Texymas pegakius Ha 16 ssuBapst 2024 rona

ITPABUTEJIbCTBO
[NPUAHECTPOBKOU MOJIIABCKOMH PECITYBJIMKHU

[MTIOCTAHOBJIEHUE
23 uroHsa 2020 roma No 222

O6 yrBepxaenun [lonoxenus
O TIOPSIIKE TOCYIAPCTBEHHON PETUCTPAINH JICKAPCTBEHHBIX CPEJICTB
JUTSL BETEPUHAPHOTO TIPUMEHECHUS
1 BeJieHus [ 0Cy1apCTBEHHOTO PETHCTPA JICKAPCTBEHHBIX CPEICTB
JUTSE BETEPUHAPHOTO TIPUMEHECHUS

B coorBercTBUM co cTatheit 76-6 Koucturymmm IlpumHecTpoBCKOi
Monnasckoii  PecnyOnuku, KoHcTurynronusiM —3akoHOM  [IpujgHecTpoBcKkoit
Monnasckoii Pecriyomuku ot 30 HOsiOpst 2011 roma Ne 224-K3-V «O IlpaBurtensctse
[MpumnecTpoBckoit  Monmackoit  PecnyOonmuku»  (CA3  11-48), 3akoHoM
[TpunaectpoBckoit Monmasckoii Pecriyommku ot 20 gexabps 1994 roma «O
BerepuHapHou  gestenpHocTH» (C3MP  94-4), 3akoHom I[IpuaHecTpoBCKOM
Monnasckoit  Pecnyommkn ot 25 sHBaps 2005 roma Ne 526-3-1I1  «O
(dapMmanieBTHUeCcKOl AesiTenbHOCTU B [IpumanectpoBckoit Moinnackoi PecryOnunke»
(CA3 05-5) IpaBurensctro [IpumanecTpoBckoit Monmasckoi PecriyOnuku
MOCTAaHOBISACT:

1. VrtBepnutrs IlonoxeHue o MOpsAJKE TOCYIapCTBEHHON perucTrpaiuu
JICKApCTBEHHBIX  CPEICTB  JJi1  BETEPUHAPHOIO  IPUMEHEHHUS U BEACHHUSA
['ocynapcTBEHHOr0 perucTpa JEKapCTBEHHBIX CPEACTB Uil  BETEPUHAPHOIO
NpUMEHEHHUs cornacHo Ilpuoxkenuro k HacrosAmeMy [locTtaHoBIEHUIO.

2. Hactosmee [TonoskeHne BCTymaeT B CHILy CO JHS, CIEIYIONIETO 3a JHEM €T0
Oo(pUIIMATBEHOTO OMYOJIMKOBAHMUS.

ITPEACEHATEJIb ITPABUTEJIbCTBA A.MAPTBHIHOB



[MPUJIOXXEHUE
K Ilocranosnenuto [IpaBurenscTBa
[TpunuecTpoBckoit MongaBckoi

PecniyOnmku
ot 23 nrousa 2020 roga Ne 222

I[TOJIOXKEHUE
0 TIOPSIAKE TOCYAAPCTBEHHON PErUCTPAIiU JIEKAPCTBEHHBIX CPECTB
JUISl BETEPUHAPHOTO IPUMEHEHHS U BeICHUS [ 0Cy1apCTBEHHOT'O PErucTpa
JIEKAPCTBEHHBIX CPEACTB JJISI BETEPUHAPHOTO IPUMECHEHUS

1. OO01ure noJI0KEHUI

1. Hacrosimee IlonoxxeHnne o TMOpsSiAKE TOCYIAPCTBEHHOM pPETUCTpALU
JIEKapCTBEHHBIX  CPEACTB  JJIsI  BETEPUHAPHOIO NPUMEHEHUS U BEICHUSA
['ocynapcTBEHHOrO0 perucTpa JIEKapCTBEHHBIX CPEICTB Uil  BETEPUHAPHOrO
npuMmenenuss  (mamee —  [loiokeHHMe)  yCTaHABIMBACT  CIWHBIA  MOPSJIOK
rOCYJIapCTBEHHOM PETUCTpalMU JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
MPUMEHEHUs], OMOJOTUYECKUX MPENapaToB, Je3UHUIMPYIOMIHNX U AHTUCENTUYECKUX
CPEJICTB ¥ KOPMOBBIX J100aBOK (J1aj1ee — JICKapCTBEHHBIC CPEICTBA JIJISl BETCPUHAPHOTO
NPUMCHEHUS), a TaKkXke TMOpPSIO0K BeAcHHS [ OCylmapCcTBEHHOTO  perucrpa
JIEKapCTBEHHBIX CPEACTB JIsI BETEPUHAPHOTO TPUMEHEHUS.

2. TpeGoBanus Hactosimiero IlomokeHUS SBISIOTCS 00s13aTEIBHBIMH IS
MPUMEHEHUS] BCEMU (PUBMUECKUMHU JIMIIAMH, OPTraHU3AlUIMH, OCYIIECTBIISIIOIIUMU
pa3paboOTKy, NOCTAHOBKY Ha IPOU3BOJACTBO, W3rOTOBJICHHE, BBO3 M pEAIHU3ALHUIO
JIEKapCTBEHHBIX CPEACTB JIsI BETEPUHAPHOTO TPUMEHEHUS .

3. TocymapcTBeHHYI0  PETHUCTpAIliO  JIEKAPCTBEHHBIX  CPEIACTB A
BETEPUHAPHOIO NMPUMEHEHUS, BeleHUEe [ 0Cy1TapCTBEHHOTO PETUCTpPa JIEKAPCTBEHHBIX
CPEACTB i1  BETEPUHAPHOTO  NPUMEHEHHS,  BbIJady  PETHCTPALUOHHOTO
YIOCTOBEPEHUSA OCYILIECTBIIACT YIIOJIHOMOYEHHBIN [IpaBuTtenbscTBOM
[IpuaHecTpoBCcKOM MonnaBckoii PecniyOnuku VCTIOJIHUTENbHBIN opraH
roCyJIlapCTBEHHOH BiIacTH (1ajiee — yroJIHOMOUYEHHBINA OpPraH).

4. OCHOBHBIE TTOHSATHUS, UCTIOJIb3yeMble B HacTosieM [lonoxeHun:

a) JICKAPCTBCHHBIC CPEJCTBA — BEINECTBA WJIM CMECH BEHISCTB Pa3IMIHOIO
MPOUCXOXKIEHHUS, o0naaaromue GpapMakoI0ruueckoil akTUBHOCTBIO U TIPUMEHSIEMbIE
TUTsl PO(UIIAKTUKY, JTUATHOCTUKHU, J€UCHUS 3a00JIeBaHUN Y KUBOTHBIX, a TAKXKE IS
MPOU3BOACTBA U U3TOTOBJICHUS BETEPUHAPHBIX JICKAPCTBEHHBIX MPEMAPATOB;

0) Ka4ecTBO JICKAPCTBEHHOTO CPEACTBA JIJIi BETCPUHAPHOTO MPUMEHEHHS — €0
COOTBETCTBHE TOCYJIAPCTBEHHBIM CTAaHAApPTaM, JACHCTBYIOIIUM HAa TEPPUTOPUU
[TpuanectpoBckoit Monnasckoit PeciyOnuku B COOTBETCTBUM C 3aKOHOAATEIHCTBOM
[TpuanectpoBckoit Mongasckoit PecriyOnuku;

B) JC3UHPUIUPYIONINE W aHTHCENITHICCKUE CPEIICTBA — BEIICCTBA MM CMECH
BEILIECTB, MPUMEHSIOIIMNECS AJISI YHUUTOKEHUSI OOJIE3HETBOPHBIX MUKPOOPTaHU3MOB
Ha MyTIX Mepeladyd OT HMCTOYHHKA HMH(GEKIUH K 3JA0POBOMY OpPraHU3My WIH
MPEIYIPEXKICHUS MTONATAHUA MUKPOOPTaHU3MOB B OPTaHU3M KUBOTHOTO;



') KOPMOBBIE JOOABKH — MPOIYKTHI PACTUTEILHOTO, )KHBOTHOTO, MUHEPAJIHHOTO,
XUMUYECKOTO M MHUKPOOMOJIOTHYECKOTO0 TMPOUCXOXKACHUS, BKJIIOYas HX CMECH,
UCIIOIb3yEeMbIE I KOPMJICHHSI KUBOTHBIX BCEX BUJIOB WM KaK KOMIIOHEHTHI JJIS
MPOU3BOACTBA KOPMOB;

1) IpenapaThl-aHaJIOT M — IPerapaThl, COICPIKAIINE OJTHU U TE 3K ICHCTBYIOIINE
BEILIECTBA, OJIHY JIEKAPCTBEHHYIO (POpMY, Ha3HAUEHUE U CIIOCOO MPUMEHEHUS,

€) cepHst — ONPEJICIICHHOE KOJUYECTBO OJHOPOIHOTO JIEKAPCTBEHHOTO CPEICTBA
U BETEPUHAPHOTO  MPHUMEHEHMUS, TOJYYEHHOE B  pE3yJbTare  OJHOrO
TEXHOJIOTUYECKOT 0 [IUKJIA;

®) CpPOK TOJHOCTH JICKAPCTBEHHOT'O CPEJACTBAa JUIS  BETCPUHAPHOTO
MPUMEHEHUSI — MIEPUOJ BPEMEHHU, B TEUCHUE KOTOPOTO MPHU COOIIOJEHUU YCIOBUM
XpAaHEHHUS JIEKAPCTBEHHOE CPEACTBO JJISI BETEPUHAPHOIO MIPUMEHEHHS HE YTPAUMBACT
CBOE KauecTBO, 0€301macHOCTh U (P PEKTUBHOCTH;

3) 3 PEKTUBHOCTD JICKAPCTBEHHOT'O CPEICTBA JIJIsl BETCPUHAPHOTO IPUMEHEHUS
— XapaKTEPUCTUKA CTETNIEHU BJIMSHHS JEKAPCTBEHHOTO CPEICTBA I BETCPUHAPHOTO
MPUMEHEHUS HA YMEHbIIICHHE KIMHUYECKUX MPOsBICHUN 3a001€BaHMUs;

1) TIOCTaHOBKA Ha MPOM3BOJICTBO JICKAPCTBEHHBIX CPEJCTB I BETCPUHAPHOTO
MPUMEHEHHSI — OCYIIECTBICHUE AECATEIBHOCTH MO TPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB i1 BETEPUHAPHOTO NMPUMEHEHHUSI OPraHU3aALUSMHU — HNPOU3BOJMUTENSIMHA Ha
OJIHOM CTaJINM, HECKOJIBKUX WM BCEX CTAAUSIX TEXHOJIOTUYECKOTO MPOILECCA, a TAKKE
10 XPAHEHHIO U PeATU3aLNU TPOU3BEICHHBIX JICKAPCTBEHHBIX CPEJICTB,;

K) pa3pabOTUHK JICKApCTBEHHOTO CPEJICTBA JIJIi BETCPUHAPHOTO IPUMEHEHUS —
IOPUIMYECKOEe WU (DU3MUECKOE JIMIO, pa3padaThiBarollee HOBOE (OPUTHHAILHOC)
JIEKapCTBEHHOE CPEJICTBO JJISI BETEPUHAPHOIO IMPHUMEHEHHS HA OCHOBE IATEHTA,
BBIJIAHHOTO B TMOPSJIKE, YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM [IpuaHecTpoBCKOM
Monnasckoii PecnyOnuku, WM 1O HMHBIM OCHOBAHMSIM, HE MPOTHUBOpPEYALUM
3akoHoAaTenbcTBY [IpuanecTpoBckoii MonnaBckoit PecriyOnuku;

J) PETUCTPALUS — CHCTEMa ydeTa M OICHKH 11e1ecO00pa3HOCTH UCTIONb30BaAHUS
JIEKapCTBEHHBIX CPEJICTB JJIsI BETEPUHAPHOTO NpuMeHeHus B IlpuaHecTpoBCcKOn
Monnasckoii PecryOmuke;

M) 3asBUTENb — (PU3HUYECKOE JIUIO, FOPUIUICCKOE JIUIIO0, KOTOPOE TIPOBOJIUT BCE
HEO0OXOUMbIE IOPUANYECKHUE U (DUHAHCOBBIE NIEUCTBUS OTHOCUTEIBHO PErucTpanuu
JIEKapCTBEHHBIX  CPEACTB  JUISI  BETEPUHAPHOIO  NPUMEHEHUS, HU3MEHEHUM
M JONOJIHEHUWA K PErUCTPALMOHHBIM MaTepuallaM M HECET OTBETCTBEHHOCTh
3a JOCTOBEPHOCTDH MPEACTABICHHBIX TAHHBIX;

H) DJKCIIepTH3a — TIPOBEPKa, aHaIW3, OKCIePTHAas OICHKA MaTepHalioB
JIEKapCTBEHHBIX CPEJICTB JJISI BETEPUHAPHOTO NPUMEHEHUS C LEJIbK MHOATOTOBKH
MOTHBHPOBAHHBIX BBIBOJIOB ISl IPUHATHS PELICHUS O TOCYJapCTBEHHOM perucTpanuu
WM OTKa3a B TOCYJAPCTBEHHOW PpETUCTpAlMU JICKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOI'O IPUMEHEHUS,;

0) DOKCIEepTH3a W3MCHCHHA — OJKCIEPTH3a MaTepUAIIOB OTHOCUTEIIHHO
3apPETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA I BETEPUHAPHOI'O NMPUMEHEHMUS,
pPE3yJbTATOM KOTOPOM SIBISETCS NPUHATHE PEUIEHHUS O BHECEHWHM W3MECHEHUW WU
JIOIIOJTHEHU B PETMCTPALMOHHOE YIOCTOBEPEHHE HA JIEKAPCTBEHHOE CPEACTBO IS
BETEPUHAPHOIO0 TMPUMEHEHUS WM TNEpBOHAYalIbHAs PETUCTpAIMs JIEKApPCTBEHHOI'O
CpPEACTBA JJIsI BETEPUHAPHOTIO NPUMEHEHHUS B YCTAHOBJIEHHOM IOPAJIKE;

) BETCPUHAPHO-CAHUTAPHBIE TPEOOBAHHS — KOMIUIEKC CAHUTAPHBIX HOPM
U TIpaBWJI, HAMNpPaBJICHHBIM Ha CO3MaHUE OJIATONPUSATHBIX CAHUTAPHBIX YCIOBUM



BHEIIIHEW Cpelbl C I1EJIbI0 OXPaHbl KUBOTHBIX OT MH(EKIIMOHHBIX U MHBAa3MOHHBIX
OoJie3HEM, a TakKe Ha TMOJy4YeHHEe TMPOAYKIUU >KUBOTHOBOACTBA BBICOKOIO
CaHUTApPHOTO KaYeCTBa,;

p) PETHCTpAaIMOHHBIA HOMEpP — KOJOBas IMOMETKa, KOTopas IpPHUCBaWBACTCS
JIEKapCTBEHHOMY CPEJICTBY JJIsl BETEPUHAPHOIO MPUMEHEHUS NIPU FOCYAAPCTBEHHOU
perucTpanuuy,

C) PpETUCTpPAIlMOHHOE VYAOCTOBEpEHHUE — JOKYMEHT, IOATBEPXKIAFOIINI
PETUCTPALIMI0  JICKAPCTBEHHBIX CPEACTB I  BETEPUHAPHOTO  MPUMEHEHUS
B [IpunnectpoBckoit Monnasckoi PeciyOmnuke.

2. [Topsmok ToCyAapCTBEHHOUW PETHCTPAITUH JICKAPCTBEHHBIX CPEIICTB
JUISl BETEPUHAPHOTO MPUMEHEHHUS U BEIEHUS | 0Cy1apCTBEHHOrO PErucTpa
JIEKaPCTBEHHBIX CPEACTB I BETEPUHAPHOTO IPUMEHEHUS

5. N'ocynapcTBeHHOM perucTpalvy MojieKaT BCe IEKapCTBEHHBIE CPEeICTBA JIJIs
BETCPUHAPHOIO TPUMEHEHHUs, HE BKIIOUYEHHbIE B [ OCYAapCTBEHHBIH PETUCTP
JCKApCTBEHHBIX  CPEJACTB  JUII  BETEPHHAPHOrO  NpUMeHeHwWs  (manmee  —
["ocymapcTBEHHBIN PETHUCTD).

6. ['ocynapcTBeHHON perucTpanuy He MOJIeKAT JIEKAPCTBEHHBIE CPEICTBA IS
BETEPUHAPHOIO0 MPUMEHEHUS, U3TOTOBIISIEMbIe B (hapMalleBTUYECKUX OPTraHU3alUsIX
M0 peuenrtaM BEeTepUHAPHBIX Bpaueil U TpeOOBaHUSIM Je4ueOHO-MPOOUIAKTUIECKUX
YUpPEKJICHHUM, a TakKe TOTOBBIE JIEKAPCTBEHHBIE CPEJCTBA Jii BETEPUHAPHOTO
NpUMEHEHUs, pachacoBaHHBIC BETECPUHAPHOW anTekod (BHyTpHamTeyHas (acoBKa),
U JIGKapCTBEHHOE PpACTUTENbHOE ChIphe, MNpHOOpEeTEeHHOE U pachacoBaHHOE
BEeTEPHHAPHOW amnTeKOW JJIs najbHewmed peanm3zanun (BHyTpHaNTeYHas 3aroToBKa),
a Takke napadapmaneBTHIECKas MPOIYKIIHS.

/. 3ampeniaeTcs peaau3alus JIEKapCTBEHHBIX CPEACTB AJIsI BETEPUHAPHOTO
NPUMEHEHUS, MPUIIEAIINX B HETOJAHOCTh, C HCTEKIIUM CPOKOM TOJHOCTH
(9kcrutyaranuu), 3a0pakoBaHHBIX, (aTbCUPUIIUPOBAHHBIX (HE3aKOHHOW KOIIHH),
HE3apEeTrUCTPUPOBAHHBIX W HAXOMSIIMXCS B HE3aKOHHOM 000pOTE€ Ha TEPPUTOPUU
[IpugnectpoBckoit MomnnaBckoit PecnyOnuku, a Takke HE COOTBETCTBYIOIIUX
TpeOOBaHUAM, MPEIBABISIEMbIM K KaUeCTBY, 0€3 JOKYMEHTOB, MOATBEPKIAIOIINX UX
KaueCTBO, U B MHBIX CIIy4asX, YCTAHOBJICHHBIX 3aKOHOJaTeIbCTBOM [IpuaHecTpoBCKOi
Momnnasckoii PecniyOnuku.

8. 3asBHUTENEM TOCYAapCTBEHHOW PETHCTPAIMU JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHUS MOXET BBICTYyNaTh (PU3UUYECKOE JUI0, OpraHu3anus —
pa3paboTYMK MeIuKOo-papManeBTUYECKON MPOAYKIMU WIM OPUAUYECKOE JIHIIO
0 MOPYUYEHUIO OpraHu3alnu-pa3paboTuynKa MeINKO-papMaleBTUUECKON MPOAYKIUU
aub0  opraHu3anus,  BBO3SIIAs ~ MEAUKO-PapMalEeBTUYECKYIO  MPOAYKIHIO,
MOJICKAIIYIO0 PETUCTPAIUU.

JInst  ToCymapCTBEHHOW  pETUCTpalldd  JIGKAPCTBEHHBIX  CPEACTB  IJIA
BETEPUHAPHOTO TMPUMEHEHUS, MPOU3BOAUMBIX Ha Tepputopuu IIpuaHecTpoBcKoit
MonnaBckoin PecnyOnuku, 3asiBUTENb MPEACTABISIET B YHNOJHOMOYEHHBIN OpraH
3asBJICHHE O TOCYJAapCTBEHHON pErucTpauuy JICKAPCTBEHHBIX CPEACTB s
BETEpUHAPHOTO MpuMeHeHus o ¢opme coriacHo [Ipunoxenuto Ne 1 k HacrosmeMy
[lonoxkeHno B JBYX OK3EMIUIIpaX W PETUCTPALMOHHOE JOChE, BKIIIOYAIOIIEEe
CJIeIYIOIINE IOKYMEHTHI U JIAaHHbBIE !



a) JOKyMEHT 00 ymiare cOopa 3a TOCYJAapCTBEHHYIO PETHUCTPALIUIO
JIEKApCTBEHHOI'O CPEJICTBA JIJI1 BETEPUHAPHOTO TPUMEHEHHUS;

0) mepeueHb KOMIIOHEHTOB, BXOJISIIUX B COCTaB JICKAPCTBEHHOTO CPEJCTBA JIJIst
BETEPUHAPHOTO MPUMEHEHHUS, U UX KOJIUYECTBO;

B) HHCTPYKIIHS ITO MPUMEHEHHUIO JICKAPCTBEHHOTO CPEACTBA JUISI BETCPUHAPHOTO
MPUMEHEHHST Ha OJHOM M3 OopUIHANbHBIX sI3bIKOB [IpunnectpoBckoit MoinaBckoi
PecnyOnukuy,

r) oOpa3selr JISKapCTBEHHOT'O CPEACTBA JIJIi BETCPUHAPHOTO IPUMEHEHUS OJTHON
CEpUHU B TOBAPHOU YITAKOBKE;

1) HOPMAaTHBHO-TEXHUYECKas JOKYMEHTAI[Us — TMpaBWJIa OpraHu3aluu
MPOU3BOJICTBA U KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOI'O CPEJICTBA AJIsi BETE€PUHAPHOIO
MIPUMEHEHMUS;

€) MCTOJHMKA WCIBITAHUSA JICKAPCTBEHHOTO CPEACTBA I BETCPUHAPHOTO
MPUMEHEHUS WK apMaKoneiiHas CTaThsl IPEANPUITHUS;

K) JIOKYMCHT, TOJTBEP)KIAIOIINNA KAa4eCTBO JICKAPCTBCHHOTO CpEACTBA IS
BETEPUHAPHOTO MPUMEHEHUS.

9. Jlns TOCYmapCTBEHHOW pETUCTpAIlMU JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHs, BBO3UMBIX Ha Tepputoputo [lpuaHecTpoBcKoit
MonnaBckoir PecnyOnuku, 3asiBUTENb MPEACTABISECT B YHNOJHOMOYEHHBINH Opras
3asBJICHUE O TOCYJapCTBEHHON pErucTpanuy JICKAPCTBEHHBIX CPEACTB s
BETEpUHAPHOTO MpuMeHeHus o ¢popme coriacHo [Ipunoxenuto Ne 1 k HacrosieMy
[lonoxkeHno B JBYX OK3EMIUIIpaX M PETUCTPALUMOHHOE JOChEe, BKIIOYAIOIIEE
JIOKYMEHTHI ¥ JJaHHBIC, YKa3aHHBIC B MOAIMYHKTAX «a», «0», «B», «I», «K» MyHKTa 8
Hacrosero [lonoxenus.

10. TocymapcTBeHHas pETUCTpamusi JEKapCTBEHHOTO  CpPEeACTBA  JUIS
BETEPUHAPHOIO MPUMEHEHUS BKIIIOUAET B C€0s CIEAYIONIUE ATanbl paOOThI:

a) TpPUEM ¥ BXOJHOW KOHTPOJb 3asBIICHUS, JOKYMEHTOB, 00pa3ioB
JIEKapCTBEHHBIX CPEJICTB /JI1 BETEPUHAPHOTO MPUMEHEHUS;

0) mpocMmoTp 0a3bl JaHHBIX ['0CyIapCTBEHHOTO PETUCTPA,;

B) NMPOCMOTP JIOKYMEHTOB U ONPE/ICIICHNE KOMILICKTHOCTHA PErUCTPAI[HOHHOTO
JI0ChE Ha JICKAPCTBEHHOE CPEACTBO JJII BETEPUHAPHOTO MPUMEHEHUS, I PUHATHS
JOKYMEHTOB Ha JKCIEPTH3y JUOO OTKaza B CiIy4ae OTCYTCTBHUS (HECOOTBETCTBHS)
JOKYMEHTOB U MAaTEPHUAJIOB PETUCTPALIMOHHOTO JTOChE;

r) paboTa ¢ MpeACTaBICHHBIMUA Ha PErHCTPAIMIO 00pa3lamMu U JOKYMEHTaMHU
(M3ydyeHue U aHAIIU3 MAaTepUATIOB PETUCTPALIMOHHOIO TOChE, SKCIIEPTU3A, PE3YJIbTAThI
KOHTPOJIS Ka4eCTBa) C IEIbI0 COCTABJICHHSI MOTUBUPOBAHHOTO BBIBOJIa OTHOCHUTEIIHHO
3¢ pekTHBHOCTH, O€30MaCHOCTH M KadecTBa JIEKAPCTBEHHOI'O CPEJACTBO IS
BETEPUHAPHOIO MPUMEHEHUS;

1) 1abopaTopHbIC UCCIIeIOBAaHUS (MCITBITAHNS), IPH HEOOXOJUMOCTH.

Jis  mpoBenieHUS JTA0OPATOPHBIX HWCCICIOBaHWA (MCIBITAHUH) 3asSBUTEIb
MpeACTaBIsAET B JIaDOpaTOpHIO 00pa3Iibl IEKAPCTBEHHBIX CPEICTB JJIsl BETEPUHAPHOTO
MPUMEHEHUSI B KOJMYECTBE, HEOOXOAUMOM Juisi MX mpoBeAeHus. Ha ocHoBaHuwu
NPOBEJCHHBIX  JaO0OpaTOPHBIX  HWcciieqoBaHMi  (MCHBITaHWH)  Jaboparopueit
COCTaBJISICTCSI OTYET O pe3yibTaTax JIabOpaTOPHBIX HCCIICIOBaHHUN (HMCITBITAHUN)
B JIBYX OJK3EMIUISIpaX, OJUH W3 KOTOPBIX BBIACTCS 3asBUTEII0, BTOPOM —
MPUCOEAUHSETCA K PETUCTPALIMOHHOMY JIOChE;

€) TPHUHITHE PEIICHUS O TOCYJapCTBCHHOH pEruCTpaliil WU  OTKa3e
B PErUCTpaluu.



[Ipu npuHATUM penieHus: 0 rOCYAAPCTBEHHONW PETHCTPALMU OJIMH SK3EMILISIP
3asIBJICHUS BO3BPAILlAETCsl 3asIBUTEIIO0 C OTMETKOM O perucTpaluu;

) BHeceHue MH(poOpMaIuu B 0a3y TaHHBIX, BEJCHHE Oa3bl IaHHBIX;

3) BbIIAYy PETUCTPAIMOHHOIO CBHUCTEILCTBA WM MOTHBHPOBAHHBIN OTKa3
B FOCYJIapCTBEHHOU pETUCTPALIHH.

['ocynapcTBeHHast peructpanus JEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOIO
MPUMEHEHHS, NPOU3BOJUMBIX Ha Tepputopun IlpunHectpoBckorr MonmgaBckon
Pecny0Onuku, mpoBoaMTCS B CPOK, He npeBbimaronuit 30 (Tpuanati) pabounx JHEH co
JIHSL TIO/IaYU 3asIBJICHUS O TOCY/IapCTBEHHOUW PETUCTPallMU JICKAPCTBEHHBIX CPEACTB U
TOKyMEHTOB. ['ocynapcTBeHHasi perucTpanus JIEKAPCTBEHHBIX CPEACTB A
BETEPUHAPHOTO TMPUMEHEHMS, BBO3UMBIX Ha Tepputoputo [lpuaHecTpoBcKoit
MonnaBckoit PecrnyOyivku, TpoBOIUTCS B Cpok, He npeBbimmaromui 10 (mecsTu)
pabounux JHEW co JHS MOJAa4yu 3asBJICHHUS O TOCYJApPCTBEHHOW pErucTpalud u
JIOKYMEHTOB. B Cpok perucrpanuu JeKapCTBEHHBIX CPEICTB JJII BETEPUHAPHOIO
MIPUMEHEHUSI HE BXOJUT CPOK pabOT MO MPOBEACHUIO JIA0OPATOPHBIX UCCIEAOBAHUM
(MCIIBITaHMI), TIPU UX HEOOXOJUMOCTH.

11. ITo okoHYaHUM TTPOIIEAYPHI TOCYIAPCTBEHHOM PErUCTpaIluu JIEKAPCTBEHHBIX
CPEACTB [Jii BETEPUHAPHOTO NPUMEHEHUS YIMOJIHOMOYEHHBIM OpraH MNPUHUMAET
pelieHue O pEerucTpauuMd WIM O MOTHUBUPOBAHHOM OTKa3€ B PETUCTPALUU
JIEKApCTBEHHBIX CPEJICTB /JI1 BETEPUHAPHOTO MIPUMEHECHMUS.

12. Ha ocHOBaHMHM peImICHHS O TOCYJapCTBEHHOW  pEerucTpanuu
YIIOJTHOMOYCHHBI OpraH B TedeHHe 2 (ABYX) pabo4mMX JHEHW BBIAACT 3asBUTEIIO
JOKYMEHT YCTaHOBJIEHHOI'O 00pa3lia O TOCYyJAapCTBEHHOM PETHCTPALMM Ha KaXKIYIO
dbopMy  JEKapCTBEHHBIX  CPEACTB  MJii  BETEPUHAPHOIO  NPUMEHEHUS  —
perucTpalmoHHoe ynoctoBepeHue coriacHo I[lpunoxenuto Noe 4 k HacTosemy
[lonoxkeHnto CpokoM Ha 5 JeT ¢ BHeceHHEeM ero B ['oCynapCTBEHHBIM PErucTp
coriacHo mpuwioxeHussM Ne 5 u 6 k HacTosmemy [lomoxeHuto.

13. B I'ocymapcTBEHHBIN pErUCTp BKIFOYAIOTCS CICAYIONMINE CBEICHUS :

a) TOpProBoe HAaMMCHOBAHHEC JICKAPCTBEHHOT'O CPEJICTBA JUIS BETCPUHAPHOTO
MIPUMEHEHMUS;

0) dapmakonormueckoe (MeXIyHApOJHOS HEMATCHTOBAHHOE) HAMMECHOBAHWE
JIEKApCTBEHHOT'O CPEJICTBA JIJII BETEPUHAPHOTO TIPUMEHEHHUSI;

B) JICWCTBYIOIIME BEIIECTBA JICKAPCTBEHHOTO CPEJCTBA JUIsI BETCPUHAPHOTO
MIPUMEHEHUS;

r) JIekapcTBeHHas (popma BBITyCKa U YIIAaKOBKA JICKAPCTBEHHOTO CPEJICTBA JIJIs
BETEPUHAPHOIO MPUMEHEHUS;

1) TIPOW3BOAMTEIb, HA3BAaHUE CTPAHBI TMPOWCXOXKIACHHUS JICKAPCTBEHHOTO
CpeACTBa JJisl BETEPUHAPHOIO MPUMEHEHUS;

¢) JaHHBIC OTBETCTBEHHOTO 3asBUTEIISA;

) CPOK TF'OJTHOCTH JICKAPCTBEHHOTO CPEJICTBA JIJIsl BETCPUHAPHOTO IPUMCHCHHS,

3) yCIOBHSI OTIyCKAa JICKAPCTBEHHOTO CpEICTBA JIII  BETCPUHAPHOTO
MIPUMEHEHMUS;

M) PErHCTPAIlMOHHBIN HOMEp JIGKAPCTBEHHOTO CPEJCTBA JIUII BETCPHUHAPHOTO
MIPUMEHEHHSI.

14. PeructpaiiiOHHbIA HOMEP JIEKAPCTBEHHOI'O CPEACTBA AJISI BETEPUHAPHOTO
MPUMEHEHHS] COCTOUT U3 CIIECIYIOIIHNX 3HAUEHUMN: MOPSIKOBBIN MATU3HAUYHBIA HOMED,
MPUCBOCHHBI B TOPSIKE MOCIENIOBATEIbHON HyMepaluu, HauuHas ¢ mudpsl 1,
OTICIICHHBIA 3HAKOM «/» OT IByX Iudp Mecsma, MOCIeTHUX ABYX MU Tojaa



U JIByXOYKBEHHOTO MEXIYHApoJIHOro 0003HaueHus crpanbl nmpoucxoxaeHus (RU —
Poccust, UA — Ykpanna, MD — MomnaBus 1 Tak jajiee), pa3aeiieHHbIC MEXIy COO0M
3HAKaAMU «-».

Hanpumep: 00001/10-19-RU, rue:

00001 — mopsiAKOBBI HOMED;

10 — mecstny peructpanmn (10 — okTs0pB);

19 — mocneauue ase 1udpsl roga perucrpaiuu (19 — 2019 roq);

RU — 6ykBerHOe 0003HaueHue cTpanbl npoucxoxacaus (RU — Poccus).

15. VYnomHOMOYEHHBIM OpraH BIpaBe OTKa3aTh B TOCYIapCTBEHHOMN
peTHCTpalii HAa CTaAWA TIpUeMa JOKYMEHTOB, WX O3KCIEPTH3bI, IPOBEICHHUS
7a00paTOPHBIX UCCIICOBAHNM (MCTIBITAHUI) B CITydasX:

a) HEMpEJCTAaBIICHUS JTOKYMCHTOB WM JIAHHBIX, yKa3aHHBIX B NyHKTax 8, 9
Hacrosmiero Iomoxenus,

0) 3ampera wucnonb3oBanus B [lpumHecTpoBckoit MonmaBckoit PecmyOmuke
PETHCTPUPYEMOTO JICKAPCTBEHHOTO CPEICTBA JIJIsl BETEPUHAPHOTO TPUMEHEHUS

B) MPEJCTaBICHUS HEIOCTOBEPHBIX CBEJCHU, KAaCAIOIIUXCSI PETHCTPUPYEMOTO
JICKapCTBEHHOTO CPENICTBA JIJIsl BETEPUHAPHOTO MTPUMEHEHUS

T) OTKa3a OT MPOBEACHHS JTAOOPATOPHBIX UCCIICIOBAHUH (MCIIBITAHUN);

1) OTKa3a B MPE/ICTABIICHUH 3allpalliiBaeMbIX MaTepUAIIOB;

¢) TOJIyYeHUS] OTPULIATEIBHBIX PE3yJbTATOB PETUCTPAMOHHBIX UCCIICIOBAHMM
(McTIbITaHUM).

OTka3 B TPOBEACHWUU TOCYNAPCTBEHHOW pPETUCTpAIlMN JIEKAPCTBEHHOTO
CpeIcTBa IS BETEPUHAPHOTO TpPHUMEHEHUs Oo(OpMISIeTCS B MHUCHMEHHOM BUJIC
C YKa3aHWEM OCHOBAHUS TAKOTO OTKA3a.

16. TloBTOpHas TOCYAapCTBEHHAS PETUCTPANHS JICKAPCTBEHHBIX CPEICTB IS
BETCPUHAPHOTO  TMPUMEHEHUS, pAaHEEC 3apECTUCTPUPOBAHHBIX W  BHECEHHBIX
B ['ocyapCTBEHHBIN pErHCTpP, OCYIIECTBIIACTCS B TeUeHUE 5 (IATH) THEH B MOPSIKE,
MPEIyCMOTPEHHOM  JIJIi  TIEPBOHAYAJIBHOW  TOCYJApCTBEHHOM  PETHCTpAIluU
JICKapCTBEHHBIX CPEJCTB ISl BETEPUHAPHOTO TPUMEHEHHSI, HA OCHOBAHHH 3asBJIICHUS
O TIOBTOPHOW TOCYMAapCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHBIX CPEJICTB IS
BeTepUHAPHOTO puMeHeHus 1Mo Gopme cornacHo [Ipunoxenuto Ne 3 k HacTosTIIEMY
ITonoxeHuto.

3. [Topsinok BHECEHUsT M3MEHEHUH U (MJIU) TOTIOJTHCHUN
B PETUCTPAIMOHHOE JTOChE M (WJIH) PETUCTPANMOHHOE CBUACTEILCTBO

17. B TeyeHue cpoka ACHCTBUS JOKYMEHTa O rOCYIapCTBEHHOUN perucTpaiuu
3asIBUTEJIb HECET OTBETCTBEHHOCTD 32 KaU€CTBO 3aPETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPENCTB JUISL BETEPUHAPHOTO MIPUMEHECHUS 151 00s13aH coo01IaTh
0 JOOBIX HM3MEHEHUSX, KOTOpbI€ MpEIoiaraeTcsi BHECTH B PETUCTPALIMOHHbBIC
JOKYMEHTBI, U TPEACTaBISATh HCUEPIBIBAIONIYI0O MH(OPMALUIO O MPUYMHAX 3TUX
U3MEHEHUM M UX BIUAHUM Ha d3(PQPEeKTUBHOCTb, OE30MAaCHOCTh M KaueCTBO
3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEJICTBA JIJIs BETEPUHAPHOIO MPUMEHEHUS, B
TOM 4HCJie 00 U3MEHEHHH TEXHOJOTUHM U MECTa MPOU3BO/ICTBA.

18. DkcnepTr3a N3MEHEHHI TIPOBOJAUTCS B TOM K€ MOPSAKE, YTO M AKCIIEPTU3A
PErUCTPAIMOHHBIX MaTepUaIoOB MPH PErUCTpPaAllMU JIEKAPCTBEHHBIX CPEACTB MJIs
BETEPUHAPHOTO MPUMEHEHUS.



Jliis BHeCeHHMs WU3MEHEHMH W (WMJIH) IOIOJHEHHH B PErHCTPAlMOHHOE JOChE
u (WIm) perucTpalMoOHHOEC CBHJETEIBCTBO JICKAPCTBEHHOTO CpEICTBA IS
BETEPUHAPHOI'O TPUMEHEHHS 3asBUTEII0 HEOOXOAMMO IMPEACTABUTH CIICAYIONIUEC
JTOKYMEHTBHI:

a) 3asBJICHUEC B JIBYX SK3EMILUIAPaX O BHCCCHUH U3MEHEHUH 1 (MJTH) JOTTOJTHEHU
o ¢opme cormacHo [Ipunoxkenuro Ne 2 x HacTosmemy [lonoxenuto;

0) MpPOeKT HOBOrO JOKYMEHTAa PETHCTPAIlMOHHOTO JIOChe, B KOTOPBIH
TUTAHUPYETCSl BHECTH U3MCHEHHS U (WJIH) JOTIOJTHEHHUS,

B) JOKYMEHTHI, TOATBEPIKIAIONINE OCHOBAHUS BHOCHMBIX M3MEHEHHUH M (MIIN)
JIOTIOJTHEHUH

r) uHboOpMaIUs O BIMSHAA BHOCHMBIX HW3MEHECHHH Ha 3((HEKTHBHOCTD
Y Ka4€CTBO JIEKAPCTBEHHOT'O CPEJICTBA IS BETEPUHAPHOTO MMPUMCHCHHS .

[lpy BHeceHWM wu3MeHeHWH W (WIM) JOMOJIHEHWH B PETUCTPAIMOHHOE
yIIOCTOBEPEHHE 3aPETUCTPUPOBAHHOTO JICKAPCTBCHHOT'O CPEJICTBA JIS BETCPUHAPHOTO
NPUMCHEHUS BBIIACTCS HOBOE PETHCTPAIIMOHHOE YIOCTOBEPEHHUE, MPH 3TOM pPaHee
JCHCTBYIOIIECE PETHCTPAIIMOHHOE YIOCTOBEPEHUE U3bIMACTCH.

19. B perucrpanuonHoe nocke H (MIM) PETUCTPAIMOHHOE YAOCTOBEPCHUE
3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPEJCTBA JIJISi BETCPUHAPHOTO MPUMCHEHUS
MOTYT BHOCUTHCSI HF3MCHECHHS U (WJIH) JTOTIOJIHEHUS B CIICAYIOMIUX CIydasx:

a) U3MCHCHUEC HAWMCHOBAHUS JICKAPCTBCHHOI'O CPEJICTBA JUISI BETCPHHAPHOTO
IPUMCHCHUS,

0) peopranuzanus u (WIK) U3MEHEHUE HAUMCHOBAHUE FOPUIAMYECKOTO JIMIA —
MPOU3BOAMTENS JICKAPCTBEHHOTO CPEJCTBA I  BETEPUHAPHOTO TPHUMEHEHUS,
u3MeHeHue (aMWINK, UMEHHU, OTYeCTBA (€CIIM TaKOBOE MMEETCS) WHIAMBHUIYATBHOTO
NPEIIPUHUMATENST — TPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA JIJISi BETCPUHAPHOTO
IPUMCHCHUS,

B) OIpejC/ICHUE JAPYTUX BUIOB JKMUBOTHBIX, B OTHOIICHUH KOTOPBIX COTJIACHO
WHCTPYKIIUU pa3pelicHO MPUMEHEHHE JICKAPCTBEHHOTO CPEJICTBA IS BETCPUHAPHOTO
IPUMCHCHUS,

T) BBEJICHHE, UCKITIOUCHHE U (M) 3aMEHa B COCTABE JICKAPCTBECHHOT'O CPEJIICTBA
IS BETEPHHAPHOTO TPHMEHEHHUS OJHOTO WM HECKOJIBKUX BCIIOMOTaTeIbHBIX
BEIICCTB;

1) W3MCHCHHE METOJIOB KOHTPOJS KadyecTBa JICKAPCTBEHHOI'O CPEICTBA JIJIs
BETEPUHAPHOTO IPUMCHEHUS;

¢) U3MECHEHHE CPOKa TOJHOCTH JICKAPCTBEHHOTO CPEJCTBA ISl BETCPUHAPHOTO
IPUMCHCHUS,

’K) U3MCHEHHUE YCIIOBHIA XpaHCHUS;

3) U3MEHEHHUE MaTepHralia WK BUJa IIEPBUYHON YITaKOBKH,

1) BHECCHUE U3MEHEHHI B MPOIIECC MTPOU3BOICTRA,

K) U3MEHEHUE 00beMa YIIaKOBKH.

20. B cmydasx wW3MEHEHHS COCTaBa JIEKAPCTBEHHOTO CPEICTBA A
BETEPUHAPHOT'O NIPUMEHEHUS, IMOTyICHUsT 000CHOBAHHBIX MPETCH3UH K €ro KauecTBY
YIIOJTHOMOYCHHBI OpPraH HMMEET IPaBO MPHHATH PEHICHHE O IPHOCTAHOBICHUU
JNCHCTBHSI  PETHUCTPAIMOHHOTO  yJIOCTOBEPCHHsSI O YCTPAHCHHsSI  BBISBICHHBIX
HECOOTBETCTBHI WJIM JaTh YyKa3aHHE 3asBHTEII0 00 HMX YCTPaHCHHH B CPOK,
He mpeBblmarommii 60 KaneHAapHBIX JTHEW, HE NPUOCTAHABIWBAs JICHCTBHE
PETUCTPAMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO CPEICTBA I BETCPUHAPHOTO
IPUMEHEHUSI.



O [OpuHATOM pPENIEHUH YIOJIHOMOYEHHBIM OpraH MNUCbMEHHO B TEUYCHUE
2 (mByx) paboumx JHEH yBeAOMIISICT 3asABUTENS C YKa3aHHEM IPUYHH
MIPUOCTAHOBJIEHUSI JCUCTBHSI PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
CpeacTtBa Il BETEPUHAPHOIO  MPUMEHEHMS, JaThl, C  KOTOPOM  OHO
MIPUOCTAHABIIUBAETCS, U CPOKA IPUOCTAHOBIICHUS.

CpoK TpPUOCTAHOBJIEHUS JEUCTBUSA PETUCTPALMOHHOTO  YAOCTOBEPECHUS
JIEKapCTBEHHOTO CPENICTBA ISl BETEPUHAPHOTO MTPUMEHEHUS HE MOXKeT ObITh O0see 60
KaJI€HJAPHBIX THEH.

3asgBUTENb B TEUYEHUE YCTAHOBJIEHHOIO CpPOKa YCTPAHSET HapyLICHUs,
MOBJICKIIIE €r0 MPUOCTAHOBJICHHUE, W B TeUeHHE 2 (IBYX) pabO4MX JIHEH IMOCie MX
yCTpaHEHUs MUCHbMEHHO YBEIOMIISIET 00 3TOM YIIOJTHOMOUYEHHBIA OpPraH.

YOTHOMOUYEHHBI OpraH Ha OCHOBAaHMM PE3YJIbTATOB J1A0OPATOPHBIX
UcClIeIoBaHUi  (MCIIBITAHWN) JICKAPCTBEHHOT'O CpPEACTBA I BETCPUHAPHOTO
MPUMEHEHUS, KOTOpble OBbUIM MPOBEIAEHBI B J1IA0OpATOPUU TMOCTAE YCTpPaHEHUS
HApyUIEHHM, MOBJEKIINX  MPUOCTAHOBICHUE  JEUCTBUS  PETHUCTPALMOHHOTO
YA0CTOBEPEHUS, MPUHUMAET PEIICHHE O BOZOOHOBIECHUHU WJIU MPEKPAIlCHUHU TEUCTBUS
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO CPEJICTBA JJIsI BETEPUHAPHOTO
MIPUMEHEHHS.

O [OpuHATOM pPENIEHWH YIOJIHOMOYEHHBIM OpraH NUCbMEHHO B TEUYECHUE
2 (nByx) pabounx JHEH YBEIOMIISCT 3asBUTENA C yKa3aHUEM JaThl BO3OOHOBJICHHS
WM TPEKPAIICHUsT ACHUCTBUS PETHCTPALMOHHOTO YAOCTOBEPECHUS JIEKAPCTBEHHOT'O
CpPEACTBa JJIsl BETEPUHAPHOTO TPUMEHEHUS.

Pemienrie 0 BO30OHOBJIEHUU JEHCTBUS PETUCTPALIMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O0  CPEACTBA I BETEPUHAPHOIO NPUMEHEHHS IMPUHUMAETCS
YIOJTHOMOYEHHBIM  OpPraHOM  MPU  COOTBETCTBUM  IOKa3aTeled  KadecTBa
u 0e30MacCHOCTH JIEKAPCTBEHHOTO CpPEACTBA JUIsi BETEPUHAPHOIO MPUMEHEHUS,
MIPOU3BEICHHOTO IOCJIE€ YCTPAHEHNUS BBISIBJICHHBIX HAPYIICHUM.

4. [TprocTaHOBIICHUE WIIK TIpeKpanieHre (0OTMEHa) perucTpaliu
JICKAPCTBEHHOTO CPEJICTRA JIJISl BETCPUHAPHOTO TIPUMEHEHUS

21. Pemenue o mpekpamieHud (OTMEHE) JCWCTBUS PETUCTPAIMOHHOTO
YIIOCTOBEPEHHS  JICKAPCTBEHHOI'O CPEJICTBA JUIsl BETCPUHAPHOTO IPUMCHEHUS
MPUHUMAETCS YITOJIHOMOYSHHBIM OPT'aHOM:

a) TpH HECOOTBETCTBHHM  TIOKa3aTelied KayecTBa MW OC30MacHOCTH
JICKAPCTBEHHOTO CPEJICTBA JUISI BETEPUHAPHOTO MPUMEHEHHS, TIPOU3BEICHHOTO ITOCIIE
YCTpAHEHHS BBISBICHHBIX HAPYIICHHUH, TPeOOBaHWSIM BETEPHHAPHO-CAHUTAPHBIX
MPaBWJI, HOPM, €IUHBIM BeTEPHHAPHBIM (BETCpUHAPHO-CAHUTAPHBIM) TPSOOBAHHSIM;

0) TpH HEyBEJIOMIICHHM 3asBHTE]IEM B TCUYCHHE CpOKa, HA KOTOPHIH
MIPUOCTAHOBJICHO JICWCTBUE PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBECHHOTO
Cpe/CTBa JJIs BETCPUHAPHOTO IPUMEHEHUS, 00 YCTPAHCHUH BBISIBJICHHBIX HAPYIICHUH,
MOBJICKIITUX €TI0 IPHOCTAaHOBJICHUE,

B) 110 3asIBJICHUIO 3asIBUTEIIS.

22. PemeHus 0 IPUOCTAHOBJICHUH, BO30OHOBJIICHUN U MpeKpaiieHun (0TMeHe)
JACHCTBHS PETUCTPAIMOHHOTO YJOCTOBEPCHHUS JICKQpPCTBEHHOTO CPEICTBA IS
BETEPHHAPHOT'O IPUMEHEHUST 0POPMIISFOTCS TIPUKA30M YIIOJTHOMOYEHHOTO OpraHa.

[lpy  npuHATHM  pemieHus o  npekpameHur  (OTMeHe) — JIeHCTBUs
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO CPEICTBA I BETCPUHAPHOTO



MPUMEHEHHS] YIOJHOMOYEHHBIA OpPraH HCKJIIOYAET JIEKAPCTBEHHOE CPEACTBO IS
BETEPUHAPHOr0 NPUMEHEHUS U3 ['0CYy1apCTBEHHOTO PErUCTpA.

23. B cnyuae, korga npemnapat Hed()()EKTUBEH B YCIOBUAX, OMPEICICHHBIX IS
€ro MPUMEHEHUS, WU IPEACTABISET ONACHOCTD I 3J0POBbS JIOAEH UIN KUBOTHBIX,
MIPOBOJIUTCS €T0 U3BSITUE U3 OOpaICHHUS.



ITpunoxenne Ne 1 x Ilonoxxenuto

0 MOPSJIKE FOCY1apCTBEHHON PETUCTPALIUU
JIEKapCTBEHHBIX CPENICTB Il BETEPUHAPHOTO
IIPUMEHEHMSI U BeJIeHUs | ocy1apcTBEHHOTO
perucrpa JIeKapCcTBEHHBIX CPEICTB

JUIsl BETEPUHAPHOTO IIPUMEHEHUS

3ASABJIEHUE

[Tpomry 3apeructpuposats B [IpunnectpoBckoit MongaBckoii PecriyOinke BeTepruHapHbIit
npenapar, OMOJIOTUYECKHUil Ipenapar, KOPMOBYIO 100aBKY OTEYECTBEHHOTO (3apy0eKHOTO)
IIPOU3BOJCTBA

(ToproBoe Ha3BaHHE MPOAYKI[MH — BETEPUHAPHOTO Mperaparta, OHOJIOTHIECcKOoro mpernapara, KOpMOBOil 100aBKH)

1. 3asgBureis

(ropuanYecKoe JTUIo, haMUINs, UMsI, OTIECTBO (IIPH HATHYINH) PYKOBOINUTEIIS)

2. MecToHax0XKACHUE 3asiBUTEIISI

(anpec, renedon/daxc, E-mail)

3. Hpe,[[CTaBI/ITCJIB 3asABUTCIIA

(pamumst, mMs, 0TIECTBO (IIPH HAMYKH), aIpeC, TeIehOH, TOBEPEHHOCTh — farta, Ne)

4. CBenieHHs O IPOAYKIIUH (O BETEPUHAPHOM Ipenapare, OMOJOTHUYEeCKOM Ipernapare,
KOPMOBOH J00aBKe):
a) Ha3BaHHUE MPOTYKIIUU

(TOpFOBOe Ha3BaHUE, OPUTMHAJIBHOC Ha3BaHUE Ha PYCCKOM SA3bIKE, HAYYHOC Ha3BaHUEC HA

JIATUHCKOM S3BIKE, BK/IIOYasA MEXKAYHAPOAHOE HENATEHTOBAHHOC Ha3Ba}me)

0) ¢opma BeITycKa

B) COCTaB

(KOMITOHEHTHBII COCTAB MPOAYKIUH II0 (papM. IPyIIIIe, ACHCTBYIOIICE BEIIECTBO)

(Hanwme KOMIIOHEHTOB PAaCTUTEIIBHOI' O, )KUBOTHOI'O IPOUCXOKACHUS, HE COACPIKAIIUX FMO)

T') Ha3HAYCHUE

5. Hanuuue narenra CTPAHBI-TIPOU3BOAUTCIIA HA pel"I/ICTpI/IpyeMHﬁ MMPOAYKT, €TO HOMEP

6. Pa3paboTurk mpoayKiuu

(HaI/IMeHOBaHI/Ie IOpUANYECKOro JiMa, aaipec MeCTa HaXOXICHUs, TGHC(IJOH)

7. IIponsBoauTens MPOAYKINUN

(ampec Mecta HaxoXACHNUS, TEIC(HOH)

(rmanMeHOBaHHE (HUPMBI-IPOU3BOAUTEIS], HANMEHOBAHHE 3aPyOCKHOTO TPOU3BOAUTEIIS)

3asgBUTEINb rapaHTHUPYCT OIIATY PAaCXOHO0B I10 SKCIECPTU3C, UCIIBITAHUAM U PETUCTPALIUU.

3asiBKa mojaHa.
« » 20 T.

(ToAmHCh 3asBUTEIIS) (pamummst, mmst, 0TY9ECTBO (IPU HAJTHYHUH))

Ileuats



[Tpunoxenne Ne 2 k [lonoxxeHuro

0 TOpSiAKE TOCYJApPCTBEHHON PErucTpauu
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MTPUMEHEHHUS

U BesieHus [ ocy1apCTBEHHOTO perucTpa
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MTPUMEHEHUS

3ASABJIEHUE

3agBUTEND

(damumust, umst, 0T4EeCTBO (NPH HAJIMYHH), MECTO

JKATEIbCTBA HHAUBUAYAJIBHOI'O IIPEANTPUHUMATEIA, HAUMEHOBAHNUE U MECTO HAXOXKIACHUA

IOpUANIECKOro JImna, KOHTaKTHBII TCJ'IC(bOH, peI‘HCTpaHI/IOHHHﬁ HOMED B E[[I/IHOM

TOCYAapCTBEHHOM PETUCTPE IOPUANICCKUX JIUI U HHAUBUAYAJIbHBIX HpeﬂHpMHP[MaTeJICﬁ,

HAaNMEHOBAHUE I'OCYJapCTBEHHOI'O OpraHa, HHOUN I‘OCy,I[&pCTBCHHOf/’I OopraHusanuu,

OCYIIIECTBUBIIHX TOCYIaPCTBEHHYIO PETHCTPAIHIO)

[Tporury BHECTH M3MEeHEHUs U (MJIH) TOTIOJIHEHHS B PETUCTPAIIMOHHOE TOChE U (WITH)
PEruCTPALIMOHHOE CBUIETENBCTBO BETEPUHAPHOIO MIpenapara

(HauMEHOBaHNE BETCPHHAPHOIO Mperapara)

HOMCDP pCrucCTpaliuOHHOr0 CBUACTCILCTBA

CPOK JEHCTBHS pEerucTpanyu
IIPOU3BOIUTEND

(ampec, KOHTAKTHBIH TexedoH, dakc)

KOTOpHﬁ OTHOCHUTCA K

(yxa3aTh KIMHUKO-(apMaKOIOrHYECKYIO IPYIIILY)

B COCTaB KOTOPOI'0 BXOIAT

(yxa3aTh [eiCTBYIOLIHE U BCIIOMOraTe/IbHBIC BEIIECTBA)

BbIITyCKaeMblil B popme

(mekapcTBeHHAs hopma)

3asgBUTEIb TrapaHTHUPYCT JOCTOBECPHOCTDH I/IH(I)OpMaI_II/II/I, conepncameﬁcg B HACTOAIIEM
3asABJICHUMU.

(mara) (roarmich) (bammmust, umst, oTaecTBO (IPU HATHYHH))

M.IL



[Mpunoxenne Ne 3 x_[lonoxxenunto

0 MOPSIAKE TOCYIAPCTBEHHOW PEruCTpaluu
JIEKaPCTBEHHBIX CPEACTB JIJIs1 BETEPUHAPHOTO
MIPUMEHEHHUS U BeJleHHs [ ocynapCTBEHHOTO
perucrpa JeKapCTBEHHBIX CPEACTB

JUISl BETEPUHAPHOTO IPUMEHEHHUS

3ASABJIEHUE

3agBUTEND

(dpamummst, umst, 0oT4eCTBO (NPH HAJIMYHH), MECTO

JKUTEJIbCTBA MHAWUBUAYAJIBHOI'O NPEANIPUHUMATENA, HAUMEHOBAHUE U MECTO HAXO0KICHUS

IOpUANIECKOro JIimna, KOHTaKTHBII TeJ'Ie(bOH, peI‘HCTpaHI/IOHHHﬁ HOMED B E[[I/IHOM

TOCYAApCTBEHHOM PETUCTPE IOPUANICCKUX JTUI U HHAUBUAYAJIbHBIX HpeﬂHpHHHMaTeHeﬁ,

HAaNMMEHOBAHUE I'OCYJapCTBEHHOI'O OpraHa, HHOM FOCyﬂapCTBeHHOﬁ OopraHusanuny,

OCYIIECTBUBIIHX TOCYIaPCTBEHHYIO PETHCTPALHIO)

[Tporry moBTOpHO 3apeructpupoath B [IpunnectpoBckoit Mongasckoii PecryOmke
BETEpUHAPHBIN Ipenapat, OMOJIOrHYeCKHid penapaT, KOPMOBYIO J00aBKY OT€YECTBEHHOTO
(3apyOeKXHOTO) MPOU3BOJICTBA

(HaMMEHOBaHNE BETCPHHAPHOTO Mperapara)

HOMCDP pCruCTpaliuOHHOr0 CBUACTCIILCTBA

CPOK JEHCTBHS pErucTpanyu
IIPOU3BOIUTEND

(ampec, KOHTAKTHBIH TexedoH, hakc)

KOTOpHﬁ OTHOCHUTCA K

(yxa3aTh KIMHUKO-(apMaKOIOrHYECKYIO IPYIIILY)

B COCTaB KOTOPOI'0 BXOIAT

(yxa3aTh [IEiCTBYIOIIHE U BCIIOMOraTe/IbHBIC BEIIECTBA)

BbIITyCKaeMblil B popme

(mexkapcTBeHHas hopma)

3agaBUTEIb T ApaHTUPYCT JOCTOBCPHOCTDH I/IH(I)OpMaI_II/II/I, conepmameﬁcg B HACTOAIIEM
3asABJICHUMU.

(mara) (roarmich) (bammmust, mmst, oTaecTBO (TMIPH HATHUWH))

M.IL



ITpunoxxenne Ne 4 x ITonoxxenuro

0 MOPSJIKE TOCYIapCTBEHHON PErUCTpalluu
JIEKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO
IIPUMEHEHMSI U BEJIEHUsI [ ocy1apcTBEHHOTO
perucTpa JeKapCcTBEHHbBIX CPEJICTB

IUI BETEPUHAPHOTO NPUMEHEHUS

MIHICTEPCTBO
CIABCBKOTI'O I'OCITIOZIAPCTBA
TA IIPUPOIHHUX PECYPCIB
IIPHOHICTPOBCHKOI MOAIABCHKOI
PECIIYBAIKH

MHHHCTEPYA ATPHKYATYPHH
IITH PECYPCEAOP HATYPAAE
PEITYBAHYHM
MOAZOBEHEIITH HUCTPEHE

MHHHCTEPCTBO CEAI:CKOI‘OVXOSHI‘;ICTBA H ITPHPOHBIX PECYPCOB
NNPHOAHECTPOBCKOH MOAJABCKOMH PECITYBAHKH

Y «Pecny6/MKaHCK1MA LLeHTP BETepMHApPHO-CAaHUTApPHOIO 1
cputocaHuTapHoro 6narononyumsi»
MD-3300, I[IMP, . Tupacrions, yi. I'Bapaeiickas, 31 «a»
ten./ake (0533) 7 65 71

PETUCTPALIMOHHOE YIOCTOBEPEHUME
0 rOCYJJapCTBEHHOM PETUCTPALUU JICKAPCTBEHHBIX CPEICTB Il BETEPUHAPHOTO IIPUMEHEHUS

Perucrpanuonnsiii Homep
OT CPOK JEHCTBHS 10
(mata) (mata)

HaCTOSIIJ_[ee CBUACTCIBCTBO BbIAAHO

(3asiBUTEID)

0 TOM, 4YTO

(moxHOE Ha3BaHME BETEPUHAPHOTO Mpernapara, Ouonpenapara, KOpMOBOW J100aBKH)

B BHUJC

(dbopma BeTepuHapHOTO Mpenapata, Ouonpenapara, KOpMOBOI J0OaBKH)

3apeructpuposano B [IpuanectpoBckoit MongaBckoit Pecrybnuke

(TomKHOCTD) (moamuck, nevaTh) (©.11.0.)



[Ipunoxenue Ne 5 k [Tonoxxenuto

0 MOPSIAKE TOCYIAPCTBEHHOW PErUCTPaLIKI
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS U BEICHUS
l'ocynapcrBenHoro perucrpa
JIEKapCTBEHHBIX CPEJCTB

JUISl BETEPUHAPHOTO MPUMEHEHHU S

YT1Bepxkaaro:

I'11aBHBINM rOCynapCTBEHHBIN BETEPUHAPHBINA HHCIIEKTOP

[TpunnectpoBckoit Monaasckoit PecriyOnuku

(moarmuch, pamuust, UMst, 0T4eCTBO (TP HAIMYHH))

« » 20 T.
I'ocynapcTBeHHBINM pErucTp
JIEKApCTBEHHBIX CPEJCTB [UUIsl BETEPUHAPHOI'O IIPUMEHEHMS,
3aperucTpupoBaHHbIX B IlpuanectpoBckoit Monnasckoii Pecriy6iuke
Boimyck Ne
Toproso | MexayHaponHo eHCTBYIOIN
Ne Hara Cpok p AYHAPOA A yrout ®opma Crpana
Perucrpanyonsst - e e e BelllecTBa ITpousBoauten [Tpumeyann
n/ M perucrpanu | AeHCTBU BBIITYCK HPOUCXOXKJICHH
it HoMep Ha3BaHHE | HEMATCHTOBAHHO b e
I u s a s
¢ Ha3BaHHE
1 2 3 4 5 6 8 9 10 11




[Tpunoxenne Ne 6 k [lonoxxeHuro

0 MOPsAJKE FOCYAAPCTBEHHOM pErucTpanun
JIEKApCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO
IIPUMEHEHHUS U BEIeHUs [ 0Cy1apCTBEHHOTO
PErucTpa JIEKapCTBEHHBIX CPEICTB

JUIsl BETEPUHAPHOTIO IPUMEHEHHUS

YT1BEpxkaaro:

I'1aBHBINM rOCYIapCTBEHHBIN BETEPUHAPHBINA HHCIIEKTOP

[TpunnectpoBckoit Monaasckoit PecriyOnuku

(moarmuch, pamMuIHst, UMst, OTIECTBO (TP

HaJIMYNH)) « » 20 I
I'ocynapcTBeHHBINM pEerucTp
KOPMOBBIX T0OABOK, 3apETUCTPUPOBAHHBIX
B [IpuanecrpoBckoit Monnasckoit Pecriyonuke
Boimyck Ne

HaumeHoBaHue

Ne Perucrpanonnsii Hara Cpok ToproBoe Ha3BaHHE DopMa BEITYCKA IIPOU3BONUTENS U HencTByroniue

n/m HOMEp perucTpanuu JEUCTBHS KOPMOBO# 100aBKK p Y CTpaHBbI BEIIIECTBA
MIPOUCXOXKICHHS

1 2 3 4 S) 6 7 8




