBa B Criyyae BbISBIIEHUA MO pes3ynbTaTtamM MNpoBeLeHHbIX
NCNbITAHUA HECOOTBETCTBUSI KayecTBa JIEKAPCTBEHHOrO CpeacTBa YCTAHOBIEHHbLIM
TpeboBaHuAM;

3) 0 nepeBoge NEKapCTBEHHOrO CPEeACTBa Ha MOCEPUMHBIA BbIGOPOYHbBIA KOHTPOIb
KayecTBa NeKapCTBEHHbIX CPEACTB B Cliydyae NOBTOPHOIO BbISABIIEHUS HECOOTBETCTBUSA
KayecTBa FeKapCTBEHHOr0 CpeacTtBa YCTaHOBMEHHbIM  TpeboBaHuaM 1 (nNpwm
Heob6Xxo4MMOCTK) O NpoBepke CybbekTa obpalleHna nekapcTBEeHHbIX cpeacTs. Pacxoabl,
CBSI3aHHble C MNpPOBEAEHMEM MNOCEPUNHOIO BbIOOPOYHOIO KOHTPONSA, ONMayYnBaloTCA
Npoun3BOANTENEM FIEKAapCTBEHHOrO cpeactBa MO0 gepxaTeneMm unu Bnagenbuem
perncTpaumMoHHOro ya4oCTOBEPEHMS NIeKapCTBEHHOIO npenapara.
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8. ®depepanbHbli roCy4apCTBEHHbIA  JNIULEH3UOHHBIA KOHTPOSMb OeATenbHOCTU No
NPOU3BOACTBY JIEKAPCTBEHHbIX CPEeACTB OCYLLeCTBNSeTCd B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccunckon denepaunn.

Crtatbsa 9.1. Nporpamma NpoBepokK

1. B uensix opraHvsaumm BbIGOPOYHOIO KOHTPOSS KayecTBa NeKapCTBEHHbIX CPEACTB
dopMupyeTcsi nporpamMmma npoBepOK.

2. lna uenen peanusauuu nporpaMmbl NPOBEPOK MPOM3BOAUTENM EKAPCTBEHHbLIX
CPEACTB M OpraHusauun, OCYLLECTBMSIOWME BBO3 JIEKAPCTBEHHbIX CPeacTB B
Poccunckyto ®egepauuio, NnpeaoCTaBnsoT B OTHOLWEHUN fieKapCTBEHHbIX CPeaCcTB Ans
MeAMLMHCKOro NPUMEHEHUs1 B YNONTHOMOYEHHbIN dheaeparbHbli OpraH MCNONHUTENBHOM
BMacTh, OCYLECTBNAWMNMA  (YHKUMM MO  KOHTPOMK UM Hag3opy B cdepe
30paBOOXpPaHEHNsl, B OTHOLWIEHMM JEeKapCTBEHHbIX CPeacTB ANs BeTepUHapHOro
NPUMEHEHNA B YMNOMIHOMOYEHHbIN doefepanbHbii OpraH MCNOMHUTENbHON BRacTHy,
OCYLLECTBNAWMNA  QYHKLMM NO KOHTPOMIO W Hagslopy B cdepe obpaweHus
NEKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOrO MNPUMEHEHUS, CBEAEHUS1 O Cepusix,
napTusiX NekapCTBEHHbIX CPeACTB, NOCTYNalLWMX B rpaxkaaHckmi o6opoT B Poccuinckon
depepaumn, B nopsgke, coctaBe M obO6beme, YCTaAHOBMEHHbLIX YyKa3aHHbIMU
denepanbHbIMM OpraHamMn WUCMNONHUTENbHON BIIACTU B OTHOLUEHMU FEKAaPCTBEHHbIX
cpencTB Anst MeAMLMHCKOrO NPUMEHEHNS N B OTHOLLEHWM NeKapCTBEHHbIX CPEACTB Ans
BETEPUHAPHOIo NPMMEHEHUs1 COOTBETCTBEHHO.

3. lNMporpamma npoBepok opMmnpyeTcH Ha kaneHaapHbIn roa B cpok o 30 gekabpsi roaa,
npeLecTBYyOLEro rogy npoBeaeHnst BbIBOPOYHOro KOHTPOA.

4. B cnyyae HacTynneHus cobbITUI, yKkasaHHbIX B noanyHkTax "6" un "B" nyHkTa 2 yactum
6 HacToawen  crtatbn, dedepanbHbIM  OpraHoM  UCMOSIHUTENbHOM  BracTw,
OCYLLECTBNALWNM (YHKUMM MO KOHTPOSIKO U Hag3opy B cdepe 34paBoOXpaHEeHUs,
deneparnbHbIM OpraHoOM WCMNOMHUTENbHOW BracTW, OCYLLECTBASIOWNM YHKUUA MO
KOHTPOIO 1 Haa30py B cpepe obpalleHnst NekapCTBEHHbIX CPeaCTB AS1S BeTepUHapHOro
NPUMEHEHNsA, Npu HEeOBXOAMMOCTM BHOCATCA COOTBETCTBYHOLUME W3MEHEHUS B
nporpamMmmy rnpoBepokK.

5. B nporpammy npoBepoOK MOryT BKMOYATbLCA MEPONpUATUS C Y4ETOM HapyLUeHUN,
BbISIBIIEHHbIX B pPaMKax KOHTPOMbHbIX (HAA30pHbIX) MEeponpuATUA 3a npeabiayLmin
KaneHgapHbIN rog.

6. [Mporpamma NpPoBEPOK COOEPXKNT:

1) nepeyeHb JEKAapCTBEHHbIX CpeacTB, oOT6op o06pa3yoB KOTOpbIX Oyger
OCYLLECTBNATLCA B paMKax BblIOOPOYHOrO KOHTPOMsi, (OpMMPYEMBIN C  y4ETOM
pes3ynbTatoB [OCydapCTBEHHOro KOHTpona (Hag3opa) B cdepe obpalleHus
NEeKapCTBEHHbIX CPEACTB 3a KaneHAapHbIA rod, NpeflecTBYOWMIN roqy NpoBeaeHUs
BbIGOPOYHOrO KOHTPOSS;

2) ykasaHMe Ha coOblTMe, HaCTynneHue KOTOPOro SBMSIETCS OCHOBaHWeM Anis
OCYLLIEeCTBIEHNS BbIBOPOYHOrO KOHTPOSS:

a) nony4yeHve CBedeHW, NPeACTaBnsieMblX B COCTaBe M 0Obeme, YCTaHOBMNEHHbIX
denepanbHbIM OpraHoM WCMONMHUTENBHOW BRAcTW, OCYLLECTBNSAWUM YHKUMN MO
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KOHTPOMKO M Hagsopy B cdepe 34paBOOXpaHeHus, deaepanbHbiM  OpraHoM
NCNOSTHUTENbHON BNAacTh, OCYLLECTBASAOLWMM PYHKLMN MO KOHTPOSO 1 Haa3opy B cdepe
oOpallleHns nekapcTBEHHbIX CPeacTB ANs BETEPUHAPHOrO MPUMEHEHUSA, O Cepusx,
napTusiX NeKapCTBEHHbIX CPEACTB, NOCTyNaloWwmnX B rpaxaaHckni o6opoTt B Poccuiickon
depnepaumn, YKa3aHHbIX B NYHKTE 1 HacTodAWen  4yacTn,  opraHu3auusiMu,
OCYLLIECTBNAOLLMMN NPON3BOACTBO NEKAaPCTBEHHbIX cpeacTB B Poccunckon degepaumm
1 BBO3 JleKapCTBEHHbIX cpeacTB B Poccunckyto degepauyuio;

6) nonyyeHue nocTynawllen B MOpPsiAKe, YCTAHOBMNEHHOM cTaThbel 64 HacTosiero
depnepanbHOro 3akoHa, MWHdopmaumMm O MNoBOYHBLIX AENCTBUSIX, HexXenaTenbHbIX
peakuusix, Cepbe3HbIX HEXenaTenbHbIX peakuusix, HenpeaBUAEeHHbIX HexenaTenbHbIX
peakuusix Mnpuv MNPUMEHEHUN TEKAPCTBEHHbIX npenapatoB, 006 WHAMBMAYaNbHON
HEenepeHOCUMOCTU, OTCYTCTBUM 3PEHEKTUBHOCTM NEKAPCTBEHHbIX NPENapaToB, a Takke
06 MHbIX hakTax U 0O6CTOSATENLCTBAX, NPEACTABMSIOLMX YrPO3Yy KU3HU UMW 300POBbLHO
yernoBeka /MO0 JKMBOTHOFO MNPV MPUMEHEHUM FIEKApCTBEHHbIX MpenapaToB U
BbISIBIIEHHbIX Ha BCeX aTanax obpallleHNss NekapcTBEHHbIX npenapaTtoB B Poccuiickon
denepauun 1 gpyrux rocyaapcraax;

B) nony4yeHue B cootBeTCcTBUMN ¢ PeaepanbHbiM 3akoHom oT 31 uonga 2020 roga N 248-
®3 "O rocygapCTBEHHOM KOHTposne (Hags3ope) M MyHUUMNanbHOM KOHTposfe B
Poccunckon ®epepaunn” ceegeHnin o NpuYMHEHUU Bpega unm ob yrpose npuymMHeHus
Bpea XXWU3HW, 300POBLI0 rpaXaaH Unm XXUBOTHbIX.

Cratbsa 9.2. locygoapCTBEHHbIN KOHTPOMb (Hag3op) 3a peanusauuent opraHamm
NCMNONHUTENbHOM Bnactn cybbektoB Poccuickon depepaumm nonHomouun B cepe
obpalLeHnsa nekapcTBEHHbIX CPEACTB AN MEeAULNHCKOrO NPUMEHEHUs

1. FocypapcTBEHHbIM KOHTPOMb (HaA30p) 3a peanu3aumen opraHamu UCNOSTHUTENBHOMN
Bnactm cybbektoB Poccurckon depepauumn nonHoMmoumn B cdepe obpalueHus
NEKapCTBEHHbIX CPeacTB  Ans  MEeOUMUMHCKOrO  NMPUMEHEHUSI  OCYLLECTBISETCA
YNOMHOMOY€EHHbIM [MpaBuTenscTBOM Poccuinckon depnepauymm opraHom
NCMNONHUTENBbHOM BRacTu.

2. lNpeomeToM rocygapCTBEHHOro KOHTpons (Hags3opa) 3a peanusaumen opraHamu
NCMNONHUTENbHOM Bnactn cybbektoB Poccuiickon depepaumm nonHomouun B cdepe
obpalleHns nekapCTBEHHbIX CPeacTB Ans MeOULMHCKOro MNpUMEHEHUs SBNSeTCH
cobntogeHne ynosIHOMOYEHHbIMWU OpraHamMuM  UCMOMHUTENbHONW BNactu CyOBHEKTOB
Poccuinckon depepaunmn mMetoavky YCTAaHOBNEHNA nNpeaeribHbIX pasMepoB  ONTOBbIX
HagbaBoK M NpefesibHbIX pa3mMepoB PO3HUYHbIX HA40aBOK K PaKTUYECKMM OTMYCKHbIM
UeHaM, YCTaHOBIIEHHbIM MPOM3BOOUTENAMU  fIEKapCTBEHHbIX MpenapaToB, Ha
neKkapCTBEHHble MpenapaTtbl, BKMIOYEHHbIE B MepeyYeHb XM3HEHHO HeobXoOuUMbIX W
BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos.

3. lpu ocywecTBNeHUN rocygapCTBEHHOIO KOHTponda (Hagsopa) 3a peanusauunen
opraHamu UCNosTHUTENbHOWM BriacTn cybbekToB Poccuickon degepaumm nonHOMOYNA B
chepe oOpaleHna neKkapCTBEHHbIX CPeaCTB ANd  MEOUUMHCKOro NpUMEHEeHUs
NpPOBOAATCA cnefytoLlime Buabl MEPONPUATUIA:

1) AOKyMEHTapHbIE MPOBEPKYU;

2) Bble3Hble NPOBEPKMU.
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4. OpraHusauusi 1 OCyLlecTBfeHNne rocygapCTBEHHOro KOHTponsa (Hagsopa) 3a
peanu3auunen opraHamu UCMNOMHUTENbHON BnacTn cybbekToB Poccunckon depepaumm
nonHomounn B cdhepe obpalleHns neKapCTBEHHbIX CPeacTB Ana MeauUMHCKOro
npumeHeHuns perynupytotca degepanbHbiM 3akoHOM OT 6 okTabpa 1999 roga N 184-93
"O6 o6Wwux npuvHUMNax opraHu3auun 3akoHodaTenbHbIX (NpeacTaBUTENbHBIX) U
WCMONHUTENbHbLIX OpraHoB  rOCydapCTBEHHOW Briactm  cybbektoB  Poccuickon
depepaymn’.

5. lMNMonoxeHne o rocygapCTBEHHOM KOHTpose (Haasope) 3a peanusaumen opraHamu
NCMONHUTENbHOM Bnactn cybbekToB Poccuickon defepaumm nonHoMouumn B cepe
oOpallleHnsa nekapcTBeHHbIX CPpeacTB ANd MeAULUHCKOro NMpUMEHEHUs yTBepXaaeTcs
MpasutensctBoM Poccumnckon ®epepaunu.

Crtatbs 9.3. PernoHasnbHbIN rocygapCTBEHHbIN KOHTPOSb (Hag30p) 3a NPUMEHEHUEM LieH
Ha fekapcTBEeHHble npenapaThbl, BKIOYEHHbIE B NepeyvyeHb XU3HEHHO HeoBXoaUMbIX U
Ba)KHEMLLMX NekapCTBEHHbIX NpenapaToB

1. PernoHanbHbIi rocygapCTBEHHbIA KOHTPONb (Hag3op) 3a NPUMEHEHMEM LIEH Ha
NeKapCTBEHHble npenapaTbl, BKIMIOYEHHble B MNepevYeHb XU3HEHHO HeobXoauMbIX W
BaXXHENLLMX NEKapCTBEHHbIX NpenapaToB, OCYLLECTBNAETCA OpraHOM MCMONTHUTENbHOM
BnacTtu cybbekTa Poccuiickon depnepaumn, YNOTHOMOYEHHbIM BbICLLUUM
NCNOSNHUTENbHBIM  OpraHoM  rocyaapcTBeHHOW Bnactu cybbekta Poccuinckon
depepauymn.

2. [MpeameToM permoHanbHOro rocyapCTBEHHOrO KOHTpOns (Hag3opa) 3a NpMMeEHeHNeEM
LEeH Ha nekapcTBeHHble Npenaparbl, BKNIOYEHHbIE B NepeyeHb XN3HEHHO HEOOXOANMbIX
N BaXHEWLUNX NeKapCTBEHHbIX MpenapaToB, sBMseTcs cobnogeHne opraHusaunamu
ONTOBOW TOProBNM feEeKapCTBEHHbIMU CpeacTBamMu, anTeyYHbIMU  OpraHuM3aLusMu,
NHOVBUOYanbHbIMU npegnpyHMMaTensamu, NMerLnMm NLEH3NIO Ha
hapmMaLEeBTUYECKY0 OeATeNbHOCTb, MeOUUMHCKAMW  OpraHusaunsamn, UMerLLmMmMun
NUUEH3N0  Ha  dpapMaueBTUYECKytd  OeATeNnbHOCTb, UM UX 060Cco6neHHbIMM
nogpasgerneHuamm (ambynatopuamu, enbaiepckumm n enballepcko-akyLwepCcKuMm
NyHKTaMn, uUeHTpamu (oTaeneHusamu) obuwen BpayvyebHOM (CeEMENHOW) NpPaKTUKK),
pacnosioXXeHHbIMU B CENbCKMUX HAaCeNEeHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble
opraHusauun, npu peanusaumm JekapCTBEHHbIX npenapaTtoB TpeboBaHUW K
NPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX He AOSMKEH MpeBblwaTb CyMMy OakTU4eCcKom
OTMNYCKHOW LEHbl, YCTAHOBMEHHOW MNPOW3BOAMTENEM IEeKapCTBEHHbIX NpenapaTos, U
KOTOpble He nMpeBblaloT 3aperncTpupoBaHHbIX NpefenbHbIX OTMYCKHbIX LUeH, W
pasMepoB ONTOBbIX HagbaBoK W (MnNM) pasMepoB pPO3HUYHLIX HagbaBoOK, He
NnpeBbILIALWNX COOTBETCTBEHHO pa3MepoB npefesfibHbiX ONTOBbIX HaabaBoK W (Mnwn)
pa3mepoB npeaesnibHbIX PO3HUYHbIX HaAbaBOK, YCTaHOBMNEHHbIX B CybbekTe Poccumnckon
depepaumn.

3. OpraHusaumss M OCYLLUECTBIIEHME PErMOHANbHOrO rOCYAApPCTBEHHONO KOHTPOMs
(Hap3opa) 3a NpPMMEHEHMEM LIEH Ha IeKapCTBEHHblE npenapaTbl, BKIOYEHHbLIE B
nepedYeHb >XMU3HEHHO HEeoOXOOMMbBIX W BaXKHEWLUMX JEKapCTBEHHbIX MpenapaTos,
perynupytotca  dPepepanbHbiM 3akoHom oT 31 wuonsa 2020 roga N 248-¢3 "O
rocyaapCTBEHHOM KOHTpoOme (Haasope) U MyHuuunanbHOM KOHTpone B Poccuiickon
depepaumn”.

4. T[lonoxeHne O pervMoHanbHOM TrOCy4apCTBEHHOM KOHTpore (Hagsope) 3a
NPUMEHEHNEM LIEH Ha NeKapCTBEHHble NpenapaTbl, BKITOYEHHbIE B NepeYeHb KU3HEHHO
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HEOOXOAMMbIX M BaKHENLWUX NEeKapCTBEHHbIX MpenapaTtoB, YTBEPXAAETCA BbICLUMM
WCNOSTHMUTENbHBIM  OpraHoM  rocyaapcTBeHHOM Bnactm  cybbekta Poccuiickon
depnepaunn.

Crtatbsa 9.4. ®egeparnbHbI roCygapCTBEHHbIA NMNLEH3UOHHbBIN KOHTPOSb AeATENbHOCTU
Nno NPOW3BOACTBY fIEKaPCTBEHHbIX CPeACTB

1. ®epepanbHbli FOCYOAPCTBEHHBIA  JIMLEH3UOHHBIA  KOHTPOSMb  OeATenbHOCTU Mo
NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB OcyuwlecTBnseTcsa deaeparibHbIMM opraHamu
WUCMONHUTENbHOM  BNactW,  YMNOSMIHOMOYeHHbIMKM  [lpaBuTtenbctBom  Poccunckon
depepauymn.

2. ®epepanbHbli rOCY4apCTBEHHbIA  JIMLEH3UOHHbBIA KOHTPOSMb OeATenbHOCTU no
NPOU3BOACTBY JIEKApPCTBEHHbIX CPEeACTB OCYLLeCTBNSIeTCS B COOTBETCTBMU C
depepanbHbiM 3akoHoMm oT 4 masa 2011 roga N 99-03 "O nuueH3npoBaHUM OTAENbHbIX
BunaoB gearenbHoctn" n degepansHbiM 3akoHoMm oT 31 mons 2020 roga N 248-93 "O
rocygapCTBEHHOM KOHTpone (Hagsope) U MyHuuunanbHOM KOHTporne B Poccuickon
depnepaumn”. B pamkax degepanbHOro rocygapCTBEHHOMO fMLEH3MOHHOIO KOHTPONS
AeATeNnbHOCTU MO MPOM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB MflaHOBbIE KOHTPOSbHbIE
(Hag30pHbLIE) MEPONPUATUA He MPOBOAATCS, NPU 3TOM MPOBOAUTCSA Mepuoandeckoe
NnoaTBeEpPXAeHMEe COOTBETCTBUS  JNULEH3NATOB  NULEH3NMOHHbIM  TpeboBaHusM B
cootBeTcTBUM C DegepanbHbiM 3akoHoM oT 4 maa 2011 roga N 99-03 "O
NULEH3NPOBAHNN OTAENbHbIX BUAOB AeATENbHOCTN".

maea 5. PASPABOTKA, JOKITMHUYECKWE NCCITIEQOBAHNA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKWE NCCJIEOOBAHNA
NEKAPCTBEHHbIX NMPEMNAPATOB A4 BETEPUHAPHOIO NMPUMEHEHWA
Crtatbs 10. PaspaboTka nekapCTBEHHbIX CPeaCTB
1. PaspaboTka nekapCTBEHHbIX CpeaCTB BkMo4aeT B cebd MNOUCK  HOBbIX
hapmMakonorm4eckn akTUBHbIX BeLLecTB, nocnegyliee nsydyeHne nx nekapCTBeHHbIX
CBOWCTB, [JOKNMWHWYECKME WccrneaoBaHus, pas3paboTky TexHOMornn nponsBoacTea
dapmaueBTUYeckux cybctaHumn, pas3paboTKy COCTaBOB U TEXHOMOMMA NPOU3BOLCTBA

neKapCcTBEHHbIX NpenapaTos.

2. ®duHaHcoBoe obecneyeHne pa3paboTkM NekapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA 3a
cyer:

1) cpencTB hegepanbHOro GoKeTa;

2) cpeacTtB pa3paboTUmMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeacTtB Npou3BOAMTENEN TEKAPCTBEHHbIX CPEACTB MNPWU BbIMOSIHEHUM Hay4HO-
nccrnegoBaTenbCkux paboT Mo J0roBopy Mexay pas3paboTyMkoM JEKapPCTBEHHbIX

cpencTB 1 npon3BoguTernem JfiekapCTtBeHHbIX CpPeACTB,

4) NHbIX He 3anpeLleHHbIX 3akoHoaaTenbCcTBoM Poccunckon depgepaumm NCTOYHUKOB.
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3. lMpaBa paspaboTuMka NEKapCTBEHHONO CpPeACcTBa OXPAHSAKTCA rpakaaHCKUM
3aKoOHOAaTENbCTBOM.

Ctatess 11. [HoknuMHM4Yeckoe ucCcnedoBaHME JleKapCTBEHHOro cpeactsa [Aans
MeOVLMHCKOro NpMMEHEHNS

1. [JOKNMHWYecKoe uccrnefoBaHNEe IeKkapCTBEHHOro cpeacTBa AN MeauLMUHCKOro
NPUMEHEHMS MPOBOAUTCA MyTEM MPUMEHEHUS Hay4YHbIX METOAOB OLIEHOK B LeEensx
nony4YyeHns gokasaTenbCTB 6e30NacHOCTU, KayecTBa U 9 EKTUBHOCTI NEKAPCTBEHHOTO
cpencTaa.

2. ,D,OKJ'II/IHW-IGCKOG nccnegoBsaHmne JrekapcrBeHHOro cpeacteBa nla mMegunumnmHCKoro
npuMeHeHna npoBoanTCA B COOTBETCTBUM C rnpaBusiaMm Hagnexawen na6opaTopH0|7|
MPaKTUKK, yTBEPXKOAEHHBIMW YNOJIHOMOYEHHbIM cbe,qepaanblM opraHom
NCMNOSTHNTENBbHOW BNACTM.

3. [ins opraHusauuM u npoBeaeHust JOKNMMHUYECKOro UCCneaoBaHus NekapCTBEHHOMO
cpeacTsa ans MeOMLMHCKOrO MNPUMEHEHUs1 pas3paboTyYMKU NeKapCTBEHHbLIX CPEACTB
MOryT MpuBReKaTb Hay4yHO-UCCreaoBaTeNbCKMEe oOpraHusaumm, obGpasoBaTerfbHble
opraHvsauun Bbicllero ob6pasoBaHusl, MMetlowmMe HeobxoauMyl MaTepuarnbHO-
TEeXHMYecCKyto 6a3y 1 KBannuLMPOBaHHbIX CNeLnanncToB B COOTBETCTBYIOLLEN 06nacTy
nccnegoBaHus.

4. [oknuHu4yeckoe WCCreaoBaHWe JeKapCTBEHHOIO cpeacTBa Ans MeauuUMHCKOro
NMPUMEHEHUS1 MPOBOAUTCS MO YTBEPXKOEHHOMY pa3paboTyMKOM NEeKapCTBEHHOrO
cpencTBa nraHy ¢ BeeHMeM npoToKona 3Toro UCCrneAoBaHNs U COCTaBNEHNEM OTYETA,
B KOTOPOM COAepKaTcs pe3ynbTaTbl 3TOr0 UCCNeAOBaHUSA U 3aKN0YEeHNE O BO3MOXXHOCTM
NPOBeOeHNss  KIMMHUYECKOTrO  WUCCNedoBaHWs  NeKapCTBEHHOro npenaparta  Ans
MeOULMNHCKOrO NPUMEHEHMS.

5. MNpoBeneHne npoBepok cobnoaeHns npaBu Hagnexailen nabopaTtopHOM NPaKTUKK
M NpaBOBbIX HOPM MWCMOMb30BAHUSA XMBOTHbIX MNPWU MNpPOBEeAEHUUN [AOKIUHUYECKUX
nccneoBaHWn  NEKapCTBEHHbIX  CpeacTB ANA MEeOULMHCKOro  NMpUMeEHeHUs
OCYLLLeCTBNAETCH YNONTHOMOYEHHbBIM (befieparibHbIM OPraHOM UCMOSTHUTENBbHOW BNAcTH.

6. PesynbTaTbl [OOKMMHMYECKOTO WCCreQoBaHUs JEKapCTBEHHOro cpeacTea  Aans
MEAMUMHCKOrO MPUMEHEHUs MOryT OblTb NpeacTaBreHbl B YNONHOMOYEHHbIN
cdbenepanbHblii OpraH UCMONHUTENBHON BracTh B YCTaHOBIIEHHOM Mopsiake B LENsixX
rocyapCTBEHHON perncTpaumm nekapcTBeHHoOro npenapaTa.

Cratbs 12. [JokNnMHUYeCKoe mnccnenoBaHMe NEKApCTBEHHOINO CpPeacTBa U KIMHUYECKOE
nccrnegoBaHue NekapCTBEHHOIO NpenapaTta 4nsi BETEPUHAPHOro NPUMEHEHNS

1. [loknuHu4eckoe wuccrnenoBaHve JeKkapCTBEHHOro cpeactsa Ansi BeTepuMHapHOro
NPUMEHEHUSI MPOBOAUTCA MyTEM MPUMEHEHUSI Hay4YHbIX METOOOB OLEHOK B Lensix
nonyyYeHus JokasaTenbCTB 6€30MacHOCTM, kadecTBa U 3PEKTUBHOCTM NeKapCTBEHHOMO
cpeacTBa, B TOM Yucre onpefenieHns cpoka ero BblBEAEHUSI U3 OpraHnM3ma XMBOTHOTO,
B Uensx obecneyeHns 6€30MacHOCTM MPOAYKLMN KUBOTHOMO NPOMCXOXOEHUSI nocne
NPUMEHEHUs1 COOTBETCTBYHOLLIErO NIEKAapCTBEHHOMO NpenapaTa.

2. [oKnuMHM4YecKkoe WcCrnedoBaHWEe INEKapCTBEHHOTO CPeacTBa W KMMHUYEcKoe
nccrneaoBaHne NEKapCTBEHHOro npenapata  Ans  BEeTepUHapHOro  MpUMeEHeHUs,



nccecnegosaHue OMO3KBMBANEHTHOCTM YKa3aHHOro JIeKapCTBEHHOIo npenapara
npoBoaATCA B COOTBETCTBUM C nNpaBunamMun, YyTBepXxXaeHHbIMU YNOJIHOMOYEHHbIM
cbe,u,epaanblM opraHom NCMNOSTHUTESTbHOW BNacTu.

3. [oknuHuyeckoe uccnegoBaHue JIeKapCTBeHHOro cpeactBa WM KIMIMHUYECKOE
nccecnegoBaHMe  rnekapCctBeHHOro npenaparta  And BeTepuMHapHOro rnpuMeHeHuA
npoBOOATCA MO YyTBEPXOEHHOMY p33pa6OT‘-II/IKOM J1IeKapCTBEHHOINo cpeacTBa MriaHy C
BedeHMEM TPOTOKOJIOB 3TUX nccrnegoBaHUM M COCTaBfIEHMEM OTYETOB, B KOTOPbIX
coaepiaTtcd pedyribTaTtbl 3TUX nccrnegoBaHun.

4. Ins opraHuMsauum 1 npoBeneHuUst OOKIMHUYECKOro UCCreaoBaHns NeKkapCTBEHHOMO
cpeactBa UM KIMMHWYECKOTO  WUCCNEAOoBaHUS  fiekapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO MPUMEHEHMsT pa3paboTyMK NEKapCTBEHHOIO cpeacTBa  MOXeT
npuBnekaTb opraHvMsauum, UMetoLmne Heobxoaumyr maTepuanbHO-TEXHUYECKYHO 6asy 1
KBanMULMPOBaHHbIX CNELMan1MCcToB B COOTBETCTBYHOLLEN 06nacTy nccnegoBaHus.

5. KnuHuyeckne wnccnegoBaHus JIEKAPCTBEHHbLIX MpenapaTtoB ANliAd BEeTepUHapHOro
NMPUMEHeHnA npoBoAATCA B BETEePUHapPHbIX oOpraHn3aumax W B OpraHn3auunax,
ocyLwiecTBnarWnX pa3seneHne, sbipalimBaHne n cogepxXaHme XMBOTHbIX, B LieNAX:

1) YyCTaHOBJ1EHUA NEPEHOCMMOCTU JNIEKAPCTBEHHbIX NMpenapaToB 300POBbIMU XXNBOTHbLIMMW;

2) noabopa onTumarnbHbIX JO3VPOBOK NEKAPCTBEHHbIX NPENapaToB U Kypca neyYeHus Ha
KOHKPETHOW rpymnmne >XMBOTHbIX C ONpeaeneHHbIM 3aboneBaHnem;

3) yctaHoBneHusi 6e3onacHoOCTM M 3PAEKTUBHOCTM FEKAPCTBEHHOrO mnpenapaTa,
npegHasHa4YeHHOro ANns feYyeHus onpederneHHbiX 3aboneBaHUn >KUBOTHLIX, WK
3 EKTUBHOCTN FNEKApPCTBEHHOro mnpenapata Ana npodunaktnkn 3abdonesaHun
30POBbIX XXMBOTHbIX;

4)  un3y4yeHMss  BO3MOXHOCTEW pacLunpeHust nokasaHum K  NPUMEHEHUI0
3aperncTpMpoBaHHOrO fieKapCTBEHHOrO npenapaTa U BbISBNIEHUS paHee Hen3BeCTHbIX
No6OYHbIX AENCTBUN.

6. KnuHuyeckoe uccrnenoBaHWe rekapCTBEHHOrO npenaparta Ans BeTepUHapHOro
NPUMEHEHMST OCYLLECTBNSAETCA 3a CYEeT CPeacTB paspaboTymka NekapCTBEHHOro
cpeacTsa.

7. OT4eTbl 0 pesynbTaTax AOKIMHMYECKOro NCCreaoBaHMs NEKapCTBEHHOIO CpeacTBa m
KNMHMYECKOrO  UCCReaoBaHUA NeKapCTBEHHOro npenapata Angd BeTepUHApHOro
NPUMEHEHNSA COCTaBNAKTCA pa3paboOTUMKOM JIEKAPCTBEHHOIO CpeacTBa C Yy4YETOM
3aKITOYEHNA OpraHM3aunin, NPUHUMAaBLLNX y4acTue B OpraHusauum u NnpoBeaeHUn 3Tux
nccnegoBaHun.

8. KoHTponb 3a npoBeaeHMeM OOKMIMHUYECKMX UCCNeaoBaHWI NekapCTBEHHbIX CPeaCcTB
N KMMHUYECKMX WCCMEeAOoBaHUA NeKapCTBEHHbIX MpernapaTtoB AN BeTepuHapHOro

NPUMEHEHUSI  OCYLLEeCTBNSIETCS  YMONIHOMOYEHHbIM  dbeaepanbHbiM — OpraHoMm
NCMNONMHUTENbHON BNacTu.

Mmasa 6. OCYLLECTBNEHWVE MTOCYOAPCTBEHHOW PETMCTPALNA

NEKAPCTBEHHbIX NMPEMNAPATOB



CtaTtbsa 13. Focy,qapCTBeHHaﬂ perncTpaund nekapCrBeHHbIX NnpenapartoB

1. B Poccuickon defepaunm JonyckaroTcs Npon3BoLCTBO, U3rOTOBIIEHNE, XpaHEHMe,
nepesoska, BBO3 B Poccuickyto Pepepaumto, BbiBO3 M3 Poccunckon Pepepauun,
pekrama, OTnycK, peanusauns, nepegada, NPUMEHeHne, YHUYTOXEHME JIeKapCTBEHHbIX
npenapaTtoB, €CfiM OHW 3aperucTpupoBaHbl COOTBETCTBYHOLLUM  YNOSTHOMOYEHHbLIM
deaepanbHbIM OpraHOM UCNOSHUTENBbHON BRACTM.

2. [ocygapCTBEeHHOW perncTpaumm nognexar:

1) BCe nekapcTBEHHble NpenapaTtbl, BNepBble Mnoanexawme Beogy B obpalieHue B
Poccuinckon ®egepaunu;

2) nekapCTBEHHble npenapaTbl, 3aperMcTpupoBaHHble paHee, HO MPOU3BEAEHHbIE B
APYrMxX nekapCTBEHHbIX ¢opmMax B COOTBETCTBUM C MNepeyHeM HauMeHOBaHUMn
nekapCTBeHHbIX ()OpM, B HOBOW [A03MPOBKE MNpWU AOKasaTesnbCTBE €€ KIUHUYECKON
3HAYNMOCTM N 9P EKTUBHOCTH;

3) HOBbl€ KOMOUMHaL MK 3aperncTpnpoBaHHbIX paHee JNekKapCTBEHHbIX NpenapaToB.

3. FocygapcTBeHHaa perucTpaums NekapCcTBEHHbIX MpenapaToB OCYLLEeCTBMAETCA Mo
pesynbTaTam 9KCNepTu3bl NeKapCTBEHHbIX CPEACTB, a roCcyAapCTBEHHas perucrpaums
opdaHHbIX NeKapCTBEHHbIX NpenapaToB OCYLLECTBNAETCA No pe3ynbTaTaM aKCnepTuabl
[OKYMEHTOB, MNPEACTaBMNEHHbIX Ans OnpeaeneHnss BO3MOXHOCTM paccMaTpuBaTh
NeKapCTBEHHbIM npenapaTt AN MeOULUMHCKOrO MNPUMEHEHUs MpU  OCYLLIeCTBINEHUN
rocyapCTBEHHOW perncTpaumm B ka4yecTBe opdhaHHOro rekapCcTBEHHOro npenaparta, u
no pesyrbTaTam 3KCNepTU3bl NeKapCTBEHHbIX CPeacTB.

4. [ocymapCTBEHHas perucrtpauusi nekapCTBEHHOro mnpenapaTta  OCyLlecTBnseTcA
COOTBETCTBYHLLMM YNOSTHOMOYEHHbIM cbeaeparibHbIM OpraHOM UCMOSNTHUTESTbHOWM BACTU
B CPOK, HE MpeBbllaloWnin cTa LWeCTUaecaTn paboymx AHEen CcO OHSA NPUHATUSA
COOTBETCTBYIOLLENO 3asiBfiEHUsT O TOCyAapCTBEHHOM pernctpaunmnm nekapcTBEHHOro
npenapaTta. B ykasaHHbI CpPOK BKMOYaeTCA Bpemsi, Heobxoaumoe LA MOBTOPHOrO
npoBefEeHNs 3KCNepTU3bl JIEKAPCTBEHHOIO CpeacTBa B COOTBETCTBMM CO CTaTbeu
25 HacToswero ®depepanbHoro 3akoHa. Cpok rocyaapCTBEHHOM  perncrpaumm
NIEeKapCTBEHHOrO npenaparta MWCYUCNSETCA CO AOHA MPUHATUS COOTBETCTBYHOLLNM
YNOSTHOMOYEHHbIM denepanbHbIM opraHom NCNOMHUTENBHOWN BNnactm
COOTBETCTBYIOLLENO 3asiBMIEHUS O TOCYAApCTBEHHOM perncTtpaunmn nekapcTBEHHOro
npenapata C MpUIIOKEHNEM HEOOXOOUMbIX [OOKYMEHTOB MO [AEHb Bblgaun
perncTpaunoHHOro yaoCcToBepeHUs nekapcTBeHHOro npenapaTta. Bpemsi, Heobxoanmoe
ANS HanpasfeHUs yrnoriHOMOYEHHbIM doeaeparibHbIM OpraHOM UCMONTHUTENBHOW BNacTu
3anpoca o npeacTtaBneHnn HeobxoaMmbIX MaTtepuarnosB 1 NPeacTaBleHUsa 3asaBUTENEM
OTBETa Ha [aHHbI 3anpoc B COOTBETCTBUM CO cTatbamu 16, 19 n 23 HacToswero
degepanbHOro 3akoHa, He YYUTbIBAETCHA MPUM MCYMUCIIEHUM CpPOKa roCyaapCTBEHHOM
perncTtpauum nekapcTBEHHOro npenapara.

5. FocygapcTBeHHOW pernctpaumm He noasexar:

1) nekapcTBeHHble MpenapaTbl, W3roTOBMIEHHbIE anTeYHbIMM  OpraHU3aLusaMu,
BETEpPUHAPHbIMY anTeyYHbIMK opraHusaumsiMm, VHOMBUAYANbHBIMU
npeanpuHUMaTtensMu,  KOTOpble  MMEeKT  JIULUEH3NI0  Ha  (papMaLeBTUYECKYHO
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OedaTesibHOCTb, MO peuentaMm Ha JiekapCTBEHHbIE TnpenapaTtbl W Tpe6OBaHI/IFIM
MeaNUNHCKNX OpFaHMSaLlMVI, BETEPUHAPHbIX OpFaHVI3aL|,VII7I;

2) JIEKapCTBEHHbIE MpenaparThl, np|/|o6peTeHHb|e (bl/l3l/l‘-IeCKVIMM inuamMmn 3a rnpepenavm
Poccuinckon (De,D,epaLlVII/I 1 npegHasHavyeHHble AnA JIMYHOro MCnoJib30BaHUA,

3) nekapcTBeHHble npenapatbl, BBO3UMble B Poccurckyio degepaunto gnsg okasaHUs
MEOVULUMHCKON MOMOLUM MO XKM3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauueHta Ha
OCHOBaHWWN paspelleHnd, BblI4AaHHOIO YMNOMHOMOYEHHbIM efepanbHbiM  OpraHoMm
WUCMOSNTHUTENbHOW BNacTy;

4) nekapCTBeHHble cpeacTBa, BBO3MMble B Poccuickyro degepaumio Ha OCHOBaHUU
BblJAHHOIO YMNOSIHOMOYEHHbIM hbefepanbHbIM  OpraHOM UCMOSMHUTENBHOM BRacTu
paspelleHnss U npegHasHavyeHHble Ona MNpOBEedAEHUs KIMHUYECKMX WCCeaoBaHui
NeKapCTBEHHbIX NpenapaToB n (M) NpoBeAEHUS IKCNEePTU3bl JIEKAaPCTBEHHbIX CPeACTB
OS5 OCYLLeCTBEeHNs rocy4apCTBEHHON perncTpaumnm nekapCTBEHHbIX NpenapaTos;

5) dhapmaueBTUnyeckne cybctaHumu;

6) paguodapMaueBTUYECKMEe  NEeKApCTBEHHble  mpenapaTbl,  WU3roTOBMEHHbIE
HENMoCPeaCTBEHHO B  MEOULMHCKUX OpraHuM3auusix B MOpPsiAKe, YCTaHOBMEHHOM
YNONHOMOYEHHbIM (peaeparnbHbIM OPraHOM UCMONHUTENBbHOWN BRacTy;

7) nekapCTBEHHbIE NpenapaTbl, NPON3BOAUMbIE AN AKCMNopTa.
6. He ponyckaeTcs rocygapcTtBeHHasa percrpaums:

1) nekapCTBEHHbIX MpenapaToB, OTNIMYALNXCSA APYr OT ApYyra Ka4eCTBEHHbIM COCTAaBOM
AEVCTBYHOLMNX BELWECTB, N0 OANHAKOBLIM TOPrOBbIM HAaVMEHOBaHMEM;

2) oQOHOro neKapCTBEHHOro MpenapaTta, MNPeACTaBMEHHOrO Ha rocydapCTBEHHYHO
perncTpaumio B OTHOLUEHMM OAHOro M TOrO e [AepXaTenss wunu Brnagernbua
PerncTpaumMoHHOro yaoCTOBEPEHUS NIEKapCTBEHHOrO npenaparta B Buae ABYX M Gonee
NeKapCTBEHHbIX NpenapaToB NoA pasfnnyHbIMM TOProBbIMU HAMMEHOBaHUSIMMU.

7. lo 3anpocy (B 3neKTpOHHOW dopMe unm Ha OymaxkHOM HocuTene) cybbekTta
obpaleHna  nekapCTBEHHbIX  CPeAcTB  COOTBETCTBYHOLMUM  YNOSIHOMOYEHHbIM
dheneparnbHbIM opraHom NCNONHUTENBHOM BnacTu, OCYLLeCTBNSAOLLMM
rocyAapCTBEHHYIO PerncTpaumnio NekapCTBEHHbIX NpenapaTtoB, B YCTaHOBIIEHHOM WM
nopsiake OCYLLEeCTBNAETCA Hay4yHOe KOHCYNbTUPOBaHME MO BOMPOCaM, CBSA3a@HHbIM C
npoBeAeHNeM  OOKMMHUYECKUX  UCCNefoBaHWW,  KIMHUMYECKUX  UCCreaoBaHum
NEeKapCTBEHHbIX MNpenapaTtoB, 3KCMNepTu3bl KayecTBa JEKapCTBEHHbIX CPeacTB,
3PEKTUBHOCTM N BE30MNACHOCTH, C OCYLLECTBIIEHNEM FOCYAapCTBEHHOW perucTpaumm
nekapcTBEHHbIX npenapaTtoB. KOHCynbTMpOBaHME OCYLUECTBNAETCA C MpUBIIEYEHNEM
deneparnbHbIX rOCYyOAPCTBEHHbIX OHOMKETHbIX  yYpexaeHun, NoABeAOMCTBEHHbIX
AaHHOMY heaepanbHOMY OpraHy MWCMOMHUTENbHOM BNacTU U He Y4acTBYKOLWMWX B
opraHusauum npoBeAEHUA IKCMEepPTU3bl KayecTBa NEeKapCTBEHHbIX CPeacTB B Lenax
OCYLLECTBMEHU WUX rocygapCTBEHHOW perucrpaumMm B COOTBETCTBMM CO CTaTben
16 HacTosiwero ®defepanbHOro 3akoHa, B Buae OTBeTa B NUCbMEHHOW hopme
YNONTHOMOYEHHOro dpeiepanbHOro opraHa UCMONHUTENbHOM BacTu Ha 3anpoc. Pasmep
B3MMaeMOoW C 3asBUTENs nnatbl onpeaenseTcs B COOTBETCTBUN C 3aKOHOAATENbCTBOM
Poccuiickon ®depepaumm 06 opraHu3aumm npenocTaBfeHus FOCy4apCTBEHHbIX W
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MyHULUMNanbHbIX yenyr. UHgopmaums 06 ocyLlecTBNeHMM Hay4YHOro KOHCYNbTUPOBaHNS,
B TOM 4ucne crtaTbu, 0630pbl, CMpaBOYHble MaTepuanbl U WHas wuHdopmaunsa ob
OCYLLIECTBIIEHUN HAY4YHOro KOHCYNbTUPOBAHWSA, pa3MeLLaeTcs Ha oduumanbHOM cante
YNOSTHOMOYEHHOro befieparibHOro opraHa UCNosTHUTENbHOM BnactTn B cetn "MHtepHeTt"
c cobnogeHneM orpaHUYeHUn, yCTaHOBIEHHbIX 3aKOHO4AaTeNbCTBOM O MepPCOHarbHbIX
AaHHbIX, KOMMEPYeCKOn 1 (M) rocyapCTBEHHON TanHe.

8. [ocymapcTBeHHasi  peructpaumsa  fleKapCTBEHHbIX  MpenapaTtoB,  KOTOpble
npegHasHavyeHbl Ons NPUMEHEHUA B YCIIOBUAX BOEHHbIX OEWUCTBUN, Ype3BblHanHbIX
cUTyauumn, npeaynpexneHns 4pesBbldanHbIX CUTyauun, NPOUIaKTUKM U fNedYeHus
3aboneBaHu, nNpeacTaBnslOWMX OMACHOCTb [ANA  OKpyXawwmx, 3aboneBaHun u
nopaxxeHuin, MOMyYeHHbIX B pesyrnbTate BO34eNCTBUS HEONaronpuUATHbLIX XUMUYECKUX,
ononornyeckmx, pagnaumoHHbIX akTopoB, U KOTOpble pa3paboTaHbl B TOM 4ucne no
3ajaHuio  (pegepanbHbIX OpPraHoOB WCMOMHUTENbHOW BRacTW, YMNOSITHOMOYEHHbIX B
obnactn obopoHbl CTpaHbl U 6e30MacHOCTU rocyjapcTBa, a Takke JleKapCTBEHHbIX
cpencTB B criydae ux aedektypbl UM pucka BO3HWKHOBEHUA OedeKkTypbl B CBA3N C
BBeAEHMEM B OTHoweHun Poccunckon degepaumm  orpaHUYUTENbHBIX  Mep
3KOHOMMYECKOro  XapakTepa  OCyLlecTBNdeTcd B Mopsgke,  YCTaHOBIIEHHOM
MpaBuTenbcTBoM Poccunckon degepauymn.

CtaTbs 14. npl/IHLl,I/II'IbI AKCMNMepTU3bl NIEKAPCTBEHHbLIX CPEOCTB

1. OkcnepTu3a NeKkapcTBEHHbIX CPeACTB OCHOBbLIBAETCA Ha MPUHLMMNAX 3aKOHHOCTW,
cobniogeHus npaB KU cBOOOA 4YernoBeka M rpaxaaHuHa, npaB pUaNYeckoro nuua,
HEe3aBMCUMOCTM AKCNepTa, 0O BEKTUBHOCTU, BCECTOPOHHOCTU 1 MOMHOThI UCCNeaoBaHum,
NMPOBOOUMBIX C WCMOMb30BaHNEM COBPEMEHHbIX [OOCTUNKEHUA Hayku U TEXHUKM,
OTBETCTBEHHOCTM (beaeparnibHOro rocyJapCTBEHHOro OaKETHOro y4dpexaeHus no
NPOBEAEHNI0 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB M SKCMEepTOB 3a MNpoBedeHue U
Ka4yecTBO 3KCMNepTU3bI.

2. DKkcnepTmnsa nekapCcTBEHHbIX NpenapaToB AN MeAMUMHCKOro NPMMEHEHUS BKIoYaeT
B cebq:

1) 9KcnepTu3dy [AOKYMEHTOB, MNPEACTaBMEHHbIX Ansi OonpeaenieHnss BO3MOXHOCTM
paccmaTpuBaTb JleKapCTBEHHbI npenapaT Ans MEeAWMLMHCKOro MPUMEHEHUs Mpu
OCYLLECTBIIEHMM  TOCYLAPCTBEHHOM  permcTpauMm B KadectBe  opdaHHOro
neKkapcTBEHHOro npenapara;

2) aKkcnepTuU3y NpeasioKeHHbIX METOAO0B KOHTPOISi Ka4ecTBa fiekapCTBEHHOIO CPeacTBa
1 KayecTBa NpeACcTaBleHHbIX 06pa3sLoB 1ekapCTBEHHOIO CPeAcTBa C UCMONb30BaHNEM
3TUX MeTOJO0B (Oanee - aKcnepTU3a KayecTBa feKapCTBEHHOIO cpeacTBa);

3) 9KcnepTM3y OTHOLUEHUS OXWMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCcTBEHHOro npenapaTa;

4) 3KCnepTu3y permcTpauMoHHOrO [OCbe Ha JeKkapCTBEHHbIA npenapaTt B Lensx
onpeneneHns B3aMMo3aMeHsIeMOCTI NeKapCTBEHHbIX NpenapaTtoB AN MeaMUMHCKOro
NMPUMEHEHMUSI.

3. OkcnepTur3a NnekapcTBEHHbIX NpenapaToB Arsi BETEPUHAPHOIO NPUMEHEHUS BKIOYaeT
B cebsi aKkcnepTu3y KayecTBa NeKapCTBEHHOro cpeacTBa M 3KCMEpPTU3Y OTHOLLEHMS
OXMAaeMown nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NNEKAapCTBEHHOMO NpenaparTa.



Cratbsa 15. ®denepanbHoe rocyaapcTBeHHoe GlooKeTHOe yUYpexaeHne no npoBeAeHuHo
SKCNepTU3bl NTEKapCTBEHHbIX CPEACTB

JkcnepTusa nekapcTBeHHbIX cpeacTB npoBoautcs deaeparnbHbiM FOCYAapCTBEHHbIM
OHIKETHBIM  yYpEXOEHMEM COOTBETCTBYIOLLENO YMNONHOMOYEHHOrO dedepanbHoro
opraHa WCMOMHUTENbHON BMacTW, CO3[daHHbIM AnA  obecneyeHnss UCMONHEHUS
MOMMHOMOYUIA 3TOro dpeeparnbHOro opraHa no Bbiadve paspelleHuii Ha npoBedeHue
KMUHUYECKMUX NCCNEeaoBaHWI NekapCTBEHHbIX NpPenapaToB U (MfK) No rocyaapCTBEHHON
perucTpaumm nekapcTBeHHbIX NpenapaToB (anee - 9KCnepTHoe yypexaeHue).

CtaTbs 16. OpFaHVI3aU,VIFI npoBeaeHnA 3KCnepTun3bl JIEKapPCTBEHHbIX CPEeACTB

1. 3|<cnemesa JNIeKapCTBEHHbLIX CpeacTB NpoBOANTCA Komuccuen JQKCMNepTOB 3KCNEepTHOro
yypexnoeHua, Ha3Ha4YeHHoOW ero pykosogutenem, Ha OCHOBaHUN 3adaHnA Ha nposeneHmne
9KCNepTn3bl JIEKApPCTBEHHOIO CcpeacTtea, BblAaHHOINO ynoJsIHOMOYE€HHbIM cbe/:l,epaanblm
opraHom NCMNOSTHATENBHON  BMACTM. PyKOBOD,I/ITeJ'Ib OKCNEepTHOro  yypexageHud
obecneunBaeT Hagnexauee nposeaeHne J3KCNepTU3bl JEeKapCTBEHHbLIX CpenctB B
cooTBeTCTBMM C 3agaHunem, BbloaHHbIM YMNOJIHOMOYEHHbIM cbep,epaanblM OopraHom
WUCNOSMHUTENBHOM BRactn, Wu opraHmn3dyeT noAroTtoBKy CBOOHOIO 3aKrito4eHud aTomn
Komuccun. B coctaB 3aTonm Kommccum Mo peweHno pykoBoguUTENA IKCMNEPTHOro
yypexgeHna MoryTt ObITb BKMOYEHbLI B KayecTBe J9KCnepToB nuua, He pa6OTa|'OLU,I/Ie B
OaHHOM 3KCMEepTHOM Yy4dpexageHun, ecrim nx cneuynasibHble 3HaHUA HeobxoauMbl Ans
npoBefeHnA J3KCNepTu3dbl N TaKuMe 3KCNepTbl OTCYTCTBYWOT B [OaHHOM 3KCNEPTHOM

yupexaeHun.

2. OkcnepTomM MO MPOBEAEHUID JKCMEpPTU3bl NEKApPCTBEHHbIX CPEeACTB SIBNAETCS
aTTeCTOBaHHbIN PabOTHMK 3KCMEPTHOrO YYpEeXOeHUs, KOTOpbIi MMeeT BbiCLIee
MeguuunHckoe, hapmaueBTudeckoe, Guonornyeckoe, BeTEPUHAPHOE UM XMMUYECKOE
obpa3oBaHue 1 NPOBOAUT IKCMEPTU3Y NEKAPCTBEHHbIX CPEACTB B NOPSIAKE UCMOSNHEHNS
CBOUX QOIMKHOCTHbIX 06513aHHOCTEN (anee - akcnepT).

3. Mpu npoBegeHMM SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB 3KCMepT He MOXeT
HaxoOWUTbCA B KaKoW-NMGO 3aBMCUMOCTWU OT JWLA, HasHaYMBLUEro 3Ty IKCMepTusy,
pa3paboTyMka NeKapCTBEHHOrO cpeacTBa WM OPYrMX  3aUHTEPEeCOBaHHbIX B
pesynbTaTax 3KCnepTusbl nuu,.

4. MNpw npoBegeHUN aKCnepTU3bl NeKapCTBEHHbIX CPeACTB He AonyckaeTcsa uctpebosatb
y 3aaBuTens nnbo UHbIX NUL, MaTtepuarnsl, HeobxoanMble AN1s NPOBeAEeHUS IKCNePTU3bI.
B cnyyae HegocTaTOMHOCTM NpeAcTaBfiEeHHbIX JKCNepTy MartepuanoB And Aayu
3aKNIOYEHNs SKCNepT CTaBUT BOMNPOC O NpeacTaBNeHnn emy HeobxoanMbIX MaTtepuanos
nepes pPyKOBOAMTENEM  3KCMEPTHOIMO  yypexaeHwd, KoTopbli obpalwaetca C
COOTBETCTBYIOLWMM  3anpocoM B  YMNOSIHOMOYEHHbLIN  doefepanbHbli - OpraH
WCNOSNHUTENbHON BNacTW, BbldaBWWA 3adaHWe Ha nNpoBedeHWe  3KCnepTu3bl
neKkapCTBEHHOro cpeactBa. YKasaHHbIN pefeparbHbii OpraH UCNOSTHUTENbHOW BNacTu
B Te4eHue NaTn paboymnx AHen co OHA NOCTYNMEeHNs 3anpoca PyKOBOAMTENS 9KCNEPTHOro
yuypexaeHuss HanpasnseT 3asBUTENt0 3anpoc O MpeacTaBneHun HeobxoomMbix
MaTepuarnos. [laHHbIN 3anpoc MoxeT ObiTb NnepeaaH ynorIHOMOYEHHOMY NpeaCTaBUTESO
3asBUTENs NMYHO NOA Pacrnuncky, HarnpaerieH Nno noYvTe 3akasHbIM NMMCbMOM UK NepejaH
B 9JIEKTPOHHOM OpPMe MO TeNleKOMMYHUKAUMOHHBIM KaHanam cBasn. B cnyvae
HanpaBrieHUss [OaHHOro 3arnpoca Mo nMoyTe 3aka3HbIM MUCbMOM OH CuyuMTaeTcs
NoJsly4eHHbIM MO UCTEYEHUM LLIECTN OHEN C AaTbl HarnpasreHNa 3aka3Horo NMcbma.



4.1. 3assutenb o06s3aH nNpeacTaBUTb OTBET Ha  3anpoc  YNOAHOMOYEHHOro
heiepanbHOro opraHa UCMOSTHUTENBHOM BNAacTu B CPOK, HE MpeBbllaowmnn AeBAHOCTa
pabounx [HEW CO AHS €ero nonyyeHus. YNONMHOMOYEHHbIN deaeparnbHbli  opraH
WCMONHUTENbHOM BRacTW, BbldaBWUWA 3ajaHWe Ha NpoBedeHne 3KCnepTusbl
NEeKapCTBEHHOro0 CpeacTBa, B TedeHue NSt paboumx OHEn co OHSA NOCTynfeHus oT
3asBUTENd OTBeTa Ha [aHHblA 3anpoc HanpaeBnseT TakoM OTBET B 3KCnepTHoe
yypexgeHue. B cnyyae HenpeacTaBrieHUs MO UCTEYEeHUU OeBsiHOCTa paboumx OHen
3asiBUTENEeM OTBeTa Ha [aHHbIM 3anpoc YMNOSIHOMOYEHHbIN doedepasibHbI  opraH
WCMONHUTENbHOMW BfacTW, BbldaBWWKA 3aaHWe Ha MpoBeJeHne  3IKCnepTu3bl
NeKapCTBEHHOro CpeAcTBa, B TedeHne natu paboumx OHeW HanpasfisieT B 3KCrnepTHoe
yuypexaeHve yBedOMIIEHME O HernpeacTaBfeHun 3asiBUTenieM OTBeTa Ha 3anpoc
yKa3aHHOro opraHa. Bpemsa co gHs HanpaBreHusi 3anpoca 3KCNEePTHOro ydpexaeHus B
YNOSTHOMOYEHHbIN hefeparnbHbld OpraH UCMOMHUTENBHOW BRlacTu 4O AHSA NOSyvYeHus
3KCNEePTHbIM yYpexaeHneM OTBETA Ha 3anpoc Unv yBedOMIIEHUS O HenpeacTaBfeHun
OTBETa Ha 3anpoc He yYUTbIBAeTCSA MpPU UCHUCIIEHUN CpOKa NPOBEeLEHUsT SKCNepTU3bl
rfleKkapCTBEHHOro cpeacTaa.

4.2. Ecnn B cocTaBe perncTtpaumMoHHOro [OCbe Ha fleKapCTBEHHbIN MnpenapaTt Ans
MEOVLMHCKOIO MPUMEHEHUS COAOEpPXUTCHA npefyCcMOTpeHHas ctatben 18, yacteio 1.1
ctatb 30 u ctatben 34 HacTosiwero degepanbHOro 3akoHa KOnusi  peLueHus
YNONHOMOYEHHOIo (pefepanbHOro opraHa MWCNOMHUTESNIbHOM BacTu O NpoBeAeHuu
WHCNEKTUPOBAHUSA NMPON3BOAUTENS NEKAPCTBEHHbLIX CPELCTB, IKCNepTy A0 OhopMneHus
pe3yrnbTaToB 3KCNepTU3bl IEKapCTBEHHOIO cpeacTBa NPeaoCcTaBseTcs B Nopsake v Ha
YCNoBUSX, KOTOpble MNpeayCMOTPeHbl YacTamu 4 1 4.3 HacTOAWeNn CcTaTbu, KOMus
3aKMNKYEeHNs 0 COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeaAcTB TpeboBaHUAM
npasun Hagnexawen npon3BoACTBEHHON MNPAKTUKW, BblAAHHOMO YMNOSIHOMOYEHHbIM
denepanbHbIM OpraHOM UCMNONHUTENBLHOW BNAcTu.

4.3. 3aasutenb o0683aH npeacTaBUTb B YMNOMHOMOYEHHbLIM defepanbHblii  opraH
WCNOSTHUTENbHON BracTM KOMWUKO  3aKMYeHUss O COOTBETCTBMM MNPOU3BOAUTENSA
NeKapCTBEHHbIX CpeacTB TpeboBaHUAM npaBuni  Haanexailen npovM3BOACTBEHHON
NPakTUKW B CPOK, He MpeBbllalWwmin cTa BocCbMuUaecAaTn paboynmx OHen co AOHA
noryyeHns 3arnpoca O ee npefocTaBreHnn. YNONMHOMOYEHHbIM dheseparnbHbi OpraH
WCNOSTHUTENbHON  BNacTW, BblAaBWWA 3aaHWe Ha nNpoBeJeHne  3KCrnepTusbl
NeKkapCTBEHHOro CpeacTBa, B TedeHue NATM pabouymx OHen co OHSA NOCTYnneHus oT
3aABUTENS KOMUK 3aKIHYEHNST O COOTBETCTBUM MPOM3BOAUTESS NEKAPCTBEHHbIX CPEACTB
TpeboBaHUAM npaBun Haanexailen nNpou3BOLCTBEHHOW MPaKTUKW, HanpasnseT ee B
3KcnepTHOEe yuypexaeHve. B cnyvyae HenpeactaBneHus 3asiBUTENEM B yKasaHHbIN CPOK
KOMWM  3aKIMOYEeHUA O COOTBETCTBMM MPOM3BOOUTENS FEKapCTBEHHbIX CpencTB
TpeboBaHUAM nNpaBui Hagnexawen npousBOLACTBEHHON MNPAKTUKX YMNOMHOMOYEHHbIV
doefepanbHbI OpraH UCMOSTHUTENBLHOW BIiacTW, BblAaBLUMWA 3aJaHWe Ha npoBefeHue
9KCNepTU3bl NEKAPCTBEHHOrO CPeacTBa, B TeyeHue nNATn paboyumx AHen HanpasnseT B
9KCNEepTHOE YyuypexaeHne yBeAOMSIeHMe O HenpeacTaBneHun 3asiBUTenemM Konuu
3aKNIOYEHNss O COOTBETCTBUN MPOU3BOAMTENS JEeKapCTBEHHbIX CpeacTB TpeboBaHWSM
npasun Hagnexailen npounsBOLCTBEHHOM MNpPaKTUKW. Bpems co OHA HanpaBreHus
3anpoca 3KCMEepPTHOro ydpexaeHus B YMNOSIHOMOYEHHbIN (pedeparibHbii  OpraH
WCNOSTHUTENbHON BNAacTM A0 [AHA MOfyYeHUst 3KCNEepPTHbIM yYpexaeHuem Konuu
3aKNI0YEHN O COOTBETCTBUM MPOU3BOAMTENS JeKapCTBEHHbIX CPeacTB TpeboBaHUAM
npasusi  Hagnexawen nponsBOACTBEHHOM MNPaKTUKM WU yBEOOMIIEHUA O ee
HenpeacTaBlieHUM He YYUTbIBAETCA MPU UCYUCIIEHUM CPOoKa MPOBEOEHUS SKCNepTusbl
neKapCTBEHHOro cpeacTaa.
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5. SKCI'IepT npu ripoeegeHnn nopyquH0|7| €My pykoBoAUTENEM 3KCMNEPTHOIO y4pexaeHund
IQKCMNepPTU3bl NEKAPCTBEHHOIO CpeacTBa 0043aH:

1) npoBecCTu NosiHoe nccregosaHne npeacrtaBrieHHbIX eMy 00beKkTOB, mMaTtepuaros, AaTb
000CHOBaHHOE N OOBLEKTMBHOE 3aKIKOYEHME MO NMOCTaBNEHHbLIM nepeg HMM BOrpocam
nin MOTUBUPOBAHHOE 3aKrtoyeHne O HEeBO3MOXHOCTU MnpoBedeHUA MM 3SKCNepTu3bl
JIEKapCTBEHHOIo cpencTtBa, e€clri TMoCTaBJliEHHbleE BOMPOCLI BbIXOOAT 3a Mnpedernbl
cneymarnbHbIX 3HaHUI JKCMnepTa, 00beKTbl uccrnegoBaHum um MaTtepumarsibl HenpurogHbl
Ui HeagocTtaTtoYdHbl A5nd  npoBeaeHud nccrnegoBaHMn M gaym  3akndeHuss nmnbo
COBpeMeHHbIIZ YPOBEHb Pa3BUTUA HAYKM HE MNO3BOJIAET OTBETUTb HA MNOCTaBJIEHHDbIE
BOIMpPOCHI;

2) HE pasrnawatb CBeAeHUA, KOTOpble CTalin eMy U3BECTHbI B CBA3U C NpoBedeHNeEM
QKCNepTn3bl JNeKapCTBEHHOIro cpeactBa, a TaKKe cCcBedeHnd, CcoCTaBnAaroLlmne
rocygapCrtBeHHY0, KOMMEPYECKYHO UMM NHYH OXpaHAEeMYH 3aKOHOM TaVIHy;

3) obecneunTb COXpaHHOCTb NpeacTaBNeHHbIX 00 HEKTOB UCCNeLOBaHUN U MaTepuarnos.
6. OKkcnepT He Bnpase:

1) npoBOAONTb 3KCNEPTUIY JTIEKAPCTBEHHOIO CcpeacTBa no o6pau_1eHmo HenocpeacTtBeHHO
K HEMY opraHM3au,|/||7| nnn (*)I/I3I/I‘-IeCKI/IX JNL;

2) camocTosTenbHO cobupaTb MaTepuanbl AN NPOBEOEHUs  9KCNepTu3bl
NeKapCcTBEHHOIo CPEeACTBa;

3) NpoBOANTbL 3KCNEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HErocyaapCTBEHHOrO
akcnepTa.

7. B cnyyae Heo6xoaAMMOCTM SKCNepT BNpaBe xogaTancTBoBaThb Nepes pyKoBOAUTENEM
9KCNEPTHOro yypexaeHns o NpuBeYeHnn K NpoBEeAEHUIO SKCNEPTU3bl NIeKapCTBEHHOMO
cpeacTBa Apyrmx 3KCnepTos.

8. Kaxgbln akcnepT, BXOAALMW B COCTaB KOMWUCCUM 3KCMNEPTOB, KOTOPOM MOPYYEHO
npoBeaeHne 3KCNepTU3bl NIeKapCTBEHHOMO CpeacTBa, HEe3aBUCMMO M CaMOCTOATENbHO
NpoOBOAUT UCCNeaoBaHWs, OUeHMBaeT pesynbTaTbl, NOTYYEHHbIE UM NIMYHO U OPYrMMU
aKkcneptamun, U opmynmpyeT BbIBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMPOCOB B
npegenax cBOMX cneunasnbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl JIEKAPCTBEHHOro cpeactBa OMOPMIIAKTCS 3akItoYeHneMm
KOMUCCUM IKCMEepTOB. B 3akroyeHnn KOMUCCUM IKCMEPTOB YKa3blBAOTCA MNepeyeHb
nccnepoBaHnn, o6bEM  NPOBEAEHHbIX  KaXdbiM  9KCMEPTOM  UCCneaoBaHWN,
YCTAHOBIMEHHbIE KaXAbIM U3 HUX (pakTbl U cOeNnaHHble B pe3ynbTaTe UCCneLoBaHUn
BbIBOAbl. JKCNEPT, MHEHME KOTOPOro He COBNadaeT C peLleHneM KOMUCCUN IKCNEePTOB,
BMpaBe Bblpa3MTb CBOE MHEHWEe B NUCbMeHHOM dopme, KoTopoe npuobliaeTcs K
3aKNIOYEHNIO KOMUCCUN SKCMEPTOB.

10. OKcnepThbl, BXoASALWME B COCTAB KOMUCCUMX, NpeaynpexaaTcs 06 OTBETCTBEHHOCTU
B COOTBETCTBUM C 3aKoHOoOaTenbCTBOM Poccunckon defepaumm 3a gady 3aknoyeHus,
cogepxaliero HeobocHoBaHHbIe NN danbCnUUUMPOBaHHLIE BbIBOAbBI, O YEM OHM Aal0T
NoAMNNCKY.



11. OnpegeneHve ypoBHA NpogeccnoHanibHON NOAroTOBKM 3KCNEPTOB U aTTecTaums nux
Ha nMpaBO MNPOBEOEHUS JKCMepTU3bl JIeKapCTBEHHbIX CPeACcTB  OCYLUECTBISATCA
AKCNEPTHO-KBANMMPUKaLMOHHbLIMN KOMUCCUAMMU B nopsiake, YyCTaHOBMNEHHOM
COOTBETCTBYIOLLUMM  YMOSTHOMOYEHHbIM  dpefepanbHbiM  OpraHOM  UCMOSNHUTESTbHOM
BnacTtn. YpoBeHb MNpoeccnoHanbHON NOArOTOBKM 3KCNEPTOB MOLMNEXUT nepecMoTpy
yKa3aHHbIMU KOMUCCUSIMU HE pexe YeM OAWH pa3s B NATb NeT.

12. lMpaBuna npoBeOeHUsa 3IKCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB U 0cob6eHHOCTU
3KCNepTusbl  OTAEerNbHbIX BUAOB  JIEKAPCTBEHHbIX npenapaTtoB  (pedepeHTHbIX
NneKapCTBEHHbIX npenapaTtoB, BOCMPOU3BEOAEHHbLIX JEeKapCTBEHHbIX npenapaTos,
Ovonormyecknx JekapCTBEHHbIX npenapatoB, 6OuoaHanoroBbliX (6MOMNOAOBHbLIX)
NeKapCTBEHHbIX npenapaTtoB (6uoaHanoros), romMeonaTtuyeckUx feKapCTBEHHbIX
npenapaToB, NIEKapPCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOMOMHAUWIA NEeKapCTBEHHbIX
npenapaTtoB), (OPMbl  3aKMOYEHUA  KOMUCCUM  IKCMEPTOB  YCTaHaBMMBAKOTCS
COOTBETCTBYHOLLUMM  YMOSTHOMOYEHHbIM  dpefepanbHbiM  OpraHOM — UCMOSHUTESTbHOM
BNacTu.

Crtatba 17. lNMogaya M pacCMOTPEHUE 3asiBNIEHWS] O FOCYAapCTBEHHONW permcTpaumun
neKapcTBEHHOro npenapaTta Ans BeTepUHaAPHOro NpUMeHeHns

1. [Insa rocygapCTBEHHOW pernctpaunm nekapcTBEHHOro npenapara ans BeTepuHapHoro
NPUMeHeHNSA pa3paboTymK TaKoro NekapCTBEHHOMo Npenaparta Uim ynorHOMOYEeHHOE UM
Apyroe ropvandeckoe nuUo (aanee B HaCTOALWEN cTaTbe - 3asBUTENb) NpeacTaBnseT B
YNONMHOMOYEHHbIN dhefieparnbHbIi OpraH MUCMOMHUTENBHOW BNAacTU, OCYLLECTBIISOLWNNA
roCyJapCTBEHHYKO perncTpaumio NekapCcTBEHHbIX MNpenapaTtoB A4Sl BETEPUHAPHOro
NPUMEHEHNSA, B 3MEKTPOHHOM opMe UM Ha OyMaXHOM HocuTene 3asiBfieHne o
rocygapCTBEHHON perncTpaumm fekapcTBEHHOro npenapata And BeTepuHapHOro
NPUMEHEHNS, a Takke B NOpsiaKe, YCTaHOBIEHHOM COOTBETCTBYHOLLMM YNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMOSTHUTENBHOM BflaCTU, B 3NIEKTPOHHOW dOopMe WM Ha
OymMaxHoM HocuTene Heobxogumble OOKYMEHTbl, W3 KOTOpbIX dopMupyeTcs
perucTpaunMoHHoe [OOCbe Ha JNleKapCTBEHHbIM npenapat And BeTEpPUHAPHOro
NPUMEHEHNS.

2. B 3asgBneHun o rocygapCTBEHHOM perucrTpaumm nekapcTBEHHOro npenaparta nng
BeTEepMHapPHOro NPUMEHeHNs yKasblBatoTCS:

1) HaumMeHoBaHWe N agpec 3asBUTeENs, paspaboTymka 1 NPOM3BOAUTENSI TEKAPCTBEHHOTO
npenapata Ang BeTEepUHAPHOro MNPUMMEHEHUMSI W adpec MecTa OCYLUEeCTBIEHMS
NpoOn3BOACTBA NIEKapCTBEHHOro NpenapaTa Ans BeTepMHapHOro npuMeHeHus (B criyvyae
HanuuMs HEeCKOSbKMX Y4YaCTHMKOB MpoLecca npou3BoAcTBa Heobxoaumo ykasaTb
KaXkgoro u3 Hux);

2) HaMMeHOBaHMWe JlekapCTBEHHOro npenapata AN BEeTEePUHAPHOro MNpUMEHEHUs
(mexxgyHapoaHoe HenaTeHTOBaHHOE, UMK TPYNNUPOBOYHOE, UMM XMMUYECKOe 1 TOProBoe
HaMMeEHOBaHUS);

3) nepedyeHb [OEWNCTBYIOLWMX M BCMOMOraTesnbHbIX BELIECTB, BXOASLIMX B COCTaB
nekapcTBEHHOro npenapara Ans BeTepuHapHOro NpMMeHeHus, C ykasaHeM KonmyecTsa
KaXKOoro u3 HuX;

4) nekapcTBeHHasi dopma, [03VMpOBKa, CMNocoObl BBEOEHUS U NPUMEHEHMUS!, CPOK
rOAHOCTW flekapCTBEHHOrO npenapaTta Ans BeTEPUHAPHOro NPUMEHEHWS;



5) dhapmakoTepaneBTMyeckas rpynna;

6) Heo6X0AMMOCTb NMPUMEHEHUS YCKOPEHHOW npoueaypbl SKCNepTU3bl NeKapCTBEHHbIX
CpeacTB B LIeNsIX FOCyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

7) KOMnn OOKYMEHTOB, NoATBepXAarLWnX ynraTty rocy,u,apCTBeHHoﬁ MOLUJTNHBI:

a) 3a rpoegeHne 3KCnepTn3bl KayvecCtBa J1EKapCTBEHHOrNro cpeactBa M 3KCNEepTU3bl
OTHOLLUEHUSI OXMOAeMon MNonb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUA JeKapCTBEHHOIo
npenaparta ajd BeTepnHapHOro rnpyumeHeHuns npun ero rocy,u,apCTBeHHoM perncTpauunn,

6) 3a BblAa4vy permctpaumMoHHOro yaoCctoBepeHud nekapCTtBeHHOro rpenaparta,;

8) Hanuume cornacusi, NpPeagyCcMOTPEHHOro YacTbio 7 HacTosWen CcTaTbW, €Cnn C
MOMEHTa permcTpauumn pedepeHTHOro NiekapcTBeHHOro npenaparta Ans BeTepuHapHoro
NPUMEHEHUS NPOLLIO MEHee YeM LEeCTb NeT.

3. PeructpauvoHHoe [ocbe B LIensAX 3KCNepTusbl NekapcTBEHHOro npenaparta Aans
BETEepPUHaAPHOTro NpUMEHEHUs POPMUPYETCS U3 crieayoLnX 4OKYMEHTOB U CBEOEHMWIA:

1) cBegeHna O gaTe nNpefoCTaBNeHUst U perncTpaumMoHHOM HOMeEpe JNUUEH3UM Ha
NPOM3BOACTBO  JIEKAPCTBEHHbLIX  CPEACTB, MNPeaoCTaBfIEHHOM  MPOWU3BOAUTENHO
perMcTpmpyemoro fiekapCTBEHHOro npenapara Angd BeTEpUHAPHOro NpUMEHeHus, ans
POCCUNCKMX NMpon3BoanTenemn;

2) cBefeHna O agaTe NpenocTaBfeHust U permcTpaumoHHOM HOMepe FNUUEH3MM Ha
NPOU3BOACTBO  JIEKAPCTBEHHbLIX  CPeAcTB, MNpPefoCTaBfieHHOM  MPOU3BOOUTENO
hapmaueBTuyeckon  cybCTaHuuM, BXOASWEW B COCTaB  PEerucTpupyemoro
NleKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro MNPUMEHEHUS, ONA  POCCUMUCKUX
npousBoguTenewu;

2.1) Konus AOKyMEHTa, Bbl4aHHOIO YNOSIHOMOYEHHbLIM OpPraHOM CTpaHbl Npou3BoaAUTENS
ANS KaXOon Npou3BOACTBEHHOW MNOWAAKM  PErMCTPUPYEMOro  NeKapCTBEHHOIO
npenapaTta Ans BETEPUHAPHOro MNPUMEHEHUA W NOLTBEPXAAKOLEro COOTBETCTBUE
NPON3BOAUTENSA FEKAapCTBEHHOro npenaparta TpeboBaHMAM npaBuil  Hagnexallemn
NPON3BOACTBEHHON MNPAKTUKW, M €ro nepeBo Ha PYCCKUMN $3blK, 3aBEPEHHblE B
YCTaHOBJIEHHOM MOpSAAKe, a TakKe KOMUs 3aKniYeHns 0 COOTBETCTBUN MPOU3BOANTENS
NEeKapCTBEHHbLIX CpeacTB TpeboBaHMsM NpaBun Haanexawen npon3BOACTBEHHOM
NPaKTUKN, BbIOAHHOIO YMNOSTHOMOYEHHbIM beaepanbHbiM OPraHOM WCMONMHUTENbHOM
BNacTn NS Kakgow Npov3BOACTBEHHOM MIOLWAaAKN perMcTpupyemMoro fekapCTBEHHOMO
npenapaTta Ans BETEPUHAPHOro NPUMEHEHUHA, NMOO KOMUs peLleHust O MPOBEAEHUN
WHCNEKTMPOBAHNSA npon3soauTens NeKapCTBEHHbIX CpencTs, NPUHATOro
YMNOSTHOMOYEHHbIM doeaeparibHbIM OpraHoM WCMOMHUTENbHOM BRacTu ANA Kaxaoun
NPON3BOACTBEHHOW NMOLAAKM PEMMCTPUPYEMOrO JEKAapCTBEHHOro npenaparta Aans
BETEPUHAPHOIo NPUMEHEHUS. YKa3aHHbIE JOKYMEHTbI NPEeACTaBATCA B Criyvyae, ecnm
NPOU3BOACTBO JIEKAPCTBEHHOrO npenapaTta OCYLIECTBNSETCA 3a npegenamu
Poccuinckon ®epepaunu;

2.2) Konusi AOKYMeHTa, BblAAHHOIO YNOSIHOMOYEHHbBIM OpPraHOM CTpaHbl NPOU3BOANTENS
hapmaLeBTUYECKOM CyBCTaHLMM U NOATBEPXKAAOLWEro COOTBETCTBME NPOU3BOAUTENS
hapmaueBTudeckor  cybcTaHumu, BxoAdwenW B COCTaB  pPermctpupyemoro
NeKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro nNpuMeHeHud, TpeboBaHuAM npasun
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Hagnexawen npou3BOACTBEHHOW MPaKTUKW, M €ero nepeBod Ha pPYCCKUN A3blK,
3aBepeHHble B YCTaHOBIMIEHHOM roOpsigke, B Cryyae, ecnu  Npou3BOACTBO
hapmaueBTUYecko cybCcTaHuMM  ocyllecTBnsieTcs 3a npegenammu  Poccuiickon
depepauymm;

3) NPOEKT HOPpMaTNUBHOIO JOKYMEHTaA Ha ﬂeKapCTBeHHbIVI npenapart anda setTepunHapHoro
NMPUMEHEHNUAA,;

4) [OKYMEHT, coepxawwumn cnegywowy uHhopmaumo o dapmaleBTUYecKomn
cybctaHuMm  unu  cbapmaueBTMYECKMX  CyOCTaHUMSX, BXOOAAWMX B  COCTaB
NeKapCcTBEHHOro npenapaTa Ansi BeTepPUHAPHOIro NPUMEHEHUS:

a) HanmeHoBaHMe (hpapmaueBTUYECKOW CyOCTaHuuK, ee CTpyKTypa, obuine cBOMCTBaA
(npn  rocygapCTBEHHOW  peructpaumm  UMMYHOBMONMOrM4Yecknx  NnekapCTBEHHbIX
npenapaTtoB 4ns1 BETEPUHAPHOro NpUMEHEHUs NPeACcTaBNATCA CBEAEHUS O LWTaMmme,
BKMOYas €ero HaMmeHoBaHue, WHAOPMaLMIO O MNPOUCXOXAEHWU, €ro CBOMCTBaAX,
XapakTepucTmkax u Mecte AenoHNPOBaHUS);

0) HaMMmeHoBaHWe 1 agpec NPOM3BOANTENS,;

B) TEXHOIOrnA npomn3BoacTtea C onnmcaHnem cTaguun npon3BoacTBa N METOO0B KOHTPOJIA
Ha BCeX CTaanAax npon3BoacTBa;

r) MHopmaums o Npumecsix (He NpPeacTaBnseTcs Npu rocyaapCTBEHHOW perncrpaumm
NMMYHOOBMONOrMYECKNX NEKapPCTBEHHbIX NpenapaToB ANsl BETEPUHAPHOTO NPUMEHEHUS);

A) cneundukaumss Ha dapmMaueBTUYeCKyro cybeTtaHuuio (He npeacTaBnsieTcs npu
rocyaapCTBEHHOW perncrpaumm UMMYHOBMONOrMYECKMX NEeKapCTBEHHbIX MpenapaToB
ANS BETEPMHAPHOIo NPUMEHEHNS);

e) onncaHme MeToaunK KOHTPOJIA Ka4eCTBa,

X) pe3ynbTaTbl aHanu3a cepuin dapmaueBTU4ecKon cybctaHuum (He npeacTaBnsaoTCA
npyM  rOCygapCTBEHHOW  perncrTpauunm  MMMYHOOMOMOIMMYECKUX  FIEKAPCTBEHHbIX
npenapaToB 4S5 BETEPUHAPHOTO MPUMEHEHWS);

3) NepeyeHb CTaHAapPTHbIX 06pa3LoB UKW BELLEeCTB, UCMOMb3yeMbIX NPY OCYLLLECTBIIEHWN
KOHTPOS Ka4yecTBa;

n) onucaHue XapakTepUCTUK WU CBOWCTB YMNAKOBOYHbLIX MaTepuarnoB M YKYNMOPOYHbIX
cpeacTs;

K) OaHHble O CTabunbHOCTU (HEe NPeacTaBnATCS NPU rOCYyAapPCTBEHHOW perncrpaumm
NMMYHOOBMONOrMYECKNX NIEKAPCTBEHHbIX MPenapaToB A5 BETEPUHAPHOTO NPUMEHEHUS);

) CPOK FOAHOCTW, YCIOBUSI XpaHEHWS;

5) oTyeT o pesynbTaTax QOKIMHUYECKOro UCCIeAoBaHWs fiekapCTBEHHOMO CpeacTBa Ans
BETEPMHAPHOTO MPUMEHEHUS, BKMIOYAKOLWMA  OnMcaHMe MeTodOB OnpederieHus
OCTaTOYHbIX KONMMYEeCTB [OEWCTBYHOLLEro BellecTBa (OEUCTBYHOLUMX  BeLLEeCTB),
AOCTUraloLWero (4OCTUraroLmMx) CUCTEMHOrO KpPOBOTOKA, B MPOAYKUMM KMBOTHOMO



npouncxoxaeHna nocrsie rMnpuMeHeHUA TaKoro JiIeKapCTBEHHOIo cCpeactBa, a TaKxe
OOKyMeEHTallbHOE noaTBep>xXaeHne (Banmp,au,vm) YKa3aHHbIX METOOB;

6) OTHET O pedylbTaTaxX KIMMHNYECKOro nccrnegoBaHna nekapCrtBeHHOro rnpenapara ana
BETEPUHAPHOIO NMNPUMEHEHUA Yy KaXOoro snaa XUBOTHbIX, YKa3aHHbIX B UHCTPYKUMUN MO
BETEPUHAPHOMY NMPUMEHEHNIO,

7) NPOEKT MHCTPYKUMM MO BETEPUHAPHOMY MPUMEHEHUIO NEKApCTBEHHOrO npenapaTa,
coaep)kallen cnegyoLime CBeAeHUs:

a) HanMeHOBaHME JeKapCTBEHHOINo npenaparta Aand BeTepUuHapHOro npuMeHeHuUd
(Me>|<p,yHap0):|Hoe HenaTeHToBaHHOE, NI rpynnmMpoBOYHOE, NI XMMNYECKOE N TOProesoe
HaI/lMeHOBaHI/IFI);

0) nekapcTBeHHasi oopMa C ykasaHMeM HaMMeHOBaHUM N KONIMYECTBEHHOro cocTaBa
AENCTBYHOLMNX BELLECTB M KAYECTBEHHOrO COCTaBa BCMNOMOraTenbHbIX BELLECTB;

B) onncaHne BHeLWUHero BuMaa JEKapCTBEHHOIO npenaparta And BeTepuHapHOro
NMPUMEHEeHNA;

r) dpapmakoTepaneBTMYecKasi rpynna fiekapCTBEHHOro npenapara nsi BETEpUHapHOro
NPUMEHEHNSA NN ykasaHue "romeonaTnyecknin iekapCTBEHHbIW NpenapaTt”,

A) dapmakoguHammka Wu papmMakokMHeTuKa (3a WCKIHYeHMeEM dapMaKOKUHETUKM
roMeonaTu4yecknx JiekapCTBEHHbIX MpenapaTtoB W pPacCTUTESbHbIX JIEKAPCTBEHHbIX
npenapatoB) WM OnNMcaHMe WMMYHOBMOMOIMYECKMX CBOWCTB J1EKAPCTBEHHOro
npenapara;

€) NnokasaHusa onsi NpUMeHeHus;

X) NpOTUBOMNOKa3aHNAa Ansi TPUMEHEHUS;

3) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

1) ykazaHMe BO3MOXHOCTM M O0COBEHHOCTEN NMPUMEHEHUS Y BEPEMEHHbIX KUBOTHbIX, Y
)KMBOTHbIX B Mepuoa nakrauun, y NoTOMCTBA XXUBOTHbIX;

K) peXvm 0o3nMpoBaHusi, cnocob BBEAEHUS N NPUMEHEHUS, NPU HEOBXOAMMOCTUN BpeEMS
npMeMa  NEeKapCTBEHHOrO  npenapata  Ans  BETEepUMHApHOro  MPUMEHEHWS,
NPOAOIKUTENBHOCTb NEYEHUS;

n) BO3MOXHble NOBOYHbIE AENCTBUS, HexenaTernbHble peakuuyM npu NpUMEHEHUN
neKkapcTBEHHOro npenapaTta Ans BeTEPUHAPHOro NPpUMEHEHUS;

M) CMMNTOMbI Nepeao3MpPoBKM, Mepbl MO OKasaHWIo NMOMOLLM NpY NEPeo3NPOBKE;
H) B3aumMoZencTBme C APYrMUY fieKapCTBEHHbIMU NpenapaTtaMu 1 (Unu) KopMamu;
0) hopMblI BbiMycka riekapCTBEHHOrO NpenapaTta Ansi BETepMHapHOro NpUMeEHEHUs;

n) ykasaHve (npu HeobGXoAMMOCTM) OCODEHHOCTENW [OEeNCTBUSA JeKapCTBEHHOrO
npenapara ang BeTepuHapHOro npMMeHeH1s nNpy NepBoM NpuemMe Unm nNpu ero oTMeHe;



p) onnucaHue (Npu HeobxoaAMMOCTM) AEUCTBMI cneynanucta B obnactn BeTepmHapuu,
BNnagenbua >XWMBOTHOMO MpPWU MNpornycke npuemMa OOHOW UMM HECKONbKUX 03
rnleKkapCTBEHHOro npenapara ans BeTepuHapHoOro NpUMMeHeHus;

C) CPOK rogHOCTU U yKa3aHune Ha 3anpeT npuMMeHeHUA NeKkapCTBEeHHOro npenaparta Aand
BETEPUHAPHOIO npnMMeHeHna no NctevyeHmm cpoka roaqHoCTu,

T) YCNOBUSI XpaHEHUS;

y) YKa3aHne Ha HeobXxoaANMOCTb XpaHeHnAa JieKapCTBEHHOINo npenaparta Aand
BETEPUHAPHOIo NpUMEeHeEHNA B MeCTax, HeOCTYMNHbIX AJ1A neten;

¢) ykasaHve (NpuM HeobXOAMMOCTU) crneumanbHbiX Mep NPEeaoCTOPOXHOCTU MNpw
YHUYTOXEHMN HENCMONb30BaHHbLIX NEKapCTBEHHbIX MpenapaToB Ans BETepUHAPHOro
NMPUMEHEHUS;

X) CPOKM BO3MOXHOIo UCMOJSib30BaHNA MnMpoayKunn XMBOTHOINO MPOUCXOXAEHUA Mochne
BBEOEHNA XNBOTHOMY JIEKAPCTBEHHOIO NnpenapaTta and BeTepunHapHOro npuMeHeHun4;

L) yCroBusi OTNycka;

l-I) HanMeHoBaHNA W apgpeca npoun3BOACTBEHHbIX TMJIOWAaAoOK MNpon3BoanTenA
JIEKapPCTBEHHOIO rnpenaparta and BeTepnHapHOro npuMMmeHeHus;

) HauMeHOoBaHWe, agpec oOpraHusauuu, YNONMHOMOYEHHONW JdepXaTtenem wunm
BnagenbLemM pPerncTpauuoHHOro YyOOCTOBEPEHUs JeKapCTBEHHOro npenapaTta Ha
NPUHATUE NPEeTEH3UIN OT NoTpedbuTens;

8) MpoeKTbl MaKeTOB MEPBUYHOWM YMAKOBKM WU BTOPUYHOW YMAKOBKM NeKapCTBEHHOro
npenaparta Ansi BETEPUHAPHOro NPUMEHEHNS;

9) cnepywowme cBeaeHUs O JleKapCTBEHHOM npenapate Ans BeTepUHApHOro
NPUMEHEHUS:

a) onucaHue 1 CoCTaB NlIeKapCTBEHHOMO NpenapaTa AN BeTepMHAPHOro NPUMEHEHMS;
0) onucaHune dapmaueBTUYECKON pa3paboTky;

B) onucaHMe mnpouecca NPoOM3BOACTBA W €ro KOHTPOIs, noanucaHHoe B MNopsiake,
YCTaHOBIIEHHOM B COOTBETCTBMM C YacThbio 1 HAcTosWwen cTaTby;

r) OMNUCaHMEe KOHTPONS KPUTMYECKUX CTaaui NpOM3BOACTBA M MPOMEXYTOYHOW
npoayKuuK, noanucaHHoe B MOPsiAKe, YCTAaHOBMIEHHOM B COOTBETCTBUM C YacTbiO
1 HacTosiLen cTaTbi;

[A) HauMeHoBaHWs W agpeca paspaboTtuvka, JdepxaTtens unu - Brnagenbua
pPerMcTpaLUmMoHHOro y4OCTOBEPEHUSI feKapCTBEHHOrO npenapara, Npou3BOACTBEHHbIX
nrowaaok NpPOV3BOAMTENs  fIeKapCTBEHHOro npenapata Ans  BeTepuHapHOro
NMPUMEHEHUS! C yKasdaHWeM CTagui TEXHONOMMYECKOro Mpouecca, OCyLLeCTBNsSeMbIX Ha
NMPOU3BOACTBEHHbIX Mriollagkax MNpPOM3BOAMTENSI NEKapCTBEHHOro npenapata Ans
BETEPMHAPHOrO NPUMEHEHWS;


https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000227
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000227
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000227

e) hapmaueBTU4eckass COBMeCTUMOCTb;
X) MUKpOOMONornyeckme xapakTepuCcTUKu;
3) MmaTepuanbHbIi BanaHc 4ns NPon3BoACTBa CEPUM FOTOBOMO NPOAYKTA;

1) onucaHue XapakTepUCTMK UM CBOWCTB YMaKOBOYHbLIX MaTepuarioB U YKynmopOYHbIX
CpeacTs;

K) AOKyMeHTasibHoe noATeepxaeHue (Banuaauns) npoLeccoB n (Unn) X oLEeHKa;

n) TpeboBaHWs K Ka4eCTBY BCNOMOraTesbHbIX BELWECTB (cepTudukaT, cneyndukaums Ha
BCromMoraTesibHble BelecTsa U nx o60CHoBaHueE);

M) aHalmmMTn4yeckne MeTogunkun, ncnoribdyemble npn oCyLeCTBIIEHN KOHTPOIA Ka4vecTBa
BCromMoraTersibHbIX BELECTB,;

H) OOKyMEHTalibHOE noATBepXXAaeHne (Banm,qau,mn) aHalIMTU4ECKUX  MeToaUuK,
NCNOJIb3yEMbIX MPU OCYLLECTBJIEHNN KOHTPOJ1A Ka4deCTBa BCMOMOraTesibHbIX BELWECTB;

0) I/IHd)OpMaLl,I/IFI 06 wucnonb3oBaHMM BCMOMOraTesibHbIX BELECTB YEerI0OBEYECKOro W
XMBOTHOIO NMPOUCXOXOEHUA,

n) ytpatun cuny. - ®egepansHbii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMs K Ka4eCTBY NleKapCTBEHHOrO Npenapara 41s BeTepUHapHOro NpMMeHeHs
(cepTudmkaT, cneyndurkaums Ha NekapCTBEHHbIN npenapaT u ux 06ocHoBaHME);

C) aHanUTM4eckne MeTOAMKN, UCNOSb3yeMble MPWU OCYLLECTBIEHUN KOHTPONS KavecTBa
neKkapcTBEHHOro npenapaTta Afs BeTEPUHAPHOro NPUMEHEHUS;

T) [OKyMeHTanbHOe MOATBepXAeHue (Banugauusl) aHanuMTUYecKMX  MeTOauK,
MCNOMb3yeMbIX MPU OCYLLECTBIIEHMN KOHTPONS KayecTBa fleKapCTBEHHOro npenapara
AnNsi BETEPUHAPHOIO NPUMEHEHWS;

y) [OOKYMEHT, noaTBepXOalolmiA KayecTBO JIEKAPCTBEHHOrO npenaparta  Tpex
MPOMBILLINIEHHbIX cepuid (MPOTOKON aHanuMsa Unu ceptTudukaT aHanvaa), ogHa cepus
KOTOpOro AoSKHa coBnagaTh C cepuen obpasua nekapCTBEHHOro npenapara, nogaHHoro
Ha perncrpaumio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 0OpasUoB, UCMOMb3yEeMbIX NPU OCYLLECTBMEHUN KOHTPOIS
KayecTBa fiekapCTBEHHOro npenaparta Afisi BeTEPUHAPHOro NPUMEHEHUS;

L) AaHHble O CTabunbHOCTU JleKapCTBEHHOrO npenapata AN BeTepUHapHOro
NPUMEHEHUS;

10) konus OOKyMEHTa, coaepaliero MHgopmauuio O Hanuumm unm o6 OTCyTCTBUM
rakToB perncrpaunm nekapCTBEHHOro npenapara ans BeTepuHapHOro npuMeHeHus 3a
npegenamu Poccuinckon ®egepaunu;



11) cornacue B NUCbMEHHOW hopMe, NpeayCMOTPEHHOE YacTbio 7 HaCTOsLLEN CTaTbu, B
cnyyae pervcrpaumm BOCNpon3BeLeHHOro fIekapCTBEHHOMo npenapara;

12) KOMnAa OOKYMeHTa Ha PYCCKOM A3blke, 3aBEePEeHHOro B yCTaHOBJIEHHOM MNMopAdKe U
noarsepxXxaawwero rnpaBoMoO4YHOCTb 3adBJIEHUA O Focyﬂ,apCTBeHHOVI pernctpauunn
JIEKapPCTBEHHOIO Mnpenapata and BeTepuHapHOro rnppumeHeHn4 (,D,OBepeHHOCTb);

13) cBeaeHMs 0 rocyAapCTBEHHON perncTpaLmnm reHHO-UHXEeHePHO-MOANPULMPOBAHHbIX
OpraHM3MoB, MpeaHasHa4YeHHbIX AN BbiNycka B OKpyXalolyw cpegy (npw
rocyapCTBEHHOW perncTpaumMm neKapCcTBEHHbIX MNpenapatoB Afs BeTepUHapHOro
NMPUMEHEHUS, MOJTYYEHHbIX C MPUMEHEHUEM TEHHO-UHXXEHEPHO-MOANDULMPOBAHHBLIX
OpPraHN3MOB WM CoAEPXKaLLMX TaKne OpraHn3mbl).

4. Mpun NpoBeAeHUN YCKOPEHHOWN npoueaypbl SKCNepTU3bl NeKapcTBEHHOro npenapaTta
Ansi BETEPMHAPHOIO NMPUMEHEHUsT (3a UCKMOYEHMEM feKapCTBEHHOro npenapata ans
BETEPMHAPHOrO NMPUMEHEHUS, yKasaHHOro B YacTy 4.1 HacTosILLen cTaTbM) B LiENsiX ero
rocydapCTBEHHOW peructpaumMmM BMECTO oOTyeTa paspabotuvMka O pesynbTaTax
AOKINMMHMYECKOTO WCCMNEeAOBaHUS TNEeKapCTBEHHOrO cpeactBa Ans BeTepUHapHOro
NpUMEHeHUs1 MoXeT OblTb npeacTaBneH 0630p Hay4dHbIX paboT O pesynbTaTax
AOKIMHMYECKOTO MUCcneaoBaHus pedepeHTHOro JekapcTBEHHOro npenapaTta  Aans
BETEPMHAPHOIO MNPUMMEHEHMs, a BMECTO OT4YeTa O pesynbTatax KIMHUYECKOro
nccneaoBaHns NekapcTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEHUsT OTYET O
pesynbTatax nccnenoBaHui OGNO3KBMBANEHTHOCTM BOCNPOU3BEAEeHHOro
rekapCTBEHHOro npenapaTta A/ BETEPUHAPHOTO NMPUMEHEHMS.

4.1. MNpn NnpoBeaeHNM YCKOPEHHOM NMpoLeaypbl 3KCNePTM3bl IEKapCTBEHHOMO npenapaTa
ANs BEeTEepMHaApHOro MPUMEHEHUs, MNpeAHa3Ha4YeHHOro Ans fevYeHuss AOMallHUX
XMBOTHbIX, onpeaeneHHbix PeaepanbHbiM 3akoHoMm oT 27 aekabps 2018 roga N 498-03
"O6 oTBETCTBEHHOM OOpaLLEeHUN C XUBOTHBIMA U O BHECEHUN U3MEHEHUIN B OTAEMNbHbIE
3akoHoAaTesnbHble akTbl Poccuinckon ®egepaunn”, n 3apermcTpupoBaHHOIO B KayecTBe
NleKapCTBEHHOro npenapata Ans MeOUMUUHCKOrO MNPUMEHEHUd, B LensXx ero
rocyqapCTBEHHON perncTpaumMm BMECTO OTyeTa paspaboTynmka O pesyribTaTax
AOKITMHMYECKOrO  MUCCreaoBaHUsa NeKapCTBEHHOrO cpeactea And  BeTEepMHAPHOro
NPUMEHEHNA MOTyT ObITb NpPeAcTaBfieHbl pe3ynbTaTbl OKIIMHUYECKOrO MCCrneaoBaHus
COOTBETCTBYIOLLENO JEKAPCTBEHHOrO Cpeactea Ansi MeaAMLUMHCKOrOo NpUMEHEHUs, a
BMECTO OT4YeTa O pesynbTartax KIAMHUYECKOTO WCCreaoBaHUsS feKapCTBEHHOIo
npenapaTta And BETEPMHAPHOIro NMpMMEHeHust - 0630p HayyHbIX paboT O peaynbTatax
KNWHMYECKMX UWCCReaoBaHWMA  JIEKApCTBEHHOrO npenapata  Ang  MeguuMHCKOro
NPUMEHEHNA Ha BWOAX >KMBOTHbIX, KOTOPbIM MpefHa3Ha4yaeTCca UCcCrneayemblin
nekapCTBeHHbIN Npenapar.

5. Ha akcnepTnay pasnnyHbiX nekapCTBEHHbIX (POPM OOHOrO U TOrO Xe NIeKapCTBEHHOIO
npenapata Ans BeTEepMHAPHOro MPUMEHEHUS 3asBUTENb NpPeAcTaBnNseT OTAerbHble
3a8BNEHNSA N perMcTpaunoOHHbIE OChE Ha KaXKayo NekapcTBeHHy oopmy. Mpu ycnosum
OAHOBPEMEHHOW NoJdayvn Ha 3KCNepTU3y OLHOW JIeKapCTBEHHOW POPMbI C PasfnMyHbIMK
A031POBKON, KOHUEHTpauuen, o6beMoM 3aaBuTeNb NpPeacTaBnseT OAHO 3asiBreHune n
perncTpaumMoHHOe 0OCbe C MPUNOXKEHNEM MaKeTOB NEPBUYHON YMaKOBKM U BTOPUYHOM
ynakoBku. Ha makeTax nepBMYHOM YNakOBKM U BTOPUYHOW YMaKOBKWU YKa3blBaAlOTCH BCE
Npon3BOANMbIE A03UPOBKWU, KOHLEHTpaLuu, o6beMbl U KONMMYECTBO A03 B YMNaKOBKE
NeKapCTBEHHOro npenapara Ans BeTepuHapHOro npMMeHeHus.
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6. B cnyyae HenpeacrtaBneHuss C 3adBfieHMEM O TrOCYOapCTBEHHOW perncrpaumnm
NeKapCTBEHHOro npenapata AnNd  BeTEPUHAPHOro  MNPUMEHEHUS  [OKYMEHTOB,
noaTeepxgarLmx ynrnaTty rocygapCTBEHHON NOLWSIMHBLI U yKa3aHHbIX B MyHKTE 7 YacTtu
2 HacTosien cTaTbu, CBEAEHUN O §UUEH3UAX, YKa3aHHbIX B MyHKTax 1 w1 2 4actu
3 HacTosLWen cTaTbW, a Takke BblgaBaeMblx (nMpegoctaBnsemMbiX) YNOHOMOYEHHbIMN
deepanbHbIMM - OpraHaMyM  UCMOSTHUTENbHOM  BlaCTU  [JOKYMEHTOB  (CBeOeHuK),
yKa3aHHbIX B NyHKTe 2.1 YacTu 3 HacTOSWEN CTaTbW, YNONHOMOYEHHbIN doeaepasibHbIn
opraH WCNOSIHUTENbHOW BflaCTW 3anpaluMBaeT yKasaHHble OOKYMeHTbl (CBedeHus) B
nopsiake MexseaoMCTBEHHOIO MH(POPMAaLMOHHOIO B3aMMOAENCTBUA.

7. He gonyckaeTca ucnonb3oBaHne B KOMMEPYECKMX Lensx nHopmaumm o pesynbtatax
AOKMNHUYECKNX NCCNeaoBaHNN NeKapCTBEHHbIX CPEACTB U KITMHUYECKUX UCCNeaoBaHUmM
NeKapCTBEHHbIX MpenapaTtoB [ONS BETEPUHAPHOro MNPUMEHEHUd, npeacTaBfeHHON
3asiBUTENEM 44 rocy4apCTBEHHOW pernctpaumm nekapCTBeHHbIX npenapaTos, 6e3 ero
cornacus B Te4eHue WeCTu NeT ¢ AaTbl roCcyaapCTBEHHOM pernctTpauumn pegepeHTHOro
nekapcTBeHHOro npenaparta B Poccunckon ®egepaunu.

8. [epxatenb unu Brageney perncTpauuoHHOro yAOCTOBEPEHUSI feKapCTBEHHOro
npenapata nNa BETEPUMHAPHOrO MPUMEHEHUST NPeACcTaBfisieT B YNOSHOMOYEHHbIN
doeaepanbHbIN OpraH UCMOMNMHUTENBLHOW BNACTN OTYET NO pesynbTaTam papmakoHaasopa
OOWH pa3 B WeCTb MECSALEB B TeHYeHUe OBYX NneT nocne rocygapcTBeHHOW perncrpaumm
nekapcTBeHHOro npenapaTta B Poccunckon degepaumm, 3ateM eXerogHo B TedeHue
nocrnegyowmx Tpex neT 1 B AanbHenWem oanH pas B Tpu roga.

Ctatbs 18. lNogaya n paccMOTpeHne 3asiBNeHUst O rocy4apCTBEHHOW permcrpauuun
fieKapCTBEHHOro npenapara ans MeanuMHCKOro NnpuMeHeHns

1. [ina rocygapcTBEHHOW permcTpaumm nekapcTBEHHOro npenapara ang MeamumnHCKoro
NPUMEHeHNsa puandeckoe nuuo, AencTeylollee B COOBCTBEHHbIX WHTepecax unu
YNONHOMOYEHHOE NpeAcTaBNATb MHTEPECHI APYroro puan4eckoro nuua v sasaensioLlee
NeKkapCTBEHHbIN NpenapaTt Ha rocyfapCTBEHHYK pernctpauuto (ganee B HacTosLEWN
ctatbe - 3asiBUTENb), MNpPeAcTaBnsieT B YMNOMIHOMOYEHHbIM eaepanbHbid  OpraH
WCMNOSTHUTENbHON  BNacTW,  OCYLIECTBAALWMIA  FOCYyLapCTBEHHYD  perncrpauuto
neKkapCTBEHHbIX NpenapaTtoB A1 MeAULMHCKOrO NMPUMEHEHWS, B 9NIEKTPOHHON hopme n
Ha ByMaxXHOM HocuTene 3asdBreHne O rocyJapCTBEHHOW pernctpaumm nekapcTBEHHOro
npenapata Ans MeOuUMHCKOrO NPUMEHEHUs, a Takke B nopsake, YCTaHOBIIEHHOM
YNONHOMOYEHHbIM (befeparnbHbIM OPraHoOM MCMOMHUTENBHOW BIacTW, B 3NEKTPOHHON
dopme 1 Ha BymaxHOM HocuTene HeobxoaMMble JOKYMEHTbI, U3 KOTOPbIX (hopMUpyeTCH
perncTpaumoHHOe LOCkbe Ha NleKapCTBEHHbIN NpenapaT Ang MeauUMHCKOro NpUMeHeHs.

2. B 3asBneHun o rocygapCTBEHHOM perucrtpaumm rekapCTBEHHOro npenapata ans
MEeLMLMHCKOro NPUMEHEHMUS YKa3bIBaKOTCS:

1) HaumMeHoBaHWe, agpec 3asaBUTENS U NPON3BOAUTENS NIEKAPCTBEHHOIO Npenaparta ans
MEOMLUMHCKOrO  MPUMEHEHUsi, cBedeHus o6 wux permctpauum B  Ka4vecTBe
HanoronnaTenbluka B CTpaHe pernctpaumm (onss POCCUMACKMX HOPUANYECKUX NUL, -
NOEHTUMPUKALUNOHHBIN  HOMep  Hanoronnatenswuka (MHH), ana  wmHoCcTpaHHbIX
PUOMYECKUX NUL - CTpaHa perncrpauun, HaMmMeHoBaHUe PErmcTpupyloLLero opraHa,
PErMcTpauuoHHbIN  HOMEpP, Ko HamnoronnaTenbliuka B CTpaHe perncrpaumm
(vHKOpNOpauuKn) MNU ero aHanor) U agpec MecTa OCYLEeCTBIIEHUS NPOU3BOACTBA
NleKapCTBEHHOro npenapaTta (B criydae Hanm4ymsi HECKONbKMX Y4aCTHUKOB MpoLiecca ero
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NpouM3BOACTBa HEOOXOAMMO YyKa3aTb KaKOAOro YyyacTHMKA B COOTBETCTBMM C
OCyLLeCTBNAeMomn cTagmen Nnpons3BoacTea);

2) HanMeHoBaHME JeKapCTBEHHOro npenaparta alia MeaununmHCKOro npuMeHeHuA
(Me>|<,u,yHapo,uHoe HenaTeHToBaHHOEe, UJT rpynnmpoBOYHOE, UMK XMMNYECKOE N TOProBsoe
HaI/IMeHOBaHI/IFI);

3) nepeyvyeHb ﬂeVICTByPOU_lMX M BCMOMOraTesribHbIX BelwecTB, BXOAAWWMX B COCTaB
J1IeKapCTBEHHOro npenapata Aand MmeamumnHCKoro npuMmeHeHns, ¢ ykasaHmem Korinmdecrtea
KaXagoro n3 HuX;

4) nekapcTBeHHasi dopma, [03VMpOBKa, CMocobbl BBEOAEHUS U MNPUMEHEHMUS!, CPOK
roAHOCTM NeKkapCcTBEHHOro npenaparta Ans MeauLMHCKOro NPUMEHeHUs!;

5) dapmakoTepaneBTUdeckaa rpynna, Kog aHaTOMO-TepaneBTUYECKO-XMMUYECKOM
Knaccugukaummn, pekomeHgoBaHHOM BcemupHoW opraHusaunen 3apaBOOXpPaHEHUS,
3agBnsieMble MoKasaHust Ons  NPUMEHEHUA NeKapCTBEHHOro npenapata Ans
MEeOVLNHCKOIO NPUMEHEHUS;

6) oTcyTCcTBME HEOHXOANMMOCTWN NPEenoCTaBeHUs oTYeTa O pesyribTaTaxX KIMMHUYECKOro
nccnegoBaHusi, uccrnegoBaHns OWO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO Mpenapara,
paspelleHHoro ansa MeauuMHCKOro npumeHeHms B Poccunckon depepauum bonee
ABaguaTu neT, ¢ ykazaHMeM HOPMAaTMBHbIX MPaBOBbIX aKTOB, MOATBEPXKAAKLMNX OAHHbIN
CPOK NPUMEHEHUS;

7) HeobxogmMmocTb OdopMIieHMs paspelleHns Ha BBO3 B Poccuickyto depepauuio
KOHKPETHON  MapTUM  3aperucTpyMpoBaHHbIX U (MNK)  He3aperncTpupoBaHHbIX
NEKapCTBEHHbIX CPEACTB, MNpedHa3Ha4YeHHbIX AOns  NPOBEAEHUs  3KCMepTuU3bl
NEeKapCTBEHHbIX CPEACTB B LeNsiX rocy4apCTBEHHON perncTpaunu;

8) Heob6xoOMMOCTb NPOBEAEHUSI SKCMEepPTU3bl [AOKYMEHTOB, MNPEACTaBMEHHbIX Ans
onpegeneHMs BO3MOXHOCTM  paccMmaTtpuBaTb  JleKapCTBEHHbIA  MnpenapaTt  Ans
MEONLIMHCKOrO MPUMEHEHUSI NMPWU OCYLLECTBIIEHUN TOCYSAPCTBEHHON perMctpaumm B
KayecTBe opchaHHOro NekapCTBEHHOrO NpenapaTa;

9) Heo6X0AMMOCTb NMPUMEHEHUSI YCKOPEHHOW MpoLedypbl 3KCNEPTU3bl NeKapCTBEHHbIX
CpeacTB B LIENsX rocyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

10) Konun OOKYMEHTOB, NOATBEPKAAIOLLMX YNaTy rocy4apCTBEHHON NOLUMMHBI:

a) 3a npoBedeHMe 3KCMepTu3bl [OOKYMEHTOB, MPEACTaBfIEHHbIX ANs onpeneneHus
BO3MOXHOCTM paccmaTpuBaTb eKapCTBEHHbIN npenapaTt Ans  MeauuUMHCKOro
NPUMEHEHUSI TMNPU  OCYLLECTBMEHUN TOCYyAapCTBEHHOW perncTpauum B KayecTBe
opdaHHOro fekapCTBEHHOro NpenapaTa;

0) 3a npoBefeHME 3KCMEPTU3bl KayecTBa EKAPCTBEHHOrO CPeACTBa WM 3KCNepTu3bl
OTHOLUEHMSI OXNOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKApCTBEHHOIO
npenapaTta, paspeLleHHOro Ana MeauunHCKoro npuMmeHenust B Poccunckon ®epepaumm
bonee pgBaguatM neT, nMpUM  OCYLUECTBIIEHMM TOCYOAPCTBEHHOW  perucrpauum
neKapCTBEHHOro npenapara;



B) 3a rpoegeHne 3SKCnepTn3bl KaydecCtBa JieKapCTBEHHOIo cpeactBa M 3KCNEPTU3bI
OTHOLLUEHUSI OXMOaemon nosb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUA JeKapCTBEHHOIo
npenapara ajida megnumnHCKoro npuMeHeHu4d npum ero rocyp,apCTBeHHoﬁ perncTpauunm,

r) 3a npoBefeHMe SKCNepTu3bl KayecTBa JIeKapCTBEHHOro cpedcTBa M 3KCNepTusbl
OTHOLUEHMUSI OXMOaeMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro
npenapaTta Ans MeauuMHCKOro MNPUMEHEHUSI, B OTHOLUEHMW KOTOPOro npoOBEeAEHbI
MeXayHapoOHble MHOrOLEHTPOBbIE KIMHMYECKME WCCNenoBaHus, 4acTb M3 KOTOpPbIX
nposegeHa B Poccuickon ®degepaumn, npu  OCyLLECTBMEHUN TOCyAapCTBEHHON
permcTpauum nekapCcTBeHHOro npenapara,;

11) Hanuuue cornacusa npou3BOAUTENS NEeKapCTBEHHOro npenapaTa, Npou3BOACTBO
KOTOpPOro ocyulecTtsrnserca 3a npegenammu Poccuinckon defepauuun, Ha nposeneHve
WHCMNEKTMPOBaHNSA  MNPOM3BOAMTENS Ha  COOTBETCTBME TpeboBaHMAM  npaBunl
Hagnexawen Npon3BoOACTBEHHOW MPAKTUKN;

12) Hanu4ne cornacus, NPegyCMOTPEHHOro YacTbio 18 HacTosLen cTaTby;

13) ykasaHue Buaa NekapCTBEHHOro npenapaTa, NpeacTaBfieHHOro Ha perucrTpauumio
(pehepeHTHbIN  NEKapCTBEHHbIN  npenapaT, BOCMPOU3BEAEHHbIN JIEKAaPCTBEHHbIN
npenapat, GUoNorMyecknin NekapCTBEHHbIM npenapat, GuoaHanorosbi (6MONOA0OHLIN)
neKkapCTBeHHbIN npenapat (buoaHanor), roMeonaTu4ecknin fIekapCTBEHHbIN Npenapar,
NeKapCTBEHHbIN pacTUTESNbHbIN Npenapar).

3. PeructpaumoHHoe [oCbe Ha neKapCTBEHHbIN npenapat ans MeauumMHCKOro
NpPUMeEHeHNA nNpegocTaBnsaeTcs B opMe obLEero TEXHMYECKOro JOKYMEHTa.

4. Pazgen OOKyMeHTauMm agMUHUCTPATMBHOIO XapakTepa BKMo4YaeT B cebs:

1) 3asiBNeHMe O rocyfapCTBEHHOW peructpaumMm rekapCTBEHHOrO npenaparta Ans
MeONLIMHCKOrO NPUMEHEHUS B 3NIEKTPOHHOM hopMe 1 Ha ByMaXKHOM HocuTene;

2) KONV OOKYMEHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBIEHHOM MOPSAKE M
NOATBEpXOatlLero  nNpaBOMOYHOCTb  3asiBUTENst  nojaBaTb  3asdBfeHMe O
rocyJapCTBEHHON perncTpaumMm fekapCTBEHHOro mnpenapata Ang  MeguuMHCKOro
NPUMEHEHNSA (OOBEPEHHOCTDL);

3) cBegeHna O gaTe NpenocTaBfeHus U PermcTpauMoHHOM HOMEpPE MULEH3UU Ha
NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUS O [aTe npenoCcTaBneHust m
pPerncTpaumMoHHOM  HOMeEpe  3aK/MYEeHUs O  COOTBETCTBUM  MPOU3BOAUTENS
NEeKapCTBEHHbLIX CpeacTB TpeboBaHMsM NpaBun Haanexawen npon3BOACTBEHHOM
NPaKkTUKN, BblAaHHbIX (MPeaoCTaBNeHHbIX) YNOTHOMOYEHHbIM dbeaeparibHbIM OpraHoMm
NCMONHUTENbHOM BNACcTM B OTHOLLEHWM NPON3BOACTBEHHOM NMOLWAAKMA PETMCTPUPYEMOrO
flekapCTBEHHOro npenapaTa, B cnyyae, ecnvm NnpoM3BOACTBO NIeKapCTBEHHOrO npenapaTa
ocywiectensetca B Poccunckon denepauuu;

4) KONV NPEeAOCTaBMEHHON YMNONIHOMOYEHHbIM OpPraHOM CTpaHbl NPOW3BOAMTENS
NMLEH3MN Ha MPON3BOACTBO JIeKapCTBEHHOro NpenapaTta 1 ee NepeBo Ha PyCcCcKuii s3bik,
3aBepeHHble B YCTAHOBNEHHOM MOPSIAKE, a TakKe KOMUI0 3aKMYeHUs O COOTBETCTBUM
NPoOu3BOONTENSA  NEKAPCTBEHHbIX CpeacTB TpeboBaHMSIM MpaBun  Haanexailen
NPON3BOACTBEHHON MPaKTUKW, BbIAAHHOIO YMONIHOMOYEHHbIM (bedeparnbHbIM OpraHoM
NCMNONMHUTENbHOM BNACTW B OTHOLLEHUWN NPON3BOACTBEHHON NMOLWAAK/ PErMcTpupyemoro
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NeKapCTBEHHOro npenapara, UM KOMui peLlleHnsa YrNorHOMOYEHHOro eaepanbHoro
opraHa WCMNOJSIHATENbHOW BNactu O MPOBEAEHUN WHCMEKTUPOBaAHUS MPOU3BOAUTENS
NeKapCTBEHHbIX CPeacTB, B Clyyae, eCcnu Npou3BOACTBO NleKapCTBEHHOro npenaparta
ocyliecTBngaeTcs 3a npegenamm Poccunckon denepaunu;

5) NPOEKT UHCTPYKUUU MO MEAMLMHCKOMY NMPUMEHEHUI0 NEeKapCTBEHHOro npenapaTa,
coaepxallei criegyolne cBeaeHus:

a) HanMmeHoBaHMe NeKapCTBEHHOIO npenapaTta (Me)K,D,yHapO}J,HOG HenaTeHToBaHHOE, UIn
rpynnmMpoBoYHOE, Unm xmmm4eckoe n Toprosoe HaI/IMeHOBaHI/IFI);

0) nekapcTBeHHasi popMa C yKasaHMEeM HaMMEHOBaHUW U KONMYECTBEHHOro COCTaBa
AENCTBYHOLNX BELLECTB U KAaYeCTBEHHOro COCTaBa BCMOMOraTeslbHbIX BewecTB (npu
Heo6X0AMMOCTUN KONMYECTBEHHOIO COCTaBa BCNOMOraTeNbHbIX BELLECTB);

B) onncaHne BHEWHEero Buvaa J1eKapCTBEHHOro npenapata And MegunuunHCKoro
NMPUMEHEeHUA;

r) dU3NKO-XMMMUYECKMe CBOWCTBa (Ons paavodapMaueBTUHECKUMX NeKapCTBEHHbIX
npenapaToB);

A) (apmakoTepaneBTMyeckass rpynna, KoA4 JleKapCTBEHHOro npenapaTta Ansg
MeOVLNHCKOro MPUMEHEHMS N0 aHAaTOMO-TepaneBTUYECKO-XMMNYECKON Kraccnudurkaumnmy,
pekomeHOoBaHHOM BcemupHOM oOpraHusaumen 34paBOOXPaHEHUd, WK - yKasaHue
"romeonaTtnyeckni nekapcTBeHHbIN npenapart”;

e) apmakogMHamuka M apMakoKMHETMKA (3@ WUCKYEHNEM (hapMaKOKUHETUKN
roMeonaTn4yecknx JieKapCTBEHHbIX MpenapaTtoB W pPacTUTESbHbIX JIEKAaPCTBEHHbIX
npenapaToB);

) NoKasaHua Onsi NpUMMeHeHus;

3) NPOTMBOMNOKAa3aHUA ANA NPUMEHEHWS;

N) Mepbl NPEeAOCTOPOXHOCTU MPU NPUMEHEHUN;

K) ykazaHne BO3MOXXHOCTU U OCOBEHHOCTEN MPUMEHEHMUSI NIEKAPCTBEHHOrO npenapara
AnNs MegUUMHCKOTro NpUMeHeHust 6epeMeHHbIMU KEHLWMHAMK, XEHLLMHaAMU B nepuog
rPYAHOrO  BCKapMSIMBaHUs, AE€TbMW,  B3POCMbIMW, MMEKLWMMN  XPOHUYECKME
3aboneBaHus;

n) pexmm go3npoBaHusi, cnocobbl BBEAEHUS U MPUMEHEHUS, NP HEOBXOAUMOCTU BPEMS
npuema neKkapcTBEHHOro npenapata  gns MEeANLMHCKOro NPUMEHEHMS,

NMPOAOMKUTENBHOCTb NEYEeHUs!, B TOM Y1cre y AeTel Ao 1 Nocre OAHOro roaa;

M) BO3MOXHbl€ HexxenaTenbHble peakuun Npu NpUMeHeHnn NekapcTBEHHOro npenapara
ANst MEAULIMHCKOTO NPUMEHEHUS;

H) CUMITOMbI Nepeao3npoBKN, Mepbl MO OKa3aHMO MOMOLLK Npu nepedo3NpoOBKeE;

0) B3aMMOAEWNCTBME C APYrMMU JeKapCTBEHHbIMM npenapatamu un (unu) nuweBbiMy
npoaykTamu;



n) oopMbI BbIMyCKa NekapCTBEHHOMO npenapaTa;

p) yKkasaHue (npu HeobGxoAMMOCTM) OCODOEHHOCTEN [EeNCTBUSA JeKapCTBEHHOro
npenapara ang MeguuMHCKOro NpUMEHEHNs Npu NepBoM NpuemMe unm nNpu ero OTMeHe;

C) onucaHue (Npu HeobxoaMMOCTW) OeUCTBUA Bpada (denbawepa) n (unum) nayneHTa
npu npornycke npuema OOHOM WUNU HECKOSIbKMX A03 fleKapCTBEHHOro npenapata ans
MeANUMHCKOrO NPUMEHEHWS;

T) BO3MOXHO€ BJIUAHUE JIEKAPCTBEHHOIO npenapata anda meanumHCKoro nppMmeHeHnA Ha
CMNOCOBHOCTb ynpasnATb TPAHCNOPTHLIMU CpeacTBaMn, MEXaHN3MaMW,

y) CPOK rogHOCTU U yKa3aHune Ha 3anpeT npuMMeHeHUA NIeKkapCTBEHHOro npenaparta Aand
MeaNUNHCKOIo npnMeHeHuns no nctevyeHnn cpoka rogHoCTu,

&) ycrnosus XxpaHeHus;

X) YKa3aHne Ha HeobxoaAnMoCTb XpaHeHnA JeKapCTBEHHOINo npenaparta Aand
MeONLUUNHCKOIro npuMeHeHnd B MeCTax, HeAQOCTYNHbIX OJ1A nerteu;

L) ykasaHue (NpuM HeoGXoOAMMOCTM) cheumanbHbiX Mep NPeaoCTOPOXHOCTU Mpu
YHUYTOXEHMN HEUCMONb30BaHHbLIX JEKApPCTBEHHbIX MNpenapaToB Ans MeauLMHCKOro
NPUMEHEHMS;

4) yCrnoBusa OTNYyCKa;

) HaMMEHOBaHWs W agpeca MPOM3BOACTBEHHbIX MNMOWAAOK MNPOM3BOAUTENS
neKapcTBEHHOro npenaparTa;

L) HaMMeHOBaHWe, agpec OpraHusauun, YNONHOMOYEHHOW [gepXkaTenem wunm
BnagenbLeM perncTpaumoHHOro YAOCTOBEPEHUS JlekapCTBEHHOrO Mpenaparta Ans
MEONLIMHCKOrO NPUMEHEHUS! Ha MPUHSITUE NPETEH3MI OT NoTpebuTens;

6) WHCTPYKUMIO NO MEeOUUMHCKOMY TMNPUMEHEHMIO WM  KPaTKyl XapaKTepucTuky
neKkapCcTBEHHOro npenapaTa, yTBepXXAeHHbIE B CTpaHe NpOoM3BOAUTENS;

7) NPOEeKTbl MakeTOB MEPBMYHOM YMNakOBKM U BTOPWUYHOMW YMAKOBKW NeKapCTBEHHOro
npenapaTta Ans MeAULMHCKOro NpUMEHEHWS;

8) nNpoekT HOpMaTUBHOW OOKYMEHTauuu WM  HOPMATUBHOIO JOKYMEHTa Ha
NeKapCTBEHHbIN npenapaT Ans  MeOUMUMHCKOrO  NpUMeHeHust J1mMbo  ykasaHue
COOTBETCTBYIOLWEN bapMaKONenHom CTaTby;

9) OOKYMEeHT, coaepxawui umHdopmauuio O Hanuuum unm ob oTcyTcTBUM hakToB
permcTpaumm nekapCcTBEHHOro npenapata Ang  MeOUUUHCKOro MNpUMEHEeHns  3a
npegenamu Poccuickon ®epepaunu;

10) KONMM OOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBMEHHOM MOPSAKE U NMOATBEPKAALLMX
hakT permcTpauum nekapCTBEHHOrO npenapata B WHOCTPaHHbLIX rocyaapcTBax B
KayecTBe opchaHHOro NekapCTBEHHOrO NpenapaTa;



11) nnaH ynpasreHna puckamm And BGuonornyeckmnx JIEKapCTBEHHbIX MpenapaTtoB AnA
MeaNLUNHCKOro NpuMeHeHns,;

12) [OOKyMeHT O cucteme dapmakoHag3opa Jepxartena wnu  Bragenbua
perncTpaunoHHOro yaoCTOBEPEHNS NIeKapCTBEHHOIO npenapara;

13) [OKYMEHT, NOATBEPXAalLWMA KayYecTBO JleKapCTBEHHOro npenapara Tpex
NMPOMBILLMEHHBIX Cepuin (NPOTOKON aHanusa unu ceptudmkaT aHanusa), ogHa cepus
KOTOPOro [OSfPKHa coBnagaTtb C cepuen obpasua nekapCTBEHHOro npenaparta ans
MeLMLMHCKOro NpMMEHEHMs, NPEACTaBIEHHOrO Ha roCy4apCTBEHHYH perncTpaumio.

5. Pasgen xumunyeckon, oapmaneBTUyYeckon n Bnonormyeckon JOKyMeHTaLmm BknoyaeT
B cebs QOKYMEeHTbl, coaepXaline nHgpopmMaumio o apmaleBTMYeckon cybcTaHumum m
NeKapCTBEHHOM Mpenapate Ans  MeOULMHCKOrO  MpUMEHEeHUd, npouecce ero
Npon3BOACTBa M METoAax KOHTPONA KadecTBa, B TOM YnCre:

1) KONWUIO OOKYMEHTa, coaepxallero creayrowyo nHopMauuio o dhapMaueBTUYeCKon
cybcTtaHumMm  unu  cdapmaueBTMYECKMX — CyOCTaHUMSX, BXOAAWMX B  COCTaB
NleKapCTBEHHOro npenapaTta, 3a WCKIYEHWEM WHdopMauum O dapmaueBTUYECKMX
cybCTaHUMAX, BKITHOYEHHbIX B FOCYOAPCTBEHHbIA PEEeCcTp NeKapCTBEHHbIX CPeacTB B
COOTBETCTBUU CO cTaTben 34 HacTosiwero PegepanbHOro 3akoHa:

a) HaMMeHoBaHue hapMaLleBTUYECKON CybCTaHUMK, ee CTpyKTypa, obLimne CBOMCTBA;

0) HaMmeHoBaHWe 1 agpec NPOM3BOANTENS,;

B) TEXHOINOIrnA npomn3BoacTtea C onnmcaHnem cTaguun npon3BoacTBa N METOO0B KOHTPOJIA
Ha BCeX CTaaundax npon3BoacTBa;

r) onncaHme paspaboTkmn npouecca NPon3BOACTBa;

[) onucaHue KOHTPOMs KPWUTMYECKUX CTaaui NpPOU3BOACTBA M MPOMEXYTOYHOW
npoayKumu;

€) [OKyMeHTarnbHoe NoATBepXaeHue (Banvgaumns) npoueccoB U (Mn) nx OLEHKa;
K) CBOMCTBA M CTPYKTypa OENCTBYIOLMNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundumkaumsa Ha papmMaLeBTUYECKYHO CyOCTaHLMIO N ee 060CHOBaHNE;

K) aHanuTU4yeckme MeToauKu, UCMNONb3yeEMbIE MPU OCYLLECTBIIEHUN KOHTPONS KavyecTBa
dhapmaueBTUYECKON CyOCTaHLMK;

n) [AOKyMeHTanbHOe MOATBepXAeHMe (Banuaauusl) aHanmuTUYecKUx MeToOMK,
NUCnomnb3yeMblX MpUM  OCYLLECTBNEHUM KOHTPONSA KayectBa hapmMaLeBTUYECKOM
cybCcTaHumm;

M) pe3ynbTaTbl aHanu3a cepun dpapmaueBTU4ecKkon cybcrtaHuuu;
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H) nepeyvyeHb CTaHOapTHbIX O6p83LI,OB nnn BewecCTB, UCTMOJIb3yeMbIX NMpKn OCyLLECTBIIEHUN
KOHTPOJIA Ka4yeCTBa,

0) onucaHve XapaKTEepUCTUK U CBOWCTB YMAKOBOYHbLIX MaTepuarnoB U YKYyNOPOYHbIX
CPEACTB;

n) AaHHbIEe O CTabubHOCTU (hapmaLeBTUYECKON CyOCTaHLU MK,

p) CPOK roAHOCTY;

1.1) B OTHOWeEHMM dapmaueBTUYEeCKUX CcybCTaHuuW, BXOASWMX B  COCTaB
nleKapCTBEHHOro npenapaTa W1 BKIYEHHbIX B FOCYAAapPCTBEHHbIN PEEeCTp feKapCTBEHHbIX
CpeacTB B COOTBETCTBMM CO cTathben 34 HacTtosuwero degepanbHOro 3akoHa, - Konus
AOKYMEHTa, cogepallero crefyroLLyo MHopMaLuuio:

a) HauMeHoBaHWe hapMaLleBTUYECKON CybCcTaHUMN, ee CTPYKTypa, obLume CBOMCTBA,

0) HaMmeHoBaHWe 1 agpec NPOM3BOANTENS,;

B) pe3ynbTaTbl aHanusa cepui hapmaueBTUYeCKon CyOCTaHL MK,

) CPOK rO4HOCTH;

2) OOKYMEHT, coAepxaluuin crneayolime CBeAeHMs1 O NeKapCTBEHHOM npenapaTe Ans
MEANLIMHCKOro NPUMEHEHMS:

a) onmcaHmne n cocTtan J1eKapCTBEHHOro npenapata anda MmeamumnHCKoro npuMeHeHus;

0) onucanue dapmaueBTuyeckon paspaboTkm (obocHoBaHMe BbIbopa cocTaBsa,
NepBMYHON yNaKkoBKN N UHOIO);

B) TEXHOJI0IrMA npon3BoacTtea C ONnMCaHnem cTaguun npomn3eBoacTBa U METOO0B KOHTPOIIA
Ha BCEX CTaaAMNAX NPpOnU3BOACTBA,

r) onMcaHne KOHTPOSst KPUTUYECKMX CTaaui npoLiecca NpoM3BOACTBA U MPOMEXKYTOUYHON
npoaykumu;

) HavMeHoBaHME M agpec MecTa OCYLIEeCTBIEHUA MNPOM3BOACTBA JIEKAPCTBEHHOMO
npenapara g MeANLUMHCKOro NPUMEHEHUS (B Criydae Hann4ums HECKOSbKUX y4aCTHUKOB
npoLiecca Npon3BOACTBa HEOOXOAMMO yKa3aTb KaXaoro U3 Hux);

e) dhapmaueBTMYECKas COBMECTUMOCTb;

X) MUKPOBMONOrnyeckme XxapakTepuCcTmKm;

3) MaTepuanbHbIi 6anaHc 4ns Npou3BoAcTBa CEPUM FOTOBOMO NPOAYKTA;

n) onucaHue XapakTepUCTUK WU CBOWCTB YMNAKOBOYHbLIX MaTepuarnoB M YKYNOPOYHbIX
CPEACTB;

K) AOKYMeHTanbHoe NOATBePXAeHWe (Banngauus) npoLeccoB Npomn3BoACTBa U (Unn) nx
OLEHKa;
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J'I) TpGGOBaHVIFI K Ka4eCTBY BCNomMoraTtesibHbIX BELWECTB (cemechKaT, CI'IeLl,l/l(bVIKaLWIFI Ha
BCromMoraTeJibHble BelwecTBa N UX O6OCHOBaHI/Ie);

M) aHalIMTu4eckne MeTogunkun, UCrnoribdyemble Nnpn oCylecCTBIIEHUN KOHTPONA KaveCTBa
BCromMoraTeJibHbIX BELECTB,

H) OOKYyMEHTalibHOEe noATBepXXAaeHne (BaJ'II/I,D,aLI,I/IFI) aHalIMTU4ECKUX  MEeTOoOUK,
MCNOJIb3yEMbIX MPU OCYLLECTBIIEHNN KOHTPOJIA Ka4eCTBa BCNMOMOraTesibHbIX BELWECTB,

O) MH(bOpMaU,I/IFI 06 wucnonb3oBaHUM BCMOMOraTesibHbIX BELWECTB YesIOBEYECKOro U
XMBOTHOIO NMPOUCXOXOEHUA,

I'I) I/lH(bOpMaU,I/IFI 06 1MCnonb30BaHUN HOBLIX BCMIOMOraTesibHbIX BELLECTB;

p) TpeboBaHUA K Ka4eCTBY fieKapCTBEHHOro npenapaTa Angd MeauUnMHCKOro NpUMeEHeHUs
(cepTudmkaT, cneyndukaums Ha nekapCTBEHHbIN npenapaT u ux 06ocHoBaHME);

C) aHaliMTn4eckne MeToaunku, ncnoJib3yemble MNMpu OCYLLECTBIIEHNN KOHTPOJA Ka4yeCTBa
JIeKapCTBEeHHOro npenaparta gnd megmunHCKoro npuMeHeHu4;,

T) OOKyMEHTallbHOE noareepxgeHune (Banm,qau,mn) AdHaINMMTU4YECKNUX  MEeTOOUK,
MCNoJib3yeMbIX MPU OCYLLECTBIIEHUN KOHTPOSA KayecCTBa JIEKapPCTBEHHOIo npenaparta
ana megnumHCKOro rnpuMeHeHums;

y) pesynbTaTbl aHanuM30B CeEpUIA JeKapCTBEHHOro npenaparta Ans MeauuUHCKOro
NPUMEHEHUS;

) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 0Opas3uUoB, MCMOMb3yEeMbIX NMPU OCYLLECTBIEHUN KOHTPOS
KayecTBa fiekapCTBEHHOro npenapaTa Anst MeauUMHCKOro NPUMEHEHUS;

L) JAaHHble O CTabWNbHOCTM NEeKapCTBEHHOro npenapata Ans  MeaMLMHCKOro
NMPUMEHEHMUS.

6. Pasgen dapmakonorn4eckon, TOKCUKONOMMYECKON AOKYMEHTaALMUKM BKIKOYaET B cebs
OTYeTbl O pesynbTaTax AOKIMHUYECKUX UCCNEeAOBaHUIN NEKAapCTBEHHOIO cpeacTea Ansd
MEANLMHCKOro NPUMEHEHNS, B TOM YNUCHE:

1) oTyeT 0 hapMakoANHAMMUYECKNX UCCIIEA0BAHNSAX;

2) OTYET 0 hapMaKOKMHETMYECKUX NCCNEeOOBaHUSX;

3) OTYET O TOKCMKOMOIMYECKNX NCCIIEA0BAHUSAX.

7. Pasgen KnMHWYeCcKOW [OOKyMEHTauuu BKNYaeT B cebs OoTyeTbl O pesynbratax
KIMHMYECKUX  MCCReaoBaHMA  NIEKApCTBEHHOrO npenaparta Ana  MeguuMHCKOro
NPUMEHEHUS, B TOM YUCHE:

1) ot4yetbl 06 wuccnegoBaHMsix  GMOOOCTYMHOCTM U BGUMOSKBMBANEHTHOCTM,

nccrnefoBaHUsAX, YCTaHaBMBAKOLWMX KOpPenauuio  pesynbTaToB, [MOSlyYeHHbIX B
ycnoBwusix in vitro u in vivo;



2) oTYeTbl O (papMaKOKUHETUYECKUX UCCIeNOBaHUSX;

3) oT4yeThl O (hapMakoANHAMUYECKUX UCCIEeNOBaHUSX;

4) oTYeTbl O KITMHMYECKMX nccnenoBaHnsax apeKTMBHOCTN U Be30MacHOCTU;
5) oT4eT 0 NocTperncTpaLmMOHHOM ONbITe NPUMEHEHUS (NPU HaNN4nn).

8. TpeboBaHna kK o0Obemy WH(pOpMaumn, npegocTaBnsgemMon B  cOCTaBe
perncTpaynMoHHOro Aocbe, ANd oTAerbHbIX BWOOB FIEKApPCTBEHHbIX NpenapartoB Ans
MEAMUMHCKOrO MPUMEHEHUS YCTaHaBNMBAKTCA YNOMHOMOYEHHbIM  dhefeparnbHbIM
OpraHoOM UCMOSHUTENBbHOW BRAacTu.

9. B OTHOWEHUN NEeKapCTBEHHbIX MpenapaToB, paspelleHHbIX ANS MegULMHCKOro
npumeHeHuns B Poccunckon ®egepaunmn 6onee gsaguatu neT U B OTHOLLIEHUN KOTOPbIX
HEBO3MOXHO NpoBeAeHVe UCCrefoBaHNn UX BUOIKBMBANEHTHOCTU (3@ UCKITHOYEHMEM
Ovonormyecknx JIekapCTBEHHbIX MpenapaToB), OOMyckaeTcs BKOYEHWE B COCTaB
pasgena (papmMakonorm4yeckom, TOKCUKOSIOrMYEecKoM [OOKyMeHTauum wun  pasgena
KNMHMYECKOM LOKYMEeHTaLMmM BMECTO OTYeTa pa3paboTymka o pesynbraTtax COBCTBEHHbIX
AOKMNHUYECKNX NCCNEeA0BaHNN NEeKapCTBEHHbIX CPEACTB U KIMHUYECKNX NCCrneaoBaHnm
NeKapCTBEHHbIX NpenapaToB A4S MeAULMHCKOrO NpuMeHeHnsa ob63opa HayyHbIX paboT o
pesynbTatax SOKMMHUYECKUX MUCCEeOBaHUN NIEKAPCTBEHHbBIX CPEACTB U KITMHUYECKUX
nccrnegoBaHUM AaHHbIX NEeKapCTBEHHbIX MpenapaTtoB, B TOM YMCMe BKMAYasd OnbIT UX
NOCTPErMcTPaLnoHHOro NPUMEHEHNA.

10. Tlpu rocygapcTBEHHOW permcTpauum  BOCMPOU3BELEHHbLIX  JIEKAPCTBEHHbIX
npenapaTtoB AnNa MeOULMHCKOrO MNPUMEHEHNA [OMYCKaeTCA BK/OYEHWE B COCTaB
pasgena apmakornorm4eckon, TOKCUMKOSOrMYECKOW [OOKyMeHTauunm u  pasgena
KNMHMYECKOM LOKYMEHTaL MM BMECTO OTYeTa pa3paboTymka o pedynbTatax COBCTBEHHbIX
AOKITMHMYECKUX UCCNefoBaHUA NEKapCTBEHHbIX cpeacTB 0630pa HayudHbIX paboT o
pesynbrtatax OOKMAMHUYECKMX  MUCCRedoBaHUN  pedepeHTHOro  fieKapCTBEHHOro
npenapaTta v npeactaBrieHne BMECTO KIMHUYECKUX MCCreaoBaHUM B NOSTHOM 06beMe,
YCT@HOBSIEHHOM pa3ferioM KIMWHMYECKOM [OOKyMeHTauum, oTyeTa O pesynbraTtax
nccnegoBaHnin BMoO3KBMBANEHTHOCTM BOCNPON3BELEHHOIO fNIEKApPCTBEHHOIO npenapara
Ans MeguumMHCKoro npumeHeHusi. He TpebyeTtcsa npeacTtaBneHmne otyeTa o pesynbTaTax
nccnegoBaHuin BMO3KBMBANEHTHOCTM BOCNPON3BEAEHHOIO NIEKAPCTBEHHOrO npenapara
Ansg  MeOULMHCKOrO  NPUMEHEHUSA, €Cnin  PErncTpupyoTcss  BOCMPOU3BEAEHHbIE
rfieKapCTBEHHbIe nNpenapaThl 4158 MeAULNHCKOro NPUMEHEHUSs, KOTopbIe:

1) npegHasHayeHbl AN NapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMbILLIEYHOTO,
BHYTPUBEHHOTO, BHYTPUINasHoro, BHYTPMWMOSIOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHAPHOr0) BBEAEHUS 1 NPEeACTaBNA0T cOO0N BOAHbIE pacTBOPLI;

2) npeacTaBnsT coboN pacTBOpbI Arsi NepoparibHOro NPUMEHEHNS;

3) npousBegeHbl B OpME MOPOLLIKOB WK NMounu3aToB LS MNPUrOTOBNEHUS
pacTBOPOB;

4) ABNAOTCA rasamu;

5) ABNATCA YLWHBbIMW UK FNa3HbIMY NIeKapCTBEHHBIMY NpenapaTtamMu, Npou3Be4eHHbIMU
B popme BOAHbIX pacTBOpPOB;



6) npegHasHayeHbl ANA MECTHOrO MPUMEHEHUS U MPUrOTOBMEHbI B ()OPME BOAHbIX
pacTBOPOB;

7) npencraByidal0T cobon BoaHble pacTBOpPbI AJNd UCrNosfib3oBaHUA B cbopme WHranauum c
MOMOLLbIO He6ynal7|3epa U B Ka4eCTBe Ha3allbHbIX CripeeB, NMpnMeHAeMbiX C MOMOLLIbIO
CXOOHbIX yCTpOVICTB.

11. Ona cnyyaes, ykasdaHHbIXx B nyHkTax 1-3,5-7 4vactn 10 HacToAwen craTtby,
BOCMPOU3BEAEHHbIN NeKapCTBEHHbIV NpenapaT Ans MeAULUHCKOro NPUMEHEHNS JOIKEH
cogepxaTb Takue e BCrnoMoraTeslbHble BelleCTBa B TakMX Xe KOnmMyecTBax, Kak M
pedepeHTHbIN NekapCTBeHHbIN npenapaT. Ecnyn coctaBbl BCOMOraTenbHbIX BeLecTB
pasnuyarTcs, 3aaBuUTENb  OOIMPKeH MpefcTaBuTb  [oKasaTenbcTBa TOro, 410
ncnonb3yemMble B JaHHbIX KOHLEHTPaLMsIX BCOMOraTernbHble BELEeCcTBa He BIMSIOT Ha
B6e3onacHocTb 1 (MnNn) addPEKTUBHOCTL fIEKAPCTBEHHOMO npenaparta Ans MeanumnHCKoro
npuMmeHeHus. B cnyyae, ecnu 3asBuTenb He MOXeT NPeACTaBUTb TakMe AokasaTenbCcTBa
n (MM) He wMmeeT AOCTyna K COOTBETCTBYHOLUMM [aHHbIM, OH AOMKEH MNPOBECTU
COOTBETCTBYIOLME UCCNefoBaHUA ANA oKasaTernbCTBa OTCYTCTBUS BIIMSHUA pasHbIX
BCNoMoraTesbHbIX BELLECTB UM BCNOMOraTesibHbIX YCTPONCTB Ha 6e30nacHoCTb U (Mnn)
3(pPEKTMBHOCTL NEKapCTBEHHOro npenapara Ans MeOULMHCKOrO MNPUMEHEHMsT B
COOTBETCTBUM C aKTamu, COCTaBNALLMMN NpaBo EBpasnMnNcKoro 3KOHOMMYECKOro Cot3a.

12. lMpun rocygapCTBEHHOM perncTpaumm KomMOMHauMKW paHee 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX NpenapaToB Ans MegUUMHCKOrO NPUMEHEHUS A0MNYyCKaeTCs BKIIHOYEHMe
B COCTaB pasfgena papmMakosiormn4eckom, TOKCUKOSTOrM4eCKon JOKYyMEeHTauun n pasgena
KNMHMYECKOM LOKYMEeHTaL MM BMECTO OTYeTa pa3paboTymka o pedynbTatax COBCTBEHHbIX
AOKITMHMYECKUX UCCNefOoBaHU NEKapCTBEHHbIX CpeacTtB 0b30pa HayudHbIX paboT o
pesynbtatax  AOKIMMHUYECKMX  UCCNedoBaHWn  peddepeHTHbIX  JIeKapCTBEHHbIX
npenapaToB, BXOASLWMX B COCTaB KOMOMHaUMM NeKapCTBEHHbIX npenapaTtoB, U 00
OTCYTCTBMM UX B3aUMOLENCTBUSA B OHOM NNekapCTBEHHOWN dhopMme.

13. Ha akcnepTnay pasnmyHbIX NekapcTBeHHbIX POPM OLHOMO U TOro e fIeKapCTBEHHOro
npenapata And MeguLMHCKOro NpUMEHeHus 3asBuTenb npeactaBnseT oTAelfbHble
3a8BNEeHUsA U perncTpaLmoHHble JOChE Ha Kaxayto NnekapCcTBeHHyo popmy. [Npu ycrnosun
OAHOBPEMEHHOW Nofayn Ha IKCNepTU3y OL4HOWN NeKapCTBEHHOM (POPMbl C pasfiMYyHbIMU
A031POBKOWN, KOHUEHTpauuen, o6beMoM 3aaBuTeNb NpeacTaBnseT OHO 3asiBreHue n
perncTpaumMoHHOe OOCbe C MPUMOXEHNEM MakeTOB YNaKOBOK Ha Kaxayk O03UPOBKY,
KaXkOyro KOHLEHTpauuio, Kaxabihi 06beM N KaxX4oe KONMYecTBO 403 B YNaKOBKE.

14. [lpn rocyaapCTBEHHOM perncrtpaumm opdaHHOro JieKapCTBEHHOrO npenapaTta
3aaBuTEnNb NpeacTaBnsgeT nHgopmMaumio, Heobxogumyo Ansg opmmpoBaHus pasgena
KNMUHUYECKOW  OOKyMeHTauuuM, B oObeme, YCTAHOBMEHHOM  YMNOSIHOMOYEHHbIM
deaepanbHbIM OpraHOM UCNOSHUTENBHOW BACTW.

15. Mpwn peructpaumm GUONOrMYECKOro NeKapcTBEHHOrO npenaparta, Nony4YeHHOro 13
KpOBM, nna3Mbl KpPOBM 4YenoBeka, B COCTaBe pPeErncTpaumoHHOro [AoCbe Ha
NEeKapCTBEHHbIN npenapat Ansa  MeguUMHCKOro  NPUMEHEHUA  OOSMKHbl  ObiTb
npeacTaBrieHbl JONONHUTENBHO:

1) B pasgene AOKYMEHTauunm agMUHUCTPATMBHOIO XapakTepa LOKYMEHT, coaepKalluuni
MHpopmauunio 0 cybbekTax obpalleHns JOHOPCKOW KPpOBU U (M) ee KOMMOHEHTOB, O
TOM, rge Gbina ocyLecTBrneHa goHaUmMs (KpoBM 1 (Mnn) Nnasmbl KPOBK), @ TaKKe AaHHbIe
06 MHMEKUMOHHbIX 3aboneBaHusX, NepefalLmxca napeHTepanbHbIM  NyTeEM,
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nHgpopmMaLms o cybbekTax obpalleHns JOHOPCKOW KpoBU U (UNKN) ee KOMMOHEHTOB, B
OTHOLLUEHUM KOTOPbIX OCYLLEeCTBMNSETCA KOHTPOSb [AOHOPCKOM KpOBM U (Mnun) ee
KOMMOHEHTOB;

2) B pasgene xmmmn4eckomn, hapmaueBTUYeckon n GUonorn4eckon AoKyMeHTaLnmn:

a) KpuTepumn n crnocobbl oTbopa, TPaHCNOPTUPOBAHUSA U XPaHEHUA JOHOPCKOW KPOBU Y
(Mnn) ee KOMNOHEHTOB;

0) pesynbTaTtbl UCCreaoBaHUn OTOBPaHHbLIX JOHOPCKOW KPOBU U (MNK) Mrasmbl KPOBU U
nyrioB Ha Hanuyne Bo3byauTenenm WHekuMn, BKMoYad WH@opmauuio 06
NCNOSb30BaHHbLIX MeToAuKax nccrneaoBaHui 1 B criydae uccrnegoBaHusi nyros Mnasmbl
KpOBM pesynbTaTbl JOKYMEHTanbLHOro NoATBepXaeHus (Banvgaunn) UCrnonb30BaHHbIX
MeToauK;

B) TEXHWYECKME XapaKTepUCTUKM ynakoBKM Ona oTbopa [OHOPCKOW KpOBU U (MNK)
nnasmbl  KpoBW, BKMA4Yasi  uMHpopmaumio 06  MCnonb30BaHHbIX — pacTBopax
aHTMKOarynsHToB.

16. KnuHudeckne unccnegoBaHUsi NEKAPCTBEHHOro npenapata Ans MeauuuHCKOro
NPUMEHEHNSA B LIENSX €ro rocyaapCTBEHHOW pernctpauumn npoBogsaTcsa B Poccuickomn
depnepaumm B nopsaake, yctaHoBNeHHOM ctatbamu 38 - 44 HacTosiwero ®enepanbHOro
3akoHa. OTyeT O npoBedeHHbIX WCCNeAoBaHMAX BKMAKOYAETCs B COCTaB pasgena
KNMHMYECKOM OOKYMEHTaLMW permcTpauuMoHHOro AOCbe Ha NeKapCTBEHHbIM npenapaT
AnNs MeauuUMHCKOro npumeHenus. [1na nekapcTBeHHbIX NpenapaTtoB Ansa MeanuMHCKOro
NPUMEHEHNSA, B OTHOLUEHUM KOTOpPbIX B peaynbTarte 3KCNepTudbl [JOKYMEHTOB,
npeacTaBneHHbIX ONa onpegeneHusi BO3MOXHOCTU paccMmaTpuBaTbh JIEKAPCTBEHHbIN
npenapaTt ans MeOuUMHCKOro NPUMEHEHUA B KavyecTBe OphaHHOro nekapcTBEHHOro
npenapaTta, Takasd BO3MOXHOCTb MpPU3HaAHa M B OTHOLWUEHMM KOTOPbIX MpPOBeAEHbI
KNWHMYECKMe nccnenoBaHus, BbINONHEHHbIE 3a npegenammu Poccuiickon ®epepauunn B
COOTBETCTBUM C MpaBuriamu Hagnexawen nabopaTopHOM MNPaKTUKA W MpaBuiamu
Hagnexawen KrIMHUYECKON NpakTUKWM, OOMNyCcKaeTCs BKIIOYEHME B COCTaB pasgena
KNMHMYECKOM LOKYMEHTaLMM BMECTO OTYETA O pe3ynbTaTaxX KNMHUYECKUX NCCIeaoBaHNI
NleKapCTBEHHOro npenapata Ans MeOULMHCKOroO MNPUMEHEHUS, TMPOBEAEHHbIX B
Poccunckon ®depepaunn, oTtdeTa O peadynbTatax KIMHUYECKUX WUCCRegoBaHun,
BbINOSTHEHHbIX 3a Npegenamu Poccuinckon ®epepaunu.

17. B cnyyae HenpeacTtaBneHUst C 3adBfiEHMEM O TOCYyOapCTBEHHOM pervcrpaumnm
NeKkapCTBEHHOro npenapata Ans  MeguUMHCKOro  MPUMEHEHUS  OOKYMEHTOB,
noaTeepXaatroLmx ynnarty rocyqapCcTBEHHOM MNOLUSIMHBI U yKa3aHHbIX B NyHkTe 10 Yyactu
2 HacTosdLen cTaTbi, a Takke BblgaBaeMblX (NpefocTaBnsieMblX) YNOTHOMOYEHHbIMU
denepanbHbIMM - OpraHaMm  UCMNOJSTHUTENBbHOW  BracTu  AOKYMEHTOB  (CBedEeHWN),
yKasaHHbIX B yHKTax 3 M4 4actu 4 HacTodAwen CcTaTbM, YMNOSIHOMOYEHHbIN
deneparnbHbIi OpraH UCNOMHUTENBHOW BMAcTW 3anpaluivBaeT yKasaHHble AOKYMEHTbI
(cBegeHus) B nopsiake MeXBeAOMCTBEHHOIO MHPOPMALMOHHOIO B3aMMOAENCTBUS.

18. He ponyckaeTcs wucnonb3oBaHME B KOMMEPYECKUMX Lenax uHgopmauum o
pesynbTaTtax OOKMUHUYECKUX MUCCreOBaHUN JIEKapCTBEHHbIX CPEeACTB U KITMHUYECKUX
nUccrnefoBaHUN  NEKapCTBEHHbIX npenapaTtoB Afs  MeOWUUHCKOrO  NPUMEHEHUS,
npeacTaBnNeHHOM 3asBuTerneMm [Ans rocydapCTBEHHOM perucrTpauumn rekapCTBEHHOro
npenaparta, 6e3 ero cornacua B TeYeHWe LWecTu NneT C AaTbl rocygapCTBEHHOW
permcTpauum pedepeHTHOro nekapcTtBeHHoOro npenaparta B Poccuinckon ®egepaunn.
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19. [epxaTenb unu Bragenel perncTpaumoHHOro YOOCTOBEPEHUS NEeKapCTBEHHOMO
npenapaTa Ha BMOTEXHONOMMYECKUIA UNN OpdaHHbIA NEKAPCTBEHHbIN NpenapaTt obsizaH
npenocTaBnsATb Ha BO3ME3AHOW OcHOBe obpasubl pedepeHTHOro neKapCTBEHHOro
npenapaTa 3asBUTENSM AN NPOBEAEHUS KIMHUYECKMX uccrnegoBaHuit. CTOMMOCTb
obpasua pedepeHTHOro neKapCTBEHHOro mnpenapaTta, BKIKYEHHOrO B MepeyeHb
KM3HEHHO HEOOXOOUMbIX U BaXXHEWLWIMX NEeKapCTBEHHbIX MpenapaTtoB, He [AOMmKHa
npeBbillaTb 3aperMcTPUPOBAHHYIO MPeAernibHY0 OTMYCKHYI LEeHYy Ha pedepeHTHbIN
NeKapCTBEHHbIA MpenapaTt WM LEeHy Ha NeKapCTBEHHbIN npenapaT B CTpaHe
npon3BoauTens.

20. 3asBneHne 0 rocygapCTBEHHOW pernctpaumm BOCNpOM3BeLEeHHOMO NeKapCTBEHHOIO
npenapara ans MeauLMHCKOro NpUMEHEHNss MoXeT ObiTb NoAaHO B YNOSTHOMOYEHHbIV
denepanbHbIi opraH UCNONTHUTENbHOW BNACTWU, OCYLLECTBNAOLWMIA FOCYAaPCTBEHHYIO
perucTpauuio nekapcTBEeHHbIX NpenapaToB, MO WUCTEYEHUU YeTbipex neT C AaThbl
rocyaapCTBEHHOW pernctpauum pedepeHTHOro nekapcTBEHHOro npenapata B
Poccuinckon ®egepaunn.

21. 3agdBneHne O rocygapcCTBEHHOW perucTtpauum BuoaHanorosoro (6nonogobHoro)
nekapcTBeHHOro npenaparta (buoaHanora) mMoxeT OblTb NOAAHO B YMNOSIHOMOYEHHbI
denepanbHbIi opraH UCNONTHUTENbHOW BNACTW, OCYLLECTBNSALWMA roCy4apCTBEHHYHO
perncTpaumio neKkapCTBEHHbIX MpenapaToB, MO MWCTEYEeHUM Tpex neT C Aathbl
rocyaAapCTBEHHOW peructpauum pedepeHTHOro fekapCTBEHHOro npenapata B
Poccuinckon ®egepaunn.

22. [epxaTtenb unun Bnagenel, peructpaunoHHOro y4OCTOBEPEHUSA JEeKapCTBEHHOIO
npenapaTa npeacraBndeT B YNOMIHOMOYEHHbIN befeparbHbiA OpraH UCMNOSTHUTESTbHOM
BflaCTu, OCYLLUECTBNALWMA  (PYHKUMM MO  KOHTPOM W  Hagsopy B cdepe
34paBoOOXpaHeHNsl, OTYET NO pesynbTatam apmMakoHagl3opa OAMH pa3 B LWEeCTb
MecsLeB B TedeHne ABYX NeT Nocre rocygapCTBEHHOW perncrpaumm nekapcTBEHHOro
npenapata B Poccuiickon ®efepaunn, eXXeroqHo B Te4eHne nocrnenyowmx Tpex neT u
B JarnbHeNLWeM O4uH pas B NATb NeT.

Cratbs 19. lpuHATHE pelleHns O Bblave IKCMEPTHOMY YYPEXAEHWUIO 3adaHus Ha
npoBefeHne 3KCNepTM3bl NTEKAapPCTBEHHOIO cpeacTBa

1. B TeyeHne gecatn paboumx AHEN CO OHA NPUHATUNA 3asBIEHUSI O FOCYyAapPCTBEHHOM
permctpauum neKkapCTBEHHOro0 Mpenapata COOTBETCTBYHOLUMA  YNOSHOMOYEHHbIN
defepanbHbI - OpraH  UCMOMHUTESNbHOM BNAacTU  MNPOBOAUT  MPOBEPKY MOJSTHOTHI,
AOCTOBEPHOCTM U NPaBUSIbHOCTM  OOPMIEHUS NPEACTaBlIEHHbIX AOKYMEHTOB
pPEermcTpaunMoHHOro AOCbEe Ha NeKapCTBEHHbLIM npenapart v MpUMHMMaeT peLleHne o
BblJade 3afaHusi Ha NpoBeAEHME:

1) 9KCnepTu3bl [OOKYMEHTOB, MNPEACTaBMEeHHbIX Ans onpeaeneHns BO3MOXHOCTM
paccmaTpuBaTb JleKapCTBEHHbI npenapaT Ans MEeAWMLMHCKOro MpUMEHEHUs npu
OCYLLECTBNEHUM  TOCYLApPCTBEHHOM  permcTpaumMm B KadectBe  opdhaHHOro
neKkapcTBEHHOro npenapara;

2) 3KCnepTU3bl NEKapCTBEHHOIO cpeacTBa B YacTM  3KCMepTU3bl  kavecTBa
NeKapCTBEHHOr0 CpeacTBa M SKCMEPTU3bl  OTHOLLEHMSI OXWMOAEMOoW Mofb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHUS;



3) aKcnepTu3bl NEeKapCTBEHHOr0 CpeactBa B 4acTM  9KCMepTU3bl  KayecTBa
NeKapCTBEHHOrO0 CpeacTBa W OKCNEPTU3bl  OTHOLUEHUSI OXMOAeMOW MoNb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUs neKkapCTBEHHOro npenapata Ans MeauunHCKOro
NPUMEHEHNA B NOPSLKE YCKOPEHHOW rnpoLuenypbl 9KCNepTu3bl NeKapCTBEHHbIX CPEACTB B
COOTBETCTBUM CO cTaThben 26 HacTosiwero ®egepanbHOro 3aKoHa;

4) OKCMNepTU3bl NEeKapCTBEHHOIo cpeactBa B OTHOLUEHUW JIEKAPCTBEHHOIO npenaparta
OnAa BeTepunHapHoro rnpuMeHeHus.

2. YNOnMHOMOYEHHbIN doefeparibHbI OpraH MCNOSIHUTENbHOW BflacTU yBeAOMIISET B
3MeKTPOHHOM (popmMe unNu Ha OyMaXXHOM HoOcuTene 3asiBUTENS U 3KCnepTHoe
yypexgeHve O MPUHATOM peLlleHUn O Bblgayvye 3adaHun Ha NpoBefeHWe IKCrnepTus,
npeasyCMOTPEHHbIX YacTblo 1 HacTosLen cTaTbu, U B Criydae HeobxoaMMOCTU O Bblaaye
paspelweHns Ha BB03 B Poccuickyto ®defepaumio KOHKPETHOM napTuu, cepumn
3aperncTpmMpoBaHHbIX N (UIN) HE3aperncCTPUPOBAHHbLIX NIEKAPCTBEHHbLIX CPEeACTB uUin ob
OoTKa3e B NpoBeAeHMU NpeyCMOTPEHHbIX 3KCMEPTU3 C yKa3daHMEM MPUYMH TaKoro oTkasa.

3. B cnyyae BbiSIBNEHUS OTCYTCTBMA WNN HEOOCTOBEPHOCTM  UHdpopMaLmW,
coaepxallenca B NpeAcTaBNeHHbIX 3asBUMTeneM [OKYMEHTaX, YMNONHOMOYEHHbIi
dbenepanbHbiii opraH WCMOMHUTENbHOW BNacTU HanpasnseT 3asBuTento 3anpoc 06
YTOYHEHUN 3TOM WHopMauuu (oanee - 3anpoc YNONMHOMOYEHHOro deaepanbHoro
opraHa MCMNOMHUTENbHONM BNacTu), KOTOPbI MOXeT ObiTb nepeaaH YnornHOMOYEHHOMY
npeacTaBuUTENO 3asBUTENS NMUMYHO MOA PacnMUCKy, HampasreH Mo Mno4vTe 3akasHbiM
MUCBMOM UNW NepefaH B 3NEKTPOHHOW hopMe MO TeNEKOMMYHMKaLMOHHLIM KaHanam
cBa3n. B cnydyae HanpasneHus 3anpoca YMnoNHOMOYEHHOro deaepansbHoro opraHa
UCMOMNHUTENbHON BNAcTU Mo NnoyTe 3akasHbiM MUCbMOM OH CYMTaeTCs MOMy4YeHHbIM Mo
NCTEYEHNM LLIECTM AHEN C AaTbl HanpaBneHnsa 3aka3Horo Ncbma.

4. 3aaBuTenb 00s3aH NpeacTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOro beepanbHOro
opraHa MCMNoOSIHUTENbHOW BfacTu B CPOK, HE MPEBbILLAKLLNA AEBAHOCTA paboymx AHEN
CO [aHa ero nonyyeHmsa. Cpok, YykasaHHbIW B 4acty 1 HacTosiwen craTby,
NpuoCTaHaBNMBAETCHA CO [OHA HanpaBreHus 3asBUTEN0 3anpoca YnoSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOM BracTM OO  AHS  MOSMyYeHus UM
COOTBETCTBYHOLLEro oTBETA.

5. OcHoBaHMeM [Ons oTkasa B OpraHuM3aumu 3KCnepTv3, NPeayCMOTPEHHbIX YacTbio
1 HacTosilen cTaTbW, SBNSIeTCS MNpPeAcTaBneHne HeobxoaAWMbIX Ansi NpoBeAeHus
npeayCcMOTPEHHbIX 3KCMEPTU3 JOKYMEHTOB B HEMOSTHOM OObeME MUK HenpeacTaBneHne
3asiBUTENIeM B YCTAHOBMEHHbLIA CPOK OTBeTa Ha 3anpoc  YMNOJTHOMOYEHHOro
dhenepanbHOro opraHa UCNONHUTENBHOW BNAcTU, a Takke NpeacTaBnieHne 4OKYMEHTOB,
He cofepalumnx ncyepnbiBatoLLEero nepeyHs HeobXxoanMbIX CBEAEHNIA.

6. lNpn oOTkase B opraHU3aunmM SKCNepTusbl, MNPeaSyCMOTPEHHOW MYHKTOM 4 4acTu
1 HacTodAwen cTaTbM, AOKYMEHTbI, BXOASLWME B COCTaB PErmcTpauuoHHOro 4OCbe Ha
NeKapCTBEHHbIN Npenapart N5 BETEPUHAPHOrO NPUMEHEHUs, MOryT ObiTb BO3BpaLLEHbI
3a8BUTEN0 Ha OCHOBAHWW €ro MNWUCbMEHHOro  3anpoca, HanpasfeHHOro B
YNONHOMOYEHHbIN doeepanbHbli OpraH UCNOMHUTENBHOW B1IaCTU B TeYeHue TpuauaTtu
pabounx pOHEMW CO [AHA TMPUHATUS  YNOSIHOMOYEHHbIM  heaepanbHbiM - OpraHoM
NCNOSTHUTENbHON BRNacTu peweHns o6 OTka3e B OpraHM3auum TakoW 3KCNepTu3bl.
YNONHOMOYEHHbLIN  (befepanbHbi - OpraH  UCMOSIHATENbHOW BracTu  BO3BpallaeT
3aABUTENIO yKa3aHHbIe OKYMEHTbI B TeYeHue AecaT paboumnx gHen Co gHS NonyYyeHus
COOTBETCTBYHIOLLEro 3anpoca 3asiBuTens.
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Cratbsa 20. OkcnepTr3a AOKYMEHTOB, NPEACTaBMNeHHbIX AN onpeaeneHns BO3MOXXHOCTH
paccmaTpuBaTb JeKapCTBEHHbIA npenapaT AN MEeAWULMHCKOrO MPUMEHEHUs Mpu
OCYLLIECTBIIEHUN  FOCYQApPCTBEHHOM  perucTpauum B KayecTBe  OpchaHHOro
neKkapcTBEHHOro npenapaTta

1. Okcrneptv3a [JOKYMEHTOB, MpeAcTaBrfieHHbIX AN onpefeneHns BO3MOXHOCTU
paccMmaTpmBaTtb JleKapCTBEHHbIN npenapar Ans MeAUUUHCKOrOo MNPUMEHEHUS Mpu
OCYLLECTBNEHNUN  FOCYJapCTBEHHOW  perucTpaumm B KavectBe  opdraHHOro
NeKkapcTBEHHOro rnpernapaTa, COCTaBIfieHMEe KOMUCCMEWN 3IKCNepToB 3aKMioYeHUss o
BO3MOXHOCTM WIIM HEBO3MOXHOCTM paccmaTpmBaTtb NeKapCTBEHHbIW npenapaT Ons
MeAVLMHCKOrO MNMPUMEHEHUA Npu OCYLLECTBIIEHUM TOCYAapCTBEHHOW perncrpauun B
KayecTBe ophaHHOro nekapcTBEHHOrO Npenaparta u HanpasreHne JaHHOro 3aKITioYeHs
B YNOJSIHOMOYEHHbIV (beepanbHbI OpraH UCMOMHUTENBHOW BIacTy OCYLLECTBIIAIOTCS B
CPOK, He npeBblWaKnwWmi TpuauaTn paboymx OHerW CO OHA MOMyYeHUs SKCNepTHbIM
yypexaeHveMm 3afaHusi YNonIHOMOYEHHOro defepanbHoOro opraHa WCNONHUTENbHOWM
BNacTu W B 3rIEKTPOHHOMW opMe unmM Ha OyMaxHbIX HOCUTENsX HeobxoauMblX
AOKYMEHTOB, YKa3aHHblX B nyHktax 1,2,5,6,10 4vactm 4w BYactu 7 cTatbu
18 HacTosiwero ®eneparbHOro 3akoHa.

2. [JokyMeHTbI, cogepKallmecs B permctpaumMoHHOM A0Che Ha NIEKapCTBEHHbIN npenapart
N NOCTynMBLUME Ha OyMaXHbIX HOCUTENAX B OKCMEPTHOE ydpexaeHve Aans
OCYLLECTBMEHUS UX IKCMNepTU3bl AS19 onpeaeneHnMsi BO3MOXHOCTU paccMaTtpuBaTth
neKkapCTBEHHbIM npenapat Ana MeauUUHCKOro NMPUMEHEHUsI B KavyecTBe Opd)aHHOro
nekapCTBEHHOro npenapara, noasfiexar BO3BpaTy B YMNOMHOMOYEHHbIN (heaeparibHbIn
opraH MCMNOJSIHUTENbHOM BfacTM OAHOBPEMEHHO C 3aKMHOYEHUAMU COOTBETCTBYHOLLMX
3KCnepTms.

CtaTtbsa 21. PeweHne o BO3MOXHOCTU paccMaTpuBaTtb NIEKAPCTBEHHbIA Npenapar npu
OCYLLECTBMEHUMN  TOCyAapCTBEHHOM  perucTpaumMm B KayectBe  OpdhaHHOro
rfieKapCTBEHHOrOo npenapara

1. B cpok, He npeBblWaWMn NATU pabounx OAHEN CO AHA NOSTyYEHUSA 3aKIYEHUS,
yKkasaHHoro B 4actu 1 ctateu 20 HacTosiwero degepanbHOro 3akoHa, ynosTHOMOYEHHbIN
deneparnbHbli OpraH MCMOMHUTENBHOM BIlaCTM OCYLLECTBIISIET OLEHKY MOSTyYEeHHOro
3aKMlOYeHna  Ona  onpegernieHns ero COOTBETCTBMS 3afaHuI0 Ha MNpoBedeHue
COOTBETCTBYHOLLEN IKCNEPTU3bl N YBEAOMINAET 3adABUTENSA B 9NIEKTPOHHON (hOpMe UIu Ha
OymMaKHOM HocuTene o pesynbTaTtax NPOBEAEHHON 3KCNEePTU3bl C MPUIOKEHNEM KOMUN
9KCNEPTHOro 3akntoveHust (C coxpaHeHuem KOH(MAEeHUManbHOCTU MHGOPMaLMM O
cocTaBe 3KCNePTHOM KOMUCCUM) U O BO3MOXHOCTU MUY HEBO3MOXHOCTU paccMmaTtpuBaTh
NeKapCTBEHHbIN npenapat AN MeAWUMHCKOro MPUMEHEHUA NpW  OCYLLEeCTBREHUM
rocyaapCTBEHHOW perucrTpaumm B kayectse oppaHHOro nekapcTBEHHOro npenapara.

2. [pn BbIHECEHUN KOMUCCUEN IKCNEPTOB 3aKITOYEHUS O BO3MOXHOCTU paccMaTpuBaTb
NeKapCTBEHHbIN npenapat AN MeAWUMHCKOrO MNPUMEHEHUA NpW  OCYLLECTBIIEHUN
rocyAapCTBEHHOW perucTpaumm B KadecTBe OpdlaHHOro JieKapCTBEHHOro npenapara
YNONMHOMOYEHHLIN  (befeparnbHbii  OpraH MUCNOMHUTENbHOW BRactM B CPOK, He
npeBbiaWmMA  NAaTn paboumx OHEeWn Cco [OHA MONYyYEeHWA [OAHHOrO  3aKIiYeHUs,
NPUHUMaeT pelleHne O Bblgade 3afaHus Ha MpOBedeHWe OKCNepTusbl KadvecTBa
NEeKapCTBEHHOro cpeactBa M 3KCMepTU3bl  OTHOLUEHUS  OXWOaeMoWn Monb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUS neKapCTBEHHOro npenapata Ans MeauumHCKOro
NPUMEHEHNA B NopAaKe YCKOPEHHOW rnpoLeaypbl 9KCNepTu3bl NekapCTBEHHOMO cpeacTBa
B COOTBETCTBUM CO cTaThben 26 HacTosiwero ®enepanbHOro 3akoHa.
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3. B cnyyae npuHATUS pelleHust 0 HEeBO3MOXHOCTU paccMaTpuBaTh FEKaPCTBEHHbIN
npenapaT Ons MeAULMHCKOro MNPUMMEHEHMSI MpU rocydapCTBEHHOW peructpaummn B
KayecTBe OpdaHHOro riekapCTBEHHOrO npenapaTta YnoriHOMOYEHHbIN deaeparnbHbIi
opraH UCnosrHMTENbHOM BriacTy NpekpallaeT npoueaypy rocyaapcTBeHHON pernctpaumm
nekapcTBEHHOro npenapaTa. 3asBuUTeNb BrpaBe o6paTtUTbLCA B PErncTpupyowwmnin opraH
C 3asiBNEHMEM O TOCyOQapCTBEHHOW perucTpauun YyKasaHHOro rekapCTBEHHOro
npenapaTa B COOTBETCTBMM cO cTathel 18 HacTosiero degeparnbHOro 3akoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 utona 2015 roga. - ®egepanbHbi 3akoH oT 22.12.2014 N
429-03.

CtaTbs 23. 3KCI'I€pTI/I3a KayecTBa JiekapCTBeHHOro cpeacrtea n 3KCnepTn3a OTHOLWEHUA
oXngaemom nosnb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNA NNEKapPCTBEHHOIO npenaparta and
MeanUnHCKOro npnMeHeHun4

1. 3KCI'IepTVI3a KayectBa J1eKapCTBeHHOro cpeactBa W J3KCneptmn3a OTHOLUEeHUA
oXngaemom nosnb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNA NNEKapPCTBEHHOIO npenaparta and
MeaNUNHCKOIro rpumMmeHeHunsa, cocCTtaBlieHne KOMUCCUAMU IKCNepToB 3aKIO4YEHUN NOo
pesyfibTataM npoBeAEHHbIX J3KCNeEpTU3 W HanpasJieHne 3TUX 3aKYeHnn B
yﬂOﬂHOMOquHbIVI q)euepaanbM opraH WCMNOSTHUTENTbHOW BNacTu OCYLUECTBIAKOTCA B
CPOK, He I'IpeBbILIJaI-OU_l,I/IIZ CTa Agecdatun pa60l-w1x OHEN CcO AOHSA noJiydeHnd SKCnepTHbIM
yypexgeHmnem COoOoTBeTCTByrLWero 3agaHna ynosiIHOMO4YEHHOro cbep,epaanoro opraHa
NCMNOSTHNTENbHOW BRactn U HeobxoauMbIxX OOKYMEHTOB B SJ'IeKTpOHHOIZ cbopme nnn Ha
6yMa>KHbIX HOCUTEeNAX.

2. B TeyeHune peBsiIHOCTA OHENW CO [AOHA MNOMyYeHUSA peLlleHna YNOSIHOMOYEHHOro
degepanbHOro opraHa MWCNOMHUTENbHOW BMAacTM O MNPOBEAEHUM  IKCNEepTus,
npenyCMOTPEHHbIX YacTblo 1 HacTosiwen CcTaTbW, 3asBUTENb NpPeacTaBnsieT B
3KCNEepTHOE YyypexaeHue AOnsi NPoBEeAEeHMs 3KCMepTU3bl KadecTBa JfeKapCTBEHHOro
cpenctBa obpasubl NeKapCTBEHHOro npenapaTta And MeOULUHCKOro MpUMEHeHUs,
NpPon3BeLeHHOr0 B COOTBETCTBMM C TPeOOBAHUAMM OMbITHO-NPOMBILLFIEHHOMO U (Unn)
NPOMBILUIIEHHOIO  PErfamMeHToOB, YTBEPXOEHHbIX PYKOBOAUTENEM MNPOM3BOAUTENS
NEeKapCTBEHHbIX CpPeacTB, a Takke B COOTBETCTBYHLWMX criydasix obpasubl
dhapmaueBTUYECKON CyOCTaHUMMK, TECT-LUTaMMa MUKPOOPraHM3MOB, KyIbTypbl KIETOK,
obpasubl BELWECTB, NPUMEHSEMbIX OS151 KOHTPONSA KavyecTBa NEeKapCTBEHHOro cpeacTea
NyTEM CPaBHEHWSI C HAMW UCCNEAyeEMOro nekapcTBEHHOrO CpencTBa, B KONMYECTBaX,
HeobxoauMbIX Onsi BOCNPON3BeLEHNS METOAOB KOHTPOSSA KayecTBa.

3. lMpn nonyyeHmn o6pa3LOB neKapCTBEHHOro npenapata u dapmaleBTUYEeCKOn
cybCcTaHUmMmM aKCnepTHOe ydpexaeHue BblaaeT 3asaBUTEN0 JOKYMEHT, NoATBEPXXAAtoLLNIA
nonyyeHne ykasaHHblXx 06pasuoB, U B CPOK, He MpeBbIALWMIA Tpex paboynx AHEWN,
yBeAOMSISieT B 9NEKTPOHHOW dopmMe unM Ha 6ymaxHom Hocutene o6 9ToMm
YNONMHOMOYEHHbIN doefeparnbHbI OpraH UCMNOSTHUTENBHOW BIIACTM.

4. YKasaHHble B 4acTsax 2 U 3 HaCTosILWEN cTaTbh CPOK ANs NpeacTaBneHuns 3asasutenem
obpasuyoB nekapcTBEHHOro npenapaTta M dapmaueBTUYECKOM CyOCTaHUMM U CPOK
YBEOOMIEHUS 3KCMEPTHbIM yuypexaeHnem o6 3ToM Ha OymaxHOM Hocutene
YNOHOMOYEHHOIo heaiepanbHOro opraHa UCNOSIHUTENbHOW BNacTu He BKIIOYalOTCA B
CpOK NpoBeAeHNda 3KCNepTM3, NpeayCMOTPEHHbIX YacThbio 1 HacTosLWeN cTaTbu.

5. [JokyMeHTbl, NOCTYNUBLUME B 3KCMEPTHOE yuypexaeHue ONns NpoBeaeHust IKCnepTus,
npeaycMOTPEHHbIX YacTbio 1 HacTosilen  cTaTbM,  nognexat  Bo3BpaTy B
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yHOHHOMOquHbIVI (be,uepaanbuZ opraH NCMONHUTENbHOW BRacTu OAHOBPEMEHHO C
3aKIM4YeHNAMHA, NMosty4eHHbIMU MO pe3yribTaTaM COOTBETCTBYHLLNX 3KCNEPTUS.

CtaTbs 24. SKcnemesa KayecTBa J1eKapCTBeHHOro cpeacrtea 1 3KCnepTn3a OTHOLUEHUA
oXngaemom nosib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNA NEeKapCTBEHHOIO rnperaparta and
BETEPUHAPHOro npnMmeHeHunA

1. 3Kcnemesa KayeCTBa J1eKapCTBEHHOro cpeactBa W 3KCneptn3a OTHOLUEHUA
oXngaemMomn nosb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNA NEeKapCTBEHHOIO rnpernaparta and
BEeTeEpUHaApPHOro npmMmeHeHmd, coCTtaBJiEHME KOMUCCUAMU IKCMNEPTOB 3aKMNYeHnn no
pe3yfibTaTaM YKa3aHHbIX 3KCNepTn3 W HarpaBJieHne TaKux 3aKNYeHnn B
yﬂOﬂHOMOLIeHHbIVI (beuepaanbu?l opraH MCNONHUTENbBHOM BRNactu OCYLLECTBIAKTCA B
CPOK, He I'IpeBbILIJaI-OU_l,I/IIZ CTa Agecdatn pa60t-||/|x OHEen co OHs noJytiydeHnd SKCNnepTHbIM
yypexgeHmem 3agaHuda ynoJsIHOMOYEeHHOro d)e,u,epaanoro opraHa NCMNOSTHUTESNbHOM
Bnactn ¢ AOKyMeHTaMM, yKa3aHHbIMU B HYaCTU 3 ctatbu 17 HacCTOSLEro dJe,qepaanoro
3aKOHa.

2. B Te4yeHue TpuauaTtn pabounx gHen co AHSA NonyyYeHUs pellueHnst YNorTHOMOYEHHOMO
denepanbHOro opraHa MCMofHUTENbHOW BRacT O MPOBEAEHUM YKa3aHHbIX B YacTu
1 HacTosILel cTaTbW 3KCNEpPTU3 3asiBUTENb NPeacTaBnsieT B SKCNEPTHOE y4ypexaeHue
AN NPOBe[EeHUs 3KCnepTusbl KadvecTBa IeKapCTBEHHOro cpeactsa obpasupl
NeKapCcTBEHHOro npenapata Ans BEeTePUHApHOro MNPUMEHEHUs, NPOU3BEOEeHHOro B
COOTBETCTBUM C TPeOOBAHUAMM TEXHOMOrMYECKUX PErfamMeHToB, YTBEPXAEHHbIX
pykoBoauTenem npon3BoaMTeNs NekapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHLLNX
cnyyasix ~ TecCT-LUTaMMbl MWKPOOPraHn3MoB, KynbTypbl KNeTok, obpasLbl
dapmaueBTUYeckon cybctaHumm, obpasubl BeELecTB, NPUMEHsieMble ANsi KOHTPOIS
KayecTBa IEKApCTBEHHOrO0 CpeacTBa, B KONMMYEcTBaX, HeobxoauMMbix — Ans
BOCMNPOu3BeaeHNs METOZIOB KOHTPOMS KayecTBa.

3. lMpn nonyyeHmn o6pa3LOB nNeKapCTBEHHOro npenapata U dgapmaueBTUYECKON
cybCcTaHUmMM SKCnepTHOE ydpexaeHue BblaaeT 3asaBUTEN0 JOKYMEHT, NOATBEPXAAtoLLNIA
nonyyeHne ykasaHHblX 06pasuoB, U B CPOK, He MpeBbIWALWMIA Tpex paboynx AHEN,
yBeOoOMNseT B NMMCbMEHHOW hopme 06 3TOM YMNOSTHOMOYEHHbIV heaepanbHbIi OpraH
NCNOJSTHUTENbHOW BNACTW.

4. Cpok Ons npencraBreHus 3aasBuTerneMm obpasuoB NeKkapCTBEHHOro npernapaTta u
hapmaLeBTU4ECKOM CybCTaHUUN U CPOK YBEOOMIEHUS SKCMEPTHbIM yupexaeHnem oo
3TOM B MMCbMEHHOM (bopMe YNONTHOMOYEHHOIo doefieparnibHOro opraHa UCMOSHUTENIbHOW
BNacTW, YyKasaHHble B 4YacTsax 2 M 3 HAacTOSLWEW CcTaTbM, He BKMOYAKTCA B CPOK
npoBeAeHNs YKa3aHHbIX B YacTu 1 HacTosLLEen cTaTby SKCNepTus.

5. [IOKyMeHTbI, MOCTYNUBLLME B SKCMEPTHOE YuYpexaeHue AN NPoBeAeHUs yKasaHHbIX
B YacTy 1 HacTosILLEeN cTaTbM 3KCNepTus, noasiexaTr BO3BpaTy B YMNOSIHOMOYEHHbIN
doeaepanbHbI OpraH UCNOSTHUTENBHOW BIlaCTU OOHOBPEMEHHO C 3aKIIYEHUSAMU Mo
pesyrnbTaTam yKa3aHHbIX 3KCNepTus.

CrtaTtbs 25. [NoBTOpHOE NpoOBEAEHME SKCNEPTU3bI NNEKAPCTBEHHbLIX CPEACTB

1. B cnyyasix Hegoctato4yHOM 060CHOBAHHOCTM UITM HEMOJTHOThI 3aKITHYEHUST KOMUCCUM
9KCMEPTOB, HanMuMa B HEM MPOTUBOPEYMBLIX LaHHbIX, danbcuukaLmm BbIBOOOB
3KCNEePTU3bl NIEKAPCTBEHHOIO CPEACTBA, COKPbITUS OT YNOHOMOYEHHOro heaepanbHOro
opraHa WCMNOSIHUTENbHOW BNacTW OCHOBaHMW AN OTBOAA 3KCnepTta BCreaCcTBUE ero
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3anHTepeCcoBaHHOCTU B pedylibTaTtax COOTBeTCTBleU.leVI IKCMNepPTU3bl, HANMM4YNA OaHHbIX
O nNpAMom nnBo KOCBEHHOM BMELLATENLCTBE B rnpouecc COOTBeTCTByI-OLI.l,eI7I AKCMepTn3bl
Iy, He ydacTBywuwmnxX B €€ npoeeaeHun, HO OKa3aBLUUX BJIIMAHME Ha Mnpouecc U
pe3yribTaThbl ee nposeaeHnAd, YNOJIHOMOYEHHbIM cbep,epaanblm opraHomMm
NCMNOSTHNTENBHOW BRacTU HasHa4yaeTcs NOBTOPHAaA J3KCrepTun3a J1eKapCTBEHHOIoO
cpencrtea u (VIJ'IM) 3TU4YECKaA SKCNepTun3a.

2. nOBTopHaFI JKCNnepTn3a JiekapCTBeHHOro cpeacrtea nposoanTCA C  ydeToM
pe3yribTaTtoB paHee HpOBe}J,eHHOVI AKCNepTU3bl B CpPOK, yCTaHOBJ'IeHHbIﬁ
YMNOJIHOMOY€EHHbIM cbeuepaanuM opraHom NCMNOSTHUTESTbHOMN BnacTtu 7 HE
I'IpeBbILLIaPOLLI,Mﬁ Tpnauatun pa60l-||/|x OHEen co OHs nony4vyeHuna saKCrnepTHbIM yyYpexgeHnem
3ajaHund Ha rposegeHune I'IOBTOpHOIZ OKCMepPTU3bl NNEKapCTBEHHOIO CpeacTBa.

3. ®dunHaHcoBoe obecneyeHue BbLINOMHEHUS 3adaHusi Ha nposeneHmne I'IOBTOpHOIZ
9KCNepTU3bl NNEKAPCTBEHHOIO CpeacTBa He OCYLLUECTBIIAETCA.

CtaTbs 26. yCKOpeHHaFI npouenypa aKCnepTn3bl NIEKAPCTBEHHbLIX CPEACTB

1. YcKopeHHasi npouedypa 9KCNepTu3bl JIEKAapCTBEHHbIX CPeacTtB B Lensax
rocyfapCTBEHHON  perncTtpaumm neKkapCTBEHHbIX MNpenapatoB MPUMEHSEeTCA B
OTHOLLUEHMM Op(aHHbIX NeKapCTBEHHbIX MpenapaTtoB, MNEpPBbIX TPEX NeKapCTBEHHbIX
npenapaTos, permctpypyemblx B Poccuinickon — degepaumm B KavecTse
BOCMPOM3BEAEHHbIX NIEKAapPCTBEHHbIX NpenapaToB, 04epeaHOCTb KOTOPbIX ONpeaensieTcs
B COOTBETCTBMM C HOMEPOM UM [aTou BXOOALMX 3asBEHUM O rocygapCTBEHHOM
permcTpauum JnekapCcTBEHHbIX MpenapaTtoB B pamkax OLHOro MeXayHapogHOro
HenaTeHTOBaHHOI0 HaMMEHOBaHMWS NIEKApPCTBEHHONO npenapara unu rpynnmpoBOYHOIO
HaMMeHOBaHUS NEeKapCTBEHHOro npenapaTa, JleKkapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro0 NPUMEHEHUS, NpeaHa3HaYeHHbIX AN NeYEeHUs1 JOMALLHUX XXUBOTHBIX,
onpegeneHHblx PegepanbHbIM 3akoHOM OT 27 gekabps 2018 roga N 498-903 "O6
OTBETCTBEHHOM 0OOpalleHUN C XUBOTHbIMM U O BHECEHMU MU3MEHEHUN B OTAESbHbIE
3akoHofaTenbHble akTbl Poccuinckon ®egepaunn”, n 3apermcTpmpoBaHHbIX B KayecTBe
NEKapCTBEHHbLIX npenapatoB Ans MeOULMHCKOrO MPUMEHEHUS, U NeKapCTBEHHbIX
npenaparos, npegHa3Ha4YeHHbIX NCKITIOYNTENBHO ans NpPUMEHEHNS
HeCcoBEepPLUEHHONETHUMM FpaXKgaHamu.

2. YckopeHHasi npouedypa 3KCMepTu3bl JIeKapCTBEHHbIX CPeacTB B Lensx
rocyapCTBEHHOW perucTpaummM nekapcTBEHHbIX MpenapaTtoB He MpUMEHsieTcs B
OTHOLLEHWK:

1) GuoaHanoroBbIx (6UONOAOBHbLIX) NIEKAPCTBEHHbIX NpenapaToB (buoaHanoros);

2) pedepeHTHbIX JEKapCTBEHHbIX MpenapaTtoB (3a MUCKMYEHNEM OpdaHHbIX
NeKkapCTBEHHbIX NpenapaTtos);

3) BOCNPOM3BEAEHHbIX NEKAapPCTBEHHbIX MpenapaToB (3a WCKMNOYEHMEM NepBbIX Tpex
pernctpypyemblx B Poccunckon Pegepaunmm B KayecTBe  BOCMPOM3BELEHHbIX
NEeKapCTBEHHbIX MpenapaToB W feKapCTBEHHbIX nNpenapaTtoB, npeAHa3Ha4YeHHbIX
UCKITIOYUTENBHO AN NPUMEHEHUS HECOBEPLUEHHONETHUMU rpaxkgaHaMu, a Takke
NeKapCTBEHHbIX MpenapaTtoB, NpeAHasHaYeHHbIX ANA fevYeHUs OOMAaLUHUX XUBOTHBbIX,
onpegeneHHbix ®PepepanbHbiM 3akoHoM OT 27 aekabps 2018 roga N 498-03 "O6
OTBETCTBEHHOM OOpalleHUn C XUBOTHbBIMA U O BHECEHUN WU3MEHEHWA B OTAEerSbHble
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3aKkoHogaTernbHble akTbl Poccuinckon ®epgepaumn”, n 3apermcTpmpoBaHHbIX B Ka4ecTBe
NeKapCTBEHHbIX NpenapaToB A1 MeaULMHCKOro NpUMeEHeHNS);

4) HOBbIX KOMOUHALMI 3apPErNCTPUPOBAHHbIX paHee NekapCTBEHHbIX NpernapaTos;

5) JIEKAPCTBEHHbLIX MNpenapaTtoB, 3apermcTpmupoBaHHbIX paHee, HO MNMpoun3BeeHHbIX B
OpYyrnx nexkapCTtBEeHHbIX cbopmax B COOTBETCTBMM C nNepeyvyHeM HaMMeHOBaHUN
JIEKapCTBEHHbIX (bOpM N B HOBOW OO3NPOBKE;

6) nekapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOrO MPUMEHEHUs!, rocyaapCTBEHHAs
perucTpaumsi KOTopbiX OTMEHEHa, NpU UX PerncTpauum B KayecTBe JeKapCTBEHHbIX
npenapaToB AN BETEPUHAPHOro NPpUMEHEHMUS.

3. YckopeHHasi npoueaypa 3KCnepTu3bl JEKApCTBEHHbIX CPeACTB MNPOBOAUTCA MO
peLLeHNIo COOTBETCTBYIOLLEIO YNOSTHOMOYEHHOTO denepanbHoro opraHa
WCMOMNHUTENbHOM BIacTU Ha OCHOBaHUW 3asBMNEHUs 3asABUTENA B CPOK, He
npeBbIlLaoLWMIA BOCbMUAECATN pabounx AHel. [pu aTOM 3KcnepTM3a OOKYMEHTOB,
cofepXallmxcsa B permcTpaumoHHOM JOCbe Ha NeKapCTBEHHbI npenapaT, NPOBOAUTCS B
CPOK, He NpeBbIWaloLWmnin AecAaTn pabo4mnx AHen, sKcrnepTn3a KayecTBa JleKapCTBEHHOIO
cpeacTBa M 3KCMepTM3a OTHOLLUEHWUS OXMOAEMOMW MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs NeKapCTBEHHOro npenapata MPOBOAATCA B CPOK, He MpeBblllaloLwuin
LecTnaecaTn paboumx aHen.

3.1. B oTHOLWEHUN OpdhaHHbIX SleKapCTBEHHbLIX NpenapaTtoB MOryT 6bITb NpeacTaBfieHbl
pesynbTaTbl AOKMUHUYECKMX UCCEAOBaHUN NEKAapCTBEHHbIX CPEeACTB U KITMHUYECKUX
nccrnegoBaHUM  NEKAPCTBEHHbIX MpenapaTtoB  ANs  MEAUMUMHCKOro  MNPUMEHEHUS,
BbINOMHEHHbIX 3a npegenamu Poccurickon degepauum B COOTBETCTBMM C NpaBunamm
Hagnexawen nabopaTopHOM MPaKTUKM W MNpaBunaMn Haanexawen KIMHUYECKon
NPaKTUKN.

4. YckopeHHas npouenypa 3KkcnepTuabl fekapCTBEHHbIX CPeACTB MPOBOANTCA B NOPSAAKe,
yCTaHOBMEHHOM cTaTbamu 17 - 20, 23 n 24 HacTosiwero denepanbHOro 3akoHa, U He
O3HayaeT CHwkxeHus TpeboBaHmn K 6e3onacHOCTU, KavecTBy M 3PPEKTUBHOCTU
neKapCTBEHHbIX Npenaparos.

Crtatbs 27. PeweHune o rocygapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara

1. B cpok, He npeBbiWarWwmi gecatTn paboumx AHEN CO AHSA MOSyYeHUs1 3aKNYeHUN
KOMMUCCUM 3KCMEepPTOB MO pe3ynbTaTtaM 3KCNepTu3bl Ka4ecTBa NIeKapCTBEHHOIO CpeacTBa
N 3KCNepTu3bl OTHOLLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
nekapCTBEHHOro npenapaTa, COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIN dbefepanbHbI OpraH
NCNOJSTHUTENbHOW BNACTH:

1) pasmewaeT Ha cBoeM oduumanbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYHOLLME
3aKNIOYEHNST KOMUCCUN IKCMEPTOB WM OCYLLECTBRSET WX OUEHKY ANnd onpeaeneHus
COOTBETCTBUA 3aaHNI0 Ha NPOBeAEHNE 3TUX IKCNEPTUS;

2) NpUHMMAET peLLeHne O rocyaapCTBEHHOW perncTpaunm nekapcTBEHHOro npenapara
nUnn o6 oTkase B rocyapCTBEHHON perncTpaLumn nekapcTBeHHOro npenapara;

3) BHOCUT NMpW MPUHSATUN PELUEHUS O FOCYAapPCTBEHHOW perncTpaumm riekapCTBEHHOro
npenapaTa AaHHble O 3aperMcTpMpoBaHHOM feKapCTBEHHOM npenapare, B TOM Yucre o
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dhapmaueBTU4eckon cybcTaHUMW, BXOASLLEN B COCTaB fleKapCTBEHHOro npenapara, B
rocyAapCTBEHHbIN  peecTp JleKapCTBEHHbIX CpeacTB UM BblAaeT  3asABUTENO
perncTpaumMoHHoe YAOOCTOBEPEHWEe reKapCTBEHHOro rnpenapaTa, ¢gopma KoToporo
yTBEPXAAeTCca YNONHOMOYEHHbIM bedeparnbHbIM OpraHoOM WCMOSTHUTENbHOW BMNacTw,
corrnacoBaHHble HOPMAaTUBHYIO OOKYMEHTaLUMIO, HOPMaTUBHbBIA OOKYMEHT, WMHCTPYKLNIO
Nno MNPUMEHEHW0 FeKapCTBEHHOro npenapata M MakeTbl MEepBUYHOM YNaKOBKM U
BTOPUYHON  (MOTPEeOMTENbCKOW)  YMakoBKM C  yKasaHMEeM Ha HUX  Homepa
perncTpaumMoHHOro yAOCTOBEPEHUs NeKapCTBEHHOro nmnpenapata W gaTtbl  ero
rocy4apCTBEHHOW perucTpauMm wWnu B Cryyae MnpUHATUA pelleHuss ob oTkase B
rocyapCTBEHHOW pernctpaumnm nekapCcTBEHHOro npenapaTa yseaomsrisieT B MMCbMEHHOM
dopme 3aaBuTEnss 0O ISTOM C yKasaHMeM nNpUYMH Takoro oOTkasa. 3a Bblgady
permcTpaumMoHHOro  yAOCTOBEPEHUs  NeKapCTBEHHOro  npenapata  B3vMMaeTcs
rocygapCcTBeHHasi nowMHa B COOTBETCTBUM C 3akoHopaTtenbcTBoM Poccuiickon
depepaunn o Hanorax n cbopax.

2. OcHoBaHMeM [Onsi OTKasa B TrOCyOQapCTBEHHOW perucrtpauuv nekapCTBEHHOro
npenapaTa ans MeauLUHCKOro NPUMEHEHNs SBMSIETCS 3aKMOYEHNe COOTBETCTBYIOLLENO
YNONHOMOYEHHOro dheiepanbHOro opraHa UCNONHUTENbHOW BNacTh O TOM, YTO Ka4ecTBO
n  (unn) 3MddEKTUBHOCTL PErMCTPMPYEMOro JeKapCTBEHHOro npenapata Ans
MEONLIMHCKOrO NMPUMEHEHUS He NoATBEePXKAEHbI MONYyYEeHHbIMU OAHHBIMU UITN YTO PUCK
NPpUYNHEHMA Bpeda 3[0POBbI0 YerioBeKka BCNeACTBME npuemMa NekapCTBEHHOro
npenapata Ansg MeAWLMHCKOrO MNPUMEHEHUs npeBbiaeT 9ddEKTUBHOCTbL €ro
NPUMEHEHMUS.

3. lloBTOpHOE npeacTaBfieHne B COOTBETCTBYIOLMI YNONMHOMOYEHHbIM beaepanbHbIn
opraH WUCMOMHUTENBHOW BRacTU fIEKapCTBEHHOro npenapara, B OTHOLUEHUN KOTOPOro
noslydyeH OTKkas B roCy4apCTBEHHOW perMcTpauumn u KoTopbii BNOCNeACTBMM NOABEPrcs
M3MEHEHNIO B YaCTU €ro cocTaBa, paccmaTpuBaeTCsl Kak npencTtaBfeHne HOBOro
NIeKapCTBEHHOrO npenapaTta Ha ero rocyaapCTBEHHYK pernctpaumio Hes3aBMCUMO OT
COXpPaHEeHMs1 ero NepBMYHOro HaMMeHOBaHUS.

4. Tpu npepnoctaBneHMM 3asiBUTENIEM B COCTaBe PErncTpauuMoHHOro [JoCbe Ha
NEeKapCTBEHHbIN npenapat Ans BETEPMHAPHOrO MPUMEHEHUSI KOMUM  peLleHus
YNOSTHOMOYEHHOIo doefepanbHOro opraHa MCMNOMHUTENbHOW BlacTM O MpoBeaeHUN
WMHCNEKTUPOBaHMSA NPON3BOANTENS NEKAPCTBEHHbLIX CPEACTB CPOK NMPUHATUS PeLUEeHUs O
rocyAapCTBEHHOW pernctpauum InekapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHNs NPUOCTaHaBNMBAETCS CO AHS NOSyYeHUs 3aKNOYEeHWI, YKasaHHbIX B 4acTu
1 HacTodWwen cTtatbil, OO OHS NPUHATUS YNONMHOMOYEHHbIM dedeparnbHbIM OpraHoM
NCNOSTHUTENbHON BNacTU peLleHns O Bblgaye unm ob oTkase B Bblgayve 3akilYeHUs o
COOTBETCTBUM MNPOM3BOAMTENS NeKapCTBEHHbIX CPeAcTB TpeboBaHusM npaBuil
Hagnexawen Npou3BOACTBEHHOW MpakTUKM, HO He Gonee 4em Ha CTO BOCEMbOECAT
paboumnx gHen.

5. OcHoBaHvMeM [Ansi OTKasa B TrOCyOapCTBEHHOW perncrpauuyM nekapCTBEHHOro
npenapaTta Aansi BETepUHapHOro NpMMEHeHUs ABNSIeTCS 3aktoyeHne YyrnorHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENbHOM BRAAcTU O TOM, YTO KayecTBO W (Mnn)
3(PHEKTUBHOCTb PErMCTPUPYEMOrO FleKapCTBEHHOrO Npenaparta A BeTepuMHapHOro
NPUMEHEHUSI He NOATBEPXKAEHbl MONYyYEeHHbIMU AAHHLIMUA UMM YTO PUCK MPUYMHEHUS
Bpeaa 340pOBbI KMBOTHOFO BCReACTBME Mpuema NekapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO MNPUMEHEHUs1 MpeBbIlaeT 3PPEKTUBHOCTb €ro MPUMEHEHUs, OTKa3
YNONHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOW BrnacTu B Bblgade
3aKIYEeHNss 0 COOTBETCTBMU MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM


https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000370
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000370

npaBus Hagnexawen I'IpOI/I3BOﬂ,CTBeHHOIZ NPakTuKn AOn4d Kaxkaom I'IpOI/I3BO£I,CTBeHHOI7I
nnowankn permcTtpupyemMmoro rnekapcrtBeHHOro npenapara ngrld BeTepUuHapHOro
npumeHeHnda B Clrlyyvae, eCciim TMnpom3BoACTBO JIEKapCTBEHHOrNo npenapata Ond
BETEPUHAPHOIO NpUMeHeHNA OCYLLECTBIIAETCA 3a rnpeneriamMmm Poccuickon d>e,qepau,|/|v|,
UM OTCYTCTBUE TAKOro 3aKr4eHu.

CtaTtbsa 27.1. B3anmo3zaMeHs1eMOCTb JIEKAPCTBEHHbLIX npernapaTtoB Ajld4 MeauuunHCKOro
npUMeHeHnaA

1. Bsanmo3amMeHAeMOCTb NIeKapCTBEHHbIX NpenapaToB Ans MeauLUHCKOro NpuMeHeHs
onpegensieTcs ynosIHOMOYeHHbIM hefepanbHbiM OpraHOM MCMOSTHUTENBHOW BRacTH,
OCYLLECTBNAKLWMM rOCyJapCTBEHHYIO pernctpauuio NekapCTBEHHbIX MnpenapaTtoB ANs
MEOVLMHCKOrO NPUMEHEHUS, B pamMKax OOHOro MeXayHapoOHOro HernaTteHTOBaHHOro
(MnNn xMMmn4yeckoro, MU rPyNNMPOBOYHOIO) HaUMEHOBAHWA Ha OCHOBE 3aKMtoYeHUs
KOMUCCUM  3KCMEepPTOB  3KCMEPTHOro  yypexgeHna o  B3auMO3aMeEHAEeMOCTU
nekapCTBEHHOro npenapaTta Ans MeauUUMHCKOro MpUMEHEHuss nNnbo o ToM, 4TO
nekapCTBEHHbIN  npenapat A MeaUUMHCKOrO  MNPUMEHEHUs1 He  SIBMSIeTCS
B3anmMo3ameHseMbIM. [lopsagok onpeneneHns B3auMMo3aMeHSEMOCTU NEKapCTBEHHbIX
npenapaTtoB AN MeOUUMHCKOrOo MNPUMEHEHUST M (opmMa 3akflYeHUs KOMUCCUK
3KCMEPTOB 3IKCMEPTHONO y4ypexaeHna o B3anMMO3aMEHAEeMOCTU JIeKapCTBEHHbIX
npenapaToB A1 MEOULIMHCKOro NpMMEHEHNS MO0 O TOM, YTO NEeKapCTBEHHbIN npenapaTt
AN MeULUMHCKOro NpUMMEHEeHNs He ABNAeTCH B3anMo3aMeHAeMbIM, YCTaHaBNNMBaKTCS
MpaBuTtenbcTBoM Poccurckon ®eaepaumn.

2. Komuccuss  SKCNepTOB  SKCMEPTHOro  yypexaeHuss [OaeT  3akfiovyeHne o
B3aMMO3aMEHSIEMOCTM JEeKapCTBEHHOrO npenapaTta afs MeauLUHCKOro NpUMeHeHMUs
nMbo O TOM, YTO JleKapCTBEHHbI npenapaT Ans MeAUMUMHCKOrO MPUMEHEHUs He
ABNSETCS B3anMMO3aMeHSIEMbIM, HA OCHOBaHUN CreayoLWmX KpUTepUeB (XapakTepUCTUK):

1) 9KBMBaNEHTHOCTb (ANnsa 6ruoaHanoroBbix (6Monogo0HbIX) NEKAPCTBEHHbIX NpenapaToB
(bnoaHanoroB) - CONOCTaBMMOCTb) KA4E€CTBEHHbIX U KOSIMYECTBEHHbLIX XapakTepPUCTUK
hapmaLeBTUYECKUX CYyOCTaHUUN UK CONOCTaBUMOCTb aHTUITEHHOrO COCTaBa BaKLMH.
Mcnonb3oBaHue pasnnyHbIX conen, 3anpoB, KOMMNIEKCOB, N30OMEPOB, KPUCTaNIMYEeCKNX
hopM 1 OpYrnxX NPOU3BOAHbBIX OAHOMO U TOrO Xe AeCTBYIOLLEro BeLecTBa He ABNsSeTCH
npensaTcTBMEM AN onpedeneHns B3anMo3aMeHSIeMOCTU NeKapCTBEHHbIX NpenapaTtos,
ecnn npuv NpoBedeHuMM UCCrefoBaHUs OGUOSKBMBANEHTHOCTUM  FIEKapCTBEHHOMO
npenaparta unvM uccrnefoBaHUA TepaneBTUYECKOW IKBMBANEHTHOCTM JieKapCTBEHHOro
npenapara JoKa3aHO OTCYTCTBUE KITMHUYECKM 3HAYUMbIX pasnnymim dhapMakoKUHETUKN U
(nnun) adbdbekTMBHOCTM N BE30NacHOCTM NIeKapCTBEHHOIO Npenapara Anst MeguUMHCKOro
NPUMEHeHUs;

2) 9KBMBAIEHTHOCTb NnekapcTBeHHOW opMmbl. 104 3KBUMBANEHTHLIMU JIEKAPCTBEHHbLIMMN
dopmMamMM MOHMMAKOTCA pasHble JieKapCTBEHHble (OPMbl, MMeEKLMEe OOUHAKOBbIE
cnocob BBegeHMss u  crnocob6 nNpumeHeHusi, obnagakowme  ConocTaBUMbIMU
rapMaKOKMHETUYECKMMN XapaKTepuUCcTkamn n ¢apMakoiormyeckum OencTBueM Wu
obecneunBarolime Takke [LOCTUXKEHWE HeobXooMMOro KIMHUYecKoro addekra.
Pasnuuns nekapcTBeHHbIX OPM He SABNATCA MPenAaTcTBMEM ANA onpeneneHus
B3aMMO3aMEHAEMOCTM  JIeKapCTBEHHbIX MpenapaToB, ecnu npu  nposBedeHuun
nccnepoBaHna GMO3KBMBANEHTHOCTM NEKAPCTBEHHOrO npenapata Unn uccnegoBaHus
TepaneBTUYECKOW 3KBMBANEHTHOCTU JIEKAapCTBEHHOrO npenapara JoKka3aHO OTCYyTCTBMe
KIMUHUYECKM 3HAYMMbIX pPasnuuun  apmMakokMHETMKU u  (unu) 3dpekTMBHOCTN 1
6e30nacHOCTM NekapCTBEHHOro nNpenapara Ans MeanuUUHCKOro NPUMEHEHNS;



3) 9KBMBANEHTHOCTb WSIM COMOCTaBMMOCTb COCTaBa BCMOMOraTesibHbIX BeLlecTB
nekapCTBEHHOro npenapata gns MeauuuHCKOro npumeHeHud. Pasnuuus coctaBa
BCNoMoraTesibHbIX BELLECTB JIeKapCTBEHHOro npenapara He ABNAITCHA NpensaTcTBUEM
Ana onpegeneHns B3aMMO3aMEHAEMOCTU JleKapCTBEHHbIX MnpenapaTtoB, €cnu npu
npoBeaeHnn wmccrnenoBaHusi OMO3KBMBANEHTHOCTU FfEKapCTBEHHOro npenaparta unu
nccrnegoBaHna  TepaneBTUYECKOW 3KBUBASNIEHTHOCTU  JleKapCTBEHHOro npenapara
A0oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYMMBbIX pPasnivyum dapMakoKMHETUKN U (1nn)
apPEeKTUBHOCTM M 0e30MacHOCTU feKapCTBEHHOro npenaparta And MeguUMHCKOro
npuMeHeHus. MNpu HaNMYMK KITIMHUYECKU 3HAYUMbIX Pa3nnymi goapMakoKMHETUKN 1 (UNn)
3PPEeKTUBHOCTM M 0e30MacHOCTU feKapCTBEHHOro npenaparta And MeguMUMHCKOro
NPUMEHEHNSA B3aMMO3aMEHAEMOCTb onpeaendeTcsa C YKasaHMeM Ha WCKIYeHue
OTAENbHbIX rPYMM NauneHToB;

4) naeHTUYHOCTb cnocoba BBeaeHUS 1 cnocoba NpuMeHeHus;

5) cooTBeTCcTBME NpOM3BOAUTENS FIEKAPCTBEHHOro cpeAactBa TpeboBaHMsIM MNpaBun
Hagnexawen Npon3BoOACTBEHHOW MPAKTUKN.

3. Onpe,u,eneHme B3anMMO3aMeHAEeMOCTH BOCMnpon3BedeHHbIX JIEKapPCTBEHHbLIX
npenaparos Ana MeOAUUMHCKOro npuMeHEeHNA, YKa3aHHbIX B 4acTu 10 cratbu
18 HacTosdLwero dJep,epaanoro 3aKoHa, OCyLleCTBIAETCA 6e3 HeobxogumocTun
AokasaTenbcTBa X BMO3KBMBANEHTHOCTMW.

4. OcobeHHOCTM onpeaeneHns B3aMmMo3aMeHAEMOCTM BMONOrMYecKnx NeKapcTBEHHbIX
npenapatoB, KOMOMHWPOBAHHbLIX  NEKapCTBEHHbIX  MpenapaTtoB  (cogepalumx
KomMOunHauuio aByx 1 6bonee AeNCTBYIOLNX BELLECTB), TEKAPCTBEHHbIX NpenapaToB Afis
napeHTepanbHOro MUTaHUs U HEAO03UPOBAHHLIX  JIEKAPCTBEHHbLIX MNpenapaTos
ycTaHaBnmBatoTcs [pasutensctsom Poccurickon ®egepaumn.

5. OnpegeneHve B3aMMO3aMEHSEMOCTM He OCYLLIECTBNAETCA B  OTHOLUEHWM
NEeKapCTBEHHbIX pPacTUTeNbHbIX MpenapaToB, T[OMEeOoNaTUYeCcKUX JEeKapCTBEHHbIX
npenaparos.

6. dopMupoBaHME MNEpPeYHss B3aMMO3aMEeHSIeMbIX NeKapCTBEHHbIX NpenapaTtoB Ans
MENLIMHCKOrO NPUMEHEHUS! OCYLLLECTBIISIETCSA KCMEPTHBLIM YYpEXAEHNEM NOCPEACTBOM
06 beanHEHUS1 NeKapCTBEHHbIX NpenapaToB B OTAENbHbIE FPYNMbl, B KAXAO0N N3 KOTOPbIX
neKkapcTBEHHbIe NpenapaThl SBNSTCA B3aMO3aMeHSIEMbIMM.

7. B cnyyae BKMOYEHUS B UHCTPYKLMIO MO MEAULIMHCKOMY NPUMEHEHMIO NIEKapCTBEHHOMO
npenapaTta Ha OCHOBaHWM pPe3ynbTaTOB COOTBETCTBYIOLUUX MCCIEAOBaHMI NOKa3aHUM
ANst MPUMEHEHUs, KOTOopble OTMMYalTCA OT MoKasaHWi ANs NPUMEHEHUsT ApYrnx
NeKapCTBEHHbIX MpenapatoB M3 TIPynnbl  B3aMMO3aMeHsIeMbIX  JleKapCTBEHHbIX
npenapaToB, B MepeyHe B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MpenapaTtoB Ans
MeANLIMHCKOro NpUMEeHeHUsl AoMKHa ObITb yKa3aHa COOTBETCTBYOLLAs MHpopmaums.

8. lNepeyeHb B3anMmMo3aMeHSIEMbIX NEKApPCTBEHHbIX MNpenapaToB And MeOULMHCKOro
NpUMeHeHns pasmeLllaeTcs YNOMHOMOYEHHbIM dheneparnbHbIM OpraHom
WCMONHUTENbHOM  BracTW, OCYLECTBMAAWNM  FOCYyOapCTBEHHYKD  perncrpauuto
NeKapCTBEHHbIX NpenapaToB A1 MeaULMHCKOro NpUMeHeHUs!, Ha CBoeM odomumnaribHOM
cante B cetn "WHTepHeT". WHdopmauusa B nepeyHe B3aMMO3aMeHSIEMbIX
NeKkapCTBEHHbIX NpenapaTtoB 415 MEAULMHCKOrO NPUMEHEHNsT OOHOBMAETCS YKa3aHHbIM
denepanbHbIM opraHom NCMONHUTESTbHON BnacTtu C  ydeTOMm HOBbIX
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3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX MpernapaTtoB AJl1d MeanUumMHCKOro npuMeHeHuna n
BHECEHHbIX U3MEHEHU B OOKYMEHTbI, codepxawnmeca B permctpaunoOHHbIX OOCbE Ha
3aperncTtpupoBaHHble NieKapCTBEHHbIE MNMpenapartbl And MeanumMHCKOro rnipyumMmeHeHns.

9. lMopsagok wucnonb3oBaHMsa WMHGOPMaUMM O B3aUMO3aMEHSIEMbIX JeKapCTBEHHbIX
npenapaTtax ans MeauuMHCKOro MNPUMEHEHUS U MNOPSAOK Aadn pPasbsCHEHUM Mo
BOMpPOCaM B3aMMO3aMEHAEMOCTM JIEKapCTBEHHbIX MpenapaTtoB AN MeAULUMHCKOro
npuMeHeHns yctaHasnusatoTcs NpasutensctBoM Poccuickon degepaumu.

CrtaTtbs 28. PeructpauynoHHoe yooCcToBepeHme nekapcTBEHHOro npenapara

1. PernctpaumoHHoe yOoCTOBEpeHue nekapCTBEHHOro npenapata C  yKasaHuem
NeKapCTBEHHbIX (OpM U OO3MPOBOK BblgaeTca 6eCcCpoyHOo, 3a UCKIYEHUeM
perncTpaumMoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOro rnpenapaTa, BblaBaemoro co
CPOKOM AeNCTBUSA MATb NIeT, Ha BnepBble pernctpupyembole B Poccunckon depepauunm
rnekapCTBeHHbIe npenaparhbl.

2. Mo ncreveHnn ykazaHHoro B 4actu 1 HacTosLEN CTaTbM CPOKa BblgaeTcsa beccpoyHoe
perucTpauuoHHoe YyOOCTOBEpeHWe JeKapCTBEHHOrO npenapata npuv  ycnosuu
NoATBEPXOEHUS ero rocyapCTBEHHOM perucrpaumn.

3. B cnyyae BHeceHus B cooTBeTCcTBUMM €O cTathamu 30 n 31 HacToswero degepanbHoro
3aKOHa M3MEHEHUW B  COoAepxalmecd B PerucTtpaumoHHOM  OOCbe  Ha
3aperncTpuMpoOBaHHbIM  NEKaApCTBEHHbLIM  NpenapaTt  OOKYMEHTbl, 3aTparnBaroLnx
CBeAEHUsl, OTpPaXKeHHble B PErmcTpaumoHHOM YAOCTOBEPEHUM FNeKapCTBEHHOro
npenapaTta, YrnofHOMOYEHHbIN ddefeparnbHbIi OpraH UCMONHUTENbLHOW BlacTu BbloaeT
HOBOE perncTpauMoHHOE YOOCTOBEPEHME NEKapCTBEHHOro npenapara, cogepxallee
BHECEHHbIE B HEMO U3MEHEHUS.

4. B cnyyae yTpatbl WNU MNOBPEXAEHUS PEerncTpaumMoHHOro  yOoOCTOBEpEeHUs
NeKkapCTBEHHOro npenaparta no 3asBfeHW0 B MUCbMEHHOW opMe aepxaTtens unu
Bnagenbua pernctpaumMoHHOro YAOCTOBEPEHUA NeKapCTBEHHOro npenapara unu
YMOSTHOMOYEHHOTO UMW [pYroro lopyauMyeckoro nuvua o Bbigade gybnuvkarta
perncTpaumMoHHOro y4OCTOBEPEHUSA JieKapCTBEHHOro npenapata  YnosIHOMOYEHHbIN
doefepanbHbI OpraH MCNOMHUTENbLHOW BIlaCTU B CPOK, HE MpeBblAoWMA OeCATH
pabounx gHen co AHA MOCTYNNeHus 3aaBneHus, BbliaaeT oybnukat perMcTpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapara. 3a Bblgady aybnvkaTta permctpayunoHHOro
yOOCTOBEPEHNS NeKapCTBEHHOroO npenapaTa B3MMaeTCsa rocyJapCTBEHHAs MOLWSMHA B
COOTBETCTBUM C 3akoHOAaTenbcTBOM Poccuiickon ®epepaunmn o Hanorax un cbopax.

Ctatbsa 29. [loaTtBepXaeHuWe rocydapCTBEHHOM perucTpauum  feKapCTBEHHOrO
npenapara

1. TlNoaTtBepXxgeHwe rocynapCTBEHHOW perncTpaumm JiekapCTBEHHOro rnpenapata
OCyLLeCcTBNAeTcAa npu Bblgadye OBECCPOYHOro pPerncTpauLmoHHOro yaOCTOBEpPEHUS
neKapCTBEHHOro rnpenapaTta B Crlyydae, YKasaHHOM B 4actu 2 ctatbu 28 HaCTosWero
degepanbHOro 3akoHa, B CPOK, HE MPEBbLILALLNA LIECTUOECATN paboymnx HEN CO OHS
noslyYyeHns  COOTBETCTBYIOLWMUM  YNOSIHOMOYEHHbIM  doefeparibHbiM  OpraHom
NCMONHUTENbHOM BMacTu 3asaBreHnsa 0 NOATBEPXOEeHUM rocyAapCTBEHHOM perncrpaumnm
nekapcTBeHHOro npenaparta. He ocyuwlectBnaeTcsa noaTBepXgeHue rocyaapcTBeHHOM
peructpauum B OTHOLUEHUM JIeKapCTBEHHOro rnpenapara, He HaxoauBLUerocs B
obpaweHnn B Poccunckon dPepepauum B TeveHne Tpex u bonee neTt, a Takke B
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OTHOLWLEeHUN nekapCcTBeHHOro cpencrtea, npon3seneHHOro ¢ HapyweHunem Tpe6OBaHI/IFI,
YCTaHOBJ1IEHHOIO 4YacTbio 3.7 ctatbu 71 HacTosLEero Cbep,epaanoro 3aKOHa.

2. 3asBneHue o noareepxgeHunn rocyp,apCTBeHHoﬁ perncTtpaunn rnekapcrseHHOro
npenapara ana MeauumHCKOro rnpuMeHeHuna rnpeancrtaBiiAeTca B COOTBGTCTBWOLLI,VIVI
yﬂOﬂHOMOLIeHHbIVI cbeuepaanbuZ opraH NCMNOMNHUTENBbHOM BflIaCTU He paHee 4em 3a CTO
BOCEMbAECAT AHEN OO0 UCTEeYeHuUs CpOKa AencTeus perncTtpaumMoHHOro ygoctosepeHud
JIEKapPCTBEHHOIO npenaparta and MmegmunHCKoro npuMeHeHu4.

2.1. 3asBneHne O NOATBEPXOAEHUN TOCYOAPCTBEHHOW perucrpauumn nekapcTBeHHOro
npenapaTta A5 BETEPUHAPHOro MpPUMEHEHUs MnpeacTaBnseTcs B COOTBETCTBYHOLLNNA
YNOSTHOMOYEHHbIN dhefepanbHbli OpraH UCNOSTHUTENBHOW BIaCTU HE paHee YeM 3a CTo
BOCEMbAECAT AHEN OO UCTEYEHUS] CPOKa OENCTBUS PEruMcTpaumoOHHOro yAOCTOBEPEHUS
niekapCTBEHHOro npenapara Af1s BeTepUHapHOro NpMMeEHeHus U He No34Hee OKOHYaHUS
CpokKa ero 4encTBuSI.

3. [llogTBepxaeHne rocyaapCTBEHHOM pernctpauumn nekapcTBEHHOro npenapata
OCYyLLEeCTBNSAETCS Mo pes3ynbTaTaM 39KCNepTU3bl OTHOLLIEHUS OXMAAEMOW MNOfb3bl K
BO3MOXXHOMY PUCKY TMPUMEHEHUS1 JlIeKapCTBEHHOro npenapata Ha OCHOBaHWUK
pes3ynbTatoB  MOHWUTOPUHra 3PPEKTUBHOCTM U BE30MacHOCTU  NIeKapCTBEHHOIO
npenapaTta, npPoOBOAMMOro AepXaTenem Wnuv Bnagenbuem  permcTpaunmoHHOro
yOOCTOBEPEHNSA NEKAPCTBEHHOO nNpenapara Sinbo ynonHOMOYEHHbBIM UMW KOPUONYECKUM
nMUOM, a TakKkKe COOTBETCTBYIOLWMUM YMNONIHOMOYEHHbIM efepanbHbiM  OpraHoM
NCMOSTHNTENBbHOW BMacTM B COOTBETCTBMM C TpeboBaHusMU cTatby 64 HaACTOALLEro
depnepanbHOro 3akoHa.

4. K 3aaBneHnio 0 NOATBEPXOEeHUN rocyfapCTBEHHOW perucrpaunmn NekapcTBEeHHOro
npenapaTa ans MeauuMHCKOro NpUMEHEeHUs npunaratTcs:

1) [OOKYMEeHTbl, coaepxawme pesynbTatbl MOHUTOPUHra 3dEKTUBHOCTU U
GesonacHOCTM fiekapCTBEHHOro npenapata And  MeAWUUHCKOro  MpUMEHEeHUs,
NpoBeAEeHHOro AepxaTtenem wnu BriagenbLeM pernctpaumMoHHOro YyAoCTOBEPEHUS
nekapcTBEHHOro npenaparta Ans MeuUMHCKOro NpuMeHeHUs Mo yNosIHOMOYEHHbIM
UM OPUONYECKNM NULIOM, MO bopMe, YTBEPXKOEHHON YNONMHOMOYEHHbIM heeparnbHbIM
OpraHoM MCMOMHUTENBHOW BriacTy;

2) cBefeHna O gaTe NpenocTaBfeHus U permcTpaumoHHOM HOMEpPE MULEH3NUN Ha
NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUS O [aTe npenocTaBneHust u
pPerncTpaumMoHHOM  HOMeEpe  3aKM4YeHWMss O  COOTBETCTBMM  NPOM3BOAUTENS
NEKapCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBwuSl Hagnexawen npou3BoaCTBEHHOM
NPaKTUKN, npegocTaBneHHbIX YNONTHOMOYEHHbIM deaeparnbHbIM opraHom
NCMOMNHUTENBbHOM BNacT B OTHOLLEHMM NPON3BOACTBEHHOW NIIOLWAAKN NTEKAPCTBEHHOIO
npenapaTta Aans MeaguLMHCKOro NpUMEHEHUS, rocyaapCTBEHHAs! PeErncTpaumss KOToporo
noaTBepXdaeTcs B Criyvyae, ecnu NpOM3BOACTBO JIEKAPCTBEHHOro npenapara ans
MeOULIMHCKOro NpuMeHeHns ocyluectendaeTca B Poccuinckon ®egepaunu;

3) konusi nNpenoCcTaBrieHHOW YMOMHOMOYEHHbIM OpraHOM CTpaHbl MPOM3BOAUTENS
NUUEH3MN Ha NPOM3BOACTBO JIEeKApCTBEHHOro npenapata  Ans  MegULMHCKOro
NPUMEHEHUS1 N ee NepeBof Ha PYCCKUI A3blK, 3aBEPEHHble B YCTAHOBIIEHHOM Mnopsiake,
a TaKke Konus 3akitoYeHMsi O COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB
TpeboBaHMAM nNpaBUN  Haanexallen MpPoU3BOACTBEHHON MNPaKTUKW, BblAAHHOMO
YNONMHOMOYEHHbIM hefeparnbHbiM OpPraHOM WCMOMHUTENbHOM BRiacT B OTHOLLUEHWUU
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NPOM3BOACTBEHHOM NNOWAAKNM JIeKapCTBEHHOro npenapata nna  MeguuMHCKOro
NPUMEHEHNSA, roCcyaapCTBEHHasl pernctpaums KoToporo noarBepxaaeTcs, UM Konus
peweHns yrnorHOMOYEHHOro defepansbHOro opraHa MWCNoSIHATENBHOW BRactu o
npoBefeHNN MHCMNEKTUPOBAHNA NPOU3BOAUTENSA NEeKapCTBEHHbIX CPeACcTB B Cryvae,
€CnM Npou3BOACTBO JEKAPCTBEHHOrO npenapata ana MeOuUMHCKOro npUMEHEHUsN
ocywecTBngaeTcs 3a npegenamu Poccunckon denepaunu.

4.1. B OTHOWEHUMN BMONOrMYeCcKmnx JIEKapPCTBEHHbIX MpenapatoB And MegunumHCKOro
npuMEeHeHnA 3adBUTENb AOMOJIHUTESNIbHO npeacTaBiideT pe3dysibTaTbl MeporlpVIFITVIVI,
npeayCcMOTpPEeHHbIX MJ1IaHOM ynpaslieHNA pUCKaMu, yTBepXAEHHbIM YNOJIHOMOYEHHbIM
cbep,epaanblm OopraHom NCMNOSTHUTESTbHOM BnacTtun npu ocyulecCTBliEeHNN
FOCWJ,apCTBeHHOIZ perncTtpaunnm nekapcrtBeHHOro npenapata anlna MeamunHCKoro
NMPUMEeHeHNns.

4.2. K 3a9BneHnio 0 NogTBEPXKOAEHUN rOCYyAapCTBEHHOM permcTpauumn nekapcTBeHHOro
npenapaTta Ang BETEPMHAPHOrO NMpUMMEHEeHUs NpunaraTca OOKYMEHTbI, cogepXalume
pesynbTtatbl MOHUTOPUHra 3aEeKTMBHOCTM KU  Be30nMacHOCTU  NeKapCTBEHHOro
npenapata Ans BETEPUHAPHOrO MPUMEHEHUS, MPOBOAMMOrO AepXxaTtenem wunm
BfliagernbLeM perncTpaumMoHHOro yOOCTOBEPEHUS JlieKapCTBEHHOro npenaparta nng
BETEPUHAPHOIro NPUMEHEHNA NMBO YNONTHOMOYEHHBIM MM OPUOMYECKUM FULOM, MO
dopme, YTBEPXKAEHHON YMNOSTHOMOYEHHbIM (hbeaepanbHbiM OpPraHOM MCMOSTHUTENBHOM
BNacTn, U AOKYMEHTbl, yKa3aHHble B nyHkTtax 1, 2 - 2.2, nognyHkrax "a", "6", "k", "n"
nyHkta 4 vactu 3 crtatbk 17 HacTosiwero ®denepanbHOro 3akoHa. B oTHoweHun
UMMYHOBUNONOrMYECKNX NIEKAaPCTBEHHbIX NpenapaToB ANA BETEPUHAPHOIO NPUMEHEHUS
He NpeacTaBnAlTCA CBeAEeHUs, YKasaHHble B noanyHkre "k" nyHkra 4 4yactm 3 craTtby
17 HacTosiwero degepanbHOro 3akoHa. B oTHOLEHUM nekapCTBEHHbIX NpenapaToB A4S
BETEPUHAPHOIO MPUMEHEHUS, TMONYYEHHbIX C TMPUMEHEHUEM TE€HHO-UHXEHEPHO-
MOANULMPOBAHHbBIX OPraHM3MOB NN COAEPXKALLUUX Takne opraHn3mbl, JOMNONHUTENBLHO
npeacTaBnATCA CBedeHUs, yKasaHHble B NyHkTe 13 yactu 3 craTtbu 17 HacToswero

denepanbHOro 3akoHa.

4.3. 3agButenb BrpaBe MNpeacTaBUTb C  3asBIEHMEM O  MOATBEPXKAEHUN
rocygapCTBEHHON perucTpauum fneKapCTBEHHOro npenaparta  Konui  AOKyMEHTa,
noagTBepXxgawLwero ynnaty rocygapCTBEHHOW  MOLWMMHBbI 3@  NOATBEPXAEHUe
rocygapCTBEHHOW perncrpaumm nekapCTBEHHOro npenaparta, a Takke BblgaBaeMble
(NnpepoctaBnsemMble) YNONMHOMOYEHHbIMU heaepanbHbiMU OpraHaMm UCMNONHUTESTbHON
BACTW OOKYMEHTbI (CBEAEHUS), yKa3aHHbIe B MyHKTax 2 U 3 Yactu 4 HACTOsILEN CTaTbMy.
B cnyyae wux HenpeacrtaBneHWs  yNOSIHOMOYEHHbIN  doefepanbHbli - OpraH
NCMONHUTENbHOM BNacTu 3anpaluvBaeT yKa3aHHble OAOKYMEHTbI (CBEAEHUSs1) B nopsaake
MEXBEAOMCTBEHHOIO MHOPMALMOHHOIO B3auMOOENCTBUA.

5. B TeyeHune gecsatm paboumx OHEN CO OHS NPUHATUNA 3a8BNEHUS O NMOATBEPXKOEHUMU
rocygapCTBEHHOM  pernctpauunm  NEeKapCTBEHHOro npenapata W LOKYMEHTOB,
cogepxawmx  pesynbTaTbl  MOHUTOpMHra  addekTmBHoCTM 1M He3onacHoOCTU
NeKapCTBEHHOro  npenaparta, MNPOBOAMMOIO  AepXaTtenem unu  Bnagenbuem
perncTpaumoHHOro yOOCTOBEPEHUSA neKapCTBEHHOro npenapaTta nnbo
YNOSTHOMOYEHHbBIM VMW HOPULONYECKMM JIULIOM, YNOMHOMOYEHHLIN dbeaeparnbHbIi opraH
WCMONMHUTENbHOW BNacTu:

1) NpPOBOAMT NPOBEPKY MOMHOTLI CBEAEHWI, COoAepXalmxcs B MNpeacTaBreHHbIX
3asiBUTENEeM JOKYMEHTax;
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2) nPUHUMaET peleHne O nposegeHnun wunn 006 oTkase B npoeegeHnn 3KCnepTunabl
OTHOLLUEHUSI OXMOaemon nosb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUA JeKapCTBEHHOIo
npenapara Ha OCHOBaHUWN pe3yribTaToB MOHUTOPUHIa SC*)C*)GKTVIBHOCTVI n 6e3onacHocTn
JIEKAPCTBEHHOIO npenapara, npoBoanMmMoro aepixxarteriemMm nnn Bnagenbuem
perncTpaumoHHOro YOOCTOBEPEHUA JIEKAPCTBEHHOIO npenaparta nnbo
YNOJIHOMOY€HHbIM UMW HPUONYECKUM TJIMLUOM, a TaKXe d)e,u,epaanblM opraHom
NCMOSTHNTENBbHOW BMacTm B COOTBETCTBUMWN C Tpe6OBaHMFIMI/1 ctatbu 64 HacTosWwero
dJep,epaanoro 3aKOHa;

3) yBegoMnsieT B 9NIEKTPOHHOM oOpMe UM MUCbMEHHOM dopMe 3asiBUTens u
3KCNepTHOE yypexaeHne o NPUHATOM peLleHUn NMbo B criydae NpUHATUSA pelueHnsa ob
OTKase B NpPOBeAEHUM IKCNEPTU3bl YKasbiBaeT NPUYUHBI TAKOro oTkasa.

6. B cnyyae BbIIBNEeHUs HeOOCTOBEPHOCTU U (MNN) HEAOCTAaTOYHOCTM MHAOPMaUUW,
cogepxawiencs B NpenCTaBfeHHbIX 3asiBUTenemM [OOKYMEeHTax, YMNOAHOMOYEHHbIN
degepanbHbIl OpraH UCMOMHUTENbHOW BRAcTUM HanpaeBnseT 3asaBuTento 3anpoc 06
YTOYHEHUN YKa3aHHOW MHGopMauun. 3anpoc YynosIHOMOYEHHOTO doefiepasnibHOro opraHa
NCMONHUTENbHOM BRactu MoXeT ObiTb nepegaH YNOSIHOMOYEHHOMY MpeAcTaBUTENO
3as1BMTENA NIMYHO MO PacnuUcKy, HanpaeseH No NoYTe 3akasHbiM MMCbMOM UK NepeaaH
B 9JIEKTPOHHOM OpMe MO TEeNEeKOMMYHUKAUMOHHbIM KaHanam cBs3un. B crnyvae
HanpaBreHusl 3anpoca YMOSIHOMOYEHHOro deaepanbHOro opraHa WCNOSTHUTENBHOWN
B1ACTW MO NoYTe 3aKa3HbIM NMMCbMOM OH CYMTaAETCS MOSyYEHHbIM MO UCTEYEHUN LLUECTH
AHEen ¢ AaTbl HanpaBfieHNs 3aKka3Horo NMcbma.

7. 3aaButenb 0643aH NnpeacTaBUTb OTBET Ha 3anpoc YNOfHOMOYEHHOro eaeparnbHoro
opraHa MCNofHUTENbHOW BNaCTU B CPOK, HE NMpeBbIlaLWnA AeBAHOCTA pabounx gHen
CO [OHa ero nonyyeHus. CpoK, YyKasaHHbIW B 4acty 5 HacToswen craTby,
npuocTaHaBNMBaeTCs CO OHS HanpaBneHus 3asiBUTEM0 3anpoca YNnoSIHOMOYEHHOro
degepanbHOro  opraHa  UCMOMHUTENbHOM BRAacTM OO0  AHA  MNOMYyYEHUs UM
COOTBETCTBYHILLENO OTBETA U HE YYUTLIBAETCH NPU UCYMCIIEHMM CPOKa NOATBEPXKAEHUS
rocygapCTBEHHOWN perMcrTpauumn nekapCTBEHHOro npenaparTa.

8. OcHoBaHMeM ang oTkasa B NPOBEAEHUN IKCNEePTU3bl OTHOLLEHUS OXMAAEMOW MOb3bl
K BO3MOXHOMY pPUCKY NPUMEHEHUS NeKapCTBEHHOro npenapata SABMseTcs
npegcraBrieHne AOKYMEHTOB, coaepXallumx pesynbTtaTtbl MOHUTOPUHIa 3(PPEeKTUBHOCTH
n 6e3o0nacHOCTX NeKapCTBEHHOrO npenaparta, U (MnNn) B OTHOLLEHUN OUONOrMYeckmux
NeKapCTBEHHbIX MpenapaTtoB  pes3yNbTaTOB  OCYLUECTBIIEHUS  MeponpusaTuA B
COOTBETCTBUM C MNSIAHOM YMNpaBfeHUss pUCKaMn, YTBEPXOEHHbIM YNOSIHOMOYEHHbIM
deneparnbHbIM  OpraHOM  UCMOSHUTENbHOW  BNacTU  MNpuM  OCYLUECTBMEHUU
rocy4apCTBEHHOW permctpauuMmM nekapCcTBEHHOro npenapaTta, B HEnosiHoM obbeme,
OTCYTCTBME MHOPMaLMK, NOATBEPXKAAOLLEN PaKT ynnaTbl rocy4apCTBEHHOMN MOLUSNHbI
3a nogTBepXOeHWe rocyaapCTBEHHOW peructpaumm nekapcTBeHHOro npenapara, nnmbo
HenpeacTaBieHne 3asBMTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTu
6 HacTodAwen  cTaTbM  3anpoc  YNOSIHOMOYEHHOro  doefepanbHOro  opraHa
NCNOSTHUTENbHON BAcTW, a Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTaX MHGOPMaLMK,
KoTopasi AOMMKHa BbITb B HUX OTpaXeHa.

9. OkcnepTnsa OTHOLWIEHUS OXWOAeMOMW MOSib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKapCTBEHHOro npenapaTa B Lenax nogTBepXAeHUA rocyaapCTBEHHOW perucrpauumm
NeKapCTBEHHOro npenapaTta nNpPOBOAUTCA  KOMUCCUEW  3KCNepToB  JKCMEPTHOro
yupexaeHusi B CPOK, He NPeBbILAOLLMI COpoKa pabounx gHeNn.
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10. B cnyyae HeOoCTaTOYHOCTM MpeAcTaBriEHHbIX 3KCMEpTy MaTepuanoB AN Aauu
3aKMYEeHUs aKcnepT obpalwaeTcs K PyKOBOAUTENO SKCMEPTHOrO Y4YpexaeHust o
npenocTaBfeHMn emy Heobxoaumbix MaTepuanoB. PykoBoauTenb 3KCNEpPTHOro
yypexageHuss obpawaetcs C COOTBETCTBYHOLIMM 3arpocoOM B YMNOSHOMOYEHHbI
denepanbHbIi OpraH UCMOMHUTENbHOW BRacTW, BbiAABLUMI 3adaHWe Ha NpoBedeHue
3KCNepTM3bl OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMS
NeKapCTBEHHOro rnpenapaTta Ha OCHOBaHWM [OOKYMeHTa, COoAepkallero pesynbTaTbl
MOHUTOPUHra 3dhEKTUBHOCTM N GE30MACHOCTN NEKAPCTBEHHOrO NpenapaTa. B TeyeHune
naTm pabounMx OHeNn co [AHSA MOCTYNfeHWst 3anpoca PyKOBOAWUTENSI 3SKCMepTHOro
yUYpeXaeHUst ykasaHHbI dbeaeparnbHbii opraH UCMONMHUTENbHON BRacTW HanpasnsieT
3as8BUTENIO 3aMnpoc O NpeacTaBneHn HeobXoANMbIX MaTepunanos, KOTOPbIN MOXET OblTb
nepegaH YMNoNHOMOYEHHOMY MpeaCTaBUTENO 3asBUTENS JMYHO MOA  PaCHUCKY,
HanpaBfeH No noyTe 3akasHbiM MUCbMOM WNW NepedaH B 3MEKTPOHHOW dopme Mo
TENEKOMMYHUKALUMOHHBIM ~ KaHanam cBsisn. B cnyyae HanpaBneHust 3anpoca
YNONHOMOY€EHHOro hefeparnbHOro opraHa UCMONHUTENbHOM BriacTy NO NoYTe 3aKasHbIM
MACbMOM OH CUYUTaETCS MOMYYEHHbIM MO UCTEYEHUM LLIECTU OHEN C AaTbl HanpaBneHus
3aKka3Horo nMcbma.

11. 3agaBuTenb 00s13aH NpeACTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOro dheepanbHOro
opraHa UCMONHUTESTbHOW BNACTU B CPOK, HE NPEBbILLAOLLMIA LUECTUAECATN paboynx AHEN
CO [OHA MONyyYeHWs YKasaHHOro 3arnpoca. YNONMHOMOYEHHbIN edeparnbHbii OpraH
NCMNONHUTENbHOM BNacTu, BblAaBLLMIA 3aaHMe Ha NpoBeAEHNE IKCNEPTU3bl OTHOLLEHMS
oXraaeMomn nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHNSA NTEKapPCTBEHHOMO npenapara Ha
OCHOBaHUW [OOKyMeHTa, cogepxalero pesyrnbTaTbl MOHUTOPUHra 3dEKTUBHOCTU U
©e3onacHOCTM NekapcTBEHHOro npenaparta, B TeyeHue natu paboymx OHen co OHS
NOCTYMNMNEeHUs OT 3asBUTENA OTBETA Ha 3anpoc YyNorIHOMOYEHHOro goeieparnbHOro opraHa
NCMNOJSTHNTENBHOW BracTU HanpasnaeT 3TOT OTBET B 3KCMNEPTHOE yypexaeHune. B cnyyae
HenpeacTaBieHUst MO UCTEYEHUN LIeCTMAECATU pabounx gHen 3aaBMTenemM OTBeTa Ha
yKasaHHbI/ 3anpoc YrNOMHOMOYEHHbIN (hefeparibHblii OpraH UCNONHUTENBHOW BIlacTu,
BblJaBLUMA 3afaHWe Ha NpoBedeHUe 3SKCNepTu3bl OTHOLIEHUS OXuAaeMoW MNosib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS JIEKapPCTBEHHOTO Npenapara Ha OCHOBaHUN JOKYMEHTA,
cogepxawiero pesynbTtatbl  MOHUTOPUHra  3PEKTUBHOCTM U BesonacHocTu
fleKkapCTBEHHOro npenapaTta, B Te4yeHne natn paboumx gHen HanpaengeT B 3KCnepTHoe
ydpexaeHue yBedOMIeHMe O HenpeacrtaBfeHun 3asBuTeNneM OTBeTa Ha 3anpoc
yKasaHHOro opraHa. Bpems co gHa HanpasneHusa 3anpoca 3KCMepTHOro yYpexxaeHus B
YNOMHOMOYEHHbIN hbefeparibHbIi OpraH UCMONHUTENbHOW BNacTn OO0 OHSA MNOSyYeHus
3KCMEPTHBLIM YUYpPEXOEeHMEM OTBETA Ha 3anpoc WUNN yBeLOMSIEHUsS O HenpeacTaBlieHnn
OTBETa Ha 3anpoC He Yy4YUTbIBAETCS NPU UCYUCIIEHUN CPOKa MPOBELAEHUS SKCMepTusbl
OTHOLLUEHUSI OXXMOaeMoun MNosib3bl K BO3SMOXHOMY PUCKY MPUMEHEHUSI NIEKapCTBEHHOIO
npenapata Ha OCHOBaHUW [OOKYMEHTa, COoAepXallero pesyrnbTaTtbl MOHUTOPUHra
adpPeKTUBHOCTM 1 BE30NaCHOCTN NieKapCTBEHHOrO npenapara.

12. B cpok, He npeBbiwarWwmi gecatn paboymx gHen Co OHS MONyYeHUs 3aKIYeHus
KOMMCCUM IKCNEPTOB MO pe3ynibTaTaM 3KCNepTU3bl OTHOLUEHUS OXWOAEMOW MNOMb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUS NEKApPCTBEHHOrO npenapaTta, COOTBETCTBYHOLLNN
YNONHOMOY€EHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNACTHU:

1) OCYLLECTBNAET OLUEHKY I3TOro 3akioveHus Ons onpeneneHunst ero COOTBETCTBUS
3afjaHU0 Ha NPOBEeAEHNE YKa3aHHOWN SKCnepTu3bl;



2) nPMHMMaeT peweHne o noarBepXaeHum rocy,uapCTBeHHon perncTtpaunn
JIEKapCTBEHHOIo npernapata Wwin 06 oTkase B noarBepXxXaeHnnm rocy,qapCTBeHHoM
perncTpaunmn nekapCTBeHHOro rnpenaparta,

3) BHOCUT MpU MPUHSATUN PELLEHMST O MOATBEPXKOAEHWUM FOCY4apPCTBEHHON perncTpauum
NeKapCcTBEHHOro npenapaTta CBEAEHWUs B TOCYAapCTBEHHbLIA PEEecTp NeKapCTBEHHbIX
cpeactB M BblaaeT 3asiBUTEN0 6eccpoyHoe permcTpauuoHHOEe yOOCTOBEpEHue
nekapcTBEHHOro npenaparTa.

13. OcHoBaHMeM pOns oTkasa B noareepXxXgeHnn rocy,u,apCTBeHHoM pernctpaunn
JIEKapCTBEHHOIO npenaparta ABNdAeTCA 3aKro4yeHne COOTBETCTBYHOLLEro
YMNOJIHOMOYEHHOIo (beuepaanoro opraHa WCMONMHMUTENTbHOMN BfAacTM O TOM, 4TO punckK
npuYNHEHA Bpeada 3O00POBbKO 4YenoBekKa WM XMBOTHOIo BCeacteBMe npuemMa
JIEKAPCTBEHHOIO Mnpenaparta npesbillaeT Sc*)d)eKTI/IBHOCTb ero rnipuMmeHeHus.

14. B nepuopg npoBeaeHnsa npoueaypbl NOATBEPXKAEHWS TOCY4apPCTBEHHOW perncTpaunm
nekapCTBEHHOro npenapata ero obpaweHne B Poccunckon depepaumm He
npuocTaHaBnNMBaeTcs.

15. [onyckaeTca obpalieHne nekapCTBEHHbIX npenapaTtoB [0 WCTEYEeHUs cpoka
rogHOCTWN, MPOU3BEAEHHbIX B TE€YEHMEe CTa BOCbMMAECATU KaneHaapHbiX OAHEeW nocne
AaTbl NPUHATUS YNOSTHOMOYEHHBIM doeaeparibHbIM OpraHoOM MCMNOSIHUTENBHOW BnacTtu
peleHnss O MOATBEPXOEHUM T[OCYyAapCTBEHHOM perucTpaummM, B COOTBETCTBUM C
nHopMaumren, coaepxawencsa B OOKYMEHTax peructpauuoHHOro [ocbe Ha
nekapCTBEHHbIV Npenapar A0 AaTbl MPUHATUS TAKOro peLleHuns.

Crtatbs 30. BHeceHne M3MEHEHUN B LOKYMEHTbI, COAepXalinecs B permcrpaumoHHOM
AOCbe Ha 3aperncTpMpoBaHHbIA NEKApPCTBEHHLIM npenapaT Ana  MeauLMHCKOro
NPUMEHEHUS

1. B uensx BHECEHUS U3MEHEeHUN B OOKYMEHTbl, coepxallineca B pernctpaumMoHHOM
AOCbe Ha 3aperMcTpuMpoBaHHbIM NIEeKapCTBEHHbLIM npenapat Ans  MeguuUHCKOro
NPUMEHeHUs, aepXatenb WnM  Bnageney perncTpauuoHHOro  yaoCTOBEPEHUS
NeKkapCTBEHHOro npenapaTta WnNu YNosIHOMOYEHHOE MM Apyroe opuandeckoe nuuo
(nhanee B HacTodWen cTaTtbe - 3adBUTENb) NpeacTaBnseT B  YNOJIHOMOYEHHbIV
defepanbHbI - OpraH  UCMNOSHUTENBbHOW BracTu 3adBfieHME O BHECEHUW TaKux
U3MEeHeHUN Nno dopme, YCTaHOBSIEHHOW YMOSIHOMOYEHHbIM doeaepasnbHbiM OpraHoMm
NCNOSTHMUTENbHON BNAacTu, U npunaraemble K HeMy U3MEHEHUS B yKa3aHHble JOKYMEHTHI,
a Takke JOKYMEHTbI, noaTBepxaatoLLme Heo6X0AMMOCTb BHECEHNS TakUX MU3MEHEHUN.

1.1. MNMpn HEOBXOOMMOCTM BHECEHMS B JOKYMEHTbI, coAepXallumecs B permcTpaLoHHOM
AOCbe Ha 3aperncTpMpoBaHHbIA JIEKAPCTBEHHbIM npenapaTt Ans  MeaMuMHCKOro
NPUMEHEHNS, U3MEHEHUN, YyKa3aHHbIX B MYHKTEe 3 4acTu 2 HacTosiwen cTaTbh WU
TpebyoLwmx NpoBEeAEHNSA 3KCNEPTU3bl KadecTBa NEKAPCTBEHHbLIX CPEACTB, 3asiBUTENb
OOMONHUTENbHO  MpeacTaBnsieT B YMNOMIHOMOYEHHbIM  (pedeparbHbli - OopraH
WCMONHUTENbHOW BNacTu CBeAEHWA O aaTe NpedoCTaBfeHUss U PEerMcTpaumoHHOM
HOMEpe NULEH3UN Ha NPOM3BOACTBO FIEKAPCTBEHHbLIX CPEACTB MMM CBEAEHUS O aaTte
npegocTaBfieHNa N PErMcTpaLmMoOHHOM HOMEpPE  3akfloYeHUs O COOTBETCTBUM
NPON3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM npaBurl  Hagnexallen
NPON3BOACTBEHHOW MNPAKTUKKW, BblAaHHbIX (MPegoCTaBNEHHbIX)  YNONHOMOYEHHbIM
denepanbHbIM OPraHoOM MCMOJTHUTENBHOW BaCTU B OTHOLUEHWMUM U3MEHEHHON N (Unn)
AOMOSIHEHHOW MPOM3BOACTBEHHOW MIIOLLALKM FIEKApPCTBEHHOro npenapaTta, B crydvae,
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ecnu npomn3BOACTBO JIEKApPCTBEHHOrO npenapaTta ocyulectsnsetrca B Poccunckon
depepaummn, nnbo cBegeHus o0 AaTe NPeaocTaBfieHUst U PermcTpaumMoHHOM HOMepe
BblJAHHOM  YMNONIHOMOYEHHLIM OpraHoM CTpaHbl MPOU3BOAUTESNS  JIULEH3UN Ha
NPOW3BOACTBO fIEKapCTBEHHOIO Npenapara v ee nepeBo/ Ha PYCCKU A3bIK, 3aBEPEHHbIE
B YCTaHOBMIEHHOM nMopsagKke, a Takke CBedeHus O pJate npeaocTaBfieHuss W
perMcTpaumMoHHOM  HOMEpPE  3aKfiYeHUs O  COOTBETCTBMM  MpoM3BOAUTENSA
neKkapCTBEHHbIX cpeacTB TpeboBaHMAM MpaBun Hagnexaiwien npon3BoaCTBEHHON
NPaKkTUKN, BbIOAHHOIO YMNOSITHOMOYEHHbIM bedepanbHbIM OPraHOM WUCMOSHUTESTbHON
B1ACTN B OTHOLLUEHUN N3MEHEHHOW W (UNN) AOMNOSTHEHHOW NPON3BOACTBEHHOM MIOLLAaKN
nekapCTBEHHOro npenapaTta, WM CBedeHWa O pgaTe npeaocTaBfeHns U
perncTpaumMoHHOM HOMepe peLleHUs  YNOfIHOMOYEHHOro (hefepanbHOro opraHa
WUCMOSTHNTENBbHOW  BRactTmh O  MPOBEOEHMM  MHCNEKTMPOBAHUS  Mpou3BoAUTENS
NeKapCTBEHHbIX CPeACTB B Criyvyae, ecrnv Npou3BOACTBO fIEKapCTBEHHOro npenapata
ocywiecTBnsaeTcs 3a npegenamm Poccunckon degepaunu.

1.2. Npn HeOBXOOMMOCTU BHECEHUS B JOKYMEHTbI, cogepXxalumecs B permctpaLoHHOM
AOCbe Ha 3aperncTpupoBaHHbIA NEKapCTBEHHbIM npenapaT And MeauLMHCKOro
NPUMEHEHNs, WN3MEHEHUN, YyKa3aHHbIX B MYHKTe 4 4acTtu 2 HacToswen CcTaTbh WU
Tpebyowmx NpoBeAeHNa 3KCNepTU3bl KayecTBa JIeKapCTBEHHbIX CPeacTB, 3asdABUTESb
OOMOMNHUTENLHO  MpeacTaBnsgeT B YMNOMHOMOYEHHbIM  pedeparnbHbii  opraH
WUCMNOSNHUTENBHOM BRacTu CBEAEHUSI O OaTe nNpenocTaBfieHUst U PerncTpaumoHHOM
HOMEpEe NULEH3NN Ha NPOU3BOACTBO NIEKAPCTBEHHLIX CPeACcTB UM CBedeHus o aate
npeaocTaBfieHUss W PerncTpaumoHHOM HOMeEpe 3aKMiYeHuss O COOTBETCTBUU
NnpPoM3BOAMTENS JIEKAPCTBEHHbIX CpPeacTB TpeboBaHuAM npaBusl  Haanexawen
NPOU3BOLACTBEHHON MNPAaKTUKKW, BblAaHHbIX (MPegoCTaBnNeHHbIX)  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOMW BNactM B OTHOLUEHMU MNPOWU3BOLACTBEHHOMN
nroLwagKky nekapCTBEHHOro npenapara, B cny4vae, ecrniv Nnpou3BoACTBO NIeKapCTBEHHOIO
npenapaTta ocyuwlectsngetca B Poccuiickon ®Pepepaunmn, nubo cBedeHus o agaTte
npegocTaBfieHNa N perMcTpaumoHHOM HOMepe BblAAaHHOM YNOSHOMOYEHHbIM OpraHoMm
CTpaHbl NPON3BOANTESNSA NULLEH3NUM HA NPOU3BOACTBO JleKapCTBEHHOro npenapara u ee
nepeBo[, Ha PYCCKNWN AA3bIK, 3aBEPEHHbIE B YCTAHOBIIEHHOM NOpPsSAKe, a Takke cBeaeHUs
O paTe npefocTaBfieHNA N PErmcTpaLmoHHOM HOMepe 3aKIloYeHUs O COOTBETCTBUM
NPON3BOAUTENSA JIEKAPCTBEHHbIX CcpeacTB TpeboBaHWAM nNpaBun  Hagnexawen
NPOM3BOLCTBEHHOM NPaKTUKK, BblOAHHOMO YMNOSIHOMOYEHHbIM (hefepalsibHbiM OpraHom
NCMNOJSTHATENBHOW BNacTn B OTHOLLEHUN MPON3BOLACTBEHHOW MOLAAKN NeKapCTBEHHOro
npenapaTa, WM CBeAeHUs O [aTe MpefocTaBfieHUs U perncTpaumoHHOM HoMmepe
peLleHna  yrnosIHOMOYEHHOro enepanbHOro opraHa WCMOMHUTENTbHOM BnNactm o
npoBeaeHNN NUHCMNEKTUPOBaAHNA NPOU3BOAUTENSA NIEKapPCTBEHHOIO cpeacTtBa B cryyae,
€eCcnM Npou3BOACTBO JIEKAPCTBEHHOIO rMpenapaTta OCYyLWEeCTBSeTCa 3a npeaesiamu
Poccuinckon ®epepaunn.

1.3. MNpuHATHE peLLeHmnst 0 BHECEHUN U3MEHEHNI U 06 OTKa3e BO BHECEHUM N3MEHEHWI
B OOKYMEHTbI, CoAepXalmecs B permcTpauuoHHOM AOCbe Ha 3apermcTpupoBaHHbIN
NeKapCTBEHHbIN npenapaTt Ans MeguuMHCKOro NpMMeEHeHWs!, B criy4ae HeobxoaumMocTu
NpoOBeAEHNs IKCMEPTU3bl KadeCTBa JEeKapCTBEHHbIX CpeacTB M (Unun) 3KcnepTusbl
OTHOLLUEHNS OXMOAeMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOMO
npenapara 4ss MeanuUUHCKOro NPUMEHEHNS OCYLLECTBISETCS B CPOK, HE NPEBbILLIAOLLMNA
AEeBSHOCTa pabounx AHEN, a B OCTarbHbIX ClyYasax B CPOK, HE MPEBbILAKLWNI TpuauaTtu
pabounx [OHENW CO [AHA TMPUHATUA  YNONHOMOYEHHbIM  heaepanbHbiM - OpraHoM
NCMONHUTENbHOM BracTu 3asiBfIeHUs] O BHECEHUN TaKUX U3SMEHEHUMN.
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1.4. YNOrHOMOYEHHbIN doefepalnbHbIi OpraH WCMNOMHUTENBHON BRacTu C y4eToM
pe3ynbTaTtoB bapmakoHag3opa M NPOBEepPOK COOTBETCTBUS JIeKapCTBEHHbLIX CPeacTB,
Haxo4sALMXCS B rpaXkgaHCKoM 06opoTe, yCTaHOBIEHHbIM TPeBOBaHNAM K UX KA4eCTBY B
TeyeHne gecsatn paboumx gHen co AHA NOCTYNSEHNA COOTBETCTBYOLLEN MHDOpMaUmm
pasmewaer Ha cBOeM oduymanbHoM cante B cetn "HTepHeT" cBegeHus o
HEeoOXOOMMOCTM BHECEHUS B  WMHCTPYKUMIO MO  MEOULMHCKOMY  MPUMEHEHUIO
nekapCTBEHHOro npenaparta M3MEHEHUW B OTHOLUEHWW CBEAEHUM O MNOKa3aHWaX AN
NPUMEHEHNST U MNPOTUBOMOKA3aHUAX ONA NPUMEHEHUSs1 NEKapCTBEHHOro npenapara,
BbISIBMIEHHbIX MOOOYHbIX OEWUCTBUSX, HeXenaTemnbHbIX peakumsax npu npuMeHeHun
nekapCTBEHHOro npenapata u yBegomnseTr 06 9TOM B 3MEeKTPOHHOW dopMe unu
nMcCbMeHHOW opme (Ha OymaxHOM HocuTene) pgepxatens wnu Bnagensua
perncTpaunoHHOro yaoCToBepeHUs nekapCTBEHHOro npenapara (Mnv ynosiHOMOYEHHOe
UM Jpyroe rpuaudeckoe nuvuo), a Takke AepxaTtenem unu - Bragenbues
perncTpaunoHHbIX yOOCTOBEPEHUN NIEKAPCTBEHHbIX NpenapaTtoB (UM YNOSTHOMOYEHHbIX
UMW OpYrux OpUANYECKUX NNL), KOTOpble ABNAOTCS B3aMMO3aMeHSIEMbIMMU.

1.5. [depxatenb vnu Bnageney, perMcTpauuoHHOro yaoCTOBEPEHUSA feKapCTBEHHOro
npenapata, a Takke gepXaTenu unu Bnagenblbl perncTpaumoHHbIX YOO0CTOBEPEHUN
NeKapCTBEHHbIX NpenapaTtoB (U YNOSIHOMOYEHHbIE MU pYyrue puandeckne nuua),
KOTopble ABNSAITCHA B3aMMO3aMeHseMbIMU, 00513aHbl NpeacTaBUTb B YNOTHOMOYEHHbIN
degepanbHbI OpraH WUCMNOSTHUTESNTIbHOW BNAacTU 3asiBNIeHUsI O BHECEHUN U3MEHEHWUN B
AOKYMEHTbI, coepXalmecs B PerMcTpauuoHHbIX [OCbe Ha 3apernctpupoBaHHble
nekapCcTBeHHbIe npenapaTbl A4NS MeAULMHCKOro NPUMMEHEHUs, B OTHOLLEHUM CBEeOEHUN,
yKa3aHHbIX B UHCTPYKLUKM NO MEAULMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHbIX Npenaparos,
B TE€YEHME COpoKa pabounx gHEN CO AHS pa3MeLLeHNS YNONHOMOYEHHbIM beaepanbHbIM
OpraHoM WCMOSIHUTENbHOM Bractu WHgopMauun, ykaszaHHoW B Yactu 1.4 HacTosALen
ctatbu. [laHHOe TpeboBaHme He pacnpOoCTpPaHAETCS Ha Criydan BHECEHUS B MHCTPYKLMIO
no MeauLMHCKOMY NPUMEHEHMIO NEKApPCTBEHHOrO npenapaTta U3MeHEHUN B OTHOLLEHNN
HOBbIX MOKa3aHUM ANA NPUMEHEHUS FIEKAPCTBEHHOro npenapata Ha OCHOBaHWUM
pes3ynbTaToB COOTBETCTBYIOLLNX UCCIEA0BAHNNA.

2. JKcnepTm3a NekapCTBEHHbIX CPEACTB B YACTW SKCNepTU3bl KayecTBa JIeKapCTBEHHOMO
cpeacTBa U (Mnun) aKCNepTU3bl OTHOLUEHUSI OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS1 NIEKapCTBEHHOTO Npenaparta Ans MeauuMHCKOro NpUMeEHEeHNsi NPOBOANTCS
B Criy4yae BHECEHUSl M3MEHEHW B [AOKYMEHTbI, coaepKaliMecs B perncrpalMoHHOM
[AOCbe Ha 3aperncTpupoBaHHbIf NleKapCTBEHHbI Npenapat, B OTHOLLEHWUN:

1) cBeAEHWI, yKa3aHHbIX B MHCTPYKLMKN NO MEANLNHCKOMY NMPUMEHEHMIO NEKapCTBEHHOMO
npenaparTa:

a) nekapcrBeHHas opma C yka3aHMEM HAUMEHOBAHWUMA M KONMYECTBEHHOIO COCTaBa
AEVCTBYHOLNX BELLECTB M KAYEeCTBEHHOrO COCTaBa BCMOMOraTesibHbIX BELECTB (npu
HeobX0AMMOCTN KONTMYECTBEHHOIO COCTaBa BCMOMOraTeibHbIX BELLECTB);

0) dapmakognHamuka n dapMakoKMHETMKA (3@ WCKYEHMEM (hapMaKOKMHETUKN
roMeornaTUYeCckUx JeKapCTBEHHbIX MNPEnapaTtoB W pPacCTUTENbHbLIX JEKAPCTBEHHbIX
npenapaTos);

B) NokasaHusi Ans NPUMEHEHNs!;

r) NpoTUBOMNOKa3aHNs ANs NPUMEHEHWS;
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,D,) Mepbl NMPeaoCTOPOXKHOCTU NMPU NMPpUMEHEHNN;

€) ykasaHne BO3MOXHOCTM U OCOBEHHOCTEN NPUMEHEHUS IeKapCTBEHHOro npenapara
AnNs MeOUUMHCKOro NMpuMeHeHust 6epeMeHHbIMU XeHLWMHaMK, XEeHLMHaMM B nepuoa
rPygHOro  BCKapMnvMBaHWSA,  AeTbMW,  B3POCAbIMW,  MMEKLMMN  XPOHUYECKME
3aboneBaHus;

X) PEXUM 003MPOBaHUS, CNOcoObl BBEAEHUSA U MPUMEHEHMS, MPU HEOOXOAUMOCTU BpeMst
npuemMa nekapCTBEHHOro npenapaTa, NPOAOIKUTENBHOCTL NeYeHns, B TOM 4Jucrne Y
JeTel 0o 1 nocrne OJHOro roaa;

3) BO3MOXHble MOBOYHbIE AENCTBUA U HeXenaTernbHble peakumnmn npn npuMeHeHunun
JIEKAPCTBEHHOIO Mnpenaparta,

I/l) CMMNTOMbI Nepeno3npoBKn, MepPbI MO OKa3aHWKo NMOMOLLKX Npu nepeno3npoBKe,

K) B3aMMOLENCTBUE C OPYyrmMn rnekapcTtBeHHbIMU npenapartamMmm u (MJ'II/I) nmuieBbiMA
npoayKTamu;

n) dbopmbl Bbinycka nekapcTBEHHOro npenapara;

M) yKasaHue (npu HeobxoaMMoCTU) oOcobeHHOCTeNn [OeWCTBUA JeKapCTBEHHOro
npenaparta npu NnepeBoM Npueme Unm npu ero OTMeHe;

H) cBegeHna 0 BO3MOXHOM BITUAHUWN JTIEKAPCTBEHHOIO npenaparta ana megunumHCKoro
NMPUMEeHeHnA Ha CNOCOBHOCTb ynpaenATb TPAHCNOPTHbIMKU CpeacTBamMn, MEXaHU3MaMU;

0) CPOK rOJIHOCTM U yKa3aHWe Ha 3anpeT NpUMMEHEHWs NekapCTBEHHOro npenapara no
NCTEYEHNMN CPOKa rOHOCTHU;

n) YyCNoBUSA XpaHEHWS;
p) yCnoBusi OTNycKa;
2) cocTaBa nekapCTBEHHOro npenapara A5 MeAULNHCKOrO NPUMEHEHUS;

3) n3MeHeHMs1 MecTa MPOWM3BOACTBA JIEKAPCTBEHHOrO Mpenaparta Ans MeauUMHCKOro
NPUMEHEHUS;

4) n3MeHeHus1 NokasaTenen ka4yecTsa fiekapCTBEHHOro npenapata Ans MeauumMHCKOro
NpUMEHeHUs1 1 (MNM) MeTOAOB KOHTPOMS KayecTBa fekapCTBEHHOro npenaparta Ans
MEONLIMHCKOrO NPUMEHEHUS;

5) M3MeHeHWst cpoka rOAQHOCTM JleKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHUS;

6) cBegeHMA O HeoBXOOUMOCTM BHECEHUSI WUHbIX W3MEHEHUN B MHCTPYKUMIO MO
MeOULMHCKOMY MPUMEHEHUIO NIEKAPCTBEHHOIO Nnpenaparta, a Takke B UHble JOKYMEHTbI,
cofepxalmecss B permcTpaLmMoHHOM [OCbe Ha 3aperMcTpuMpoOBaHHbLINM NIEKapCTBEHHbLIN
npenapat. [1pn 3TOM pelleHne O NpPoBeOEHMN IKCNEPTU3bl KadecTBa fNeKapCTBEHHbIX
CcpeactB n (Mnn) SKCMEepPTU3bl OTHOLUEHUSI OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS  NIeKapCTBEHHOro npenapata Ansg  MeauUMHCKOrO  NPUMEHEHUs



NMPUHUMAETCs B COOTBETCTBMM C YTBEPXKAEHHOW YMNONTHOMOYEHHbIM dedeparnbHbIM
OpraHOM MCMOSHWUTENbHOM BRacTU knaccudukaumein Wn3MeEHEHU, BHOCUMBbIX B
AOKYMEHTbI, coAepXalmecss B pPerncTpaumoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIi
neKapCTBEHHbIN npenapar.

3. 3aaBuTensb BNpase npeacTaBUTb MO COOCTBEHHOM MHULIMATUBE BMECTE C 3asiBIIEHNEM
O BHECEHUU U3MEHEHUN B OOKYMEHTbI, cogepxalimecs B permcTpauuoHHOM LOCbe Ha
3aperncTpuMpoBaHHbIN  FIEKAPCTBEHHbIN npenapaT And MeAUUUHCKOrO MNpUMEHEHWS,
KON JOKYMEHTOB, NOATBEPXAALLMX YNiaTy rocy4apCTBEHHOM NOLWSNHBLI 38 BHECEHME
B [JOKYMEHTbI, cogepxalumecs B peructpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbLIN
NeKapCTBEHHbIN npenapaTt Ass MegUUMHCKOrO NPUMEHEHUS, U3MEHEHUN, TpebytoLmnx
npoBedeHNsa 3KCrnepTu3bl JIeKapCTBEHHbIX CPEeACTB B 4YacCTU 3KCNepTu3bl KayecTsBa
NIeKapCTBEHHOro cpeactBa U (MNM) 3KCMEPTM3bl OTHOLUEHUS OXMAAeMOMW MNoSb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHUS JleKapCTBEHHOro npenapara Angd MeguUMHCKOro
NPUMEHEHNS, rOCYy4apCTBEHHOM MOLWIMHBI 32 BHECEHWE B AOKYMEHTbI, CoAepXalumecs B
perncTpaymMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbLIN fEeKapCTBEHHbLIM npenapaT Ans
MEANUMHCKOTO NPUMEHEHUS, WU3MEHEHUN, He TpebylLlwmnx npoBeAeHNa IKCNepTU3bl
NneKapCTBEHHOro  CpencTBa, a Takke BblgaBaemble  (NpegocTtaBnsiemMble)
YNOMHOMOYEHHbIMW doeeparnbHbIMU OpraHamu UCMOMHUTENbLHOM BNAacTU OOKYMEHTbI
(cBegeHus), ykasaHHble B 4Yactax 1.1 u 1.2 HacTosiwen cTtaten. B cnydyae wux
HernpeacraBneHns YnosIHOMOYEHHbIN doefepanbHbIn OpraH UCMOSTHUTESTbHOW BIlacTu
3anpalimBaeT yKasdaHHble OOKYMEHTbl (CBedeHusl) B Nopsaake MeXBeLOMCTBEHHOro
WHOPMaLMOHHOIo B3aMOAENCTBUS.

4. B TedeHne pecAtm paboumx OHEW CO OHA NOCTYMSEHUS yKa3aHHOro B YacTu
1 HacTosILEen cTaTbM 3asBrEeHUMss U HeobXOAUMbIX [AOKYMEHTOB YMNONIHOMOYEHHbIN
doenepanbHbI OpraH UCMOSTHUTENBHOM BacTu:

1) NpPoBOAWUT NPOBEPKY MONIHOTbI U [OOCTOBEPHOCTM CBEOEHWUA, COAEepXKaluMxcs B
npeacTaBeHHbIX 3asiBUTeNeM MaTepuanax;

2) NPUHUMaET pelleHne O MPOBEAEHUN YKa3aHHbIX B YacTy 2 HACTOSILWEN cTaTbu
COOTBETCTBYIOLMX SKCMEPTU3 JIEKapCTBEHHOrO0 cpeactsa unMm o6 oTkase B UX
npoBeAeHuu;

3) yBeaomnsieT B 3fIEKTPOHHOW WM MUCbMEHHOW popme 3asiBUTENS O MNPUHATOM
peLLeHnn Unu B crny4vae NpuUHATUS pelleHnst o6 oTkase B NpoBeAeHNN COOTBETCTBYIOLLEN
3KCNepTU3bl C yKazaHMeM MpUYnH Takoro oTkasa.

41. B cnyyae BbiSIBNIEHNA HeOOCTOBEPHOCTU CBEAEHUW, CcoAepXalumnxcs B
npeacTaBlieHHbIX 3adBUTENeM maTepuanax, YrnorIHOMOYEHHbIN heaepanbHbIn opraH
NCNOSTHUTENbHON BRAacTW HanpasnseT 3asBUTEsNto 3anpoc 00 YTOYHEHUW yKasaHHbIX
cBegeHun. [laHHbIn 3anpoc MoXeT ObiTb nepegaH YNONIHOMOYEHHOMY MPeaCcTaBUTENO
3a8BUTENS NMMYHO NOA PACMMUCKY, HanpaBeH Mo noYyTe 3akasHbIM NMMCbMOM UIK NepeaaH
B Q3NEKTPOHHOW (popMe MO TEeNeKOMMYHUKAUWMOHHbIM KaHanam cBaAsn. B cnyyae
HanpaBfeHuss [aHHOro 3anpoca Mo MoYTe 3akasHbIM MUCbMOM OH CYUTaeTCs
MONyYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBfeHUs 3aKka3Horo NUcbMa.

4.2. 3asButenb o00s13aH npeactaBuTb OTBET HA  3anpoc  YNOSIHOMOYEHHOro
dreiepanbHOro opraHa UCMONHUTENbHOW BNacTu B CPOK, HE NpeBbILALWNA AeBAHOCTA
pabounx OHen co [HA NOoNnyyYeHus AaHHoro 3anpoca. Cpok, yKasaHHbI B 4acTu
4 HacTosLen cTaTby, NPUOCTaHaBNMBAETCA CO OHS HarnpasreHUsa 3adaBuUTeNio 3anpoca
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YMNOJIHOMO4Y€EHHOIo cbe,qepaanoro OopraHa NCMNOSTHUTENBHOW BNacTn Ao OHSA nony4yeHuA
UM OTBETa Ha OaHHbIN 3arnpoc " He yYUTbIBaeTCA MNMpu UCHUCIIEHUN CPOKa MNMPUHATUA
peweHna 0 BHECEHNN N3MEHEHUN B OOKYMEHTbI, coAepiawmneca B permctpauMoHHOM
Jocbe Ha 3apeFI/ICTpVIpOBaHHbII7I ﬂeKapCTBeHHbIIZ npenapar Aana MegununHCKoro
NMPUMEHEHNA.

5. OcHoBaHveM Onga oTKas3a B NpoBeAeHUWN yKa3aHHbIX B YacTu 2 HacTosiWen cTtaTbu
3KCNepTM3 ABNseTcs nNpencTaBfeHne OOKYMEHTOB, MEePEeYUCNIeHHbIX B 4acTsx
1 n 3 HacTodAWen cTaTbW, B HEMOSIHOM 0ObemMe, HenpeacTaBfieHWe 3asiBUTENEM B
YCTaHOBJIEHHbIN CPOK OTBETa Ha YKasaHHbIA B YacTtu 4.1 HacToswen ctaTbu 3anpoc
YNOSTHOMOYEHHOro doeZiepasibHOro opraHa UCNOSTHUTENBHOW B1AaCcTH, a Takke OTCYyTCTBME
B NPeACTaBMEeHHbIX [AOKyMeHTax [OOCTaTOYHbIX CBeAEeHur, MOATBepXOaroLwmx
HeobXxoaAnMoCTb BHECEeHus N3MEHEHUN, unu OTCyTCTBUE nHdopmaumm,
nogTeepxgatowen d¢akt ynnaTtbl rocygapCTBEHHbIX MOLWSWH, YKasaHHbIX B YacTtu
3 HacTosILLEN CTaTbMW.

6. YKkasaHHble B 4acTu 2 HacTOsILLEeW CTaTbW IKCNepTM3bl MPOBOAATCS B nopsgke,
YCTaHOBIEHHOM cTaTbhen 23 HacTosdwero ®PefepansbHOro 3akoHa.

7. B cpok, He npesblWwakWwmi gecatn paboumx AHEN CO OHSA MONyYeHUs 3aKnioyYeHUn
KOMUCCUM 3IKCMEPTOB MO pesynbTaTaM YKasaHHbIX B 4YacTu 2 HACTOSALEN cTaTbu
3KCMNepTU3, YNOorMHOMOYEHHbIN (befeparibHbI OpraH UCNONHUTENBHOW BJIAaCTU:

1) NpUHMMaeT pelleHne O BHECEHUM W3MEHEHWN B [AOKYMEHTbl, codepkalivecsi B
PErncTpaLMoHHOM [0OCbe Ha 3aperMcTpuMpoBaHHbIA NEeKapCTBEHHbLIN npenapaTt ans
MEeAMLIMHCKOro NPUMEHEHMS!, N 06 OTKa3e BO BHECEHUMN TaKUX U3MEHEHWIA;

2) BHOCUT B roCy1apCTBEHHbIN peecTp NekapCcTBEHHbIX CPEACTB HA OCHOBAHMM PELLEHNS
O BHECEHUM U3MEHEHWU B JOKYMEHTbI, COAEPXKaLLUMECs B PErMcTpauvMoHHOM OOCbe Ha
3aperncTpMpoOBaHHbIA NEeKapCTBEHHbIM npenapat Ans MeOULUHCKOro MNPUMEHEHUS,
HeobxoanMble U3MEHEHWSI U BO3BpaLLaeT NX 3asiBUTENIO;

3) BblgaeT 3asiBUTEN0 HOBOE PErncTpauMoHHOE YAOCTOBEPEHUE JleKapCTBEHHOMO
npenapaTta B cny4ae U3MeHeHUs1 CBeAeHUI, CoAepXKaLLMXCa B HEM.

8. OcHoBaHveM ansa oTkasa BO BHECEHUN U3MEHEHUI B LOKYMEHTbI, coaepXalumecs B
perncTpaumMoHHOM [OCbe Ha 3aperMcTpuMpoOBaHHbLIA JleKapCTBEHHbIM npenapaTt And
MEeOMLMHCKOrO NPUMEHEHUS, ABNSETCH 3akntiodeHne YNorHOMOYEHHOro heaepansHOro
opraHa MCMOMHUTENbHON BacTh O BO3MOXHOCTU CHWXKEHUA 6e30nacHOCTU, KayecTBa,
3 PEKTUBHOCTN NIEKAPCTBEHHOIO CPEeACTBa B Cllydae BHECEHUS TaKNX USMEHEHUM.

9. [onyckaetcsi obpalleHne JeKkapCTBEHHbIX MNpenapatoB Ans  MeauUMHCKOro
NPUMEHEHUSI [0 WCTEYEHUs] CpoKa TOAHOCTW, MPOU3BEAEHHbIX B TeyeHue cTa
BOCbMWUZECSTU OHEN nocre AaTbl NPUHATUS YNONMHOMOYEHHbIM dhefeparnbHbIM OpraHoM
WCMONMHUTENbHOMW BMNacTu peLlleHMs O BHECEeHMUM U3MEHEHUA B  [OOKYMEHTb,
cogepxalimecss B PerMcTpauMoHHOM [JOCbe, B COOTBETCTBMM C MHOpMaLMENn,
copepKallencs B JOKYMEeHTax perMcTpaumMoHHOro 40Chbe Ha NeKapCTBEHHbIN npenapat
[0 [aTbl NPUHSATUS TaKOro peLLeHus.

10. TpaButenbctBo Poccuiickon Pepepaumm BrnpaBe YCTaHOBUTb OCOBEHHOCTU
BHECEHUS U3MEHEHUN B JOKYMEHTbl, codepXallnecs B perncTpaumoHHOM [A0Cbe Ha
3aperMcTpupoBaHHbIN JleKapCTBEHHbIM npenapaTt ans MeauUMHCKOro npuMeHeHus, B
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cryyae gedeKTypbl UK pUcka BO3HUKHOBEHMS AedEKTYPbI NTIEKAPCTBEHHbIX NPenapaTos
B CBSI3M C BBeAEHMEM B OTHoOLUeHUM Poccuiickoin degepauun orpaHUYUTENbHBIX Mep
3KOHOMMYECKOro xapaktepa.

Cratbs 31. BHeceHne M3MeHeHUN B LOKYMEHTbI, coaepXaluecs B perucrpaumoHHOM
AOCbe Ha 3apermcTpupoBaHHbIA JIEKAPCTBEHHbIN npenapaTt nna BeTepuHapHOro
NPUMEHEHUS

1. B uensix BHECEHUSI U3MEHEHWI B AOKYMEHTbI, CoAepKallumMecs B permcTpauoHHOM
[OCbe Ha 3aperMcTpupoBaHHbLIN NeKapCTBEHHbI npenapaTt Ans BeTepUHapHOro
NPUMEHEHUs1, OdepxaTefnb WNU  Brageney pPermcTpauuoHHOro  YAOCTOBEPEHMS
NeKapCTBEHHOro npenapata WnyM YnoriHOMOYEHHOE MM [OpYyroe puauYeckoe nuuo
(nanee B HacTosileW cTaTbe - 3asiBMTENb) MNPEeACTaBNseT B  YNONTHOMOYEHHbIN
denepanbHbli  OpraH WCMOMHUTENBHOW BRNAacTU 3asiBIEHMEe O BHECEHUM TakKux
N3MEHEeHUI Mo PopMe, YCTaHOBIIEHHOM YMONMHOMOYEHHbIM dheaepanbHbIM OpraHoM
NCMONMHUTENbHOW BNacTu, U NpunaraemMble K HeMy U3MEHEHUS B YKa3aHHbIE JOKYMEHTbI,
a Takke OOKYMEeHTbl, NoATBepXaaloLme HeobXoAMMOCTb BHECEHUS TakUX U3MEHEHWUN.
Mpn HeobXOAMMOCTU BHECEHUSI W3MEHEHM B [OOKYMEHTbl, coAepXxalliMecss B
PErncTpaLMoHHOM [OCbe Ha 3aperMcTpUpOBaHHbLIN JeKapCTBEHHbIN npenapaT ans
BETEPVMHAPHOTO MPUMEHEHUs, B Clny4Yasix W3MeHeHuss 1 (Unu) [OONOSHEeHUs
NPOM3BOACTBEHHOW MIOLWaAKM JeKapCTBEHHOro CpeacTBa, a Takke W3MEeHeHUs
rnokasartenei ka4yecTBa fiekapCTBEHHOro npenapaTa Ans BeTepUHapHOro NpUMeHeHUs 1
(Mnn) MeToOoB KOHTPONS KayecTBa NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NPUMEHeHUs1  3asiBUTENb  OOMOSIHUTENbHO NpeAcTaBnsieT B YNOJTHOMOYEHHbIN
denepanbHbli opraH UCMONTHUTENBHOW BriacTu crieqytowmne JOKYMEHTbI (CBeAeHUs):

1) cBegeHna O gaTe nNpefoCTaBNEeHUst U PermcTpauuoHHOM HOMEpPEe JULUEH3UM Ha
NPOM3BOACTBO  JIEKAPCTBEHHbIX  CPEACTB, NPEAOCTaBfIEHHOMW  MPOU3BOAUTENIO
NeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOrO MNPUMEHEHUd, Ans POCCUNCKNX
npousBoguTenem;

2) cBefeHns O faTe NpedoCTaBfeHWs M perncTpauuoHHOM HOMepe NUUEH3UN Ha
NPOU3BOACTBO  JleKapCTBEHHbIX  CPeACTB, MpPedoCTaBfeHHOW  MPOU3BOLMTENIO
dhapmaueBTUYeckon cybcTaHumMm, BXOASLLEN B COCTaB flekapCTBEHHOrO npenapaTa ans
BeTEepMHapHOro NpUMeHeHNs, ANs pOCCUNCKMX Npon3BoauTenen;

3) Konusa OOKyMeHTa, BblAAHHOrO YNOJIHOMOYEHHbLIM OpraHoOM CTpaHbl NPOU3BOANTENS
ANS  KaxOow NpOM3BOACTBEHHOM NIOWAOKM NeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPUMMEHEHMSI M NOATBEPXKAaloLlero COOTBETCTBME MNPOU3BOAMTENS
NeKkapCTBEHHOro npenapaTta TpeboBaHMAM NpaBuil Haanexawlem npovM3BoACTBEHHON
NpaKTUKKU, N ero NepeBod Ha PyCCKU A3blK, 3aBEPEHHblE B YCTAHOBINEHHOM nopsiake, a
TaKkKe KOMUSI 3aKkIYEeHUss O COOTBETCTBMM MPOM3BOAUTENS NEKAapPCTBEHHbIX CPeacTB
TpeboBaHMAM npaBuil  Haanexailem MNpouM3BOACTBEHHON MPaKTUKWA, BblOAHHOMO
YyNONHOMOYEeHHbIM defeparnbHbIM OpraHOM WCMONMHUTENbHOW BRacTM ANs  KaXkaown
NPOM3BOACTBEHHOM MIOLWIAAKM NekapCTBEHHOro npenapaTta Ans  BeTepuHapHOro
NPUMEHeHUs, MO0 KOMUs peLleHns O NPOBEAEHUN UHCMEKTUPOBAHUSA NPOU3BOAUTENS
NEeKapCTBEHHbIX CPeacTB, MNPUHATOrO YMNOMHOMOYEHHbIM deaeparnbHbiM  OpraHoM
NCMONHUTENbHOW BNacT ANS KaXXaow NpOU3BOACTBEHHOM MIIOWAAKMA NIEKAaPCTBEHHOIO
npenapata ans BETEPMHAPHOro NPUMEHEHUS. YKa3aHHble AOKYMEHTbI NPeaCcTaBNaAlTCsA
B Crnyvyae, €cnu npou3BOACTBO JIEKAPCTBEHHOro npenapata Ans BETEPUHAPHOro
NPUMEHEHNs ocyLLecTBNAeTCH 3a npegenamu Poccunckon depepaumm;



4) Konus OOKYMeHTa, BblJAHHOrO YNOfIHOMOYEHHbLIM OpPraHOM CTpaHbl MPOoM3BOAUTESNS
hapmaLeBTUYECKOM CcybCTaHUMM M NOATBEPXKAAOLEro COOTBETCTBME MPOM3BOAUTENS
hapmaLeBTUYECKOM CybCTaHLUKN, BXOASLEN B COCTaB NleKapCTBEHHOrO npenapaTa ang
BETEPUHAPHOIo NPUMEHEHNS, TpeboBaHMSAM NpaBun Haanexawen npon3BoaCTBEHHOMN
NPakTUKN, N ero nepeBo Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpSAKe, B
cnyyae, ecnv nNpou3BOACTBO (papmaueBTMYeCKOM cybCcTaHUMM OCyLecTBnAeTcs 3a
npegenamu Poccuiickon ®egepaumn.

1.1. B cnyyae wu3MeHeHuss wn (unM) [OMOMHEHUA NPOU3BOACTBEHHOW MroLanKK
NeKapCTBEHHOro cpeacTBa [OKYMEHTbl, YykasaHHble B 4actu 1 HacToswen craTby,
nNpeaCcTaBnATCA 3adBuUTENeM B OTHOLWEHUN U3MeHsemMon U (Unn) AOoNoSTHAEMOWN
NPOM3BOACTBEHHOM MNOWAAKN NeKapCTBEHHOro cpeacTtBa. PelweHne O BHeceHuu
M3MEHEHUN B [OOKYMEHTbl, cogepxawmecs B permcTpaumoHHOM [OCbe Ha
3aperncTprMpoBaHHbIN IEKAPCTBEHHbIN NpenapaT Ang BEeTepPMHAPHOro NPUMEHEHUS, UNK
00 OTKkase B WX BHECEHUU MpUHUMAETCA B crydae HeobXxoaAMMOCTU MpoBeAeHUs
3KCNEepTU3bl JIEKAPCTBEHHOIO CPEACTBA B CPOK, HE MpeBbILIaLLNA AeBSHOCTa pabdounx
AHen, a B ocTalbHbIX Crydasax B CPOK, HE NpeBbIlakoWwmnn Tpuguatn paboynx gHen co
OHS NPUHATUS YNOSTHOMOYEHHbIM (hbeaeparnbHbIM OpraHOM WUCMOSHUTENbHOM BRactu
3as8BMEHNSA O BHECEHUN TaKUX UBMEHEHNNA.

1.2. B cnyydyae peopraHuMsauun pgepxatensa wnu Bragensua perncrpaumoHHOro
yOOCTOBEPEHUSA FIEKAPCTBEHHOrO npenapata [Ansi BETEPUHAPHOro MNpPUMEHEHUS,
paspaboTymka unmM nNpou3BoauTENsa NEeKapCTBEHHOro npenapara Ang BeTepuHapHOro
NPUMEHEHNA B 3aABMNEHUN O BHECEHUN U3MEHEHUN B LOKYMEHTbl, COAepKalmecsa B
permcTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHLIN NEeKapCTBEHHbLIM npenapaT Ans
BETEPUHAPHOIO MPUMEHEHUS, YKa3biBAOTCA OaHHble AOKyMeHTa, MoATBEPXXAatoLlero
BHECEHMe COOTBETCTBYHOLWMX W3MEeHeHUn B EOWHBLIM  rocygapCTBEHHbIA  peecTp
OPUANYECKUX NUL, (A5 OpraHmn3aunin, 3apermcTpupoBaHHbIX Ha TeppuTopmun Poccuinckon
depnepaummn), NN NHOTO AOKYMEHTA, NOATBEPXKAAIOLLEr0 peopraHM3aLmio puandeckoro
nmua (OnNa opraHu3auui, He 3aperucTpupoBaHHbIX Ha TeppuTtopum Poccuinckon
depnepaumn). 3asiBneHne O BHECEHUUM WM3MEHEHUA B AOKYMEHTbl, COAepalimecs B
permcTpaumMoHHOM [0Cbe Ha 3aperuMcTpupoBaHHLIN NEeKapCTBEHHLIM npenapaT Ans
BETEPUHAPHOIo NPUMEHEHUS, U Npunaraemble K HEMy OOKYMEHTblI NPeaCcTaBNAlTCs B
YNOMHOMOY€EHHbIN (hbefeparbHbl OpraH UCMONMHUTESIbHOM BIaCTU He No3gHee YeM Yepes
TpyuauaTtb paboymx AHEN CO OHS BHECEHMsI COOTBETCTBYHOLUMX U3MEHEHUN B EOMHbIN
rocy4apCTBEHHbIN PEECTP HPUANYECKUX NNL, (A8 opraHM3aunin, 3aperncTpmpoBaHHbIX
Ha TeppuTtopum Poccurckon degepaumm) unu co OHSA NPUHATUS COOTBETCTBYIOLLENO
AOKYMEHTa, NOoATBEPXAaloWero peopraHusauuio  ropugudeckoro  nuua  (ona
opraHuMsaumn, He 3aperncTpupoBaHHbIX Ha Tepputopum Poccuiickon depepaunn). B
cnyyae peopraHmsauumn gepxaTens unv Bnagenbua permctpaumoHHOro yaoCcToBepeHus
fleKapCTBEHHOro npenaparta Ansi BETEPUHAPHOro NPUMEHEHUS 3asiBfIEHWE O BHECEHUM
M3MEHEHUN B [OOKYMEHTbl, coAepxawmecs B pPErmcTpaumMoHHOM [OOCbe Ha
3apEerMCTPUPOBaHHbLIN FIEKAPCTBEHHbIN nNpenapaT Ans BEeTEPUHAPHOro MPUMEHEHUS,
nogaeTcsa pUONYECKUM IMLOM, KOTOPOMY B XO4€ peopraHu3aumm nepegaHo npaso
BNTAaEHNSA TaKUM PErMcTpaLMoOHHbIM YOOCTOBEPEHNEM.

2. B cny4ae BHeceHMs N3MEHeHU B LJOKYMEHTbI, CoAepallumecsa B perMcTpaunoHHOM
AOCbe Ha 3apermcTpupoBaHHbIN JIEKAPCTBEHHbIN npenapaTr nna BeTepuHapHOro
NPUMeEHEHUS, B OTHOLUEHUN cBeAeHun, yKa3aHHbIX B NOANYHKTax

"e", ", k", ", "R, e, "X nyHkTa 7 4vactm 3 ctatbu 17 HacTtosawero deneparnbHoro

3aKoOHa, USAMEHEHUA U (I/IJ'II/I) OOonoJriHeHnA I'IpOI/ISBOﬂ,CTBeHHOVI nnowanku JiekapCcTtBeHHOro
cpeactea, a TakKke B Cllydae W3MEHEHUA nokasarternien kKadectBa JIEKapCTBEHHOIO
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npenapaTta Ansi BETEPUMHAPHOrO NPUMEHEHMs U (UNn) METOAOB KOHTPONS KayecTBa
neKkapcTBEHHOro npenapara Ansi BETepUHapHOro NpYMeHeHUs NPOBOAUTCS 3KCNepTu3a
neKapCcTBEHHOro CPeACTBa AN BeTepUHapHOro npumeHeHus. B cnyyae HeobxogmmocTu
BHECEHUS NHbIX U3MEHEHWIN B IOKYMEHTbI, CoaepKallmecss B perncTpaLmoHHOM A0Che
Ha 3apermcTpypoBaHHbI NeKapCTBEHHbIN NpenapaT Ans BETePUHAPHOIO NPUMEHEHMS,
aKCnepTM3a NeKapCTBEHHOro CPeAcTBa Ansl BETEPUMHAPHOTO MPUMEHEHUS He
NPOBOAMNTCS.

3. 3asBuTenNb BNpase NnpeactaBUTb N0 COOCTBEHHOW MHMLIMATMBE BMECTE C 3asiBIEHNEM
O BHECEHUU U3MEHEHWUN B OOKYMEHTbI, cogepxalimecs B permcTpauuoHHOM LOCbe Ha
3aperMcTpMpoBaHHbIN NEKapCTBEHHbI npenapaTt Ans BeTEPUHAPHOro MPUMEHEHUS,
KOMnn JOKYMEHTOB, MOATBEPXKAALLNX YNiaTy rocyaapCTBEHHOM NOLWSIMHbI 3@ BHECEHUE
B [JOKYMEHTbI, cogepxalimecs B peructpauumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
NeKapCTBEHHbIN npenapaTt Afs BeTEPUHAPHOrO NPUMEHEHUS, USMEHEHUIN, TPebyoLwmx
npoBefeHNs SKCNEPTU3bl NTEKAPCTBEHHOIO CPeacTBa, WU U3MEHEHUN, He Tpebyrowmx
npoBefeHNss 9KCMepTU3bl FekapCTBEHHOro cpeacrtea. B cnyyae HeobxogumocTtu
W3MEHEHNS  CBEOEHUW, COoAepXaluxcss B pPerMcTpauyuoHHOM  yOOCTOBEPEHUU
NekapCTBEHHOro npenapata Ans BETEPUHAPHOro MPUMEHEHUs, C 3adBlEHMEM,
yKaszaHHbIM B 4actu 1 HacTodAlwen CcTaTbW, 3adBUTENb BrpaBe npeacTaBuUTb Mo
COBCTBEHHOM  MHMUMATMBE  KOMWIO  AOOKYMEHTa, noATBepxparwlwero  ynnaty
rocygapCTBEHHOW  MOWMMHbI 3@  Bblgadyy  PerucTpauyMoHHOro  yAOCTOBEpPEHUs
nekapCTBEHHOro npenapata. 3asBUTENb BNpaBe MpeacTtaBuTb MO  COBCTBEHHON
MHULUMATUBE CBEOEHUS O NUULEH3USX, YKasaHHble B NyHkTax 1 mn 2 yactn 1 HacToswen
ctatbM, a Takke BblgaBaeMble YMNOSIHOMOYEHHbIMM doedeparibHbIMM  OpraHamu
NCNOJSTHNTENBHOW BNACTU OKYMEHTbI, yKa3aHHble B [yHKTe 3 YacTu 1 HacTosLwen ctaTbu.
B cnyyae HenpeacTtaBneHus ykasaHHbIX OOKYMEHTOB (CBeAeHMI) YNOSTHOMOYEHHbIN
deqepanbHbIn OpraH UCMNOMHUTESNBHON BracTU 3anpaluvBaeT yKasaHHble LOKYMEHTbI
(cBegeHus) B nopsagke MexsegoMCTBEHHOIO MHGOPMAaLMOHHOIO B3aMOLENCTBUS.

4. B cpokK, He NpeBbiwarwmi gecsatm paboumx gHen co AHSA NOCTYNNEHNSA yKasdaHHOro
BYacty 1 HacTodwen cratbM  3asBfieHUS U HEOOXOAWMbBbIX  AOKYMEHTOB,
YNOMHOMOYEHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNACTHU:

1) NpoBOAWT NpPOBEPKY MOMHOTHI U [AOCTOBEPHOCTU CBEAEHWI, CoAepXaliuxcsi B
npeacTaBneHHbIX 3asBUTENEM AOKyMEHTaX;

2) NpUHMMaeT pelueHne O MNPOBeAEeHWUM IKCNepTu3bl NEKAPCTBEHHOIO CpeacTBa Ans
BETEepPMHAPHOro NPMMeHeHUs UM o6 oTkase B ee NPoBeAEHUM;

3) yBegomnsieT B NUCbMeHHON chopme 3asiBUTENS O MPUHATOM peLLEHMM UMK B Criyyae
NPUHATUSA pelleHnst 06 oTkase B MPOBEAEHMM 3KCMepTM3bl JIEKAPCTBEHHOIO CPeACTBa
AnNsi BETEPUHAPHOIO NPUMEHEHUS C yKasaHWeM MPUYMH Takoro oTkasa.

4.1. B cnyyae BbISIBIEHUS HEQOCTOBEPHOCTU W (MNM) HEOQOCTAaTOYHOCTU CBEAEHWUMN,
cogepXalimxca B MNpeAcTaBfneHHbIX 3asiBUTENeM [AOKYMEHTaX, YMNOJTHOMOYEHHbIV
deaepanbHbIi OpraH MCMNOSMTHUTENbHOW BIacTM HanpaBndeT 3asiBUTEN0 3anpoc 06
YTOYHEHUN YKa3aHHbIX cBefeHun. 3anpoc MoxeT ObiTb nepegaH YNONHOMOYEHHOMY
npeacTaBUTESIO 3aABUTENSA NOA PacnnCKy, HanpaBneH Mo novTe 3aka3HbIM MMCbMOM UIn
nepenaH B 351IeKTPOHHON hopMe MO TenekoMMYyHUKaLMOHHbIM KaHanam ceasu. B criyvae
HanpaBneHust 3anpoca 06 YTOYHEHMM YKa3aHHbIX CBEAEHWUA MO MNo4yTe 3akasHbIM
NMMCbMOM OH CHUTAETCs NOJSTyYEHHbIM MO UCTEYEHUUN WEeCTU OHEN C AaTbl HanpaBreHus
3aKa3Horo nmcbma.
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4.2. 3assutens o06s3aH npeacrtaButb OTBET Ha 3arnpoc YNnoJIHOMOYEeHHOro
cbe,u,epaanoro OopraHa NCNOSTHATENBbHOM BacTu B CPOK, HE I'IpeBbILIJaI-OLLl,VIIZ OeBAHOCTa
pa60‘-IVIX OHEen co AHs noJiydeHnd [OaHHOro 3arpoca. CpOKI/I, YKa3aHHbleé B 4acCTu
1.1 HacCTosILEN CTaTby, NMPUOCTaHaBIIMBAKOTCA CO AHA HarnpaBJliEHUA 3aABUTESTHO 3anpoca
YMNOJIHOMO4Y€EHHOIo cbep,epaanoro OopraHa NCMONHUTESNbHOW BRacTn A0 OHSA nony4veHua
OTBETa Ha AaHHbIN 3anpoc M He Y4YuUTbiBarOTCA MNpPpU UCHUCIIEHUN CPOKa TMPUHATUA
pewieHna 0 BHECEHNN N3MEHEHUN B OOKYMEHTbI, coaepiawmecda B permctpauMoOHHOM
Jocbe Ha 3apeFI/ICTpI/IpOBaHHbII7I J'IeKapCTBeHHbII7I npenapar Aand BeTepuHapHOro
NMPUMEHEeHNUA.

5. OcHoBaHueM ans oTkasa B npoBegeHnmn aKCnepTn3bl JIEKAPCTBEHHOIO CcpeacTtBa AanAd
BETEPUHAPHOIO MNPUMEHEHNA ABNAETCA nNpeacrtaB/ieHne LOOKYMEHTOB, YKa3aHHbIX
Byactax 1wu3 HacTosiwen cTaTtbM, B HEMNOSIHOM obbeme unu OTCyTCTBME B
npencTtaBJiIEHHbLIX OOKyMeEHTax OOCTaTO4YHbIX cBegeHun, noarsepXxgaroLmnx
HEObXO0AUMOCTb BHECEHUsI WU3MEHeHun, nnbo HenpeancrtassieHne 3adBuUTesieM B
yCTaHOBJ'IeHHbIIZ CPOK OTBETa Ha yKasaHanZ B YyacTtu 4.1 HacTosLen crtaTbu 3aripoc
YMNOJIHOMOYEHHOIo d)euepaanoro opraHa NCMNOSTHUTENbHON BNacTu.

6. OKkcnepTnsa nekapcTBEHHOro cpeacTBa Afil BETEPUHAPHOrO NMPUMEHEHUsT B Lenax
BHECEHUS U3MEHEHUN B JOKYMEHTbI, coAepXallmecss B permcTpaumoHHOM A0Cbe Ha
3aperncTpuMpoOBaHHbIN NIEKAPCTBEHHbIN npenapaT Ans BeTEPUHAPHOro MpPUMEHEHUs,
OCYyLLEeCTBNSAEeTCS B Nopsgke, yCTaHOBMEHHOM cTaTben 24 Hactosiwero degepanbHoro
3aKoHa.

6.1. B Cpok, He npeBbIlWaoWmnn ecaTn paboumx gHen co AHA NONyYeHUs 3aKnyYeHus
KOMUCCUM 3KCMNEepTOB MO pesynbTataM YKasaHHOM B 4acTty 2 HACTOsLWEWN CcTaTby
3KCNepTU3bl, YNOMHOMOYEHHbIN befepanbHbIi OpraH UCNOMHUTENBHOW BIIACTU:

1) NpUHMMaeT pelleHne O BHECEHUM WM3MEHEHUN B [OOKYMEHTbI, cofep)kalmecs B
PErMCTPaLMOHHOM [OCbe Ha 3aperMcTpMpOBaHHBLIA NEeKapCTBEHHbIN npenapaT Aans
BETEPUHAPHOro NPUMEHeHUs!, N ob oTkase BO BHECEHUM TaKUX U3MEHEHUN;

2) BHOCUT B roCy[apCTBEHHbI PEECTP NIEKapCTBEHHbIX CPEACTB HA OCHOBAHWUN PELLEHNS
O BHECEHWUWN U3MEHEHUIN B JOKYMEHTbI, COAepKallnecs B perncTpaumoHHOM AOCbe Ha
3apermcTpMpoBaHHbIN NeKapCTBEHHbIM MpenapaTt Afs BEeTEPUHapHOro NpUMEHEHWS,
HeobxoauMble U3MEHEHNS U BO3BPALLAET 3TU AOKYMEHTbI 3asiBUTENIO;

3) BbloaeT 3asBUTENO HOBOE PErncTpaLuoOHHOe YOOCTOBEpPEHMEe JeKapCTBEHHOIO
npenapaTta Ons BETEPUHAPHOIO MPUMEHEHUS] B Crlyyae HeoGXOAMMOCTM W3MEHEHWUs
CBEAEHWI, coAepXaliMxcs B HEeM, C COXpPaHEHMEM HOMepa paHee BblAaHHOIO
PEerncTpaurMoHHOro yAOCTOBEPEHNs NeKapCTBEHHOIrO npenaparta Ans BeTepuHapHOro
NPUMEHEHMSI.

6.2. B cny4yae BHeceHNa N3MeHeHNN B JOKYMEHTbI, COAepKaLLnecs B permcTpaumoHHOM
AOCbe Ha 3aperucTpMpoBaHHbLIA NEKAPCTBEHHbLIM npenapaT Ans BeTepuMHapHOro
NPUMEHEHUS, B YaCTN, KacaroLLEenCcs UIBMEHEHUSA 1 (M) LOMOMHEHNSA NPON3BOLCTBEHHOWN
NMoWwaaKkM JeKapCTBEHHOro npenapaTta, npu nNpeacTaBfieHMn  3asiBUTENEM B
COOTBETCTBMM  CMNYHKTOM 3 4actu 1 HacToswen CcTaTbM  KOMUU  PELLEHUS
YNONHOMOYEHHOIo (pefepanbHOro opraHa MWCNOSHUTENbHOW BracTm O MNpoBedAeHUU
WHCNEKTUPOBAHUS NPOU3BOAUTENS NIEKAPCTBEHHbBIX CPEACTB CPOK, YKa3aHHbIA B YacTy
6.1 HacTosLeN cTaTbun, MPUOCTaHABIMBAETCA CO AHS NOMyYeHUs 3aKNYeHNA KOMUCCUN
3KCNEPTOB OO0 AHA  MNPUHATUA  YNOSIHOMOYEHHbIM  (pedeparnbHblM  OpraHom
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NCNOSTHUTENbHON BNAcTU PeLLEeHUst O Bblaaye unm ob oTkase B Bblgayve 3akiHYeHUs o
COOTBETCTBUM MNPOM3BOAMTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHusIM npasur
Hagnexalwen Npou3BOACTBEHHOW MPaKTUKM, HO He Oornee 4YemM Ha CTO BOCEMbAECST
paboumnx gHen.

7. OcHOBaHVeM AN 0TKa3a BO BHECEHUM U3MEHEHWI B JOKYMEHTbI, coaepXalluecs B
pPerucTpaLmMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIA NEeKapCTBEHHbIA npenapaTt Ans
BETEPUHAPHOIO MPUMEHEHUs, B Crydasix, He TpeOyloLIMX NPOBEeAeHUs IKCNepTUsbl
NeKapCTBEHHOIo CPeICTBa, ABMNAETCA NpeAcTaBneHne A0KyMEHTOB, YKa3aHHbIX B YacTaX
1w 3 HacTosllen cTaTbi, B HEMNONMHOM OGbemMe UNM OTCYTCTBME B MpPeAcTaBreHHbIX
[IOKyMEeHTax CBeOEeHWI, KOTopble [OIMKHbl OblTb B HUX OTpPaXeHbl, nMGo
HenpeacTaBneHne 3asBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha yKas3aHHbIN B YacTu
4.1 HacTosAIe cTaTbM  3anpoc  YMOJNIHOMOYEHHOro  dpedepanbHOro  opraHa
NCMNONMHUTENbHONM BNacTu.

7.1. OcHOBaHMEeM NS oTKa3a BO BHECEHUN U3MEHEHWN B OKYMEHTbI, coaepxalumecs B
perMcTpaumMoHHOM AO0Cbe Ha 3aperncTpupoBaHHbIA NEKaApCTBEHHLIM npenapaT ans
BETEPUHAPHOIO MPUMEHEHUs, B cny4vasax, Tpebyrwmx npoBeaeHUs 3JKCnepTusbl
NeKapCTBEHHOro CpefcTBa, SIBNSAETCS 3aKtoveHWe YMNOSIHOMOYEHHOro heaeparnbHoro
opraHa WUCMOMNHMUTENbHOM BflIaCTU O BO3MOXHOCTU CHMKEHUSA ©e30MacHOCTU, KavyecTBa,
3 HEKTUBHOCTN NEKApCTBEHHOrO0 Mpenaparta BCMeACTBUE BHECEHUSI U3MEHEHUMA B
yKaszaHHble  OOKYMEHTbl, OTKa3  YMNOSIHOMOYEHHOro  hbedepanbHOro  opraHa
NCMOSTHNTENBbHOW BNacTu B Bbldaye 3akfiyYeHuss O COOTBETCTBUMM Mpou3BoanTENs
NEeKapCTBEHHbIX CpeacTB TpeboBaHMsM nNpaBuil Hagnexawen npon3BOACTBEHHOM
NPaKkTUKN B Criydae M3MEHeHus u (Mnu) OONOSTHEHUA MPOU3BOACTBEHHOM MMOLLaaKM
NeKapCTBEHHOro npenaparta, ecnu MpOM3BOACTBO JIEKAPCTBEHHOro npenaparta Aans
BETEPUHAPHOro NPMMEHEHUs ocyLecTBNAeTCs 3a npegenamm Poccuiickon degepauum,
UM OTCYTCTBUE 3TOrO 3aKMNOYEHNS.

8. [onyckaeTca obpalleHne rnekapCTBEHHbIX MpenapaTtoB ANl BETEPUHAPHOro
NPUMEHEHNA [0 WCTEYEHUA CpoKa rOL4HOCTW, MNPOU3BELEHHbIX B Te4yeHue CTa
BOCbMUAECATM QHEN Nocne AaTbhl NPUHATUSA YNONHOMOYEHHbLIM heaepanbHbiM OpraHoM
WCMONHUTENBbHOMW BIlaCTU  pELUEHNs O BHECEHUM W3MEHEHUA B  [OOKYMEHTHI,
cogepxawmecs B pernctpaumMoHHOM [JOCbe Ha JieKapCTBEHHbI npenapaT, B
COOTBETCTBUM C UHGOPMaLMEN, CoAepKaLLeNcsa B JOKYMEHTaxX PermcTpaLMOHHOro JoCbe
Ha NekapCTBEHHbIN NpenapaTt 40 AaTbl MPUHATUSA TAKOro peLleHns.

Crtatbsa 32. OTMeHa rocygapCTBEHHOW permcTpaunmn nekapCTBEHHOro npenapaTta

PelweHne 06 OTMEHe rocydapCTBEHHOW perncTpauumn fekapCTBEHHOro npenapaTta u
UCKIIOYEHMN  NEeKapCTBEHHOro  npenapata M3  rocydapCTBEHHOIO  peecTpa
NEKapCTBEHHbIX CPEACTB MPUHMMAETCA YMNOJIHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMONHUTENbHOWN BNAacTu B CNyYae:

1) nNpencTaBneHUst COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCMNONMHUTENbHOM BMacTU 3akfioYeHus O pucke unm o6 yrpo3e 340POBbLH, KU3HU
YyernoBekKa Ui XMBOTHOTO NPY NPUMEHEHUN NIekapCTBEHHOTO Npenapara, NpeBblLLIaLLmMX
ero 3deKTUBHOCTb, MO pe3ynbTaTaM OCYLUECTBIISIEMOrO WM  MOHWUTOPUHra
6e30nacHOCTM NekapCTBEHHOrO Npenapara;
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2) nogayn gepxarenem wunn Bragesrnbuem pernctpaumMoHHOro yaoctoBepeHud
NNIeKapCTBEHHOro rpenapara uin ynoJsIHOMOYEeHHbIM UM OPYrMM HOpunanyecknm JinmLom
3asBneHns o6 oTMeHe FOcy,ElapCTBeHHOVI perncrtpauunn niekapCTtBeEHHOrNO rnpenaparta,

3) HenoaTBepXaeHunA FOcyﬂ,apCTBeHHOIZ permcTpaunn nekapCcTtBeHHOro ripenaparta no
ncTevyeHnn cpoka AencTeus perncTtpaunoHHOro yaoctoBepeHud, BblAaHHOIO Ha NATb
J1eT,

4) HenpeacTaBrneHus 3asiBUTENeM MHgopmauuu, KoTopasi MOXET MOoBreYb 3a cobol
HeoGXOOUMOCTb  BHECEHMSI  M3MEHEHWW B [OKYMEHTbl, codepxalimecs B
PErMcTpaLUMoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA NEKAPCTBEHHbI npenapaT, B
TeyeHue TpuauaTn paboymnx AHEN CO OHS HACTYMNEHNS STUX U3MEHEHUIA;

5) ocyllecTBneHUs1 rocyaapCTBEHHOW permcrTpauumn nekapcTBEHHOro npenaparta nop
TOProBbiIM HauUMEHOBaHMEM 3apPErMcTPUMPOBAHHOIO paHee MnoAd STUM  TOProBbIM
HavMeHOBaHMEM NeKapCTBEHHOro npenapaTa, OTNMYaloLWErocss  KayeCTBEHHbIM
COCTaBOM [EWCTBYHOLLMX BELLECTB;

6) ocyLLeCTBNEHMS rocyaapCTBEHHOW perucTpaumum oJHOro U TOro e NeKapCTBEHHOro
npenapata B OTHOLIEHUM OOHOTO M TOTO e [depxatens unu Bnagenbsua
pPerncTpaLmoHHOro yOOCTOBEPEHUs NeKapCTBEHHOro npenaparta B Buae OABYX M Gonee
NeKapCTBEHHbIX NpenapaToB noA pasnuyHbIMM TOProBbIMU HAaMEHOBaHUAMMU;

7) BbIHECEHWSA CYyAOM peLIeHNd O HapylleHuuM npaB npaBoobnagatens O6beKToB
NHTENNeKTyanbHON COGCTBEHHOCTM Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

8) oTcyTCTBMS NekapCTBEHHOro npenapaTa B obpaweHun B Poccuiickon degepaumm B
TeyeHune Tpex n bonee neT;

9) HeBbINONHEHUA AepXaTeneMm unu BrnagenbueM perncTpaumoHHOro yaAoCTOBEPEHMS
rfiekapCcTBEHHOro npenapara fimbo yrnorHOMOYEHHbIM MU APYIMM KOPUONYECKUM JTULIOM
mMeponpuaTuin  no  obecneveHnto  6e30nacHOCTU  NIEKApCTBEHHbIX  MpenapaTos,
YCTaHOBJEHHbIX YNOSTHOMOYEHHbIM heaeparibHbIM OPraHoOM MCMNOSTHUTENBHOW BlacTu B
COOTBETCTBUM C YacTamm 3 1 4 ctaTtbu 64 HacTosiwero PegepanbHOro 3akoHa, B pamkax
OCYyLLEeCTBNEHU hapMakoHaa3opa;

10) oTkasa pgepxatensa wnu Bnagenbua pPerncTpaunoHHOro  yooCTOBEpeHUs
nekapCcTBEHHOro npenapara Jimbo ynosIHOMOYEHHOrO UMW APYroro KpUANYECcKoro nuua
OT BHECEHUS U3MEHEHMUIN B MHCTPYKLUMIO MO NPUMEHEHUIO NIEKapCTBEHHOro npenapaTa,
KacalLmMXCs HOBbIX MOATBEPXAEHHbIX OAHHbIX O TOM, YTO PUCK NPUYMHEHMS Bpeda
3[0pPOBbI0 YerioBeKka UNn XXMBOTHOrO BCReACTBME Mpuvema JfiekapCTBEHHOro npenapara
npesbiaeT 3OPEKTUBHOCTb €r0 NPUMEHEHNS.

Crtatbs 33. [ocygapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB

1. TlocymapCTBEHHbLIM peecTp JleKapCTBEHHbLIX CPEeACTB  COLEPXUT  NepedyeHb
NeKapCTBEHHbIX NpenapaToB, NPOLEALNX FOCYAapCTBEHHYIO PerncTpaumio, nepeyeHb
hapmaLeBTUYECKMX CyBCTaHLUMIA, BXOOALWMX B COCTAB NIEKApPCTBEHHbIX NpenapaTtos, U
cnenyoLyo MHopMaLUnio:

1) B OTHOLLEHMM NEKAPCTBEHHbIX NPenapaTos.:
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a) HanMmeHoBaHMe NeKapCTBEHHOIO NnpernapaTta (Me)K,D,yHapO,D,HOG HernaTteHToBaHHOE, U
rpynnmMpoBoYvHOE, Unm xsmmm4eckoe n Toprosoe HaI/IMeHOBaHMFI);

6) nekapcTBeHHasi hopMa C yKasaHMeM [O3VMPOBKU NEKAPCTBEHHOrO npenaparta u ero
Konm4yecTBa B NOTPEOUTENBLCKOM YNAKOBKE;

B) HauMeHOBaHWe aepXxaTens unu Bragenbua perncTpaumoHHOro yaooCTOBEPEHUS
nekapCTBEHHOro npenapata U CBeAEHUs1 O pernctpaumm gep)xatens unu sragenbua
perncTpaunoHHOro yaoCTOBEPEHNSA feKapCTBEHHOro npenaparta ang MeamuuHCKOro
NPUMEHEHNSA B KaYecTBe HaroronnaTenblinka B CTpaHe pernctpaunm (4na pocCUNCKNX
OPUANYECKUX NUL, - NOEHTUMUKALUMOHHBIN HOMep Hanoronnatenswuka (MHH), ans
WHOCTPaHHbIX  OPUANYECKMX WL, - CTpaHa  perncrtpauum, HaumeHoBaHue
PErMcTpupyHoLLIErO OpraHa, perucTpauuoHHbI HOMEp, KOoA HanoronfaTtenbluka B
CTpaHe pernctpauumn (MHKopnopauumn) unm ero aHasnor);

r) HauMeHoBaHWE U agpec NPOU3BOAUTENS NEKapCTBEHHOro npenapaTta U cBefeHust O
perncTpauum nNpou3BOAUTENS NEeKapCTBEHHOro npenapata AN  MeguuUHCKOro
NPUMEHEHNSA B Ka4eCcTBe HaroronnaTenbLuka B CTpaHe permctpauunmn (ans poCcumcKnx
OPUANYECKUX NUL, - NOEHTUMUKALMOHHBIN HOMep Hanoronnatenswuka (MHH), ans
MHOCTPaHHbIX  HpPUANYECKMX §nuy - CcTpaHa  peructpauum, HauMeHOoBaHue
perucTpupyrolero opraHa, perucTtpauuoHHbI HOMeEp, KoL Hanoronnartesblimka B
CTpaHe pernctpauum (MHKoprnopauum) unm ero aHarsnor);

A) dapmakoTepaneBTUYecKasa rpynna, Ko fekapcTBEHHOro npenapaTta nNo aHaToMo-
TepaneBTUYECKO-XMMUYECKON  Knaccudukauum,  pekoMeHgoBaHHoOM  BcemupHon
opraHusaumen 3gpaBoOXpaHeHus:;

€) NokasaHusa n NPOTUBOMNOKa3aHUSA K MPUMEHEHUIO NIEKAPCTBEHHOIO Npenapara;

) N060oYHbIE OENCTBMUS NEKAPCTBEHHOIO npenapara;

3) CPOK rOOHOCTM NeKapCTBEHHOrO npenapara;

N) yCNoBUusi XpaHEHNS NekapCcTBEHHOrO npenapara;

K) yCroBuMs OTNycKa NekapCTBEHHOro npenapara;

n) HoMep hapMakonenHon CTaTbl UM B Cllydae ee OTCYTCTBUSA HOMEP HOPMaTUBHOM
AOKYMeHTaumm nmbo HOPMaTMBHOIO JOKYMEHTA;

M) [gaTta rocydapCTBEHHOW pernctpauum IekapCTBEHHOro npenapata W ero
PErncTpauMoHHbIA  HOMEp, [faTa 3aMeHbl PEerucTPauMoHHOIO  YOOCTOBEPEHUS
NeKapCTBEHHOrO npenapata Ha GeccpoyHOEe PEerucTpauvoHHOe YOOCTOBEpPEHMe
NeKapCTBEHHOro npenapaTa, fgaTta nofjayu 3asiBfieHnss O  MoATBEPXKOEHUU
rOCyJapCTBEHHOW  perucTpauuM JekapCTBEHHOro npenapaTta, [Jdata  OTMEHbl
rocyfapCTBEHHON perncTpaumm nekapcTBeHHOro npenapaTa;

H) Ka4yeCTBEHHbI COCTaB W KOJNIMYECTBEHHbLIN COCTaB [AEWCTBYIOLMX BELLECTB W
Ka4eCTBEHHbIN COCTaB BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO NpenapaTa;

0) WHdopmMauuss 060 BCEX pa3peLlleHHbIX BuOax BTOPUYHOW (MOTPEOUTENLCKON)
YMNaKOBKMU;



n) gata NPUHATUS peLLeHNst O BO3MOXHOCTU paccMaTpuBaThb NEKAPCTBEHHbIV Npenapat
MpuW rocyapCTBEHHOW permcTpauumn B ka4yectee opdpaHHOro fekapCcTBEHHOrO Npenapara
(Ans nekapcTBeHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHUS);

p) HanmMymne JiekapCTtBeEHHOIo npenapata B nNepedyHe >XU3HEHHO HeoOXOANUMbIX W
BaXKHENLLNX JNIeKapCTBEeHHbIX TMpenapaTtoB (,D,J'IFI JIEKAPCTBEHHbIX TrpenapartoB A1
MeanUnHCKOro I'IpVIMeHeHI/IFI);

C) Hanuyne B JeKapCTBEHHOM MpenapaTe HapKOTUYEeCKUX CPencTB, MCUXOTPOMHbIX
BELEeCTB M MX MPEKypcopoB, noanexawmx KoHTpono B Poccuiickon depepauuun, B
COOTBETCTBUM C 3akoHodaTenbCcTBOM Poccuickon ®Pepepaunn, MexgyHapOAHbIMU
porosopamn Poccunckon degepaumm, B TOM uyucne EOnHOM KOHBeHUMEn O
HapkoTudecknx cpeacteax 1961 roga n KoHBeHUMeN 0 NCUXOTPONHLIX BewecTBax 1971
ropa;

T) MHbopMaLMs O TOM, SABNSIETCH NN AaHHbIN NeKapCTBEHHbIN npenapat pedepeHTHbIM
nleKapCTBEHHbIM MpenapaTomMm;

y) cBefeHna o nogade 3asiBfieHMUss 0 BHECEHUN N3MEHEHUN B OOKYMEHTbI, cogeprKalneca
B permctpaumoHHOM OOoCbe Ha J'IeKapCTBeHHbII‘/II npenapar,

@) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbii 3akoH 0T 27.12.2019 N 475-93;
X) CPOK BBEEHWS NekapCTBEHHOMO NpenapaTa B rpaxgaHckunin o6opor;
2) B OTHOLLEHMN (hapMaLEBTUYECKNX CYBCTaHLNN:

a) HanMeHoBaHue dapmaueBTUYecKom cybcTaHumm (mMexxgyHapogHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, UM XUMUYECKOE 1 TOProBOE HaMMEHOBaHUS);

0) HaMmeHoBaHWe 1 agpec NPOM3BOANTENSA hapMaLeBTUYECKON cybBCTaHLuu;
B) CPOK ro4HOCTU dhapMaLeBTUYECKON cybcTaHLnu;
) yCnoBus XxpaHeHnsa hapmaleBTMyeckon cybctaHumm;

) HOMep dhapMakornenHon cTaTbM UK B Criydyae ee OTCYTCTBUSA HOMEP HOPMaTMBHOM
AOKYMEeHTaumm nmbo HOPMaTUBHOIO JOKYMEHTA;

€e) Hanuume dapmaueBTU4Yeckorn cybCcTaHUuMM B MNEpeyYHe HapKOTMYECKUX CPencTs,
NMCUXOTPOMHbIX BELLECTB U MX NPEKYpPCOpPOB, noasiexawmx KoHTposio B Poccumnckom
depepaumn, B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccumnckon depepaumn,
MexayHapogHbiMu  gorosopamu  Poccunckon depepauuun, B TOM uucne EguHom
KOHBEHUMEN 0 HapkoTudecknx cpeacteax 1961 roga n KoHBeHUMEN O MCUXOTPOMHbIX
BewectBax 1971 roga.

2. ®apmaueBTMyeckas cybcTaHums, npou3BedeHHaa Ons peanusauuu, MoXeT ObiTb
BKIMIOYEHa B TrOCYOApCTBEHHbIN peecTp JeKapCTBEHHbIX CpeaCcTB Ha OCHOBaHWUK
3aaBneHna paspaboTtumka wnu nNpPou3BOAUTENHA JEKAapCTBEHHOro cpeacrtea nmbo
YNOSTHOMOYEHHOrO UMW HOPUANYECKOro Nvua npu yCcrioBUM NpoBeAEeHUs B OTHOLLEHUU
Takon papmaueBTMYEeCKOn cybCTaHUMM 3KCnepTusbl kKadecTBa hapMaLeBTUYECKOM
cybGCTaHuMM B nopsgke, YCTaHOBMNEHHOM cTaThbel 34 Hactoduwero ®denepanbHOro
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3aKkoHa. B oTHoweHwn apmaueBTUYECKUX CyOCTaHUMA, MNPOU3BELAEHHbIX AN
peanusauuu, B rocygapCTBEHHOM peecTpe JleKapCTBEHHbIX CPeaCcTB COOepXUTCA
cnegywowas nHgopmaums:

1) HaumeHoBaHune hapmaueBTU4EeCKON cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMNMPOBOYHOE, UMM XMMUYECKOE N TOProBOe HauMEHOBaHUS);

2) HauMeHoBaHWe, agpec nNpomnsBoauTens gapmaueBTUYeCcKon CybCTaHUmMK, a Takke B
OTHOLUEHUM NEeKapCTBEHHbLIX CPeACcTB AN MEOUUMHCKOro MNPUMEHEHUs CBeOeHus O
permctpauum  npoussBogutensa  dapmaueBTUdeckonM  cybcTaHuMnm B KadecTse
HarnoronnaTenbluka B CTpaHe peructpaumm (Ons POCCUUCKUX OPUOUNYECKUX NnL, -
NOEHTUMPUKALUNOHHBLIN  HOMep  Hanoronnatenbwuka (MHH), ana  wvHoCTpaHHbIX
OPUANYECKUX NNL, - CTpaHa perucTpauuu, HaMMeHOBaHMe PerucTpupyrowero opraHa,
pPerMcTpauuoHHbIn  HOMEpP, KoA HanoronnaTtenbluuka B CTpaHe perncrpaumm
(MHKOpPNOpauuKn) unn ero aHanor);

3) CpOK rogHoOCTK hbapmaLeBTMYEeCKON CyOCcTaHUu;
4) ycnoBusi XpaHeHust hapMaLeBTU4ECKOM CcybcTaHumm;

5) Homep dhapmakonenHon ctaTbh NMOO B Criydae ee OTCYTCTBUSA HOMEP HOPMaTMBHOM
AOKyMEHTaL MM NN HOPMAaTUBHOIO JOKYMEHTA;

6) Hanuume dapmaueBTUYeckon cybcTaHuMM B MepeyHe HapKOTUYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB U MUX NPEKYpPCOpPOB, noasiexawimx KoHTposio B Poccunckom
depepaummn, B COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccunckon depepaunn,
MexayHapogHbiMn  goroBopamn Poccunckon ®Pepepaummn, B TOM uyucne EamHon
KOHBEHUMEen o HapkoTudecknx cpeacrteax 1961 roga n KoHBEHUMEN O NMCUXOTPOMHbIX
BewlectBax 1971 ropa;

7) paTa BKMAYEHUs apMaueBTUYECKOW CyOCTaHUMM B TFOCYOapCTBEHHLIA peecTp
NeKkapCTBEHHbIX CPeACTB, faTa BHECEHUSA U3SMEHEHUI B AOKYMEHTbI (hbapMaLeBTUYECKON
cybcTaHumm, gaTta UcknioveHns dapmaleBTnyeckon cybctaHuumn n3 rocyaapcTBEHHOro
peecTpa fekapCTBEHHbIX CPeaCTB.

3. lNopspok BedeHWs rOCydapCTBEHHOrO peecTpa fekapCTBEHHbIX CPeacTB  Ans
MEONLIMHCKOrO MPUMEHEHMS U MOPSiAOK BEAeHWst TOoCyAapCTBEHHOro peecTtpa
NeKapCTBEHHbIX  CpPeacTB AN BETEPUHAPHOro  MPUMEHEHUS  YTBEPXKAAMOTCS
COOTBETCTBYHOLUMM  YMOSIHOMOYEHHbIM  oefepanbHbiM  OpraHoM  MUCMOSTHUTENBbHOM
BMNacTu.

Ctatbss 34. BknwouveHne B rOCydapCTBEHHbIA PEeecTp JEKapCTBEHHbIX CPeacTB W
NCKITHOYEHNE n3 rocyaapCTBEHHOrO peecTpa NeKapCTBEHHbIX cpeacTs
dhapmaueBTUYECKON CyOCTaHLMK, NPOM3BEAEHHON ANs peanu3aumm

1. [Ins BKNOYEHNS hapMaueBTUYECKON cybCcTaHLuKM, NPOM3BEAEHHON AN peanusauuu,
B rOCYy[apCTBEHHbIN PEeecTp IeKapCTBEHHbIX CPEACTB, NPOBOAMTCHA 3KCNepTusa ee
Ka4yecTBa.

2. DKcnepTu3a kavyecTBa yka3aHHOW B Yacty 1 HacTosiwen ctaTbh bapMaLeBTUYECKOM
cybGCTaHummM, CoCTaBfeHNE KOMUCCUMEN IKCMEPTOB 3aKMOYEHU MO pe3ynbTaTam 3TON
3KCnepTMsbl M UX HanpasfeHne B  YNOSIHOMOYEHHbIN  (pedepanbHbIM - OpraH
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WCNOJSTHUTENbHON BNacTU OCYLUECTBMASATCA B CPOK, HE MPEBbILAKLWMIA LWEeCTUAECATH
pabounx OHEeNn CcO AHA MNONyYeHUSs ISKCMEepPTHbIM YyypexOeHWeM COOTBETCTBYHOLLErO
3aflaHus  YMNorIHOMOYeHHOro dyefeparibHOro opraHa WCMONMHUTENBHOM Briactm wu
cnegyrowmx JOKYMEHTOB (CBeAeHUN):

1) cBegeHna O gaTe nNpefoCTaBNeHUs U PermcTpauuoHHOM HOMepe JULEH3UU Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB UMM CBeAeHWA O AaTe npenocTaBfieHnsa n
perMcTpauymMoHHOM  HOMEpE  3akflYeHMs O  COOTBETCTBUM  MPOM3BOAUTENS
neKkapCTBEHHbIX cpeacTB TpeboBaHMAM MpaBun Hagnexaiwen npon3BoaCTBEHHON
NPaKTUKN, BblOaHHbIX (MPefoCcTaBnNeHHbIX) YNOTHOMOYEHHbIM dheepasibHbIM OpraHoMm
WCMONHUTENbHOM BIlaCcTU, B Clnyyae, ecnu Npou3BOACTBO fleKapCTBEHHOro cpeactea
ocywectBnsaeTcs B Poccuickon egepauunu;

2) KonNusa OOKYMEHTa, BblAAHHOrO YNOSIHOMOYEHHBbIM OpPraHoOM CTpaHbl NPOU3BOAUTENS
NEeKapCTBEHHOroO CpeacTBa W MOATBEPXKOAMOLWIEro  paspelleHne NpounsBoAcTBa
NEeKapCTBEHHOr0 CpeacTBa, WM €ero nepeBoj Ha PYCCKMA A3blK, 3aBEpPEHHble B
YCTaHOBMEHHOM Mopsake, a Takke KONus 3aknioyeHns 0 COOTBETCTBUM NPOU3BOANTENS
NEeKapCTBEHHbIX CpeacTB TpeboBaHMSM NpaBun Haanexalwen npon3BOACTBEHHOM
NPaKTUKK, BbIAAHHOIO YMNOMIHOMOYEHHbIM beaepanbHbIM OpPraHoM WCMOSTHUTENbHOM
Bnactu, nmMbo KONMMA  pelleHnss  yNnoNIHOMOYEHHOro  dedeparnbHOro  opraHa
WCMONHUTENbHOMW BfactTM O MNPOBEAEHUM  MHCNEKTUPOBAHUS  NPOM3BOAUTENS
NEeKapCTBEHHOrO0 cpeacTBa. YKasaHHble AOKYMEHTbl MPeACcTaBnsitoTCa B criyvae, ecnu
NpPOM3BOACTBO NIEKaPCTBEHHOIO CPeAcTBa OCYLLECTBMASIETCS 3a npeaenamm Poccuinckon
depepaumy;

3) OOKYMEHT, coaepxalumi cnegytowme ceefeHmst o bapmaieBTMYeckon cybcTaHLmm:
a) HaMMmeHoBaHue hapMaLleBTUYECKON CybCcTaHUMN, ee CTPyKTypa, obLume CBOMCTBA;
0) HaMmeHoBaHWe 1 agpec NPOM3BOAUTENS,;

B) TEXHOJI0IrMA npon3BoacTtea C ONnMCaHneEm cTaguun npon3BoacTBa M METOA0B KOHTPOJIA
Ha BCEX CTaaAMnAX NpoOnU3BOACTBA,

r) onncaHme pa3paboTkun npouecca NPoM3BOLCTBA;

A1) onucaHne KOHTPOINS KPUTUYECKMX CTaaui npoLecca NpoM3BOACTBa U NPOMEXYTOYHOW
npoaykumu;

€) OKyMeHTarnbHoe NoATBepXAeHMe (Banugaumns) NpoLeccoB U (M) nx OLEHKa;
) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundumkauma Ha papmMaLeBTUYECKYIO CyGCTaHUMIO 1 ee 060CHOBAHUE;

K) aHanuMTM4Yeckne MeToaukn, NCNofb3yemMble NPy OCYLLEeCTBIIEHMN KOHTPOMS KavyecTBa
dapmaueBTUYECKON CyOCTaHLMK;



n) [AOKYMeHTanbHOe MOATBepXAeHue (Banuaauusi) aHanmuTUYEcKMX MeTOOMK,
MCNONb3yeMbIX MPU  OCYLLECTBIIEHUM KOHTPONS kadecTBa hapMaueBTUYECKOM
cybcTaHumuy;

M) pe3ynbTaTbl aHanusa cepuii bapMaLeBTMYECKON CyOCTaHLuK;

H) nepeyvyeHb CTaHOapTHbIX O6p33LI,OB nnn BewecCTB, UCMOJIb3yeMbIX NPU OCyLLECTBIIEHNN
KOHTPOJ1A Ka4eCTBa,

0) onucaHue XapaKTepUCTMK U CBOWCTB YMaKOBOYHbLIX MaTepuarnioB U YKYNoOpO4HbIX
CpeacTB.;

n) AaHHbIEe O CTabuNbHOCTU (papmaLeBTUYECKON CyOCTaHLU MK,
p) CPOK rOAHOCTY;

4) OOKYMEHT, coaepalluii cBeAeHUs1 O permcTpauumn nNpousBoOAUTENS NekapCTBEHHbIX
cpeacTB Ans MeAMLMHCKOro NMPUYMEHEHWsl B KayecTBe Harnoronnartenbliuka B cTpaHe
peructpaummn (Ons POCCUNCKMX HOPUANYECKUX NUL, - WOEHTUMKALUMOHHBLIA HOMep
HanoronnaTenblmka (MHH), Ons MHOCTpaHHbIX lOPUAMYECKMX §NWL - CTpaHa
perucTpaumm, HauMeHOBaHNe PErMCTPUPYIOLLIErO OpraHa, PErMcTPaLMOHHbBIA HOMEP, Kog,
HanoronnaTenblUMKa B CTpaHe perncTpauum (MHKoprnopawumn) unm ero aHanor).

3. [Ansa npoBefeHWa 3KCNepTusbl KavyecTBa YKasaHHOM B YacTu 1 HacToswen ctaTbu
hapmaueBTUYecCKon cybCcTaHuun 3aaBuTenb NpeactaBndeTr B YMNOSHOMOYEHHbIN
doenepanbHbI OpraH UCMOSTHUTENBHOM BacTu:

1) 3asBfeHMe O BKIIHYEHUM B rOCY[apPCTBEHHbLIA PEECTP FEKapCTBEHHbIX CPEeaCTB
AaHHOM bapmaueBTMYECKON CyOCTaHLuUK;

2) Konus [OOKYMeHTa, NoATBepXAarollero ynnaty rocyaapCTBEHHOW MOLUMMHbI 3a
BKITHOYEHNE B roCy4apCTBEHHbIN peecTp NekapCTBEHHbIX CpeacTB (hapMaLeBTUYECKOn
cybCcTaHumM, Npons3BeneHHon Ans peanusauuu, nmbo no cobCTBEHHOW WMHULMATMBE
yKasaHHbI JOKYMeHT. B criyyae ero HenpeacraBneHus 3asiBUTENEM YnofIHOMOYEHHbIN
defepanbHbI - opraH  UCMNOMHUTENbLHOW  BflaCTU  npoBepdeT  (pakT  ynnaTbl
rocy4apCTBEHHOWM MOLUMMHbI 3asBUTENEM C UCMNONb30BaHMEM MHopMauun o6 ynnarte
rocyfapCTBEHHOM MNOLWSIMHBI, coaepxallenca B [ocyaapCTBEHHOM WHAOPMALMOHHOM
CUCTEME O TrOCYOapCTBEHHbIX W  MyHWUMNANbHbIX MfaTtexax, Ha OCHOBaHUK
npeacTaBfieHHON  3asiBUTENEM KONUW  [OOKYMEHTa, noaTBepXgawoLlero ynnaty
rocyaapCTBEHHOM MOLUSNHBI;

3) OOKYMEHTbI, YKa3aHHbIe B YacTu 2 HACTOSILEN CTaTby;

4) 3asBreHne O Bblgaye paspelleHus Ha BBo3 B Poccuiickyto degepaumo KOHKPETHOM
napTMm He3aperncTpupoBaHHOIO NEKapCTBEHHOro cpeactsa, NpeaHasHayYeHHoro Ans
npoBeAeHNs YKadaHHOW aKCnepTU3bl.

3.1. B cnyyae HenpeacTaBneHusi ¢ 3asdBfieHWEM O BKITHOYEHUU B rOCyOapCTBEHHbIN
peecTp IeKapCTBEHHbIX CpeAcTB ¢apMaueBTUYecKoM CcybcTaHumMM [OOKYMEHTOB,
noaTeepxgarLwmx ynrnaTty rocygapCTBEHHOW NOLSIMHBLI U yKa3aHHbIX B MyHKTE 2 4acTu
3 HacTodALWen cTaTbi, a Takke BblgaBaeMblX (NpefocTaBnsieMblX) YNOTHOMOYEHHbIMU
denepanbHbIMXU  OpraHamu  UCMOSMIHUTENBHOM  BNacTU  [LOKYMEHTOB (CBedeHun),
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yKaszaHHbIX B NOyHKTax 1mM2 4actu 2 HacTosiwew cTaTtbu, YNOSTHOMOYEHHbIN
defepanbHbIN OpraH UCNONMHUTESNBHOW BIlacTU 3anpaluvBaeT yKasaHHble LOKYMEHTbI
(cBegeHus) B nopsagke MexseJoOMCTBEHHOMO MHAPOPMaLMOHHOIO B3aMMoLeNCTBUS.

4. B TeyeHue pecatn pabounx OHEW CO OHS NPUHATUS 3adBfEHMS O BKIHOYEHUU
yKazaHHOMW B 4actu 1 HacToswen cratbM dapmaueBTUdeckon cybcTtaHuum B
rocyJapCTBEHHbIN pPeecTp JIeKapCTBEHHbIX CPeaCTB U AOKYMEHTOB, MNepeyvncrieHHbIX
BYactu 1 MmnyHkTe 2 4actu 3 HacTosIlen cTaTbM, YNOSIHOMOYEHHbIN (heaepanbHbIN
opraH UCNoOJSTHUTENbHOW BNACTU:

1) npoBoanUT TMPOBEPKY MOJIHOTbI W  OOCTOBEPHOCTU AdaHHbIX, coAepXXalnxcqa B
npeacTtaBsieHHbIX 3adBUTENIEM OOKYMEHTAX;

2) NpyHMMaeT pelleHMe O HanpaBfeHWuM B IKCMEPTHOE YYpexaeHue 3afdaHus Ha
npoBedeHne 3KCNepTu3bl KayecTBa YKa3aHHOWM B 4YacTy 1 HacToswen cTaTbu
hapmaueBTHUYecKon CybCcTaHLMM Unmn o6 oTKase B TaKOM HanpasfieHuu;

3) yBegomnsieT B 3MEKTPOHHOW WNN MUCbMEHHON ¢opMe 3asiBUTENS O MNPUHSATOM
pEeLUeHMN UMK B CriyYae oTKasa C ykasaHueM MpUYMH Takoro oTkasa.

41. B cnyyae BbiIBNEHUS HeOOCTOBEPHOCTM CBEAEHWUN, CoAepXaluxca B
npeaCTaBliEHHbIX 3asiBUTENeM MaTepuanax, YNOfIHOMOYEHHbIM deaepanbHbid opraH
WCMONHUTENBbHOM BIlaCTU HanpaensieT 3asiBATENHO 3anpoc 06 YyTOYHEHUM YKasaHHbIX
cBegeHun. [laHHbIn 3anpoc MoXeT ObiTb nepegaH YNOSIHOMOYEHHOMY MpPeaCcTaBUTENO
3asBMTENA NMUYHO NOA PacnuUCcKy, HanpaeseH Mo NoYTe 3akasHbiM MMCbMOM UK NepenaH
B 3MEKTPOHHOW opmMe no TerneKOMMYHUKALUMOHHBLIM KaHanam cBa3uv. B cnydae
HanpaBneHMa [OaHHOro 3anpoca Mo MnoYTe 3akasHbIM MUCbMOM OH cuyMTaeTcs
NOSTly4YEHHbIM MO UCTEYEHUM LLIECTN OHEN C AaTbl HanpaBneHnsa 3aka3Horo NMCbMa.

4.2. 3asButenb o06s3aH npeacTaBUTb OTBET Ha  3anpoc  YMNOMHOMOYEHHOro
doeepanbHOro opraHa UCNOSHUTENBHOW BNacT B CPOK, HE NpeBbILWaLLmMin AeBAHOCTA
pabounx OHen co [HA NonyyYyeHUs AaHHoro 3anpoca. Cpok, yKasaHHbIM B YacTu
4 HacTosLen cTaTbn, NPUOCTaHABNMBAETCA CO OHA HanpaBlieHMs 3adBUTENO 3anpoca
YNONMHOMOYEHHOIo (beaepanbHOro opraHa UCNOSTHUTENbHOW BiacTy OO OHA MOSyYeHus
UM OTBeTa Ha JaHHbIA 3anpoC N He YYUTbIBAeTCS NPU UCYUCIEHUN CPOoKa 3KCnepTusbl
KayecTBa papmMaueBTUYECKON CcybCTaHuMW, Heucnonb3yemom npu Npoun3BoacTBe
neKkapCTBEHHbIX NpenapaTos.

5. OcHoBaHMeEM Ons OTKasa B HanpaBfiEHUM B SKCMNEPTHOE yypexaeHue 3adaHusi Ha
nposedeHne 3KCNepTu3bl KadecTBa YyKasaHHOWM B 4Yacty 1 HacTosiwen craTby
hapmaueBTUYECKON CybCTaHUUN SBNSETCA HenpeacTaBrieHne JOKYMEHTOB, YKa3aHHbIX
B 4acTu 2 HACTOsALWEN cTaTbW, OTCYTCTBME WHGOpMauuK, noaTBepxaarowen gakr
ynnaTbl rocygapCTBEHHON MOLUMMHbLI 32 BKMOYEHME dpapmaueBTUYecKon cybecTtaHuum,
npou3BeaeHHON ANd peanusaumm, B rocyaapCTBEHHbIV PeEeCTp NEKapCTBEHHbIX CPEACTB,
HenpeacTaBneHne 3assBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA Ha yKa3aHHbIN B YacTu
4.1 HacTosIWENn  CcTaTbW  3anpoc  YMNOSIHOMOYEHHOro  dhegepanbHOro  opraHa
WCMONHUTENbHOW BfacTM WU MpeAacTaBleHMe [OOKYMEHTOB, He coaepKalumx
ncYepnbIBaloOLWEro NepeyHs HeobxoaNMbIX CBEAEHNNA.

6. B TeyeHne natHaguaTtm pa6oq|/|x AHEeNn co aHA nony4veHund peeHna ynosiHoMmo4eHHOro
qoe,u,epaanoro opraHa NUCMNONHUTENBbHOM BRactm o HanpaBJiEHNN B JKCNepTHOEe
yypexgeHmne 3adaHunda Ha npoBeaeHune 3KCnepTu3bl KadecTBa yKGSaHHOVI B 4acTu
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1 HacTodAwen crtaTtbn dapmaueBTU4eckonm cybcTaHuuMu 3asBuTenb NpeacTaBnsaeT B
9KCMEepTHOE  yypexaeHve [Ons  NpoBedeHuMst  [aHHOW  aKkcnepTu3bl  0bpasubl
hapmaLreBTUYeCKOn cybCcTaHuum B KOnNuyecTee, HeobxoanmMoM ANl BOCNPOU3BeaeHNs
METOLOB KOHTPOMsS KayecTBa. OKCMEpPTHOE ydpexaeHue npu nosyvyeHun obpasuoB
ykaszaHHoOM B 4actu 1 HacToswen cratbn GapMaueBTMYEeCcKOW cybCcTaHuun BbloaeT
3asBUTEN0 JOKYMEHT, NOATBepXAarLwmi nosydeHne aTnx obpasuoB, U B CPOK, He
npesbILWAWNN Tpex paboymx AHeNn, yBeAOMMsSeT B 3SIEKTPOHHOW WU MUCbMEHHOWN
dopme 06 3TOM YNOSTHOMOYEHHbIN dhefepanbHbli OpraH UCMONHUTESNbHOW BRacTu. 3Tu
CPOKW HE BKMNIOYAKTCS B CPOK NPOBEAEHUS] AaHHOW 3KCNEepPTU3bl.

7. JOKyMeHTbl, NOCTYNMBLUME B IKCMEPTHOE yypexaeHue Onga npoBedeHnsa aKcnepTusbl
KayecTBa yKa3aHHOW B 4acTtu 1 HacTosLen ctaTtbuM gpapmaueBTUYecKon cybctaHumm,
nognexat BO3BpaTy B YNOSTHOMOYEHHbIN heaeparnbHbI OpraH UCMONHUTENbHOW B1aCcTH
OAHOBPEMEHHO C 3aKNYEeHUsAMU Mo pesynbTaTtam NpoBegeHHOM IKCNePTU3bI.

8. B cpok, He npeBblwaWMA NATU paboymx OHEN CO OHSA MONyYeHUs 3aKYeHuUs
KOMUCCUM SKCMEPTOB MO pes3ynbTaTaM 3KCNepTU3bl KayecTBa YKa3aHHOM B YacTu
1 HacTosWEeNn cTatbM dhapmaueBTUYECKOM cybcTaHumu, YNOSTHOMOYEHHbIN
defepanbHbI OpraH UCMOSTHUTENbHOM BIacTu:

1) ocyLLEecTBNsAEeT OLEHKY Takoro 3akmniouyeHuss Ons onpeneneHns ero cooTBEeTCTBUS
3aaHuI0 Ha NpoBeaeHNe JaHHOW 9KCNepTu3bl;

2) NpUYHUMAaET peLlleHne O BKOYEHUN YKa3aHHOM B Yacty 1 HacTodAWeWn cTaTbu
dhapmaueBTUYECKON CyBCTaHUMM B rOCY4apPCTBEHHbIA PEECTP NIEKAPCTBEHHbLIX CPEACTB
Unu peLueHne o6 oTkase B TaKOM BKITHOYEHWM;

3) BHOCUT NPU MPUHATUM PELLEHNS O BKITHOYEHMM yKa3aHHOM B YacTu 1 HacTosILWen ctaTbm
dhapmaueBTUYECKON CyBCTaHUMM B rOCY4apPCTBEHHbIA PEECTP NIEKAPCTBEHHbLIX CPEACTB
NPenyCMOTPEHHYIO YacTbo 2 craTtbu 33 HacTtosiwero ®PepepanbHOro  3akoHa
WHGopMauuio 1 yBeaomnsaer 06 3TOM B 3MEKTPOHHOM WM MNUCbMEHHOW doopme
3asBuTENS.

9. OcHOoBaHMEM AnNs OTKa3a BO BKIKYEHMM yKa3aHHOM B 4acTu 1 HacTosWen crtaTbu
dhapmaueBTUYECKON CyOCTaHUMM B FOCY4APCTBEHHbIA PEECTP JIEKAPCTBEHHbLIX CPEACTB
SIBMSIETCA 3aKM4YeHMe COOTBETCTBYHOLLErO YNOSTHOMOYEHHOrO doeaepanbHOro opraHa
NCMONHUTENbHOM BfacTtM O TOM, YTO KayecTBO hapmaueBTUYECKOM CyOCTaHUMM He
noaTBEPXAEHO NOMYyYEHHbIMU AaHHBIMMN.

10. He ponyckaeTtcsa BKIOYEHUE B rocy4apCTBEHHbIN PeecTp feKapCTBEHHbIX CPeaCTB
ogHOW  dhapMaueBTUYECKON cybCTaHuuKM, nNPOM3BEAEHHOW [ONA peanu3aumm  wn
BbIMyCKAEMON OOHMM U TEM XE NPOU3BOAUTENEM, B BMAE ABYX U Boree peecTpoBbIX
3anucemn.

11. BHeceHne Wn3MeHeHMW B [AOKYMEHTbl Ha apmaueBTMYEecKyo cybcTtaHuuto,
NPOM3BEAEHHYID AN  peanus3aumm W  BKIIOYEHHYHD B TOCY[apCTBEHHbI peecTp
NEeKapCTBEHHbIX CPeacTB, OCYLLEeCTBMASETCS B MNOPSAKe, YCTaHOBIIEHHOM CTaTbsaMU
30 n 31 HacTosiwero defepanbHOro 3akoHa, C ynfaTton rocygapCTBEHHOW MOLUSIMHDI,
npeaycMoTpeHHOM 3akoHogaTenbcTBoM Poccuinckon ®enepauymnm o Hanorax u cbopax.

12. [onyckaeTtca obpalieHne dapMaueBTUYECKMX CyOCTaHUMN, NMPOU3BEAEHHbIX AN
peanu3auuu, B TEYEHWE CTa BOCbBMWOECATM [AHEM OO W MOcCne nNpUHATUSNA
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YMNOJIHOMOY€E€HHbIM (be,uepaanblM opraHom MCMNOSTHUTENBHON BacTu peweHna o
BHECEHUN N3MEHEHNI B  OOKYMEHTbI Ha cbapmau,eBTquCKyro Cy6CTaHLI,I/II'O,
nponseedeHHyro AOnAa peanmMsaunm “n  BKITHOYEHHYHO B FOCy,D,apCTBeHHbIVI peecTp
JIEKAPCTBEHHbIX CPEeOCTB.

13. PeweHne o6 ncknoYeHun ms rocyaapCrtBeHHOro peectpa NnekKapCTBeHHbIX CpencTB
cbapmau,eBTqueCKoM Cy6CTaHLI,I/IVI, npomsse,quHon ana peann3audunn, TMNpuHNMMaeTCA
YMNOJIHOMOY€EHHbIM (beuepaanblm opraHom NCMNOSTHUTENbHOW BNacTn B cnyvae:

1) npeacrtaernieHna CooTBETCTBYHOLWNM  YNOJTHOMOYEHHbLIM cbep,epaanblM opraHom
NCMNOSTHNTENBbHOW BRACTU 3aKIOYEHNA O pucke unnm 06 yrpose Xum3Hu uinnm 340p0BbHO
yenoBeka NMbBO XNMBOTHOIO npn NcnoJyib3oBaHN NEKapCTBEHHOIo CpeacTBa,

2) nogauuM pas3paboTyMKOM FieKapCTBEHHOro cpeactsa WM Npou3BoauUTENeM
neKapcTBEHHOro cpeAcTsa NGO YNONTHOMOYEHHBIM MU APYTUM HOPUANYECKUM FIULIOM
3asBneHnss 06 MCKIIOYEHMN M3 rOCy4apCTBEHHOIO peecTpa NEeKapCTBEHHbIX CPeacTB
dhapmaueBTUYEcKol cybCcTaHLUMK, NPON3BEAEHHOW ANA peanu3aumu;

3) oTcyTCcTBMSA hapMaLeBTUYeckon cybcTaHumMM, NpousBeaeHHON Ans peanusauuu, B
obpaweHnn B Poccuiickon Gepgepaumm B Te4eHne Tpex u 6onee ner.

Crtatbsa 35. YTpatuna cuny ¢ 1 utona 2015 roga. - ®egepanbHbid 3akoH oT 22.12.2014 N
429-03.

Ctatbsa 36. ObxxanoBaHume pelueHns 06 oTkase B Bblgade paspelleHns Ha npoBeaeHmne
KNMMHUYECKOro uccrneaoBaHWUst NeKapCTBEHHOro npenapaTta, peweHns o6 oTkase B
rocyaAapCTBEHHOW pPErncTpaumm nekapCcTBEHHOro npenapaTa, 3akfiYeHUss KOMUCCUK
9KCNEepPTOB 3KCMEPTHOIO YUYPEXOAEHUS UK 3aKMNOYEHNST COBETA NO 3TUKE

PelweHnune COOTBETCTBYHOLLENO YNOMHOMOYEHHOrO hbeneparnbHoOro opraHa
nucnonHuTenbHonm Bnactu o6 oOTkasze B Bbldaye paspelleHus Ha npoBedeHue
KIMMHUYECKOro UCCneaoBaHUs JeKapCTBEHHOro npenapaTta, pelleHne yKasaHHOro
defepanbHOro opraHa WCMNONHUTENbHOM Brnactm o6 oTkase B roCydapCTBEHHON
pernctpaumm fekapcTBEHHOro npenapaTa, 3akfioyYeHue KOMWUCCUM  IKCNepTOB
9KCMNEPTHOro y4pexaeHnsa unm 3aknoveHme coBeTta no aTuke MoXeT ObiTb 06xanoBaHo
B NopsKe, yCTaHOBNIEHHOM 3akoHoAdaTeNnbCcTBOM Poccuinckon depepaummn. 3aknoyeHne
KOMUCCUM  3KCMEpPTOB  IKCMEPTHOrOo  yypexaeHuss O  B3anmMo3aMeHSeMOCTU
NeKapCTBEHHbIX MpenapaTtoB Afs MeOULMHCKOro MpuMeHeHuss nnbo o TOM, 4TO
NeKapCTBEHHbIN  npenapaT Ansa  MeguUMHCKOro  NpUMEHeHus He  sBndeTtcd
B3aMMO3aMeHseMbIM, MOXeT OblTb obOXanoBaHO Aepxatenem unv Bnagenbuem
perncTpaumMoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta B YNOSIHOMOYEHHbIV
doeaepanbHbIN OpraH UCNOMHUTENBHOW BACTU, KOTOPbIW NPUBIIEKAET K PACCMOTPEHUIO
ykaszaHHoOn xanobbl  NOOBEAOMCTBEHHblE €My  HayyHble  OpraHu3auun wu
obpasoBaTenbHble  opraHM3aumMm  Bbiclero  obpasoBaHud,  OCyLlecTBRsALne
AedaTenbHOCTb B chepe obpalleHuns nekapcTBEHHbIX CPeAcTB. 3aknoveHne KOMUCCUK
9KCNEepTOB  IKCMEPTHOrO  yupexaeHusi, odopMrieHHoe no uToraMm nepecMoTpa
00XXanoBaHHOIO 3akfYEHNA 3KcrepTa, MOXeT OblTb OCMOPeHOo AepXatenem unu
BnagenbuemM perucTpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapata nnbo
YNONTHOMOYEHHBIM MMM  JIMUOM B Mopsake, YCTaHOBMEHHOM 3aKoHOAAaTeNbCTBOM
Poccuiickon  ®epepaumn. [lpy  obxanoBaHum  peweHuss  YyNoSIHOMOYEHHOro
dbeiepanbHOro opraHa UCMNOSIHUTENBbHOW BNACTU, 3aKITOYEHUS dKcnepTa Unmnm KOMMccum
3KCNEepTOB 3KCMEPTHOrO yYpexaeHUs, 3akNiYeHUs coBeTa Mo 3TUKe AepxaTenb unu



Bnageney perucTpauMoHHOro YAOCTOBEPEHUSA JeKapCTBEHHOro npenapata nmbo
YNOSIHOMOYEHHOE UMW MU0 BnpaBe nNpeacTaBUTb  pe3ynbTaTbhl  9KCNEepTU3bl
nekapCTBEHHOro npenapara, NPOTOKOSbI NoJSTy4YeHHbIX aKKpeanuToBaHHbIMM
ucnoiTatenbHbiMM  nabopatopuamum  (UeHTpamn)  pes3ynbTaToB  MCCReAoBaHUM,
NCMbITAHUNA.

Cratba 37. WHdopmauusa, cBA3aHHass C OCYLLEeCTBNEHUEM rocyapCTBEHHOW
perncTpauum rekapcTBeHHbIX MpenapaTtoB, WHQopMauua O 3aperucTpupoBaHHbIX
NeKapCTBEHHbIX Mpenapatax W neKkapCTBEHHbIX npenapartax, WCKIMYEHHbIX W3
rocyjapCTBEHHOIO peecTpa fekapCTBEeHHbIX CPeaCTB

1. COOTBETCTBYIOLMI YNOSTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTENBHON BNacTn
pasmMellaeT Ha cBoeM oduvumanbHoM cante B ceTu "MHTepHeT" WHMopmMauumto,
CBSI3@HHYI0 C OCYLIECTBMIEHMEM T[OCYyOapCTBEHHOMW perucTpaumm nekapCTBEHHbIX
npenapaTos, B TOM YMCIie NPOBEAEHMEM IKCNEPTU3bI NIEKapPCTBEHHbIX CPeACTB (BKNoYas
pesynbTaTbl €e npoBeAeHnd), NMHPOPMaLMIO O 3aperncTPMPOBaHHbIX JIeKapCTBEHHbIX
npenapatax M JeKapCTBEHHbIX MpenapaTax, WCKMIOYEHHbIX W3 rOCyAapCTBEHHOMO
peecTpa nekapCTBEHHbIX CPEACTB, He No3gHee YeM Yyepes NATb pabounx gHEN Co OHS
nosly4eHns ynosIHOMOYEHHbIM  doefepasibHbIM  OpPraHOM WUCMOJSIHUTENBHOW  BRnacTu
COOTBETCTBYIOLEN MHpOopMALMN.

2. CpoKM 1 NopsiaoK pas3MeLLeHns yKkasaHHOW B YacTu 1 HacTosilwen ctaTbn MHdopmaumm
yCTaHaBnMBalTCs YyNOSIHOMOYEHHbIM cbeeparibHbIM OPraHOM UCMOSTHUTENBHOW BNACTu.
MHdopmauna, ykasaHHaa B 4acty 1 HacToswewn cTaTbW, SBNAETCA OTKPbITOU W
0o0LLeoCTYNHON M NpeaoCcTaBnsieTCa 3auHTEepPeCOBaHHbIM fMLaM B COOTBETCTBUMU C
3akoHogaTenscTtBoM Poccuinckon egepaunn.

masa 7. KIMIMHNYECKUE NCCIIEQOBAHNA NNEKAPCTBEHHbBLIX
MNPENAPATOB AnA MEONUNHCKOI O NPUMEHEHWNA, 4OMOBOP
OB NX NMPOBEOEHUN, NMPABA NALMEHTOB, YHACTBYIOWMX
B 3TUX NCCINEOOBAHNAX

Ctatba 38. KnuHuyeckne wnccrnegoBaHUsi JNEKAPCTBEHHbIX MNpenapaToB  Ans
MeAMLMHCKOro NpUMeEHEHUS

1. KnuHuuyeckne wnccnenoBaHMsi NeKapCTBEHHbIX NpenapaTtoB A MeaULUMHCKOro
NPUMEHEHUS1, B TOM YMCRe MeXOyHapOAHble MHOrOLEHTPOBbIE, MHOIOLIEHTPOBbIE,
MOCTPErMCTPaLMOHHbIE, NPOBOASITCA B OAHOW WM HECKOSIbKUX  MeOMUMHCKMX
opraHu3auusix B COOTBETCTBUM C MpaBuiiamMy Hagnexawleh KIMHUYECKON MpaKTUKK,
YyTBEPXKAEHHBIMU YNONTHOMOYEHHbIM (hefeparnbHbIM OpraHOM UCMOSNTHUTENbHOW BNacTHy,
COOTBETCTBEHHO B CrieayHoLLMX Lensx:

1) ycTtaHoBneHne 6e30NacHOCTU NEKApCTBEHHbIX MpenapaToB Ansi  340pOBbIX
pobpoBonbueB U (UNIM) MNEPEHOCMMOCTM UX 340pOoBbiMM  gobpoBonbuamu, 3a
NCKMIOYEHNEM TaKUX UCCIEAOBAHUN NEKAPCTBEHHbLIX MpenaparToB, NPOM3BEAEHHbIX 3a
npegenamu Poccuickon ®epepaunu;
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2) no,u,6op onTMalsibHbIX OO3UPOBOK JTEKapCTBEHHOIO rpenaparta 1 Kypca neveHna and
nauneHToB C oripenerieHHbIM 3aboneBaHneM, ONTMMarbHbIX 003 M CXeM BaKLMHaLUK
I/IMMyHO6VIOJ'IOFVI‘-leCKVIMI/I JIeKapCTBEHHbIMU NnpenapatamMmn 300P0BbIX ,D,OGpOBOJ'IbLl,eB;

3) ycTtaHoBneHne 6e30nacHOCTM NIekapCTBEHHOrO npenapara u ero acpekTMBHOCTH ANg
naumeHToB C onpeaeneHHblM 3abonesaHnem, npodunakTuyeckon apgekTUBHOCTH
UMMYHOBKNOIOrMYEeCKMX SiekapCTBEHHbIX NpenapaToB AN 300poBbIX 40O6POBOSbLEB;

4) n3yveHme BO3MOXHOCTU pacClUnpeHnd nokasaHun onsa MeauumMHCKoro nPUMeHeHnA "
BbIABIIEHUNA paHee HEU3BECTHbIX NOBOYHbIX  AEenUCTBUM 3aperncTpnpoBaHHbIX
JIEKAPCTBEHHbIX NMpenapaToB.

2. B OTHOLLUEHUN BOCMNPOM3BEAEHHbIX NEKAapCTBEHHbIX NpenapaToB Ans MeaULUHCKOro
NMPUMEHEHUSI  MPOBOAATCS  WUCCNEAoBaHUS  OWOSKBMBANEHTHOCTM M (UNnN)
TepaneBTUYECKON SKBMBANEHTHOCTU B MOPSAKE, YCTaHOBMEHHOM YMNONHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCMONHUTENBHONM BNAaCTW.

3. OpFaHl/I3aL|,I/II-O nposeaeHnAa KnmHN4YeCKnx nccnegosaHum JIEKapCTBEHHOro npenaparta
ana MeguunHCKOoro rnpMMmeHeHna enpaBe OCyLEeCTBIIATb.

1) pa3paboTumK NnekapCTBEHHOro nNpenapaTa UM ynosIHOMOYEHHOE UM NNLO;

2) obpasoBaTernbHble  OpraHuMsauun  BbiclWero  obpasoBaHus,  OpraHusauuun
AOMOSNTHUTENBHOIO NPOdeCCUoHanbHOro 06pasoBaHns;

3) Hay4Ho-UccneaoBaTeNbCKME OpraHn3aLmm.

4. KnuHuyeckne wuccnegoBaHWs NeKapCTBEHHOro npenapata Ans  MeguuuHCKOro
NPUMEHEeHNa NPOBOAATCHA Ha OCHOBaHMM paspelleHus Ha npoBefeHue KIUHUYECKOro
nccnefoBaHWa  NekapCcTBEHHOro  npenapata,  BblAAaHHOMO  YNOSIHOMOYEHHbIM
doefepanbHbIM OpraHoOM WCMNOSTHUTENBHOM BracTu. YNOMHOMOYEHHbLIM doefeparnbHbIn
opraH UCMOMNHUTENbHON BNAacTn BeAeT peecTp BblAaHHbIX paspeLlleHnin Ha npoBeaeHne
KIMMHUYECKUX NCCreaoBaHM NekapCcTBEHHOrO npenapaTta, cogepXallunin ykasaHme Ha nx
uernb Unu uenu, B yCTaHOBIIEHHOM 3TUM OpraHoM Nopsiake.

5. Ytpatun cuny ¢ 1 unons 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

6. K opraHnsauunmn npoBeaeHns KNMHUYECKNX UCCneLoBaHuM NIeKapCTBEHHOro npenapara
ANa MeauLMHCKOro NpUMeHeHus pas3paboTynMKoM JieKapCTBEHHOro npenapata MoryT
npuBnekaTbCs opugndeckme nuua nobor opraHu3auMoHHO-NPaBoBOKM (OPMbI NpU
ycrnosumn obecrneveHnss COOTBETCTBUSA ITUX MccnegoBaHun TpeboBaHMAM HaCTOSLEro
depeparnbHOro 3akoHa.

7. KnuHuyeckne wccnenoBaHMs feKapCTBEHHbIX MNpenapaTtoB Ans MeOULUHCKOro
NPUMEHEHNA MNPOBOAATCA B MEAUUUHCKMX  OpraHusauusix, akkpeauTOBaHHbIX
YNONHOMOYEHHbIM  doefeparnbHbiM  OpraHOM MCMOMHUTENBbHOM BRNactu B NOpsAkKe,
ycTaHoBreHHoM [NpaBuTtenscTsom Poccurckon denepaumn.

8. lNepeyeHb MeOMUMHCKUX OpraHusauun, UMEeKLWMX NpaBoO MPOBOAUTbL KITMHUYECKue
nccrefoBaHus rnekapCcTBEHHbIX npenapaTos AN MeAUUUHCKOro NPUMEHEHUS, U peecTp
BblJAHHbIX pa3pelleHnn Ha npoBedeHne KITMHUYECKUX UccrneoBaHun NiekapCTBEHHbIX
npenapatoB ONyOnMKOBLIBAKTCA M pa3MeLLaloTCca YNnosIHOMOYEHHbIM heaepanbHbIM



OpraHOM WCMNOJSIHATENBHOW BfacTM B YCTAHOBMIEHHOM WM MOpsSAKe Ha CBOEM
odmumansHom cante B cetu "UHTepHeT".

Ctatba 39. PewweHune o nposeaeHnn KriMmHM4YecKoro uccregoBaHuda rneKapCcTtBeHHOro
npenapara gjida megnumHCKoro npuMeHeHun4

1. KnuHnyeckoe wuccnegoBaHue JIeKapCTBEHHOro rnpenaparta and MeamunHCKoro
npuMeHeHna npoBoANTCA Ha OCHOBaAHUWU pa3pelleHndA Ha npoBegeHne KrimHU4eCcKoro
ncenegoBaHmMA JIeKapCTBEHHOIO npenaparta, BblAAHHOIO YMNOJIHOMOYEHHbIM
cbep,epaanblm opraHom MCMNOSTHUTENIbHOM BRacTn Mo pesynbrtataM 3KCNepTUu3bl
OOKYMEHTOB, HeobxoanMbIX AN nony4veHuna paspelieHna Ha nposegeHne KInmHn4eCcKkoro
ncecnengoBaHuA riekapCTtBeHHOIo npenapara um 3TUYEeCcKon QKCNepPTU3bLI.

2. [Ona nonyyeHus paspelleHns Ha npoBedeHue KIIMHUYECKOro UccneoBaHus
nekapCTBEHHOro npenaparta Ansi MeauLUMHCKOro NpuMeHeHns 3asBuUTenb npeacrtaBnseT
B YMOSHOMOYEHHbIN doeaeparnbHbli OpraH UCMOMNHUTESTbHOW BIacTu:

1) 3adBlieHne O Bbla4ye paspeleHnAa Ha npoBegeHmne KIMHUMYeCcKoro uccregoBaHnd
JIeKapCTBEHHOro npenaparta gnd megmunHCKoro npuMeHeHu4A;,

2) KonuM [OKYMEHTOB, MoATBepXAalLWmx YnnaTty rocy4apCTBEHHOW MOLWMMHbI 33
npoBeAeHNe 3TUYECKON ISKCMEepPTU3bl, SKCMNEpPTU3bl AOKYMEHTOB Ha reKapCTBEHHbIN
npenapaT ans nonyyYeHust paspeLleHns Ha NpoBeAeHNe KIMMHUYECKOro UccrenoBaHus
neKapcTBEHHOro npenaparta A MeAUUUHCKOrO NPUMEHEHMs], 3a Bblaady pas3peLleHust
Ha npoBedeHUEe KIMHWYECKOrO WCCreaoBaHWs JIekapCTBEHHOrO npenaparta  Aans
MEOVLIMHCKOrO  MPUMMEHEHUs1, 3a MNPOBEAEHWe  3KCMepTu3bl  [OKYMEHTOB  Ha
NeKapCTBEHHbIM  Mpenapat Ans  MONydeHuss  paspelleHnss Ha  NpoBeAeHue
MeXayHapoAHOro MHOFOLEHTPOBOMO  KIMMHUYECKOrO UCCRefoBaHUsl NeKapCTBEHHOrO
npenapaTa anst MeguMUUHCKOro NPUMEHEHWs!, 3a BbiAayy paspelueHnss Ha NpoBefeHune
MeXayHapoaHOro MHOrFOLEHTPOBOMO  KIMMHUYECKOrO UCCrefoBaHUsl NeKapCTBEHHOrOo
npenapata Ans MeAVMUMHCKOrO NMPUMMEHEHUs!, 3a NPOBEAEHME 3TUYECKOW 3KCMepTUsbl,
3KCNepTM3bl LOKYMEHTOB Ha flekapCTBEHHbIV NpenapaT Ans NonyYeHns paspeLueHnst Ha
npoBeAeHNEe MOCTPErMCTPALMOHHOIO KIIMHUYECKOro WCCeaoBaHMs eKapCTBEHHOro
npenapata ansi MeguUUHCKOro NPUMEHEHWs, 3a BblAady paspeLleHust Ha npoBedeHne
NOCTPErMCTPALMOHHOIO KIMHUYECKOrO MCCIeLoBaHUS NekapCTBEHHOro npenaparta Ans
MEeONLIMHCKOrO NPUMEHEHUS;

3) npoToKON  KIMHMYECKOro WCCredOoBaHUs NeKapCTBEHHOro npenapata  Aans
MEeONLIMHCKOrO NPUMEHEHUS;

4) bpolutopy uccnegosartens;
5) NHOPMALMOHHBIN NUCTOK NALUEHTA;

6) cBegeHusas 06 onbiTe paboTbl mUccnegoBaTenenm nNo  COOTBETCTBYHOLLUM
crneumanbHOCTSIM U UX ONbiTe paboTbl MO NPOBEAEHNIO KIMHUYECKUX NCCIea0BaHWUI;

7) cBe4eHUs O MEOULMHCKUX OpraHm3auunsx, B KOTOPbIX npeanonaraeTtcs npoBeaeHune
KIMHMYECKOrO0  UCCReaoBaHUs NEeKapCTBEHHOro npenapata And MeguuMHCKOro
NPUMEHEHNA (MOMIHOE W COKpaLWlEHHOE HaMMEHOBaHUS, OpraHM3auMOHHO-NpaBoBas
dopmMa, MECTO HaxOXOEeHUA M MECTO OCYLLECTBIEHMS LOEATENbHOCTU, TenedoH,
Tenedakc, agpec 3NEKTPOHHOM MOYTbI KaXX4oW MeOULUMHCKOM OpraHmn3aunn);



8) cBedeHnAa O npeanosnaraemMbiX CpoKax npoBeaeHunda KrmMmHU4YecKoro mccreagoBaHuA
JIEKapPCTBEHHOIO npenaparta and MmeguMunHCKoro npuMeHeHu4,

9) KON aorosopa obs13aTenpHoro CTpaxoBaHuA, 3aKri4YeHHOro B COOTBETCTBUMN C
TUNOBbIMKU NpaBunamMmu obsi3aTenbHOro CTpaxoBaHud, C YyKasaHunem npe,u,ean0|7|
YNCNEHHOCTU NaunMeHTOoB, y4aCTBYOLWKNX B KITMHNYECKOM UCCneaoBaHUn NekapCcTtBeHHOro
npenaparta alda MmegnumnHCKOro npuMeHeHn4,

10) wWHpopMauuto O cocTaBe JeKapCTBEHHOro Mpenapata Ans MeguuMHCKOro
NPUMEHEHUS;

11) OOKYMEHT, COCTaBfieHHbIA MNPOU3BOAMTENEM JleKapCTBEHHOro npenaparta Ans
MEAMUMHCKOrO MPUMEHEHUS U coAepXalluin rnokasaTenu (XapakTepuCTUKM), a Takke
cBeJeHuss O JiekapCTBEHHOM nMpenapate And MeOuMUMHCKOro  NpUMEHEHUS,
npoun3sefeHHOM N9 NPOBeAEHUS KITMHUYECKUX NCCnefoBaHum;

12) cBegeHuss O gaTe npedocTaBreHuss U permcTpauuoHHOM HOMepe JIMLEH3UN Ha
NPOU3BOACTBO NNeKapCTBEHHbIX CPEACTB B Criyvae, ecrnv Npon3BoACTBO fIEKapCTBEHHOIO
npenapaTta ocyuwiectensetca B Poccunckon ®Pepepauuun, wunuv ceBefeHua o gaTte
npeaocTaBfieHns W PEermcTpaumMoHHOM HOMEpPE 3akfIloYeHUst O COOTBETCTBUM
NnpPoM3BOAMTENS JIEKAPCTBEHHOrO Mpenapata TpeboBaHMAM npaBui  Hagnexallemn
NPOU3BOLACTBEHHOWN MPAKTUKK, NPELOCTaBNIEHHOro YNOSIHOMOYEHHbIM OPraHOM CTpaHbI
NnpPoOM3BOAMTENS NEKapCTBEHHOro nNpenapara.

2.1. B cny4ae HenpeacTaBreHus € 3asiBfieHWEM O Bblaye paspeLleHnsi Ha NnpoBeaeHne
KNMMHUYECKOro  UCCneaoBaHUs  NIeKapCTBEHHOro npenapaTta  Ang  MeauuMHCKOro
NPUMEHEeHNa OOKYMEHTOB (CBedeHui), noareepXgatrolmx ynnaTty rocyaapCTBEHHOM
MOLUMMHBI M YKa3aHHbIX B NYHKTE 2 4acTu 2 HaCTOALLEN CTaTbU, a Takke BblAaBaeMblX
(NnpepocTaBnAemblX) YNONMHOMOYEHHbIMU beaepanbHbiMM OpraHaMyv UCNOSTHUTENBHOM
BACTU OOKYMEHTOB (CBeAEHWI), YKa3aHHbIX B NyHKTE 12 yacTu 2 HACTOSLEN CTaTbM,
YNOMHOMOYEHHbLIN  doefieparnbHbIi - OpraH UCMNOMHUTENbHOW BflacTU  3anpalumBaeT
yKasaHHble JOKYMEHTbI (CBeAeHWs) B MOPSAKe MEXBEeLOMCTBEHHOIO MHAPOPMAaLMOHHOMO
B3aMMOOEeNCTBUA.

3. B cpok, He npeBbiLaoLwmi NATK pabounx gHEN CO AHA NMPUHATUS YKa3aHHOIO B [YHKTE
1 4yactu 2 HacTodAlwen CcTaTbM 3asiBNEHUs U Heob6XoAUMbIX  OOKYMEHTOB,
YNONHOMOYEHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNACTHU:

1) NpoBOAWUT NpPOBEPKY MONHOTHI U [AOCTOBEPHOCTU CBEAEeHWI, CcoAepXalimxcsi B
npeacTaBfeHHbIX 3asiBUTENEM AOKyMEHTaX;

2) nNpYHMMaeT pelUueHWe O MNPOBEAEHUN IKCMepTM3bl AOKYMEHTOB AN MONydYeHust
paspeLleHns Ha NpoBeAeHNe KIMHUYECKOro UCCcneaoBaHns NEKapCTBEHHOMO npenapara
ANst MeAULIMHCKOrO MPUMEHEHUS U 3TUYECKOIN 3KCMepTM3bl NN 06 OTKase B NPOBEAEHUN
yKa3aHHbIX 3KCNEPTU3;

3) yBegomnsieT B 9NEKTPOHHOM popMe unM Ha OymMakHOM HocuTene 3asaBuUTENst O
NPUHATOM pelleHnn nnbo B criydyae NpUHATUSA pelleHna 06 oTkase Takke C ykasaHuem
NPUYNH Takoro oTkasa;

4) noagroTaBnMBaET U HanpaBrisieT B 3KCNEPTHOE yUpeXaeHne 1 COBET Mo 3TUKe 3aJaHue
Ha NpoBeAeHNe COOTBETCTBYHOLLMX KCMEPTUS.
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4. B cnydae BbIIBNEHWA HeNosHOTbl U (UfIM) HeAOCTOBEPHOCTU UMHGOpMaL K,
cogepxawlencsa B nNpenCTaBfeHHbIX 3asiBUTenemM [OOKYMeHTax, YMNONHOMOYEHHbIN
deaepanbHbIi OpraH MCMNONTHUTENBHOW BIAcTW HanpaBnsdeT 3asiBUTEN0 3anpoc o6
YTOYHEHUN YKa3aHHOW WHQopmauun. [HaHHbin  3anpoc MoOXeT ObITb nepenaH
YNOSTHOMOYEHHOMY MpeAcTaBuUTENo 3asBUTESNS JIMYHO MO PacnucKy, HanpasrfeH Mo
noyte 3akasHbiIM MUCbMOM WNM nepedaH B 9NEKTPOHHoM  dopmMe Mo
TenekoMMyHUKaLMOHHbBIM KaHanam cBa3un. B cnyyae HanpaeneHnsa gaHHoro 3anpoca no
noyTe 3akasHbIM MMCbMOM OH CYMTaAETCH NOMYyYEHHbIM MO UCTEYEHUN LLECTUN AHEN C AaTbl
HanpaBfeHnsa 3akasHoro nucbMa. 3asiButenb 065s13aH NpeacTtaBuTb OTBET Ha 3anpoc
YNOSTHOMOYEHHOro  doefileparibHOro opraHa WCMNOMIHUTENBbHOM BNacTM B CPOK, He
npesbIWAaLWNN geBsHocTa paboynx AHen co HS ero nosiydeHusi. Cpok, yKasaHHbIN
B YacTu 3 HaCTOsLEen cTaTbn, NPUOCTaAHaABNMBAETCA CO AHSA HanpaBfieHUs1 3asBUTENMIO
3anpoca ynosIHOMOYEHHOro defepasnibHOro opraHa WCMOSMMHUTENbHOM BNacTu O OHS
nosly4eHns UM COOTBETCTBYHIOLLErO OTBETA U HE YYUTbIBAETCHA MPU UCHUCIIEHUM CPOKa
NPUHATUS  YNONTHOMOYEHHbIM  doedepalribHbIM  OpraHOM  UCMOJSTHUTENBHOW  BIlacTu
peweHns O NPOBEeAEHUN 3IKCNepTU3bl AOKYMEHTOB AS1 MONyYeHus paspelleHust Ha
npoBedeHne  KNUHUYECKOro  WUCCNeAoBaHUs  NeKapCTBEHHOro  npenaparta Aans
MEONLNHCKOro NPUMEHEHUS.

5. OcHoBaHMeM Ons OTKasa B MPOBEAEHUN IKCNEPTU3bl JOKYMEHTOB AN MOSyYeHus
paspeLlleHunst Ha NpoBeAeHNE KIMHUYECKOro UCCeA0BaHNSA SIekapCTBEHHOIO nNpenaparta
AN MEeAULMHCKOrO NPUMEHEHUSI U 3TUYECKON 3KCNepTu3bl siIBNSETCA npeacTaBneHue
AOKYMEHTOB, MPeayCMOTPEHHbIX YacTbi 2 HACTOSWEN cTaTbW, B HEMOSHOM 0Obeme,
HenpeacTaBreHne 3asiBUTENEM B YCTAHOBMEHHbBIA CPOK OTBETA Ha yKasaHHbIN B YacTu
4 HacTosILen  cTaTbM  3anpoc  YMNOSIHOMOYEHHOro  heaepanbHOro  opraHa
NCMONHUTENbHOM BRactu 1nuMbo OTCyTCTBME B  NPEACTaBfEHHbIX OOKYMEeHTax
ncyepnbiBalLLEro nepeyHs Heobxoaumown MHgopmaumm nnn MHdopmaunmn, Kotopas
AOIKHa ObITb OTpaXXeHa B HUX, a Takke OTCYyTCTBME MHOPMaLUK, NOATBEPXKAAOLLEN
drakT ynnaTtbl rocygapCTBEHHOW MOLWSWHBLI 3a NPOBeAeHME 3TUYECKOW 3IKCrepTusbl,
3KCNepTM3bl AOKYMEHTOB Ha NleKapCTBEHHbIM Npenapar Asis NofyyYeHns paspeLleHmst Ha
npoBefeHNEe  KIMMHUYECKOrO0  UCCNefoBaHWUs  NIEKapCTBEHHOro npenapaTta  Ans
MEAMLMHCKOrO MPUMEHEHUS, 3a Bblgady pas3pelleHus Ha NpoBeAEHUEe KIMHUYECKOro
nccrnegoBaHUsa JNEKapCTBEHHOrO npenapaTta And MeAWMUUMHCKOro MNpUMEHEHUd, 3a
npoBefeHNE 3KCNEePTU3bl AOKYMEHTOB Ha fleKapCTBEHHbLIM NpenapaTt Ansd nonydeHus
paspelleHnsi Ha MpoBeAEHNE MeXOAYHaApOOHOro MHOMOLEHTPOBOrO  KIMHUYECKOTO
nccnegoBaHus NekapcTBEHHOMO Npenaparta ans MeguumnMHCKoOro NpUMEHEHNs, 3a Bblaavy
paspelleHnss Ha nMpoBeAeHne MeXOYHApPOAHOro MHOMOLEHTPOBOrO  KIMHUYECKOro
NccrnegoBaHUa IEKapCTBEHHOrO npenapaTta And MeAUUUMHCKOrO MNPUMEHEHUs, 3a
npoBefeHNEe 3TUYECKON IKCMEPTU3bl, IKCNEPTU3bl OOKYMEHTOB Ha J1EKAPCTBEHHbIN
npenapaTt gns nNosfiyYeHust paspelleHus Ha MpoBedeHWe MOCTPErmcTpaunoHHOro
KNMHMYECKOrO0  UCCReaoBaHUs  NeKapCTBEHHOro npenapata  And  MeguuMHCKOro
NPUMEHEHNS, 3a Bblgady paspelleHnss Ha MpoBeAEHWE MOCTPErMCTPaALMOHHOMO
KIMHMYECKOr0  MUCCReaoBaHUs NEeKapCTBEHHOro npenapata  And  MeguuMHCKOro
NPUMEHEHMUS.

6. MNMpoBeaeHne akcnepTU3bl LOKYMEHTOB Af1S MONyYeHUs paspeLLeHnsa Ha npoBeaeHne
KNMMHUYECKOr0  UCCrneaoBaHUs  NEKapCTBEHHOro npenapata  Ansg  MeOUMUUHCKOro
NPUMEHEHNA N 3TUYECKOWN IKCMEPTU3bl, COCTaBIEHNE KOMUCCUEN SKCNEPTOB U COBETOM
Nno 9TUKe 3aKM4YeHUn O BO3MOXHOCTU WM HEBO3MOXHOCTU MNPOBEOEHUs TaKoro
KITMHMYECKOro UccrieoBaHna U HanpaBneHne 3TUX 3akMiYeHUN B YNOSTHOMOYEHHbIN
dpeepanbHbIi - OpraH  UCNOSTHUTENbHOW BriaCTM  OCYLLECTBMAKTCA B CPOK, He
npeBbILaoLWnA TpuaLaTi paboyunx gHen Co AHS NOMyYEeHUs SKCNEPTHbIM yuYpexaeHnem
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3aaHusa  ynosIHOMOYEHHOro doefepalnbHOro opraHa WCMNOMHUTENbHOM BRactn C
NPUIIOXEHNEeM [OOKYMEHTOB, YyKa3aHHbIX B NyHkTax 3,4, 10wmn 11 4yactn 2 HacToswwen
cTatbuM, U COBETOM MO 3TUKE 3adaHuUd YMNONHOMOYEHHOro deaepasibHOro opraHa
NCMONHUTENbHOM BNACTU C NPUIOXEHNEM OKYMEHTOB, yKa3aHHbIX B NyHKkTax 3 - 6, 8 1 9
YacTu 2 HaACTOSILLEN CcTaTbM.

7. B cpok, He npeBblWwakoWmn NATU paboymx OHEW CO OHS MONYyYEeHUs 3aKYeHUNn,
yKa3aHHbIX B 4acTu 6 HacTosIlen cTaTbW, YNONTHOMOYEHHbLIN denepanbHbii opraH
UCMNONMHUTENbHON BNacTu:

1) ocyuwiectBndeT OueHKY MNOoCTynnBLUNX 3aKnoyeHnn  ans onpegeneHna ux
COOTBETCTBUA 3aaHUAM Ha npoBegeHne COOTBETCTBYHOLLNX SKCMNEPTUS;

2) NpUHMMaeT peLleHne O Bblaye paspelleHust Ha npoBedeHune KIMHUYECKOro
nccnenoBaHnsl NekapcTBEHHOro npenapaTa Ans MeauuUMHCKOro MPUMEHEHUs unn o6
OTKa3e B BblJaye yka3aHHOro paspeLleHus;

3) BblAaET pa3pelleHne Ha nposegeHne KrimHM4YeCcKkoro nccrieaoBaHmnAa nekapCrBeHHoro
npenapara Aand MeauuunHCKOro npmMmeHeHuna wunm pelleHune o6 oTkasze B Bblgaye
YKa3aHHOro pa3peleHna ¢ yKkasaHnem rnpmnynH oTkasa.

8. OcHoBaHMeM Onsa OTKa3a B Bblgaye paspelleHns Ha npoBedeHne KIMHUYECKOro
nccrnenoBaHus IEKapCTBEHHOro npenapaTta ans MeguMUNHCKOro NpUMeHeHNsa aBnsieTcs
Hanuune 3aKk4YeHNs KOMUCCUMM SKCMEPTOB WMKN 3aKMOYEeHUs coBeTa MO 3TUKe O
HEBO3MOXXHOCTWN NPOBEAEHUS KITMHNYECKOro NCCreaoBaHnNA NekapCTBEHHOro npenapara
AN MeAMUMHCKOrO MNPUMEHEHUsT MO peaynbTataM MNPOBEAEHHbIX 3KCNepTus,
npeayCMOTPEHHbIX YacTbio 6 HACTOALLEN cTaTbu.

9. PeweHne o6 oTkaze B nNpoBeOEeHMM IKCNEPTU3bl AOKYMEHTOB ANdA MOMyYeHus
paspeLleHmnsi Ha NPoBeAEHNE KIMHUYECKOro UCCreaoBaHUs eKapCTBEHHOMO npenapaTta
ANs MeaULMHCKOro NPUMEHEHNSA U 3TUYECKOM SKCNEPTU3bI U B Bbl4aye paspeLleHns Ha
npoBefeHne  KIMHUYECKOrO0  MUCCNefoBaHUs  NleKapCTBEHHOro  npenapata  Ans
MEAMLMHCKOrO MPUMEHEHUS MOXET ObiTb 00XanoBaHO B MNOpsiAKe, YCTaHOBIIEHHOM
3akoHogaTenbcTBoM Poccunckon ®epepaunn.

Crtatbs 39.1. OTnyeckaa akcneptmsa

1. OTnyeckass akcnepTu3a NPOBOAUTCSH COBETOM MO 3TUKE, CO3[AaHHbIM B MOPSOKE,
YCTaHOBIIEHHOM YMONTHOMOYEHHbIM doeaeparnbHbIM OpraHoM UCMONMHUTENBHON BMNacTu, B
Lensx Bblaayn 3aknoyeHnss 06 aTMyecko 060CHOBAHHOCTM BO3MOXHOCTU NPOBEAEHNS
KNMMHMYECKOTO  MCCNeaoBaHUs NeKapCcTBEHHOro npenapata  Ans  MeauuuHCKOro
NMPUMEHEHUS.

2. Okcneptamm coBeTa MO 3TuUKe MOryT ObiTb npeacTaBUTENU MeAULMHCKNX
opraHmM3aumin, HayudHbiX OpraHu3aumin, obpasoBaTesibHbiX OpraHM3aunin BbICLLETO
obpasoBaHusA, a Takke nNpencTaBUTENM OOLLECTBEHHbLIX OpraHu3auuni, pPenmrmosHbIX
opraHu3aumm Kn cpencrts MaccoBon MHopmauuun. [daHHble 3KCrnepTbl He AOSTKHbI
HaxoAUTbCS B KAKON-NMOO 3aBUCMMOCTM OT pa3paboTyMKOB NEKAPCTBEHHbIX NMpenapaTos
W Opyrmx nuy, 3anHTEPEeCOBaHHbIX B pe3ynbTaTax 3TUYECKON SKCNEPTU3bI.

3. Onnata ycnyr aKcnepToB COBETa MO 3TUKE OCYLLECTBNSETCS Ha OCHOBaHMM 4OroBOpa,
3aKIMOYEHHOro MeXay YMONMHOMOYEHHbIM deaepanbHbiM OpraHoM UCMOMNHUTENBHON
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BacTu, KOTOPbIM CO3[aH COBEeT MO 3TMKe, U SKCMepTOM coBeTa Mo 3TUKe, 3a CYeT
GlOAKETHBIX aCCUrHOBaHUN, MPefyCMOTPEHHbIX YMNOMHOMOYEHHOMY doefepanbHOMY
opraHy WUCMONHUTESTIbHOW BMlaCcTU, KOTOPbIM CO3[4aH COBET Mo 3TuKe, B heaepanbHOM
GlookeTe Ha COOTBETCTBYHOLWNIA rof Ha obecneyeHne ero AesTenbHOCTU, B pasmMepax,
ycTaHoBMeHHbIX [paButenscTsom Poccunckon deaepauymm.

4. JkcnepTbl coBeTa MO 9TUKE HeCyT OTBEeTCTBEHHOCTb B COOTBETCTBUU C
3akoHogaTenbcTtBoM Poccuickon ®egepaunn.

5. CocTaB coBeTa Mo 3TuKe, NonoXxeHne ob aToMm coBeTe, nopAaaoK ero AedteribHOCT!,
Tpe6OBaHVIFI K KBaJ'II/I(*)I/IKaLI,I/II/I n onbITy pa6OTbI no 3KCI'IGpTHOl71 OUEHKe Hay4HbIX,
MEOVULUMHCKNX N OTUYECKMX acMeKTOB KIMHUYECKUX MWCCnegoBaHum JIEKapPCTBEHHbLIX
npenaparoB AnAa MeamunHCKOro npuMeHeHu4d, npeabdaBndaemMbie K 3KCrnepTtamMm coBeTa Mno
9TUKE, nNnopdanoK opraHnm3aumm wun nposegaeHund 3TUYECKOW AKCNEepPTU3Hhbl, cbopma
3aKrn4yeHnda coBeTa MNo 3TUKe YyCTaHaBITMBAKOTCA YMNOJIHOMOYEHHbIM q)e)qepaanblM
opraHom NcnosiHUTENbHOM BRacTu. Yuncno Hpe,D,CTaBMTeﬂeIZ MeaNLUNHCKNX opraHVlsau,vu7|
HE MOXET MnpeBbllliaTb NOJIOBUHY OT obuero uncna QKCMepToB CcOBETA MO 3TUKe.

6. WHdopmaums o coctaBe coBeTa MO 3TUKe, nraHax ero paboTbl U TeKyLlewn
OeATenbHOCTN  pasMellaeTtca Ha  oduvumanbHOM  cauTe  YrNONIHOMOYEHHOro
doefepanbHOro opraHa UCNonHUTENbHOW Bractn B ceTn "MIHTepHeT" B yCTAHOBMEHHOM
UM nopsiake.

Ctatbs 40. NpoBeaeHne KNMHMYECKOro NCCnegoBaHUs NekapcTBEHHOroO npenapara ansa
MeAMNLMHCKOro NPUMEHEHNS

1. PykoBogutenb MeAUUMHCKOW OpraHmsauuun, KoTopasi MpPOBOAUT  KITMHUYECKoe
nccrnegoBaHue NekapcTBEHHOroO npenapaTa Ang MeauuuHCKoro NpuMeHeHuns, HasHavyaeT
nccnegoBatens, OTBETCTBEHHOIO 3a MPOBEAEHME TaKOro UCCNeaoBaHMs U UMEKOLLIErO
ne4yebHyo  cneumanbHOCTb, COOTBETCTBYIOLLYD  MPOBOAMMOMY  KITMHUYECKOMY
NUCCrnegoBaHU0 JIEKapCTBEHHOIrO npenapaTta, Co cTaxeM paboTbl MO nporpammam
KNMHMYECKMX UCCreaoBaHUIN NeKapCTBEHHbIX NpenapaToB HE MEHeEe YeM Tpu roga un no
ero npeasioXkeHuto HasHavyaeT couccrnegoBartenen U3 Yymcrna Bpayen aTonm MegULIMHCKON
opraHusaumu.

2. WccnepoBaTenb oOcylecTBNsSeT BbIOOP NaUMEHTOB, KOTOPblE MO MeAMLMHCKUM
rnokasaHusiM MOryT ObITb MPUBMNEYEHbl K Yy4acTUO B KIMHUMYECKOM WCCRenoBaHUM
nekapcTBEHHOro npenapaTa Ans MeauLUMHCKOro NPUMeEHeHNS.

3. UccnepoBatenb 1 couccnenoBaTeny AOMKHbI ObiTb O3HAKOMMEHbI C pe3ynbTaTamu
AOKIIMHMYECKOTO  UCCrefoBaHust NeKapCTBEHHOro CcpeacTBa, coAaepXalumucs B
Opowltope uccrnegoBaTensl, MNPOEKTOM MNPOTOKOMa  KIMHUYECKOro  MccrefoBaHus
neKkapcTBEHHOro npenapaTta Ans MeaMUMHCKOro MNpUMEHeHUusl, pas3paboTaHHbIM
pa3paboTyMKOM JeKapCTBEHHOro npenapata WM  UHbIM  LPUOANYECKMM  FALIOM,
npuBriekaeMblM K  OpraHu3auum  MNpPOBEAEeHWUs  KIMHWYECKOro  MccriefoBaHus
neKkapcTBEHHOro npenapaTta Ans MeAULMHCKOTO NPUMEHEHUS, U ApYrMMX MaTepuanamm
TaKOro MccrneaoBaHusl.

3.1. PykoBoauTenb MeguLMHCKON OpraHmM3aLmmn B CPOK, He NpeBbiLlaloLLnin Tpex paboymx
AHEeNW cO [HA Havana npoBedeHUsl KITMHUMYECKOro WuccrefoBaHus nekapCcTBEHHOro
npenaparta gns MeauMUMHCKOro npumMeHeHus, coobuiaet o6 3TOM B YNOSIHOMOYEHHbIN



cbe,u,epaanblVl opraH NCNOSTHUTESNbHOM BNACTU, Bbl4aBLUMIA pa3pelueHne Ha nposegeHne
TaKoro nccriegosaHund, no yCTaHOBJ'IeHHOI7I Y cbopme.

4. OpraHusauymuy, OCyLWEeCTBASWNe OpraHns3auuio nNpoBedeHUs  KITMHUYECKOro
nccrnegoBaHUs fIEKAPCTBEHHOrO npenapata AN MeOUUMHCKOTO  MPUMEHEHUA U
yKasaHHble B 4Yacty 3 cratbu 38 HacToswero degepanbHOro 3akoHa, B criyvyae
HEOBXOAUMOCTN BHECEHUSI M3MEHEHWW B MNPOTOKOST KAMHUYECKOro uccrnenoBaHus
nekapCTBEHHOro npenaparta Ansa MeauuMHCKOro npuMeHeHust coobuiatot o6 aToMm B
YNOSTHOMOYEHHbIN  beeparnbHbI  OpraH WUCMOMHUTENbHOM  BflaCcTW, BblAaBLUWM
paspelleHue Ha NpoBeaeHne Takoro nccregoBaHnd, No yCTaHOBNEHHON UM hopme.

4.1. dopma coobuleHNUs O BHECEHUN WU3MEHEHWW B TMPOTOKOS  KIMHUYECKOro
nccrnegoBaHUs NekapCTBEHHOro npenapaTta A MeauUMHCKOro NpUMEeHeHNs OOJShKHa
cogepxatb crnegytoLwme cBeaeHus:

1) HanMmeHoBaHue, I/I,El,eHTI/I(*)I/IKaLI,I/IOHHbIﬁ HOMEp W pgaTta MnpOoTOoKoJa KIMMHUYEeCKOro
nccecnegoBaHu4,

2) farta BHECEHUS UBMEHEHUW B NMPOTOKOJT KIMNMHNYECKOIro nccrieaoBaHumA;
3) HanMeHoBaHME N MEeCTO HaxOoXOeHNA 3aABUTENA,

4) HauMeHOBaHWe OpraHusauun, npUBEYEHHON pa3paboTYMKOM FEeKapCTBEHHOMO
npenaparta K opraHu3aumm NpoBeaeHNst KITIMHUYECKOro ccneaoBanns (Mpy Hanuumm);

5) HaumMeHoBaHWS M MecTa HaxOXOeHUs MeAMLMHCKMX OpraHusauuii, B KOTOPbIX
NPOBOANTCH KIMMHUYECKOE UCCIeOBaHNE;

6) gaTa BblAaun paspelleHnss Ha NpoBeaeHue KMMHUYECKOro MCCneaoBaHus U Homep
3TOro paspeLleHus;

7) M3MEHEHNA, BHOCUMbIE B NMPOTOKOJT KITMHNYECKOTO UCCIieaoBaHUA.

5. B cpok, He NpeBbiLaOLWMA Tpuauatv paboymx gHen co AHSA NOSyYeHUss yKa3aHHOro
B 4YacTu 4 HacTosien craTtbM COOOLLEHUSA, YNOSTHOMOYEHHbIN defepanbHbii OpraH
NCNOJSTHUTENbHON BNacTu paccMaTtpuBaeT 3To COObLLEeHNE B yCTaHOBIEHHOM UM NOpSiaKe
N NPUHUMaET peleHne O BHECEHUNM W3MEHEeHUW B MNPOTOKOM  KIMHUYECKOro
nccnegoBaHna fekapCTBEHHOro npenapata Ans MeguuMHCKOro npuMeHeHust unmn ob
OTKaze BO BHECEHWUW TakMX Wu3MeHeHun. [lpun paccMoTpeHun cooblleHnss o
HeobX0AMMOCTU BHECEHUS WU3MEHEHUW B MNPOTOKOM KIIMHUYECKOro uccnegoBaHus
NeKapCTBEHHOro npenapaTta Ans MeguLMHCKOro MNPUMEHEHUS B LeNsX OUEeHKU
O0BOOCHOBaHHOCTM MpeanaraeMblXx W3MEHEHUW W onpefeneHus CTeneHu pucka ang
NauneHToB, NPUHUMAIOLLMX y4acTue B KIMMHUYECKUX UCCeAoBaHUAX, YNONMHOMOYEHHbIM
deneparnbHbIM OpraHOM WCMOSTHUTENBHOW BRacTM MOTryT MNpuBReKaTbCsa 3KCnepThl
coBeTa No 3TuKe.

6. KnuHuuyeckoe wuccrnegoBaHWe feKapCTBEHHOro npenapaTta Ans  MeauuuHCKOro
NMPUMEHEHUSI MOXeT ObITb NPUOCTAHOBMNEHO UIM MPEKpPaLLEHO, eCrv B NPOLEeCcce €ero
npoBeaeHnss obHapyxeHa OnacHOCTb AN XU3HW, 300POBbs MauMeHToB. B cnydae
BO3HMKHOBEHWSI OMACHOCTU ANS >KU3HW, 300POBbS NauMeHTa, Yy4yacTBYOLLIEro B
KNMMHMYECKOM  MCCNEeaoBaHUM  IeKapCTBEHHOro npenapata Aans  MeauLUHCKOro
NPUMeHeHusl, uccriegosateny obs3aHbl NPOUHGOPMMPOBATL 06 3TOM PYKOBOAUTENS


https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100437
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100469

MEOMLUMHCKOM  OpraHuMsauumM 1M opraHusauuio,  MONyYMBLUYKD — paspelleHune
YNONHOMOYEHHOIro hefeparnbHOro opraHa MCNOSHUTENBHOW BIlAcTM Ha OpraHv3auuto
NPOBEAEHUS KINMHUYECKOro WUCCrneaoBaHus NekapCTBEHHOro npenapata. PelueHne o
NMPUOCTAHOBMEHUN KIMHUYECKOrO WCCINEAOBaHUS NeKapCTBEHHOro npenaparta Ans
MEeONLIMHCKOrO NPUMEHEHUsI MPUHUMAaOT PYKOBOAUTENb MEAMLMHCKON OopraHu3auun u
(Mnn) opraHusauusi, MonyYMBLLAS paspeLUeHne YrNofHOMOYEHHOro deaeparbHOro
opraHa WCMOMHUTENbHOM BRAacTU Ha OpraHU3auuio NPOBEAEHUS  KIMHUYECKOro
nccnenoBaHns NekapcTBEHHOro npenapaTa ans MeauLUMHCKOro NPUMEHEHUs!, pelleHme
O NpEeKpaLleHMn TakKoro WUccreaoBaHUs NMPUHUMAET YMNONMHOMOYEHHbIN deaepanbHbli
opraH WCMOMNHUTENbHOMW BRAacTU Ha OCHOBAHMM COOOLLIEHUSI B MUCbMEHHOW (opMme
PYKOBOAUTENS MEAMLIMHCKON OpraHn3aLmmn Unm opraHnsauus, nonyymBeLLas paspeLueHme
YNONMHOMOYEHHOIro hefeparnbHOro opraHa MCMOMHUTENbHOW BRacTh Ha OpraHu3auulo
NpoBeAEeHUss  KMMHWYECKOrO  MUCCReaoBaHUs  NEKApCTBEHHOro  npenapata  Ans
MEONLIMHCKOrO NPUMEHEHMUSI.

7. B cpok, He npeBblawwmi nNatM paboumx OHEN CO [OHA  3aBepLleHus,
NPUOCTAHOBMNEHUS UMAWN MNPEKPaLLEHNS KIUHUYECKOro UCCreaoBaHUs JieKapCTBEHHOMo
npenapaTta gns MeOuLMHCKOro MpUMEHeHus, coobuleHne o6 3TOM HanpaBnsieTcs
opraHuMsaumsamm, ykasaHHbIMK B Yactu 3 ctatbn 38 HacToswero degepanbHOro 3akoHa,
B YNOSIHOMOYEHHbIN beaeparibHbIN OpraH UCMOSTHUTENBHOW BAaCcTU MO YCTaHOBIEHHOM
um opme.

8. ®dopma coolbLeHna o 3aBeplleHUNn, TMNPUOCTAHOBIEHUN UMW  NpeKpaLLeHUn
KMMHMYECKOrO  MCCNeaoBaHUA NEeKapCTBEHHOro npenapata  And  MeguuUHCKOro
NPYMEHEeHNsa AoMKHa coaepaThb:

1) WMHdopMaLMIO O MEeOUUMHCKOW opraHM3aumv Unum MeaMUMHCKUX OpraHusaumsx,
NpPOBOAMBLUNX JaHHOE UccneanoBaHue;

2) onucaHne AaHHOro UccrneaoBaHus;

3) paHHble uccnegoBaTtensa (dhamunus, UMs, OTY4ECTBO, MeCTO paboTbl, 3aHMMaemas
AOIMKHOCTb, CMELManbHOCTb, CTaX paboTbl N0 NporpaMMam KIMHUYECKNX MCCriegoBaHum
NeKapCTBEHHbIX MpenapaTtoB, NepeyYeHb KIMHUYECKUX UCCefoBaHUMN NeKapCTBEHHbIX
npenapaTtoB, B KOTOPbIX OH MpUMHUManN y4vactve (nepuogbl yyacTusi) B KadecTBe
nccnegoBaTtens unu comccnegosaTens);

4) pesynbTaT [JdaHHOrO WUccnegoBaHus (3aBeplUeHue, MPUOCTaHOBIEHME UMK
npekpalleHne AaHHOro NccrneaoBaHms C yKkasaHMeM UX NPUYUH U BIMAHUS Ha OLEHKY ero
pe3ynbTaToB, OOLLlY0O OLEHKY PpuUCka W OXuaaemMon nosib3bl OT  NPUMEHEHUS
nccnegyemoro nekapcTBEHHOro npenapaTa, a Takke npeanonaraemble garnbHenlime
AEencTeus).

8.1. [llpu BbiSBNeHUM eneparnbHbiM  OpPraHOM  UCMOSIHUTESNTIbHOW  BRacTy,
OCYLLECTBNALWNM (YHKLUMM MO KOHTPOSKO M Hag3opy B cdepe 34paBoOXpaHEeHUus,
HapyweHnn npaBuSl  Hagnexawen KIMHUYEeCKOM MNPakTUKAM  Npyu  NpoBeAeHuun
KIMMHUYECKOro UCCneaoBaHUs fEeKapCTBEHHOrO npenapaTa, BrMSILWUX Ha MOSHOTY U
(nnn) LOCTOBEPHOCTL AAHHOIO KITMHUYECKOro NCCneaoBaHns, yka3aHHbl dpeaeparbHbli
opraH UCMNOSIHUTENbHOM BriacTy NpUOCTaHaBNMBaeT NpoBeaeHNe AaHHOMO KITMHUYECKOro
ncenegoBaHusa N BbIHOCUT MeOUUMHCKON opraHu3aunn, B KOTOPOW NPOBOAUTCA AaHHOE
KNUHU4YeCKoe uccnegoBaHve, npegnucaHne ob ycTtpaHeHUM BbISIBNIEHHbBIX HaPYLUEHWNA.
Mpn HeycTpaHeHUM MeOUUMHCKOW oOpraHu3aumen BbISBMEHHbIX HapyleHun B
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yCTaHOBﬂeHHbIVI B npeanmncaHnmm Cpok yKa3aHHbII7I (*)eﬂ,epaﬂbelﬁ opraH NCMNOSTHUTESTbHOM
BNnacTtu NnpuHMMaeT peLleHne o npekpalleHnmn nposegeHns KnmHn4eckoro nccrieaoBaHmA
JIEKAPCTBEHHOIO rpenapara 1 HanpaBIidAeT B cbe,qepaanblVl opraH NCMNOSTHUTESTbHOM
BNacTu, OcyU.leCTBHFIIOU.lMVI beHKLI,I/II/I no Bblpa6OTKe n peanunsauunn FOcy,ElapCTBeHHOVI
NOJINTUKN U HOPMaTUBHO-NMPaBOBOMY peryJimpoBaHuU0 B ccbepe 34paBOOXpaHEHUA,
3aKro4yeHne O BblABIIEHUU TMpu npoBedeHnn OaHHOro KIIMHMYeCKOoro uccrenoBaHus
HapyLueHm7| npasurn Hagnexawen KIMHUYECKOn NPaKTUKN Ond NMpUHATUA peLleHnd 06
OTMEHE pa3pelieHnda Ha opraHm3aumio npoeegeHnda AOaHHOro - KrnmHM4YeckKoro
ncecnegoBaHnMA C  gatbl MPUHATUA  pelleHnAa O NpUoCTaHOBIIEHUX npoBedeHUA
KIMMHNYECKOro nccrieaoBaHnA nekapcTtBeHHOro rpenaparta.

9. YNonHOMOYEHHbIN (heaepanbHbI OpraH UCMOSIHUTENBbHOM Br1acTN OnNyOrMKOBbIBaET U
pasmewaer Ha cBoeM oduunanbHoM cante B cetun "UMHTepHeT" coobuweHne o
3aBepLleHnn, NPUOCTAHOBNEHMN WUNN NPEeKpaLleHUM KIMHUYECKOro WCCneaoBaHus
NeKkapCTBEHHOro npenapaTa ang MeaMumHCKoro NpUMEHEHNS B CPOK, He NPEBbILLALLMIA
naTv paboymnx gHEN Co OHA ero rnonyvyeHus, B yCTaHOBNIEHHOM UM Nopsiake.

10. YNONHOMOYEHHbIN (heaepanbHbid OpraH UCMOMHUTESNTbHOW BfacTuM OCYLLECTBSET
BeleHMe peecTpa wuccnegosatenen, NpoBOAALMX UMW NPOBOAUBLUNX KINMHUYECKUEe
nccrnefoBaHUA JIeKapCTBEHHbIX npenapaToB AN MeOUUMHCKOro MNpUMEHEeHus, B
COOTBETCTBUM C YTBEPXKOAEHHLIMW WM TMpaBuflaMu U pasMellaeT ero Ha CBOEM
odomuymansHoM cante B cetn "VIHTepHeT" B yCTAHOBMNEHHOM MM nopsiake. YKasaHHbIN
peecTp coaepXuT uHopmMaumio, NpegyCMOTPEHHYH NYHKTOM 3 4acTv 8 HacToALen
cTaTbu.

11. OT4eT 0 pe3ynbTaTax KIMHNUYECKOro UCCreaoBaHUs NekapcTBEHHOro npenapaTa ans
MeOMLMHCKOro NPUMEHEHUST COCTaBIseTCa OopraHn3aunein, ykasaHHoOM B Yactu 3 cTaTbu
38 HacTodawero PenepanbHOro 3akoHa, Ha OCHOBaHUM 3aKMOYEHUN MeAULMHCKUX
opraHusauuin, NpoBOAUBLLMX 3TO UCCNeaoBaHNe, U NpeacTaBNAeTCsa B YNOSHOMOYEHHbIN
doeepanbHbIN OpraH UCMOSTHUTESTbHOM BIaCTU, Bbl4aBLUMN pa3peLleHne Ha npoBeLeHne
3TOro 1UccrefoBaHus, B CPOK, He NPEBbLILLAOLLMIA TPeX MecsaLeB CO HS ero 3aBepLUeHus,
NPUOCTaAHOBMNEHNS UMW MpeKkpalleHns, B Nopsake, YCTaHOBIEHHOM YMNONTHOMOYEHHbIM
doeaepanbHbIM OpraHOM UCNOSHUTENBHOW BIACTH.

12. HapyweHve npaBun Hagnexaiwlen KInHMYecKouM npakTuky, danscudukaumns
pe3ynbTaToB  KMMHUYECKOr0  WUCCnefoBaHWUs  NEeKapCTBEHHOro npenaparta  Ansg
MEeOMLUMHCKOrO NPUMEHEHUs BrieKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogartenbcTBoM Poccuickon depepaumn.

13. MNpn npoBegeHUN KIUHUYECKOro UCCreoBaHUSA NeKkapCTBEHHOro rnpenaparta ang
MEeOMUMHCKOrO MpUMeEHeHUs ponyckaetca 3abop y nauueHToB OBMonornyeckmx
mMaTtepuanoB (obpasubl OMONOrMYECKUX XMAOKOCTEW, TKaAHEW, CEeKPeTOB U MNPOAYKTOB
XN3HEOEATEeNbHOCTU YeroBeka, (Pu3MONorMyecknx n naTosiorM4YecKnX BblAENEHNUN,
Mas3KoB, COCKOBGOB, CMbIBOB, MWKPOOPraHm3amoB, OWONCUMHBLIA Martepuan) ana ux
nayyeHmsi B Poccuickon degepaumm n (unn) 3a npegenamm Poccurickon ®epepauun.

14. MMopsagok BBo3a B Poccurickyto ®epepaumio n BbiBO3a 3a npefensl Poccuinckon
degepaumm Gnonormyeckmx MaTepuanos, Nofy4YeHHbIX NP NMPOBEAEHUN KITMHWUYECKOTO
nccrneoBaHUs  NleKapCTBEHHOrO  npenapata  Ana  MeauuMHCKOro  NPUMEHEHud,
ycTtaHaBnuBaetcs [pasutensctsom Poccurckon denepaumn.


https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100476
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100437
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100437

CtaTtbsa 41. ,D,OFOBOp O npoBeaeHnn KIMHM4YecKoro wumccriegoBaHma JiekapCTtBeHHOro
npenapara gida megnumHCKoro npuMeHeHun4

1. KnuHnyeckoe wccnegnoBaHue JIeKapCTBeHHOro rnpenaparta and MeamumnHCKoro
NMPUMEeHeHNA nNpoBoaANTCA B COOTBETCTBUKN C OOroBOpOM O rpoBegeHunn KriMHMYeCcKoro
ncecnegoBaHMA - JiekapCtBeHHOro  npenapata  ana  MegunumHCKOro  npuMeHeHUd,
3aKr4aemMblM  MexXay opraHmsaumeVl, I'IOJ'Iy‘-II/IBLUGI7I paspelieHne ynosIHOMO4YeHHOro
cbep,epaanoro opraHa MCMNOSTHUTENBHOM BNacTn Ha opraHmsauuntio nposegeHmnAa Takoro
nccnegoBaHus, 1 MeEQULIMHCKOWN opraHmsaumeVl, OcyLLI,eCTBJ'IFHOLLI,eI;I npoeegeHne Takoro
ncenegoBaHuA.

2. [JoroBop O MpOBEAEHUMN KIMMHMYECKOro MCCrenoBaHUsA NeKapCTBEHHOro npenapara
AN MeAULIMHCKOrO MPUMEHEHUs JOIMKEH coaepKaThb:

1) yCIroBuA N CPOKU npoBeneHnd aHHOro nccrnegoBaHund;

2) onpeperneHne oblen CTOMMOCTU NMporpaMmbl AAaHHOIMO UCCeaoBaHUs C yKa3aHuem
CyMMbI, NpegHa3HavaroLwencs anga BeinnaT uccrnegoBartensam, comccnenoBaTensm;

3) onpegeneHne ¢opMbl MNpeacTaBneHns pes3ynbTaToB AaHHOro WCCnegoBaHus B
YNOMHOMOYEHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNACTH.

CtaTtbs 42. dnHaHCcoOBOE obecneyeHne KIMHUYEeCKOro UccrnenoBaHUs NeKapCTBEHHOMO
npenapaTta Ans MeanuMHCKOro NnpuMeHeHus

dunHaHcoBoe obecneveHne KINMHUYECKOro MccneaoBaHus JNIeKapCTBEHHOro npenaparta
anda MeguunHCKOro rnpMMeHeHnAa oCyLeCTBIIAETCA 3a CHET!

1) cpencTB dhegepanbHOro GrooKeTa;

2) CpencTB OpraHuM3auuii, MONyYMBLUMX paspelleHne Ha opraHu3auuio NpoBeAeHUs
[AaHHOro uccreaoBaHus, B COOTBETCTBUM C YCOBUSIMU JOrOBOPa O €ro NpoBeAeHUH;

3) UHbIX HE 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon egepaumm MCTOUYHNKOB.

Ctratbs 43. [lpaBa nauMeHTOB, Y4aCTBYHOLWMX B KIMHUYECKOM UCCReLoBaHUK
fieKapCTBEHHOrOo npenapara ans MeamnuMHCKOro NpuMeHeHns

1. Yyactne naumeHToB B KITMHUYECKOM UCCNeaoBaHnn J1eKapCTBEHHOro npenaparta and
MeJNUNHCKOIo NpuMeHeHnA ABJIAETCA ﬂ,O6pOBOﬂbeIM.

2. lMauneHT unum ero 3akOoHHbIN NpeacTaBuUTeENb OOMKEH ObiTb MHGOPMUPOBaAH B
NUCbMEHHOWN doopMme:

1) 0 nekapCTBEHHOM npenapate Ans MeOULUMHCKOrO MPUMEHEHUST U CYLLHOCTM
KMMHUYECKOro nccneaoBaHus 3TOro NekapCTBEHHOMO Npenapara;

2) o 6e30nacHOCTU NeKapCTBEHHOro npenapara Ans MeguuMHCKOro NpUMEHEHWs, ero
oXngaemom 3a(pPeKTUBHOCTU U CTEMEHN pUCKa AN NauneHTa;

3) 06 ycnoBusix yyactTusi naumeHTa B KIMHWYECKOM WCCINEeAOBaHWMM feKapCTBEHHOro
npenapaTta Ans MEAULIMHCKOIO NPUMEHEHWS;



4) O uemm wnn udendax wu  npoaoJuKUTEeNIbHOCTU  KITMHUYECKOro uccregoBaHnd
JIEKapPCTBEHHOIO npenaparta and MmeguMunHCKoro npuMeHeHu4,

5) o penctBuMaAX nMaumeHTa B cnyyvae HenpeaBuOeHHbIX 3dEKTOB  BIUAHUSA
NeKkapCTBEHHOro npenapaTta Ans MeAMUMHCKOrO MPUMEHEHUs Ha COCTOsiHME ero
3[10POBbS;

6) 06 ycnoBusix 0683aTeNbHOr0 CTpaxoBaHUS XU3HW, 300POBbS NaUMEHTa;

7) O rapaHTndax KOH(*)I/ID,eHLI,I/IaJ'IbHOCTI/I yqacTna naumeHTa B KInMHNM4YeCKoOM nccrnegosaHnm
JIEKapCTBEHHOIO npenaparta and MmegamnMunHCKoro npuMeHeHu4.

3. [obpoBonbHOe cornacve nauuveHta Ha y4dacTue B KIMHUYECKOM MUCCregoBaHuu
NeKapCTBEHHOro npenapara Ans MeauMLUHCKOrO MpUMEHEeHUst NoaTBepXaaeTcsl ero
noanucCbo UM NOAMMUCHLI0 ero 3aKOHHOro NpeacTaBUTeNns Ha MHAPOPMAaLMOHHOM NINCTKE
nauuneHTa.

4. MNayneHT unn ero 3aKOHHbLIN npeacrtaBuTeslb UMEET MNMpaBO OTKa3aTbCA OT y4aCTuA B
KNMMHN4YEeCKOM  uUccrnegoBaHunn JneKapCcTtBeHHOro npenapatra Aana MegunumHCKOro
NMPUMEeHeHnA Ha nobon ctagun npoBeaeHnAa Takoro nccriegoBaHu4.

5. TllpoBegeHne KIMHUYECKOrO WCCNeOoBaHUsS fekapCTBEHHOro npenapata  Aans
MEAMLMHCKOrO NMPUMEHEHUS1 C y4acTMEM B KayecTBe MauMEeHTOB AeTen AonyckaeTcs
TONILKO C cornacusi B NUCbMEHHOW oopMe UX poauTeneun, ycbiHoBuTenen. fletm moryr
paccMaTtpmBaTbCA B KayecTBe MOTeHUMarbHbIX MNauMEHTOB TaKOro uccrenoBaHus,
TONbKO €Cnn ero npoBefeHne HeobXoauMO Ons YKpenneHusa 300pOBbsA AeTen UNnu
NPOMUNaKTUKN NHPEKLMOHHBIX 3aboneBaHn B 4ETCKOM Bo3pacTte nubo ecnn uenbto
Takoro ucCcrneaoBaHUs 4ABNAETCA MNOSlyYeHMe [AdaHHbIX O Haunyywen LO3UPOBKe
NeKkapCTBEHHOro npenapata pAns nedyeHuss fpeten. B 3Tux cnyyasx Takomy
nccneaoBaHuio OMKHO NpeaLwecTBOBaTb KIMMHUYECKOE NCCnefoBaHMe fIEKapCTBEHHOMO
npenapaTta Ans MeguUMHCKOro MPUMEHEHUS Ha COBEPLUEHHONETHUX rpaxgaHax, 3a
WUCKMIOYEHNEM CNnyyYyaeB, €Ccnv UccnefyeMbll  NIEKAapCTBEHHbLIM  Npenapat  Ans
MEAMLMHCKOrO MPUMEHEHUS NpeaHa3HayYeH WCKIIYMTENBbHO ANA  MCMNOoNb30BaHUS
HeCcoBepPLUEHHONETHUMM FpaXKgaHamu.

6. 3anpeLlaeTcs NpoBeAeHNe KIMHNYECKOro UCCIiefoBaHUs NekapCcTBEHHOro npenapara
AN MEAMLMHCKOTO NPUMEHEHWs C y4acTueM B kKayecTBe NaLueHTOoB:

1) oeTen-cupoT 1 geTen, octaBLunxca 6e3 nonevYeHns poamtenen;

2) XEeHLWMH B nepuoa 6epeMeHHOCTU, KEHLWUH B Nepuoa rpyaAHOro BCKapMnnBaHus, 3a
NCKINIOYEHNEM CIny4aeB, ecriv NPOBOANUTCS KMMHUYECKOe UCCreaoBaHNe NekapCTBEHHOIO
npenapara, npeaHa3Ha4YeHHOro Ans ykasaHHbIX XXEHLUWH, Npu YCIoBUN HEOOXOAMMOCTM
nony4yeHus HopMaLUKn TONbKO BO BpeMs NPOBeAeHNsI COOTBETCTBYHOLLNX KITMHUYECKNX
NUccrneooBaHUA U NPUHATUS BCEX HEOOXOAMMbIX Mep MO UCKIHYEHMIO PUCKa HAaHECEHWS
Bpeda JKeHluHe B nepuon OepemMeHHOCTW, JKeHWWHe B nepuod  rpyaAHOro
BCKapMnvBaHus, nnoay unu pebeHky;

3) BOEHHOCHyXallMX, 3a WCKIYEHNEM CriyyaeB MpOBEeAEHUS  KIMHUYECKOro
nccrnefoBaHWs  NeKapCTBEHHOro npenapaTa, cneumanbHO paspaboTaHHOro Ans
NPUMEHEHNSA B YCITOBUAX BOEHHbIX ENCTBUN, Ype3BblYarHbIX CUTyauun, NpounakTnkm
N neyeHusa 3aboneBaHWn W MOPaKEHWW, MONYYEHHbIX B pe3ynbTaTe BO34ENCTBUA



HeONaronpUATHbIX  XMMUYECKUX,  OMONOrnMYeckux,  pagnaumoHHbIX  (hakTopoB.
KnuHnyeckoe nccnengoBaHue Takoro riekapcTBEHHOro npenapaTta MOXeT NPOBOAUTLCS C
yyactTmeM B  KayecTBe MNaUMEHTOB  BOEHHOCHYXalUMX, 3a  WUCKIHYEHUEM
BOEHHOCHYXaLLUMX, MNPOXOASLLMX BOEHHYH CRnyx0y no npusbiBy, C cobniogeHnem
TpeboBaHMI, YCTAHOBMNEHHbIX HacToswmum deaepanbHbIM 3aKOHOM B OTHOLLEHUM
rpakaaHCKUX N,

4) COTPYAOHUKOB MNMpaBOOXPaHUTEITbHbLIX OPraHOB;

5) nuy, oTbbiBalOWMX HakasaHMe B MecTax nuweHma cBobogbl, a Takke nuu,
HaxogdALlunxcsa noa CTpa)KeIZ B CrneCTBEHHbIX N30J1ATOpPax.

7. JonyckaeTcs npoBeAeHne KNMHUYECKOro UccrnegoBaHns fiekapCTBEHHOMO npenapaTa
AN MeAULMHCKOro MNPUMEHEHUs, npeAHasHa4YeHHoro ANs feYeHust MNCUXUYECKNX
3aboneBaHui, C y4acTMeM B Ka4eCTBE NauUMeHTOB 1L C NCUXnYeckummn 3aboneBaHnsamMu,
NPU3HaHHbLIX HeaeecrnocobHbIMM B nopsigke, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccuinckon ®epgepauunn. KnmHndeckoe uccriegoBaHne NeKapcTBEHHOro npenaparta B
3TOM criyd4ae MpoOBOAUTCSA MPU HanMyuu cornacusi B MUCbMEHHOW (hopMe 3aKOHHbIX
npegcTaBuTenemn ykasaHHbIX nud,.

Ctatbs 44. Oba3aTenbHoe CTpaxoBaHUe XNU3HU, 300pOBbA nNauneHTa, y4acTtByroLLEro B
KNMMHN4YEeCKOM  UccrnegoBaHunn JeKapCcTtBeHHOro npenaparta Aana MegunumHCKOro
npuMeHeHnsA

1. OpraHusauus, nonyymnsLlas paspeLleHne Ha opraHm3aLumo NPOBEAEHNS KITMHNYECKOTO
nccnefoBaHWs NEKapCTBEHHOMO NpenapaTa Ans MeaULUHCKOro NpuMeHeHust, obsi3aHa B
KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK MPUYMHEHUA Bpeda >XU3HW, 340POBbIO
naumeHTa B pesynbTaTe NPOBEAEHUSA KIIMHUYECKOrO UCCMEeAOBaHUSA NeKapCTBEHHOro
npenapara Anst MeauLMHCKOro NPUMEHEHMS 3a CBOM CYET MyTeM 3aKMio4YeHUs JoroBopa
06s13aTeNbHOr0 CTPpaxoBaHmA.

2. Ob6bektoM 00643aTenbHOr0 CTpaxoBaHUS SABMNAETCA WMMYLLECTBEHHbIN UHTEPEC
naumeHTa, CBA3aHHbIN C NPUYMHEHNEM Bpeda €ro XU3HW UM 300POBbLI0 B pesynbraTe
NPOBEOEHNsT  KITMHUYECKOrO  WUCCRefoBaHus  NeKapCTBEHHOro  npenapata  Ans
MEOULMNHCKOrO NPUMEHEHMS.

3. CTpaxoBbIM criy4aemM Mo A0OroBopy 00s3aTeNbHOro CTpaxoBaHUS SBNSIETCS CMepTb
nauMeHTa wnuM yxydweHue ero 340poBbsi, B TOM 4MCrne Brekywiee 3a cobon
YyCTaHOBMEHNE WHBANWAHOCTW, NPU HanMyYMM MPUYMHHO-CNELCTBEHHOW CBS3U MeXay
HacTynneHneM 3Toro cobbiTUS M yvyacTMeM nauMeHTa B KIIMHWYECKOM WCCreLoBaHMM
neKkapcTBEHHOro npenapara.

4. TpeboBaHUSA O BO3MELLIEHUN Bpeaa, NPUYNHEHHOTO XU3HWU UIX 340POBbLI0 MNaLMEeHTa,
NpeabsBRASIOTCA B TEYEHNE CPOKOB UCKOBOWM OABHOCTU, YCTAHOBIEHHbIX FPaXkgaHCKUM
3aKOHOAAaTENbCTBOM.

5. Pa3amep cTpaxoBou BbiNfaThl N0 4OroBopy 0653aTenbHOro CTpaxoBaHUs COCTaBMAET:

1) B cnyyae cmepTu nauveHTa [OBa MWUMMOHA pybnen Ha Kaxaoro nauueHTa,
y4YacTBOBaBLUErO B KIMHMYECKOM UCCNEAOBAHUN IeKapCTBEHHOMO NpenapaTa;

2) Npu yxyaweHun 300poBbs NauneHTa:



a) noerekwem 3a cobon yCTaHOBI1IEHNE NHBAJTMOHOCTA | rpynnbl, OAuMH MUSIJIMOH NMATbCOT
ThICAY py6nel71 Ha KaXgoro nauneHTa, ydactBoBaBLUEro B KIMHNYECKOM UCCIiegOoBaHUN
JIEKAPCTBEHHOIO Mnpenaparta,

6) noBnekweM 3a cobon ycTtaHoBNeHWe nHeanugHocTu |l rpynnbl, 0OAUH MUNAVOH pybnen
Ha KaXK[oro naumeHTa, y4acTBOBaBLLEro B KNMMHNYECKOM UCCneLoBaHUN NIeKapCTBEHHOIO
npenapara;

B) MOBrieKLweM 3a cobor ycTaHoBrieHne niBanugHocTu Il rpynnbl, ISTLCOT ThicAY pybren
Ha KaXk[oro naumeHTa, y4acTBOBaBLLErO B KNMMHUYECKOM UCcnefoBaHUN fiekap CTBEHHOTO
npenapara;

F) He noBnekwem 3a cobon yCTaHOBEHNA NHBANMMOHOCTHU, HE bonee 4yem TPUCTa TbiCAY
py6ne|?1 Ha Kaxaoro nauuneHTa, y4dYactBOBaBLUEro B KIIMHMYECKOM WMCCleaoBaHUU
JIEKapPCTBEHHOIO npenaparta, ncxogd n3 HOpMaTnBOB, OTPaXXarLWNX XapakTep U CTeneHb
noBpexgeHna 300pPp0BbA, a TaKXe q)aKTI/I‘-IeCKI/I NOHECEHHbIX MaUuMeHTOM pacxonos,
BbI3BaHHbLIX MoBpexXaeHnemMm 3a0poBbd, Ha MEeOAUUMHCKYHO TMOMOLb, np|/|o6peTeH|/|e
JIEKapCTBEHHbIX NMpenapaTos.

6. YTpatun cuny ¢ 1 unons 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa 06s13aTeNbHOIO CTpPaxoBaHWUSl HE MOXET OblTb MeHee, YeM CPOK
NPOBeAEeHUs KNMHUYECKOro NCCNeaoBaHWs NekapCTBEHHOrO npenaparTa.

8. Ycnosua goroBopa o643aTenbHOro CTpaxoBaHusi, B TOM YMCTE CTpaxoBble Tapuddbl Mo
obs3aTenbHOMY  CTpaxOBaHWKO, MepeyvyeHb  HeobXxoAuMbIX  AOKYMEHTOB  Ans
OCYLLECTBMNEHUA CTPaxoBOW BbiNfNaTbl, MNOPAAOK YCTAHOBMEHUA CTpaxoBaTenem
WHOMBMAOYANbHOIO MAEHTUAUKALMOHHOIO Koda nauuneHTa, nopsaok MHOPMUMPOBaHUS
CTpaxoBaTenem CTpaxoBLUMKA O MPUBIIEYEHHbIX K KIMHMYECKOMY UWCCReaoBaHU
NleKapCTBEHHOro npenapata And MeAULMHCKOrO NPUMEHEHUS nauMeHTax, Nopsiaok
ynnaTtbl CTPaxoBOW nNpeMun, MOPSAOK peanu3auun  onpefeneHHbIX HacTosWUM
depgepanbHbIM 3aKOHOM M ApyruMu doefepanbHbiMU 3aKOHaMK npaB U 06s3aHHOCTEN
CTOPOH MO OOroBopy 06s13aTenibHOro CTpaxoBaHUs, a Takke HOpMaTMBbI, OTpaxaroLume
XapaKTep U cTeneHb NOBPEXAEHUS 300POBbS, yCTaHABNMBAOTCS TUMOBLIMY NpaBunamMmm
06s13aTeNbHOr0 CTPaxoBaHmA.

9. B cnyyae npuunHeHus Bpeda KM3HW NauMeHTa, y4acTBOBABLUErO B KIMHWYECKOM
nccneaoBaHUM fiekapCTBEHHONO npenapara, BbirogonpuobpeTtaTtensamMmu no A0oroBopy
ob6s13aTenbHOro CTpaxoBaHWs ABMSIOTCA rpaxaaHe, MMeloLLMe NpaBo Ha BO3MELLEHMe
Bpega B Cryyae CMepTM  KopMmuibL@ B COOTBETCTBUM C  FpaXOaHCKUM
3aKoHOAATENbCTBOM, MNPV OTCYTCTBUM TaKMX TpaXgaH - poawuTenu, cynpyr, OeTu
yMepLUero naumeHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCeLoBaHUN NeKkapCTBEHHOro
npenapaTta, B Clny4Yae CMepTM nNauueHTa, Yy4yacTBOBaBLUErO B  KIMHWYECKOM
nccneaoBaHnM NEKapCTBEHHOMO NpenapaTa U He MMEBLLEro CaMOCTOATENbHOIO 40X0Aa,
- rpaxgaHe, Ha WKOMBEHUW KOTOPbIX OH HAXOAMWMCS, B OTHOLUEHWM BO3MELLEHWS
pacxofoB Ha norpebeHne naumeHTa, y4acTBOBAaBLUErO B KIMHUYECKOM MCCIedOoBaHMM
neKkapcTBEHHOro npenapara, - MLo, NOHECLLEee TakMe pacxoapb!.

10. CTpaxoBas BbinnaTa B CYET BO3MELLEHMS Bpeaa, NPUYMHEHHOTO XXM3HM NauueHTa,
y4yacTBOBaBLUEIO B  KIMHUMYECKOM WCCNedoBaHMM  NeKapCTBEHHOro npenaparTa,
pacnpegensieTcs Mexay BblirogonpuobpetatensiMy NponopLMoHanbHO UX KONMYecTBy B
paBHbIX JOSIX.



11. Mpwn HacTynneHun CTpaxoBOro criyyas nauuMeHT, y4acTBOBaBLUMA B KIMHUYECKOM
UCCrnedoBaHUM  NeKapCTBEHHOro  npenapaTa,  BbirogonpuobpeTatenb  Brnpase
npeobsiBUTb  HEMOCPEACTBEHHO  CTpaxoBLMKy  TpeboBaHMe O  BO3MELLEHUM
npuYmMHeHHoro Bpeaa. CTpaxoBasi BbinfaTta OCyLLEeCTBSETCH CTPAXOBLUMKOM B TeYeHMe
TPpUOUatTM OHEen co [OHSA npeacTaBfeHns HeobXOoAUMbIX OOKYMeHTOB. [laumenT,
y4acTBOBaBLUMIA B KIMHWYECKOM WCCReaoBaHUM feKapCTBEHHOro npenaparta, Wunu
BblrogonpuobpeTaTens 00s3aH  COOBWMTL  CTPaxOBLUMKY Afsi  OCYLLECTBREHUs
CTpaxoBoW BbiMnaTtbl WHAMBUMAYaNbHbIA  UAEHTUMUKALMOHHLIA  KOA4  NauMeHTa,
YCTAHOBMEHHbIN CTpaxoBaTefieM B COOTBETCTBUM C  TUMOBbIMW  NpaBuUiaMu
065a3aTenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpeaeneHns pasmepa noasiexallero BO3MELLEHNIO Bpeaa CTPaxXoBLUMK
Mo 3asBMEHVMIO MauMeHTa, Yy4acTBOBaBLUErO B  KIMMHUYECKOM  WCCNedoBaHMU
NeKkapcTBEHHOro npenapaTa, WM 3asBneHuo  BbirogonpuobpeTatens BrpaBe
OCYLUECTBUTb  4aCTb CTPaxOBOW  BbiMfaTbl, COOTBETCTBYWOLUYIO  (PaKTUYECKU
onpeaeneHHon YacTu NpUYNHEHHOro Bpeaa.

13. CTtpaxoBas Bbinnata B COOTBETCTBMM C AOrOBOPOM 06s13aTefibHOro CTpaxoBaHUS
OCYLLEeCTBNSAETCS He3aBMCUMMO OT BbINfaT, MpuUyMTaloWmMxcs Mo ApyruMm  Bugam
CTpaxoBaHUs.

14. He OonyckaeTtca ydactme nauuneHta B nposegeHunn KIMMHU4YeCKOoro unccrnenoBaHus
JNIeKapCTBEHHOIO npenapata npum oTCyTCTBMMN OOroBopa obsA3zaTenbHOro CTpaxoBaHUA.

15. KOHTpONb 3a WCMOMHEHMEM OpraHuv3aumen, nonyyYnBLIEN paspelleHne Ha
opraHmMsaumio NPoBEeAEHNSA KITMHUYECKOrOo UCCnefoBaHUA JeKapCTBEHHOrO npenapata
ANs MeOULMHCKOro NPUMEHEHUS, YCTaHOBIIEHHOW HACcTosLWen cTaTben 06593aHHOCTM NO
obsi3aTenbHOMY  CTpPaxOBaHUK  XM3HW,  300POBbS  NauMeHTa,  YyyacTBYHOLLEro
(yqacTBoBaBLUEr0) B KIIMHMYECKOM UWCCReaoBaHMM  NeKapCTBEHHOrO npenapaTa,
OCYyLLECTBNSAETCS YNOMHOMOYEHHbIM heaepanbHbiM OPraHoM UCMNOSTHUTENBHOW BracTH,
BblJaBLUMM paspeLleHne Ha NpoBeAeHNe KINMHUYECKUX UCCeaoBaHUN fIEKapCTBEHHbIX
npenapaTtoB AN9 MEANLNHCKOrO NPUMEHEHMWS.

Masa 8. NMPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbBIX CPEOCTB
Crtatbs 45. NMpon3BoacTBO NEKApPCTBEHHbIX CPEACTB

1. Npoun3BoACTBO NeKapCTBEHHbIX CPeaCcTB AOSMKHO COOTBETCTBOBaTb TpeboBaHMSM
npasun Hagnexallen NponsBoACTBEHHON NPaKTUKK, YTBEPXKOEHHBIM YNONHOMOYEHHbIM
deneparnbHbIM  OpraHoM  ucnonHutenbHon  Bractu.  OcobeHHOCTM  nepexopa
NPOM3BOACTBA OTAENbHbIX NIEKAPCTBEHHbIX CPEACTB K X NPON3BOACTBY B COOTBETCTBUM
¢ TpeboBaHNAMKN NpaBun Hagnexallen NpoM3Bo4CTBEHHOW NPAKTUKN yYCTaHaBMBaOTCA
MpaButenbctBom Poccunckon Pepepaumn. Bblgayda 3aknioyYeHUn O COOTBETCTBUM
NpoOun3BOANTENS  NEKAPCTBEHHbLIX CPeacTB TpeboBaHWAM nNpaBui  Hagnexallen
NPON3BOACTBEHHOM MNPAKTUKN OCYLLECTBASETCA N0 pes3ynbTataMm WHCNEKTUPOBAHUA
npoun3BOANTENEN  NEKapCTBEHHbIX  CPEACTB B nopsiake, yCTaHOBMEHHOM
MpaButenbctBom Poccuinckon ®epepaumn. Pasmep nnatbl 3a Bblgady 3aknoyYeHus O
COOTBETCTBUM NPOM3BOOMTENS JleKapCTBEHHbIX CcpeacTB TpeboBaHuaAM  npaBun
Hagnexawen npou3BOACTBEHHON MNPaKTUKN ycTaHaBnueBaeTca [lpaBUTenbCTBOM
Poccunckon ®epepaumun. lNopagok opraHusaumMmM v NpoBeAEHUs MHCNEeKTUPOBaHUSA
Npoun3BOANTENEN NEKAPCTBEHHbIX CPeaCTB Ha COOTBETCTBME TpeboBaHWAM npaBun



Hagnexawen npou3BOACTBEHHOW MpPaKTUKM ycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccunckon ®epepaunn.

2. [Mpon3BoacCTBO NeKkapCTBEHHbIX cpeacTB B Poccurckon denepaumm ocyllecTeniseTca
NPoOn3BOAUTENAMMU NEKapPCTBEHHbLIX CPEACTB, MMELWMUMN JIULEH3UIO Ha NPOU3BOLACTBO
neKkapCcTBeHHbIX cpeacTB. [loaTBepkaeHMe COOTBETCTBUS JNMUEH3naTa npasuiam
Hagnexawen Npon3BoaCTBEHHOW NPaKTUKN OCYLLECTBASETCA B pamMKax fMLEeH3NOHHOro
KOHTPOMsi B COOTBETCTBMMU C 3akoHogaTenbCctBoM Poccuickon dPepepauum ¢ y4eTom
0COBEHHOCTEN, YKa3aHHbIX B YacTu 1 HacToAWen CcTaTbu.

2.1. Onsa uenen nuueH3MpoBaHWS MPOM3BOACTBA JEKApPCTBEHHbIX CPeAcTB Ans
MEOVULUMHCKOrO  MPUMEHEHUSS 1 WHCNEKTUpPOBaHUS  cybbekToB  obpalleHus
NneKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeboBaHWAM MpaBun Haanexallen
NPOM3BOACTBEHHOM NPaKTUKM  doedepanbHbii  OpraH  UCMNOSTHUTENbHOW  BRacTW,
OCYLLECTBNALWMNN FOCYJapCTBEHHYIO PErMCTPaLMio NeKapCTBEHHbLIX npenapaTtoB AJs
MeANLMHCKOrOo NpUMEHEHUs, nNpeaocTaBnseT geaepasibHOMy opraHy UCNOSTHUTESNbHON
Bnactn, ocyuwectendawwemMmy degepanbHblii  roCy4apCTBEHHbIN  JIMLEH3UOHHbIN
KOHTPOSb AeATENbHOCTU NO NPOM3BOACTBY fIEKAPCTBEHHbIX CPEeACTB A5l MeAULNHCKOro
NPUMEHEHNSA, MO €ero 3anpocy B paMKax MeXBEeAOMCTBEHHOMO WMH(OPMAaLMOHHOMO
B3aUMOENCTBMS B NOPsiAKE, YCTaHOBNEHHOM cheaeparnbHbIM OpraHoM UCNOSTHUTESTbHOWN
BNACTW, OCYLLECTBISIOLWMM JIMLEH3NPOBaHNE NPOU3BOLCTBA JIEKAPCTBEHHbLIX CPenCTB
AN MeAUUMHCKOro NpuUMEHeHUs1, n peaeparnbHbiM OpraHOM UCMNOSTHUTENbHOW BRACTMW,
OCYLLECTBNAOLWNUM rOCYy4apCTBEHHYIO perncTpaumio fiekapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO MPUMEHEHUS, CBEOEHUS O JIEKAapCTBEHHbIX CPenCcTBaX, YyKa3aHHble
B 4Yactu 5 ctatbk 18 HacTodwero ®efepanbHOro 3akoHa, B TOM Ynche B crnyyae, ecnu
Takne CBeAEeHMNsI COCTaBMAT KOMMEPYECKYIO TanHy.

3. [Mpou3BOACTBO IEeKAapCTBEHHbIX CPeACTB OCYLIEeCTBNSEeTCss C cobnoaeHmem
TpeboBaHUIN MPOMBILLSIEHHOIO PerfiaMeHTa, KOTOpbIN yTBepXaaeTcs PyKoBOAUTENEM
NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB U BKIOYaeT B cebsi nepeyeHb UCMonb3yeMblX
dapmaueBTUYEeCKMX CyOCTaHUM U BCMOMOraTeNbHbIX BELWECTB C YKasaHWeM
KONMYecTBa Kakaoro U3 Hux, AaHHble 06 ucrnonb3yemMomM obopyaoBaHMM, onucaHue
TEXHOMNOrMYEeCcKoro npouecca M MEeTOAOB KOHTPOSs Ha BCexX 3Tanax npov3BoAcTBa
nNeKapCTBEHHbIX CPEACTB.

4. lMNMpn nNpon3BOACTBE NEKaApCTBEHHbLIX MpenapaToB ANS MeAUUMHCKOrO NpUMEHEeHUs
ncnonb3yrTcs papMaleBTUYeckne cybcTaHumMK, CBeAEeHUS O KOTOPbIX coaepaTcs B
rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB ANt MeANLMHCKOrO NPUMEHEHUS U
(vnn) eanHoOM peecTpe 3aperncTpupoBaHHbLIX NEKAPCTBEHHbIX cpeacTB EBpasninckoro
9KOHOMWYECKOro  Cok3a, 3a UCKMYeHneM  dapmaueBTUYeCKMX  CcyOCcTaHuui,
NPOV3BOAMMbIX AN NPOBEAeHUs1 KNMMHUYECKUX MccregoBaHuii u (Mnun) ansa akcnopra.
Mpy nNpou3BOACTBE JIEKAPCTBEHHbIX CPEeACTB ANl BeTepMHAPHOro MPUMEHEHUS
ncnonb3yrTcs apMaleBTU4eckne cybcTaHumMK, CBEAEHUSI O KOTOPbIX coaepaTcs B
rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NMPUMEHEHMS,
n (Mnn) rocygapCTtBEHHOM peecTpe IeKapCTBEHHbIX CPeacTB Ans MeOULMHCKOro
npUMeHeHus, un (MNn) eavHOM peecTpe 3aperucTpuMpoBaHHbIX  BeTepUHaPHbIX
NeKapCTBEHHbIX npenapaTtoB EBpasninckoro aKOHOMUYECKOro coto3a, U (MnvM) eamHoOM
peecTpe 3aperMcTpMpOBaHHbIX NTEKAPCTBEHHbIX CPeACTB EBPa3nMNCKoro 3KOHOMUYECKOro
COK3a, 3a WCKMYEeHneM dapmaueBTUiecknx cybcTtaHumi, npon3BOaUMbIX NS
npoBeAeHNa KIUHUYECKMX uccregoBaHun u (unun) gns akcnopta. K npoueccy
npou3soacTBa ¢apmaueBTMYECKOW  CcybCcTaHuum  OTHOCATCA  nobble  cTagum
TEXHOMOrMYeckoro  npouecca, NO3BOMAKOWME  MNOMAYyYUTb  FOTOBbIM  MPOAYKT,
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COOTBETCTBYHOLWMI TpeboBaHNSIM hapMaKonenHon ctaTtbn, B TOM Yncre pepmeHTaums,
3KCTpaKLUMsi, O4UCTKA, BblaereHne, nepekpucTannmsauns, BbicyLUMBaHne, namernbyeHune.
B cnyyae HeobGxoaMMOCTM WCNONb30BaHUA 3STUNOBOrO CnupTa, B TOM 4ucre
hapmavneBTUdeckor cybcTaHumm cnupTa 3TUMOBOro (dTaHona), nNpu nNpPou3BOACTBE
NeKapCTBEHHbIX CPeAcTB B KadecTBe [JeucTBylowero m (unv) BCNomMoratesribHoro
BELLECTBA, a TAKKe B MHbIX TEXHOMNOIMMYECKNX Liensx A0mKHa ObITb UCNonb3oBaHa TONbKO
hapmaueBTUYeckas cybcTaHuusa cnvpta 3TUNoOBOro (3TaHosn).

4.1. lepeyeHb neKapCTBEHHbLIX MpenapaTtoB AN MeOULMHCKOro MPUMEHEHUs, B
OTHOLLUEHMM KOTOpbIX YCTaHaBnMBalTCA TpeboBaHMs K O6bemy Tapbl, YrNakoBKe W
KOMMMNEKTHOCTU, MNepeyeHb JlIeKapCTBEHHbIX MpenapaTtoB ANA  BeTepuHapHOro
NPUMEHEHNS, B OTHOLLEHUN KOTOPbIX YCTaHaBNuBaroTca TpeboBaHms K 06bemy Tapsbl, a
Takke TpeboBaHMA K 0ObeMy Tapbl, YrNakoBKE W KOMMSIEKTHOCTU JieKapCTBEHHbIX
npenapatoB And MeAULMHCKOrO npumeHeHusi, TpeboBaHus K obbemy Tapbl
NeKapCTBEHHbIX npenapaToB ANl  BETEPUHAPHOro MNPUMEHEHUsI ONpeaensioTcs
COOTBETCTBYHOLLUMMM YMNOSTHOMOYEHHbIMU dhefepanbHbiMU OpraHamMu UCMOSNHUTESTbHOM
BflacTu B Nopsigke, yctaHoBneHHoM [MpaButensctBoM Poccunckon denepaumn.

4.2. OpraHunsaummn, ocyLLecTBRsioLWMe NpoM3BOACTBO hapMaLeBTUYECKON cybcTaHLmnm
cnvpTa 3TUNOBOro (3TaHona) Ans NPOM3BOACTBA CNUPTOCOAEPXKALUUX NEKaPCTBEHHbIX
npenapartoB, 005s3aHbl OCYLWECTBNATb Yy4eT B MOpsiAKe, YCTaHOBIIEHHOM CTaTbsMU
8 n 14 ®epgeparnbHoOro 3akoHa oT 22 Hos6ps 1995 roga N 171-93 "O rocygapcTBeHHOM
perynmpoBaHun npousBoAacTBa W obopoTa STWUMOBOrO CNMpTa, arnkoroflbHOM U
cnvpTtocogepawen npoaykuum wu o6  orpaHuyeHun noTpebneHna (pacnutus)
ankoronbHon npoaykumn". [pon3BoacTBo hapmaueBTUYECKOM cybCcTaHumMm cnupTa
3TUNOBOro (3TaHomna) [AonyckaeTcs TOSMbKO OpraHusauuen, OCyLLEeCTBISOLLEN
NPOU3BOACTBO PEKTUGMUKOBAHHOIO 3TUITOBOIO CNUPTa 13 NULLEBOIO CbiPbsi HA OCHOBaHWUU
NNLEH3MM Ha NPOM3BOACTBO 3TUIIOBOrO CNupTa A Npomn3BoAcTBa (hapmaLeBTUYECKOM
cybCTaHumMM cnupta 9TUNOBOro (3TaHona) B COOTBETCTBMM C  TpeboBaHusiMn
depnepanbHoro 3akoHa ot 22 Hosbps 1995 roga N 171-03 "O rocygapCTBEHHOM
perynupoBaHunM npous3BoacTBa W obopoTa ITUMOBOrO CNMpTa, arkorofibHOM W
cnvpTocogepawen npoaykuum u o6  orpaHuMYeHun noTpebneHus (pacnuTus)
ankoronbHOW NpoaykumMn", MeTooM pasBefeHNa BOLOW OYULLLEHHOW Takoro STUIOBOro
cnupta, nNPOM3BEAEHHOrO0 [OaHHOWM oOpraHu3auMen no MeCTy OCYLUEeCTBNEHMS
npoun3BoACTBa (hapMaLeBTUYECKON cybCcTaHumMm cnupTa 3TUOBOro (aTaHona).

4.3. NnomBmnayanbHble npeanpvHMMaTenu u topuandeckne nuua, ocyLlecTBrsiolmne
3aKynky W WcCnonb3oBaHne d¢apmMaueBTMyeckon cybCcTaHuum cnmMpta 3TUMOBOrO
(3TaHona), a Takke NPoOM3BOACTBO, M3roTOBMEHME U (MNKM) 0BOPOT (3@ WUCKIOYEHMEM
PO3HUYHON MpPOAAXW) CNUPTOCOAEPXKALLUMX JeKapCTBEHHbIX npenapaTtoB, o06s3aHbl
OCYLLEeCTBNATbL WX Y4YeT U [eKknapupoBaHve B MNOpsAKe, YCTAHOBMEHHOM CTaTbsaMU
8 n 14 depgepanbHoro 3akoHa oT 22 Hosi6ps 1995 roga N 171-93 "O rocygapcTBeHHOM
perynupoBaHun npous3BoAcTBa U oBopoTa I9TUMOBOrO CNvpTa, ankoroflbHOM U
cnvpTocogepXawen npoaykuum u o6  orpaHuyeHun noTpebneHunsa (pacnutus)
ankororibHOW NpoAyKumnn".

4.4. MNpn NnponsBOACTBE NEKapCTBEHHbIX NpenapaToB ANs BETEPMHAPHOIro NPUMEHEHUS
AOMNyCcKaeTCs MCMNosib30BaHWe MpousBefdeHHbIX ONA peanusauun dapmaueBTUYeCcKux
cybCcTaHUMi, BKIIOYEHHBIX B TOCYOAPCTBEHHbIA PEecTp JeKapCTBEHHbIX CpencTB
YNOSTHOMOYEHHbIM denepanbHbIM opraHom NCMNOMHUTENBHON BnacTu,
OCYLLEeCTBNAWLWNUM BeJeHne rocyapCTBEHHOrO peecTpa JiekapCTBEHHbIX CPeAcTB Ans
MeANLMHCKOTO NPUMEHEHUS.
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5. 3anpeLlaeTcsa NponsBoACTBO:

1) NekapcTBEHHbIX CPEACTB, CBEAEHMS O KOTOPbIX HE codepXaTcs B rocy4apCTBEHHOM
peectpe IeKapCTBEHHbIX CPeACTB ANns MeOULMHCKOrO MNpUMEHeHusi, u  (unu)
rocyapCTBEHHOM PEECTpe NeKapCTBEHHbIX CPEACTB Arsi BETEPUHAPHOIro NPUMEHEHWS,
N (MUNKN) e4MHOM peecTpe 3aperMcTpPUPOBaHHbIX NIEKapCTBEHHbIX cpeacTs EBpasmickoro
9KOHOMMYECKOrO COt3a, U (Unn) eanHOM PeecTpe 3aperncTpUpoBaHHbIX BETEPUHAPHbIX
neKapCTBEHHbIX NpenapaTtoB EBpa3niickoro SKOHOMUYECKOro COH3a, 3a UCKIHYEHNEM
NeKapCTBEHHbIX CPEACTB, MPOU3BOANMBIX ANS NPOBEAEHUS KIMHUYECKUX MCCreqoBaHNi
UNn 4ns 9KcnopTa;

2) panbcnnLnpOoBaHHbIX NEKapCTBEHHbIX CPEACTB;
3) nekapCTBEHHbIX CpeacTB 6e3 NMuUeH3Mn Ha NPON3BOACTBO fIEKAPCTBEHHbIX CPEACTB;

4) NNIeKapCTBEHHbIX CpeACTB C HapyweHuem npasusl opraHu3auunmn npou3eBoncTtea wu
KOHTPOJ1A Ka4yecCTBa JIEKapPCTBEHHbLIX CPEACTB,

5) ytpaTtun cuny. - ®egepansHbin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocodepXalmx JeKapCTBEHHbIX npenapaTtoB MO MEeCTy OCYLIEeCTBIEHUS
nponsBoAcTBa hapmaneBTUYeckon cybcTaHumm cnmpta 3TUNOBOro (3aTaHona) u (Mnu) no
MeCTY OCyLLeCTBNEHUSA NPOM3BOACTBA 3TUNOBOrO CNUPTa;

7) dapmaueBTudeckon cybctaHuMm cnvpta  aTunoBoro  (dtaHona) wu - (unu)
CnMpTocoAdepXallmxX JeKapCTBEHHbIX nNpenapatoB Ha OCHOBHOM TEXHOMNOrMYeCcKoM
obopyaoBaHMKM Ans NPOM3BOACTBA 3TUIOBOIO CNMpTa, yKa3aHHOM B nyHkTe 1.1 ctatbu
14.1 depepanbHOro 3akoHa ot 22 Hos16pa 1995 roga N 171-03 "O rocygapcTtBeHHOM
perynupoBaHun npousBoAacTBa W obopoTa 3STUMOBOrO CNvMpTa, ankorofibHOM U
cnvpTtocogepXawen npoaykuum u o6  orpaHuMyeHun noTpebneHnsa (pacnutug)
ankoronbHOW NpoayKumnn".

6. Npun BBOAE NEKAPCTBEHHbIX CPEACTB B rpaxaaHckMii 060poT ynosIHOMOYEHHOE NNLO
Npoun3BOANTENS NeKapCTBEHHbIX CPEACTB OCYLLECTBNASAET NOATBEPXKAEHNE COOTBETCTBUS
NeKapCTBEHHbIX CpeAcTB TpebOBaHWAM, YCTAHOBIIEHHbIM MNPU WX rOCYAAPCTBEHHOM
peructpauumn, W rapaHTMpyeT, 4TO JleKapCTBEHHble CcpeacTBa nNpousBedeHbl B
COOTBETCTBUM C TpeboBaHNAMN NpaBuI Haanexatllien NnpousBoLCTBEHHON NPAKTUKMN.

7. YNONMHOMOYEHHbIM MLOM MPOU3BOAUTENST NEKAPCTBEHHbIX CPEACTB SBMSIETCA €ro
paboOTHMK, aTTECTOBAHHbLIA B YCTAHOBIIEHHOM YMOSIHOMOYEHHbIM beaepanbHbIM
OpraHoOM WCMOSHUTENbHOM BacTu NOPSAKE U MMEKLUA CTax paboTbl HE MEHee Yem
NsATb NeT B 001acTy NpoM3BOACTBA M (MIK) KOHTPONS KayecTBa JIEKAPCTBEHHbIX CPEACTB,
BbicLlee 0b6pa3oBaHME COOTBETCTBEHHO MO OAHOW U3 CneunanbHOCTEN U (MNKn) OQHOMY
N3 HanpaeIieHU NOAroTOBKM: Buonorms, GUOTEXHONOMNS, BETEPUHAPUS, BETEPUHAPHO-
CaHUTapHas 9KCMepTu3a, KIMHUYeckas MeauumHa, paguauuoHHas, XMMUYecKkas |
Ouonornyeckasa 3awmTa, apmaumsa, dyHOaMEHTanbHas MeauunHa, XMMUYEecKast
TEXHOJOMNS, XUMUS.

8. MNpounsBoauTenn nekapcTBEHHbIX CPeAcTB (3a UCKIYeHWeM dapMaueBTUYECKOM
cybcTtaHuMM cnupTa  9TUMOBOro  (3TaHomna) MOryT  OCYWECTBNATb  NPOAaxy
NeKapCTBEHHbIX CpeACTB UIv nepefaBaTb MX B YCTAHOBIIEHHOM 3aKOHOLATENbCTBOM
Poccunckon ®enepaunn nopagke:
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1) apyrmm npon3BognTeNAM JIEKapCTBEHHbIX cpencTtB and npon3BoacTBa
JIEKAPCTBEHHbIX CPEOCTB;

2) opraHnsauunam OrnTOBOW TOProBI1N NeKapCTBEHHbIMU CpeaCTBaMU,

3) anTeYyHbIM opraHn3aunam, BETEPUHAPHbLIM anTe4yHbIM opraHn3auunam,
nHamsuayasrbHbIM npeanpunHnMmaTenam, nMmernwnm INMUEH3N0 Ha CbapMaLI,GBTVI‘-IGCKle
0eATENIbHOCTb UIMU NIMUEH3UK Ha MEANUNHCKYH0 OEATESIbHOCTD;

4) Hay4HO-uccnegoBaTeNbCKMM  OpraHuM3auusamM [Onsi  Hay4YHO-uccnenoBaTernbCKon
paboThl;

5) MeanUunHCKNM opraHmn3aumnsam n BetepurHapHbIM OpraHmn3aunam;

6) opraHuMzauusM W HAMBMAYyalNbHbIM  MpeanpUHUMAaTENsSM, OCYLLECTBASOLWNM
pasBefeHue, BblpallMBaHNe U cogepXaHne XUBOTHbIX (32 UCKITIOYEHMEM MPOAAXU UM
hapmaueBTUYECKUX CyOCTaHLUM UNN UX Nepenaydn);

7) ucnblTaTenbHbiM nadopatopuam (UeHTpam), NPOBOASLLMM UCMbITaHMS B obnacTtu
KOHTPONS KayecTBa JieKapCTBEHHbIX CPEACTB, aKKpeAUTOBaHHbIM B COOTBETCTBUM C
3akoHogaTenbctBoM Poccuinckon depepauum o6 akkpegutTaumMm B HaUMOHAaNbHOW
CUCTEME aKKpeauTaumu.

9. [lpousBogutenn dapmaueBTU4YEeCKOn cybcTaHumm cnupta 3TUIIOBOro (3TaHona)
0065s3aHbl OCYLLECTBNATL peanu3aumio (nepegayvy B yCTaHOBIEHHOM 3aKOHOA4ATENbCTBOM
Poccunckon denepaumn nopsigke) papmaueBTnyeckon cybctaHumm cnmpta 3TUNOBOro
(aTaHONa) npou3BOOMTENSAM  JIEKAPCTBEHHbIX  CPeACTB  ANs  Npoum3BoAcTBa
NEeKapCTBEHHbIX CPEACTB, NPOU3BOAUTENSAM (M3roTOBUTENSM) MEOULMHCKUX U3Oenui
AN NpoM3BOACTBA U U3rOTOBIEHUS MEOULMHCKUX U3OEeNniA B EMKOCTAX 0ObeMoM He
o6onee 1 nutpa n (unn) He meHee 1000 nNUTPOB, a opraHM3auusaM, ykasaHHbIM B NMYyHKTax
3 -5n7y4actun 8 HacTosLeNn cTaTbk, B Tape o6beMom He Bornee 1 nutpa.

10. Peanusauus (nepegadya B YCTaAHOBIIEHHOM 3akoHo4aTeNbCTBOM Poccuimnckon
depnepaumn nopsaake) dapmaueBTUyeckon cybcTtaHumm cnmpTa 3TUMAOBOro (3TaHona)
opraHusaunsam onToBOW TOProBMN NeKapCTBEHHbIMU CPeaCcTBaMU He JONYyCKaeTCs.

11. T[lepeBo3kn dapmaueBTUYECKONM CyOCTaHUuM cnmpTa 3TWUNOBOrO (3TaHona)
OCYLLECTBNATCA € cobniogeHnem TpeboBaHUIN, YCTAHOBMNEHHbIX ab3alem YeTBepThIM
nyHkTa 3 craTten 9 PepepanbHOro 3akoHa oT 22 Hosidpa 1995 roga N 171-03 "O
rocyfapCTBEHHOM perynmpoBaHUM Npou3BoAcTBa M obopoTa 3TUNOBOrO CNMPTa,
ankoronbHOW W cnupTocodepaller Npoaykuunm u o6 orpaHuyeHun noTpebneHuns
(pacnuTurs) ankoronbHOM NpoayKumn".

CrtaTbs 46. MapknpoBKka nekapCTBEHHbIX CPeaCcTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKIMOYEHNEM JIEKAPCTBEHHbIX MpenapaTos,
W3rOTOBMNEHHbLIX  anTeYHbIMW  OpraHu3auusiMM,  BeTepUHapHbIMA  anTeYHbIMU
opraHu3auusMn, UHOMBMAYaAnNbHLIMU NpeanpuHUMaTeNaMN, UMELLIMMIA NULEH3NI0 Ha
dhapmaLeBTUYECKYIO AeATENbHOCTb, OMKHbI NOCTyNnaTh B oOpalleHue, ecrnu:

1) Ha MX NepPBMYHON yrakoBKe (33 UCKITIOYEHMEM NEPBUYHON YNAKOBKUN NeKapCTBEHHbIX
pacTUTENbHbLIX NpernapaToB) XOPOLLO YMTAaeMbIM LWPUGTOM Ha PYCCKOM si3blke YKa3aHbl
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HanMeHOBaHMEe JeKapCTBEHHOIo npenaparta (Me)KJJ,yHapO,D,HOG HenaTteHToBaHHOE, U
rpynnmMpoBo4vHOE, Ui xsmmMmmn4yeckoe, Ui Toprosoe Hal/IMeHOBaHI/Ie), HOMep cepun, gaTta
BbIMyCKa (,D,J'IFI VIMMyHO6I/IOJ'IOFI/I‘-IeCKI/IX JIEKapCTBEHHbLIX npenapaTOB), CPOK roaHOCTH,
OO3npoBKa WM KOHUEeHTpauunA, 0o0beM, aKTMBHOCTb B eOuHMUax OencTBUA Wnn
KOJIN4eCTBO 03,

2) Ha uX BTOpUYHOWN (NOTPEeOUTENbCKOW) YrNakoBKE XOPOLUO YMTaeMbiM LWpPUAPTOM Ha
PYCCKOM £13blKe yKa3aHbl HAaMMEHOBaHWe fekapCTBEHHOro npenapara (MexagyHapoaHoe
HenaTeHTOBaHHOe, UM rpynnMpoBOYHOE, UMM XMMUYECKOE N TOProBOE HAaUMMEHOBaHUS),
HanMeHoBaHWe MNPOU3BOAMTENS JEKapCTBEHHOro npenaparta, HOMep cepuwn, aarta
BbiMycka (4519  MMMYHOOMOMNOrMYeckux nNekapCTBEHHbIX MNpenapatoB), HoMep
perncTpaumoHHOro yaOCTOBEPEHUS, CPOK rOgHOCTU, CNOCOO MpUMEHeHUs, [03MpOoBKa
U KOHLEHTpauus, o6beM, akTUBHOCTb B eAMHMLax enCTBMA NnMbo KonmyecTBo 403 B
ynakoBKe, IeKkapCcTBeHHass (opma, YycroBuss  OTNycKka, YCNOBUS  XpaHeHus,
npegynpeauTernbHble Haanucu.

2. ®apmaueBTuYeckne cybecTtaHuun OO0SDKHbI MOCTynatb B obpalleHue, ecrnv Ha uX
NepPBUYHON YMaKoOBKE XOPOLIO YMTaeMbiM LWPUEPTOM Ha PYCCKOM SNA3bIKE YyKa3aHbl
HauMeHoBaHWe hapmaueBTUYECKOM CyOCcTaHuuM (MexayHapoaHoe HenaTeHTOBaHHOe,
U rpynnMpoBOYHOE, UITM XMMUYECKOE U TOProBOE HaMMEHOBaHWUS), HaMMEHOBaHWe
npounssoauTensa apmaleBTMYeCcKon cybCcTaHLmMmM, HOMEpP cepun 1 gata U3roToBfeHus,
KONIMYECTBO B yNaKOBKE U eOUHULbI U3BMEPEHNSA KONMYECTBA, CPOK FOAHOCTM U yCnoBUs
XpaHeHus1.

3. JllekapcTBeHHble cpeacTBa B Ka4eCTBe CbIBOPOTOK AOMMKHbI MOCTYNaTh B obOpalleHue ¢
yKa3aHWEM >XMBOTHOIO, M3 KPOBM, Mfa3Mbl KPOBM, OPraHOB M TKaHel KOTOPOro OHW
MosyYeHsbl.

4. Ha BTOpUYHYtO (NOTPEBUTENBCKYI0) YNAKOBKY NeKapCTBEHHbIX CPeacTB, NOMyYeHHbIX
N3 KpOBM, Nria3Mbl KPOBU, OPraHoOB U TKaHeW YenoBeka, AOSMKHa HaHOCUTbCS HaAMUCh:
"AHTnTena k BUY-1, BUY-2, k Bupycy renatnta C 1 NOBEPXHOCTHbIA aHTUreH Bupyca
renatuta B oTcyTcTBytOT".

5. Ha nepBMYyHylO ynakoBKY W  BTOPUYHYHO  (MOTPEOUTENbLCKYKD)  YMNaKOBKY
pagunodapmMaLeBTUYECKUX NleKapCTBEHHbIX CPeaCTB  [AOIMKEeH HAaHOCUTbCA — 3Hak
pagnaumoHHOM ONAacHOCTW.

6. Ha BTOpuYHylO (NOTPeOUTENBLCKYID) YMNakoBKYy rOMEONaTUYECKUX FEKapCTBEHHbIX
npenapaToB AOJHKHA HAHOCUTLCA Haanuek: "MomeonaTnyecknin®.

7. Ha BTOpMYHYKO (NOTPEOUTENBLCKYH) YMNAKOBKY JIEKAPCTBEHHbIX PaCTUTESbHbIX
npenapaToB [LO/MKHA HaHOCUTbCA Hagnuceb: "lpogykums npowna pagvaunoHHbIN
KOHTpOSIb".

8. Ha nepBun4Hyto ynakoBky (ecnv ans 3Toro CyLecTByeT TEXHUYEeCKask BO3MOXHOCTb) U
BTOPUYHYHO (noTpebutensckyto) yMNaKoBKY NeKapCTBEHHbIX npenapaTos,
npegHasHa4YeHHbIX ONS KAMHUYEeCKUX MCCrefoBaHUn, OOMKHA HaHOCUTbCA Haanuchb:
"[1Na KNUHWYECKNX nccneaoBaHmnin'.

9. VYnakoBka reKapCTBEHHbIX CPeacTB, MNpeAHa3HaYeHHbIX WCKIMIOYUTENbHO —Ans
aKcnopTa, MapkMpyeTcsl B COOTBETCTBUM C TPEOOBaHUSIMM CTpaHbI-MMnopTepa.



10. Ha TpaHcnopTHyto Tapy, KoTopasi He NpeaHasHa4YeHa Ans noTpedbutenen n B KOTOpyo
NMOMELLEHO JEeKapCcTBEHHOE CPeACTBO, [OIMKHA HaHOCUTbCA  MHGOpMauuUs o
HaVMeHOBaHWM, CepuM NeKapCTBEHHOro cpeacTBa, [fgaTe Bbinycka, KONMYecTBe
BTOPUYHBLIX (MOTPEeOUTENbCKMX) YNaKoBOK reKapCTBEHHOrO cpeacTBa, NpousBoauTene
NeKapCTBEHHOrO CpeAcTBa C  ykasaHWeM HaVMEHOBaHWSi U MECTOHAXOXAEHWUS
Npon3BOANTENS NEKapCTBEHHOro cpeacTBa (agpec, B TOM YucCre cTpaHa U (Mnu) Mecto
npon3BoACTBa NeKapCTBEHHOIO CpeacTBa), a Takke O CPOKe roAHOCTU NleKapCTBEHHOro
cpeactBa M 06 yCroBMSIX €r0  XpaHeHMs U NepeBOo3KW, HeobxoauMble
npenynpeavTenbHble HaANUCU U MaHUMYNATOPHbIE 3HaKW.

11. Ha nepBu4Hy0 yNakoBKY U BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NeKapCTBEHHbIX
CpeAcTB [AOns BeTepuHapHOro MpUMEHEHUs [OfKHa HaHoCUTbCA Haanucek: “[Ona
BEeTEepPUHaPHOro npuMeHeHuns".

12. Ha BTOpUYHYtO (MOTpebuTenbCKyto) ynakoBKy fieKapCTBEHHOro npenapara HaHOCUTCS
LUTPUXOBOW KOA.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPECTB
B POCCUWNCKYO ®EOEPALIMIO M BbIBO3 JIEKAPCTBEHHbLIX CPE[JCTB
N3 POCCUNCKOW ®EOEPALIN

Cratbs 47. lNMopsagok BBO3a feKapCTBEHHbIX cpeAcTB B Poccuiickyto denepaumio m
BbIBO3a NleKapCTBEHHbIX cpeacTB n3 Poccunckon degepauunm

1. BBO3 nekapcTBeHHbIX cpeactB B Poccuickyto defepaumio OCyLecTBNAeTcs B
nopsigke, ycraHosneHHoMm NpasutenbctBoM Poccuiickon degepauunm, B COOTBETCTBUN C
TaMOXEHHbIM 3aKOHOL4ATENbLCTBOM TaMOXeHHOro coto3a B pamkax EBpA3lOC (manee -
TaMoOXeHHbI Ccow3) U  (MnKn) 3akoHogaTenbctBoMm Poccurickon depgepauum o
TaMOXXEHHOM Jene.

2. BBosumble B Poccunckyto Pepgepauunio nekapCTBEHHble CpeacTBa  AOSMKHbI
coaepxaTbCs B roCy4apCTBEHHOM peecTpe NeKapCTBEHHbLIX CPEACTB.

3. [Jonyckaetca BB03 B Poccuinckyto  defepaumio  KOHKPETHOWM  napTum
3aperncTpupoBaHHbIX U (MNKN) He3aperncTpupoBaHHbIX NEKapCTBEHHbIX CPeAcCTB,
npegHasHa4YeHHbIX ANA NpPoBeAeHUs KIMHUYECKUX UCCeLOBaHUN NeKapCTBEHHbIX
npenapaTtos, NPOBEAEHUS AKCMEePTU3bl NIeKapCTBEHHbLIX CPEeACTB ANA OCYLLEeCTBMEHUS
rocy4apCTBEHHOW perucTpaumm nekapcTBEHHbIX MpenapaTtoB WM Ans  oKasaHus
MEOMUMHCKOA MOMOLUM MO J>KU3HEHHbIM MOKa3aHWAM KOHKPETHOro naumeHTa Ha
OCHOBaHUW paspelleHnsi, BblAAaHHOMO YMNOMHOMOYEHHbIM doefeparibHbiM  OpraHoM
NCNOSTHMTENbHON BNAcTU MO 3asBMEHUSM UL, yKasaHHbIX B cTatbe 48 HacTosLwero
depepanbHOro 3akoHa. PaccMOTpeHue Takoro 3asiBNEHWA U MPUHATUE peLleHust O
Bbldaye paspelleHns Ha BBO3 KOHKPETHOW MapTUM 3aperucTpupOBaHHbIX M (Mnn)
He3aperncTpupoBaHHbIX NEKApPCTBEHHbIX CPeACTB, NpeAHa3HayYeHHbIX ANg NpoBeaeHns
KIMMUHUYECKUX WCCIEeLOBaHUN fNeKapCTBEHHbIX npenapaToB, NPOBEAEHUs IKCrnepTusbl
NeKapCTBEHHbIX CpeAcTB [ONA  OCYLECTBMEHUA rocyfapCTBEHHOW perucrpauum
NeKapCTBEHHbIX NpenapaToB UNu A5 oka3aHNa MegUUNHCKOM NOMOLLM MO XU3HEHHbIM
NnokasaHMsM KOHKPEeTHOro naumeHTa nmbo o6 oTkase B Bblgaye yKa3zaHHOro paspeLleHns
NPOM3BOAATCHA B CPOK, He npeBblwawwmn natu pabounx gHen. nata 3a Bblgavy
YyKa3aHHOro paspeLleHuns He B3MMaeTcs.
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3.1. [Honyckaetca BB03 B Poccuickyro degepaumio  KOHKpPETHOM  napTuu
He3aperMCTPMpPOBaHHbIX JIEKAPCTBEHHLIX MpenapaTtoB, COAEPXaLUMX HapKOoTUYecKne
cpencTBa uiv NCUXOTPONHbIE BELLECTBA, B Nopsake, YCTaHOBIIEHHOM [1paBuUTensCTBOM
Poccuinckon depgepauumn, Ona okasaHMa MeOUUMHCKOW MOMOLWM MO XKWU3HEHHbIM
nokKasaHUsIM KOHKPETHOro naumeHTa WUnu rpynnbsl NauueHToB B Cryyae, ecriv umeeTcs
pelweHne BpavyebHOM KOMUCCUM MEOMLMHCKON opraHmsaumm o HedaddEeKTUBHOCTM Un
HEBO3MOXHOCTU MPUMEHEHUSA Yy KOHKPETHOro mnaumeHTa WHbIX 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB, B TOM 4uCMle coepXawmx apyrve gencteylowme
Bewectea, MU O HeobxoOMMOCTU BBO3a OMNpederieHHOro He3aperncTpupoBaHHOMO
nekapCTBEHHOro npenapaTta C ykasaHneM ero MexayHapogHoro HenateHTOBaHHOMo (Unu
XUMUYECKOro, UK rPyNnNMPOBOYHOI0) HAaUMMEHOBaHNA, POPMbl Bbifycka U KONMUYecTBa.
[MepeyeHb 3aboneBaHnin N COCTOSIHUIA N COOTBETCTBYHOLLMX NIEKaPCTBEHHbIX NpenapaTos,
cogepXawmx HapKOTUYEeCcKMe CcpeactBa W MNCUMXOTPOMHble BewecTBa, B Uensax
OCYLLEeCTBMEHNS MX BBO3a B COOTBETCTBUM C TpeboBaHMAMM HaCTosILEn 4acTu
yTBEPXKOaeTCs YNONHOMOYEHHbIM (beaepanbHbIM OpraHoOM UCMOSNTHUTENBHOM BACTH.

3.2. o 31 pekabpsa 2024 roga fgonyckawTcs BBO3 Ha Tepputopuio Poccuinckon
depgepaumm n obpaweHne B Poccunckon degepauum € yd4eToM OCODEHHOCTEWN,
ycTaHoBneHHbix [MpaButensctBoMm Poccuiickon ®egepauun, 3aperMcTpupoBaHHbIX
NEKapCTBEHHbIX MpenapatoB Ans  MEeAWMUMHCKOrO MPUMEHEHMS B yMNakoBKax,
npegHasHavYeHHbIX Ansa obpalleHnst B UHOCTPaHHbIX FOCYyAapCcTBax, B cnyyae aedekTypbl
NeKapCTBEHHbIX MpenapaToB UMM pucka ee BO3HUKHOBEHWS B CBSI3W C BBEAEHWEM B
oTHoweHun Poccuinckon Pepepaunm  OrpaHMYUTENBbHLIX Mep  3KOHOMWYECKOro
Xapaktepa npu YCroBUW COOTBETCTBUA BBO3MMbIX JIEKAPCTBEHHbIX MNpenapaToB
TpeboBaHNAM, YCTAHOBMIEHHbIM NPU UX PErMCTPaLNK, 3a UCKIOYEHNEM TpeboBaHUN K
NepBUYHON yrnakoBKe, BTOPUYHOM (MOTPeOUTENBCKON) yNakoBKe, a Takke Mnpu Hann4mm
Ha BTOPMYHOM (NOTPebnTenbLCKoM) ynakoBKe NeKapCTBEHHbIX MpenapaToB, HAXOAALWNXCA
B 0OpaLleHnKn, CaMoKIesaLLLENCHA 9TUKETKIN, coaepKallen MHGPOoPMaLnIo 0 NeKapCTBEHHOM
npenapaTe Ha PyCCKOM S3bIKe.

4. B Poccurickyto Pegepaumio MOXHO BBO3UTb flEKAPCTBEHHbIE CPeACcTBa, KayecTBO
KOTOPbIX MNOATBEPXOEHO CcepTUdUKATOM MNPOU3BOAUTENS FEKapCTBEHHbIX CpeacTs,
yOOCTOBEPSAIOLLMM COOTBETCTBME BBO3MMbIX FIEKAPCTBEHHbLIX CPeACTB TpeboBaHMAM
dhapMakonenHbIx ctaten nmbo B crnyyae uUx OTCYTCTBMSE HOPMATUBHOW AOKyMEHTaLuK
NN HOPMAaTMBHOIO AOKYMEHTA.

5. Banpewaetca BB03 B Poccuiickyto ®depepaumo  danbcnmnLnpoBaHHbIX
NEeKapCTBEHHbIX  CpeactB,  HeAobpoKayeCTBEHHbIX  JIeKapCTBEHHbIX  CPeAcCTB,
KOHTpadaKkTHbIX NeKapCTBEHHbIX CPEACTB.

6. danbcuduuMpoBaHHbIE  NEKapCTBEHHbIE  cpeacrtBa, HeagobpokayecTBEHHbIE
NeKkapCTBEHHblE CpeAcTBa noafiexaT MU3bATUI0 U MOCNeayLWeMy YHUUTOXEHUIO UK
BbiBO3y M3 Poccurckon Penepaunun, KoHTpadakTHble nekapCTBEHHble cpeacTBa -
N3BATUIO U NOCNeayILWEMY YHUYTOXEHNIO. YHUYTOXEHNE UK BbIBO3 M3 Poccumnckom
depepaumn danbCMPULUUMPOBAHHBIX NTEKAPCTBEHHbIX CPeacTB, HeA0bpoKayeCTBEHHbIX
NeKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NIeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA 3a
cyeT nvua, oOcyllecTBuMBLUEro WX BBO3. [lOpSAOK  YHUUYTOXEHUS  U3BATbIX
dranbcnuunpoBaHHbIX neKapcTBEHHbIX cpencrTs, HeJoBpOKaYEeCTBEHHbIX
NeKapCTBEHHbIX CPeACcTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB yCTaHaBMMBaeTCH
MpaButenscteBoMm Poccuimnckon denepaumn.



7. Nlvua, ocyuwecTernsawowme BBo3 B Poccuinckyto degepauno hanbcuuumpoBaHHbIX
NEKapCTBEHHbIX  CPeacTB, HeaobpoKayeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB,
KOHTpagaKkTHbIX JIEKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUMU C
TaMOXeHHbIM 3aKOHO4aTeNnbCTBOM TaMOXEHHOro cors3a u (Mnu) 3akoHoLaTeNnbCTBOM
Poccunckon ®efepaunmn o TaMoXXeHHOM Jerne.

8. BbIBO3 nekapCcTBeHHbIX cpeacts u3 Poccurckon Pepepauunmn ocyuwectensgetcs 6e3
NPUMEHEHNA  OrPaHUYEeHUN, YCTAHOBMEHHbIX TaMOXEHHbIM 3aKOHOAATESIbCTBOM
TamoxeHHOro cotwsa wn (unn) 3akoHogaTenbcTBoM Poccuiickon ®depepaummn o
rocyaapCTBEHHOM PEryfiMpoBaHnmn BHELLHETOProBON AeATENbHOCTY.

9. Beog B rpaxgaHckui 0OOpPOT fekapCTBEHHbIX MpenapaTtoB Ans MeOULMUHCKOro
npUMeHeHus, BBe3eHHbIX B Poccunckyto ®efepaumnto, oCyLLECTBSETCA ¢ cobnogeHmem
TpeboBaHUN, yCTaHOBIMEHHbIX cTaThben 52.1 HacTosiwero degeparnbHOro 3akoHa.

10. BBog B rpagaHckmini 0DOpPOT feKapCTBEHHbIX MpenapaTtoB ANs BETEPUHAPHOro
NPUMEHEHNS,  BBE3EHHbIX  (nepemelleHHbX) B Poccunckyio  degepaunto,
ocyLlecTBngeTcs C cobnogeHnem TpeboBaHun, YCTaHOBJIEHHbIX CTaThLEN
52.2 HacTosuwero degepanbHOro 3akoHa.

Ctatbs 48. Opngnyeckne nuua, KOTOpbIM paspelleH BBO3 JIEKapCTBEHHbIX CPEeACTB B
Poccunckyto degepaumio

JlekapcTBeHHble cpeacTtBa B Poccuiickyto degepaumio MOryT BBO3UTh:

1) npons3BoguTENN NEKaApCTBEHHbIX CPeaCcTB ANd Lenen cobCcTBEHHOro NpomM3BOACTBa
NeKapCTBEHHbIX CPeACTB;

2) VHOCTpaHHble pas3paboTyMKkM  NEeKapCTBEHHbIX CPEACTB U UHOCTPaHHbIE
NPON3BOANTENMN NEeKapCTBEHHbLIX CPeACTB UNu Apyrue puandeckme nuua no nopyveHunto
paspaboTymka fiekapCTBEHHOro cpeacTBa ANsi NPoBeAeHNs KITMHUYECKUX UCCIeAoBaHMN
NeKapcTBEHHOro  Mpenaparta, OCYLEeCTBIEHUS  FOCY4apCTBEHHOW  perncrpaumm
NeKapCcTBEHHOro npenaparta, BKIOYEHUMs1  apMaueBTUYeckoW cyOGcTaHumMM B
rocyapCTBEHHbIV PEECTP FIEKapCTBEHHbIX CPEACTB, KOHTPOSSi KA4eCcTBa NeKapCTBEHHbIX
CpeacTB MpU  HanMuMM paspelleHuss  ynoNTHOMOYEHHOro dheaepanbHOro opraHa
NCMNONTHUTENbHOM BNAacTU Ha BBO3 KOHKPETHOWM NapTun NekapCcTBEHHbIX CPEACTB;

3) opraHu3aLmn oNTOBOW TOProBfv fleKapCTBEHHLIMU CPEACTBAMM;

4) Hay4YHO-MCcnegoBaTenbCKne opraHmsaunmn, obpasoBaTersibHble OpraHM3aunmn BbiCLLIErO
obpasoBaHuns, MPOM3BOAUTENM  JIEKAPCTBEHHbIX  CPeaAcTB  Ans  pas3paboTku,
nccnegoBaHun, KoOHTponsa 6e3onacHocTr, kadectBa, 3EEKTMBHOCTU NIEKAPCTBEHHbIX
CpeacTB MpuM  HanmuuMm paspeLleHnss  YNONMHOMOYEHHOro deaepanbHOro opraHa
WCMNOMNHUTENbHOM BNacTu;

5) meguumMHCKMe opraHuMsaumn, MHble yKasaHHble B MyHkTax 1 - 4 HacTosLen cTaTbu
opraHusauum Ons OKasaHMs MEeOULWMHCKOM MOMOLWM MO KU3HEHHbIM MNOoKas3aHUsM
KOHKPETHOro nauueHTa Mpu HanuMyuu paspeLleHus YnosTHOMOYEHHOro doefepanbHoro
opraHa WCMOMHUTENbHOW BMNacTM Ha BBO3 KOHKPETHOM MapTUM neKapCTBEHHOro
npenaparta, BblAaHHOro B YCTAHOBIIEHHOM MopsiAke B oopMe 3NIEKTPOHHOIO AOKYMEHTa,
NoANUCaHHOro YCUIeHHOW KBannguunupoBaHHOW 35IEKTPOHHOM MOAMNUCHIO;
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6) rocygapCTBEHHble YHUTapHble NpeanpusTuUs, MMYLLECTBO KOTOPbIX HaxXOAWUTCA B
denepanbHon  cobGCTBEHHOCTM, onpegensiemble [lpaButenbctBoM  Poccuinckon
depepaumn, B 4Yactm BBO3a B Poccuickyto degepaumio HesaperMcTtpupoBaHHbIX
NeKapCTBEHHbIX  MNpenapaToB, CcoAepXalux  HapkoTuyeckue  cpeacrtea  unu
NCUXOTPOMNHbIE BeLwecTBa, ANA OKasaHus MeOULMHCKOW MOMOLWM MO >KU3HEHHbIM
nokKasaHUsIM KOHKPETHOro naumeHTa unuv rpynnbl NauneHToB B COOTBETCTBMU C YacTbio
3.1 ctatbu 47 HacTosiwero PegepanbHOro 3akoHa.

Ctatbsa 49. [JoKymMeHTbl, MpeAcTaBrsieMble B TaMOXeHHble opraHbl Poccuickon
depgepaumm Npm BBO3€ NneKapCTBEHHbIX cpencTB B Poccunckyo ®enepauuto

1. lNpn BBO3e nekapCTBEHHbIX cpeAcTB B Poccuickyto Pepepauunio B TaMOXEHHblEe
opraHbl Poccuinickon ®depepaumn Hapsgy C OOKYMEHTaMu, npefcTaBrieHne KOTOpbIX
npesyCMOTPEHO TaMOXEHHbIM 3aKOHOOATeNIbCTBOM TaMOXEHHOro cot3a u  (KUnwm)
3akoHogaTenbcTtBoM Poccuiickon degepaumm o0 TaMOXEeHHOM Aene, NpeacTaBnsoTCs
cnefywowmne JOKYMEHTbI:

1) cepTudumkaT npom3BOAUTENS JIEKAPCTBEHHOrO CPeACcTBa, YAOCTOBEPSIOLNNA
COOTBETCTBME BBO3MMOrO JflEKapCTBEHHOro cpeactBa TpeboBaHUAM hapmakonenHom
ctatbu nMbo B criydyae ee OTCYTCTBUA HOPMATUBHOW AOKYMEHTAUUN UM HOPMATUBHOIO
AOKYMEHTA;

2) paspeLueHne ynosIHOMOYEHHOro heaeparnbHOro opraHa UCNOSHUTENBHOW BAAcTK Ha
BBO3 KOHKPETHOW NapTUK NekapCcTBEHHOIO CPeACTBa B CIyyasix, YCTAHOBMEHHbIX YacTbHo
3 ctatbu 47 HacTosiwero PegepanbHOro 3akoHa.

2. [JoKyMeHTbI, yKa3aHHble B ryHKTax 1 n 2 4actu 1 HacTodALwen ctaTtbn, NPeacTaBsoTCA
B TaMOXXeHHble opraHbl Poccuinckon ®egepauunm npy npubbITUN NEKAPCTBEHHbLIX CPEACTB
B Poccunckyto degepaumio.

Crtatbs 50. BB03 nekapcTBeHHbIX npenapaTtoB B Poccunckyto denepaumo gnga IM4HOro
NUCNOSb30BaHNUS U WMHbIX HEKOMMEPYECKUX uerien, a Takke ANA UCNoSib30oBaHWUs Ha
TEPPUTOPUN MEXAYHAPOOHOIO0 MeAMLMHCKOro Knacrtepa

1. JlekapcTBeHHble NpenapaTbl MoryT 6biTb BBE3eHbl B Poccuinckyto ®epepaunto 6e3
yyeta TpeboBaHui, NpeayCMOTPEHHbIX Yactamu 1 -4  cratbl 47, ctatbamu
48 n 49 HacToswero enepanbHOro 3akoHa, eCcnu OHWM NpeaHasHavYeHbl aAns:

1) NMYHOrO MCNONb30BaHUA U3MYECKMMU NMuamMu, npubbiBLUMMK B Poccuickyro
depepaumio. MNpu atom BBO3 B Poccuinckyto Penepauunio nekapCTBEHHbIX Npenapartos,
cojepXawmx cunbHogencTsywowme u (Mnu) SO0BUTbIe BELLECTBaA, BKITHOYEHHbIE
COOTBETCTBEHHO B CMWUCOK CUITbHOOEWCTBYIOLLMX BELLECTB AN Lenen YrornoBHOro
3akoHogartenbcTBa Poccunckon ®enepaumm n B CNUCOK SA0BUTLIX BELLECTB AS1S Lenen
YrorioBHOIo 3aKoHoaaTenbcTBa Poccuinckon depepauum, yTBEpPXOEHHbIE
MpaBuTenbcTBoM Poccunckon deneparmm, ocywecTBisSeTCs Npyu Hannyinm 4OKyMeHTOB
(3aBepeHHbIX KON LOKYMEHTOB UMW 3aBEPEHHbIX BbINUCOK U3 HUX), MOATBEPXAAOLLMX
Ha3HayeHne (usmyeckoMy nuUy yKasaHHbIX JleKapCTBEHHbIX npenapaTtoB (3a
WCKMIOYEHNEM JIeKapCTBEHHbIX MpernapaToB, 3aperucTtpupoBaHHbIX B Poccuickon
depepaunn n otnyckaemblx B Poccuiickon Pepepaunn 6e3 peuenta Ha NekapCTBEHHbIN
npenapar). NogTBepxaaloLwmne AOKYMEHTbI (MX 3aBEPEHHbIE KOMUM UNN 3aBEPEHHbIE
BbIMUCKM W3 HUX) AOOSMKHbI COAEpXaTb CBEOAEHUS O HaUMEHOBaHWW W KONMU4YecTBe
Ha3Ha4YeHHOro rekapCTBEeHHOro npenapaTta. B cnyyae, ecnu noatBepxgatowime


https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000907
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000907
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100575
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100575
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100590
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100591
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100573
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100576
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100581
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100581
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#100588

AOKYMEHTbI (MX 3aBEPEHHbIE KOMUWN NN 3aBEePEHHbIE BbIMUCKN N3 HUX) COCTaBMNEHbl Ha
WHOCTPaHHOM £3blke, K HUM npunaraeTcs HoTapuaribHO 3aBepPeHHbI NepeBos Ha
PYCCKUM A3bIK;

2) nucnonb3oBaHMa pPaboTHUKaMKU OMNIIOMAaTUYECcKoro Koprnyca unv npeactaBUTENsiMy
MeXayHapoOHbIX OpraHu3aumi, akkpeanToBaHHbIX B Poccuiickon ®eagepauyuu;

3) NeyeHns NaccaXmpoB N YNIEHOB 3KMNaXxken TPaHCNOPTHbLIX CPeACTB, Noe3aHbIX bpurag
1 BoguTENEen TpaHCNOPTHbLIX CpeacTB, NpuodbIBLWNX B Poccuiickyto ®efepaunto;

4) neyeHna y4vacCTHUMKOB MexXAOYHapOoOHbIX KyJIbTYPHbIX, CMOPTUBHBLIX MepoanIFITVIVI n
YHaCTHUKOB MeXAyHapOOHbIX aKcnegumuunim;

5) nevyeHna KOHKPETHbIX XMBOTHbLIX B 300Mapkax, 300cajax, LUMpKax, okeaHapuymax,
aenbuHapuax, neyvyeHnsa OAUKUX XKMUBOTHbLIX, MOCTOSIHHO UMM BPEMEHHO HaCEeNsoLWnX
Tepputoputo Poccuinckon depepaumm, HaxoOAWMXCA B COCTOSHMM €CTECTBEHHOM
ceobogbl M MpuHagnexawmx K Buaam, 3aHeceHHbIM B KpacHyw kHury Poccunckon
depgepaumm n (Mnn) KpacHble KHUMM cybbekToB Poccuickon Pepepauumn, a Takke
XMBOTHbIX, BBO3MMbIX B Poccuiickyto dPepepauuio gnsi yyactusi B CHOPTUBHBIX U
3PESIMLLHBIX MEPONPUATUSIX;

6) MCNOoJIb30BaAaHUA Ha TEPPUTOPUN MeXOYHAPOOHOro MeEOULIMHCKOIO Kracrtepa.

2. B cnyyasix, npegyCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbM, LOMYyCKaeTcs BBO3 B
Poccunckyto denepaumio nekapCTBEHHbIX MNpenapaToB, HE 3aperMcTpupoBaHHbLIX B
Poccuinckon ®egepaunn.

3. JlekapcTBeHHble npenapaTbl, NpeaHasHa4yeHHble ONA TyMaHUTapHOM MOMOLLN
(cogencTaus) unyv NOMOLLM MpU Ype3BblYarHbIX CUTyaLusixX, BBO3ATCSA B Poccumnckyto
depgepaumo B nopsake, ycrtaHosneHHom [MpaButensctBom Poccuiickon ®epepaunu.
3anpeLluaeTcs BBO3 B Poccuiickyto efepaunto He3apermcTpMpoBaHHbIX JIEKapCTBEHHbIX
npenapaTtoB, NpegHa3HauYeHHbIX 4151 'yMaHUTapHOM NOMOLLM (COAENCTBUS) U MOMOLLN
npw YpesBblvarHbIX CUTYaLUsIX.

Cratbsa 51. CoTpygHuyecTBO defepanbHOro opraHa WCNOSHUTENBHOW BracTy,
YNONMHOMOYEHHOrO B 06nacTm TaMOXeHHOro Aena, W ApYyrnx  YnofHOMOYEHHbIX
dreepanbHbIX OpraHOB UCMONHUTENBHOW BacTu

1. YnonHomMmoyeHHble dpefieparnbHble opraHbl UCNOSHUTENBHOW BlIaCTU NpeaoCTaBnsaloT
B pacnopseHue deagepanbHOro opraHa UCNOMHUTENBHOW BNACTW, YNOSTHOMOYEHHOIO B
obnacTn TaMOXeHHOro aena, rocyfapCTBEHHbI peecTp JeKapCTBEHHbIX CpeacTs, a
TaKke MHPOPMaUMIO O BblOAHHbIX pa3pelleHns X Ha BBO3 KOHKPETHOW napTum
NeKapCTBEHHbIX CPEACTB B CriyvasiX, YCTAHOBMEHHbIX YacTblo 3 cTaTbu 47 HacTOALLEro
depeparnbHOro 3akoHa.

2. ®epeparnbHbIl OpraH WCMOMHUTENbHON BRacTy, YMNOMHOMOYEHHbIM B obnacTtu
TaMOXEeHHOro pgena, WHMOPMUPYET YKasaHHble B 4YacTu 1 HacTosAwen craTbn
YNONHOMOYEHHbIe  befeparibHble  OpraHbl  UCMOMHUTENbHOW BIlacTM O BBO3e
nekapcTBeHHbIX cpeacTB B Poccunckyto Penepauuio 1 BbIBO3€e NeKapCTBEHHbIX CPeacTB
n3 Poccunckon degepaumm no dopmMe U B MOpsAKe, KOTOpble YCTaHOBIEHbI
MpaButensctBom Poccunckon denepaumn.
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asa 10. PAPMALEBTNYECKAA AEATEJIbHOCTb
Cratbsa 52. OcywecTBneHne papMaleBTU4eCKON OeATenbHOCTH

1. ®dapmaueBTnyeckass [OedATenbHOCTb OCYLLUECTBNAETCA OpraHu3aunsMm OnToBOW
TOProBNu fieKapCTBEHHLIMU CPeACTBaMU, anTeYHbIMU OpraHn3aunsMm, BeETepUHapHbIMU
anTevyHbIMM OpraHu3aumMs M, WHOVBUAOYanbHbIMU MpeanpuHUMaTens Mn, UMerLWnMu
NULUEH3NI0 Ha papMaueBTUYECKYO AeATerbHOCTb, MeAUUMHCKAMW OpraHu3aumnsmu,
UMELWUMM NULEH3NI0 Ha dhapMaueBTUYECKY0 AeSATEeNbHOCTb, U X 060COBNEHHbIMM
nogpasgerneHuamm (ambynatopuamu, denbawepckuMmn 1 penbaepcKo-akyLwepCcKuMm
NyHKTamu, uUeHTpamu (oTgeneHuamun) obuwen BpavyebHOW (CceMenHOoM) NpPaKTUKM),
pacnosioXXeHHbIMU B CEMNbCKMUX HAaCENEeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble
opraHusauum, W BETEepUHAPHbIMW OpraHM3auusaMu, UMELWUMN  NNLEH3N  Ha
hapmaLeBTUYECKYIO OEeATENbHOCTb.

2. ®usmyeckme nuua MOryT OCYLLEeCTBNATb (papMaueBTUYECKYI OesATEeNbHOCTb Npu
HanM4YuUKM BbICLLEro UNK cpeaHero dapmMaueBTUYECKOro obpasoBaHMsa U cepTudukaTta
cneumanucTa nmbo NPorMAeHHOW akkpeamTauum crneunanuncta, BbICLLEro Uin CpeaHero
BEeTepuHapHoOro obpasoBaHus u cepTtudukata cneumanucta nmbo nNpPonaeHHOM
aKkkpeguTauum crneuuanucta, a Takke BbICLUEro WAM CcpeaHero MeauunHCKOro
obpasoBaHusi, ceptudukata crneunmanucta nMbO  NPOMAEHHOW  aKKpeauTauuu
cneumanucta W AONOMHUTENbHOrO NpPodeCcCMOHanbHOro obpa3oBaHMs B 4YacTu
PO3HUYHON TOProBfiM NEKapCTBEHHbLIMW NpenapaTtaMmn Ons MeguUMHCKOro NpMMeHEeHNs
npu ycnosun nx paboTsl B 060Cc061eHHbIX NoapasaeneHnax MeauumnHCKMX opraHnsaunn,
yKa3aHHbIX B YacTu 1 HaCTOSLLEN CcTaTbu.

Ctatbss 52.1. BBog B rpagaHCKkMini OOOpPOT feKapCTBEHHbIX MpenapaTtoB AN
MEeAMLMHCKOro NpMMEHEHNS

1. lepen BBOAOM B rpaXgaHCKM 0OOPOT KaXOon Cepum UM Kakoow napTum
npoussegeHHoro B Poccunckon degepaumm nekapCTBEHHOro npenaparta  Ans
MeOMLUMHCKOrO NMPUMEHEHUS, 3a UCKIIYEHNEM NMMYHOBNONOrMYeCKNX NekapCTBEHHbIX
npenapaTtoB, MPOM3BOAUTENb TaKOro JieKapCTBEHHOro mnpenapaTta npeacrasnseT B
defepanbHbI - OpraH  WUCMNOSTHUTESNTbHOW  BMNacTW, OCYLLECTBAAWMA  (PYHKUMX  NO
KOHTPOMKO W Haasopy B cdepe 34paBOOXPAHEHUSA, LOOKYMEHT nNpous3BoauUTens
NeKkapCTBEHHOro CpeAcTBa, NOATBEPXAAloLWMA Ka4eCTBO SieKapCTBEHHOro npenapara, u
noaTBepXaeHne YNONMHOMOYEHHOro nuua NpOU3BOAUTENS JleKapCTBEHHbIX CPEACTB
COOTBETCTBUA FNEKapCTBEHHOro npenapata TpeboBaHWsIM, YCTAHOBMEHHbIM MPWU €ro
rocyapCTBEHHOW permcTpaumu.

2. [Nepen BBOAOM B rpaXkgaHCKuMin 060pOT KaXaor CEPUN UIK KaXKaown NapTUn BBO3MMOIO
B Poccunckyio ®Pepepaumio  nekapCTBEHHOro npenapata gnsd  MeauuMHCKOro
NPUMEHEHUS, 3a UCKIKYEHNEM MMMYHOOMOMNOMMYECKUX NEKAPCTBEHHbIX Npenaparos,
opraHmsaums, OCYLLECTBMsSOLWAs BBO3 JleKapCTBEHHOro npenapata B Poccunckyio
depepaumio, npeactaBnsetr B enepanbHbld  OpraH  UCMOMHUTENBLHOM  BRacTy,
OCYLLECTBNAKLWMA (PYHKUMN MO KOHTPOMO W HaA3opy B cepe 34paBOOXpaHEHUS,
ceptudpmkat  NpPou3BOOMTENST  NIEKAPCTBEHHONO  CpPeacTBa,  YAOCTOBEPSOLLNIA
COOTBETCTBME BBO3MMOrO fIEKAPCTBEHHOrO npenaparta TpeboBaHusM hapMakonenHom
cTaTbW, a B Cryyae OTCYyTCTBUSA (bapMakonemHom ctatbn TpeboBaHUAM HOPMATUBHOM
AOKyMeHTauuu, 1 noaTBepXaeHne npeacTaBuTens opraHusaumu, OCyLLEeCTBSOLWEN
BBO3 JleKapCTBEHHOro npenapata B Poccuinckyio degepauunio 1 yrnosIHOMOYEHHOMN
WHOCTPaHHbIM MNPOU3BOAMUTESNEM JlEKAapCTBEHHbIX CPeaCcTB, COOTBETCTBUS BBO3MMOIO
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nekapcTBEHHOro npenaparta TpeboBaHMsAM, YCTAHOBIEHHbIM MPU €ro rocyaapCTBEHHOW
permcTpaumu.

3. lNopsgok npeacTaBrieHUss B COOTBETCTBUM C YacTamu 1 v 2 HacToswen craTbu
AOKYMEHTOB U CBeJEeHUM O NeKkapCTBEHHbIX npenapaTtax, BBOAUMbIX B rpaxgaHCKumn
obopoT, ycraHaBnusaeTcs [MpaButensctBoM Poccurickon ®eaepauuu.

4. B OTHOLLUEHMM NEPBbLIX TPEX CEPUM UM NAPTUN NEKapCTBEHHOrO Npenapara, Bnepsbie
npousseneHHoro B Poccurckon Pefepauunn mnm Bnepeble BBO3MMOro B Poccumckyto
depgepaumnio, B enepanbHbii opraH WUCMAOMAHUTESNIbHOW BNacTW, OCYLLEeCTBAAOLNNA
QYHKUMM NO KOHTPOM W Haasopy B cdepe 30paBOOXPaHEHUS, LOMOSHUTESTbHO
npeacTaBnsieTcs MpPoTOKON UCMbITAHMMA O COOTBETCTBMM CEpUM UM napTum
nekapCTBEHHOro npenapara Ansi MeamuMHCKOro NpuUMeHeHNsa nokasaTensam KayecTsa,
npegyCMOTPEHHbIM HOPMAaTUBHOW [OOKYMeHTauuen (ganee - NPOTOKOST UCMbITaHUN),
NPOBOAUMBIX aKKpeAuTOBaHHbIMM B COOTBETCTBMM C 3aKOHOOATeNbLCTBOM Poccuinckom
depepaumm 06 akkpeanTaunmn B HaUMOHaNbHOM CUCTEME akkpeauTauum dpeaepanbHbiMU
rocygapCTBEHHbIMU OrooKeTHbIMU yupexgeHusamu, noaBeaOMCTBEHHbIMM
degepanbHOMY OpraHy MCNOSIHUTENBbHOW BRAacTU, OCYLLECTBASOWEMY (YyHKUUKM no
BblpaboTke W peanusaumm rocygapCTBEHHOM MOAUTUKM U HOPMAaTUBHO-MPaBOBOMY
perynupoBaHuio B cdhepe 3apaBooXpaHeHns, u pegepanbHOMy opraHy UCMOMHUTENBHON
BNacTn, ocywecTenswowemMy (QyHKUMM N0  KOHTPOM W Haas3opy B cdepe
3apaBooxpaHeHus. MNopagok Bblgayn ykasaHHbIMK begepanbHbIMU rocyaapCTBEHHbIMU
OOKETHBIMU YYPEXOAEHNUAMM AAHHOIO MPOTOKOMa WM pasmep nnaTbl 3a ero Bblgavy
ycTaHaBnmBatoTcs Npasutensctsom Poccurickon ®epepaumn.

5. ExerogHo He no3gHee 1 deBpans Npou3BOAUTENN NEKAPCTBEHHbIX CPEeACTB unn
opraHuMsaumn, OCYLLEeCTBNsAKLWME BBO3 JlEKapCTBEHHbIX MpenapaTtoB B Poccuickyro
depepaumio, npeactaBnaAlT B dedepanbHbii  OpraH MCNOMHUTENbHOW BRacTw,
OCYLLECTBNAILWMA (PYHKUMMU NO KOHTPOMO W HaA3opy B cdepe 34paBOOXpaHeHus,
NPOTOKONT MCMAbITAHUA MNOCTYNMBLUErO B TEYEeHMEe roga B rpaxgaHckui obopoT
NleKapCTBEHHOro npenaparta KOHKPETHOro npou3BoamTens (Ha O4HYy CEepuo Kaxgoro
TOProBOro HaMMEHOBAHUS C Y4ETOM JSIeKapCTBEHHOW POPMbI U JO3MPOBKK), MPOBOANMbIX
aKKkpeaMTOBaHHLIMU B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuickon degepaunm ob
akkpeguMTauMm B HaUMOHaNbHOWM  CUCTEME  aKKpeauTaumm  McChblTaTefNlbHbIMU
nabopartopusiMu (LeHTpamn).

6. NpounssognTenn nekapcTBeHHbIX CPeaCTB UM OpraHM3aLmm, OCyLeCTBNAOLLME BBO3
nekapcTBeHHbIX npenapaTtosB B Poccunckyro defepaumo, He MeHee 4YeM 3a O4uH rog 4o
nnaHUpyeMbiX NPUOCTAHOBIIEHUA UMW NpekpalleHus NPOU3BOLCTBA JieKapCTBEHHbIX
npenapatoB unM wux BBo3a B Poccuinckyito Pepepauumio yBegoMnsawT 06 9ToM
defepanbHbIn - OpraH WUCMNOSTHUTESNTIbHOM  BRacTW, OCYLLECTBRASAWNMNA  OYHKUMA MO
KOHTPOMKO W HaAas3opy B cdepe 30paBoOXpaHeHUss W dedeparnbHbl  opraH
NUCMNOSTHNTENBHOW  BNacTW, OCYLWECTBRASAWNMA  PYHKUMM MO FINLEH3UPOBaHUIO
NPOu3BOACTBA NIEKAaPCTBEHHbIX CPEACTB.

7. BBog B rpaxgaHckui 0OOpPOT KaXaowm Cepum  UAM  Kaxkgouw  naptum
MMMYHOBKNONOrMYEeCKOro NekapcTBEHHOrO npenapara, npomnsBeaeHHoro B Poccuiickom
depnepaumm unv BBo3nmoro B Poccurickyro Pefepauuio, OCyLLeCTBIISETCA Ha OCHOBaHUM
paspelleHusi, BblgaHHOro degeparibHbIM  OpraHOM  UCMOMHUTENbHOW  BracTy,
OCYLLECTBNALWUM (PYHKLMN NO KOHTPOSO U Hag3opy B cdepe 3apaBoOXpaHEHUd, Ha
OCHOBaHWW  BblJaHHOro  doegeparibHbIMU rocyAapCTBEHHbIMU  BHODKETHLIMM
yuypexageHusiM1,  yKasaHHbIMW B YacTu 4 HacTosilen CTaTbW, 3akMioYeHuss o
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COOTBETCTBUMN CEPUN UNN NAPTMM UMMYHOBNONOMMYECKOro NIeKapCTBEHHOrO npenapara
TpeboBaHUAM, YCTAHOBMNEHHbIM MNPW €ro rocyaapCTBEHHOM perncTpauun. opsagok
BblJauM paspelleHnss Ha BBOA B rpaxgaHckui o060poT cepum unv  naptum
UMMYHOBMNONOrM4ecKoro nekapCcTBEHHOrO MnpenapaTta, a Takke Mnopsgaok Bblaayu
YKa3aHHOro 3akrf4veHuss M pasMep nnaTtbl 3a €ero Bblgady YycTaHaBNMBaKTCSH
MpaBuTenbcTBoM Poccunckon degepaumn.

8. 3a HenpegcraBneHne WM HECBOEBPEMEHHOE npencTaBfieHMe [LOKYMEHTOB WU
cBefeHun, npeayCMOTPEHHbIX YacTamu 1, 2, 4, 5 n 6 HacToALLEN cTaTbW,
NPOU3BOAUTENN NEKapCTBEHHbIX CPeACTB W OpraHusauuu, OCYLIECTBISOLWME BBO3
nekapCcTBeHHbIX npenapatoB B Poccuickyto defepaunto, HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOAaTeNbLCTBOM Poccurickon degepaumm.

9. TlpeacrtaBneHve  OOKYMEHTOB M CBeAEHUMW,  NpefyCMOTPEHHbIX YacTamu
1, 2 n 4 HacTodAWeNn cTaTbl, U MNOSlyYeHMe MPeayCMOTPEHHOrO YacThbio 7 HACTOSALLEN
cTaTbM paspelleHus Ha BBOA4 UMMYHOOWMOSIOrMYEeCKOro fiekapCTBEHHOrO npenapaTta B
rpakgaHckum obopoT He TpebylTcs B OTHOLWEHMM JfeKapCTBEHHbIX npenapaTos,
npegHasHavyeHHbIX ANst NPOBEeAEHUS KIMHUYECKUX WCCreaoBaHUM feKapCTBEHHbIX
npenapaTtoB, NPOBEAEHUsS] IKCMEPTU3bl NIEKAPCTBEHHbIX CPEACTB AN OCYLLECTBIEHUS
rocygapCTBEHHON pernctpaumm nekapCTBEHHbIX MpenapaToB, a Takke B OTHOLLUEHUU
He3apernMcTpPMpPOBaHHbIX IEKAPCTBEHHbIX NpenapaToB, NpegHas3Ha4YeHHbIX Ans Oka3aHus
MeANLMHCKON NOMOLLIM MO XXMU3HEHHbBIM MOKa3aHMSIM KOHKPETHOrO naumeHTa unv rpynnol
nauMeHToB, BBO3UMbIX B Poccuickyto denepaumo B COOTBETCTBMM € Yactamu 3 m 3.1
cTaTtbk 47 HacTosiwero ®egepanbHOro 3akoHa.

10. MNpun BbIABNEHUM B rpaxgaHCKoOM obopoTe cepuy UNU nNapTUM JieKapCTBEHHOro
npenaparta, [OOKYMEHTbl M CBEOEeHUS O KOTOpblX, MNpeayCMOTPEHHble YacTamu
1, 2 n 4 HacTOSLWEN CTaTbW, HE NpeacTaBeHbl B deaeparnbHbIv opraH NCNOSTHUTENbHOMN
BflaCTu, OCYLLUECTBNAOLWMA  (PYHKUMM MO  KOHTPOM W  Hagsopy B  cdepe
3[paBooxpaHeHuns, Nnbo cepum uUnu NapTUm MMMyHOBMONOrMYECKOro NekapCTBEHHOMO
npenapata, He WMeELWUX paspelleHnss Ha BBOL B rpaxgaHckunm obopor,
npeayCcMOTPEHHOIO YacTbH 7 HacTosLen cTaTby, deaepanbHbIN opraH
NCMNOJSTHNTENBHOW BNACTU, OCYLLECTBNSAWMIA YHKLMM MO KOHTPOIO N HAA30py B cdepe
34paBoOOXpaHeHnsi, B nopsake, YycTaHoBreHHOM [lpaButensctBoM Poccuimckon
denepaunn, NpMHMMaET peLleHre O NpeKkpaLLleHnn rpaxxgaHckoro obopoTa Takux cepum
UnNn napTUm 0o NpeacTaBreHns YKa3aHHbIX JOKYMEHTOB U cBefeHu nMbo nonyyeHus
YKa3aHHOro paspeLueHus.

Cratbsa 52.2. BBog B rpaxgaHckum oOOpPOT fEeKapCTBEHHbIX MNpenapaTtoB Ans
BETEpPMHaAPHOro NpUMeHeHns

1. MNMepepn BBOOOM B rpaxkaaHCcKum o6opoT Kaxoon cepumn npom3seneHHoro B Poccuiickom
depepaumn nekapcTBEHHOrO npenapata Ans  BeTEpUHAPHOro NpPUMEHEeHus, 3a
NCKITIOYEHNEM MMMYHOBMONOrMYECKOro NeKapCcTBEHHOro Nnpenapara Ans BeTepUHapHoro
NPUMEHEHNS, MPOM3BOAMTENb TAKOro NEKapCTBEHHOro npenapaTta npeactaBnser B
yBeOMUTESNNIbHOM rnopsigke B  defeparnbHbIi - OpraH  UCMNOSTHUTENBbHOW  BIlacTH,
OCyLLEeCTBNAWMNN  (PYyHKUMM NO KOHTpon (Hagsopy) B cdepe obpalweHus
NeKapCTBEHHbIX CPeaCTB A5 BETEPUHAPHOIO NMPUMEHEHUS:

1)  [OKYMEHT Npou3BOOAUTENA  IEeKapCTBEHHbIX  CPEACTB,  MNOATBEPXOAOLLUA
COOTBETCTBME KayecTBa NekapCTBEHHOro npenapaTa Ans BeTepMHAPHOro NpUMeHeHus,
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BBOOAMMOIO B rpaxaaHCKkMin 06opoT, TpeboBaHMAM, YCTaHOBMEHHbIM MpU  €ro
rocyaapCTBEHHOW perncrpauum;

2) noaresepxxgeHne ynosIHOMOYEHHOIo nunua npon3BogunTeNA JIeKapCTBEHHbIX CpencTB
COOTBETCTBMA  JIeKapCTBEHHOIo rnpenapata And BeTepuHapHOro rnpuMeHeHund
Tpe6OBaHVIFIM, YCTaHOBJIEHHbLIM TMPW €ro rocy,u,apCTBeHHoﬁ perncTpaunn.

2. NMepepn BBOOAOM B rpaxgaHCkuM o0OpOT Kaxgon cepumn BBO3MMOrO (nepemeLLaemMoro)
B Poccurckyto defepaumio nekapCTBEHHOro npenapata And BeTepuHapHOro
NPUMEHEHNS, 3a MWCKIOYEHMEM MMMYHOOMOMNOrMYeckoro nekapCcTBEHHOro npenapara
ANA  BETEepMHApHOro  MNPUMEHEHUs,  opraHuM3aumsa,  OCyLlecTBraWas  BBO3
(nepemelyeHne) nekapCTBEHHOro npenapata [Afs BETEPMHapHOro MPUMEHEHUS B
Poccuiickyto depepaumto, npeacrtaBnsaeT B yBegOMUTENbHOM nopsigke B doeaeparnbHbIn
opraH UCMOMNHUTESTIbHOW BMacTU, OCYLLECTBASIOWMIA OYHKLUUM NO KOHTPOSO (Haa3opy) B
chepe obpalleHnsa NekapCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHUS:

1)  [OOKYMEHT MpOM3BOOAUTENS1  JIeKapCTBEHHbIX  CPEACTB,  MNOATBEPXKOAOLLMIA
COOTBETCTBME KayecTBa fiekapCTBEHHOrO NpenapaTa Afis BeTepMHAPHOIo NPUMEHEHNS,
BBOOAMMOIO B rpaxaaHCKkui 06opoT, TpeboBaHMAM, YCTaHOBMEHHbIM MpU  €ro
rocyapCTBEHHOW perncTpauum;

2) noaTBepXAeHWe nuua, YMNONHOMOYEHHOro gAepaTenemM unu  BragenbueM
PErMcTpaLMoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOrO npenaparta A BeTepUHapHOro
NMPUMEHEHUS1, COOTBETCTBUSA NEKapCTBEHHOro npenapata Ans  BeTepUHapHOro
npuMeHeHus1 TpeboBaHMAM, YCTaHOBMNEHHbLIM MPU Ero rocyAapCTBEHHOW perncTpaumm.

3. BBog B rpaxpgaHckmin 000poT BBO3MMOro (nepemeltaemoro) B Poccuickyro
depepaumio NekapCTBEHHOro npenapata Ans  BETEPUHAPHOIO  MPUMEHEHUs
OCYLLECTBNAETCA MNPU HanNuuMM 3aKM4YeHUs O COOTBETCTBUM NPOU3BOAUTENS
NEeKapCTBEHHbIX CPeACTB TpeboBaHMAM npaBui Haanexailen npoM3BOoACTBEHHON
NpPaKTUKKX, BbIAAHHOIO YMNONMHOMOYEHHbIM heaepanbHbIM OpPraHoM WCMONHUTENbHOM
BNactTu AOns nNpoOu3BOACTBEHHOW NIOLWAAKM NEeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIo NPUMEHEHNS, BBOAUMOIO B rpakgaHCKuin o6opoT.

4. Jlvuo, YNONMHOMOYEHHOE [epxaTenem unn BhajenbuemM pernctpaumoHHOro
yOOCTOBEPEHNS NEeKapCTBEHHOMO Npenaparta Ansg BeTepUHapHOro NpUMeEHeEHNs, AOSMKHO
OblTb aTTECTOBaAHO B YCTAHOBMIEHHOM YMOMHOMOYEHHbLIM hbeaepanbHbIM OpraHoM
NCNOSTHUTENbHON BNacTn nopsake U umMeTb CTax paboTbl HE MeHee 4eM NATb NeT B
obnactu npousBoacTBa U (MNN) KOHTPOMS KayecTBa JIEKAPCTBEHHbIX cpeacTB nmbo B
obnacTn MOHUTOPUHIa 3PEKTUBHOCTU U BE30MaCHOCTM NEKapCTBEHHbIX MpenapaToB
ANA  BETEepUHapHOro MpUMEHEHUs, NPOBOAMMOrO AepxaTernem wnu Brnagenbuem
perncTpaumMoHHOro y4OCTOBEPEHUSA NEeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NpUMEHeHUs NGO YNOMHOMOYEHHBIM UMW KOPUAMYECKUM NULIOM, BbiCLLee obpa3oBaHue
COOTBETCTBEHHO MO OOHOM M3 chneuunanbHOCTEW U (MNKM) OQHOMY M3 HanpasfieHUN
noaroToBku: ©Ouonorusi, OGWOTEXHONOrns, BeTepuHapusi, BeTepUHapHO-CaHUTapHas
3KCNepTn3a, KNMHMYeCKas MeauuuHa, pagvauMoHHas, XMMmmyeckas u buonormyeckas
3awmTa, hapmauus, pyHaameHTanbHas MeanuuHa, XuMmyeckas TEXHONOMMSA, XMMUS.

5. lMopagok npencTaBneHUss B COOTBETCTBUM C YacTamu 1 M 2 HAcTosiLen craTbu
OOKYMEHTOB UM CBELEHUM O JleKapCTBEHHbIX MnpenapaTtax nAns BeTepuHapHOro
NPUMEHEHNS, BBOANMbIX B rpaXgaHCkuMi o6opoT, ycTaHaBnueaeTcs [1paBUTeNbCTBOM
Poccunckon denepaunn.
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6. B oTHOLWeEHMM NepBbIX ABYX CEPUN NEKAPCTBEHHOrO npenaparta Ans BeTepuHapHOro
npuMeHeHns, BnepBble nNpou3BeneHHoro B Poccuiickon Pepepauumn mnv Bnepsble
BBO3UMOro (nepemeltaemoro) B Poccunckyto depepaumio, B deaepasribHbI opraH
NCMONHUTENbHOM BaCcTW, OCYLLIECTBISOLWNN (PYHKLMM MO KOHTPOIO (Haa3opy) B cdepe
obpaleHns nekapCTBEHHbIX CPEeACTB A1 BETEPUHAPHOrO NPUMEHEHUs, Hapsay C
AOKYMEeHTamu, npeaycMoOTPEHHbIMU YacTsaMu 1 1 2 HacTosLwen cTaTtbu,
NpeacTaBnsATCA NPOTOKOMbl UCMbITAHUA O COOTBETCTBUMN 3TUX CEPUN NIEKapCTBEHHOIO
npenapata ans BETEepUHaApHOro NPUMEHEHUS nokasartensam KavecTBa,
npeaycCMOTPEHHbIM HOPMaTUBHBIM OOKYMEHTOM (ganee - npOTOKOM WUCMbITaHuK),
NPOBOANMbIX aKKpeauTOBaHHbIMM B COOTBETCTBUM C 3aKOHOOATenbCTBOM Poccuiickon
depepaumm 06  akkpeguTauMM B HauMOHaANbHOWM  cCUCTEMe  akkpeauTauuu
ucnblTatensHbiMK labopatopusmm (LeHTpammn).

7. BExxerogHo He no3gHee 1 cheBpans NpPoOM3BOAUTENM NEKAPCTBEHHbLIX CPEeACTB UMK
opraHusauum, OcCyLLIecTBNSAwLWMe BBO3 (MepemMelleHne) nekapCTBEHHbIX NpenapaToB
ANa  BeTepuHapHoro npumeHenuss B Poccunckyto ®degepaunto, NpeactaBnsaAlT B
denepanbHbii  OpraH WCMNOMHUTENbHOM BRACTW, OCYLIECTBSOWNA  QYHKLMM MO
KOHTpOnto (Haa3opy) B chepe obpaLleHnsa nekapcTBEHHbIX CPeACTB AN BETEPUHAPHOIO
NPUMEHEHUS, NPOTOKOST MCMbITAHUA MOCTYNUBLLErNO B TeYeHMEe rofga B rpakgaHCKUN
000OpOT nekapCTBEHHOro npenapaTta AOnsi BETEPUHAPHOIO NMPUMEHEHUSA KOHKPETHOro
npouvsBoamMTens (Ha OOHY CEepu KaXaoro TOProBOro HauMMEHOBaHUS C  y4eTOM
nekapcTBeHHOM opmbl, a Ans feKkapCTBEHHOro npenapata And BeTepuHapHOro
NPUMEHEHUS, HE SIBMAIOLLErocs MMMYHOOMONOrMYECKNM, TaKkke C Yy4eTOM [O3MPOBKW),
NPOBOANMbIX aKKpeauToBaHHbIMM B COOTBETCTBUM C 3aKOHOOATenbCTBOM Poccuiickon
depgepaumm 006  akkpeauMTauMM B HaUMOHanbHOW  CUCTEME  akkpeauTaumm
ucnblTatensHbiMM abopatopuamm (LeHTpammn).

8. Beoa B rpaxgaHckuii 060poT MMMYHOBUONOrMYECKOro fEKapCTBEHHOrO npenapaTta
ANsi BETEPUHApPHOro npuMeHeHusi, npou3segeHHoro B Poccuinckon Pegepaunmn mnnum
BBO3UMOro (nepemeltaemoro) B Poccunckyto ®Pepepaumto, OCYLWECTBAAETCA Ha
OCHOBaHWUW paspeLleHns, BblAaHHOro dheaeparnbHbIM OpraHoM UCMONHUTENBHOW BNacTw,
OCYLLECTBNAWMNUM  (PYyHKUMM MO KOHTponto (Hagsopy) B cdepe obpaleHus
NeKapCTBEHHbIX CPeacTB AN BETEPUHAPHOro MpUMeEHeHus. YKaszaHHoe paspelueHue
BbldaeTcqd Ha OCHOBaHUW NPOTOKOMa MCMbITAaHUW, NPOBOAMMBIX aKKpeaUTOBaHHbIMU B
COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuickon depepaumm ob akkpeguTaumm B
HauWoOHaNbLHOM CUCTEME  aKkpeauTauum opraHusauuamu, noaBeAOMCTBEHHbIMU
dhenepanbHOMY OpraHy WCMOMHUTENBbHOW BRACTW, OcylwecTBrsowemMy GYyHKLMM MO
BblpaboTke rocyaapCTBEHHOM MOSIMTUKA U HOPMAaTMBHO-NPaBOBOMY PEryrnmpoBaHuiO B
cchepe arponpoMbILLNIEHHOrO KOMMeEKca, BKNoYvas obpalleHne nekapCTBEeHHbIX CPeACTB
ANSA BETEPUHAPHOIO NPUMEHEHUS, Unn doeaepanbHOMY OpraHy UCNOSTHUTESbHON BRacTuy,
ocywecTBnsawowemMy @QYHKUMM MO  KOHTponto (Hag3opy) B cdepe obpalleHus
NEeKapCTBEHHbIX CPEeACTB ANA BETEPUHAPHOrO MPUMEHEHUs, a TakkKe OOKYMEHTOB W
cBedeHu, NpefyCMOTPEeHHbIX YacTelo 1 (ana  npenapaToB, NPOM3BEOEHHbIX B
Poccunckon ®egepaunn) nnmn Yactelo 2 (Ang npenapaTtos, BBO3MMbIX (NepeMeLLaembIX)
B Poccunckyto degepaumio) HacTosLWEen ctatbu.

9. Cpok BblgayM paspeLleHunsi, ykasaHHOro B 4acTtu 8 HacCTosILWEN CTaTbW, COCTaBnsaeT
nNaTb paboumx gHen Co OHA NpeAcTaBreHnss NPOM3BOAMTENEM NIEKAapPCTBEHHbIX CPEACTB
WNn opraHu3aumen, OCYLeCTBIAWEN BBO3 (NepemMelleHne) rekapCTBEHHOro
npenapata [Ansg BeTepuHapHOro npumeHeHus B Poccuickyio Pepepauuio, B
doefepanbHbIn  OpraH WCNONHUTENBHOW BracTW, OCYLECTBAALWNA  (PYyHKUMM NO
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KOHTpOnto (Haa3opy) B chepe obpaLleHmnst NekapCTBEHHbIX CPeACTB Arlsi BeTEPUHAPHOro
NPUMEHEHUS, AOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 8 HACTOSILLEN CTaTbW.

10. PaspelweHure, ykasaHHOe B 4YacTu 8 HACTosIen cTaTbW, BblOAeTCA B OTHOLUEHUU
Kakgon u3 nepBbiX ABYX Cepui MMMYHOBMONOrMYEeCcKOoro fiekapCTBEHHOro npenapara
OS5 BeTepUHapHOro NpUMeEHeHus, Brnepsble nponsseneHHoro B Poccunckon degepaumm
unu Brnepsble BBO3MMOro (nepemeltaemoro) B Poccuinckyto Pepepaunto. Takoe
paspelleHre BbldaeTcss Ha BeCb CPOK obpalleHus cepun MMMYHOBMOMOrm4ecKoro
neKkapCTBEHHOro npenaparta A1 BeTEPMHAPHOro NPUMEHEHUSA, B OTHOLLIEHUN KOTOPOW
OHO BblgaHo. B OTHOWweHWN nocnegylowmnx cepuin 0OOHOro TOProBOro HaMMeHOBaHUS
UMMYHOBMOSOrMYeCcKoro fiekapCcTBEHHOro npenapara gns BeTEPUHAPHOro NpUMeEHeEHNS,
npoussegeHHoro B Poccuickon ®Pepepauumn unmv BBO3MMOro (nepemellaemoro) B
Poccunckyto ®egepaumnto, Takoe paspelleHne BblaaeTcsl CPOKOM Ha Tpu roga. lNMopsagok
BblJaun paspelleHnss Ha BBOL B rpaxgaHckun o060poT MMMYHOBMONOrM4ecKoro
NeKapCTBEHHOro npenapata Afs BeTepuHapHOro MpUMEHEHUs, MOpPsAoK Bblgayu
NPOTOKONa UCMbITAHUW, YKa3aHHbIX B YacTu 8 HacTosiwen cTaTbW, a Takke MeToauka
onpegeneHnss pasMepoB MfaTtbl 3a Bbldayy YKasaHHOro MpPOTOKOMa MWCNbITaHUA
ycTaHaBnuaetcs Npasutensctsom Poccurickon ®egepaumn.

11. |/|MMyHO6VIOJ'IOFI/I‘-IeCKI/Ie JIeKapCTBEHHbIE TMpenapaTtbl AOnd BETepPUHapHOro
npumeHeHnsd, BBeOEHHblIE B Fpa)K,El,aHCKI/IIZ 060pOT B COOTBETCTBMM C YACTbHO
8 HacTosawen cTaTbWl, nognexar XpaHeHunw, nepeBo3Ke, OTnyckKy, peanun3aunn,
nepegave, npMmmeHeHM 0o ncte4eHnda Cpoka Nx rogHoOCTN.

12. 3a HenpeacTaBfieHME WKW HECBOEBPEMEHHOE MpeacTaBfeHne [LOKYMEHTOB WU
cBefeHUn, NpeayCMOTPEHHbIX Yactamu 1 - 3, 6 n 7 HacToswen ctaTbu, NPOM3BOaMTENN
NEeKapCTBEHHbIX CPEeACTB M OpraHu3auuu, OCYLLECTBRsSOLWME BBO3 (NepemeLleHune)
NeKapCTBEHHbIX MpenapaTtoB [Ansi BETEpPUMHAPHOro npuMeHeHuss B Poccuickyro
degepaumo, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C  3aKOHOOATENbCTBOM
Poccunckon ®epepaunn.

13. [lpenctaBneHve  OJOKYMEHTOB W CBeAEHUW, NpefyCMOTPEHHbIX YacTsamu
1-3,6 17 HacToAALEn cTaTbW, U MOSlyMEHWE paspelleHnNd, YKasaHHOro B YacTu
8 HacTodLWen cTaTtbyn, He TpebyTCca B OTHOLUEHUW NeKapCTBEHHbIX NnpenapaTtoB Afs
BETEPUHAPHOro MPUMEHEHUs, npeaHa3HavYeHHbIX Ans  BbiBo3a U3 Poccuinckon
depgepaumn, npoBefeHUs OOKIMHUYECKUX WCCreaoBaHUM JeKapCTBEHHbIX CPeacTs,
KNWHMYECKUX UCCnesoBaHW  JleKapCTBEHHbIX MpenapaTtoB AN BeTepuHapHOro
npUMeHeHNA 1 BBO3a A8 Lenen, ykasaHHbIX B NyHKkTe 5 Yactu 1 crateu 50 HacToswero
depepanbHOro 3akoHa, a Takke o00pasLoB nekapCTBEHHbIX nNpenapaToB AN
BETEPUHAPHOro MNpUMEHEHUs, npeaHasHavyeHHbIX ONd  NpOoBedeHUs  3KCnepTusbl
NeKapCTBEHHbIX CPeACcTB B LENAX OCYLUEeCTBIIEHUS roCygapCTBEHHOW perucrpauuu
NeKapCTBEHHbIX MpenapaToB [ANA BETEPUHAPHOrO TMPUMEHEHUS WNU  BHECEeHUs
M3MEHEHUN B perucTpauuoHHoe [0Cbe Ha JleKapCTBEHHbIN npenapaTt And
BETEPUHAPHOIo NpUMeHeHus.

Cratbs 53. lNpogaxa, nepegada nekapcTBEHHbIX CPEACTB OpraHu3aumMsiMm OnTOBOW
TOProBnn NIEKAaPCTBEHHBIMU CPeEaCTBaAMM

1. OpraHu3aymm onNTOBOW TOProBM NIEKAPCTBEHHBIMW CpeaCcTBaMM MOTYT OCYLLECTBNATb
npodaxy JeKapCTBEHHbIX CPeacTB  wunuM  nepefasatb UX B YCTAHOBIIEHHOM
3akoHogaTenbCctBOM  Poccunckon  depepaumm  nopsgke  (3a MCKOYEHUEM
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hapmaueBTUdeckon  cybcTaHumm  cnvpta  3TUNOBOrO  (3TaHoma) € y4yeTom
TpeboBaHUM YacTy 3 HaCTOsILLEN CTaTbMU:

1) OpYyrmMm opraHn3aunam OnTOBOW TOProBIIN NNEKapCTBEHHbIMU CpeacTBaMu,

2) Npon3BOANTENSAM NeKapCTBEHHbIX CPeacTB AN Lenei NponM3BoACcTBa NeKapCTBEHHbIX
CpeacTB.;

3) anTeYyHblM opraHn3aumnamMm n BeTepmHapHbIM anTe4yHbiM OpraHn3aunsam,

4) HaydHO-uccnegoBaTeNbCKMM  OpraHM3auusM Onsi  HayYHO-UccrnenoBaTerbCKOM
paboThl;

5) nHamnsuayanbHbIM npeanpuHMMaTendam, MMeroLwmm JIMUEeH3NK Ha cbapmau,eBTquCKyro
OEeATEJNIbHOCTb U JTIMUEH3UI0 Ha MeOAUUMHCKYHO OEATESIbHOCTD,

6) MeaNUUHCKMM opraHus3auusiM, B TOM 4YuCrie CO34aHHbIM U 3aperncTpMpoBaHHbIM B
COOTBETCTBUM C 3aKOHOAATENBbCTBOM MHOCTPAHHOIO rocygapcTea - YneHa OpraHusauumm
3KOHOMMYECKOro COTpYAHMYECTBa U PasBUTUSA MHOCTPAHHbLIM HOPUANYECKUM nULaMm,
WHOMBMAOYanNbHbIM  NpeanpuHMMaTensM, SBASOWUMCA  ydacTHMKaMW  MNpoekTa B
cootBeTcTBUM C PegepanbHbiM 3akoHOM OoT 29 uwoHa 2015 roga N 160-&3 "O
MeXOyHapooHOM MEeOWLMHCKOM KrnacTepe W BHECEHUU W3MEHEHUW B OTAerbHble
3akoHoAaTesNbHble akTbl Poccunckon ®enepaumn”, n BETEPUHAPHBIM OpraHn3auunsim;

7) opraHMszaumMsiMm W MHOMBUAYyanbHbIM NpeanpuHMMaTensiM, OCYLLECTBASHOLWMUM
pa3BefeHne, BblpalluBaHue U CoaepXKaHue XUBOTHbIX (32 UCKMIOYEHMEM MPOAaXN UM
hapmaueBTUYECKMX CyOCTaHUMIN NN UX Nepenaydn).

2. OpraHusaumn ONTOBOM TOProBMAW fEKAapPCTBEHHbIMU CpeacTBaMn He Brnpase
OCYyLLEeCTBNATbL Npoaaxy (nepegavy B yCTaHOBMEHHOM 3aKOHOAATENLCTBOM Poccumnckon
depepaumm nopsigke) bapmaueBTMYECKON CyOCTaHLMKM cnnpTa 3TUNOBOrO (3TaHona).

3. OpraHusauum onToBOW TOProBNK fieKAapCTBEHHBIMU CpeACcTBaMM MOTYT OCYLLECTBAATb
npogaxy (nepegayvy B YCTaHOBSIEHHOM 3akoHogaTtenbcTtBoM Poccumnckon depepaumm
nopsigke) NiekapCTBEHHOro  npenapata [Ansg  MEeOVMUMHCKOrO  MPUMEHEHUss C
MeXayHapoaHbIM HENATEHTOBAHHBLIM HAUMEHOBaHMEM "OTaHon":

1) OPUANYECKMM NLIAM, UMEIOLLUM NTMLEH3UIO Ha hapMaLeBTUYECKY0 AeATENbHOCTb B
cepe obpalleHns NekapCTBEHHbIX CPeACTB AN MEANLNHCKOrO NPUMEHEHUS;

2) HaMBUAYyanbHbLIM NpeanpPUHUMAaTENaM, UMEHLLMM NMLEH3UI0 Ha dhapMaLLeBTUYECKYHO
AeATenbHOCTb B cdepe obpalleHnss NekapcTBEHHbIX CPeACTB Ans MeAULMHCKOro
NMPUMEHEHUS;

3) vHAMBMAOyanbHbLIM MNpeanpUHMMAaTENAM, UMEHLIMM JULEH3UIO Ha MeAULMHCKYH
JEeATEeNbHOCTb;

4) ropnanvyeckmm nmuam, MMerLwmnm nmMUueH3nio Ha MeanLIMHCKYIO 0eATEeJIbHOCTb,
5) MHOCTPaHHbIM HOpUON4ECKMM InUamMm W wHomBuUAyasribHbIM TMNpearnpuHnMaTenam,

co3daHHbIM U 3aperucTpupoBaHHbIM B  COOTBETCTBUM C  3aKOHOAATENbCTBOM
MHOCTPAHHOrO rocyaapcTea - YneHa OpraHusauum 3KOHOMUYECKOro COTPYAHMYEeCTBa U
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pasBuUTUS, ABNAKOLLUMCSA y4yacTHMKaMM npoekTa B COOTBETCTBUU c
®epepanbHbiM 3akoHoMm oT 29 wmoHa 2015 roga N 160-®3 "O wmexgyHapogHOM
MEANLMHCKOM KrnacTepe U BHECEHUN N3MEHEHUI B OTAESNbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuinckon ®egepaunn’;

6) ucnblTaTenbHbIM nabopatopuam (UeHTpam), NPOBOASALMM UCNbITaHMS B obnacTtu
KOHTPONs KayecTBa JleKapCTBEHHbIX CPeACTB, aKKpeAUTOBaHHbIM B COOTBETCTBUM C
3akoHogaTenbctBoM Poccuinckon depepauum o6 akkpegutTaumMm B HaUMOHaNbHOW
cUCcTeMe akkpeauTauumu.

CrtaTtbs 54. NpaBnna onToBOW TOProBnv fieKapCTBEHHbIMU CpeCcCTBaMU

1. OnToBas TOProBIA JIeKapCTBEHHbLIMUA cpeacresamMm OCYyLLEeCTBIIAETCA
npon3BognTeENAMMN JeKapCTBeHHbIX Cpeacts M opraHn3aunsamu OnTOBOW TOprossmnun
JIeKapCTBeEHHbIMKN CcpeactBamMu No  npasuiiamMm Haanexawien }J,I/ICTpVIGblOTOpCKOIZ
NpPaKTuKK, npasusiamMm Haganexatilewn NPaKTUKN XpaHEHUA N NEepeBO3KUN JIEKAPCTBEHHbLIX
npenapartoB AJiA MeOUUMHCKOro npmMmeHeHuda, npaBuinamMm XpaHeHUA JneKapCTBEeHHbIX
cpenocts AnAd BeTepuHapHOro npuMeHeHud, yTBepXAeHHbIM COOTBETCTBYHOLLMMUN
YMNOJTHOMOY€EHHbIMU q)eﬂepaﬂbelMl/l opraHamm NCNOMHUTENBHOW BlacTu.

2. OpraHunsauusi onNToBOV TOProBnM NekapcTBEHHbIMU cpeacTBamm ob6sizaHa cobnogaTb
npenenbHble CPOKM OTTPY3KU 3aTpeboBaHHbIX anTEeYHOW opraHM3aumen nekapcTBeHHbIX
npenapaToB AnNs MeOUUMHCKOrO MPUMEHEHWss U He BMnpaBe OTKasbiBaTb anTeyHoMu
opraHu3auum, ¢ KOTOPOM Yy Hee 3aKm4eH COOTBETCTBYHOLLIMA LOrOBOP O MNOCTaBKax
NeKapCTBEHHbIX MpenapaTtoB AN  MeOWUUWHCKOrO MPUMMEHEeHWUsl, B MOoCTaBke
NeKapCTBEHHbIX MpenapaTtoB AN  MeOUUWHCKOrO MPUMEHEHUss Npu  Hanuyaum
3aTpeboBaHHbIX JeKapCTBEHHbIX MNpenapaToB A1 MEeOULMHCKOrO MNPUMEHEHUs Y
opraHvM3auun OnTOBOW TOProBIM fEKapPCTBEHHbIMWU cpeacTBamu. [peaernbHble CPOKM
OTrpy3kn 3aTpeboBaHHbIX anTe4YHOM OpraHu3auMen fnekapCTBEeHHbIX NpenapaToB Ans
MEOULMHCKOrO MNPUMEHEHMSI B 3aBUCUMOCTM OT PacrofiOXEHUs1 MecTa OTrpy3Ku
NeKapCTBEHHbIX MNpenapaTtoB AN MeOWUUUHCKOro MpPUMEHEHUs YycTaHaBrMBaloTCH
YNONTHOMOY€EHHbIM heaepanbHbIM OPraHOM UCMONHUTENBHOW BriacTu.

CrtaTtbs 55. Nopagok poO3HUYHON TOProBIiv NIEKApPCTBEHHbLIMM NpenapaTamm

1. PO3HMYHas TOproens NiekapCTBEHHbIMU NpenapaTtamMmu B KONiMYecTBax, HeobxoammbIx
ANs BbINOMHEHUs BpayebHbix (penbalepcknx) HasHaYeHUn WnNu  HasHavyeHun
cneunanucToB B obnact BeTEpMHapuUK, OCyLLECTBNAETCS anTeYHbIMN OpraHM3aumsamu,
BETEPUHAPHbLIMU anTeYHbIMU opraHu3aumnsamu, NHOMBMAYaNbHbIMU
npeanpMHUMaTensMmn, UMELWUMN NIMLEH3N0 Ha (apMaLeBTUYECKY0 OEATENbHOCTD,
MEANUMHCKAMM  OpraHu3aumsiMn, MMELWMMA JULEH3NI0 Ha dapmaleBTUYECKYHO
AeATenbHOCTb, M UX 000COONEHHbIMM  nogpasgeneHnsmmn  (ambynaTopusimu,
denbawepcknmMm 1 genbaLlepcKo-akyLLePCKUMIN NyHKTaMU, LeHTpaMu (OTAENEHNSIMN)
obLen BpavyebHOM (CEMENHON) NPaAKTMKK), PACMONOXEHHBIMU B CEJTbCKUX HACENEHHbIX
NMyHKTax, B KOTOPbIX OTCYTCTBYKT anTeyHble OpraHu3auuMm, Wu BeTepuHapHbIMK
opraHmsaumsamMu, MMELWUMN NULEH3NKD Ha dapMaueBTUYECKYD OEATENbHOCTb.
PaspeweHa po3HMyHass TOProBns  TONMbKO  JIEKAPCTBEHHbIMW  MnpenapaTtamu,
3apernctpupoBaHHbiMn B Poccunckon depepaumm unm MU3roToBfIEHHbIMU anTeYHbIMN
opraHmsaumsmMu, BETEPUHAPHbIMM anTEeYHbIMW OpraHu3auuMsMn, UHAUBUAOYANbHbIMU
npeanpMHUMaTens M1, UMELWUMN JNIMLEH3N Ha (apMaLeBTUYECKYD OEATENbHOCTb.
Po3HM4Hasa ToproBnsi nekapcTBEHHbIMU MpenapataMy OCYLLEeCTBNSETCS Mo npaBuiiam
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Hagnexawen anTtevyHom NPaKkTuKK, yTBepXAeHHbIM YMNOJIHOMOYEHHbIM (be,uepaanblM
opraHom NCMNOSTHUTENbHOM BNacTu.

1.1. PO3HM4YHas TOProBns reKkapCTBEHHbIMW MpenapaTtaMmv AN MeOULUHCKOro
NpUMeHeHUs (3a UCKNIYEHMEM NeKapCTBEHHbIX NpenapaToBs, OTNyCcKaeMbIX No peuenTy
Ha JIeKkapCcTBeHHbI mpenapaTt, HapKOTUYEeCKUX JeKapCTBEHHbIX MpenapaTtoB U
NMCUXOTPOMHbLIX  NIEKapCTBEHHbIX  NpenapaTtoB, a TakKkKe  CnupTocoaepXaLlmx
NeKapCTBEHHbIX rpenapaToB C OObEMHOW [onen 3TUNOBOro cnupta CBbile 25
NMPOLEHTOB) MOXeT OCYLeCTBATLCA anTeYHbIMU OpraHu3aumsaMm OUCTaHUMOHHBLIM
crnocobom. PO3HWYHYO TOProBnio NekapcTBeHHbIMU npenaparaMmv Ans MeauLUHCKOro
NPUMEHEeHNA OUCTaHLMOHHBLIM CMOCOB0OM MOryT OCYLLECTBIATL anTeYHble OpraHm3aLmu,
nMerLwme IUUEeH3NI0 Ha dapmMaueBTUYECKYD OeATeNnbHOCTb U COOTBETCTBYHOLLEE
paspelleHve degeparnbHOro opraHa WCMNOMHUTENBHOW BriacTW, OCYLLECTBAOLEro
PYHKUMM MO KOHTPONIO W Haasopy B cdpepe 3gpaBooxpaHeHus. [lopagok Bbigaudu
paspeLLeHns Ha OCyLLEeCTBEeHNEe PO3HUYHOW TOProBNU NeKapCTBEHHbLIMU Npenaparamu
ANCTaHUMOHHBLIM cnocobom, TpeboBaHUA K anTeYHbIM OpraHu3aunsiM, KoTopble MOryT
OCYLLECTBNATb TaKylo TOProBro, W MOPSAOK ee OCYLIeCTBMEeHWs, a Takke npasuna
AOCTaBKM NekapCTBEHHbIX NpenapaToB rpaxaaHam yctaHasnvsatoTcs [paBuTenscTBom
Poccuiickon ®epepaunn. MHdopmaumsa o6 onnadvyeHHbIX (OTMYLWEHHbIX) Y NONyYeHHbIX
NeKapCTBEHHbIX npenapatax BHOCUTCA B CUCTEMY MOHUTOPUHIa  OBWXKEHWUS
NeKapCTBEHHbIX nNpenapaTtoB AN MEeOMUUHCKOro  MNPUMEHEeHUs B nopsigke,
npesyCMOTPEHHOM YacTbio 7 cTatbk 67 HacToswero PegepanbHOro 3akoHa.

2. Bugbl anTteyHbIx opraHMsaumii 1 npaBuna OTnycka fekapCTBEHHbIX NpenapaToB Ans
MEOMUMHCKOrO  MPUMEHEHWS  anTeYHbIMW  OpraHu3auusmMn,  MHAMBMAYaNbHbIMU
npeanpuHUMaTensaMu, MMEKLLMMN NULEH3MIO Ha dhapMaLeBTUYECKY0 AeATENbHOCTb, a
TaKke npaBuia OTMycka fiekapCTBEHHbIX NpenapaToB A MeAUMUMHCKOro NpUMeHeHus
MEOMUMHCKAMW  OpraHu3auusmMn, MMEKLWMMM NULEH3NI0 Ha dapMaueBTUYECKYHO
AeATenbHOCTb, M UX 000COONEHHbIMM  nogpasgeneHvsmn  (ambynaTopusimu,
denbalepckummn 1 denbalepcko-akyLwepCckMMm NyHKTaMu, LeHTpaMmu (oTaeneHmsamMm)
obLen BpavyebHoM (CeMeNHOM) NPaKTMKK), PacnoNOXEHHbIMU B CEJTbCKUX HaCENEHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYKT anTeuyHble OpraHusauun, YTBepXOoarTcs
YNONHOMOYEeHHbIM dbeaepanbHbIM OpraHOM UCMONHUTENBbHON BNACTMW.

3. [llpaBuna oTnycka HapKOTUYECKMX CPeacTtB U MCUXOTPOMHbIX  BeLLEeCTB,
3aperncTpupoBaHHbiX B Ka4yeCcTBe JleKapCTBEHHbIX MpenapaToB, JieKapCTBEHHbIX
npenapaTtoB, COAepXallMx HapKoTUYecKue cpeacTBa M MCUXOTPOMHblIE BELLECTBa,
YyTBEPXAAKTCSA YNOSTHOMOYEHHbIM dpeaeparibHbiM OpraHOM UCMOMHUTENBHOW BNacTu No
cornacoBaHuio ¢ begepanbHbiM OPraHOM UCMOSTHUTENbHOW BRacTu, YNONHOMOYEHHbIM
B chepe BHYTpPEHHUX Aern.

4. JlekapcTBeHHble MnpenapaTbl Afsi BETEPUHAPHOro NpUMEHEeHUst noanexaT OTnycKy
BETEPMHAPHbLIMW  anTeYHbIMU  OpraHu3auusiMiM, BeTEePUHAPHLIMU  OpraHM3aLMsIMu,
NHAMBUAYanbHbIMM npeanpuHUMaTensMu, NMELLMMM NULEH3MI0 Ha
dhapmaueBTUYeckyto aeaTenbHOCcTb. OTNycK NekapCTBEHHbIX NpenapatoB AN
BETEPVMHAPHOTO MPUMEHEHUSI OCYLLECTBNSETCA B COOTBETCTBUM C MpaBuramu
Haanexallen anTe4yHoW MpakTUKU JNEKApPCTBEHHbIX MpenapaTtoB Ansi BeTepUMHApHOro
NPUMEHEHUS!,  YTBEPXKOEHHbIMW  YNONHOMOYEHHbIM  dedepanbHbiM — OpraHoMm
NCMNONMHUTENbHON BNacTu.

5. lNepeyvyeHb MeOULMHCKMX OpraHM3aunii, UMeLNX NULEH3N Ha hapMaLeBTUYECKYIO
AEeATeNnbHOCTb, N X 060COBNEHHbIX NnoapasaeneHnn (ambynatopuin, enballepcknx u
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denballepcKo-akyLWepcknx MNyHKTOB, LEHTPOB (oTaeneHwun) obwen BpadvebHon
(cemenHoN) NPaKTUKKM), PACMONOXEHHbIX B CEMbCKUX HACENeHHbIX NMYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHn3aunn, a Takke nepeveHb fekapCTBEHHbIX NpenapaTos,
npogaxa KOTOPbIX MOXET OCYLECTBNATLCA YKa3aHHbIMW OpraHm3aumsMm u  ux
060Cco6neHHbIMM  NoapasaeneHsamMuy, yCTaHaBNUBAKTCA OpraHamMu WUCMNOMHUTENbHOM
Bnactn cybbektoB Poccunckon degepaumn.

6. AnTeyHble opraHusauum, MHanBUAyasnbHble NpeanpuHuMaTenn, UMeoLLne NULIEH3NIO
Ha (papmMaueBTUYECKYID [eATenbHOCTb, 00s3aHbl obecneymBaTb YTBEPXKOAEHHbIN
MpaButensctBoMm Poccuickon ®epepauum n opmMumpyemMbid B YCTAaHOBMEHHOM UM
nopsiake MUHMMasbHbIN aCCOPTUMEHT NEeKapCTBEHHbIX NpenapaToB, HEOOXoANMbIX NS
oKa3aHus MegULUMHCKON NOMOLLM.

7. AnTeyHble opraHM3auuun, MHAMBUAYyanbHble NpeanpuHUMaTenn, UMeLWME NULEH3NIO
Ha papmaueBTUYECKYD OEeATEeNbHOCTb, Hapsgy C JfleKapCTBEHHbIMM NpenapaTamu
MMeroT npaBo npuobpeTtaTb M NpogaBaTb, B TOM YUCNE AUCTAHLWOHHBLIM Crocobom,
MeaVUMHCKNE n3genus, aesvHuumpyowme cpeacrtsa, npegMeThbl U cpeactsa NIMYHOM
rMrueHbl, nocyay Anst MeAUUMHCKUX Lenen, npegMeTbl U cpeacTBa, npeaHasHa4YeHHble
Ans yxoaa 3a 60nbHbIMU, HOBOPOXAEHHBIMW U AETbMU, HE AOCTUMLMMMK BO3pacTa Tpex
NeT, OYKOBYK ONTUKY W CpeacTBa yxoda 3a HeW, MUHeparnbHble BOAbl, NPOAYKTbI
ne4yebHOro, OETCKOro M OMETUYECKOro NUTaHusi, BMONOrMYeckn akTMBHble Ao0b6aBKu,
napdoMepHbIE W KOCMEeTUYeckne CpeactBa, MeauUMHCKUE U CaHUTapHO-
NPOCBETUTENbHbIE NeYaTHble U3aaHua, NpeaHasHavyeHHble Ans nponaraHabl 300POBOro
obpa3sa XKusHu.

8. [leaTenbHOCTb anTeuvHbIx opraHnsauumn BoopyxeHHbix Cun Poccuickon ®epepauuu,
OpYrnx BOWCK, BOMHCKMX (POPMUPOBAHUMA U OpraHoB, B KOTOPbIX 3aKOHOLATENbCTBOM
Poccunckon degepaumm npegycMoOTPEHO MNPOXOXAEHME BOEHHOW ChyxObl  unu
defepanbHON  roCyaapCTBEHHOM  CnyxObl, CBS3@aHHOM C  NPaBOOXPaHUTESbHOW
AEeATEeNbHOCTbIO,  pernameHTupyeTca  Hactodwmm  degeparnbHbIM - 3aKOHOM U
YTBEPXOEHHBIMW COOTBETCTBYHOLWMMN heaepanbHbIMM  OpraHamMu  UCMNOSTHUTENbHOM
Bnactm nonoxeHmamn. KoHTponb 3a cobnogeHMeM  yKasaHHbIMW  anTeYHbIMU
opraHmsaumsamMm MNoSIOKEHUN HacToswero degepanbHOro 3akoHa OCYLLECTBNSAETCS
COOTBETCTBYHOLLUMMU dheaeparnbHbIMU OpraHaMmmn UCMONHNTENbHOW BNACTMW.

9. YTtpatun cuny ¢ 1 auBaps 2021 roga. - PegepanbHbii 3akoH oT 03.04.2020 N 105-P3.

Cratbsa 55.1. Tllopsgok OCYLECTBNEHUS PO3HUYHOM TOPrOBMAWM JIEKAPCTBEHHbLIMMN
npenapatamm Ons MeauUUHCKOrO MNPUMEHEHUd, OTMycKaeMbiMM MO peuenTy Ha
neKkapCTBEHHbIN NpenapaT, AUCTaHUMOHHbIM Cnoco60oMm

1. B nepuog ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropoge denepanbHOro
3HayeHuss Mockee, B benropoackon n MockoBckon obnacTtax (ganee B HacTosiLen
ctratbe - cybbekTbl Poccurickon ®depepaumn) npegycMmaTtpmBaeTca MNpoBeAeHue
9KCNepMMeHTa NO  OCYLLECTBNEHUD  PO3HUYHOW  TOProBMM  NEKapCTBEHHbLIMU
npenapatamm [Ons MeAUUUHCKOrO MNPUMEHEHNH, OTMyCKaeMbiMM MO peuenTy Ha
NleKapCTBEHHbIN NpenapaTt, ANCTaHUMOHHbBIM CocoboM (aanee - 3KCNepPUMEHT).

2. B pamkax a3kcrnepvMeHTa €ro y4yacTHVMKM BnpaBe OUCTaHLMOHHBbIM CrocoGoM
OCYLLUECTBNSATb  PO3HUYHYK  TOProOBMK  JIEKAPCTBEHHbIMWM  Mpenapatamu  Ans
MEeONLIMHCKOrO NMPUMEHEHWs!, OTNycKaeMbIMK MO PeLenTy Ha NekapCTBEHHbIN npenapat
(B TOM uucne ccopmmpoBaHHOMY B hOpMe 3MEKTPOHHOro [AOKYMeHTa B JIMYHOM



KabuHeTe rpaxgaHuHa B dpegeparnbHOM rocygapCTBEHHON MHAOPMALMOHHOW CUCTEME
"EQMHbIN nopTan rocygapCTBEHHbIX U MyHUUMNanbHbIX ycnyr (pyHkumn)" n (mnn) Ha
pernoHanbHbIX nopTanax rocygapCTBEHHbIX U MyHUUMNANbHbBIX YCIYT) N BKIOYEHHbBIMA
B MepevyeHb JleKapCTBEHHbIX MpenapaTtoB W apmMakoTepaneBTUYeCcKUxX rpynn
NeKapCTBEHHbIX MpenapaToB, pas3pelleHHbIX K peanu3auum B pamMKax 3KCnepuMmeHTa,
YyTBEPXKOEHHbIN YNONMHOMOYEHHbIM dheepanbHbiM OpraHOM UCNONHUTENBHOW BacTu (3a
UCKMIOYEHNEM FeKapCTBEHHbIX MpenapaToB, coAepXallmx HapKoTUYecKne cpeacTsa,
NCUXOTPOMHbIE BELLECTBA U UX MPEKYPCOPbI, FIeKapCTBEHHbIX NPenapaToB, coaepXaLlmnx
CUNbHOAENCTBYOLLME BellecTBa, pagnodapmaueBTUYEeCKNX neKapcTBEHHbIX
npenapatoB, MMMYHOBMOMOIMYECKNX FEeKapCTBEHHbIX nNpenapatoB, a Takxke
NEeKapCTBEHHbIX MNpenapatoB, ANS KOTOPbIX B COOTBETCTBUU C WHCTPYKUMEW Mo
NPUMEHEHNIO NEeKapCTBEHHOro npenapaTta YCTaHOBMIEH TeMnepaTypHbIn  pPeXum
XpaHeHus Hmxe 15 rpagycoB Lenbcusa, cnuptocogepXawmx neKkapCTBEHHbIX
npenapaTtoB Cc OObLEeMHOW [ofed 3TUMOBOro cnupTa CBbiwe 25 nNpoueHToB W
NeKapCTBEHHbIX NpenapaToB, U3rOTOBSIEHHbIX anTeYHbIMU opraHusauusamm). Kputepum
BKIMIOYEHUS  NleKapCTBEHHbIX MpenapatoB WU  (papmakoTepaneBTUYeCcKUX  rpynn
NEeKapCTBEHHbIX  MNpenapaTtoB B  YyKasaHHbIA  MepeyeHb  yCTaHaBNMBAKTCS
MpaButenbctBom Poccuinckon depepauun. [llonoxeHns HacTosWen CcTaTtbM He
pacnpoCcTpaHATCA Ha NeKkapCTBEHHble npenapaTbl, OTnyckaemble BecnnaTHo uUnuM co
CKMOKOW rpaxkgaHam, UMeoLLMM NpaBo Ha obecrneyeHune nekapCcTBEHHbIMI NpenapaTtamm
3a cyeT cpedcTB OLMXKeTHbIX accurHoBaHui depepanbHoro 6rogpketa u 6IOOKETOB
cybbekToB Poccurickon ®epepaunu.

3. Y4yacTHUKaMn 3KCNepuMeHTa SABNAKTCA YNONMHOMOYEHHbIM doefepanbHbii OpraH
WCMONHUTENbHOMW  BNACTW, YMNONIHOMOYEHHbIE OpraHbl  UCMOSTHUTENBHOW  BRacTu
cybbektoB Poccuickon ®Pepepauun, MeguUMHCKME OpraHu3aumMm W anTeyHble
opraHuMsaummn, CcooTBeTCTBylOWME TpeboBaHMsIM, YCTAHOBIIEHHbIM B COOTBETCTBUU
C 4acTblo 4 HAcTOSALLEN CTaTbMU.

4. MNonoxeHne O nopsigke NPoOBeAEHUs JKCNepPUMEHTa, B TOM uucrne TpeboBaHus K
MEANLMHCKAM OpraHm3auusiM 1 antevHbiM opraHM3auunsaM, sSiBASWNUMCA yYacTHUKaMM
3KCNepMMeHTa, NOpsSAoK OCYLLECTBNEHUS PO3HUYHOW TOProBMM JieKapCTBEHHbLIMMN
npenapatamm ang MeOULMHCKOIO MPUMEHEHUSA, OTMycKaeMbiMW MO peuenTy Ha
NeKapCTBEHHbIN npenapaT, AUCTaHLMOHHbBIM cnocobom, TpeboBaHMs K 4OCTaBKe TaKuMX
NEeKapCTBEHHbIX MNpenapaToB rpaxgaHam, MpaBuna Bbldadn paspelleHns Ha
OCYLLECTBMEHME  PO3HUYHOW  TOPrOBMAW  JIEKAPCTBEHHbIMM  MNpenapaTamu 4N
MEANLMHCKOro NPUMEHEHNS, OTNYCKaeMbIMW MO PeELLENTY Ha NIEKAapCTBEHHbIV Npenapar,
ANCTaHLUNOHHBLIM cnocobom, yTBepxaaetcs lNpaButenbctBomMm Poccuiickon denepaumn.
TpeboBaHus K anTe4YHbIM OpraHn3auusam, SBRASOLWLMMCS Y4aCTHUKaMM SKCNEPUMEHTA, He
MoryT ObiTb Hwmke TpeboBaHW, YCTAHOBMEHHbIX K anTeYHbIM OpraHu3auusim B
COOTBETCTBUM C YacTbko 1.1 cTatbu 55 HacTosAwero PegepanbHOro 3akoHa.

5. YnonHomMo4eHHbIN doeaepanbHblii OpraH UCMONMHUTESNTbHOM BNacTu:

1) OCyLWlecTBNsieT MeTOAMYeCcKOoe  COMPOBOXAEHME  3KCMepuMMeHTa,  BKIoYas
METOAMYECKOe COMPOBOXAEHME AEATENbHOCTM MEANLMHCKUX OpraHmM3aumii U anTeyHbIxX
OopraHu3auuii, y4acTBYIOLUMX B 3SKCMEPUMEHTE, MO OOPMIEHMIO, UCMOMb30BaHNIO U
XPaHEHUIO PELeNTOB Ha feKapCTBEHHbIN npenapat, B TOM yucrie chOpMUPOBaHHbIX B
dopMe 3nEeKTPOHHbIX JOKYMEHTOB;

2) npegctasnseT B [lpaButensctBo Poccunckon denepauun npensaputenbHbin (B
nepuvon npoBefeHust 9KCNepuMeHTa, HO He Nno3gHee 4YeM 3a [Ba Mecsua A0 UCTeYeHus
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CpOKa nposeageHunsA SKCI'IepI/IMeHTa) N UTOroBbIN (I'IO OKOH4YaHWUK 3KCrnepmnMeHTa, HO He
no3gHee 4yem 4vepes Ba Mecsdla nocrie ctedeHma Cpoka nposeneHund eKcnepmmeHTa)
OOKIabl O pe3ylibTaTax rnpoBeaeHuna I3SKCnepuMeHtTa U npearioxXeHna O BHECEHUU
N3MEHEHUN B 3aKOHOOATENbCTBO 06 o6paL|.|,eH|/||/| JIEKapCTBEHHbIX CpeAOCTB.

6. YNONHOMOYEHHbIN OpraH UCnonHUTeNnbHoW Bnactu cybbekta Poccunckon ®egepauuu:
1) BNpaBe yCTaHOBUTb OCOBEHHOCTUN NPOBESEHUS SKCNEPUMEHTA;

2) yTBEpPXOaeT Nopsanok oTbopa MeaAULMHCKUX OpraHM3auumn U anTeyHbIX opraHM3auun
OS5 y4acTus B 9KCNepuMEHTe, a Takke NpOoBOAUT Takon OoTOOp 1 yTBepXxaaeT nepeyeHb
MeAMUMHCKNX OpraHuM3auun M nepeyeHb anTeudHblX OpraHM3auuin, COOTBETCTBYHOLLMX
TpeboBaHUAM, YCTAHOBSIEHHbIM B COOTBETCTBUW C YacTbi 4 HaCTOAWeEWN cTaTbu, U
ABMSOLLNXCS YHaCTHUKAMN 3KCNEPUMEHTA;

3) ocyuwiectBndeT MOHUTOPUHI npoBeAeHUA J3KCNnepuMeHTa W npenctaBlideT ero
pes3ysibTaTbl B yI'IOJ'IHOMO‘-IeHHbIIZ cbe,qepaanbuZ opraH NCMOSTHUTENTbHOW BNacTy;

4) obecneynBaeT  MH(pOPMaALMOHHO-TEXHUYECKOe  obecnedyeHne  npoBedeHUsd
3KCnepMMeHTa NocpeacTBOM UCMONb30BaHWUS FOCYA4apCTBEHHOW WHAOPMAaLVUOHHON
cucteMbl B cdoepe 3gpaBooxpaHeHna cybbekta Poccuickon Pepepauumn n (unu)
MEOVUNHCKNX MHAOPMALMOHHBLIX CUCTEM MEAULMHCKMX OpraHu3aunn, SABnsLLMXCS
y4yacTHMKaMMN SKCNepUMEHTa, U WX B3aUMOAENCTBUS C €OUHOM rocyaapCTBEHHOM
MHOpPMaLMOHHON CUCTEMOW B cdhepe 34paBOOXPaAHEHUS.

7. MeguumHcKne opraHmM3aumm 1 anTeyHble opraHmsauunm BnpaBe oTka3aTbCs OT ydacTus
B 3KCMEpUMEHTe, NofaB B YNOSTHOMOYEHHbIA OpraH UCNOSTHUTENbHON BNactTu cybbekTa
Poccunckon ®efepaunmn cooTBeTCTBYHOLLEE ODpaLLeHne B MMCbMEHHOW hopme.

8. AnTeuyHble opraHusaumu, SBASKOLWMECH YYACTHUKaMK 3KCMEpUMEHTa, 06s3aHbl npu
npoAaxe OUCTaAHUMOHHBbIM CNocoboM fnekapCTBEHHOro npenapata Anst MeguuuHCKOro
NMPUMEHEHUS, OTNyCKaeMoro rno peuenTy Ha NeKapCTBEHHbIN Npenapat, obecneynTb Npu
OCYLLECTBNIEHNN [OCTaBKU WAEHTUMUKALNIO NMYHOCTU rpaxgaHuHa, MonyyaroLlero
TaKoW NekapCTBEHHbIN Npenapar, B LiensiX yCTaHOBIEHNsI COOTBETCTBUSA €ro NIMYHOCTU U
nvua, YyKasaHHOro B peuenTe Ha JieKapCTBEHHbIM npenapat (ero  3aKOHHOro
npeacraesutens), nMbo nuua, YNosIHOMOYEHHOro fMLOM, YKa3aHHbIM B peuenTte Ha
NeKapCTBEHHbIM npenapaT (ero 3akoHHbIM NpeacTaBuTENeM), Ha MNonyyeHue
nekapCcTBEHHOro npenapaTta (aanee B HacCTosAWEN cTaTbe - MU0, YKa3aHHOE B peLenTe
(3aKOHHbIV NpeacTaBUTENb, YNOMHOMOYEHHOE NNLO).

9. Nnuuo, ocylwecTBNsOLLEE AOCTaBKY NEeKapCTBEHHOro npenapata Ans MeauuuHCKOro
NMPUMEHEHUs!, OTNYCKAeMOro Mo pPeLenTy Ha NeKapcTBEHHbIN npenapaT, 06s3aHo
notpeboBatb Yy rpaxdaHuHa, MOMyYyalollero TakoW NeKapCTBEHHbIN npenapar,
npeabsABUTL JOKYMEHT, YAOCTOBEPSIOLLMIA €r0 IMYHOCTb, ANS MAEHTUUKALUN TIMYHOCTM
3TOro rpagaHuHa 1 yCTaHOBMNEHUSI COOTBETCTBUS €ro NIMYHOCTU U Nnua, yKasaHHOro B
peuenTe (3aKOHHOro MpeacTaBUTENS, YNONTHOMOYEHHOro nuua). B crnyyae BbisiBNeHUs
HecoBrnageHUs NUYHOCTU rpakgaHuHa, Mory4YaloLlero NeKapCTBeHHbIN npenapat, U
nvua, ykasaHHOro B peuenTe (3akOHHOrO MpeacTaBUTENs!, YNOMHOMOYEHHOro nuua), a
Takke B Cclnyvyae oOTkasa rpaxgaHuHa, Mnomnyyalowero NekapCTBEHHbIM npenapar,
npeabsBUTb AOKYMEHT, YAOCTOBEPSIOWMIA €ro NMYHOCTb, NMUO, OCyLecTBhsioLLee
[AOCTaBKy NeKapCTBEHHOro npenaparta ansi MeAMUUHCKOro NPUMEHEHWSs!, OTNyCKaeMoro
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no peuenty Ha ﬂeKapCTBeHHbIVI npenapar, 06s3aHo BEPHYTb Takom J'IeKapCTBeHHbII7I
npenapart B anTe4yHyo opraHn3auuio.

10. MNoaTeepxxaeHneM akTa nepeaayn nekapcTBEHHOro npenaparta ans MeauuUmMHCKoro
NMPUMEHEHUS!, OTMYCKAaeMoro Mo peuenTy Ha fekapCTBEHHbIM npenapaTt, nuuy,
yKazaHHOMy B peuenTe (3aKOHHOMY npeacTaBuMTENtO, YMNONTHOMOYEHHOMY fuLy),
SBMAKTCA KacCOBbIA Y€K M MOANUCH Nuua, MOMYYMBLUErO TaKOW NEKapCTBEHHbI
npenapaT, Ha AOKYMEHTE O MOfy4YeHUn Takoro riekapcTBEHHOro npenapaTa no gopme,
yTBEPXXAAEMOW YMNONTHOMOYEHHbIM dheaepanbHbiM OpraHoOM MCMOSHUTENbHOW BRacTy.
Mocrne nepeaayy nekapcTBEHHOro Npenapara fuuy, ykasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBuTENO, YMNOMHOMOYEHHOMY nuly), 9TOT [AOKYMEHT nepedaeTcss fuuUoM,
OCYLLECTBMBLUMM [OCTaBKy TaKOro JIeKapCTBEHHOro Mpenapata, B  anTe4YHyH
opraHu3auuio, OCYLLECTBMBLUYIO OTMNYyCK fekapCTBEHHOro npenapaTta. B cnyyae
BbISIBIIEHWSI MPU Nepeaade nuuy, ykasaHHoMy B peuenTe (3aKoHHOMY npeacTaBuUTENto,
YNONMHOMOYEHHOMY 1MLY), FeKapCTBEHHOro npenapata (akToB MeXaHW4YeCcKoro
MOBPEXOEHUST €ro WnM ero YNakoBKW TaKOW TNeKapCTBEHHbI npenapaT fuLoM,
yKaszaHHbIM B peuenTe (3aKOHHbIM MnpeacTaBUTENeM, YNONMHOMOYEHHbIM FIMLOM), He
npuHUMaeTca M Bo3Bpallaetcs 6e3 ero onnaTbl NMUY, OCYLLECTBUBLLEMY AOCTaBKY
neKkapcTBEHHOro npenapata M obecneyvBalollEMy €ro BO3BpaT B  anTeyHyto
opraHusauumio.

11. 3a HapyweHunsa 3akoHogaTenbcTBa Poccurckon Pepepauuun, COBEpPLUEHHbIE MNPU
npoBefEeHNN IKCMEPUMEHTA, €ro y4aCTHUKU HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO
3akoHogaTenscTtBoM Poccuinckon egepaunn.

12. KoHTponb 3a ncnonHeHnem TpeboBaHni, CBA3aHHbIX C NPOBEAEHNEM IKCNEPUMEHTA,
ocywiecTBnsaeTcs oegeparibHbIM OpraHoM UCMOSNHUTENbHOM BNAacTu, OCYLECTBAAOLLNM
YHKUMM MO KOHTPOMO W Hag3opy B cdepe 34paBOOXpaHeHusi, B nopsgke,
ycTaHoBneHHoM ®epepanbHbiM 3akoHoMm oT 31 uiona 2020 ropa N 248-03 "O
rocygapCTBEHHOM KOHTpone (Hag3ope) v MyHuuumnanbHOM KoHTpone B Poccuiickon
depepaymn”.

Crtatbs 56. I3rotoBneHne n oTnycK fiekapCTBEHHbIX NpenapaToB

1. W3roTtoBneHne nekapCTBEHHbIX MpenapaToB anTeYHbIMM  OpraHu3auusivMu,
BETEPVHAPHbIMW  anTeYHbIMW  OpraHuM3auusiMM,  MMEeLMMX  JIMLEH3UK  Ha
hapmMaueBTUYECKYO AeATENbHOCTb, OCYLLIECTBIISETCSA MO peLenTam Ha riekapCTBEHHbIe
npenapaTbl, N0 TPe6OBaHMAM MEANLMHCKMX OpraHn3aLumii, BeTEpPMHAPHbIX OpraHmM3aumn
B COOTBETCTBMM C MpaBunamMyv U3roTOBMEHMSI U OTMyCKa feKapCTBEHHbIX NpenapaTos,
YyTBEPXXAEHHBIMUN YNONTHOMOYEHHBIM (hedeparibHbIM OPraHOM UCMONTHUTENbHON BriacTw.

2. lpn WM3roToBNEHMUM NEKAPCTBEHHbLIX MpenapaTtoB anTeYyHbIMU OpraHM3aumsamu,
BETEPUHAPHLIMW  anTeYHbIMW  OpraHu3auusaMM,  UMEKLLMMU  JIMLUEH3UI0  Ha
dhapMaueBTUYECKYHO OEATENBHOCTb, UCMOMb3YHTCA NEKAapCTBEHHbIE Npenaparbl U (Unu)
dapmaueBTUYECKME CyOCTaHUUKM, BKITHOYEHHbIE COOTBETCTBEHHO B OCYAApPCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEeACTB AN MEOULUMHCKOrO NMPUMEHEHUS, roCy4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CPeaCTB AS1 BETEPUHAPHOrO MPUMEHEHUS, eOuHbIA PeecTp
3aperncTpupoBaHHbIX NIEKAPCTBEHHbIX CpeacTB EBpa3smMimnckoro aKOHOMMYECKOro cok3a B
YCTaHOBIIEHHOM nopsagke. He gonyckaeTcsl M3rotToBfieHUe anTeYHbIMU OpraHM3auusiMu,
BETEPUHAPHbIMM  anTeYHbIMW  OpraHMsauusiMy,  UMEKLWUMU  JIULEH3UIO  Ha
drapmaLeBTUYECKYHO NeaTenbHOCTb, nekapCTBEHHbIX npenapaTos,
3aperncTpupoBaHHbIX B Poccuickon depepaumm.
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3. MapKVIpOBKa JIEKapCTBEHHbIX npenapartos, M3roToOBJ1EHHbIX anTe4yHbIMn
opraHn3aunamMmn, seTepmHapHbiM anTevYHbiIMn OopraHmn3aundamMmm, nMerwmnmMm JIMUEeH3nto
Ha cbapmau,eBTquCKyro OeATesIbHOCTb, U O(bOpMJ'IeHVIe TakKnxX ripenapartoB AOJIKHbI
coOoTBeTCTBOBAThL NnpasuiiamM, yka3aHHbIM B HacCTu 1 HacTosiIen cTaTbM.

4. AnTeyHble oOpraHuM3auuu, BeTEepUHapHblE anTeyHble opraHusauum, uMmetoLne
NUUEH3NI Ha dapMaueBTUYECKYD OeATeNlbHOCTb, HeCyT OTBETCTBEHHOCTb 3a
HecobrogeHne npaBun U3roTOBIIEHUA W OTMyCcKa JfleKapCTBEHHbIX MpenapaToB B
COOTBETCTBUM C 3aKoHO4aTeENbLCTBOM Poccurickon degepaunn.

Cratbsa 57. 3anpelleHne npoaaxu danbcudUUMpPOBaHHbIX NEKAPCTBEHHbIX CPEACTB,
HeA06pPOKAYEeCTBEHHbIX NEKAPCTBEHHbIX CPeacTB, KOHTpadaKTHbIX EeKapCTBEHHbIX
CpeacTs

I'Ipop,a>|<a (baJ'IbCl/I(i)VIU,I/IpOBaHHbIX JIeKapCTBEHHbIX CpPencTB, He)J,O6pOKa‘-IeCTBeHHbIX
JIeKapCTBEHHbIX CpeacTs, KOHTpad)aKTHbIX JIEKapCTBEHHbIX CpeacTB 3arnpeLwaeTcd.

CtaTbs 58. XpaHeHWe NekapCTBEHHbIX CPEACTB

1. XpaHeHMe IeKapCTBEHHbIX CPeAcTB  OCYLLEeCTBMSETCS  MNPOU3BOAUTENSMU
NEeKapCTBEHHbIX CPEeACTB, OpraHM3auusMyM  OMNTOBOW TOProBNU  NekapCTBEHHbIMU
cpencTBamu, anTeyYyHbIMM opraHuMsaLusamu, BETEPUHaPHbIMK anTeyHbIMU
opraHusauusMu, UHAMBUAYaNbHbIMU NPeAnpUHMMaTENSIMU, UMEILWMMN NULEH3NI0 Ha
dapmaLeBTUYECKYO OEATENbHOCTb MMM NULEH3NIO Ha MEeOULMHCKY OesTenbHOCTb,
MEAVLIMHCKAMW  OpraHus3auusiMy, BeTepuHapHbIMW  OpraHu3aumsMn U UHbIMU
opraHvM3auusiMn, oCyLLLeCTBNAIOWMMN obpalleHne NekapCcTBEHHbIX CPeACTB. XpaHeHue
NEKapCTBEHHbIX CPEeACTB [Ons BETEPUHAPHOro MPUMEHEHUS opraHusaumsMm Wt
UHOMBMAYANbHLIMA  MNPEeAnpUHMMATENsIMA B CNy4vasix, €CNM OHW  UCMONb3YHTCS
WCKITIOUYUTENBHO NpU pasBefeHuu, BbipallMBaHUN, COAEPKaHUU N NEYEHUN KUBOTHbIX,
MOXET OCYLLUEeCTBNATbCA 0e3 NonyYeHuss nuueH3nn Ha dapMaLeBTUYECKYHO
[EeATenNbHOCTb.

2. lMNpaBuna xpaHeHUs NekapCTBEHHbIX CPeACTB YTBEPXKOAIOTCS COOTBETCTBYOLLUM
YNOJSIHOMOYEHHbIM (heeparnibHbIM OPraHOM UCMONTHUTENbHOW BracTu.

3. XpaHeHne HapKOTUYECKMX NEKAPCTBEHHbLIX CPEACTB, NCUXOTPOMHbIX FIEKapPCTBEHHbIX
CpencTB, pagnodapMaLEeBTUYECKNX FEKAPCTBEHHbIX CPEACTB OCYLLUECTBMSETCA B
COOTBETCTBUM C 3aKoHOAaTeNnbLCTBOM Poccurckon denepaumm.

Cratbsa 58.1. [lpegMeTHO-KONMMYECTBEHHbIN YYEeT JIEKAPCTBEHHbIX CPeacTB Ans
MeAMLMHCKOro NpUMeEHEHUS

1. MepeyeHb nekapcTBEHHbIX CPeacTB Anst MeaULMHCKOrO NMPUMEHEHWs!, NoAneXaLLmx
npeaMeTHO-KONMYEeCTBEHHOMY YYeTY, yTBepXKaaeTcsl YNorHOMOYeHHbIM deaeparnbHbIM
OpraHOM UCMOSTHUTENbHOW BracTw.

2. Mopsanok BKITHOYEHMST NEKAPCTBEHHbLIX CPEeACTB AN MEeAULMHCKOrO NPUMEHEHUS B
nepeyeHb NeKapCTBEHHbIX CPeaCTB ONA MEOUUMHCKOro MNPUMEHEHUd, noanexalimx
npeaMeTHO-KONM4YeCTBEHHOMY yyery, yCTaHaBnmBaeTcs YNOAHOMOY€EHHbIM
deaepanbHbIM OpraHoOM UCMOSTHUTESbHOM BRAcTX NO COrfacoBaHUio ¢ heaepanbHbIiM
OpraHoM UCMNOSTHUTENBbHOM BflAaCTU, YNONTHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.
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3. |-|pe,D,MeTHO-KOﬂquCTBeHHbIVI ydqeT JeKapCTBeHHbIX cpeacts And MeOUuUMUHCKOro
npuMmeHeHnda BeOyT NPoun3BOAUTENTN JTEeKapCTBEHHbIX CPencCTB, OopraHun3auunun OnToBOW
TOProeIin JieKkapCTtBeHHbIMKU CpeacTtBaMu, anTedHble OopraHu3auunn, nHameunayalribHble
npeanpunHumaTtenn, nMerwuwmne JnmueH3N Ha cbapmau,eBTw-leCKyro OeATesIbHOCTb U
JIMUEH3nKD  Ha  MeOUUUHCKYH  OeATeJIbHOCTb, n MeguumHcKkme  opraHunsauum,
ocyuwiecTtendwowme o6pau_LeH|/|e JIeKapCTBEHHbLIX CpeactB  And MeanLUMNHCKOro
npuMeHeHud, nytem permcrtpaymnm NOObIX CBA3AHHbIX C UX O6paLLl,eHVIeM OI'IGpGU,VII?I, npu
KOTOPbIX U3IMEHAETCA UX KOJIMYECTBO U (VIJ'IVI) COCTOdAHME, B CcreunaribHbIX XypHalax
yyeTa onepau,vu7|, CBA3aAHHbLIX C o6pameHmeM JIEKapCTBEHHbLIX CpeactB And
MeanUnHCKOro npnMeHeHun4 (/J,anee - cneunarbHble )KypHaJ'IbI).

4. I'Ipanma perncrpauunmn OI'IGpGLI,I/II7I, CBA3aAHHbIX C 06paLLleHVIeM JIeKapCTBEHHbIX
cpengcTte aond MegunumnHCKOro npmMMeHeHud, BKIHYEeHHbIX B MNnepedyeHb JIEKapPCTBEHHbLIX
cpenctse And mMeamumHCKOro npuMeHeHuaA, nognexawmx npegmMeTHO-KoOrnmm4yeCcTBeEHHOMY
yyeTy, B cCheuunalnbHbIX XypHaliaxXx u npasuna BedeHUA U XpaHeHUud crneunalribHbIX
XypHasoB yTBepXaakoTCcd YNOJIHOMOYEHHbIM cbe,u,epaanblM OopraHom NCMNOSTHNTENBbHOWN
BNnacTu.

5. KoHTponb 3a cobniogeHMem npasBun perucTpaumm onepauuin, CBA3AHHbIX C
obpaLlleHnemM nekapCcTBeHHbIX CPeACTB ANd MEAULNHCKOrO NPUMEHEHUS, BKNOYEHHbIX B
nepeyeHb nNeKapCTBEHHbIX CPeaCTB ANd MEeAUUMHCKOrOo MNPUMEHEHUd, noanexallmnx
npeaMeTHO-KONIMYECTBEHHOMY YYeTy, B CreumanbHbIX >XypHanax, a Takke 3a
cobrniogeHremM npaBun BEOEHUS U XpPaHEHUS crieumarbHbIX XXypHanoB Bo3naraeTcs Ha
YNOSIHOMOYEHHbIE  doeaeparnbHble  OpraHbl  MCMOMHUTENBbHOM BRacTM W OpraHbl
ncnonHuTenbHonM Bnactu cybbektoB Poccuinckon Pepepaumun, ocyllecTBnsawoLme
NUUEH3MpPOBaHME MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPeacTB, (hapmMaueBTUYECKON
AeATENbHOCTU U MEOULMHCKON [OesATenbHOCTW, U OCYLLEeCTBMSieTCA B pamKax
NNLLEH3NOHHOIO KOHTPOIIS.

Maea 11. YHUHITOXEHWE NEKAPCTBEHHbLIX CPELOCTB
Cratbsl 59. OcHOBaHMS 1 NOPAAOK YHUUTOXEHUS NeKapCTBEHHbIX CPeacTB

1. HepoOpokayecTBeHHblE fieKapCTBEHHblE  CpeacTBa, danbCUPULNMPOBaHHbIE
NeKapCTBEHHbIE CpeAcTBa MoafiexarT MU3bATUIO M3 OobpalleHUs U YHUYTOXEHUO B
nopsigke, ycraHosneHHom lNpasutenbctesoM Poccuiickon ®eaepauunmn. OcHoBaHueM ans
YHUYTOXEHUS NIEKAPCTBEHHbIX CPEACTB SIBMSAETCA peLleHne BnagenbLla nekapcTBEHHbIX
CpencTB, peELUEHME COOTBETCTBYIOLLErO YMNOSTHOMOYEHHOro denepanbHOro opraHa
NCMONHUTENbHOM BNacTu Unn peLLeHne cyaa.

2. KoHTpacdhakTHble nekapCcTBEHHbIE CpeAcTBa noanexar M3bAaTU U3 obpaleHus m
YHUYTOXEHMIO NO  pelwweHnio cyaa. [lopsgok  YHUUTOXEHUS  KOHTpadhakTHbIX
nekapCTBEHHbIX CPpeaCcTB YcTaHaBnueaeTcs [pasutensctBoM Poccuickon ®epepaumn.

3. Pacxogbl, cBA3aHHbIE C YHUYTOXEHMEM KOHTpadakTHbIX NEKapCTBEHHbIX CPEACTB,
HeAo06poKavyeCcTBEHHbIX neKapCTBEHHbIX cpencTs, hanbcnunumpoBaHHbIX
neKapCcTBEHHbIX CpeacTB, BO3MELLATCS UX BnagenbLeMm.

4. Bnapeney nekapCcTBEHHbIX CPeACTB [OOSMKeH npeacTtaBuTb B YNOSTHOMOYEHHbIN
beepanbHbIn - OpraH  UCMOSTHUTENbHOM BriacTU  OOKYMEHT WU 3aBEpPEeHHy B
YCTaHOBMEHHOM MopsagKke ero  Konuil, MoAaTBepxaawlwme @akT  YHUYTOXEHUA
NeKapCTBEHHbIX CPeaCTB.



5. CooTBETCTBYIOLUMI YNONTHOMOYEHHbIN dhefeparnbHbl OpraH UCNOSTHUTENBHOW BriacTy,
NPUHSABLINIA pelleHne 06 YHUYTOXEHUN NEeKapCTBEHHbIX CPEeACTB, OCYLIEeCTBAseT
KOHTPOIIb 33 UX YHUYTOXEHUEM.

6. YHUYTOXEHME NeKapCTBEHHbIX CPeACTB NPOU3BOAUTCH OpraHM3aunsamMm, UMeLLMMm
COOTBETCTBYHOLLYIO JIMLIEH3NIO, Ha crieumnanbHO 060pya0BaHHbIX NOWaaAKax, NofIMroHax
1 B crneumansHo obopygoBaHHbIX NOMeELLEHNAX ¢ cobnogeHnem TpebosaHmin B obnactm
OXpaHbl OKpyXawLllen cpedbl B COOTBETCTBMM C 3akoHoAaTeNnbCTBOM Poccuickon
depepauymn.

7. HapkoTun4yeckue nekapctBeHHble CpeaCcTBa, NCUXOTPOMHbIE NeKapCTBEHHbIE CPEACTBa,
pagvoapmMaLeBTUYECKNE NEKAaPCTBEHHbIE CPeACTBA YHUUTOXAKOTCS B COOTBETCTBUN C
3akoHogaTenbcTtBoM Poccuickon ®egepaunn.

asa 12. TOCYOAPCTBEHHOE PEIYNMPOBAHWE LIEH
HA NNEKAPCTBEHHbIE NMPEMNAPATbLI 114 MEOMLNHCKOIO NPUMEHEHNA

Cratbs 60. locynapcTBEHHOE perynnmpoBaHue LieH Ha NekapcTBeHHbIe npenapaTbl Ans
MeOULIMHCKOro NpuMeHeHus

1. Focyp,apCTBeHHoe perynumpoBaHne LUeH Ha JiekapCTBEHHbIE nNpenapartbl O
MeJNLUUNHCKOIo nNpuMeHeHnA OCyLLECTBIIAETCA NOCpeCTBOM:

1) yTtBepxaeHus [lpaButenbctBoM Poccunckon dPegepaumm nepeyHs XU3HEHHO
HeoOX04MMbIX N BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaToB, KOTOPbIN hopMUpyeTcs N He
pexe of4HOro pasa B rog nepecmaTpmMBaeTca B YCTAHOBIEHHOM UM NOpsiAKe Ha OCHOBE
KOMMMEKCHON OLEHKN NeKapCTBEHHbIX npenapaToB, BKNKYas aHanui3 ceefeHun o
CPaBHUTENbHOM KMUHMYECKON 3PFEKTUBHOCTM U 6Ee30MacHOCTM NEeKapCTBEHHOro
cpenctBa, OLEHKY OKOHOMWYECKMX MNOCNEACTBUA NPUMEHEHUSA  FIEKapCTBEHHOro
cpencrtBa M M3yvyeHue OO0MNOSHUTENbHbIX MOCNeACTBUN NPUMEHEHUSA NEKapCTBEHHOIO
cpencTBa;

2) yTBEPXOEHUS METOAMKN pacyeTa npeesibHbiX OTMYCKHbIX LieH Npoun3BoanTenen Ha
neKkapCTBEHHble MpenapaTtbl, BKMIOYEHHble B MepeyYeHb XMU3HEHHO HeobXxoauMbIX U
BaXHEWLMX JIeKapCTBEHHbIX npenapaTtoB, a Takke BHeAPEeHUs MexaHU3MOB
dopMMpPOBaHUS CUCTEMbI pePEPEHTHbLIX LIEH;

3) rocymapcTBEHHOW perucTpauuy npenenbHbiX OTMYCKHbIX LeH npousBoauTenen Ha
neKapcTBEHHbIe MpenapaTbl, BKMOYEHHble B MNepeyeHb XXM3HEHHO HEeobXOoAUMbIX W
Ba)XHEWLLUMX NeKapCTBEHHbIX NpenapaTos;

4) BeOeHUs rocyaapCTBEHHOrO peecTpa npeaeribHbIX OTNYCKHbIX LIeH Npou3BoauTenei
Ha nekapcTBeHHble npenapaTbl, BKIOYEHHbIE B NEpeveHb XU3HEHHO HEOOXOAUMbLIX U
Ba)XHEWLUMX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXaeHWss METOAMKM YCTAHOBMIEHUA OpraHamMuM WUCMOSTHUTENbHOW BracTu
cybbvektoB Poccuickon Pepepaumm npegenbHbIX pasMepoB OMTOBbIX HaabaBOK U
npegenbHbiX pa3MepoB PO3HUYHbIX HA40aBOK K (PAKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBIEHHbIM MPOU3BOAUTENAMU NEKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIe
npenapatbl, BKMYEHHblE B MNEpPeYEeHb >KU3HEHHO HeOoOXOOUMbIX W  BaXKHEWLLMX
NeKapCTBEHHbIX Npenaparos;



6) ycTaHOBNeHUs npeaerbHbIX pa3MepoB OMNTOBbIX HAA0aBOK M NpedernbHbIX pasMepoB
PO3HWYHbIX HaAbaBOK K  (PaKTMYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBIIEHHbIM
NPON3BOAUTENAMWN JEKApCTBEHHbIX MpenapaTtoB, Ha neKkapCTBEHHble npenapaThbl,
BKIIOYEHHbIE B MepeyeHb XXU3HEHHO HEeODXOAUMBIX UM BaXKHEWLINX NeKapCTBEHHbIX
npenapaTos;

7) yTBEpXOeHNA nopsagka Bblgayu npegnucaHuii opraHaMm UCMOSHUTENbHOW BRnacTu
cybbektoB  Poccunckon  depepaumm 0 nNpuvBedeHUMM B COOTBETCTBME  C
3akoHoaTenbcTBOM Poccuiickon degepaumm peweHnn o6 ycTtaHoBEHUM NpeaenbHbIX
pasmepoB ONTOBbLIX HagbaBoK W npefenbHblX pa3MepoB PO3HUYHbIX HagbaBoK K
akTU4ECKUM OTMYCKHbIM LieHaM, YCTaHOBJSIEHHbIM NPOU3BOAUTENAMMU JTIEKAPCTBEHHbIX
npenapaToB, Ha feKapCTBEHHbIE MpenapaTtbl, BKIOYEHHble B MNEepevYeHb XXU3HEHHO
HEOOXOOUMbBIX W BaXKHEWLLMX JIEKAPCTBEHHbIX MpenapaTtoB, €CnNU OHW MPUHATbI C
HapyLleHnem 3akoHogaTenbcTBa Poccuinckon ®epepauyuu, B nopsiake, yCTaHOBIEHHOM
MpaBsutensctBoM Poccuinckon degepaumm;

8) HanpaBneHus1 ynosIHOMOYEHHbIM heaeparnbHbIM OPraHOM UCMNOSTHUTENBHOW BRacTu
opraHam UCnonHUTENbHOWM BnacTn cybbekToB Poccurckon denepaumm npeanmucaHnum o
npusegeHNN B COOTBETCTBME C 3aKoHoAaTenbCcTBOM Poccuinckon degepaunmn npUHATLIX
C HapyLeHneM 3akoHogaTtenbcTBa Poccuiickon ®efepaunm peleHnin ob ycraHoBneHUm
npefenbHbIX pasMepoB ONTOBbIX Ha40aBOK WM MNpefernbHbiX pPasmMepoB PO3HUYHBIX
HagbaBOK K LileHaM Ha fiekapCTBEHHbIE npenapaTbl, BKAKOYEHHbIE B NepeYeHb XXNU3HEHHO
HeobX0OMMbIX N BaXKHEWLLMX NeKapCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHnsa henepanbHOro rocyaapcTBEHHOro Haasopa B cdepe obpalleHus
NEKapCTBEHHbIX CPEeACTB M PErmoHanbHOro  roCydapCTBEHHOrO  KOHTPONs  3a
NPUMEHEHNEM LIEH HA NleKapCTBEHHbIE NpenapaTtbl COOTBETCTBEHHO YNOSTHOMOYEHHbIMU
deaepanbHbIMKM  OpraHamMu MUCNOSTHUTENBHOMW BRactTM M opraHaMyv WUCMONHUTESNbHOWN
Bnactn cybbvektoB Poccunckon dPepepauum COrfnacHO UX KOMNETeHUMW B nopsgke,
ycTaHoBneHHoM [paBuTtensctBom Poccurickon ®enepauuu;

10) NnpumMeHeHns NpeayCMOTPEHHbIX 3akoHoaaTenbcTBOM Poccunckon degepaumm mep
OTBETCTBEHHOCTM 3a HapylleHue nopsgka LeHoobpasoBaHWSA Ha feKapCTBEHHble
npenapatbl, BKMOYEHHble B MepeyYeHb >KU3HEHHO HeobXOOUMbIX W  BaXKHEWLLMX
neKkapCcTBEHHbIX NpenapaTos.

2. B ycnoBusix uypesBbldanHOM cuTyaumm wu (Unv) npuv BO3HUKHOBEHMU Yrpo3bl
pacnpocTpaHeHus 3abonesaHusl, NPeACTaBASOLWEro ONacHOCTb AN OKpyXalLwnx, a
TaKke B Criyyae, ecnu B TeyeHue TpuauatTyu KaneHgapHbIX AHEW nocrie MpUHATUSA
MpaButenbctBom Poccunckon defepaumm pelwleHuss O NpoBeAeHUM MOHUTOPUHra
PO3HUYHbIX LIEH Ha NeKapCTBEHHbIe NpenapaTbl, He BKITOYEHHbIE B NepeveHb XXU3HEHHO
HeOBXOAMMbIX U BaXXHEWLLMX NIEKapCTBEHHbIX NpenapaToB, Ha TEPPUTOPUAX CyObEKTOB
Poccuinckon denepaumm BbISBIIEH POCT PO3HUYHbIX LIEH Ha YKa3aHHble NeKapCTBEHHbIE
npenapaTtbl Ha TpuauaTb NpoueHToB 1 Bonee, MNpaButenscTBo Poccuinckon denepaumm
BNpaBe YCTaHOBUTb MpeAernbHble OTNYCKHblE LieHbl MPOM3BOAUTENEN Ha YKa3aHHbIe
nekapCTBEHHble Npenapartbl, NpeaenbHble pa3mepbl ONTOBbIX HAA0aBOK U NpeaenbHble
pasmepbl PO3HUYHbIX HaA6aBOK K PaKTUYECKUM OTMYCKHbIM LleHaM Npou3BoguTenen Ha
yKa3aHHble nekapcTBeHHble npenapatbl. [lepedyeHb nekapCTBEHHbIX npenapaTtoB, He
BKIMIOYEHHbIX B MNEPEeYEeHb XU3HEHHO HeOobXOOMMbIX WU BaXHEWLMX NeKapCTBEHHbIX
npenapaTtoB, W MOpPAOOK ero opmupoBaHua onpegenawTcsa [lpaBuTenbcTBOM
Poccunckon ®enepaunn.



3. B TeyeHue geBsHOCTa KaneHAapHbIX OHEW CO AHSA yTBepxaeHus [NpaBuTtenscTBOM
Poccunckon ®epepaumm nepeyHsi, yKasaHHOro B YacTu 2 HaCTOsWeEW cTaTbW, He
A0MNyCKalTCs peannsauns 1 OTMyCK BKITHOYEHHbIX B HEMO FIeKapCTBEHHbIX NpenapaToB No
LueHam, npesbIlaLWnM npegenbHble OTMYCKHbIE LieHbl Mpon3BoauTenen Ha ykasaHHble
neKkapCTBEHHbIE Npenaparbl, NpeaenbHble pa3Mepbl ONTOBbIX HaAbaBOK M NpeaenbHbIe
pasMepbl PO3HUYHbIX HAaAbaBOK K dakTUYEeCKUM OTMNYCKHbIM LieHaM npomsBoauTenen Ha
yKasaHHble NiekapCTBEHHbIEe npenapaTtbl C y4eToM Hanora Ha AobaBfieHHy0 CTOMMOCTb.

Cratbsl 61. FlocygapcTBeHHas peructpaums u nepeperncTpaumns npeaenbHbIX OTNYCKHbIX
LEeH nNpou3BOAMTENEN Ha NeKapCTBEHHble MnpenapaTbl, BKMYEHHbIE B MEepeYeHb
XM3HEHHO HEOBXOAMMbIX 1 BaKHEMNLLMX NEKAPCTBEHHbIX NpenapaToB

1. lNpepenbHaa oOTNyCKHasi UeHa MpPOU3BOAUTENS Ha JieKapCTBEHHbIM npenapar,
BKITIOYEHHbIN B MNepevYeHb XU3HEHHO HEOOXOAMMBbIX UM BaXKHEWLUMX JIEKapPCTBEHHbIX
npenapaTtoB, NOAMNEXUT roCyAapCTBEHHOW perncTpaumm B nopsigke, yCTaHOBIIEHHOM
MpaButenbctBom Poccuickon depepauum, Ha OCHOBaHWW MpPenCTaBfIEHHONO B
YNOSTHOMOYEHHbIN  doefeparnbHbli - OpraH  UCMNOSIHUTENbHOW  BracTu  3asiBrieHUs
aepxartena wnu Brnagensua pPerncTpaumoHHOro YyAOCTOBEPEHUSI JleKapCTBEHHOIMO
npenapata (YnosIHOMOYEHHOro UM fua).

2. 3aperucTpupoBaHHasi npegefsibHas OTNyCkHas LUeHa nNpou3BOAUTENS  Ha
NEeKapCTBEHHbIN npenapaT, BKIYEHHbIA B MepeyYeHb XMU3HEHHO HeobXoaUMbIX W
Ba)KHEMLLUMX NEeKapCTBEHHbIX NMpenapaToB, MOXET ObITb NepeperMcTpupoBaHa B CTOPOHY
yBENUYEHUS OOWH pa3 B KafeHgapHOM rody Ha OCHOBaHWW MpeacTaBfeHHOro B
YNOSTHOMOYEHHbIN doeaeparibHbIn OpraH UCNOSTHUTENBHOM BRacTn Ao 1 oKTabps Kaxkgoro
roga 3asiBfieHus aepxatend wnu Bnagenbla pPernctpaumoHHOro  yooCTOBEPEHUS
riekapcTBeHHOro npenapara (YnofIHOMOYEHHOrO UM nvua).

3. BapeructpupoBaHHasi npegenbHas  OTNYCKHAsi LeHa npou3BoauTenss Ha
NeKapCTBEHHbIA MpenapaTt, BKMYEHHbLIN B MepeyeHb XM3HEHHO HEeOOXOAMMbIX U
Ba)XHEWLUMX NeKapCTBEHHbIX NpenapaToB, MOXET ObITb NepeperncTprupoBaHa B CTOPOHY
CHWXEHUS1 Ha OCHOBaHWW NPEACTaBIIEHHOINO B YMONIHOMOYEHHbI dheaeparnbHblid opraH
WCMNONMHUTENbHOW BNAcTW 3asiBMieHWUs AepXaTens wnv Bragenbla perMcrpaunoHHOro
YyAOCTOBEPEHMS NNEKAPCTBEHHOTO NpenapaTa (YNofHOMOYEHHOro UM nnua).

4. [epxaTenb wunu Brageney pernctpauyMoHHOro YAOCTOBEPEHUS NEKapCTBEHHOMO
npenapata (ynofHOMOYEHHOE MM nULO) 00s13aH NpeacTaBuUTb B YNOSTHOMOYEHHbIN
doefepanbHbI - OpraH  UCMOSHUTENbHOM BRacTu 3asiBfieHMe O repeperucrpaunm
3aperncTpupoBaHHON nNpeaenbHON OTNYCKHOM LIeHbl NPOM3BOAUTENSA HA NIEKAPCTBEHHbLIN
npenapart, BKMOYEHHbIN B NepevYeHb XU3HEHHO HeoOXOAMMbIX W BaXXHEWLnX
NeKkapCTBEHHbIX NpenapaToB, B CTOPOHY CHMKEHUSA B CrieyoLWMX CryYasnX:

1) CHWXeHMe LeHbl B MHOCTPAHHOW BamnTe Ha NEKapCTBEHHbIA npenapaT B CTpaHe
npomsBoauMTens u (MnNn) B CTpaHax, B KOTOPbIX JieKapCTBEHHbIM npenapar
3aperncTpupoBaH u (UnnM) B KOTOPbIe MNOCTaBMSAETCA NPON3BOANTENEM;

2) cHwKeHVMe UeH Ha pedepeHTHble neKapCTBEHHble npenapaTbl B COOTBETCTBUM
Cc nyHKTOM 1 HacToswen 4actu (4NA  COOTBETCTBYHOLMX  BOCMPOU3BEAEHHbIX,
H6uoaHanorosbix (6MONOAOGHbLIX) NeKapCTBEHHbIX NpenapaToB);

3) npeBblleHMe npeneribHOM OTMYCKHOW LeHbl Ha NepBblid BOCNPOU3BELEHHbIN,
GuoaHanoroBbii  (6UONOAOGHbLIN)  feKapCTBEHHbIM  NpenapaT  MHOCTPAHHOro
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NpPou3BOACTBa Hag npedesibHOM OTNYCKHOW LEeHOW npou3BoAUTENst Ha BTOPOW
BOCNpPOu3BEAEHHbIN, BunoaHanoroBbin (6MONOAOOHbIN) NEeKapCTBEHHbIM  npenapar,
pacCcYMTaHHONW B COOTBETCTBMM C METOLMKOMW, YTBepXAeHHon [lpaBuUTenbCTBOM
Poccuinckon ®epgepaunu;

4) npeBblleHWe npenensHOM OTMYCKHOW LeHbl Ha nepBbii BOCNPOU3BEAEHHbIN,
OvoaHanoroBbin  (6bUoONO4OGHbLIN)  NEKapCTBEHHbIM  npenapaT  Npou3BOAUTENS
rocygapcrea - YrieHa EBpasninckoro 3KOHOMMYEeCKOro coro3a Haz npeaesibHon OTnyCKHOM
L,eHOM NPOM3BOANTESNS Ha BTOPOM BOCMpOM3BeaeHHbIN, BroaHanorosbin (6MonogobHbIN)
NeKapCTBEHHbIN npenapaT npou3BoguMTend rocygapcrea - u4neHa EBpasuiickoro
39KOHOMMYECKOro CoK3a, pacCYUTaHHOM B COOTBETCTBMM C METOOUKOW, YTBEPXOEHHON
MpaBsutensctBoM Poccumnckon denepaumn.

5. Topsgok nepeperncrpaumm 3apermcTpupoBaHHbIX MpedenbHbIX OTMAYCKHbIX LEeH
nNpou3BoAUTENEN Ha NeKapCTBEHHbIE NMpenapaThl, BKIIOYEHHbIE B NepeyYeHb XU3HEHHO
HeoOXoOMMbIX M BaXHEWWWX  JIeKapCTBEHHbIX  MnpenapatoB, B  criydvasx,
npeayCcMOTPEHHbIX YacTamu 2 - 4 HacTosLWEN cTaTby, yCcTaHaBnMBaeTcs
MpasutensctBoM Poccuinckon denepaunu.

6. OKOHOMMYECKMI aHanuM3 npeaenbHOM OTMYCKHOW LeHbl MNpouM3BOAMTENs Ha
NEKapCTBEHHbIN npenapaT, BKMOYEHHbIN B MepedYeHb >XM3HEHHO HeobxoouMbIX W
BaXKHENLLMX NEeKapCTBEHHbLIX MpenapaToB, Npu ee rocyaapCTBEHHOW perncTpaumm unm
nepeperncTpaunm ocyllectenseTca deaepanbHbiM OpraHoOM UCMONHUTENBHON BNacTu,
OCYLLECTBNALWMM (PYHKLMN MO MNPUHATUIO HOPMATUBHbLIX MPaBOBbIX akTOB U KOHTPOIO
3a cobnogeHnem 3akoHoaaTenbcTBa B cdepe rocyaapCTBEHHOMO perynmpoBaHus LieH
(TapudpoB) Ha ToBapbl (ycnyru).

7. PacyeT npefesibHbIX OTNYCKHbIX LIEH, YKa3aHHbIX B YacTsax 1 U 2 HacTosiIwen ctaTbu,
npu WuX rocygapCTBEHHOM pernctpauun unu nepeperncTpaumm OocyLecTBAgeTcs B
COOTBETCTBUM C METOAMKON, yTBEpXKAeHHOM [NMpaButensctBom Poccuinckon ®eagepauunm
N yYMTbIBaKOLLEN B TOM YUCTIE:

1) cobniogeHne 6GanaHca WHTepecoB nOTpebuTenen nekapCTBEHHbIX MNpenapaTos,
BKITIOYEHHbLIX B MEPEYEeHb XXM3HEHHO HEeOOXOOUMBIX W BaXHEWLIMX JeKapCTBEHHbIX
npenapartoB, 1 NPOVU3BOANTENEN NEKaPCTBEHHbIX MPenapaToB, BKMOYEHHbIX B NEpeYeHb
XM3HEHHO HEOOXOOUMBIX N BXKHENLLMX NTEKAPCTBEHHbIX NPENapaTos.;

2) aKkTU4ecKyro OTMYCKHYK LIEHYy Ha JlekapCTBEHHble npenapaTtbl B Poccuinckon
depepaummn, LeHy BBO3a feKapCTBEHHbIX npenapaTtoB B Poccuinckyo denepaumto, a
TaKke LeHbl Ha aHanornyHble nekapcTBEeHHbIe NpenapaTbl, Haxoadwmecsa B obpaLleHnn
B Poccunckon depepaunu;

3) 3atpaTbl npou3BOOUTENS reKapCTBEHHOro rpenapata Ha MNPOU3BOACTBO U
peanusauuio NnekapcTBEHHOro npenapaTa;

4) UeHy Ha nekapcTBEHHbI Npenapar, ero LeHy B CTpaHe Npou3BoAUTENS U B CTpaHax,
B KOTOpbIX Jl€eKapCTBEHHbIA nNpenapaTt 3aperucTtpMpoBaH W (Unu) B KOTOpble
nocTaBnsieTcs NPoM3BOAUTENEM.

8. He ponyckatoTcs peanusaumsi U OTNYCK NEKAPCTBEHHbIX NpenapaToB, BKMYEHHbIX B
nepeyeHb >XU3HEHHO HEeobXOAUMbBIX W BaXKHEWLMX NeKapCTBEHHbIX MpenapaToB, Ha
KOTOpble MPOU3BOAUTENSIMM EeKapCTBEHHbIX MNpenapaToB He 3aperMcTpupoBaHa
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npegeribHad OTnyCkHad UeHa, peanu3auma npomssognuTeniaMm  JNeKapCTBEHHbIX
npenaparoB no LeHaMm, npesbllLlaro WM 3aperncTpnpoBaHHbIE nin
nepeperncTtpupoBaHHble rnpeneribHblie OTMYCKHbIE LUEHbl Ha JIEKapPCTBEHHbIE MpernapaTtbl
C y4eTOM Hallora Ha ,EI,O6aBJ'IeHHyI-O CTOMMOCTb.

9. OcoBGeHHOCTM TOCYyAapCTBEHHOIO PEerynMpoBaHusa npeneribHbIX OTMYCKHbIX LEeH
NPoOn3BOAMTENEN Ha NEeKapCTBEHHbIE NMpenapaThbl, BKIIOYEHHbIE B NEpPeYeHb XU3HEHHO
HEeobXoOMMbIX W BaXXHEWLUMX JEeKapCTBEHHbIX MpenapaTtoB, B 3aBUCMMOCTU OT
9KOHOMWUYECKMUX M (MNn) couManbHbIX KpUTepUeB (M3MEHEHWEe YCroBUKW, nopsgka u
CTOMMOCTW NPOM3BOACTBA NEKAPCTBEHHbIX NpenapaToB, UCMOMb30BaHME HOBLIX hOpM,
METO4OB WM CrnocobOB rocyqapCTBEHHOIO pPEerynMpoBaHnst LEH Ha feKkapCTBEHHble
npenapaTbl, B TOM 4YUCfle Ha OCHOBE MexaHu3ma pedepeHTHOro LeHoobpas3oBaHuS,
N3MEHEeHUN nopsaka okasaHnsa MeAMLMHCKOM NOMOLLN, U3BMEHEHME Kypca MHOCTPaHHOM
BantoTbl W WHble WU3MEHeHus) ycTaHaBnuBatoTca [lpaBuTenbcTBOM Poccuinckon
depepauymn.

CrtaTbs 62. [OCyaapCTBEHHbIN peecTp npeaenbHbIX OTAYCKHbIX LIeH Npon3BoguTenen Ha
NeKapCTBEHHblE npenapaTbl, BKIOYEHHblIE B MNepevYeHb XXU3HEHHO HeobXoaUMbIX W
Ba)KHEMLLUMX NekapCTBEHHbIX NpenapaToB

1. 3aperncTpmpoBaHHbIE MNU NepPeperncTpupoBaHHbie NpeaeribHble OTMYCKHbIE LEHbI
npou3BoANTENE Ha NeKapCTBEHHble npenapaThbl, BKIHOYEHHbIE B NepeyeHb XXU3HEHHO
HEOOXOAUMbIX U BaXXHEWLLMX NEeKapCTBEHHbIX MpenapaTtoB, noanexaT BKIYEeHUo B
roCcyJapCTBEHHbI PeecTp MpedenbHbiX OTMYCKHbIX LEeH nNpou3BoAUTENeEn Ha
neKapCTBEHHble NpenapaTtbl, BKMHOYEHHbIE B MNepeyYeHb XXU3HEHHO HeobXxoauMbIX W
Ba)KHEMNLLMX NeKkapCTBEHHbIX NpenapaTos.

2. locymapcTBeHHbLIM peecTp npefernbHbIX OTMYCKHbIX LeH npou3BoguTenen Ha
NeKapCTBEHHbIE npenapaTbl, BK/IOYEHHblIE B MNepevYeHb XXU3HEHHO HeobXoauMbIX U
Ba)KHEMLUMX IEKAPCTBEHHbIX NpenapaTtoB, COAEPXUT B cebe crneayoLLyto HGOopMaLuio:

1) HanmeHOBaHMe [fepXaTensa Wunu Bnagenbua pPerucTpauuoHHOro YyAoCTOBEPEHUS
NleKapCTBEHHOro npenapaTta, HaMMEHOBaHME NPOM3BOAUTENS  NEeKapCTBEHHOro
npenaparTa, CBeAEeHUs1 O perncTpaunm gepxatens unu Bnagensua perncTpaumoHHOro
yOOCTOBEPEHUS NTEKAPCTBEHHOMO NpenapaTa, CBeAeHUs 0 perncTpawlmm nponssBoanTens
NeKapCTBEHHOro npenapara Ans  MeguuMHCKOro  NPUMEHEHWA B KayecTBe
HanoronnaTenbluka B CTpaHe pernctpaumm (Ons POCCUMCKUX PUOUNYECKUX UL, -
NOEHTUMPUKALUNOHHBLIM  HOMep  Hanoronnatenbwuka (MHH), ans  MHOCTpaHHbIX
IOPUANYECKUX NNL, - CTpaHa perucTpauum, HaMMeHOBaHWEe PEerMcTpupyroLLero opraHa,
PEerMcTpauuoHHbIi  HOMEP, KO HamnoronnaTenbluka B CTpaHe perncrpaumm
(MHKOpNopauumn) unn ero aHanor), MeCcTo HaxoXaeHust MPOU3BOACTBEHHbLIX NIIOLLAA0K,
y4yacTBYHOLLUMX B MNpPOLIECCE MPOM3BOACTBA NEKAPCTBEHHOrO npenapara, C ykasaHuem
cTaguu npouecca NnponsBoacTBa;

2) HauMeHOBaHWe NeKapCTBEHHOTO Npenaparta (MexxayHapoAHOe HenaTeHToOBaHHOE, UIn
rPYNNMPOBOYHOE, UMM XMMUYECKOE U TOProBOE HAaMMEHOBaHUS);

3) HoMep perMcTpauMoHHOrO YAOCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa;

4) nekapcTBeHHas dopma C ykaszaHMeM O03UPOBKWN NIEKAPCTBEHHOro npenapara u ero
KonmyecTBa BO BTOPMYHON (MOTPEBUTENBCKOM) YNAKOBKE, a TaKKe KOMMMNEKTHOCTb;



5) 3aperncTpmpoBaHHas npeaenbHasi OTNyCKHas LeHa Ha NekapCTBEHHbI npenapart B
pyonsix;

6) gaTta M HoMep npukasa yrnorHOMOYEHHOro oedepanbHOro opraHa UCMONMHUTENbHOM
BMacTU O rocy4apCTBEHHOWN perncTpaunm unv nepepernctpaumm npeaenbHom OTnycKHON
LieHbl Ha NeKapCTBEHHbIN Npenapar, BKMOYEHHbIN B NepevYeHb XU3HEHHO HEOBXOANMbIX
N BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos;

6.1) pata BCTynneHuss B Cury npukasa YnoOfIHOMOYEHHOro deneparnbHOro opraHa
WCMONHUTENbHOM BNacTM O rocyfapCTBEHHOW perncrpaumm wunu nepeperncrpaumnm
npenenbHOM OTMYCKHOM LeHbl Npou3BOAUTENSA Ha JeKapCTBEHHbIW npenapar,
BKIMIOYEHHbIN B MNEepedYeHb XU3HEHHO HEOOXOOAUMbIX N BaKHEMWLWUX JleKapCTBEHHbIX
npenaparTos;

7) WTPUXOBOM KOO, HAHECEHHbIN Ha BTOPUYHYK (MOTPEBUTENbCKYIO) YMNakoBKY
nekapcTBEHHOro npenaparTa;

8) KOO nekapcTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM
Krnaccudukaumm, pekomeHgosaHHon BcemmpHom opraHnsaumen 3apaBooXpaHeHust.

3. FN'ocypapcTBeHHast peructpaums unu nepepernctpaums npenenbHbiX OTMYCKHbIX LeH
Ha NeKapcTBEeHHble npenapaThbl, BKMOYEHHbIE B NEPeYeHb XU3HEHHO HEeobOXoauUMbIX U
BaXXHENLLMX JIEKAapPCTBEHHbIX MpenapaToB, BedeHMe roCyJapCTBEHHOrO peecTtpa
npegenbHbiX OTMYCKHbIX LEeH MpouM3BOAUTENEN Ha JleKapCTBEHHble npenapaTsbl,
BKINIOYEHHbIE B MNEPeYeHb XU3HEHHO HEeOoOXOOMMbIX M BaXKHEMLUUX neKapCTBEHHbIX
npenapatoB, OCYLLIECTBMAKTCA B NoOpsake, YCTaHOBMEHHOM [lpaBuUTENbCTBOM
Poccuinckon ®egepaunn.

CrtaTbs 63. YcTaHOBNEHNE opraHaMmu UCMONHUTENBbHOW BnacTu cybbekToB Poccumnckon
depepaumn npepenbHbIX pasMepoB OMTOBbIX HaAbaBOK WM NpefdenbHbIX pasmMepoB
PO3HUYHBLIX HaO0aBOK K  (PakTUYECKMM  OTMYCKHbIM  LleHaM, YCTaHOBMEHHbIM
NPOUN3BOANTENSAMWN FEeKapCTBEHHbIX MNpenapaTtoB, Ha NeKkapCTBEHHble npenaparhbl,
BKMIOYEHHbIE B MepeyYeHb XWM3HEHHO HeoBXOAMMbIX W BaXKHEWLLMX feKapCTBEHHbIX
npenaparos

1.  OpraHbl  ucnonHuTenbHOW Bnactm cybvektoB  Poccuiickon  depepaumm
yCTaHaBNUBAOT NpefenbHble pa3Mepbl OMNTOBbIX HA40aBOK U npederbHble pasmepbl
PO3HMYHbLIX HagbaBOK K (paKTUYECKMM OTNYyCKHbIM uUeHam (6e3 y4veTa Hanora Ha
A0GaBNEHHYI CTOMMOCTb), YCTAHOBMIEHHbIM MNPOU3BOAUTENAMU  NEKapPCTBEHHbIX
npenapatoB, Ha IleKapCTBEHHble nNpenapaTtbl, BKMOYEHHble B MNepeyYeHb XXU3HEHHO
HeoOXOAMMbBIX W BaXHEWLWWUX feKapCTBEHHbIX MpenapaToB, B COOTBETCTBUN C
yTBEPXOEHHOWN B nopsiake, ycraHoBreHHOM [paButensctsom Poccuinckon denepauuu,
METOANKOWN YCTaHOBIIEHMSI OpraHamMn MCMNOSNTHUTENbHOW BrnacTu cydbekToB Poccuiickomn
depepaumn npepenbHbIX pasmMepoB OMTOBbIX HaAbGaBOK WM nNpedenbHbIX pasmepoB
PO3HUYHBLIX HaO0aBOK K  (PaKkTUYECKMM  OTMYCKHbIM  LleHaM, YCTaHOBMEHHbIM
NPOV3BOANTENSAMWN JEKAPCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBEHHbIE MpenapaTbl,
BKMIOYEHHbIE B MEpPeYeHb XM3HEHHO HEeOoBXOOUMbIX U BaXHEWLIUX FeKapCTBEHHbIX
npenapaTtoB. [1poOeKkTbl pEeLeHnn OpraHoB WCMOSTHUTENBbHON BNacTM CyObeKToB
Poccuiickon ®epgepaumm 06 ycTaHOBNEHUN U (MN) N3MEHEHUN NpefenbHbIX pa3MepoB
ONTOBbIX HagbaBOK M NpeferibHbIX pasMepoB PO3HUYHbIX HaabaBOK K (PakTUYECKUM
OTMYCKHbIM LileHaM, YCTaHOBIIEHHbLIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPenapaToB, Ha
NeKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MEpeYeHb XM3HEHHO HeobXoauMbIX U



Ba)KHEMLLUMX SIeKapCTBEHHbIX Npenapartos, Noasiexart cornacoBaHuio C YNorHOMOYEHHbIM
beepanbHbIM OpraHoOM WCMOSIHUTENBbHOW BracTu, OCYLLEeCTBAAWUM (YHKUMM NO
NPUHATUIO  HOPMAaTMBHbLIX MPaBOBbIX aKTOB W  KOHTPOMK 3a cobntogeHnem
3aKkoHofaTeNnbCcTBa B cdpepe rocygapCTBEHHOrO perynvpoBaHust ueH (TapudoB) Ha
ToBapbl (ycnyru), B nopsgke, YyctaHoereHHoMm [lpaButensctBoM Poccunckon
depepauymn.

2. OpraHuzauyum ONTOBOM TOProBAW JfEKAapCTBEHHbIMW CpPeACTBaMW, anTeuYHble
opraHusauun, WHAMBMAOYanbHble MpeanpuHUMaTteny, UMelLlWmMe JNULEH3N  Ha
hapmaLeBTUYECKYIO OEeATENbHOCTb, MEAULMHCKNE OpraHu3aunmn, UMerLmne NMLeH3no
Ha ¢apMaueBTMYECKYIO [OeATeNbHOCTb, M UX 060cobneHHble noapasgeneHns
(ambynatopun, enbawepckue u - genbalepcKko-akylWepckne MNyHKTbl, LEeHTPbI
(oToeneHna) obuien BpadyebHON (CEMENHON) NPaKTUKW), PacnoOSIOXKEHHbIE B CENbCKUX
HaceneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3auunmn, OCyLeCcTBNAOT
peanu3auunio NeKkapCTBEHHbIX NpenapatoB, BKAKYEHHbIX B MNepevYeHb XU3HEHHO
HEOOXOAMMbBIX W BaXHEWLWWUX JEeKapCTBEHHbIX MpenapaTtoB, MO LeHaMm, KoTopble
dopmMUpyOTCA B COOTBETCTBMM C MNOPSAKOM, YCTaAHOBMEHHbIM [1paBUTENBCTBOM
Poccuiickon depepaumn, 1 ypoBeHb KOTopbix (6e3 yyeTta Hamnora Ha OoGaBneHHyH
CTOMMOCTb) He [OfKeH npeBbllwaTb CyMMYy (PaKTMYEeCKOM OTMYCKHOM  LieHbl,
YCTaHOBMNEHHOW NPOM3BOAUTENEM J1I€KAapCTBEHHOrO npenaparta, He npeBbillatoLLen
3aperMcTpMpoBaHHON WM  NEepPeperncTpupoBaHHOW MNpeaenbHOM OTNYCKHOM  LiEeHbI
npounsBoanTens (Ha gaTty peanuMsaunm NekapCcTBEHHOro npenapara npon3BoanTenem), 1
pa3mepa onToBoW HagbaBku 1 (MnNKn) pasmepa PO3HMYHOW HaabaBKW, HE NPeBbILLALLNX
COOTBETCTBEHHO pasmepa npegenibHoOn onToBoM HagbasBkm wu (unu) pasmepa
npegenbHOM pPoO3HMYHOW HagbaBKM, YCTaHOBIEHHbIX B cybbekte Poccuiickomn
depepauymn.

3. OpraHbl ncnonHUTeNbHOM BriacTn cybbekToB Poccuickon depepaumm pasmeLlaroT B
cetn "MHTepHeT" MHpopMaLmio 0 3aperncTpupoBaHHbIX NpeaenbHbIX OTMYCKHbIX LieHaX
NpPoOn3BOAMUTENEN Ha NEeKapCTBEHHbIE NMpenapaThbl, BKOYEHHbIE B NEepPeYeHb XKU3HEHHO
HeoOXoOMMbIX W BaXHEWLUMX JEeKapCTBEHHbIX npenapatoB, 06 YCTaHOBMEHHbLIX B
cybbekTe Poccurickon deagepauunn npeaenbHbiX pasmepax OnToBbIX HaabaBoK M (Mnn)
npegenbHbIX pasmepax PO3HMYHbIX HaAbaBOK K YCTAHOBIIEHHbIM MPOU3BOAUTENSIMU
NEeKapCTBEHHbLIX NpenapatoB (akTUYECKUM OTMYCKHbIM LiEHaM Ha JleKapCTBEHHbIE
npenapaTbl, BK/MOYEHHbIE B MEpPeYeHb >XU3HEHHO HEOOXOOMMbBIX W BaXXHEWLLUX
NEeKapCTBEHHbIX MpenapaToB, a Takke O CyMMe 3aperMcTpMpoBaHHbIX MNpeaenbHbIX
OTMYCKHbIX LEH MNPOM3BOAUTENEN Ha NEKapCTBEHHblE Mpenapartbl, BKMOYEHHbIE B
nepedYeHb >XMU3HEHHO HEeoOXOOMMbBIX W BaXKHEWLLMX JEKapCTBEHHbIX MpenapaTos,
YCTaHOBIEHHbIX B cyobekTe Poccuinckon degepauymm npeaenbHbIX pasMepoB ONTOBbIX
HagbaBoOK M nNpedenbHbIX Ppa3MepoB PO3HUYHBIX HAaAbaBOK M Hanora Ha gobaBneHHYo
cTtoumocTb. IHghopmauma, npeaycMoTpeHHas HaCcTosLLEN YacTblo, AOJHKHA HaxXo4UTbCS
TaKkKe B anTeYHbIX OpraHM3aumsix B 4OCTYNHON A4S BCEX 3auHTEepPEeCoBaHHbIX Ny, hopme
N 0BHOBNATLCSA MO MEpPe ee pasMeLLeHNs oOpraHamMm UCMONHUTENBbHOW BNacT CyObLEKTOB
Poccuinckon ®enepaunn B cetn "IHTepHeT".

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbii 3akoH oT 27.12.2019 N 475-93.
Masa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BESOINMACHOCTHA
JIEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWMXCA B OBPALLEHNN

B POCCUNCKOW EOEPALINMA



CtaTbs 64. dapmakoHansop

1. lekapcTBeHHbIE NpenaparTbl, Haxoaswmecs B obpallieHun B Poccunckon degepaumm,
noanexaTt MOHUTOPUHIY 3dEKTMBHOCTM M 6Ge30nacHOCTM B LEnsX BbISIBMEHUS
BO3MOXHbIX  HeratTMBHbIX  MOCMNeACTBUMA  UX  MPUMEHEHUs,  MHAUBUOYyasrbHOW
HenepeHoCUMOCTH, MnpeaynpexageHns MeauuMHCKUX pabOoTHWUKOB, creuuManucTtoB B
obnactn BeTepuHapuu, nNauMEeHTOB WM BragefibLEB XMBOTHbLIX WU WX 3aWuUTbl OT
NPUMEHEHNS TaknX NeKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op  OCyLWEecTBMSeTCA  COOTBETCTBYHOLMM  YNOSIHOMOYEHHbLIM
deneparnbHbIM OpraHoOM NCNOSTHUTENbHOW BAcTu B YCTAHOBEHHOM UM NOPSiAKE NyTeEM
aHanusa npegoctaBndemMon cybbekTamy oOpalleHns neKapCTBEHHbIX CpeacTs
WHpopMauum O MNOOOYHbIX AENCTBUSAX, HeXenaTenbHbIX peakuusix, Cepbe3HbIX
HexenaTenbHbIX peakuusaX, HenpeaBUMAEHHbIX HeXenaTenbHbIX peakuusax npu
NPUMEHEHUN NEKApPCTBEHHbIX MNpenapaTtoB, 06 WMHAMBUAYaNbHOW HENEPEHOCMMOCTH,
OTCYTCTBUMN 3P(PEKTUBHOCTN NEKAPCTBEHHbLIX NPenapaToB, a Takke 00 MHbIX hakTax u
obcToATenbCcTBax, NPEACTaBMSIOWNX Yrpo3y XM3HU UMM 300pOBblO YeroBeka nmbo
XMBOTHOIO MpU MNPUMEHEHUM IEKAPCTBEHHbLIX MpenapaToB W BbISIBMIEHHbIX Ha BCEX
aTanax obpalleHns nekapcTBeHHbIX npenapatoB B Poccuiickon depepaumm n gpyrnx
rocygapcrBax.

3. CybbekTbl oObpalleHus nekapCTBEHHbIX CpPeAcTB B nopsigke, YCTaHOBIIEHHOM
YNOSTHOMOYEHHbIM  (beaeparnbHbIM  OpPraHOM  WUCMOSIHUTENBbHOW BRactn, 00s3aHbl
coobwaTtb B YMNONHOMOYEHHbIM defepanbHbli OpraH MWCNOMHUTENBHOM BRactn O
NOBOYHbLIX OENCTBUSX, HEeXenaTernbHbIX peakuusiX, Cepbe3HblX HexenaTenbHbIX
peakuusix, HenpeaBUOEHHbIX  HeXenaTemnbHbIX  peakumsax npu  NPUMEHEHUN
NeKapCTBEHHbIX MpenapaTtoB, 06 uHAMBMAOYyarbHOW HENEePEeHOCUMMOCTU, OTCYTCTBUM
3 EKTUBHOCTN NEKAPCTBEHHbLIX MNpenapaToB, a Takke 00 WHbiXx daktax u
obcToATEeNbCTBaX, NPEeACTaBnSAlWNX Yrpo3y XXU3HU WM 300POBbLID 4enoBeka nnbo
XMBOTHOIO MpPU MPUMEHEHUN NEKapCTBEHHbLIX MpenapaToB U BbISIBMIEHHbIX Ha BCEX
aTanax obpalleHnss NekapCTBEHHbIX npenapatoB B Poccuickon defepaunm n apyrnx
rocygapcrsax.

4. [epxatenn unu Bnagesnblbl PErncTpauMoHHbIX YAOCTOBEPEHUI NeKapCTBEHHbIX
npenapaToB, opuanyeckme nuua, Ha UMs KOTopbIX Bbl4aHbl pa3peLleHns Ha NpoBeaeHne
KNUHMYECKMX nccnegosaHmn B Poccuiickon degepaunn, nmbo ynonHOMOYEHHbIE MMM
apyrve rpuagudeckue nuua B pamkax obecnedeHusi 6€30nacHOCTU NEKapPCTBEHHbIX
npenapaTtoB B NOpsigKe, YCTAHOBEHHOM COOTBETCTBYHLUMM  YNOSTHOMOYEHHbIM
deaepanbHbIM OpPraHoOM MCMNOSTHUTENBHOM BRacTn, 06s13aHbl OCYLLUECTBMATbL MPUEM,
y4yeT, 0b6paboTKy, aHanmM3 M XpaHeHWe MOoCTynawLwmx B UX agpec OT CyObekToB
obpalleHns nekapcTBEHHbLIX CPEACTB M OpraHOB rocy4apCTBEHHON BNacT COOOLLEHWIA
0 NOBOYHbIX OENCTBUAX, HEXenaTenbHbIX peakumsax, CEepPbe3HbIX HeXenaTemnbHbIX W
HenpeaBUOEHHbIX HEeXenaTemnbHbIX peakumsix Mnpu  NPUMEHEHUN JEKAPCTBEHHbIX
npenapatoB, 06 OCOOEHHOCTAX WX B3aUMOOEWCTBUA C APYrMMWU NeKapCTBEHHbIMU
npenapatamn, WHOVUBUAYaNbHOW HENEepeHOCMMOCTU, a Takke 00 WHbIX ¢akTax u
obcToATENbCTBAX, NPEeACTaBMSAWNX Yrpo3y XW3HU WM 300POBbLID 4enoBeka nmnbo
XMBOTHOIO WM  BIUAKOLWNX HaA W3MEHEHME OTHOLUEHUSI OXMUOAEeMOW MOJib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKAPCTBEHHbIX NpPenaparos.

5. lpu BbIABNEHMM UHGOPMALUN O CEPbE3HbIX HEXenaTemnbHbIX pPeakunsx U
HenpeaBUOEHHbIX HEXenaTenbHbIX peakumsix npu  MNPUMEHEHUM NEKAPCTBEHHbIX
npenapatoB, 06 OCOBEHHOCTSAX WX B3aMMOLEWCTBMA C APYrMMU feKapCTBEHHbIMU



npenapatamv, WHOMBUAYaNbHOW HENEepeHOCMMOCTH, a Takke 00 WHbIX dhakTax u
obcToATenbCTBaX, BAUAKLWMX HA W3MEHEHME OTHOLUEHUSI OXuOaemMowm Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI JeKapCTBEHHbIX MpenapaToB, AepXaTtenu unm
BNnagenblbl  PerucTpaumMoHHbIX  YAOCTOBEPEHMM  JleKapCTBEHHbIX  NpenapaTtos,
opManyeckne numua, Ha WUMS  KOTOpbIX BblAaHbl pas3pelleHusl Ha npoBeaeHune
KNUHMYeCKnx mnccnegosaHmn B Poccuickon ®epepaunn, nmbdo ynosTHOMOYEHHbIE MM
apyrue opugudeckne nuua obs3aHbl NPUHATL Mepbl, HanpaBfeHHble Ha yCTpaHeHue
HEeraTMBHbIX MNOCMNEeACTBUA  MPUMEHEHUSI TaKuMX JIEKapCTBEHHbIX MpenapaTos,
npegynpexaneHe npuinHeHnst Bpeaa X13Hum unm 340poBbio YeroBeka NMb0 XXUBOTHOrO,
3aWUTY MX OT NPUMEHEHUS1 TaKUX NEKAapCTBEHHbIX MpenapaTtoB, Ha AOMNOSHUTENbHbIN
cbop AaHHbIX 06 3PPEKTUBHOCTU U BE30MACHOCTU TaKMUX SIEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobOlleHVe WNU COKpbITUE WHGOPMaUUK, NPeayCMOTPEHHOM YacTbo
3 HacTosIWen cTaTbuy, gepXaTenu unn Bnagenblbl PerMcTpaunoHHbIX YOA0CTOBEPEHUI
NeKkapCTBEHHbIX MpenapaToB, lpuandeckne nuua, Ha UM  KOTOPbIX BblAaHbl
paspelleHnst Ha NpoBeaeHNe KNMHMYECKNX nccnegosaHum B Poccuinckon depepaumn,
nnbo yrnorHOMOYEHHbIE MU ApYyrue tpuanyeckme nuua, a Takke AOSMKHOCTHbIE nNuua,
KOTOpbIM 3Ta WHGOpMauua cTana W3BecTHa No poay Wux npodeccroHanbHON
AeATenbHOCTN, HecyT OTBEeTCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaunn.

7. Npyn nonyyYyeHnn ynonHOMOYEHHbIM heaeparibHbIM OpraHOM UCMNOSTHUTENBbHOM BAAacTU
B paMKax OCyLeCTBneHus MM dpapmakoHags3opa gokasaTesfibCTB O HecOOTBETCTBUM
NleKapCTBEHHOro rnpenapata YCTaHOBMEHHbIM TpeboBaHWAM WM NpU  NONyYeEHUU
nHdopmMauum O HECOOTBETCTBMM AaHHbIX 00 3ddekTMBHOCTM M O 6Ge3onacHoOCTU
fleKapCTBEHHOro npenaparta gaHHbIM O FIeKapCTBEHHOM Mpenaparte, cogepXxalmmcs B
WHCTPYKLMM NO €ro npMMeEHeHuto (B TOM YUCHE BbISIBIIEHHbIX B XO4€ OCYLLECTBIEHUSA
hapmakoHag3opa KOHTPONbHO-HAA30PHLIMKM  OpraHaMyM  WMHOCTPaHHbIX rOCy4apcTB),
YNOMHOMOYEHHbIN (hefeparibHbl OpraH UCNOTHUTESTbHOW BJlIaCTU B YCTAHOB/IEHHOM UM
nopsigke paccmaTtpMBaeT  BOMPOC O  MPUOCTAHOBMEHUM MPUMEHEHUSI  TaKoro
rfieKapCTBEHHOro npenapara.

CrtaTtbs 65. NpunoctaHoOBNEHNE NPUMEHEHUS NEKAPCTBEHHOIO nNpenapara

1. Tlpn nonyyeHun uHOPMaLMM O HexXenaTerlbHbIX peakuusix npu npuMeHeHun
NeKapCTBEHHOro npenapaTta, He yKasaHHbIX B  WHCTPYKUMM MO  NPUMEHEHUIO
NeKkapCTBEHHOro npenapaTta, Cepbe3HbIX HexernaTerbHbIX peakumsx, 06 0CoObeHHOCTSX
ero B3auUMOAEWCTBUS C OPYrMMU JieKapCTBEHHbIMW MpenapaTtamu, KOTopble MOryT
npeacTaBnAaTb Yrpo3y >XU3HU WUNW 340POBbI0 YenoBeka NMbo XMBOTHOrO, a Takke O
HEeCOOTBETCTBUM [aHHbIX 06 3apdekTMBHOCTM U O 6BGe3onacHOCTU JieKapCTBEHHOro
npenaparta JaHHbIM O JleKapCTBEHHOM npenapaTte, CoaepKallnMmMcs B UHCTPYKLUK NO ero
NPUMEHEHUNIO, B TOM YMCrie OT YMNOSHOMOYEHHbIX OPraHOB MHOCTPaHHbIX roCcyaapcTs,
oOMeH KOTOPOW OCYyLeCTBNSeTCA B COOTBETCTBUM C  COrMALIEHUAMU  Mexay
YyNONHOMOYEHHbIM  (peaepanbHbIM  OpPraHoMm MCNONMHUTENBHOM  BRacTu n
YNONMHOMOYEHHbIMW  OpraHaMm  WUHOCTPaHHbIX  rocyaapcTB,  YMNOSIHOMOYEHHbIN
doeepanbHbIN OpraH UCMOMHUTENBLHOW BNAacTU paccmMaTpmuBaeT BOMNPOC O BO3MOXHOCTHU
npuocTaHoBneHns obpalleHnsi Takoro JfiekapCTBEHHOro npenapata B MNOpSAKe,
YCTaHOBMNEHHOM YMNOSTHOMOYEHHbIM dpefeparbHbiM OpraHOM UCMOSTHUTENBHOW BNACTMU.

2. I'Ipm HEUCNOJIHEHUN WX  HeHaanexawem UCNOoNIHEHUN pgepxartendmm  unnm
BnagenbuaMmn  perncTtpaumoHHbIX yﬂ,OCTOBepeHMVI JIeKapCTBEHHbIX TMpenapaTos,
ropunanyecknmmn  nmbammn, Ha WUMA KOTOPbIX BbloaHbl pa3peleHnAa Ha npoBeaeHune
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KNUHMYECKMX uccnegosaHui B Poccunckon ®epepauyuu, unm ynorHOMOYEHHLIMU UMK
APYrMMU KOPUANYECKMMY NLaMN 06A3aHHOCTEN, YCTAaHOBIIEHHbIX YacTammn 3 U 4 ctaTbu
64 HacTodwero depepanbHOro 3akoHa, nmMbo B cniyyasx nNpencrtaBreHus
COOTBETCTBYHLLNM YNOSTHOMOYEHHbIM (beepasibHbIM OPraHOM UCMONHUTESTbHOW BacTU
3aKMN4YeHNa O HeJOCTOBEPHOCTU  pe3ynbTaToB  KIMHUYECKOro  UccriedoBaHUd
nekapCTBEHHOro npenaparta ans MeauuMHCKOro NpUMMEHEHUs, KOTOpOe OCHOBaHO Ha
pesynbTtatax MpPOBEPKA MEeAUUWHCKOM opraHu3aumm, npoBOAMBLUEN YyKa3aHHOe
KNWHMYECKoe WuccneoBaHMe C HapyweHuem npasui  Hagnexawen KiMHUYEeCKOW
NPaKkTUKN, U NPUBESIO K MNOMyYEeHU0 HEeOOCTOBEpPHbIX pesynbraTtoB, nNnbo B cry4vae
HEeBbINOSTHEHUS NPeanUCaHus, BblAAHHOIO YNOMHOMOYEHHbIM beaeparibHbiM OpraHoMm
NCMONHUTENbHOM BNacTu No UToram OcyLLeCTBeHMs1 BbIDOPOYHOro KOHTPOSIS KavyecTBa
fieKkapCTBEHHOro npenapaTta, YNONHOMOYEHHbIN heaepanbHbli opraH UCNOSTHUTENBbHOM
BflaCTM B YCTAHOBMIEHHOM MM MOPSiAKE paccMaTpyBaeT BOMPOC O MPUOCTaAHOBEHUM
NPUMEHEHNS TaKoro NeKapCTBEHHOro npenapara.

3. YNONHOMOYEHHbIN  bedeparnbHbIN  OpraH  WUCMNOMHUTESNIbLHOW  BRactm  npu
npeacTaBfieHMn emy CBEeAEHWN O HEeCOOTBETCTBMM MPOU3BOAUTESNS JIEKapPCTBEHHbIX
cpenctB TpeboBaHUAM NpaBuil Hagnexallen Npon3BOACTBEHHOM MPAKTUKMA U (MNKn) O
HapyLIEeHNN NNLEH3NOHHBLIX TpeboBaHUN, KOTOpble BbINN BbISIBMEHbI B XOA4E NPOBEAEHUS
WHCMNEKTMPOBaAHNA MNPOU3BOAUTENS JIEKApPCTBEHHbIX CPEACTB WU  OCYLLECTBMEHUs
NNUEH3MOHHOIO KOHTPOIs B cpepe Npomn3BOACTBA JIEKAPCTBEHHbLIX CPEACTB U NpuBenu
UM MOryT NPUBECTU K MPOM3BOACTBY NeKapCTBEHHbLIX NpenapaToB AN MeAULUHCKOro
NPUMEHEHNSA, MPUYUHUBLLUX WU CNOCOBHBIX MPUYMHUTDE BPES XU3HU WU 340POBbLIO
rpaxgaH, paccmatpvsaeT BOMNPOC O MPUOCTAHOBIEHUN MPUMEHEHUS NEeKapCTBEHHbIX
npenapatoB Ans MeOULMHCKOro MNPUMEHEHUs B YCTAHOBMIEHHOM WM MOpsaKke B
cnegyowmx cnyyasax:

1) coctaB M (MnNKU) TEXHONMOrMs MPOM3BOACTBA JIeKApCTBEHHOrO npenapata Ans
MEOMLUMHCKOro NpUMEHeHus1 (C onuMcaHMem cTagur nNpou3BOACTBA) OTNMYalTCcs OT
3asBNIEHHbIX B PErMCTPaLMOHHOM O0CbE;

2) nekapCTBEHHbIA npenapat Ans MeOUUMHCKOrO MNPUMEHEHUst NpPOou3BeAeH Ha
NPOn3BOACTBEHHON NoLlaaKe, He yKasaHHOW B permcTpaumoHHOM A0Che;

3) y npousBoauUTEns  NEKAPCTBEHHbIX CPEeACTB  OTCYTCTBYKT  [JOKYMEHTHI,
NoATBEPXOaloWMe COOTBETCTBME KayecTBa JleKapCTBEHHOro npenapata Ans
MEONLIMHCKOrO MNPMMEHEHUs1, BBOAMMOIO B TpaXgaHCkuii 06opoT, TpeboBaHUsIM,
YyCTaHOBIEHHbLIM MPU ero rocy4apCTBEHHOW perMcTpaumm;

4) npounsBoauTENEM NEKApPCTBEHHbIX CPEACTB B COMMACOBaHHbIA C COOTBETCTBYHOLLMM
YMONTHOMOYEHHbIM  dhedeparnbHbiM  OpraHOM  WCMOMHWUTENbHOW BRAcTU  CPOK  He
yCTpaHeHbl HapyLLeHNs1 TpeboBaHWI NpaBW Haanexallen Npon3Bo4CTBEHHOM MPAKTUKN
n (UnNn) NUUEH3NOHHbLIX TPeBOBaHUI, KOTOpPbIE ObINM BLISBMEHLI B X04€ MPOBEAEHUSA
WHCMEKTUPOBAHNSA NPOU3BOAUTENS] JEKAPCTBEHHbIX CPEACTB WIM  OCYLLECTBIIEHMS
NULLEH3NOHHOIO KOHTPOISA B cchepe Npon3BoaCcTBa NEKAPCTBEHHbBIX CPEeACTB U NMpUBENU
NN MOTYT MPMBECTU K NPOM3BOACTBY JIEKAPCTBEHHbLIX NMpenapaToB A1s MEeOULUHCKOro
NPUMEHEHUS, MPUYUHMBLLMX WUIU CMOCOOHBIX MPUYMHUTL BPEL XKM3HU UK 340POBbLIO

rpaxkoaH.

4. YNonHOMO4YeHHbIV dpefiepanbHbli OpraH UCMONMHUTENBHOM BNACTU NPU HAaN4nm y Hero
CBeAEHU O HEeCOOTBETCTBUN MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
npaBui  Hagnexaiwien npPOu3BOACTBEHHOM MPaKTUKM U (MNK) O  HapyLUEHUM
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JIMUEH3NOHHbIX Tpe6OBaHI/II7I, KOTOpble OblNMn  BbISIBMIEHbI B XOA4e npoBeaeHnA
MHCMNEKTNPOBaAHNA TMpon3BoanTENA NeKapCTBEHHbIX CpeactB WM OCyLleCTBI1EHUA
JIMUEH3NOHHOIO KOHTPOJIA B ccbepe npon3soacTBa JIeKapCTBEHHbLIX CPeacTB U NMpuBeEIN
UM MoryT npmuBecCTU K Npon3BOACTBY JIEKAPCTBEHHbLIX MNMpenapaTtoB Ad BETEPUHAPHOIo
NMPUMEHEeHUA, NMPUYNHUBLLNX UIN CMOCOBHbIX NMPUYNHUTL Bpea XU3HU U 300pOBbIO
XMUBOTHbIX, paccMaTpmBaeT BOMPOC O NPUOCTaAHOBJIEHUN peann3aunumn n npuMeHeHund
JNIEKapCTBEHHbIX npenapartoB AJid BeTepuHapHOro npnMeHeHna B yCTaHOBJIEHHOM UM
nopaake B crieqyrwmx crnyyaax:

1) COCTaB " (VIJ'IVI) TEXHONOIMMA npon3BoacTBa J1eKapCTBEHHOro npenaparta and
BETEPUHAPHOIro npmMmeHeHuA (C onucaHnem crtagun I'IpOVI3BO,El,CTBa) OoTNnnM4arTCA OT
3adBJ1€HHbIX B permctpaumMoHHOM OOCbE,

2) nekapcTBeHHbI npenapaT Ans BeTEePUHAPHOro MPUMEHEHUs Mpou3BedeH Ha
NPOn3BOACTBEHHON MOLaAKe, He yKasaHHOW B permcTpaLlMoHHOM A0Che;

3) Yy npon3soanTesia JIEKaPCTBEHHbIX cpencTtB OTCYTCTBYHIOT OOKYMEHTbI,
noaresepXxpgawwmne CcooTBeTCTBME  KayvecCTBa  JIEKAPCTBEHHONo npenaparta Aand
BEeTepunHapHOro npumMmeHeHnd, BBOAMMOIO B Fpa)KJJ,aHCKI/IIZ O60pOT, Tpe6OBaHI/1$IM,
YCTAaHOBJIEHHbIM NMPU €ro FOCyD,apCTBeHHOIZ perncrtpauunun,

4) npon3BoagUTENEM NEKAPCTBEHHbIX CPEACTB B COrMacoBaHHbIN C COOTBETCTBYHOLLUM
YNOIHOMOYEHHbIM  (heaepanbHbiM  OpraHOM  UCMOSTHUTENbHOM BRacTM  CPOK  He
yCTpaHeHbl HapyLleHnsi TpeboBaHMI NpaBun Haanexatlen Npon3BOACTBEHHOM NPAKTUKN
n (UnNn) NUUEH3NOHHbLIX TpeboBaHMI, KOTOpble BbINM BbISIBIIEHLI B X04€ MPOBeAEHUs
WHCNEKTUPOBAHMSA NPOU3BOAUTENS TNEKAapCTBEHHbLIX CPEeACTB WM OCYLLECTBIEHUS
NNLEH3MOHHOIo KOHTPONs B chepe Npon3BOACTBA NEKAPCTBEHHbLIX CPEACTB U NpUBEnu
UN MOTYT NMPUBECTU K NPOM3BOACTBY NEKapCTBEHHbIX NpenapaToB ANs BeTepUHapHOro
NPUMEHEHUS, MPUYMHUBLUMX UMK CMOCOOHBIX MPUYMHUTL Bpen XU3HU UMK 300POBbLHO
XWUBOTHbIX.

7. B nopsagke, npegyCMOTPEHHOM YacTbio 4 HAcTOAWeEN cTaTbu, YNONHOMOYEHHbIN
defepanbHbIN - OpraH  UCNOSHUTENbHOW  BflaCTM  paccMaTpuBaeT BOMPOC O
NPUOCTaAHOBMNEHUN peanu3auun n MNPUMEHEHUS JeKapCTBEHHOro npenapaTta Ansg
BETEpMHaApHOro NpUMEHEHNa B Clyyae BbISIBNIEHUS B rpaxgaHckoM obopoTe cepuu
neKkapCTBEHHOro npenapara A5 BeTepPUHaApHOro NnpuMeHeHns, JOKYMEHTbl U CBeAeHUSA
O KOTOpOW, npedyCMOTPeHHble Yactamm 1 -3n 6 cratenm  52.2 HacToswero
depepanbHOro 3akoHa, He nMpeacTaBneHbl B yKasaHHbI  opraH, nmbo cepuun
NMMYHOBKNOOrM4YEeCKOro NekapCTBEHHOro npenapaTa Ansg BeTepuHapHOro nNpMMeHeHus,
HE uMeloLlen paspeLleHns, npeayCMOTPEHHOro YacTbio 8 cratbn 52.2 HacTosAwero
depepanbHOro 3akoHa. B ykazaHHOM crnyyae ynoriHOMOYEHHbIN dhefepanbHbI OpraH
WCNOSTHUTENbHON BMlaCTU MPUHMMAET pelleHMe O NPUOCTAHOBMEHUW peanu3auun u
NPUMEHEHNS TakuxX cepui 4o NpeacTaBneHns yKka3aHHbIX JOKYMEHTOB 1 cBeaeHun nmbo
00 NOoNyYeHNs: yKazaHHOro paspeLLeHus.

Crtatbs 66. MIHhopmaumsa o pesynbTatax hapmakoHagsopa

YNonHOMOYEHHbIN doeaeparnbHbli OpraH UCNOSTHUTENBbHOW BRAcTU, OCYLLECTBIISHOLNM
drapmakoHag3op, No ero pesynbTataM pasMellaeT Ha CBoeM odouumnanbHOM canTe B
cetn "IHTepHeT" nHdopmaumto o:
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1) BbISIBNEHUM HOBbIX MOATBEPXKOEHHbIX [AaHHbIX O MNOBGOYHbIX AENCTBUSX,
HeXenaTtenbHbIX peakUuMsX, Cepbe3HbIX HexernaTenbHbIX peakuusax, HenpeaBuaeHHbIX
HeXenaTternbHbIX peakUusix Npy NpUMMEHEeHUN NeKapCTBEHHOro npenapara, B TOM Yucne
BMMSIIOLLMX HA OTHOLLEHWE OXWOAEMOMW MNOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
[aHHOro NEeKapCcTBEHHOro npenapara;

2) MPUHATBLIX peLlleHnAaAx O BHECEeHUU N3MEHEHNN B MHCTPYKUMKO MO TMPUMEHEHNIO
JIEKapCTBEHHOIo npenapata, O NPUOCTaHOBJIEHUN TPUMEHEHUA JeKapCTBEHHOIO
npenaparta, o6 wu3bATMN U3 O6anJ,eHI/I9| JIEKapCTBEHHOro npenaparta wWwin o
BO306HOBMEHUN NnpUMEeHEHNA NEKapPCTBEHHOTIO rnpenapara.

Masa 14. NHOOPMAUUA O JIEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPWUHIA OBMXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEOUUMHCKOIo NPUMEHEHUA

Crtatba 67. WHdopmaums o nekapcTBeHHbIX npenapaTtax. Cuctema MOHUTOPUHra
ABWXEHUS NeKkapCTBEHHbIX NpenapaToB A1 MeAMLWHCKOro NPUMEHEHNS

1. WHdopmaums o nekapCTBEHHbIX MpenapaTax, OTMNycKaembliXx MO peuenTy Ha
NeKapCTBEHHbIM npenapaT, OOoMmKHa coaepXaTbCs TONbKO B CheuuanvMavmpoBaHHbIX
N3OaHUsX, npedHasHayYeHHbIX AN MeAMUMHCKMX, (papMaleBTUYecKux paboTHMKOB,
cneunanucToB B obnactu BetepuHapun. MHdopmMaumsa o nekapCTBeHHbIX npenapaTax
AN cneumManuctoB B 00nactM oOpalleHust NeKapCTBeHHbIX CPeacTB  MOXeT
cogepxaTbCsi B MOHOrpadusx, crnpaBoYHMKax, Hay4yHbIX CTaTbsiX, B [AOKnagax Ha
KOHrpeccax, KoHepeHUMaX, CUMNO3nyMmax, Hay4YHbIX COBeTax, a Takke B MHCTPYKUUSAX
Mo NPUMEHEHNIO NeKapCTBEHHbIX NpenapaTos.

2. WHdopmauma o nekapcTBeHHbIX npenapaTtax, OTnyckaemblx 6e3 peuenta Ha
NeKkapCTBEHHbIN MpenapaT, MOXeT cofepXaTtbCd B Nybnuvkaumsax M 0O0bABNEHUAX
CpeAcTB MaccoBoW MHGOpMaLnn, cneunanmanpoBaHHbIX U OBLLNX NevaTHbIX U3AaHWUSX,
WMHCTPYKLMSAX MO NPUMEHEHWUIO NleKapCTBEHHbIX NpenapaToB, UHbIX N30aHUAX CyObEKTOB
obpalleHns nekapCcTBeHHbIX cpeAcTB. PeknamHble maTepuarnbl O NeKapCTBEHHOM
npenaparte, oTnyckaemMom 6e3 peuenta Ha feKapCTBEHHbIN npenapart, AOSMKHbI
COOTBETCTBOBATb UHCTPYKLMM NO NPUMEHEHMIO NIEKapCTBEHHOMO Npenapara.

3. [HonyckaeTca wucnonb3oBaHMe MbbIX MaTepuanbHbIX HOCUTENEW, MO3BOMSLLNX
XpaHUTb, NnepeaaBaTb M UCMNONb30BaTbh MHAPOPMALINIO O NEKAPCTBEHHbIX NpenapaTax 6e3
€e ncKaXkeHus.

4. [Ona uenen wnaeHTUUKaAUUM YNakKOBOK JIEKAPCTBEHHbIX MpenapaTtoB AJis
MEOMLUMHCKOrO MPUMEHEHUS MNPOU3BOAUTENMN FEKApPCTBEHHbIX CPeacTB B MOpsSAKe,
ycTaHoBrneHHoM [lpaButenbctBom Poccunckon denepaumm, HAHOCAT Ha NEPBUYHYIO
YyNakoBKy (B OTHOLLUEHWM NleKapCTBEHHbIX NpenapaToB ANd MeAULMHCKOrO NPUMEHeHUs,
ANA  KOTOpPbIX He  npedycMOTpeHa  BTOpPUYHAs  YMakoBKa) W BTOPUYHYIO
(noTpebuTenbCckyld) ynakoBKy JieKapCTBEHHbIX npenapaTtoB AN  MeAULMHCKOro
NPUMEHEHNA cpeacTsBa AeHTUMUKaLUK, 3a UCKINIYEHMEM NeKapCTBEHHbIX NpenapaTos
AN MeOUUMHCKOro MPUMEHEHUs, NPOM3BOAMMBLIX ANA NpoBedeHUA  KIMHUYECKUX
nccrnegoBaHUW,  3KCMOpTa, NeKapCTBEHHbIX  MpenapaToB  AnNd  MeOULMHCKOro
NPUMEHEHNSA, Yka3aHHbIX B 4acTtax 5 n 8 crateu 13 HacTodwero denepanbHOro 3akoHa,



https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000204
https://legalacts.ru/doc/federalnyi-zakon-ot-12042010-n-61-fz-ob/#000216

pa,u,mocbapmaueBTquCKle JIEKAPCTBEHHbLIX npenapartoB, MMABOK MEONLMHCKNX N ra30B
MeaNLUNHCKUX.

5. XapaKkTtepuCTukm cpeacTBa naeHTMdukaumm, nopsagok ero HaHeceHnsa n TpeboBaHns K
CTPYKTYpe n dopmaTty MHpopmMaunmn, KOTOPYK COAEPXKUT CPenCTBO WAEHTUUKaLmuu,
onpegenstoTca NpasutensctBoM Poccuinckon egepaumn.

6. Nopsagok co3gaHus, pa3BuTUs, BBOLA B 3KCNSlyaTauuto, aKkcnryaTaumMm 1 BbiBoga 13
aKkcnnyaTaumMm CUCTEMbl MOHUTOPUHIra OBWXKEHUS FeKapCTBEHHbIX MpenapaTtoB And
MeOULMHCKOro NPUMEHEHUs, NOPSa0K NpeaocTaBneHns tHdopmMauum, cogepxallemncs B
CUCTEME MOHUTOPUHra AOBWXEHUSI NEeKapCTBEHHbIX npenapaToB Ans MeOUUMHCKOro
NPUMEHEHNSA, W MNOPSAOK B3aUMOOEWCTBUS  YKasaHHOWM CUCTEMbl C  UHbIMU
rocygapCTBEHHbIMU MH(POPMALMOHHBIMU CUCTEMaMU Y UHAPOPMALMOHHBIMU CUCTEMaMM
OPUANYECKUX JUL U MHAMBUAOYANbHLIX NpegnpuHMmaTenier, YykasaHHbIX B 4acTax
7n 10 HacTodAWwen  cTaTbW, ycTaHaBnueawTcs  [lpaButenbctBom  Poccumnckon
depepaumn. Onepatopamy CUCTEMbI  MOHUTOPUHrA OBWMXKEHUS NEeKapCTBEHHbIX
npenapaTtoB Ans MEAUUMHCKOrO MNpUMEHEHUs1 SaBRATCA doedepanbHblii - OpraH
NCMONHUTENBbHOM BRactu 1 (Mnn) opraHusauns, YnorHOMOYEHHble [1paBUTENBbCTBOM
Poccuinckon ®egepaunn.

7. KOpugnyeckne nvua v mnHOMBUAyarnbHble NpeanpuHUMaTenu, OCyLLecTBRsLWme
NpPOn3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto degepaunto, OTNYyCK, peanusauuto,
nepegavy, npPUMEHEHWE U  YHUYTOXEHME JNleKapCTBEHHbIX npenapaTtoB  Ans
MEOVLMHCKOrO MpUMEHEeHUsi, obecneuymBardT B MNopsake M B COCTaBe, KOTOpble
ycTaHoBneHbl [lpaButensctBom Poccuiickon  degepaumm € yyeToM  Bua
OCYLLECTBNAEMO UMW [OEeATENbHOCTW, BHECEHWe uHdOopMaLMM O JeKapCTBEHHbIX
npenapartax angd MeguUUMHCKOro MNPUMEHEHUA B CUCTEMY MOHUTOPMHIA ABWXKEHUSN
nekapCTBEHHbIX NpenapaToB ANns MeauLUUHCKOro NPUMEHEHUS.

7.1. JlekapCTBeHHble npenapaTtbl AN MeOULMHCKOro NpUMEHeHUs, npegHa3HavYeHHble
ana obecneyeHns nud, G0nbHbLIX remodunuen, MyKOBMCLMOO3OM, MNOU3apHbIM
HaHM3MOM, BonesHbto oLwe, 3nokadecTBEHHbIMM HOBOOOpa3oBaHUAMU NMMEOUAHON,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHeW, paccesiHHbIM CKMepo3oM, nuy nocre
TpaHCcnnaHTaunm opraHoB U (Mnu) TkaHen, nponsseneHHble 0o 31 aekabps 2019 roga, a
TaKke WHble JflekapCTBeHHble npenapaTtbl ANd  MeAWUMHCKOrO  NPUMEHEHUS,
npoussefeHHole 0o 1 mona 2020 roga, noanexar XpaHeHu, NepeBO3Ke, OTMNYCKY,
peanusauuu, nepegade, npuMeHeHuto 6e3 HaHeceHMs CpeacTB MAeHTUduKauun OO
NUCTedeHnss cpoka ux rogHocTtu. [lpaButenbctBo Poccunckon depepaumm Bhnpase
YyCTaHOBUTb OCOBEHHOCTU BBOAA B rpakAaHCKMA O0BOPOT NeKapCTBEHHbIX MpenapaTos
AN MeauuMHCKOro NnpuMeHeHusi, NnponsseaeHHbix B nepuog ¢ 1 mona 2020 roga no 1
okTa6ps 2020 roga. B uenax BBoga B rpaxkgaHckuii 060poT fiekapCTBEHHbIE Npenaparbl
ANA  MEeOMUUHCKOrO MPUMEHEHWS, 3a MWCKIOYEeHMEeM JieKapCTBEHHbIX MpenapaTtos,
npegHasHavyeHHbIX Ans obecneyeHus nuy, GOMbHBLIX reMouIMen, MyKoBMCLNOO30M,
rmnomsapHbIM HaHU3MOM, 6onesHblo MoLwe, 3nokayecTBeHHbIMU HOBOOHPa3oBaHUSMU
NMMONAHON, KPOBETBOPHOM U POLACTBEHHbLIX UM TKAHEWN, PpacCesHHbIM CKNEPO30M, Ly
nocrne TpaHChnaHTauMmM OpraHoB W (Unv) TKaHeW, Npou3BedeHHble 3a npegernamu
Tepputopumn Poccurckon Pegepaumm go 1 oktabpsa 2020 roga, moryT 6biTb BBE3EHbI B
Poccunckyto ®depepaumto go 1 aHBapsa 2021 roga B nopsigke, YCTaHOBIIEHHOM
MpasuTtenbctBom Poccuinckon ®epepauunn, 63 HaHeCEHUSA CPeacTB AEHTUUKALMN.

8. OpraHusaums UHPOPMAaLIMOHHOIO B3aMMOAENCTBUS CUCTEMbI MOHUTOPUHIA ABUKEHUS
NEeKapCTBEHHbIX MpenapatoB AN  MEAMUMHCKOTO  MPUMEHEHUSI C  UHbIMU
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rocyfapCcTBEHHbIMU MHMOPMALMOHHBIMKU cucTeMamMun obecneymBaeTcsd B TOM 4ucrne
nocpeacTBOM UHppacTpyKTypbl, obecneynsatoLLert UHPOPMaLNOHHO-TEXHONOMMYECKOe
B3anMogencTeme MHAOPMALMOHHbLIX CUCTEM, WCMONb3yeMbiX ANA NpefocTaBreHus
rocyAapCTBEHHbIX W MYHUUMMANbHbLIX YCNYr U WCMNOMHEHUS rocyaapCTBEHHbIX U
MYHULMNANbHbIX PYHKUUIW B 3NEKTPOHHOM hopMe.

9. MHpopmaums, cogepxallasica B CUCTEME MOHUTOPUHIa OBMXXEHUSA NeKapCTBEHHbIX
npenapaTtoB 4S9 MeOULMHCKOro NpUMeHeHus!, iBnseTcs nHopmaumen orpaHNYeHHoro
AocTyna B COOTBETCTBUM CO cTaThen 9 deneparnbHoro 3akoHa ot 27 uons 2006 roga N
149-93 "O6 nHpopmauunmn, MHPOPMAaLIMOHHbBIX TEXHONOMMAX U O 3awuTe NHpopmaumn”,
32 UCKMYEeHneM WHdopMauun, HeZonyCTUMOCTb OrpaHuYeHnsa OOoCTyrna K KOTOpOW
yCTaHoBneHa dedeparnbHbIMM  3aKOHaMK, a Takke WHdopMauun, OTHECEHHOM
MpaButensctBom Poccuickon degepaumm B COOTBETCTBUM C  HACTOSALMM
depgepanbHbIM  3aKOHOM K obwegoctynHon  vHgopmaumn.  O6wenoctynHas
MHGOpMaUus, cogepxallascsa B CUCTEME MOHUTOPUHIra ABWKEHUSI JIeKapCTBEHHbIX
npenapaTtoB AN MeOUUMHCKOro MNpUMEHEHUs, pasMellaeTcs B MHGOPMaLVOHHO-
TenekoMMyHUKaLMoHHON ceTn "UIHTepHeT" (B TOM Yucne B (oopMe OTKPbITbIX AaHHbIX) B
nopsigke, yctaHosneHHom lNpasutenscteom Poccurickon ®eaepauuu.

9.1. [ocTtyn K uHOpmMauuu, coaepxallenca B CUCTEME MOHWUTOPUHra ABWKEHUS
NeKapCTBEHHbIX MpenapaTtoB Ans MeaMUUHCKOro npuMeHeHusi, obecneynBaeTcs
onepaTopoM CUCTEMbI MOHUTOPUHra [OBWXEHUSI NEKapCTBEHHbIX MNpenapaToB Ans
MeAMLMHCKOro NPMMEHEHUs B nopsgke, yctaHoBneHHoOM [paBuTenscTtBoM Poccumnckon
depepaummn, B COOTBETCTBUMM C 3akoHogaTenbcTtBOM Poccurickon Pegepaunmn 06
MHpopmMaumm, UHMOOPMALMOHHLIX TEXHOMOrMsAX W O  3awute  uHdopmaumn,
3akoHogaTenoctBom  Poccunckon  depepaumm O rocygapCTBEHHOW — TauHe,
3akoHogaTenbcTtBoM Poccurickon degepaumm 0 KOMMEPYECKON U MHOW OXPaHSEMOWN
3aKOHOM TaWHe 1 C y4eTOM MNOJSIOXKEHUN HacTosALwen cTaTbu. [1paBuTenscTBO Poccuimckon
degepaumn BApaBe ycTaHaBnMBaTb MepeYeHb JIEKapCTBEHHbIX MNpenapaToB Ans
MEAMLUMHCKOIO MNPUMEHEHNA W (UnM) Trpynn  JIeKapCTBEHHbIX NpenapaTtoB Ans
MEAMLMHCKOTO MPUMEHEHUST U OCOBEHHOCTM [OCTyrna K WHoOpMaumm O Takux
NeKapCTBEHHbIX Mpenapartax, coAepXallemcss B CUCTEME MOHUTOPUHra [OBWXKEHUS
NeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NMPUMEHEHNS.

9.2. MNonb3oBaTenu cMCTEMbI MOHUTOPUHIA OBWKEHNSA NEKapCTBEHHbIX NpenapaToB 4SS
MeOMUMHCKOrO  MpuMeHeHuMs obnagalwT npaBoM  [OCTyna K MHGOpMaLumu,
cofepxallenca B CUCTeME MOHUTOPUHIa ABWXEHUS NeKapCTBEHHbIX NpenapaToB Ang
MeLMLUMHCKOro NPUMEHEHUS, C y4eTOM OrpaHuU4YeHuin 4OCTyna K ykasaHHOW MHGopMaLmm
1 ee nocnegyoLlen obpaboTke, yCTaHOBNEHHbIX HacTosaWwmumM deaepanbHbIM 3aKOHOM U
WHbIMW HOPMaTUBHBLIMW NPaBOBbLIMW akTamMn Poccunckon depepaumn.

9.3. ®epeparnbHble OpraHbl UCNOSTHATESNBHOW BACcTN N OpraHbl UCNOMHUTENBHOW BNacTu
cybbektoB Poccunckon depepaumm B uUendx, onpeneneHHobix [MpaBuTenscTBoM
Poccunckon ®depepaumm, uMeOT npaBo AocTyna K uHdopmaumm o cybbektax
oOpallleHns nekapCTBEHHbIX CPeACTB, O NeKapCTBEHHbIX npenapartax un o6 obopoTe
Takux feKapCTBEHHbIX MpenapaToB, HeobxoouMMOW [ns BbINOSIHEHUS 3adady U
OCYLLECTBNEHNS (DYHKLMNA, BO3IOXEHHbIX Ha hefeparnbHble opraHbl UCNOMHUTENbHOM
BMACTM M OpraHbl MCNOJHUTENBbHOM Bractm cybbektoB Poccuinckon Pepepaunn,
CTaTMUCTUYECKOM MHpOpMaL MM O NieKapCTBEHHbIX Npenapartax n 06 nx obopoTte, a Takke
K obwepocTtynHon uHGopmaumm. CoctaB 9TOM  WMHOpmauun  onpenensieTcs
cornaweHnamm o6 MHOPMaLMOHHOM B3aMMOLENCTBUM, 3aKMOYEHHbIMU ONepaTopoMm
CUCTEMbI MOHUTOPUHIa OBWXKEHUS IeKapCTBEHHbIX npenapaTtoB AN MeOULUMHCKOro


https://legalacts.ru/doc/FZ-ob-informacii-informacionnyh-tehnologijah-i-o-zawite-informacii/#100086

npUMeHeHns ¢ doegeparnbHbIMM OpraHaMm WCMONHUTENBbHOM BRacTu UMM opraHamm
ncnonHuTenbHon Brnactn cybbektoB Poccuickon ®egepaumm n oegepanbHbIM OpraHomM
NCNOSTHUTENbHON BMACTX, OCYLLECTBASAOWMM PYHKUMX NO BblpaboTke M peanusaumm
rocygapCTBEHHON TMOMUTUKM UM HOPMAaTMBHO-MPaBOBOMY perynmpoBaHuio B cdepe
3paBOOXpPaHEHNS.

9.4. CyObekt obpalieHnss nekapcTBEHHbIX CPeAcTB MMeeT MpaBo AdocTyna K
nHdopmMmauum o6 onepaumsix C NeKapCTBEHHbIMWM Mpenapatamu Ans MeauLUHCKOro
NPUMEHEHNSA, COBEPLUEHHbIX 3TUM CYOBbEKTOM ObpalleHUs NekapCTBEHHbIX CPeacTs, a
Takke K 06LLef0CTyNnHOW MHopMaumnn.

9.5. OnepaTtop cUCTEMbI MOHUTOPMHIA ABWXKEHUS NeKapCTBEHHbIX MpenapaToB Ans
MeaMLUMHCKOro npumMeHeHnsa obnagaeTt NnpaBoM AOCTyna K nHopMauumm, cogepxallemncs
B CMCTEME MOHUTOPUHIa ABWXEHUS feKapCTBEHHbIX MpenapaTtoB Ans MeLuLMHCKOro
NPUMEHEHNs, BKNOYas MHOPMALMIO OrpaHMYEeHHOro A0CTyna, C BO3MOXHOCTbIO ee
obpaboTku, B TOM 4ucne ee npedoCcTaBrieHWss U pacnpocTpaHeHusi, obecneyeHus
A0CTyna K Hen 1 okasaHus yCryr ¢ ee Ucnosib3oBaHueM (ganee - obpaboTka).

9.6. OnepaTtop CUCTEMbI MOHUTOPMHIA ABWKEHUS NEeKapCTBEHHbIX MpenapaTtoB Ans
MEOMUMHCKOrO  MPUMMEHEHUST MOXET  OCyLecTBNAsATb 06paboTky  MHGOpMaLmm
OrpaHU4YEeHHOro AoCTyna, coaepXalwencsa B CUCTEME MOHUTOPUHIa ABMXKEHUS
NEKapCTBEHHbIX nNpenapaTtoB AN MEOUUMHCKOTO  MNPUMEHEHUs, npu  YCnoBun
o6s3aTenbLHOro 06e3nNnUMBaHnA Takon MHGOPMaLMM B COOTBETCTBUM C YTBEPXKAAEMbIMU
deneparnbHbIM OpraHOM WCMNOMHUTENbHOW BriacTW, OCYLLECTBSIOWNM YHKUUN MO
BblpaboTke WM peanusaumMmM rocygapCTBEHHOW MOMUTUKUM W HOPMaTUBHO-NPAaBOBOMY
perynupoBaHnio B cdiepe 34paBOOXpPaHEHUs, MO COrfacoBaHuio C eaepanbHbIM
OpraHoM UCMNOMHUTENBHOW BNACTU, OCYLLECTBAAOLLMM (OYHKL MM MO KOHTPOMO 1 HAA30py
B cdepe WHMPOPMALUMOHHLIX TEXHOMOrMM W CBA3N, WU denepanbHbiM  OpraHom
ncnonHUTeNnbHOM Bnactu B obnactm obecneveHuss ©e3onacHocTn TpeboBaHUAMU K
obe3nnunBaHunio Takon nHdopmauum n metTogamm obes3nnunBaHNAa Takom MHOPMaLnK.
O6esnuyeHHan uHdoOpMmaLumMs, MofydyeHHass B pes3ynbTaTe YykaszaHHoOW o6paboTkm wu
cofepxallasca B CUCTeME MOHUTOPUHra ABWXEHUS NeKapCTBEHHbIX npenapatoB Afis
MEeOMVLUMHCKOrO NpUMEHeHus, sBnsetTca MHopMaumen OrpaHUYeHHOro JocTyna.
O6e3nunyeHHasn nHpopmaums, 4OCTyn K KOTopon Obin obecnevyeH onepaTtopomM CUCTEMBI
MOHUTOPUHra OBWXEHUS NeKapCTBEHHbIX npenapaToB ANs MegULMHCKOro NpuMeHeHns
B LEensXx OKasaHus ycrnyr C ee WCMofb30BaHWEM, MOAMNEXUT XPaHEHUID B cuUcTeMe
MOHUTOPUHra OBWXEHUSI NeKapCTBEHHbIX NpenapaToB ANs MegULMHCKOro NpuMeHeHns
He MeHee MATU NeT ¢ AaTbl NpeJocTaBneHnsa AocTyna K 06e3nnyeHHon nHopmauuu, n
Ha Hee He pacnpocTpaHalTca TpeboBaHUsA K MHOpMaLMU OrpaHNUYEHHOro 4OCTYNa,
YCTaHOBIIEHHbIE HACTOSILLEN CTaTbEN.

9.7. Onepatop CUCTEMbl MOHUTOPUHIA ABWXEHWUsI NeKapCTBEHHbIX MnpenapaToB Ans
MEONLIMHCKOrO  MPUMEHEHUsT MOXeT  OcCyLlecTBNnsTb 06paboTky  MHDopmaumm
OrpaHUYeHHOro [OoCTyna, coAepXalencs B CUCTEME MOHWUTOPUHra ABUXKEHUS
neKapCTBEHHbIX MpenapaToB A4S MeaULMHCKOrO MPUMEHEHUS, MONyYEHHOW OT cyObekTa
obpalleHns nekapcTBEeHHbIX CpeacTB, 3apermcTpMpoBaHHOIO B CUCTEME MOHUTOPUHra
ABWKEHUSI  NEeKapCTBEHHbIX MNpenapatoB Ans  MeAUUMHCKOrO  NPUMEHEHUst W
npeacTaBMBLUErO B Hee CBEAEHUs, B MHTepecax M Mo NOpPYYeHUo Takoro cybbekTa
obpaLleHns nekapcTBEHHbIX cpeacTB 6e3 06e3nmymMBaHms MHopMaLmMm orpaHUYeHHOro
goctyna.



9.8. OnepaTtop cUCTEMbl MOHWTOPWUHra OBWXEHWUS NEeKapCTBEHHbIX npenapaTtoB AN
MEOVLMHCKOrO MNPMMEHEHUS1 BNpaBe OKasblBaTb Ha HEAUCKPUMUHALMOHHOW OCHOBE
yCryrm ¢ UCnorib3oBaHMeEM 00e3NMYEeHHON MHOopMauuMK, coaepXalenca B cucteme
MOHUTOPWHra OBWXEHUS NleKapCTBEHHbIX NpenapaToB ANS MeaNUMHCKOro NpUMeHeHus,
cybbektam obpallieHns NeKkapCTBEHHbIX CPeACTB, MOPSOOK M CTOMMOCTb OKa3aHWus
KOTOpPbIX ONpeaensitoTcs onepaTtopomM CUCTEMbI MOHUTOPUHIa OBUMXXEHUS NEKAaPCTBEHHbIX
npenapaTtoB A58 MEeAUUUHCKOrO MNPUMEHEHUs, C y4eTOM OrpaHuMyeHurn [ocTtyna K
00e3nNnyYeHHONn WHGOPMaUUK, YCTAHOBJIEHHbLIX HAaCTOSIWEN cTaTbel. YKasaHHble
nopsigoK U CTOMMOCTb OKasaHWsa TakmxX YCryr pasmeLiaroTcs ornepaTtopoM CUCTEMb
MOHUTOPUHra ABMXKEHUSA NEeKapCTBEHHbIX NpenapaToB Ans MegMLUHCKOro NpUMeHeHNs
Ha canlTe CUCTEMbl MOHWUTOPWUHra AOBWXEHUSA FeKapCTBEHHbIX npenapaToB Ans
MeAMUMHCKOTO  NPUMEHEHNA B UHAOPMALMOHHO-TENEKOMMYHUKALVMOHHON  CeTU
"MHTepHeT" w© noanexaT KOHTPOM B COOTBETCTBUM C  AHTUMOHOMOSbHbIM
3akoHogaTenoctBoM Poccuiickon ®Pepepauun. YKasaHHble MOPSgoOK M CTOMMOCTb
OoKa3aHus Takux ycnyr AOSMKHbl ObITb €AnHbIMM Ong Bcex nuy, obpaljaromxcsa 3a
oKasaHMeM YyCryrm B OTHOWEHMW OOMHAaKOBbIX Buaa, obbemMa UM cocTasa
npegoctasnsgeMon uUHgopmMmauuun. Cybbektam obpalleHusi fekapCTBEHHbIX CpeacTs
3anpeljaeTtca nNpefocTtaBnATb M pacnpoCTpaHATb WMHGOpMaUMO, MOMYYEHHYO B
COOTBETCTBUM C HACTOSILLIEN YACTbIO.

10. TlpousBoauTenb fEKaApCTBEHHbIX CpeacTB, JAepxatens nubo Bnageney,
perncTpaymoHHOro yOOCTOBEPEHUS nekapCTBEHHOro npenapaTta nnu
npeaCcTaBUTENbCTBO WMHOCTPAHHOW oOpraHuMsauuun, sBngalolwencs gepxarenem nmbo
BnagenbuemM perucTpaumoHHOro YyOOCTOBEPEHUS fEKapCTBEHHOro npenaparta, Ha
Tepputopumn Poccunckon degepauunmn, 3apermcTpupoBaHHble B CUCTEME MOHUTOPUHra
OBWXEHUs  NeKapCTBEHHbIX MpenapatoB AnNd  MeAUUMHCKOTO  NPUMEHEHUs U
npeacTaBuBLLME B HEE CBEAEHUA O HAHEeCEHUU CPeacTB MOEeHTUMUKALMM Ha YNaKoOBKU
nekapCTBEHHbIX npenapaTtoB, Hapsgy C WHQOpMaUMeW, YKasaHHOM B Yactu
9.4 HacTosALWEen cTaTbk, NoyyYyaeT CoOAepPXaLlylocad B CUCTEME MOHUTOPUHIa ABUXEHUS
NeKapCTBEHHbIX MpenapatoB AN MeAUMUMHCKOrO  MPUMEHEHUS  WHopmMauuio
OrpaHU4YeHHOro [OCTyna O Cepusax W NapTuMax 3TUX JleKapCTBEHHbIX MpenapaToB
©e3B803mMe3HO M BMNpaBe OCYLECTBNATb CaMOCTOATENbHO MM nopydaTb 06paboTky
Takon MHopmMaumMn TONMbKO B COBCTBEHHbLIX MHTepecax. [lpu 3TOM AOCTYyn K Takown
WHOpMaUuM unu pesynbtataMm ee o6paboTkM MMEET TOSMbKO [aHHbIA CYyOBLEKT
obpalleHnsa nekapcTBEHHbIX CPEeACTB UMM NNLO, KOTOPOMY OH nopy4vmn obpaboTky.
CoctaB npenocTaBnsieMOn B COOTBETCTBUMM C HACTOSILEN YacTbo WMHGopmMaumm
onpenensetca lNpasutensctBom Poccurckon denepaumm.

11. 3a NnpoM3BOACTBO UM NMpoAaxy NeKkapCTBEHHbIX NpenapaToB Ans MeLULUMHCKOro
npumMeHeHnsa 6e3 HaHeceHust cpeacTB NaeHTUMKaLUNN, C HapyLLEHWEM YCTAaHOBIIEHHOIO
nopsigka MX HaHeceHus, a Takke 3a HECBOEBPEMEHHOE BHECEHME [aHHbIX B CUCTEMY
MOHUTOPUHra OBWXEHUS NIEKAPCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMEHEHUSN
NN BHECEHNE B HEE HEOOCTOBEPHbLIX AAHHbLIX KPUANYECKME NMUA U NHOMBUAYAlbHbIE
npeanpMHAMaTenn,  ykasaHHble B Yactax 4 u 7 HacTosllen  cTtaTbW,  HECyT
OTBETCTBEHHOCTb B COOTBETCTBMMU C 3aKoHOL4aTeNbLCTBOM Poccuiickon ®epepaumn.

12. TllpaButenbctBo Poccunckon >degepaumm BhpaBe YCTaHOBUTb OCOOEHHOCTU
BHeJpPEeHUs CUCTEMbl MOHWUTOPWUHIa [OBWXEHUS JeKapCTBEHHbIX MpenapaTtoB Ans
MEAMUMHCKOrO MNPUMEHEHUS, BKIOYas CPOKM ee BHeOpeHusi, B  OTHOLUeHWUU
NeKapCTBEHHbIX NpenapaTtos AN9 MegUUNHCKOrO MPUMEHEHNS, BKITIOYEHHbIX B NepeYveHb
XN3HEHHO HEOBXOO4MMbBIX U BaXXHENLINX NEeKapCTBEHHbIX NpenapaToB, NEKapCTBEHHbIX
npenapartoB, npegHa3HavyeHHbIX Ang obecneveHns nuy, OOMbHBIX remMogunen,
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MYKOBMCUMOO030M, FVII'IO(bI/I3aprIM HaHNU3MOM, 6ones3Hbto [owe, 3nokayYecTBEHHbIMMU
HOBOO6p33083HI/IF|MI/I J'II/IM(*)OVIH,HOVI, KpOBGTBOpHOVI N pPOACTBEHHbLIX WM TKaHen,
paccedaHHbIM CKI1EPO30M, JnL MNocrne TpaHCnnaHTaunun opraHoB U (I/IJ'IVI) TKaHEN, UHbIX
JIEKapCTBEHHbIX MpenapaToB Anda MeanumnHCKOro npuMmeHeHus.

asa 14.1. OTPAHNYEHWNA, HANNAITAEMbIE
HA OPTAHN3ALUWW, OCYLWLECTBITAIOWWE AEATENIBHOCTb
MO OBPAWLEHUIO NEKAPCTBEHHBLIX CPEOCTB

Crtatbs 67.1. OrpaHnyeHusi, Hanaraemble rnpu OCyLLECTBAEHUN AeATENbHOCTU B chepe
obpalleHns nekapcTBEHHbIX CPEeaCcTB

1. OpraHusauuu, 3aHMmaromecs pa3paboTkon, NPOM3BOACTBOM U (UNn) peanusaumen
NEeKapCTBEHHbIX npenapaTtoB Ansi  MEAULMHCKOrO  MPUMEHEHUs, OopraHusauum,
obnagatolime npaBamu Ha UCNOMb30BaHME TOProBOro HAaMMEHOBAHUSI NEKAPCTBEHHOIO
npenapata Aans MeOuUMHCKOrO MNPUMEHEHUs, opraHuM3auuu OMnTOBOWM TOProBMn
NEeKapCTBEHHbIMW CpeAcTBaMM, anTeyHble opraHu3auumn (Ux npencrtaBuUTenNun, KHble
dusnyeckme n rpuanyeckme nuua, ocyLLeCcTBASWME CBO OEATENbHOCTb OT MMEHU
3TUX OpraHu3auui) B OTHOLIEHMM MEeOMLMHCKUX pPabOoTHUKOB W PYyKOBOAUTENEWN
MEeANLMHCKNX OpraHM3aLnin He BNpaBe:

1) BpyyYyaTb nogapku, BbiNSlaunBaTh [AEHEXHble CcpeacTBa (3@  MCKIOYEHUEM
BO3HArpaXkAeHWin no [JoroBopam npu MNPOBEAEHUM KIMHUYECKUX WUCCIeaoBaHNU
NEKapCTBEHHbIX npenapatoB Ans MeOUUMHCKOTO MNPUMEHEHUs), BO3HarpaxaeHun,
CBSI3@HHbIX C OCYLUECTBIIEHMEM MeAMLMHCKMM paboTHMKOM neparormdeckon u (Mnm)
Hay4YHOW AesTenbHOCTM), B TOM 4MCle OnfaynmBaTtb pasBrievyeHusi, OTAblX, nNpoesq K
MEeCTy OoTAblXa, a TakkKe NpuBreKkaTb K y4acTuo B pasBriekaTefibHbIX MepOonpUsTUsX,
NPOBOANMBIX 3a CHET CBOUX CPEACTB;

2) 3akn4yatb COrMalleHUMsi O Has3Ha4YeHuuM WM pekoMeHZauun naumeHTam
NeKapCTBEHHbIX nNpenapaToB AN MeAULMHCKOTO MNPUMEHEHMST (3a WCKIOYEHNEM
[IOrOBOPOB O NPOBEAEHUMN KITMHUYECKNX UCCIEA0BaHWUI NleKapCTBEHHbIX NpenapaToB ANs
MeOULNHCKOro NpUMeEHEHUS);

3) npepoctaBnsaTb 06pasubl NlEKAPCTBEHHbIX MpenapaToB Afs  MeaMUMHCKOro
NPUMEHEHUS B LIeNsIX BPyYEHUS MaumeHTam (3a UCKMoYEeHWEeM CcryyYaeB, CBSA3aHHbIX C
NpoBeAEHUEM  KIMMHUYECKUX WCCMEeAOBaHUM  fleKapCTBEHHbIX NpenapatoB  Anis
MEeONLIMHCKOro NPUMEHEHUS);

4) npenocTtaBnATb HEAOCTOBEPHYHO U (MNKN) HEMOMHYK MHAOPMALNIO O NEKAPCTBEHHbIX
npenaparax anst MeAMLMHCKOrO NMPUMEHEHNS;

5) nocewaTb ux B paboyee BpeMsi Ha pabouymx MecTax, 3a WCKIIOYEHMEM CIly4vaes,
CBSI3aHHbIX C NMPOBEAEHNEM KIMHUYECKUX UCCREeLOBaHNIA NEKAapCTBEHHbIX NpenapaToB
AN MEOUUMHCKOrO MPUMEHEHWsl, C YyyacTMem B MNOpsiAke, YCTaHOBIIEHHOM
pykoBoauTenemMm MeguuMHCKOM opraHm3aumm, B CObpaHnax MeanunHCKMX paboTHUKOB 1
WHbIX MEPONPUATUAX, HAanNpPaBfeHHbIX Ha NOBbIWEHUE MX NPOECCUOHANTbHOIO YPOBHSA
UNn Ha npegocTaBneHne MHoOpMaLMmM, CBA3AaHHOW C OCYLLECTBIIEHMEM MOHUTOPUHIa
6e30nacHOCTM NeKapCTBEHHbIX NpenapaTos;



6) nobyxaaTb K BbIMUCbIBAHMIO JEKAPCTBEHHbIX MNpenapaToB Ans MeAMLUHCKOro
NpUMeHeHus1 Ha bnaHkax, coaepXalumx MHpopMaLMIo peknamMHOro xapakrepa, a Takke
Ha peuenTypHbiXx OnaHkax, Ha KOTOpbIX 3apaHee HamneyataHo HauMeHOBaHue
nekapcTBEHHOro npenapaTta Ans MeauLMHCKOro NpUMeHeHUs.

2. OpFaHVI3aLl,I/IVI, YKa3aHHble B ab3aue nepBoM 4actu 1 HacTodAwen cTtaTbU, U UX
npegcraButesin B OTHOLWEHUN q)apmaueBqueCKle pa6OTHVIKOB 7 pyKOBO,EI,I/ITeJ'IeIZ
anTeYyHbIX OpFaHI/I3aU,VII7I He BrpaBe:

1) Bpy4daTb NOoAdapKu, BblMJla4yMBaTb OEHEXHbIE CpenctBa, B TOM 4YUCIE OfJiavynBaTb
passriedeHnd, oOTAblX, nMnpoe3a K MeCTy OTAbiXa, W npuBnekatb K Yy4aCTuko B
pa3BriekaTesibHbIX MEPOMNPUATUAX, NPOBOANMbIX 3a CHET CBOUX CPEeACTB;

2) npenocTaBliATb o6pasu,b| JIEKapCTBEHHbLIX TMpenapatos And MeauuunHCKOro
npuMeHeHud anda BpyyeHnd HacerieHUio,

3) 3aKro4aTb cornaweHmna o npeanoXeHnm HacerneHumto ornpenerneHHbIX JIeKapCTBEeHHbIX
npenaparoB omla megnumHCKOro rnpuMeHeHus;

4) NnpegocTaBnATb HEAOCTOBEPHYIO U (MK) HEMOMHY UHAOPMALIMIO O NEeKapCTBEHHbIX
npenapaTtax Ans MeOuUMHCKOrO MNPUMEHEHWsl, B TOM YMCMe UMEKLWUX OAMHAKOBOEe
MeXayHapoaHoe HenaTeHToBaHHOE HauMeHOBaHMe.

CtaTbs 67.2. TpeboBaHMs K OpraHnsaummn 1 NpoBEAEHUI0 HayYHbIX MEPONPUATUN, UHbIX
MEPONPUATUA,  HaMpaBfieHHbIX Ha  MOBbIWEHNE MNPOECCUOHANTBHOMO  YPOBHS
MeAMUMHCKNX pabOoTHMKOB WNM Ha NpefocTaBfieHne WHGOopMauuun, CBSA3AHHOM C
OCYyLLECTBNEHNEM MOHUTOPMHIa 6€30NacHOCTU NIEKapCTBEHHbIX NpenapaTos

1. Mpn nNpoBefeHMMN HayYHbIX MEPONPUATUN, MHbIX MEPOMNPUATUA, HanpaBfiEHHbIX Ha
NnoBbILLEHNE NPOGECCUOHANBHOMO YPOBHA MEOULMHCKMX paboOTHMKOB UMM Ha
npefoCcTaBfieHNEe CBS3aHHOM C  OCYLECTBIEHMEM MOHUTOPUHra 6e3onacHoCTU
NEeKapCTBEHHbLIX  MpenapaTtoB  WMHOPMauUUKW,  OpraHM3yembiX  OpraHu3aumsMu,
yKasaHHbIMM B ab3aLle nepsom Yactu 1 ctaTtem 67.1 HacToswero PegeparnbHOro 3akoHa,
nX NpeacTaBuUTeENs MU 1 (M) bMHAHCUPYEMbIX 3@ CHET CPEACTB ITUX OpraHmn3aumm n nx
npeacraBuTenen, sanpeLaeTca NPenaTCTBOBATh Y4aCTUIO B yKa3aHHbIX MEPONPUATUSX
WHbIX OpraHmM3auunn, KoTopble NPOn3BOAAT UMM peanuayoT NieKapCTBEHHbIE NpenapaTbl
AN MEeOUUMHCKOrO MPUMEHEHUSI CO CXOXUM MEeXaHu3MOM dapMakoormM4eckoro
aencteus, nmbo cosgaBaTb ANCKPUMUHALMOHHBLIE YCNOBUA ANS OOHUX YYAaCTHUKOB MO
CpPaBHEHWIO C APYrMMWN YY4aCTHUKaAMKU, 8 UMEHHO:

1) NpegocTaBnATb pasfnMYHOe KONUYECTBO BPEMEHW ANsi BbICTYMNEHWUA Y4aCTHUKOB,
pasnuyHble Mo pa3mepy 3aHMMaemoWn MroWaanM Mecta Ans AeMOHCTpauum obpasLoB
NeKapCTBEHHbIX NpenapaToB Ans  MEeOWUMHCKOrO MNPUMEHEHUSI UMM PeKaMHbIX
mMaTepuarioB O JleKapCTBEHHbIX MNpenapatax Ans MeAMLMHCKOro MNpUMEHEHUsT Ha
3KCNO3MLMSAX, CTEHAAX, 3@ UCKIMIOYEHNEM Cly4YaeB, €Criv Takue yCcrnoBus 3aKpenseHbl B
cornalleHusx 3TUX opraHusauun, nx npeacraButenen o GUHAHCMPOBAHMM YKa3aHHbIX
MeponpuaTUA 1 0ByCroBeHbl pa3nNMYHbIMU 3aTpaTaMy y4aCcTHUKOB Ha UX OpraHv3auuio;

2) ycTaHaBnvBaTb pasmMep B3HOCa Asl y4aCTHMKOB MepPONpUSTUA, yKasaHHbIX B ab3ale
NepBOM HaACTOsILLEeN YacTu, NpeBbILaloWmnin CyMMy 3aTpaT Ha opraHu3aumio ykasaHHbIX
MepOonpUATUA U BeayLMiA K HeO6OCHOBAHHOMY OrpaHUYEeHNIO YUCa UX Y4aCTHUKOB.
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2. OpraHusauuu, ykasaHHble B abs3aue nepsom 4Yactm 1 cratbu 67.1 HacTodAwero
depepanbHOro 3akoHa, UX NpeacTaBUTENN, OCYLLECTBASOLWNE opraHM3aumio n (unum)
bUHaAHCMpOBaHME MEpPOMNPUATUIA, yKasaHHbIX B YacTy 1 HacTosiwen ctatbk, 06A3aHbl
obecneunBaTtb AOCTYMN K UHpOpMALUKM O AaTe, MeCTe U BPEMEHW NPOBEAEHUS YKa3aHHbIX
MepPONPUATUIA, NraHax, nporpamMmmax npoBefeHNa yKasaHHbIX MeporpusaTUin u Temax,
nraHMpyemMblX ANs pacCMOTPEHUS, COCTaBe WX YYACTHUKOB MyTeM pa3MeLLeHus
COOTBETCTBYHOLLEN MHPOPMaLMN Ha CBOUX OhmumnanbHbIX canTax B ceTn "IHTepHeT" He
nosgHee AByX MecsiLeB 40 Havara npoBefeHns yKkasaHHbIX MEPONPUATUNA.

3. IHdbopmauus o npoBeeHnn MepornpusaTUii, yKasaHHbIX B 4acTu 1 HacTosdLLEeN cTaTbu,
B CPOK, YCTAHOBJIEHHbIN YaCTbio 2 HACTOAWEN CTaTbW, JOMMKHA ObiTb HanpasfeHa B
doeqepanbHbIn  OpraH WCMNOMHUTENBHOW BRAcTW, OCYLECTBASALWNA  (YyHKLMM NO
KOHTPOIO 1 HaA30py B chepe 34paBoOXpaHeHusl, Ans nocneayrLwero pasmeLeHms ee
Ha ohuumanbHOM canTe 3Toro opraHa B cetu "MIHTepHeT".

asa 15. OTBETCTBEHHOCTb 3A HAPYLLEHME 3AKOHOOATEJIbCTBA
POCCUNCKOW ®ELOEPALIMN NPU OBPALLEHMN NEKAPCTBEHHbLIX CPECTB
N BOSMELWEHWE BPEOA, MPUYNHEHHOIO 300POBbLIO MPAXKOAH
BCNEAQCTBUE NMPUMEHEHWA NNEKAPCTBEHHbBIX NMPEMAPATOB

Ctatbs 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTtenbctBa Poccunckon
depepaumm npu obpaweHnn NekapcTBEHHbIX CPEeACTB

1. HapyweHue 3akoHopgaTenbctBa Poccuinckon ®epepaunmn npu  obpalleHum
NeKapCTBEHHbIX CPeAcTB BrevyeT 3a coboM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon degepaunm.

2. 3a HenpeacTaBreHne NN HECBOEBPEMEHHOE NpeacTaBneHne nHopmaumm n (Mnu)
AOKYMEHTOB MO0 NpeAcTaBneHne HegoCTOBEPHBIX MHGOPMaUUN U (K1) AOKYMEHTOB,
NpenyCMOTPEHHbIX HacTosAwmMm denepanbHbIM  3aKOHOM, CyO6bekTbl  obpalleHus
neKapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccunckon ®epepaunn.

Ctatbss 69. BoamelueHne Bpena, NPUYMHEHHOrO 340POBLK rpaXaaH BCreacTBue
NPUMEHEHNSA NEKapPCTBEHHbIX NpenapaToB

1. NMpounsBoguTenb NekapcTBEHHOro Npenaparta 06s13aH BO3MECTUTb Bpes, MPUYMHEHHbIN
3[0pOBbI0 TpaxdaH BCNeACTBME MPUMEHEHUS NEeKapCTBEHHOro mnpenapara, ecnuv
A0Ka3aHo, YTo:

1) neKkapcTBEHHbIN MpenapaT MPUMEHSNICA MO Ha3Ha4YeHWl B COOTBETCTBUU C
WHCTPYKLMEN NO NMPUMEHEHUIO NIEKAPCTBEHHOrO Npenaparta v NpuYvHONi Bpeada sIBUICS
BBOJ B rpakgaHckuii 060poT HegobpoKkayeCTBEHHOMO JIEKAapCTBEHHOMO Npenapara;

2) Bpen 300pOBbD  NPUYMHEH  BCREACTBME  HEOOCTOBEPHOW  MHGOpPMauumu,
cofepxallencss B UHCTPYKLMM MO NMPUMEHEHUIO fIeKapCTBEHHOrO npenaparta, n3gaHHon
npoM3BOAMTENIEM FIEKAPCTBEHHOIO Npenapara.
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2. B cnyyae, ecnv Bped 300pOBbI0 rpaxaaH NPUYUHEH BCneacTBve MNpUMEHEHUs
neKapCTBEHHOro rnpenaparta, npuwegwero B HErogHoCTb B pesynbTaTe HapylleHUs
npaBusl  XpaHeHUs1  NeKapCTBEHHbIX  CPeAcTB, MpaBwuil  OMTOBOWM  TOProBnwn
neKkapCTBEeHHbIMY NpenapaTamMu, npasuIl OTNycKa NekapcTBEHHbIX NpenapaTos, NpaBusi
N3roTOBIIEHNUA W OTNyCKa JieKapCTBEHHbIX MpenapaTtoB, BO3MelleHne Bpeaa
OCYyLLEeCTBNAETCS COOTBETCTBEHHO OpraHmM3aumen onToBOW TOProBfn SlekapCTBEHHbIMN
cpegcTtBamMu, anTeyHoOW — opraHuMsaunen, uHAMBMAOYasnbHbIM  NpeanpuHUMaTenem,
UMEKLNMU NNLEH3NI0 Ha dapMaLeBTUYECKYID AEATENbHOCTb WAW NIULEH3UIO Ha
MeANUMHCKYIO O0eATenbHOCTb, MEAULMHCKOW opraHmsaunen, MMeLLEen NNLEH3NI0 Ha
hapmaLeBTUYeCKyt0  AedaTenbHOCTb  (ee  000CO6NeHHbIM nogpasgereHuemM
(ambynatopuen, denbawepckumMm n enbawepcko-akyLWepCckuM nyHKTaMu, LLEHTPOM
(otoeneHnem) obLien BpayebHOM (CEMENHON) NPaKTUKK), PacnoSIOXKEHHbIM B CENbCKOM
HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasi opraHuM3aums), 4onyCTUBLLUMMN
npogaxy unm oTnycK Takoro fiekapCTBEHHOro npenapara.

3. BoameuwieHne Bpena, NpUYNMHEHHOIO 340POBLI0 FpaXkaaH BCreacTBMe NMPUMEHEHUS
NeKapCTBEHHbIX NpenapaToB UK COBEPLLEHUS NPOTUBOMNPAaBHbIX 4ENCTBUN CybbekTaMmu
oOpallleHns  nekapCTBEHHbIX CpPeAcTB, OCYLECTBNSeTCs B COOTBETCTBUM C
3akoHogaTenbcTtBoM Poccuimckon ®egepaunn.

Masa 16. SAKITFOYNTEINbHbIE MOJIOXKEHUA

Cratbsn 70. O npu3HaHUW yTpaTMBLUMMW CUIy OTAENbHbIX 3aKOHOAATENbHbIX aKTOB
(mnonoxeHwun 3akoHoaaTenbHbIX akToB) Poccunckon ®epepaunm

Mpu3HaTb yTpaTUBLUMMMK CUIY:

1) ®epepanbHbIn 3akoH oT 22 noHa 1998 roga N 86-93 "O nekapcTBeHHbIX cpeacTaax”
(Cobpanue 3akoHogaTenbctBa Poccuiickon ®egepaunn, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH OT 2 sHBaps 2000 roga N 5-®3 "O BHeceHUM U3MEHEHUS U
pononHeHnn B ®epepanbHbin 3akoH "O  nekapcTtBeHHbIX cpegcteax” (Cobpanue
3akoHogaTenbcTBa Poccuinckon ®egepaumm, 2000, N 2, cT. 126);

3) ctatbio 40 denepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-03 "O BHeceHuun
W3MEHEHUN W [OMNOSIHEHWW B HEKoTopble 3akoHodaTenbHble akTbl Poccuinckon
degepaumm B CBA3M C npuHaTMEM depepanbHoro 3akoHa "O nuMUEeH3npoBaHUK
oTaenbHbIX BuaoB agesatenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depepaumn, 2003, N 2, cT. 167);

4) ctatblo 31 PepepanbHoro 3akoHa oT 30 uioHs 2003 roga N 86-®3 "O BHeceHumn
N3MEHEHUN W [OMNOSIHEHUW B HEKOTopble 3akoHodaTenbHble akTbl Poccuinckon
degepaumn, NpuU3HaAHUM YTPATUBLLMMW CUMY OTAESNbHbLIX 3aKOHOAATESIbHbIX aKTOB
Poccuinckon ®epepaunn, npegoctaBfieHnn OTAENbHbIX rAapaHTU COTPYAHUKaM OpraHoB
BHYTPEHHUX [€En, OPraHoB MO KOHTPOMO 3a OBOPOTOM HAPKOTUYECKMX CPEACTB U
NCUXOTPOMHbIX BELLECTB M ynpasaHaeMbix dpefepanbHbiX OpraHoB HanoroBoOM Nonmumnm
B CBSI3W C OCYLUECTBMIEHMEM MeEP MO COBEPLUEHCTBOBAHUIO T[OCYAapPCTBEHHOMO
ynpasneHus" (CobpaHue 3akoHopgatenbctBa Poccuickon ®epepauyunmn, 2003, N 27, cT.
2700);

5) ctatbio 101 PepepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-93 "O BHeceHumn
M3MEHEeHUNn B 3akoHodaTenbHble akTbl Poccunckon depepaumm n  npusHaHUK
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yTpaTUBLUMMUK CUITYy HEKOTOPbIX 3akoHodaTtenbHbIX aktoB Poccunckon depepaunn B
CcBA3N ¢ NpuHaTMeM PeneparnbHbiX 3akoHOB "O BHECEHUN U3MEHEHUN U OOMNOSTHEHUN B
depepanbHbin - 3akoH  "O6 0O6WMX NpPUHUMNAX OpraHu3auun 3akoHoAaTeNbHbIX
(NpeacTaBUTENBHbBIX) U UCMOSTHUTENBHBIX OPraHOB rOCYAAPCTBEHHOW BNAacTU CyOBHEKTOB
Poccuiickon ®epepaumn” un  "O6 obwmMx npuHUMNAX OpraHu3auun MecTHOrO
camoynpaeneHuns B Poccuinckon ®Pepepauun” (CobpaHne 3akoHogaTesibCcTBa
Poccunckon ®egepaunn, 2004, N 35, ct. 3607);

6) ctatbio 28 PepgepansbHoro 3akoHa oT 18 gekabps 2006 roga N 231-d3 "O BBegeHumn
B [OenctBme 4actm JetBepton [paxgaHckoro kogekca Poccuickon depepauymn”
(CobpaHue 3akoHogaTensctBa Poccuiickon ®enepauun, 2006, N 52, cT. 5497).

Crtatbsa 71. BectynneHue B cuny Hactosiwero degepanbHOro 3akoHa
1. HacTtosawwmn ®epneparnbHbln 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3aperucTpUpoBaHHble OO0 AHS BCTYMMEHUs B CuUny
HacTosiwero deaepanbHOro 3akoHa, MOANeXaT BKMOYEHUIO B FOCYOapPCTBEHHbIE
peecTpbl NEeKapCTBEHHbIX CPEACTB C BHECEHMEM YKasaHHbIX B 4Yactu 1 craTtby
33 HacTosiuero ®enepanbHOro 3akoHa CBeAeHWU 06 3TUX NeKapCTBEHHbIX cpeacTBax
6e3 NPoXoXOeHUs BHOBb MpoLeaypbl rocyaapCTBEHHOW permcTpauumn nekapcTBeHHbIX
npenapaTos.

3. TocypapcTBeHHasi peructpaums INeKkapCTBEHHbIX MpenapartoB, 3a MWCKIIYEHMEM
NeKapCTBEHHbIX NnpenapaTtoB AN MeAULMHCKOrO MPUMEHEHUs, NpeacTaBreHHbIX Ha
yKa3aHHyl0 permctpaumio OO0 OHSA BCTYNneHus B cuny Hactosiwero depepanbHoro
3aKoHa, OCYLLECTBISIeTC B COOTBETCTBUM C HacTosiwmMm deaepanbHbiM 3aKOHOM Ha
OCHOBaHMM [OOKYMEHTOB W [OaHHbIX, MPEACTaBIEeHHbIX OO0 AHS BCTYMNNEHUs B CUy
HacTosilero ®eaepanbHOro 3akoHa.

3.1. TocynapcTBeHHasi perncrpaumsa fiekapCTBEHHbIX NpenapaTtoB ANns MeLuLMHCKOro
NpPUMeHeHUs, NpeacTaBNEeHHbIX HAa rOCYAapCTBEHHYIO perncTpaunio 4O AHS BCTYNNEeHNs
B cuny Hacrodwero PegepanbHOro 3akoHa, M rocygapCTBEHHas perumcrpauums
NeKapCTBEHHbIX NpenapaTtoB ANs MeAUUMHCKOro MpUMEHeHUs, NpeacTaBreHHbIX Ha
9KCNepTU3y IeKkapCTBEHHbIX CpeacTB A0 [AOHA BCTYNNEHUMS B CUMY HacTOsLWero
depepanbHOro 3akoHa B Uenax WX nocneayrlen rocyaapCTBEHHOM perncrpaumu,
OCYLLIECTBNATCA Ha OCHOBaHWM [OKYMEHTOB W [aHHbIX, MPeAcTaBfeHHbIX OO0 OHA
BCTYNneHnMs B cuny Hactodwero degepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocy4apCTBEHHOW perMctpaumMmM fekapCTBEHHOro npenapata, npeacTaBneHHOro
Npoun3BOANTENEM FEKapCTBEHHbIX NpenapaTtoB WU YNONHOMOYEHHbIM WM FULOM B
COOTBETCTBUM C HacToAwmuM PefeparibHbIM 3aKOHOM B YNOSTHOMOYEHHbIN doeeparnbHbIn
opraH ucnonHutenbHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocyapCTBEHHOM MOLWMWHbBI, MPegyCMOTPEHHOW 3akoHoOaTenbCcTBOM Poccuinckon
depepaumm o Hanorax n cbopax.

3.2. lNMoaTeepxaeHne rocygapCTBEHHOW perncTpaunm nekapCcTBEHHbIX npenapaToB And
MEeOMLUMHCKOrO NpUMEHEHWS, NpeACcTaBNeHHbIX ANA NOATBEPXOEHUSA rocyaapCTBEHHOM
peructpauum OO OHA BCTYNreHua B curny Hactosiwero ®defepanbHOro 3akoHa, u
noaTBepXaeHne rocygapCTBEHHOM perncTpauun nekapCTBEeHHbIX npenapaToB Ans
MeANLMHCKOro NPUMEHEHUS, NPeACTaBEHHbIX HAa 3KCMEePTU3Yy NeKapCTBEHHbIX CPeacTB
00 OHS BCTYNreHus B cuny Hactosiwero degepanbHOro 3akoHa B Lierisix nocreayroLwero
noaTBEPXOEHUS UX rocygapCTBEHHOW perucrpauuuv, OCyLLEeCTBAKTCA Ha OCHOBaHWUK
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AOKYMEHTOB M [aHHbIX, MpeAcTaBfieHHbIX A0 AHSA BCTYMSIEHUS B CUIY HAaCTOSALLEro
depgepanbHOro 3akoHa, a TaKxe 3asiBfieHUss O NOATBEPXOEeHUU roCydapCTBEHHOW
perMcTtpauum fekapcTBEHHOro npenapaTta, nNpeacTaBneHHOro MNpou3BoauTenem
NeKapCTBEHHbIX MpenapaTtoB WM YNOSIHOMOYEHHBIM UM NULOM B COOTBETCTBUWN C
HacToawmm degepanbHbIM  3aKOHOM B YNOSIHOMOYEHHbIN  dpefepanbHbli  OpraH
ucrnonHuteneHon Bnactm o 1 mapta 2011 roga, 6e3 TpeboBaHua ynnaTtbl
rocygapCTBEHHON MOLWSIMHBLI, MPeayCMOTPEHHOW 3akoHodaTenbCTBOM  Poccuinckon
depepaumm o Hanorax n cbopax.

3.3. lNpuHATHE pelleHnss O BHECEHUU WN3MEHEHUA B [OOKYMEHTbl, coAepxalwmecs B
perncTpaunMoHHOM [0Cbe Ha 3aperncTpupoBaHHbLIN NeKapCTBEHHbIM npenapaT Aans
MEeANLMHCKOrO NPUMEHEHUs 1 npeacTaBreHHble 40 AHSA BCTYNMEHMS B CUITYy HACTOSALWEro
degepanbHOro 3akoHa, U NPUHATUE pPeLleHUs O BHECEHUU U3MEHEHUN B OOKYMEHTHI,
cogepxalieecs B permcTpaunmoHHOM A0Cbe Ha 3apermcTpupoBaHHbLIA NEKapCTBEHHbIN
npenapat Ang MeOUUMHCKOrO MNPUMEHEHUsS U NpPeACTaBfieHHble Ha 3KCnepTusy
NeKapCTBEHHbIX CPeACTB [0 AHA BCTynneHus B cuny Hactosiwero degepanbHOro
3aKOHa, OCYLLECTBMSTCA HA OCHOBaAHUW OOKYMEHTOB W AaHHbIX, NpeAcTaBieHHbIX 00
OHS BCTYNNeHUs B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asdBfeHust o
BHECEHUN U3MEHEHU B [OKYMEHTbI, coAepXallmecss B permcTpaunmoHHOM A0Cbe Ha
3aperncTpuMpoBaHHbIN  FIEKAPCTBEHHbIN npenapaT And MeAUUUHCKOrO MNpUMEHEHWS,
npencTaBneHHOro nponssoguTenem neKapCTBEHHbIX npenapaTos nnm
YNOSTHOMOYEHHbIM UM SIMLOM B COOTBETCTBUM C HacTosAwmm PegeparnbHbIM 3aKOHOM B
YNOSTHOMOYEHHbIN dhefepanbHbI opraH ucnonHuTensHom Bnactn go 1 mapta 2011 roga,
6e3 TpeboBaHuss  ynnatbl  roCyAapCTBEHHOM  MOLWMWHbBI,  NPeayCMOTPEHHOM
3akoHogaTenbcTtBoM Poccuinckon Gegepaunmn o Hanorax u cbopax.

3.4. Bbigada paspelleHmnin Ha NpoBeaeHne KINMHNYECKNX nccrnegoBaHnim nekapcTBeHHbIX
npenapaTtoB ANd MEAMLMHCKOrO MNPUMEHEHMs MO 3asdABfEeHUAM, MOAaHHbIM A0 AOHS
BCTYMNNEeHUs B cuny Hactoswero degepanbHOro 3akoHa, a Takke Mo 3asiBfEHUsM,
nogaHHbIM Mocre OHA BCTYMAeHus B cuiy Hactosiwero degepanbHOro 3akoHa Ha
OCHOBaHWW 3KCMNEPTU3, MNPOBEAEHHbIX [0 AHA BCTYMSIEHMS B CWUNY HaACTOSLWEro
depgepanbHOro 3akoHa, OCyLLECTBISETCA B COOTBETCTBUM C HacTosawmm PeaepanbHbiM
3aKOHOM Ha OCHOBaHUM OOKYMEHTOB U AaHHbIX, NPeACTaBNEHHbIX UK NOSTyYEHHbIX 4O
OHS BCTYNneHus B cuny Hactosiwero denepanbHOro 3akoHa, a Takke Ha OCHOBaHMu
Konun npefBapuUTENbHOrO oroBopa 064a3aTenbHOro CTpaxoBaHWUS XMU3HW, 300POBbSA
NnauMeHTOB, y4acTBYHOLLUMX B KIMMHUYECKOM MUCCreOoBaHMM NeKapCTBEHHOrO npenapaTta
AN MeOuUMHCKOro NMPUMEHEHUSA, UK KOoMuu goroBopa ob6s3aTernibHOro CTpaxoBaHUs
XW3HKW, 300pOBbS  MNALMEHTOB, Y4acCTBYHOLWMX B  KIMHMYECKOM  WUCCregoBaHUn
fleKapCTBEHHOro npenapara ans MeamuMHCKOro NpuMeHeHus, nnbo npeacTtaBfieHHOM
Konun pgoroBopa 00s13aTeNbHOr0 CTPaxoBaHWUSA, 3aKMOYEHHOrO0 B COOTBETCTBUM C
TMMNOBLIMW MpaBunamMm 00s3aTeNbHOr0 CTpaxoBaHUs, C YKasaHWeM npenenbHOn
YNCMNEHHOCTM NALUMEHTOB, Y4aCTBYHOLLNX B KNMTMHUYECKOM UCCEA0BaHNN NEKApPCTBEHHOIO
npenapata gns MeauLMHCKOro npumeHeHusi, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHON
NOLUSMHBLI, NPeAyCMOTPEHHOW 3akoHoAaTenbCcTBOM Poccuinckon denepaunmn o Hamnorax
n cbopax.

3.5. 3apeructpupoBaHHble B WHOCTPAHHOW BaniTe A0 [OHS BCTYNNEHUS B Cuny
HacToswero ®epepanbHOro 3akoHa npedernbHble OTMNYCKHble LUeHbl WMHOCTPaHHbIX
npoussoauTenen Ha nekapCTBeHHble npernapaTbl, BKIIIOYEHHbIE B NepeyvyeHb XU3HEeHHO
HeobX0AMMbIX M BaXXHEWLLMX JeKapCTBEHHbIX MpenapaTtoB, Moanexat nepecyeTy B
py6nu no kypcy LleHTpanbHoro 6aHka Poccunickon degepaumm Ha gaTy, yCTaHOBIIEHHYHO
MpaButensctBom Poccurickon depepauun, ©6e3 npencraBneHust 3asiBreHUs O



nepecyeTe LUEHbl C BHECEHWEeM COOTBETCTBYIOLMX WU3MEHEHW B rOCYOapCTBEHHbIN
peecTp npeaernbHbIX OTMNYCKHbIX LieH NPOM3BOANUTENEN Ha NeKapCTBEHHbIE npenapaThbl,
BKIIOYEHHblE B MepeYeHb XM3HEHHO HEOBXOAUMbBIX UM BaXKHEWLUX NeKapCTBEHHbIX
npenapaTos.

3.6. 3aperucTpupoBaHHble 0O OHSA BCTYMfEeHua B cuny Hactoswero degepanbHOro
3aKoHa npegesibHble OTNYCKHbIE LieHbl POCCUMUCKUX MPON3BOAUTENEN HA NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEPEYEHb >KU3HEHHO HEOBXOOMMBIX W BaXXHEMLUX
nekapCTBEHHbIX NpenapartoB, nognexart nHaekcaumm ¢ 1 Hosbps 2010 roga uexoasa m3
NPOrHO3MPYEMOro YpPOBHS MHMNAUUK, ycTaHOBMNEeHHOro deaeparnbHbiM 3aKOHOM OT 2
nekabps 2009 roga N 308-93 "O denepanbHom BrogxkeTe Ha 2010 rog v Ha NNaHOBLIN
nepuopg 2011 n 2012 rogos" Ha 2011 roa.

3.7. lMocne 1 mapta 2011 roga He gonyckarTcs NPOU3BOACTBO M BBO3 B Poccumnckyto
degepaumio nekapCTBEHHbIX NpenapaToB B yrNakoBKax C MapKUpPOBKOW, koTopasa bbina
HaHeceHa 0 OHS BCTYNNeHUs B cuny HacToswero ®egepanbHoro 3akoHa. o ncredeHunn
YKa3aHHOIrO CpoOKa [aHHble JleKkapCTBEeHHble npenapatbl MOryT OTMAYCKaTbCH,
peann3oBbIBaTbCS, NepeaaBaTbCsa U NPUMEHSTLCS 40 UCTEYEHNSA NX CPOKa FOOHOCTU.

4. Co gHsa BCTynneHus B cuny Hactoswero ®egepansHoro 3akoHa 1 no 30 anpensi 2011
roga BKHOYUTENBHO AOMyCKaeTcs MpoOBEeAEHME IKCMEepPTU3bl NleKapCTBEHHbLIX CPencTB
3KCnepTammn 3KCNEPTHOrO YUYpexaeHust OO MPOXOXAEHUS UMK aTTecTaumm B NOpsigke,
YCTaHOBMNEHHOM YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoM UCMNOMHUTENBHOW BNacTu.

5. Co gHsa BCcTynneHus B cuny Hactosiwero ®enepanbHoro 3akoHa u no 31 gekabpsi 2013
roga BKMAYUTENBHO OCYLLECTBSETCA MNepexon K MpPOM3BOACTBY JI€KAapPCTBEHHbIX
CpeacTB B COOTBETCTBMM C MpaBunamMum oOpraHumsaumMm MNpou3BOACTBA W KOHTPOSS
KayecTBa JleKapCTBEHHbIX CPeACTB, YKasaHHbIMW B Yactu 1 cratbu 45 HacTosAwero
depepanbHOro 3akoHa, B nonHoM obbeme. Cpokum nepexoga NPOU3BOACTBA
NEKapCTBEHHbIX CPeACTB K MX MNPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMU
TpeboBaHNAMM OaHHbIX NpaBwUIl, BKOYAs CPOKM aTTecTauumn YnoSITHOMOYEHHbIX fnl,
yKaszaHHbIX BuYactax 6wu7 cratbu 45 Hactosiwero depgepanbHOro  3akoHa,
ycTaHaBnmBatoTcs [NpaButensctsom Poccurickon ®efepaumn.

6. JlMueH3nn Ha Npom3BOACTBO NleKapCTBEHHbIX CPeACTB, BblAdaHHble 00 1 aHBapsa 2014
roga, gencteytoT nocre 1 aHBapsa 2014 roga OO UCTEYEHUS CpoKa UX OeUCTBUS npu
yCrnoBUM COOTBETCTBUA NULEH3MaTa Npasuiam opraHmsauum npomM3BoACTBa U KOHTPOSS
KayecTBa NneKapCTBEHHbIX CPeacCTB, YKasaHHbIM B 4actu 1 crtatbu 45 HacTosiwero
depeparnbHOro 3akoHa.

7. ®opmupoBaHMe TroCyfapCTBEHHOrO 3afaHusi Ha MpoBefeHue  9KCnepTusbl
NEeKapCTBEHHbIX  CPeAcTB  hedepanbHOMY — rocyaapCTBEHHOMY  BogKeTHOMY
yYpexaeHuo no NpOBEeAEHMI0 3KCMEepTU3bl JIeKapCTBEHHbIX CPeacTB M (PMHAHCOBOE
obecneyeHne BbINOMHEHNS 3TOr0 3a4aHNS OCYLLECTBSIOTCH B NOPsiAKe, YCTAaHOBIEHHOM
depepanbHbiM 3akoHOM OT 12 gaHBapa 1996 roga N 7-©3 "O HekoMMep4yeckux
opraHusaumax”.

Mpe3ngeHT
Poccunckon depepaunn

A.MEOBEJEB
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Mocksa, Kpemsib
12 anpensa 2010 roga
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