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Ne HaumeHnoBaHue

nin noKasaTens Tpebosanua HA PesynbTatbl ananusa

1. | ONNCAHUE BuayaneHuiin. Kpyrnbie aosxosbinyknsie TabneTku ¢ | Kpyrnble ABosikoBbinyknble Tabnetku ¢ cac-
chackoi, NOKPbLITbIE NNEHOYHOW OBGONOMKOW PO30BOTO | KOMW, NOKPLITHIE NMAEHOYHO| O06ONOYKON po-
useTa. 30BOro UBeTa.

2. | NIOANMMHHOCTb Y®-cnektpochoToMmeTpus. Yd-cnektpel nornowjeHus | Y®-cnekrpodoTomerpus. YP-cnekTpbl no-
UCNbLITYEMOrO M CTaHAAPTHOrO PacTBOPOB B OGNACTK OT | IMOWEHUs WCNLITYEMOro W CTaHA[apTHOro
250 o 300 HM AOMKHEI UMETb MakCUMyMbl NpY OAHNX W | pacTBopoB B obnactu ot 250 Ao 300 HM
TeX e ANUHaX BOIH. MMEeOT MakCMMyMbl NPYM OAHUX U TEX Xe

ANVHaxX BONH.
BIXX. Bpemsa yaepxuBaHus OCHOBHOTC nuka Ha xpo- | BOXKX Bpems yaepxuBaHua OCHOBHOrO nu-
matorpamMme UCNbITYEMOrO pacTBopa AOMKHO COOTBET- | K& Ha XpPOMAaTOrpaMme WCMbITYeMoro pac-
CTBOBaTb BPEMEHW YAEpPXUBaHWS NKUKA KNOMWAOIPENa | TBOpa COOTBETCTBYET BPEMEHU YAEpXKuBa-
Ha XxpomaTorpaMMme CTaHAapTHOTrO pacTBopa (pasfernl | HUS NuKa KNonuaorpena Ha xpomartorpamme
«KonnuecTtseHHoe onpeaeneHues). cTaHaapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE onpegeneHue).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 261,02 mr (+1,9%)

4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (101%)

Y®-cnektpogoromeTpus. 97%
He meHee 80 % (Q) oT 3aABNeHHOro Konu4ecTsa Knonu- 105%
porpena vepes 30 MUHYT. 97%
104%
97%
104%
5. | POOCTBEHHBIE BIXX.
NMPUMECH Mpumech A — He Gonee 1,2 %; 0,05%
npumeck C — He 6onee 1,5 %; 0,01%
€AMHUYHAA HeuaeHTUMUMPOBaHHan npuMeck — He Go- 0,01%
nee 0,2 %, .
cymma npumeceli — He 6onee 2,5 %. 0,08%
6. | BOOA Fo PO, 09C.1.2.3.0002.15, meToa K. Prwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUONOIMMYECKASA | F® P®, 09C.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA O6Lee 4ncno aspoBHBIX MUKPOOPraHU3MOB - He Bonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
ObLljee 4YMCNO APOMOKEBLIX W NIECHEBbLIX FPUGOB: He Menee 10 KOEB 11
Gonee 10°KOE B 1 r (mn);
Escherichia coli: otcytctene B 1 1 (mn). He o6HapyxeHo

8. | OQHOPOOHOCTbL e Po, 09C.1.4.2.0008.18, cnocob 1.

JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosne He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), u ans 30/30 TaGneTok Konuue- AVi0=6,6%
CTBEHHOE COAEepXaHWe KNonuaorpena QJOJKHO Haxo-
ANTbCA B nHTepsane 0,75-M — 1,25-M.
9. | KONUMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 77,00 mr
OMNPEQENEHUE Ao 105,0 % or sasBneHHOro konuyecrsa) B 0fHON Ta6- (102,7%)
netke.

10. | YIAKOBKA Mo 10 TabneTok B KOHTYPHYIO sueilkoByi ynakoeky | Mo 10 TabneTok B KOHTYPHYIO AYEMKOBYIO
(6nncTep) M3 NAEHKM NONUBMHUNXNOPUAHOW U cbonbr | ynakoBky (6nuctep) us nneHku NBX/MBOX u
aANOMUHNEBOW WU B KOHTYPHYIO AYENKOBYIO YNakoBKy | (hOnbrit anioMuHUEBOMN.

(6nuctep) n3 nnenkn MBX/MBAX u cdonbru antomuHue-

BOWA.

Mo 3 unn 6 KOHTYPHBIX AYEWKOBBLIX YnakoBok (6nucte- | Mo 3 KOHTYPHbLIX AYElKOBLIX YNakoBok (6nm-
pos) unu no 1 6aHke BMECTE C MHCTPYKUWEl NO NpUMe- | CTepoB) BMECTe C WHCTPyKUue#d no npume-
HEHUIO B NaYKy KapTOHHY!O. . HEHUIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA MepsuyHas ynakoeka llepsuyHas ynakoska
Ha xonmyprol sadelikosoll ynakoeke (bnucmepe) Ha | Ha koHmyproli  sivelikosoli  ynakoeke
PYCCKOM SI3biKe yKa3bleaiom: TOProBoe HawumeHoBaHue | (briucmepe) Ha pYCCKOM $13biKe YKa3aHo:
npenapata ¢ npeaynpeanuTensHON MapkupoBkoli ®, | TOproBoe HauMeHOBaHMe fpenapata ¢
MEXyHapOAHOE HENaTeHTOBaHHOE HAMMEHOBAHWE W | NPEAYNPeAWTENbHOW  MapkupoBkoi  ®,
[O3MPOBKY (HA pPYCCKOM W aHrNWACKOM A3blKax), | MeXRyHapoAHoe HenaTeHToBaHHOe
NekapcTBeHHylo opmMy, HauMeHOBaHWe  TOBApPHbIA | HAUMEHOBaHWE U AO3NPOBKA (HA PYCCKOM M
3HaK (naTvHULEN) pJepXxaTens  PerucTpPauWMOHHOro | aHrmUACKOM  A3blkax),  NekapcTseHHas
YAOCTOBEPEHUA, HOMEp Cepumn, AaTy WCTeueHus cpoka | ¢hopma, HauMEHOBaHWE  TOBAPHbLIA 3Hak
rOAHOCTW. (naTuHuuen) aepxaTtens perncTpaumoHHOro




- KK-006/308
NACMOPT Ne 433/25
CTp. 2 M3 2
ztﬁ OTAEN KOHTPONA KAYECTBA
- NuueHsus Ne 11012-00102-77/00010585
MAKIASSAFMA HAUMEHOBAHME . ,
NMPEMNAPATA: I'Inarpm1® 'ra6ne'r|(u, NOKPbLITbIe NAE€HOYHOMN OGOHO‘-IKOM, 75 Mr
;0922%;- Mocksa HOMEP CEPUMI: PL1220425
BTOMOOUNbHBIXN Npoe3a,
2o 6 POk I"IATA PON3BOJCTBA: | 08.04.2025
cTpoetue 4, rOAEH f0: 31.03.2027
CTpOEHuUe 6,
CTpoOeHMe 8 OBBbEM CEPUN: 9 435 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BOANTEND: 000 «<MAKN3-DAPMA»
AHANK3 NO: JIN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHMUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBauue Tpebosanus HA PesynbTaTth! aHanu3sa
n/n nokasarensi
YAOCTOBEPEHUS, HOMep cepun, Aaara
MCTeueHNs cpoka ropHoCTH.
Bmopu4Has ynakoska Bmopuy4Has ynakoexa
Ha kapmoHHOii navke Ha pycCKOM si3bike ykasbleaiom: | Ha KapmoHHOU nayke Ha PYCCKOM S3bike
TOprosoe HanmeHoBaHue npenapara c | ykasaHo: Toprosoe HavmeHOoBaHue
npeaynpeauTencHON MapkupoBkon ®, mexayHapogHoe | npenapaTa c npeaynpeanTenbHoi
HenaTeHToBaHHoe HanMeHoBaHue, AO3UPOBKY, | MapKUPOBKOIA ®, MexayHapogHoe
chapmakoTepaneBTUYECKyl0  Tpynny, NEKapcTBEHHYID | HenaTeHToBaHHOe HaumeHoBaHue,
dopMy U  konmuectTBO Tabnetok B  YNaKkoBKE, | AO3MPOBKA, chapmakoTepaneBTMYECKan
HaUMeHOBaHWE U  COAepXaHwe  [eiCTBYIOLEro | rpynna,  NekapcTBeHHas  copma ©
BELUECTBA B OAHOW TabneTke, YCMOBUA XpaHeHWs, | KOMWYECTBO  TabfeToKk B  YNakoBKe,
npegynpeauTenbHble Hagnuck «CoAaepXWT NaKkTo3bl | HaMMEHOBaHwe " cojepxaHue
MoHOrMapaty», «XpaHutb B HEAOCTYNHOM ANA AETEA | AEWCTBYKOLIEro BELWECTBA B  OLHOW
MecTe», «Mepea npuMeHeHuem npenapata | TabneTke, ycnosus XpaHeHus,
O3HAKOMbTECb C  NPUNaraeMoil  MHCTPYKUMeN», | npeaynpeautenbHbie Haanucn «Copepwut

«lMpuHUMaTL NO Ha3Ha4YEeHUIO Bpauay, YCNOBNA OTNYCKa,
cnocob npUMeHeHNs, Hagnuchb «®» -
3aperncTpUpoBaHHbIi  TOBapHbLIA  3HaK»,  HOMeEp
CBUAETENbCTBA O perucTpauum TOBAPHOrO 3HAKa,
HOMEp perncTpauuoHHoro YAOCTOBEPEHUS,
HauMeHoBaHne Lepxarens perucTpauuoHHoro
YAOCTOBEPEHUA, €ro CTpaHy U TOBApPHbLIA 3HaK
(naTuHuLen), HaumeHoBaHue, CTpaHy 1 ropos, buUpMbl-
NpoV3BOANTENA, LUTPUX-KOA, HOMEp cepun, AaTy
WCTEUEHNs CPOKa TOAHOCTW, LWITPUX-KOA B dhopmaTe
DataMatrix, rnobanbHbii nAEHTUMDMKAUMOHHLIA HOMEp
TOProBOW €©AVHULBI N WHAMBMAYANbLHLIA  CepUAHBIN
HOMEpP TOProBO# €ANHNLbI.

HononHumensHo Ha emopuyvHOU ynaxkoske (Ha nayke
KapmoHHOU) Ha aHanulickoM S3biKe yKasbiearom:
TOProBOE HaMMEHOBAHME NEKApPCTBEHHOTO npenapata,
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHOoBaHwe,
[O3NPOBKY, NEeKapCTBEHHYI0O (OpMYy U KONUYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».

NakTo3bl  MOHOFMAPAT»,  «XpaHuTb B
HeaoCTYNHOM AnA AeTeil mecTe», «Mepea
NpUMEHEHWEM npenaparta O3HaKOMbTECb C
npunaraemoit MHCTpykumew», «MpuHumarb
no HasHa4YeHWIo Bpaya», YCROBUS OTNYCKa,
cnoco® npumeHeHus, Haanuce «®» -
3apPErUCTpUPOBaHHBI  TOBapHLI  3HAK»,
HOMEp CBUAETENbCTB2Z O perucTpauyun
TOBaApPHOro 3Haka, HoMep PErncTPaLuoHHOro
YAOCTOBEPEHWs, HaUMeHOBaHUE AepxaTens
PErucTPaUMOHHOrO  yAOCTOBEPEHUR, €ro
cTpaHa W TOBapHbLIA 3HaK (NaTUHULUER),
HauMeHOBaH#e, CTpaHa U ropog upMbI-
NpoN3BOAUTENSA, LUTPUX-KOA, HOMEp cepuu,
faTa UCTEYEHWA CpoKa rOfHOCTH, LUTPUX-
koa B cpopmate DataMatrix, rnobanbHuii
MAEHTU(PUKALMOHHBI  HOMEP  TOProBoOW
€AUHULbLI U WHAUBMAYANBHBIA CEPUAHLINA
HOMEp TOProBoN ef4UHNULbI.

HononHumernsHo Ha emopuyHOll yrnakoske
(Ha nayke KapmoHHOU) Ha aHenulickom
A3bIKE yKa3aHO. TOProBoe HauMeHoBaHue
JIeKapCTBEHHOrO npenapara,
MEXAYHapPOAHOE HenaTeHToBaHHoe
HauMeHoBaHWe, AO3UPOBKa, NEKapcTBEHHanA
hopma 1 KONU4ecTBO TabneTok B yrnakoBke,
Hagnueb «Antiaggregant».

12. | CPOKrOogHOCTHU 2ropa CooTBeTcTBYET
i 3aknryeHue: CoorBeTtcTBYeT Tpe Wigoswe-zsono, u3m. Net, 2, 3, 4
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HavanbHuk OKK: \ Bonkosa O.b.
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