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nn-003413 15.01.2016
NI perasTaRUURNNDE YADETORGDER IR AGTE POMACTROLMY NOUENCTOEKMATD NRANSATA
000 «p. Peagu’c NaGoparopucs 115035, r. Mockoa, OByuHHuKoackan Hab., a. 20, ctp. 1
10 AREMETENA (ER3485bUA) pEricTIRUNGMHErS AL0BC LECTI HAKCMIAGHAN ACOMETEAN (3nasensus) ReErMCTRALMERROTS YASETD-
PCHYWAR AAKORCTRSHHAMS RRENIRATR SORCHUA NEXLECTRGHRCIS NRENSEATA
l'lacrmp‘r Ne7 ot 16.02.2022 CrpaHa HazHaucHua: Paccun
MHQOCZMaUKa O STa0MEX NoCKaB0LCTE !
npowasoactoo Me 3A0 «Kavondapma npogakwiy», Mockopckan obnacts, r. Lenkoso, yn, 3apeudan, 4. 105
NERPRUYHIA YNaKonka 3A0 «Kanondhapma npogakiuns, Mockonekan ofinacts, r. Wenkono, yn. 3apevqasn, g, 105
BTopuYHan/neTpEGUTENbCKAA ynaKonka 3A0 «KanoHdapma npogakwie, Mockopckan abnacts, r., Lenkaoo, yn. 3apeduasn, 4. 105
DbINYCKAIOWWA KOHTRONL KAYECTRA 3A0 «KauoHdhapma npoaakwH», Mackorckan ofinacs, r. llenkore, yn. 3apeuas, g, 105

IModmeepx0aro, umo, cepus 2omogol nPodyKUUL MPOU3EEAEHE U NPOKOHMPONUPOGAHA G COOMBEMCMAUL ¢ MpeGosaHusMY:

1. [lonoxenud PezucmpauuoHHozo docse NeKapemaecHozo npenapama | OA O HET

2. [lpasun Hadnexawed npousgsodcmeennol NPAaKMUKY, @ MoM vucne:

MobbIe OMKNOHEHUS UnU JANNIHUPOBAHHLIC UIMEHEHUA & MEXHONOZUNECKOM NPOLECCR LNU KOHMPONo

1

Kkavecmaa ymuc-pxcdeum OMACMCEMACHHLIMU nuyamu; © nolbix LUIMEHONHUSIX, mpcci'yfomux GHOCOHURA E A OHET

UIMEHOHUA @ pPe2ucmpauuoHHoe docke unu NULCHIUK HA npoulsodcmeaoc, ocecdOMNeH coomaom-
cmayiouwull yronHoOMoNGHHBId 0p2al U NONYNOHO @20 PA3PALUSHUE HA AHOCCHUS MAKD20 UIMOHOHUS,
ApoaepeHsl anucy, nodmaepxdaiowue, Ymo ace HeolxXo0uMbIe MEPONPURMUA No omGopy Npob, KoH-

mponio ¢ Memodukam ucnsimaud npoacdenss MIOGLIC OMICTOHEHUA U/uMu NnaHoasle usMencnus pac- [ A OHET
€NedoGaHs! U OGHoPMIGHS! QOKYMEHMANsHO,
~ doKyMeHmayun no npeusecdcmacHioMy MPOUCECY U KOHMPOMIO Kavecmea COCMAaneHa U ymacpxoc- M oA [ HET
Ha YIOMHOMOYCHHLIM MOPCOHAN0oM;
= ace aydumsl nposedenst @ coomaememaut ¢ MPoGoaaHUsMU cucmes! o6ecneYeHUR KaNoCEmea; & pa O HET
= NPUHAMbL 60 GHUMAaHUE ace qiakmopsl, cyuecmasnHLIe dna kavecmea dannoll cepuu npodyxuuu & na OHET
3. Jluueuauu Ha npoulsodcman NOKIPEMaeHHLIX cpedeme OA O HET

4. 3akonodamenscmea Poccutckol @edepayut w/unu

Gmamyc OLEeHKLU!
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Haina® rpaHynbl AnA NpUroToBrieHnA CycrneH3mu

NPOACIKLLH

Cepur: 070222
KonwuecTeo npoaykuuu B cepuu: 9 790 yn. Ne 9
Aara npouasopcrtea; 02. 2022 r.
AHanua eeinonded no  JIM-003413-111220 1 1am. Na 1

nnd npuema sHyTpk 100 Mmr

:ﬁ Hi:’g::;?ﬂ';m Tpebosanua HI Pe3ynsTathl aHanuvaa

1 | OnucaHne CmeCh rpaHyn W NOpOLUKA coeTno - Xentoro | Cmock rpalyn W nopollka csetno -
LiDeTa C 3anaxom anenbevHa. o BHeWHEeMY | XenToro uBeTa € 3anaxoM ancenbeuHa.
DUy AOIPKHA cooTneTcTeoBath TpeGopawu- Mo BHEWHeMy BWOY COOTBETCTRYIOT
am b Pd, OBC.1,4.1.0004.18 «Mpanynui» | Tpebonannam ro Pd,

OPC.1.4.1.0004.18 «panynoi»

2 | Paamep vactuy, %

- MeHee 2,00 MM He meHee 95 100
= MeHee 0,355 MM He Gonee 70 56

3 HUMHHHDE.'TI:' BpﬂMﬂ yACpxMDanua OCHORDHOro nuKa Ha

XpoMaTorpaMme  WCMbITYeMoro  pacTsopa,
NPUrOTOONCGHHOMD  ANA KONWHECTRCHHOM MNoAToCRKAEHA
anpéaenédns, OOMKHO CoOTDCeTCTDOOOTh
BRPEMEHW YOAEPHMBAHUA NUKA HAMECYIMAA Ha
XPOMATOrPaMME CTAHAIPTHOMO PacTeopa.
4 | CpegHan macea, Mr 2000 (or 1850 go 2150) 1987
5 | OaHopoaHocTe Maccekt, % +7.5 -22+57
Pacnagacmocts, MUH He Gonee 15 (n noac) 1
6 | Pactuopenue, % oT HOMUHANLHOrG
CONEpIAHUS He meHee 70 (Q) 4yepea 45 MuH, 87

7 | BHELWHWA BUA CyeneHanm Mpu pacroopeéHun COOEPMMMOro NakeTa o
100 mn BoALl ¢ TeMnepatypoih 20-25 ‘C o
TaveHde 1-3 Mun obpasyeTten cycneHaun ot Cootoercreyer
Genoro A0 CBETNO-KENTOro LpeTa

8 | CeaMmeHTALMONHAN YCTOWUMBOCTL CyeneHann nocne pabanTLiBAHUA HE 4OMKHA

! % PACCNAUBATLEA B TEYEHUE 2 MUH. Coomaercreyer

9 |pH Q01258035 3.10

10 | PogcTeeHHsie npumecy, %!

- npumecs C He Gonee 0,3 OreyTeTayer
- npumecs D He Gonee 0,3 Orcytetayer
- niohan eAUHUYHAA HeraeHTUWLIK-

POBAHHAA NpUMECH He Gonee 0,2 Oreyreroyer
- CYMMA NPUMecei He Gonee 1,0 OTtcyremmyer

11 | MoTeps b Magee npu obicywnoannin,% He Gonee 1,0 0,24

12 | OHOPOAHOCTL A03UPORAHUA B coommeTcTaug ¢ Tpebonanuamm :

Ao P [ Po, OGC.1 '4.2.0008.18, ciocos 1 Coutsercreyer

13 | Konu4ecToeHHOE ONPeaeneHne Hu-

MECYNUAA R OAHOM NAKETE, MI e 5 99,5
14 | MukpoGuonarudeckan YMcToTa B cootBeTcTEUM € TPebobaHUAMU
g o PO, omq;1_:2_4.uon?1a, Kateropus 3A Cooraercrayer

15 | Ynakoeka Mo 2 r p naket ua kombBuHupopadyoro matepud Mo 2re nalta‘r. yn PMGBBMI‘:DMHHom~
ana (Gymara/dansrainonnaranes). Mo 9, 15 | marepuana (Gyma—" | [ L] =]
unu 30 nakeTos BMECTE C MHETPYKUMER no rafdmnbmlnuﬁua:rn’mu)— 'r__, [
NPUMEHEHWIO NOMELLAIOT B NaYKky U3 kapToua | Mo 9 nakeTop-BMecTe G MHchw:uweﬁ__m

NPUMCHCHWIO NOMCLUCHBI B NaYKy 13
KapToHa.

16 | Mapkuposia Ha nakete ykaawieaioT Topropoe Haumenooa- [Ha nakeT RETRE mpronoa Haume-
HYEe NPenapaTa ¢ npegynpeauTensHoil Map- (HOBAHWE mr.ie:napan "tr* npcnynpc.nuﬂ
kupopkoid @, MexayHapoaHoe HenaTeHTo- Tﬂnblﬂﬂﬁ: Mapumpunmﬁ @ MENAYHE-
DAHHOE  HAWMCHODAHWE, NCKAPCTRCHHYIO | POAHOS HemaTeHTORaHHOE Haumcuona-
chopmy, AOIUPOBKY, KONWYECTBO NEKAPCTBEH- |HUE, mpkapmeunaa chopma ..qo:mpou—
HOrD CPEACTBA B NAKeTe, COAEPMAHME aeid- |ka, m{m‘lemﬁ nempm&uubm cpea-
CTDYIOWErO BEeWEecTna, NPeaynpPeanTENLHYIO |CToa s, ‘ndkere; dancpucmma .d,oﬁcmyﬁ
HaanueL ("ConepwdT caxapoay™), vHdopma- :Du.lerd BetlecTea, npe,uynpmurenhuan
UMOHHYI0 Hagnucs o cnocobe npumeHeHus |Hagnck (“Copopiwnt; caxdpoay”), wu-
("Cnocof npumencHua”, “Mpenapat npuHu- cpopuauuaﬂhém IHapMch0  cnocoGe
MaioT BHYTPL, Mo 1 nakety (100 Mr HuMecy- [npumeneHnsa “("Cnocab- npumeHenun”,
nuaa) aoa pasa o cyTew, Mpenapat peromen- | “Mpenapat npuHAMAICT BHYTPL, no 1
AVeTCA NPUHUMATL nocne easl. Copepwumoa |nakety (100 Mr HUMecynuga) gsa pasa

Crpanvya 1 uMa2




N2 HaumeHonaHue
TpeGonauwa PeaynLTaThi adanuia
nin nokazarens HA ¥

NAKETA BLICKINAIOT 0 CTakAH U PACTBOPAWT |8 cyTku, [lpenapar pekoMeHgyetcs
npumepHo B 100 mn soasl. MpuroToonciisia [NpurMMaTL nocne egst, Coacpirvmon
PACTBOR XPAHCHMIO HE NEANGIKUT.”), HAMME- |NAKETA BLICLINAIOT D CTAKAH W PACTLO-
HOBAHKE W CTpaly cipmel-onanensua PY, ce [psiot npumepHo B 100 mn nogus. Mpu-
TOBAPHBIA IHIK (NATUHMLCH), HAUMCHOBAHWE |rOTOBNEHHLIA PACTROR XPAHEHWIO He
U CTRAHY OUPMbI-NPONIBOANTCNRA, C¢ TODAR- |NOANEXMT.”), HAUMEHODAHWE W CTpaHa
HBI 3HAK, HOMER Cepuu, Aaty okolualus |dupmui-onagensua PY, ec Tonaphuii
CPoKa rogHocTy, 3HaK (NaTMHULUCH), HAUMEHOBIHWE K
Ha navyke ykassisawT TOPropoc HaUMCHODA- [CTPaHa  dMpMbi-NpoManoauTens, ee
HAC NPCRAPaTa ¢ NPeaynpearTensHod Map- |TORApHLIA 3HAK, HOMEp CepWM, AaTa
Kupopkol @, MemayHapoaHOe HEeNaTeHTO- [OKOHYIHUA CPAKA roAHOCTY,

DOHHOC  HIUMEHOBAHWE, NekapcTocHiyo [ Ha nauke yrasads Topropboe Havme-
dopmy, KONMYECTNO MAKETOR B YNAKOBKE, | HODAHWWC nNpenapaTta ¢ npeaynpeau-
KONUYECTBO NEKapcToCHNOre CRCACTBA B | TenbHoR mapkuponkoi ®, mexayna-
nakeTe, ACIMPODKY, COAGPMAHWE AeACTnYID- | pO/AHGE HENATEHTOBAHHOZ HAWMEHO-
Lero BeUIECTEA B KUHAOM NAKCTE, YENOBWA | BaHWE, neapcToeHian diopma, xone-
xpanennn, Haanuey ("Coaepkut caxaposy.”, | HCCTDO NAKeToB B YNakonke, Konuue-
"XPaHUTL O HEAOCTYNHOM [NA feTeln me-| CTno NekapcTBeHHOro CpeAcTRa & na-
cre!”, "MpuMeHnTs No HaanayeHWio Bpaya.”, | kere, AQIMPOBKA, copepkanvie Aei-
"He NpUMEHATL Mo METEYEHUA CPOKa FOAHO- | CTBYIOLLEIO BCWCCTRA B KDKAOM naKe-
CTW."), YEroBMA OTNYCKA, PEMMCTPALWMOHHBIA | TC, YENONWA XpaHeHus, Waanicy (“Co-
Homep, Hagnues " @ - 3APCTUCTPUPOBAHHLIN | ALPXUT Caxapoay.”, "XpaHuTs o Heao-
TOBApHLIA 3HAK", HOMEp CBMACGTENLCTDA O | cTynHoM Ana acted Macte!”, "Mpwume-
PerucTRaUMY TOBAPHONO 3HAKD, HOWMCHODA- [ HATL NO  HAIHAYCHWIO ppava.”, “He
HWe W cTpady cupmbi-nnagensua PY, ee | npumensTs no vcTeMeHud cpoka rof-
TODAPHLIA 3HAK (NaTmHuueR), HaumeHoBa- | HoCTW,"), ycnoouA oTnycka, perucTpa-
HWe, agpec, Tencdion ¥ aapec caita dmp- | UMOHHBIA HOMEp, Haanues * O - aape-
Mbl-NPOMIDCANTENA, €& TOBAPHLIA  JMAK, | TMCTPUPOBAHHLIA TOBAPHLIA IHAK", HO-
GTIN-kog, WTpUX-KOA, HOMCP Cepwd, AaTy |Mep COWGeTenLeTia O PervcTpauMd
OKOHYOHWA CPOKA FOAHOCTA, CREACTDA MACGH- | TODAPHOTO 3HAKA, HIMMCHOBAHWE W
Tacbmkaum N,  TexHonomueckwe metkn [ ctpada  dwpmb-anagensua PY, ce
wiunu chapmakon, TOBRAPHBIA 3HAK (NATMHUUERA), Haume-
HononHuTensHo Ha nadke Ha adrnudckom | HopaHue, agpec, Tenedod u aapec
A3ILIKE YKIILIDAT TOProBoe HauMmeHoBauwe | caima UPMBI-NPoOMIBOAKTENS, oe TO-
NeKapcTBEHHOro NPeNnapaTa, MeXayHapod- | BapHsid 3wak, GTIN-koa, wrpux-kof,
HOE HENATEeHTOBAHHOC HAWMEHOBAHME, Ne- | HOMEP CepWW, [aTa OKOHUYAHWA cpoia
KAPCTBEHHYIO dhopMy, A0IMPODKY, KONWHE- [ FOAHOCTH, CPeAcTna uacHTMdMKALMMK
CTBO NaKeTOR B YNAKOBKE, KonuuyecTso ne-| SN, Toxwonormyeckue matkn u capMa-
KapCTBEHHOro CPeACTEA O NakeTe, TOProsoe | kog,.

HAWMOHODAHWE NEeKapcTBeHHOro npenapata | [ononHUTensHo Ha Na4ke Ha AHCMWEG-
unu norotun dupmb-anagensua PY (B 3a- | gkom  a3bike  ykadabl:  Toprosoa
BACMMOCTW OT YINa 3PeHWA), HAHECEHHbIE | HaWMOHOBAHWE NEKAPCTBEHHOrQ npe-
METOAOM MUKPOTECHEHUA, NapaTa, MEXAYHAPOAHOE HEenaTeHTo-
BAaHHOZ HAWMEHOBAMMG, NeKAPCTREH-
HaA OpMA, [03UPOBKA, KONWYECTDRO
NakeToB B YNAKOOKE, KONWMECTBO ne-
KAPCTBEHHOro CPeacTEa o nakete, Top-
ropoe HAVMEHOBAHUE NEeKApCTOCHHOrD
npenapata W norotMn  UpMbi-
Bnanensuya PY (o 3aoncumocTy oT yrna
IPEHNA), HAHECEHHLIE METOAOM MUK-
pPOTECHEHUA.

17 | Cpok rogHocT! 3roaa 3ropa

lopen po 02, 2025,
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SAKINIOYEHUE: nekapcTeeHHbIA npenapat Haiz® rpaHynil Ana NpUroToBACGHMS CYCMNCHIuM .u_nn npuama m-nypr
100 mr cepun 070222 cooTaeTCTBYET TPEGOBAHMAM nn.003413 111220 1 uam. Ne 1
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