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[MPUJIOXXEHUE

K Ilocranosnenuro [IpaBurenscrBa
[IpunaecTpoBckoit MonagaBckou
PecnyOnuku

ot 23 uroHsa 2020 roma Ne 222

I[TOJIOXKEHUE
0 MOPSIAKE TOCYAAPCTBEHHON PETUCTPALIMN JIEKAPCTBEHHBIX CPEACTB
JUIS BETEPMHAPHOTO IPUMEHEHHS U BeJeHUs [ 0Cy1apCTBEHHOTO perucrpa
JIEKApCTBEHHBIX CPEACTB /IS BETEPUHAPHOTO IPUMEHEHUS

1. OO01ure noIoKEeHU

1. Hacrosimee IlonoxxkeHnne o TMOpSAKE TOCYAAPCTBEHHOM pETHCTpALIU
JIEKapCTBEHHBIX  CPEICTB  JUISI  BETEPUHAPHOTO NPUMEHEHHUS W  BEICHUA
l'ocymapcTBEHHOTO perucTpa JIEKAPCTBEHHBIX CPEACTB [JI  BETEPUHAPHOTO
npuMmeHnenuss  (mamee —  [lookeHWe)  ycTaHABIWMBACT  CIUHBIA  MOPSJIOK
TOCYy/IJApCTBEHHOM pETUCTpPalldh JIEKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO
MPUMEHEHUS, OMOJOTUYECKUX MPENapaToB, Ne3UHOUIMPYIOMINX U aHTUCETITUYECKUX
CpPEICTB M KOPMOBBIX J00aBOK (majgee — JICKAPCTBEHHBIC CPEICTBA IS
BETEPHHAPHOTO TPUMEHCHHs), a TaKXe TOpsAJAOK BeaeHus [ ocymapcTBEHHOTO
pErucTpa JICKapCTBEHHBIX CPEJCTB ISl BETEPUHAPHOTO TPUMEHEHHS.

2. TpebGoBanmsi HacTosimero [lomokeHUST SBISIFOTCS 00sI3aTEIBHBIMHU IS
MPUMEHEHUSI BCEMU (PUBMUECKUMH JIMI[AMH, OpPTraHU3alUSIMH, OCYIIECTBISIIOIIUMHU
pa3pabOTKy, NOCTAHOBKY Ha IPOU3BOJACTBO, W3rOTOBIIEHHE, BBO3 M PEANTH3ALUIO
JIEKAPCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOTO TPUMEHEHHS.

3.  TocymapCTBEHHYIO  pPETHUCTpAIMIO  JICKAPCTBEHHBIX  CPEICTB  JUIA
BETEPUHAPHOIO MPUMEHEHUS, BeAeHNE [ 0CyTapCTBEHHOTO PETUCTpPa JIEKAPCTBEHHBIX
CPEACTB i1  BETEPUHAPHOTO  NPUMEHEHMS,  BbIIa4y  PETHUCTPALMOHHOTO
YAOCTOBEPEHUS OCYILECTBIISIET YIOJTHOMOYEHHBIN [IpaBuTENBECTBOM
[IpunHecTpOBCKOM MonnaBckoii PecnyOnuku VICTIOJIHUTENbHBIN opras
rOCyJIJapCTBCHHOM BiTacTH (1ajiee — yIoJIHOMOUYCHHBIA OpTaH).

4. OcHOBHBIE TTOHSTHUSI, UCTIOJIb3yeMbIe B HacTosileM [lonoxeHun:

a) JICKapCTBCHHBIC CPEJCTBA — BEIIECTBA WJIM CMECH BEIICCTB Pa3IUIHOIO
MIPOUCXOXKEHHUS, o0naaaromre GapMakoIOrHuecKol aKTUBHOCTBIO U IPUMEHSIEMBbIE
TUTsl PO(UIIAKTUKH, JTUATHOCTUKHU, J€UCHUs 3a00JI€BaHUM y dKUBOTHBIX, a TAKXKE IS
MPOU3BOACTBA U U3TOTOBJIEHUS BETEPUHAPHBIX JICKAPCTBEHHBIX MPENApPaTOB;

0) KauecTBO JICKAPCTBEHHOTO CPEJICTBA JIJIsi BETCPUHAPHOTO IPUMEHEHUS — €0
COOTBETCTBHE TOCYIAPCTBEHHBIM CTaHAApTaM, JACHUCTBYIOIIMM HAa TEPPUTOPUU
[TpugnectpoBckoit MonaaBckoil PecniyOivku B COOTBETCTBUU C 3aKOHOIATEILCTBOM
[IpuanectpoBckoit Monnasckoit PecryOnuku;

B) JC3UHUITUPYIONINEC U aHTHUCENITUICCKUE CPEJICTBA — BEIICCTBA MM CMECH
BEILIECTB, MPUMEHSIOIIMNECS JI1 YHUUTOKEHUSI O0JIE3HETBOPHBIX MUKPOOPTaHU3MOB
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Ha MyTSIX Mepeladyd OT HMCTOYHHMKA HMH(GEKIUU K 3A0POBOMY OPraHU3My WIH
MpEIyIPEXKICHUS MONMATAHNS MUKPOOPTaHU3MOB B OPraHU3M KUBOTHOTO;

r) KOpPMOBBIE JO0aBKM — TPOJAYKTHl  PACTHTEIBHOIO, IKUBOTHOTO,
MUHEPAILHOT0, XUMHUYECKOTO0 U MHUKPOOMOJIOTHYECKOTO MPOUCXOXKIACHUS, BKIIIOYAs
UX CMECH, HCIOJb3yEMbIC [JIi KOPMJIEHHS >KMBOTHBIX BCE€X BHJOB WIM Kak
KOMITOHEHTBI [T MPOU3BOJICTBA KOPMOB;

1) TperapaTbl-aHaJIOTH — TperapaThl, CoOAcpXallue OJHU H T IKe
JIEHUCTBYIOIINE BEMIECTBA, OJIHY JICKAPCTBEHHYIO (OpMy, HaA3HAUYEHUE U CIIOCO0
MIPUMEHEHMUS;

€) cepus — ONPEICIICHHOEC KOJUYECTBO OJHOPOJHOTO JICKApPCTBEHHOTO
CpeacTBa ISl BETEPUHAPHOTO IPUMEHEHMS, IOJIYYEHHOE B PE3YJbTaTe OJHOTO
TEXHOJIOTUYECKOTO LIUKJIA;

®) CpPOK TOJHOCTH JICKAPCTBEHHOI'O CPEACTBA JUISI  BETCPUHAPHOTO
MPUMEHEHUS] — TIEPUOJ BPEMEHH, B TEYEHUE KOTOPOTO MPU COOIIOJICHUH YCIOBUI
XpAaHEHHUS JIEKaPCTBEHHOE CPEACTBO ISl BETEPUHAPHOIO MPUMEHEHUS HE YTPAUYNBAECT
CBOE KauecTBO, 0€301macHOCTh U 3P PEKTUBHOCTH;

3)  3(QQEKTUBHOCTh JICKAPCTBEHHOTO  CPEICTBA JUII  BETCPUHAPHOTO
MPUMEHEHHSI — XapaKTEPUCTUKA CTENEHH BIWSIHUS JIEKAPCTBEHHOI'O CPENICTBA IS
BETEPUHAPHOTO TMPHUMEHEHUS HAa YMEHBIIEHWE KIMHUYECKUX  MPOSIBICHUM
3a00JIeBaHNU,

1) TIOCTaHOBKA Ha MPOM3BOJICTBO JICKAPCTBCHHBIX CPEJCTB IS BETCPUHAPHOTO
MIPUMEHEHHUSI — OCYIIECTBIEHUE AECATEIIBHOCTA MO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB IJI1 BETEPUHAPHOTO MPUMEHEHHS] OPraHU3alUsAMU — MPOU3BOJUTEISIMHU Ha
OJIHOM CTaJINH, HECKOJIbKMX WJIM BCEX CTAIMSAX TEXHOJIOTHYECKOTO MTPOLIECCa, a TAKKE
10 XPAHEHHIO U PEATU3aLNU TPOU3BEICHHBIX JICKAPCTBEHHBIX CPEJICTB;

K) pa3pabOTYHK JICKAPCTBEHHOTO CPEJCTBA JIUISl BETEPHHAPHOTO TIPUMCEHEHUS —
IOPUIMYECKOe WM (DU3MUECKOE JIMIIO, pa3padaThiBaromiee HOBOE (OPUTHHAILHOE)
JIEKapCTBEHHOE CPEJCTBO ISl BETEPUHAPHOTO INPHUMEHEHUS HAa OCHOBE IATEHTA,
BBIJIAHHOTO B TMOPSJIKE, YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM [IpuaHecTpoBCKOM
MonnaBckoii PecnyOnuku, WM TIO HMHBIM OCHOBAHUSIM, HE MPOTHBOpPEUAIIUM
3akoHOAaTenbCcTBY [IpuanectpoBckoit Monnasckoi PecyOnuku;

JI) PETUCTPAINS — CHCTEMa ydueTa U OIEHKH I1eJIeCO00Pa3HOCTH UCIIOJIb30BAHMUS
JIEKapCTBEHHBIX CPEJICTB IS BETEPUHAPHOTO NpuMeHeHus B lIpuaHecTpoBckoi
MonnaBckoii PecryOmnuke;

M) 3asBUTENb — (PU3HYECKOE JTUIO0, FOPUINUECKOE JIUIIO, KOTOPOE TPOBOIUT BCE
HEOOXOMMbIE IOPUANYECKAE U (DPUHAHCOBBIE JIEUCTBUS OTHOCHUTEIBHO PErUCTpPALUU
JIEKapCTBEHHBIX  CPEICTB I  BETEPUHAPHOTO  NPUMEHEHUS, HW3MEHEHUU
U JOMNOJIHEHWHA K PETUCTPALMOHHBIM MaTE€pUalaM M HECET OTBETCTBEHHOCTh
3a JOCTOBEPHOCTh MPEACTABICHHBIX JaHHBIX;

H) DOKCIIepTH3a — TIPOBEPKa, aHalW3, OSKCIEpTHAas OICHKAa MaTepUaIOB
JIEKaPCTBEHHBIX CPEJCTB I BETEPUHAPHOTO MNPUMEHEHUS C LEIBI0 MOATOTOBKHU
MOTHBUPOBAHHBIX BBIBOJIOB JUISI IPUHATUSA PEUIEHUS O TOCYAapCTBEHHOU
PErUCTpALlMU WM OTKa3a B TOCYJIapCTBEHHON PETUCTPALMU JEKAPCTBEHHBIX CPENICTB
JUISl BETEPUHAPHOTO TPUMEHEHHS;

0) DOKCIEepTH3a W3MEHCHHH — OJKCIEpPTH3a MaTepUAIOB OTHOCHUTEIIBHO
3apPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA JUJII BETEPUHAPHOIO NMPUMEHEHUS,



-4 -

pe3yJIbTATOM KOTOPOM SIBIIETCA MPUHITUE PEUICHHUS O BHECEHWHM W3MEHEHHUU WIIH
JOTIOJIHEHUM B PETMCTPALIMOHHOE YIOCTOBEPEHHE HA JIEKAPCTBEHHOE CPEACTBO IS
BETEPUHAPHOIO TMPHUMEHEHUS WM NEPBOHAYAIbHAA PETUCTPALUS JIEKAPCTBEHHOTO
CpEeACTBa AJisl BETEPUHAPHOIO MPUMEHEHHUS B YCTAHOBIEHHOM MOPSIAKE;

1) BETCPUHAPHO-CAHHTAPHBIC TPEOOBaHHS — KOMIUIEKC CAaHUTAPHBIX HOPM
U TpaBWJl, HANpaBJICHHBI Ha CO3JaHUE OJIATONMPUSTHBIX CAHUTAPHBIX YCIOBUI
BHEIIIHEW Cpellbl C LEJbI0 OXPaHbl KUBOTHBIX OT MH(GEKIMOHHBIX U MHBAa3MOHHBIX
OoNie3HEN, a TakKe Ha TMOJy4YeHHEe MPOAYKIUU KUBOTHOBOACTBA BBICOKOIO
CaHUTApPHOTO KayeCTBa,;

p) PETHCTpAIMOHHBIA HOMEp — KOJOBas IOMETKa, KOTOpas IpPHCBAMBACTCS
JIEKapCTBEHHOMY CPEJCTBY [JIs BETEPUHAPHOIO MPUMEHEHHUS MTPU TOCYAAPCTBEHHOU
perucTpanuu,

C) PpETHUCTpPAIlMOHHOE VJOCTOBEpEHHE — JOKYMEHT, IOATBEPXKIAFOIINI
PETUCTPALIMIO  JICKAPCTBEHHBIX  CPEIACTB Ui  BETEPUHAPHOIO  MPUMEHEHUS
B [IpunnectpoBckoit Monnasckoi PecriyOmnuke.

2. ITopsimok rocyJapCTBEHHOM PETUCTPAIAN JIEKAPCTBEHHBIX CPEACTB
JUISl BETEPUHAPHOTO IPUMEHEHHS U BEIEHUsS | 0Cy1apCTBEHHOrO PErucTpa
JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO IPUMEHEHUS

5. lN'ocynapcTBeHHOM peructpanuu MOAJIEKAT BCE JIEKAPCTBEHHbBIC CPEICTBA
JUIsT BETEPUHAPHOIO MPUMEHEHUs, HE BKJIIOYEHHbIE B ['OCyAapCTBEHHBIA PErUCTp
JCKApCTBEHHBIX  CPEJACTB  JUII  BETEPHMHAPHOTO  NpuMeHeHHs  (mamee  —
["ocymapcTBEHHBIH pETHCTD).

6. ['ocymapcTBeHHON perucTpanuy He MOJIeKAT JICKAPCTBEHHBIE CPEICTBA IS
BETEPUHAPHOrO MPUMEHEHHUS, U3TOTOBIISIEMbIE B (hapMalleBTUUECKUX OpPraHU3aIMSIX
MO pelenTaM BETEpUHAPHBIX Bpadell U TpeOOBaHUSAM JIeUeOHO-MPODUIAKTUUECKUX
VUpPEKJCHHUM, a TakXe TOTOBbIE JIEKAPCTBEHHBIE CPEACTBA [JIi BETEPUHAPHOIO
NpUMEHEHUs, pachacoBaHHbIC BETCpUHAPHOW amTekol (BHyTpHamTeyHas (acoBKa),
U JIGKapCTBEHHOE pACTUTENBHOE ChIphE, MPUOOPETEHHOE U pachacoBaHHOE
BETEPHHAPHOW aNTeKOW JIJIs NalbHEHIeH peann3anuu (BHYTpHAITeYHas 3ar0TOBKA),
a Taxke napadapmaneBTHUECKas MPOyKIIHS.

/. 3anpemiaeTcsi peaiu3alusl JIEKAPCTBEHHBIX CPEACTB JISI BETEPUHAPHOTO
NPUMEHEHUS, MNPUIIEANNX B HETOAHOCTh, C HUCTEKIIUM CPOKOM TOJHOCTH
(9kcrutyaranuu), 3a0pakoBaHHBIX, (aTbCUPUIIUPOBAHHBIX (HE3aKOHHOW KOIIHH),
HE3apEeTrUCTPUPOBAHHBIX W HAXOASUIMXCS B HE3aKOHHOM 00OpOTE Ha TEPPUTOPUU
[IpunnecTtpoBckoit MomnaBckoit PecnyOnmku, a Takke HE COOTBETCTBYIOIIHUX
TpeOOBaHUAM, NMPEIBABISIEMBIM K KaueCTBY, 0€3 TOKYMEHTOB, IMOJATBEPKIAIOIINX UX
KauecTBO, M B  HHBIX  CJy4YassX, YCTAHOBJIEHHBIX  3aKOHOJATEJIbCTBOM
[TpuanectpoBckoit Monnasckoit PeciyOnuku.

8. 3asBUTENEM TOCYAAPCTBEHHOW PETHCTPAIMU JEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHUS MOXKET BBICTYyNaTh (PU3MUYECKOE JIUIIO0, OpraHu3alus —
pa3paboOTYMK MeIUKO-PapMaleBTUYECKON MPOAYKIIMU WIM OPUIUYECKOE JHIO0
10 TOPYUYEHUIO OpPraHu3alNu-pa3padboTUnKa MeIUKO-(apMaleBTUYECKOU TPOTYKIINH
aubo  opraHM3anus, BBO3fIIas  MEAUKO-(PapMalEBTUYECKYIOD  MPOAYKIHUIO,
MOJICIKAIIYIO0 PETUCTPAIUU.
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JIns  rocymapCTBEHHOW  PETUCTpPAlUM  JIEKAPCTBEHHBIX  CPEICTB A
BETEPUHAPHOIO NPUMEHEHHs, MPOU3BOAUMBIX Ha TeppuTopun IlpuaHecTpoBCKOU
MonnaBckoii PecnyOnuku, 3asBUTENb MPEACTABISIET B YHOJHOMOYEHHBIN OpraH
3asBJICHUE O TOCYJAPCTBEHHOW pETUCTpalMyd JIEKapCTBEHHBIX CPEACTB IS
BETEpUHAPHOIro puMeHeHus no ¢opme coriacHo [Ipunoxenuto Ne 1 k HacTosemy
[TonoxkeHnro B JBYX OK3EMIUISIpaX M PETMCTPALMOHHOE JOChE, BKIIOYAIOLIEE
CIEYIOIINE TOKYMEHTHI U JAHHBIE!

a) JOKyMEHT 00 ymiate cOopa 3a TOCYIApCTBCHHYIO PETHCTPAIHIO
JIEKapCTBEHHOI'O CPEACTBA ISl BETEPUHAPHOIO IPUMEHEHUS;

0) mepeyeHb KOMITOHEHTOB, BXOJISIINX B COCTaB JICKAPCTBEHHOTO CPECTBA JIJIs
BETEPUHAPHOIO MPUMEHEHHUS, U UX KOJIMYECTBO;

B) HHCTPYKIHMS TI0 TPHMCHCHHUIO JICKQpCTBEHHOTO  CpEICTBA IS
BETEPUHAPHOTO MPUMEHEHUSI Ha OJHOM U3 OQUIHANIBHBIX SI3bIKOB [IpuaHecTpoBCKoit
MonnaBckoii PecriyOnuku;

r) 0o0Opa3selr JICKapCTBEHHOT'O CPEACTBA JIJIsi BETEPUHAPHOTO IPUMEHEHUS OJTHOMN
CEpUHU B TOBAPHOU YIIAKOBKE;

I[) HOPMATUBHO-TCXHHUYCCKAA JOKYMCHTAIMA — IIpaBHJIa OpraHU3alun
IMPOU3BOACTBA M KOHTPOJIA KAa4CCTBa JICKAPCTBCHHOI'O CPpCACTBA AJIsA BCTCPHUHAPHOI'O
IPpHUMCHCHU,

€) METOAWKA WCIBITaHUS JICKAPCTBEHHOIO CpEJACTBA I BETCPUHAPHOTO
MPUMEHEHUS WM apMaKkoneiHas CTaThsl MPEANPUSITHUSA;

K) JOKYMEHT, TMOITBEPIKIAOIINNA KAYeCTBO JICKAPCTBECHHOI'O CPEJICTBA JIJIS
BETEPUHAPHOTO MPUMEHEHUS.

9. [lns TOCYmapCTBEHHOW pETUCTpAIlMU JICKAPCTBEHHBIX CPEACTB A
BETEPUHAPHOTO NPUMEHEHMs, BBO3UMBIX Ha Tepputoputo I[IpugHecTpoBCcKoit
MonnaBckoir PecnyOnuku, 3asBUTENIb MPEACTABISIET B YNOJHOMOYEHHBIN OpraH
3asBJICHUE O TOCYJIapCTBEHHON pErucTpaldd JIEKApCTBEHHBIX CPEACTB  JIs
BETEpUHAPHOIro NpuMeHeHus no ¢popme coriacHo [Ipunoxenuro Ne 1 k HacTosemy
[lonoxkeHno B JBYX OK3EMIUISIpAX M PETUCTPALMOHHOE JOChE, BKIIOYAIOIIEE
JIOKYMEHTHI U JJaHHBIC, YKa3aHHBIC B MOAIMYHKTAX «a», «0», «B», «I», «K» MyHKTa 8
Hacrosero [lonoxenus.

10. TocymapcTBeHHass perucTpaisi JIEKapCTBEHHOTO  CpPEJICTBAa IS
BETEPUHAPHOIO MPUMEHEHHUS BKIIIOUAET B C€0s CIIEYIOLIUE ATAIbl pabOTHI:

a) TpHEM H BXOJHOH KOHTPOJb 3asBJIICHUS, JOKYMEHTOB, 0O0pa3loB
JIEKapCTBEHHBIX CPEJICTB /JII BETEPUHAPHOTO MPUMEHEHUS;

0) mpocMmoTp 0a3bl JaHHBIX [ 0CYIapCTBEHHOTO PETUCTPA,;

B) ITPOCMOTP JTOKYMEHTOB M OTPE/ICIICHNE KOMIUIEKTHOCTH PETUCTPAITMOHHOTO
JI0ChE Ha JICKAPCTBEHHOE CPEACTBO JJISI BETEPUHAPHOTO MPUMEHEHHUS, I MPUHATHS
JOKYMEHTOB Ha JKCIEPTH3Yy JUOO OTKaza B Ciydae OTCYTCTBHS (HECOOTBETCTBHS)
JOKYMEHTOB U MaTEPHUAJIOB PETUCTPALIUOHHOIO JI0CHE;

r) paboTa ¢ MPEICTaBICHHBIMU Ha PETUCTPAIMIO 00pa3aMu U JOKYMEHTaMHU
(M3y4yeHue U aHAJIN3 MAaTePUAJIOB PETUCTPALIMOHHOIO JI0ChE, KCIEPTU3A, PE3YJIbTATHI
KOHTPOJIS KAUeCTBA) C IEIbI0 COCTABJICHHSI MOTUBUPOBAHHOTO BBIBOJIa OTHOCHUTEIIHHO
3¢ pekTUBHOCTH, O€30MaCHOCTH M KadecTBa JIGKAPCTBEHHOI'O CPEJICTBO  JIs
BETEPUHAPHOTO MPUMEHEHUS;

1) 1abopaTopHbIe UCCIIeIOBaHUS (MCITBITAHNS), IPH HEOOXOJUMOCTH.
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Jlns npoBefcHHUS Ja0OPAaTOPHBIX HCCIeIOoBaHMA (MCTIBITAHUI) 3asBUTEIb
MIPECTABISAET B JIA0OpPATOPUIO 00Pa3Ibl JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
MPUMEHEHUSI B KOJMYECTBE, HEOOXOIMMOM [jisi uX mpoBeneHus. Ha ocHoBanum
NPOBEJCHHBIX  JAaO0OpAaTOPHBIX  HWcCienoBaHuii  (MCHBITaHW#)  Jaboparopueit
COCTaBJISICTCSI OTYET O pe3yibTaTax J1abOpaTOPHBIX HCCICIOBAaHUMN (MCITBITAHMIA)
B JIBYX OJK3EMIUISIpaXx, OJMH W3 KOTOPBIX BBIJAETCS 3asABUTEII0, BTOPOH —
MPUCOEINHAETCS K PETUCTPAIMOHHOMY JIOChE;

¢) TPHHATHE PEIICHUS O TOCYIAPCTBEHHOW PpETHUCTpalldd WM OTKa3e
B pErucTpaluu.

[Ipu npuHATUM pelIeHus: 0 TOCYAAPCTBEHHONW PETHCTPALMU OJIUH SK3EMILISP
3asIBJICHUS BO3BPAILlA€TCsl 3asIBUTEIIO C OTMETKOM O pEerucTpanuu;

’K) BHECEHME MH(pOpMaLNK B 0a3y JaHHBIX, BeJcHUE 0a3bl JaHHBIX;

3) BBIJAYy PETUCTPANMOHHOTO CBHICTEIBCTBA MM MOTHBHPOBAHHBIA OTKa3
B FOCYJIapCTBEHHOUN pEeTUCTpPALIHH.

[NocynapcTBeHHasi peructpaius JIEKapCTBEHHBIX CPENICTB I BETEPUHAPHOTO
MPUMEHEHHS, MPOU3BOAMMBIX Ha Ttepputopun IlpunHecTpoBckor MoiaBckon
Pecniy0Onvku, mpoBoauTcst B cpok, He npesbimatonuii 30 (Tpuanata) padounx JHEH
CO JIHSI TI0JIa4 3asIBJICHUS O TOCYAapCTBEHHON PETUCTPALINU JICKAPCTBEHHBIX CPEJICTB
U JOKYMEHTOB. l'ocymapcTBeHHass perucrpanus JEKapCTBEHHBIX CPEACTB A
BETEPUHAPHOTO TPUMEHEHMs, BBO3UMBIX Ha Tepputoputo [lpugHecTpoBCcKoOit
MonnaBckoit PecrmyOnuku, mpoBoguTcs B cpok, He mpeBbimaromuid 10 (mecsTu)
pabounx JHEW co MOHS TOJa4yu 3asBICHUS O TOCYJapCTBEHHOW pETUCTpalMU U
JIOKYMEHTOB. B CpOK perucrtpainuu JIeKapCTBEHHBIX CPEICTB MJii BETEPUHAPHOIO
MIPUMEHEHUSI HE BXOJUT CPOK pabOT MO MPOBEACHUIO JIA0OPATOPHBIX UCCIEIOBAHUM
(MCTIBITaHMIA), TIPU KX HEOOXOTUMOCTH.

11. Ilo OKOHYAaHMHM  MOPOUEAYPbl  TOCYJAPCTBEHHOW  pETUCTpALNU
JIEKAPCTBEHHBIX CPEJICTB JJISI BETEPUHAPHOTO MPUMEHEHUSI YIIOJIHOMOYEHHBIM OpraH
MIPUHUMAET PEIICHUE O PErUCTPAIlMU WJIM O MOTUBUPOBAHHOM OTKAa3€ B PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB /JII BETEPUHAPHOTO MPUMEHEHUS.

12. Ha ocHOBaHMHM peImIEHUS O TOCYJAapPCTBEHHOW  perHcTpanuu
YIIOJTHOMOYCHHBI OpraH B TeueHUe 2 (AByX) pabo4mMX JHEHW BBIAACT 3asBUTEIIO
JOKYMEHT YCTAHOBJIEHHOI0 00pa3lia 0 rOCyAapCTBEHHOW PErHCTPAIlMU Ha KaKIYIO
dbopMy  JEKApCTBEHHBIX  CPEACTB  JJII  BETEPUHAPHOTO  MPUMEHEHUS  —
perucTpanmoHHoe ynoctoepenue corjacHo Ilpunoxenuto Ne 4 k HacrosueMy
[lonoxkeHnto CpokoM Ha 5 JeT ¢ BHeceHHMEM ero B ['oCylapCTBEHHBIM PErUCTp
coriacHo npmwioxeHusM Ne 5 u 6 k Hactosmemy [lomoxeHuto.

13. B I'ocymapCTBEHHBII pETUCTp BKIIOYAIOTCS CIACAYIOIINE CBEICHUS .

a) TOProBO¢ HAUMCHOBAHHE JICKAPCTBCHHOTO CPEJCTBA IS BETCPUHAPHOTO
MIPUMEHEHMUS;

0) dapmakonorudeckoe (MEXKIYHAPOIHOS HEMATEHTOBAHHOE) HAWMEHOBAHME
JIEKapCTBEHHOI'O CPEJICTBA JIJI1 BETEPUHAPHOTO TPUMEHEHHS;

B) JICHCTBYIOIIME BEIICCTBA JICKAPCTBEHHOT'O CPEJICTBA JUISl BETEPUHAPHOTO
MIPUMEHEHMUS;

r) JIekapcTBeHHas (popma BBIyCKa U YIAKOBKA JICKAPCTBEHHOTO CPEJICTBA JIJIst
BETEPUHAPHOTO MPUMEHEHUS;



-7-

1) TPOU3BOAWTENIb, Ha3BaHHE CTPAHBI IMPOMCXOXKICHHUS JICKAPCTBECHHOTO
CpeACTBa ISl BETEPUHAPHOTO MPUMEHEHUS;

¢) TaHHBIC OTBETCTBEHHOTO 3asBUTEIIS;

®) CpPOK TOJHOCTH JICKAPCTBEHHOI'O CPEACTBA JUISI  BETCPUHAPHOTO
MIPUMEHEHUS,

3) YCIOBHSI OTIyCKa JICKAPCTBEHHOTO CpPEICTBA JIII  BETCPHUHAPHOIO
MIPUMEHEHUS,

M) pErucTPaIlMOHHBIN HOMEp JICKApCTBEHHOTO CPEICTBA I BETCPUHAPHOTO
MIPUMEHEHUSI.

14. PerucTpaiiioHHbI HOMEpP JIEKAPCTBEHHOTO CPEJCTBA ISl BETEPUHAPHOTO
MIPUMEHEHUSI COCTOUT U3 CICAYIOIINX 3HAUCHUN  MOPSIKOBBIM MATU3HAYHBIA HOMED,
MPUCBOCHHBIA B TOPSAKE MOCIEA0BATENIbHON HyMepanuu, HauuHas ¢ mudpsl 1,
OTICIICHHBI 3HAKOM «/» OT NnByX mudp Mecsma, MOCICIHUX IBYX IUp roma
U JIBYXOYKBCHHOTO MEXIYHApOJIHOTO 0003Ha4YeHHs cTpaHbl mpoucxoxacuus (RU —
Poccust, UA — Ykpanna, MD — MomnaaBus 1 Tak jajiee), pa3aeieHHbIC MEXIy COOOM
3HAKaAMU «-».

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

00001 — mopsiAKOBBI HOMED;

10 — mecstny peructpanmn (10 — okT0pB);

19 — nocnenuue aBe mudpser rona perucrparyu (19 — 2019 ron);

RU — 6ykBerHOe 0003HaueHHe cTpanbl npoucxoxacHus (RU — Poccus).

15. VYnonHomMoueHHBIM OpraH BIpaBe OTKa3aTh B TOCYJIapCTBEHHOM
perucTpaluu Ha CTaJud [pueMa JOKYMEHTOB, HMX OJKCHEPTHU3bl, MPOBEACHUS
7a00paTOPHBIX UCCIICIOBAHUM (MCTIBITAHUI) B CITydasX:

a) HEMpEJCTABIICHUS JTOKYMCHTOB WM JAaHHBIX, yKa3aHHBIX B NyHKTax 8, 9
Hactosmero I[lonoxenus;

0) 3ampera ucnonb3oBaHus B [IpumHecTpoBckord MommaBckoi PecnyOuuke
PErUCTPUPYEMOrO JIEKAPCTBEHHOTO CPEICTBA ISl BETEPUHAPHOIO IPUMEHEHUS;

B) MPEJCTaBICHUS HEOCTOBEPHBIX CBEJCHUH, KaCAIOIIUXCS PETUCTPHPYEMOTO
JIEKapCTBEHHOI'O CPEJICTBA JIJI1 BETEPUHAPHOTO TPUMEHEHHS;

T) OTKa3a OT MPOBECHHMS JJAOOPATOPHBIX UCCIICTOBAHUH (MCITBITAHUN);

1) OTKa3a B IPEJCTABJICHNH 3allpallliBaeMbIX MaTEPUAJIOB;

€) TIOJTyYeHUS] OTPHUIIATEITHLHBIX PE3YJIbTATOB PETHCTPAIIMOHHBIX HCCIICIOBAHUI
(MCTIBITaHUN).

OTka3 B TMPOBEICHUH TOCYHAPCTBEHHOW PErUCTpaluy JIEKapCTBEHHOIO
CpeAcTBa /Jii BETEPUHAPHOTO TMPUMEHEHUsS O(OpMISeTCd B MHUCbMEHHOM BHUJIE
C YKa3aHMEM OCHOBAHMS TAaKOT'O OTKa3a.

16. TloBTOpHas TOCYyIapCTBEHHAs PETUCTpPAIHs JICKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPHUMEHEHHUS, paHee 3apEerUCTPUPOBAHHBIX U  BHECEHHBIX
B ['ocymapCTBEHHBIN PErHCTpP, OCYIIECTBIIACTCS B TeueHue S (IATH) JHEH B MOPSJIKE,
NpEAYCMOTPEHHOM Il [E€PBOHAYaJbHOM  TOCYJAPCTBEHHOM  perucTpanuu
JIEKApCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MPUMEHEHUS, HA OCHOBAHUU 3asIBJIICHUS
O TMOBTOPHOM TOCYJAPCTBEHHON pPETUCTPAMU JICKAPCTBEHHBIX CPEJACTB s
BEeTEpUHAPHOTO puMeHeHus 1o popme cornmacHo [Ipunoxkenuto Ne 3 k HacTosIIIEMy
[TonoxeHuto.
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3. [Nopsinok BHECEHUST M3MEHEHUH U (MJIU) TOTIOJTHCHHUN
B PETUCTPAIMOHHOE JTIOChE U (MJIM) PETUCTPAIIMOHHOE CBUICTEIIECTBO

17. B TeueHue cpoka JAEUCTBUS JOKYMEHTa O TOCYIapCTBEHHON pEeTHCTpaIlin
3asIBUTEIh ~ HECET  OTBETCTBEHHOCTh 32  KauyeCTBO  3apETHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB [JIi BETEPUHAPHOTO MPUMEHEHUS W 00s3aH COOOIIaTh
0 JIOOBIX W3MEHEHHSIX, KOTOPBIE TPEAINONaraeTcs BHECTH B PETUCTPAIMOHHBIC
JTOKYMEHTBI, W TPEICTaBIATh HCUSPIBIBAIONTYI0 WH(DOPMAIMIO O TPUYWHAX DTUX
M3MEHEHUM M UX BIUAHUM Ha dS(P(EKTUBHOCTb, OE30MACHOCTh M KaueCTBO
3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPENICTBA JJIsi BETCPUHAPHOTO MPUMEHCHUS,
B TOM 4HcIie 00 N3MEHEHUH TEXHOJIOTHH U MECTa TIPOU3BOICTBA.

18. DkcnepTr3a M3MEHEHHH TTPOBOIUTCS B TOM K€ TOPSIKE, YTO M IKCIIEPTU3A
PETHCTPAIMOHHBIX MATEPUAJIOB TPU PETUCTPAIMH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHUS.

Jliis BHeceHUsT M3MEHEHHMH W (WJIM) JOMOJHEHHH B PErMCTPALIMOHHOE IOChE
u (WIm) perucTparMoHHOC CBHUJCTEIBCTBO JICKAPCTBEHHOTO CPEICTBA  JUIS
BETCPUHAPHOTO TPUMEHEHUS 3asBUTEII0O HEOOXOAMMO TPEICTABUTH CICAYIOIINE
JTOKYMEHTHI:

a) 3asgBJICHHE B JIBYX OJK3eMIUIpaX O BHECCHWH U3MEHEeHUH u (Win)
nonoxHeHui mo popme cornacHo [punoxenuto Ne 2 k HacTosmemy [lomoxxenwuto;

0) TPOEKT HOBOrO JOKYMEHTAa PETUCTPAIMOHHOTO JIOChe, B KOTOPBIH
TUTAHUPYETCSl BHECTH U3MEHECHHSI M (WJIH) JOTIOJTHEHHUS,

B) JOKYMEHTBI, MOATBEPIKIAIONINE OCHOBAHUS BHOCHMBIX M3MEHEHHMH M (MIIN)
JIOTIOJTHEHUH

r) uHpOpMAIMs O BIHUSHAM BHOCHMBIX HW3MEHEHUH Ha 3(PQPEKTHUBHOCTH
¥ Ka4eCTBO JICKAPCTBEHHOTO CPEJICTBA JJIsl BETEPUHAPHOTO IPUMCHECHHS.

[lpy BHeceHWM W3MeHEHWH © (WJIM) JONOJIHEHWH B PETUCTPAlMOHHOE
YI0CTOBEPEHUE 3aperuCTPUPOBAHHOTO JIEKapCTBEHHOTO cpencTaa TUTST
BETCPUHAPHOTO TPUMEHEHUS BBIIACTCS HOBOE PETUCTPAIMOHHOE YIOCTOBEPCHHE,
P 3TOM paHee JIEUCTBYIOIIEE PETUCTPAIIMOHHOE YAOCTOBEPEHUE U3BIMACTCHI.

19. B perucrtpaimonHoe nocbe M (W) PErMCTPALMOHHOE YIOCTOBEpPEHHUE
3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO CPENICTBA ISl BETEPUHAPHOTO MPUMEHEHUS
MOTYT BHOCUTHCSI H3MCHEHHS M (WJIH) JTOTIOJIHEHUS B CIICAYIOMIUX CIydasx:

a) U3MCHEHUE HAaWMEHOBAHUS JICKAPCTBEHHOT'O CPEJCTBA IS BETEPHHAPHOTO
MIPUMEHEHUS,

0) peopranuzanus u (WIK) U3MEHEHUE HAaUMEHOBAHUE FOPUIMYSCKOTO JIMIA —
MPOU3ZBOJUTENS JICKAPCTBEHHOTO CPEACTBA [UII BETCPUHAPHOTO TMPUMEHEHHS,
u3MeHeHue (aMUIHH, UMEHHU, OTYeCTBa (€CIIM TaKOBOE UMECTCSI) WHIUBUAYATHHOTO
MPEeATNPUHUMATENS — MIPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEICTBA NIl BETEPUHAPHOTO
IPUMEHEHUS,

B) OIpejCIICHUE JAPYTUX BUIOB )KHBOTHBIX, B OTHOIIEHUU KOTOPBIX COTJIACHO
WHCTPYKITUHU Pa3pemieHo MPUMEHEHNE JIEKapCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO
MPUMEHEHUS,

r) BBEICHWE, WCKIIOYeHWEe M (MJM) 3aMeHa B COCTaBe JICKAPCTBEHHOTO
cpencTtBa Uil BETEPUHAPHOTO  MPUMEHEHHUS  OJHOTO WM  HECKOJBKHX
BCIIOMOTATEIbHBIX BEIIECTB;
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1) W3MEHEHHE METOJOB KOHTPOJS KadyecTBa JICKAPCTBEHHOI'O CPEICTBA JIS
BETEPUHAPHOTO MPUMEHEHUS,

¢) U3MEHEHHUE CPOKa FOJHOCTH JICKAPCTBEHHOTO CPEJCTBA ISl BETCPUHAPHOTO
MIPUMEHECHUS;

’K) U3MCHCHHUE YCIIOBHI XpaHCHUS;

3) U3MEHEHUE MaTepralia WK BHJIa IICPBUYHON YITAKOBKH;

1) BHECCHUE U3MEHEHUI B MPOIIECC MTPOU3BOICTRA,

K) U3MEHEHHUE 00beMa YIIAKOBKH.

20. B caywasx wW3MEHEHHS COCTaBa JICKapCTBEHHOTO CpEIACTBA A
BETEPUHAPHOrO MPUMEHEHUS, MOIYyYEHUSI OOOCHOBAHHBIX MPETEH3UN K €ro KaueCTBY
YIIOJTHOMOYEHHBIM OpPraH MMEET NpaBO IMPHUHATh PEIIEHWE O NPUOCTAHOBIECHUH
JNEWCTBUS  PETUCTPALMOHHOIO  YIOCTOBEPEHHSI 10 YCTPAHECHUS BBISBICHHBIX
HECOOTBETCTBUM WJIM JaTh YKa3aHHE 3asBUTENI0 00 HUX YCTPAaHEHHH B CPOK,
He mnpeBpmmatomuii 60 KaleHmapHBIX JHEH, HE TNPUOCTAHABIWBAs JCHCTBHE
PETUCTPALIMOHHOTO YAOCTOBEPECHUS JICKAPCTBEHHOIO CPEICTBA ISl BETEPUHAPHOTO
MIPUMEHEHHS.

O [OpuHATOM pPENIEHWM YIOJHOMOYEHHBIM OpraH NUCBMEHHO B TEUYECHUE
2 (mByx) paboumx JHEH yBeAOMJISCT 3asBHUTENS C yKa3aHUEM IPHYUH
MPUOCTAHOBJIEHUS] JIEUCTBUSl PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
CpeacTtBa sl BETEPUHAPHOIO  MPUMEHEHUs, JaTbl, C  KOTOPOM  OHO
MPUOCTAHABIIUBAETCS, U CPOKA IPUOCTAHOBIICHUS.

CpOoK TIpPUOCTAHOBJIEHUS JACUCTBHAA PETUCTPALMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOI'O CPEJICTBA I BETEPUHAPHOIO MPUMEHEHUSI HE MOXET ObITh Ooiiee
60 kaJIeHTapHBIX JTHEH.

3asgBUTENIb B TEUYEHUE YCTAHOBJIEHHOIO CpOKa YCTpPaHSIET HapylLIeHHUs,
MOBJICKIIIME €r0 MPUOCTAHOBJICHHUE, W B TeueHHE 2 (IBYX) paOO4YMX JHEH MOCie uX
yCTpaHEHHUs MUCbMEHHO YBEJIOMJISIET 00 3TOM YIOJIHOMOYEHHBIN OpraH.

YoMHOMOUEHHBIA OpraH Ha OCHOBAaHUM PE3YJIbTATOB J1IA0OPATOPHBIX
ucciieioBaHmii  (MCIIBITAHMI) JIEKAPCTBEHHOTO CPEJCTBA JUIS BETEPHHAPHOIO
MPUMEHEHUS, KOTOpble ObUIM MPOBEIAEHbl B JIA0OpATOPUU TMOCTAE YCTpPaHEHUS
HApyLIEHHM, TMOBJEKIINX  MPUOCTAHOBICHUE  JEUCTBUS  PETHUCTPALOHHOTO
YAOCTOBEPEHUS, MPUHUMAET pEUIEHHEe O BO30OHOBJIECHUHM WJIM MPEKPALICHUU
NEUCTBUSL PETHCTPAMOHHOTO YIAOCTOBEPEHUS JIEKAPCTBEHHOIO CpEICTBA IS
BETEPUHAPHOTO IPUMEHEHUS.

O [OpuHATOM pPENIEHWH YIOJHOMOYEHHBIM OpraH MNUCBMEHHO B TEUYECHUE
2 (nByX) pabouux JHEW YBEIOMIIACT 3asBUTENS C yKa3aHUEM JaThl BO3OOHOBIICHUS
WIW TPEKpaIleHUsl JEUCTBUS PETHUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
CpPEACTBa JAJIsl BETEPUHAPHOTO TPUMEHEHHS.

Pemienrie 0 BO300OHOBJIEHUM JEUCTBUSL PETHCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0  CPEACTBAa JJIi BETEPUHAPHOIO IPUMEHEHHS IPUHUMACTCS
YIOJTHOMOYEHHBIM  OpPraHOM  IIPM  COOTBETCTBMM  IOKa3aTeled  KadecTBa
n 0Ee30MaCHOCTH JIEKAPCTBEHHOTO CPEACTBA [JIsi BETEPUHAPHOrO MPUMEHEHHS,
MIPOU3BEICHHOTO MOCIIE YCTPAHEHHUSI BBISIBJICHHBIX HAPYIICHUM.
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4. [TprocTaHOBIICHUE WM TIpeKpaIieHre (OTMEHA) perucTpaIiu
JICKapPCTBEHHOTO CPEJICTRA JIJISl BETCPUHAPHOTO TIPUMEHEHUS

21. Pemenne o mnpekpameHud (OTMEHE) JEWCTBUS PETHCTPALIMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO CpPEACTBA JUISI BETCPUHAPHOTO IPUMCHCHUS
MPUHUMAETCS YITOJITHOMOUYEHHBIM OPTaHOM:

a) TNpU HECOOTBETCTBHHM  IOKaszaTelield KadecTBa M OE30MaCHOCTH
JICKAPCTBEHHOTO CPEJICTBA JUISl BETCPUHAPHOTO MPUMEHECHHSI, TIPOU3BEIACHHOTO ITOCIIC
YCTpAHCHHS BBIABJICHHBIX HAPYIICHHH, TPEeOOBAHHMSIM BETEPHHAPHO-CAHUTAPHBIX
MPaBWJI, HOPM, SIUHBIM BETEPHHAPHBIM (BETECpUHAPHO-CAaHUTAPHBIM) TPSOOBAHHMSIM;

0) mpH HEyBCJAOMIICHHHM 3asBUTEJIEM B TCUYCHHE CpOKa, Ha KOTOPBIH
MPUOCTAHOBJICHO JICHCTBUE PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBCHHOTO
CpeICTBa JUIS BETCPUHAPHOTO MPHMCHCHHWs, 00 YCTPAaHCHHH BBISIBICHHBIX
HapYIICHUH, TIOBJICKITUX €ro MPUOCTAaHOBJICHUE,

B) 110 3asIBJICHUIO 3asIBUTEIIS.

22. PemeHunst 0 MpUOCTAHOBJICHUH, BO30OOHOBJICHUH U MpeKpaiieHun (0OTMeHe)
JACHCTBHSL PETUCTPAIMOHHOTO YJIOCTOBEPCHHS JICKQPCTBEHHOTO CPEJICTBA IS
BETEPUHAPHOT'O MIPUMEHEHHUST O(POPMIISIIOTCS IPUKA30M YIIOJTHOMOYCHHOTO OpraHa.

[lpy  npuHATHM  penieHWs O  npekpameHud  (OTMeHe)  JIeHCTBUs
PETHUCTPAMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO CPEJICTBA JUISI BETSPHUHAPHOTO
NPUMCHEHHUS YIOJHOMOYCHHBI OpraH HCKIIIOYACT JICKAPCTBEHHOE CPEACTBO JIJIs
BETEPHHAPHOT'O TPUMEHEHHUs U3 ['0Cy1apcTBEHHOTO PETUCTA.

23. B cirydae, korja npenapat HedQ(PEKTUBEH B YCIOBUAX, ONPEACICHHBIX JIJIS
€ro NPHMCHCHWS, WIM TPEJCTaBIIACT ONACHOCTh JUISI 3J0POBbS JIIOACH WU
’KHUBOTHBIX, TIPOBOJIUTCS €T0O U3BATHE U3 OOPAIICHHS.
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[Tpunoxenne Ne 1 x Ilonoxxenuto

0 MOPsJIKE FOCY1apCTBEHHON PETUCTPALIUN
JIEKapCTBEHHBIX CPENICTB Il BETEPUHAPHOTO
IIPUMEHEHMSI U BeJIeHUs | 0cy1apcTBEHHOTO
perucrpa JIeKapCTBEHHBIX CPEICTB

JUIsl BETEPUHAPHOTO IIPUMEHEHUS

3AABJIEHUE

[Tpomry 3apeructpuposats B [Ipunnectposckoit Mongasckoii Pecriybmnmke BeTeprHapHbIit
npenapar, OMOJIOTUYECKHUH Ipenapar, KOPMOBYIO I00aBKY OTEUECTBEHHOTO (3apyOeKHOT0)
IIPOU3BOJCTBA

(TOproBoe Ha3BaHHUE IPOAYKIMU — BETCPUHAPHOIO Iperapara, OHOJIOrHYECcKOoro mpernapara, KOpMoBOil 100aBKH)

1. 3agBurein

(FopHANYECcKOE JULO, HaMUIAS, HMsI, OTIECTBO (IIPH HAIMYNH) PYKOBOIUTEIIS)

2. MecToHaxX0XICHUE 3aABUTEIA

(anpec, renedon/daxc, E-mail)

3. [IpencraBuTens 3asBUTEIS

(pamumust, uMst, 0T4eCTBO (IIPH HAMYKH), apeC, TeaedOH, TOBEPEHHOCTh — aaTa, Ne)

4. CBeneHHsI O IPOAYKIIMH (O BETEPUHAPHOM Ipernapare, OMOJIOTHUYECKOM Ipernapare,
KOPMOBOU 7I00aBKe):
a) Ha3BaHUE MPOTYKITUH

(TOpFOBOe Ha3BaHHUE, OPUTHHAIIBHOC Ha3BaHUE HA PYCCKOM S3bIKE, HAYTHOE Ha3BaHUEC HA

JIATUHCKOM A3BIKE, BK/IIOYasA MEXKXAYHAPOAHOEC HEMATEHTOBaAHHOC HaSBaHI/IC)

0) ¢opma BeITycKa

B) COCTaB

(KOMITOHEHTHBII COCTaB MPOAYKIHH O (papM. IpyIIle, ACHCTBYIOIIECE BEMECTBO)

(HaJ'I]/ILIPIe KOMIIOHEHTOB PACTUTEIBbHOI' O, )KUBOTHOT'O ITPOUCXOXKICHNSA, HE COACPIKAIIINX FMO)

T) Ha3HAUCHUE

5. Hanmnune nmarenra CTPAHBI-IIPOU3BOAUTCIIA HA PCT I/ICTpI/IpyeMHﬁ IIPOAYKT, €ro HOMEp

6. PazpaboTumk npoaykuuu

(HaHMeHOBaHPIe HOpUAUYECKOro Juna, aipec MeCTa HaXOXKACHUA, Teﬂed)OH)

7. IIpousBoauTeNb MPOAYKIIUU

(ampec Mecta HaxoxACHUS, TeneOH)

(HanMeHOBaHUE (QUPMBI-TPOM3BOAUTEIIS, HANMECHOBAHHE 3apy0EKHOrO IIPON3BOANTEIIS)

3asBUTEINb TAPAHTUPYET OIJIATY PACXOJ0B IO 3KCIEPTHU3E, UCIIBITAHUSAM U PETUCTPALUU.
3asBKa mojaHa:
« » 20 T.

(TIOATTHCH 3asIBUTEIIS) (pamurst, ML, OTIECTBO (IIPU HATHIHH))

Ileuatn
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[Tpunoxenne Ne 2 k [lonoxxeHuro

0 TIOPSiIKE TOCYJApPCTBEHHON PErucTpauu
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MTPUMEHEHHS

U BesieHus [ ocyJapCTBEHHOTO perucTpa
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MTPUMEHEHHS

3AABJIEHUE

3agBUTEND

(damumust, umst, oTdecTBO (NMPH HAIMYHH), MECTO

JKUTEIIbCTBA HHAUBUAYAJIBHOI'O IIPEAITPUHUMATEIIA, HAUMCHOBAHNUE U MECTO HAXOXIACHUA

IOpUIUYECKOro Jimna, KOHTaKTHBII TCJ'IC(i)OH, peI‘PlCTpaHI/IOHHHﬁ HOMEDP B E[[I/IHOM

TOCYAapCTBEHHOM PETUCTPE IOPUANICCKUX JIUI U HHAUBUAYAJIbHBIX npeﬂnpuﬂuMaTeneﬁ,

HAaNMMEHOBAHUE I'OCYAapCTBEHHOI'O OpraHa, HHOU I‘OCyI[&pCTBeHHOfI Oopranusanuu,

OCYIIECTBUBIIHX TOCYaPCTBEHHYIO PETHCTPALIHIO)

[Tporry BHeCTH M3MEeHEHUs U (MJIM) TOMOJHEHHS B PErHCTPAIMOHHOE JJOChe U (MIIN)
PETUCTPAIIMOHHOE CBUICTEIILCTBO BETEPUHAPHOTO TIperapaTa

(HaMMEHOBaHME BETCPHHAPHOTO Mperapara)

HOMCP pCruCTpaliluOHHOr0 CBUACTCIILCTBA

CPOK JEHCTBHS pEruCTpaliu

IMPONU3BOJAUTCIIb

(anpec, KOHTaKTHBIH TexedoH, dakc)

KOTOpBIﬁ OTHOCHUTCA K

(yKa3aTh KIMHUKO-(papMaKOJIOrHYECKYIO IPYIIITY)

B COCTaB KOTOPOT'O BXOIAT

(yKa3aTp JEiCTBYIOLINE U BCIOMOraTe/IbHBIC BEIIECTBA)

BBIHyCKaCMBIﬁ B (bopMe
(mexkapcTBeHHas hopma)

3asgBUTEIb T ApaHTUPYET NOCTOBCPHOCTDH I/IH(I)OpMaI_[I/II/I, coaepxcameﬁca B HACTOAIIEM
3asABJICHUMU.

(mara) (mommvce) (bammmust, ums, oTgecTBO (IPU HATHYHN))

M.IL
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[Tpunoxenne Ne 3 k [lonoxxeHuro

0 NOpAJKE FOCYAApCTBEHHOM pErucTpanun
JIEKApCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO
IIPUMEHEHMs U BeIeHUs [ '0Cy1apCTBEHHOTO
pEerucTpa JIeKapCTBEHHBIX CPEACTB

JUIsL BETEPUHAPHOI'O IPUMEHEHHUS

3ASABJIEHUE

3agBUTEND

(damumust, umst, oT4ecTBO (NMPH HAJIMYHHI), MECTO

JKUTEIIbCTBA UHAUBUAYAJIBHOI'O IIPEAITPUHUMATEIIA, HAUMECHOBAHNUE U MECTO HAXOXIACHUA

IOpUAUIECKOro Jimna, KOHTaKTHBII TeJ'Ie(i)OH, peI‘PICTpaHHOHHLIfI HOMEDP B E[[I/IHOM

TOCYAapCTBEHHOM PETUCTPE FOPUANICCKUX JIUI U HHAUBUAYAJIbHBIX npe;[anHMMaTeneﬁ,

HaNMMEHOBAHUE I'OCYAJapCTBEHHOI'O OpraHa, HHOU I‘OCyI[&pCTBBHHOfI OopraHusanuu,

OCYIIECTBUBIIHX TOCY/IaPCTBEHHYIO PETHCTPAIIHIO)

[Tpomry nmoBTOpHO 3apeructpuposath B [IpunnectpoBckoit Mongasckoii PecryOmmke
BETEpUHAPHBIN Ipenapat, OMOJIOrHYecKHid penapaT, KOPMOBYIO J00aBKY OT€YECTBEHHOTO
(3apyOeKXHOTO) MMPOU3BOJICTBA

(HaMMEHOBaHNE BETCPHHAPHOTO Mperapara)

HOMEpP PETUCTPALIMOHHOTO CBUJETENBCTBA
CPOK JEHCTBHS pEruCTpalu

IMPOU3BOJAUTCIIb

(anpec, KOHTaKTHBIH TenedoH, dakc)

KOTOpBIﬁ OTHOCHUTCA K

(yKa3aTh KIMHUKO-(apMaKOIOrHYECKYO IPYIIITY)

B COCTaB KOTOPOT'O BXOIAT

(yKa3aTh [ECTBYIOLINE U BCIOMOraTeIbHBIC BEIIECTBA)

BBIHyCKaCMBIﬁ B (bopMe
(mexkapcTBeHHas hopma)

3asgBUTEIb T ApaHTUPYET NOCTOBCPHOCTDb I/IH(I)OpMaI_[I/II/I, conepxcameﬁc;{ B HACTOAIIEM
3asABJICHUMU.

(mara) (ommvcs) (bammmust, ums, oTaecTBO (IPU HATHUHH))

M.IL
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[Tpunoxenue Ne 4 x [lonoxxenutro

0 MOPSJIKE FOCYIapCTBEHHOW PETUCTPALIUU
JIEKapCTBEHHBIX CPENICTB I BETEPUHAPHOTO
IIPUMEHEHMSI U BeJIeHUs | ocy1apcTBEHHOTO
perucrpa JIeKapCTBEHHBIX CPEICTB

JUIsl BETEPUHAPHOTO IPUMEHEHUS

MIHICTEPCTBO
CIABCBKOTI'O 'OCIIOZIAPCTBA
TA IIPUPOIHHX PECYPCIB
IIPHOHICTPOBCBKOI MOAIABCBHKOI
PECIIYBAIKH

MHHHCTEPYA ATPHKYATYPHH
LT PECYPCEAOP HATYPAAE
PEITYBAHYHH
MOAOBEHEIITH HUCTPEHE

MHHHCTEPCTBO CEALCKOFOvXOBHfICTBA H ITPHPOIHBIX PECYPCOB
NNPHOAHECTPOBCKOH MOAJJABCKOH PECITYBAHKH

Y «Pecny6nmMkaHCKMIA LIeHTP BEeTEPUHAPHO-CAaHMTAPHOIO U
cpuTocaHuTapHoOro 6narononyumns»
MD-3300, I[TMP, r. Tupacmons, yi. I'Bapneiickas, 31 «a»
ten./dakc (0533) 7 65 71

PETCTPALIMOHHOE YIOCTOBEPEHUME
0 rOCYJJapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHBIX CPEACTB JI BETEPUHAPHOTO IPUMEHEHUS

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

HaCTOSIIJ_[CG CBUACTCIBCTBO BBIJAHO

(3astBuTEIND)

0 TOM, 4YTO

(monHOE Ha3BaHME BETEPUHAPHOTO Mpenapara, Ouonpenapara, KOpMOBOH J00aBKH)

B BHUJC

(bopma BeTepuHapHOTrO Tipenapara, Ouonpenapara, KOpMOBOIi JT00aBKH)

3apeructpuposano B [IpuanectpoBckoit MongaBckoit PecyOnuke

(momKHOCTB) (moamuck, nevaTh) (@.1.0.)
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ITpunoxenne Ne 5 k [lonoxxenuto
0 MOPSAJKE FOCYAAPCTBEHHOU pErucTpanun
JIEKApCTBEHHBIX CPEJCTB [UIsl BETEPUHAPHOIO
IIPUMEHEHHU U BeIeHUs [ '0Cy1apCTBEHHOTO

perucTpa JCKApCTBCHHLIX CPCIACTB

JUIsL BETEPUHAPHOIO IPUMEHEHHUS

YT1Bepxkaaro:

['1aBHBINM rOCyapCTBEHHBIN BETEPUHAPHBINA UHCIIEKTOP
[TpunnecrpoBckoit Monnasckoit PecryOnuku

(moxmuceh, GpamMuHst, UMst, 0T4eCTBO (ITPU HAJMYHHN))

« » 20 T.
I'ocynapcTBeHHBINM pEerucTp
JIEKApCTBEHHBIX CPEJCTB [UIsl BETEPUHAPHOIO IPUMEHEHMS,
3aperucTpupoBaHHbIX B [IpuanectpoBckoit Monaasckoii Pecriy6mnuke
Boimyck Ne
. Toproeoe | MexnyHaponHoe eiicTB ue
Ne | PeructpannoHHbIi Hara Cpok p AIYHAPOX 4 Yo ®dopma Crpana
o Ha3BaHHME | HEMATCHTOBAHHOE BelleCTBa [TpousBoaurens [Tpumeuanue
n/n HOMeEp perucrpanuu | AeHcTBUs BBIITyCKa HPOYCXOXKICHUS
Ha3BaHHE
1 2 3 4 5 6 7 8 9 10 11
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[Tpunoxenne Ne 6 k [lonoxxeHuro

0 MOPsAJKE FOCYAAPCTBEHHOU pEerucTpanuu
JIEKapCTBEHHBIX CPEJCTB [UIsl BETEPUHAPHOTO
IIPUMEHEHHUS U BeIeHUs [ '0Cy1apCTBEHHOTO
pPErucTpa JIEKapCTBEHHBIX CPEICTB

JUIsL BETEPUHAPHOIO IPUMEHEHHUS

YT1Bepxkaaro:
I'1aBHBINM rOCyIapCTBEHHBIN BETEPUHAPHBINA HHCIIEKTOP
[TpunnecrpoBckoit Monnasckoit PecryOnuku

(moamuceh, pamMuIHst, UMst, 0T4eCTBO (ITPU HATMYHH))

« » 20 r.
I'ocynapcTBeHHBINM pEerucTp
KOPMOBBIX T00OABOK, 3apErUCTPUPOBAHHBIX
B [IpunnecrpoBckoit Monaasckoit Pecniybnuke
Boimyck Ne

HanmenoBanue

Ne Perucrpanvonssiit Hara Cpok ToproBoe Ha3BaHME DopMa BEITYCKA IIPOU3BOAUTENS U JelicTByromue

n/n HOMED perucTpauuu NEUCTBUS KOPMOBO# 100aBKH p Y CTpaHBbI BEIIIECTBA
IPOUCXOKICHUS

1 2 3 4 3) 6 7 8




