MACIOPT Ne 66/24 SEDOBIaGS
cTp. 1 U3 2
OTAEN KOHTPONA KAYECTBA
JlnueH3uns Ne 00205-11C ot 15.02.2021 r.
MAKWU3IDAPMA
n’;‘gp‘n Eg STBAA:‘HME Mnarpun® TabneTku, NOKPbITbIe NNIEHOYHOU 06ONMOYKOM, 75 Mr
2\0902%6“ Mockea HOMEP CEPUM: PL1020224
o IROSIA T ATA IPON3BOACTBA: | 16.02.2024
il rOAEH Ao: 28.02.2026
cTpoeHue 6,
CTpoeHue 8 OBBEM CEPUM: 9 893 ynak. Ne30
Ten- (¢05) o10068 | NPOVBBEMEHO: 000 «MAKV/3-®GAPMA»
AHANN3 MNO: JIN-006376-290720, u3aMm. Ne1, 2, 3
XPAHEHHME: MNpu Temnepatype He Bbiwe 25 °C.
i IREMRBHREE NS Tpe6oBanus HO PesynbTatbl aHanusa
n/n nokasarensi
1. | ONMUCAHUE Kpyrnble aBosikoBbinyknble TabneTtku ¢ dpackon, nokpbl- | Kpyrnble aBoskoBbINyknbie TabneTtku ¢ gac-
Tble NNEHOYHOIK 060N0YKON PO30OBOro LBETA. KOW, NOKPbITbIe NNEeHOYHOW 0BONOouYKOWA Po-
30BOro LBeTa.
2. | NOANMUHHOCTb Y®-cnektpodoTomeTpus. Y®d-cnektpbl nornoweHus | Y®-cnekrpodoTomeTpus. YP-cnekTpsl no-
MCNbITYEMOro 1 CTaHAaPTHOTO PacTBOPOB B 06NacTu OT | INOLEHWS MUCNLITYEMOro W CTaH4apTHOro
250 a0 300 HM BOMKHBI UMETb MaKCUMYyMbl NPU OAHUX U | pacTBOpoB B obnactu ot 250 ao 300 Hm
TeX e ANUHAX BOMH. MMEIOT MaKCUMyMbl NPU OAHUX U TEX e
ANUHaX BOH.
B3XX. Bpems yaepxuBaHUs OCHOBHOro muka Ha xpo- | BOXKX Bpemsa yaepxuBaHWs OCHOBHOrO nu-
MaTorpaMme WCMbITYeMOro pacTsopa AOMMKHO COOTBET- | k& Ha XpoMaTorpamme MCMbITYEMOro pac-
CTBOBaTb BPEMEHW YAEPXUBaAHUA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHW YAEpXuUBa-
Ha Xpomartorpamme CTaHAapTHOrO pacTeopa (pasAen | HWA nuka Knonwaorpena Ha xpomarorpamme
«KonuyecTBeHHOE onpeaeneHue»). cTaHpapTHoro pactesopa (pasaen «Konuue-
CTBEHHOE onpeAeneHue»).
3. | CPEOHAA MACCA e P®, 0O9C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 259,01 mr (+1,1%)
4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (96%)
Y®-cnekrpocdoTomMeTpuUs. 97%
He meHee 80 % (Q) oT 3aABNEHHOro KONUYecTBa Knonu- 96%
porpena yepes 30 MUH. 96%
97%
96%
96%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,01%
npumeck C — He Gonee 1,5 %; 0,12%
€AVNHWYHasA HeuaeHTUULMpOBaHHas NpuMecb — He 60o- 0,03%
nee 0,2 %;
cyMma npumecei — He 6onee 2,5 %. 0,25%
6. | BOOA re PO, 09C.1.2.3.0002.15, metop K. Puwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOIMTMYECKAA | TP P®, O®C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lyee uncno aspobHbIX MUKPOOPraHM3MOB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 r (Mn);
ObLee 4uCNO APOMOKEBbLIX U NMECHeBbIX rpuboB: He Menee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: orcytcTteue B 1 1 (mMn). He obHapyxeHo
8. | OOHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok Konuye- AVio=4,6%
CTBEHHOE COAEpXaHWe Knonuaorpena JOMKHO Haxo-
AvTbes B MHTepsane 0,75-M - 1,25-M.
9. | KONMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 73,42 mr
ONPEQENEHUE 20 105,0 % OT 3asBNEHHOro KonuyecTsa) B OAHOI Tab- (97,9%)
netke.
10. | YMAKOBKA Mpu npoussodcmee, ¢hacoske u/unu ynakoeke Ha OO0 | Mpoudsodcmeo, ¢bacoeka U ynakoeka Ha
«MAKN3-@APMA»: 000 «MAKN3-®APMA»:
Mo 10 Tabnetok B KOHTYPHYIO sueitkoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK SYENKOBYIO
(6nncTtep) M3 NNEHK NONUBUHUNXNOPUAHOW WU conbru | ynakosky (6nuctep) ua nneHku NBX/MBOX n
aniOMUHUEBOW MU B KOHTYPHYIO SYENKOBYIO ynakoBKy | chonbru anioMUHUEBOWA.
(6nuctep) u3 nnexkn NBX/MBOX v donbru anoMuHve-
BOWA.
Mo 3 nnu 6 KOHTYpHbIX AYERKOBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYEAKOBLIX yNakoBOK (6nu-
poB) unu no 1 6aHke BMECTE C UHCTPYKUMEA NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUWMEN MO Npume-
HEHMIO B NaYKy KapTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHol suelikosoli ynakoeke (6nucmepe) Ha | Ha  koHmypHoli  sidelikoeol  ynakoske
PYCCKOM 53bIKe yKa3bleatom. TOProBoe HaumeHoBaHue | (briucmepe) Ha PyCCKOM S3biKE yKa3aHo:
npenapata ¢ npeaynpeavwTenbHOi MapkupoBkoW ®, | TOproBoe HauMEHOBaHWe npenapara C
MEeX/yHapoAHOe HenaTeHTOBAHHOE HauMEHOBaHWe W | NpPeAynpeAuTeNnbHOW  MapkupoBKoi  ®,
AO3MPOBKY (HA PYyCCKOM W  @HFMUACKOM A3blkax), | MeXAyHapoaHoe HenaTeHToBaHHoe
nekapcTBEHHylo (hOpMy, HaMMEHOBaHWE  TOBapPHbIA | HaWMEHOBaHWe U L03MPOBKA (Ha PYCCKOM U
3HaK  (naTuHWUeW) jAepxXaTens  perucTpauuoHHOro | aHriIMACKOM  s3blkax),  fieKkapcTBEHHas
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Ne HaunmeHoBaHue
Fin nokasatens Tpe6oBaHus HO Pe3ynbTaTthl aHanusa

YAOCTOBEPEHUSi, HOMEp Cepun, AaTy npou3BOACTBA
(npn  bacoske Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT), AATy WCTEYEHUs Cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pycckom sisbike yKasblealom:
TOprosoe HaumeHoBaHue npenapara c
npeaynpeauTensHon Mapkuposkoi ®, mexayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue, AO3UPOBKY,
(bapmakoTepanesTUYECKylO TPpYnMny, NEeKapCTBEHHYIO
¢opMy n  KonuyecTBO TabneTtok B  ynakoBke,
HaumMeHOBaHMe n  coaepXaHue  AeiicTBYloLero
BellectBa B OfHOW TabneTke, ycnoBus XpaHeHus,
npeaynpeautensHole Hagnucn «COAEPXWT NakTosbl
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANs AeTei
mecTey, «Mepea npUMEHeHnem npenapara
O3HaKOMbTECb  C  MpUNaraemMon  WHCTPYKUUEN»,
«lMpuHUMaTBL NO Ha3HayYeHuIo Bpayay, yCroBus OTnycka,
cnocob NPUMEHEHUS, Haanucb «®» -
3apErucTpUpPOBaHHbIA  TOBAapHbIA  3Hak»,  HOMep
CBUAETENbCTBA O pPEerucTpauum TOBapHOro 3Haka,
Homep PerncTpauuoHHOro YAOCTOBEPEHUS,
HauMeHoBaHue aepxarens perncTpaumoHHoro
YAOCTOBEPEHUSl, €ro CTpaHy U TOBapHbIi 3HaK
(naTuHuuen), HaumeHoBaHWEe W CTpaHy (PUPMbI-
npoussoauTensa (npu npoussoacTee Ha OO0 «MAKWU3-
®APMA» yka3blBaloT CTpaHy, ropog), LTPUX-Koa,
HOMEep cepuu, AaTy NPOW3BOACTBA (NPW NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npousBoacTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa rOAHOCTH, LUTPUX-KOA
B dopmare DataMatrix, rnobanbHbiit
MAEHTUUKALMOHHBIN HOMEP TOPrOBOW eAVHULBI U
VHANBUAYanbHbIA CEPUAHBIA HOMEP TOPrOBOW eAUHULIbI.

HononHumensHo Ha 8MOPUYHOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHenuliCKOM $I3bIKe  yKa3bi8arom:
TOProBOE HauMeHOBaHWe JleKapCTBEHHOro npenapara,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaWMEeHOoBaHue,
AO3UPOBKY, NeKapCcTBEHHYI OPMYy W KONUYECTBO
TabneTok B ynakoske, HaanNuch «Antiaggreganty.

¢opma, HaumeHOBaHME  TOBapHLIN 3HAK
(naTuHuuen) aepxartens perncTpauuoHHoro
YAOCTOBEPEHUS,, HOMEp cepuu, Aara
NCTEYEHUN CpoKa rofHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYyccKoM S3bike
yKa3aHo: TOprosoe HanmeHoBaHwue
npenapara c npeaynpeauTenbHO
MapKUpOBKOWA ®, MEXAYHapoAHOe
HenaTeHToBaHHOe HauMeHoBaHue,
AO3UPOBKa, thapmakoTepanesTUyeckas
rpynna, nekapcTBeHHas dopma "
KonMyectso  Tabnetok B ynakoBke,
HauMeHoBaHue " coaepxaHue
feicTBylolero  Bewectsa B OAHOM
TabneTke, ycnosus XpaHeHus,
npeaynpeauTensHble Hagnucu «Coaepxut
NaKkTo3bl  MoOHOrMapaT», «XpaHuTb B
HejoCTynHOM Ans aeTert mecTe», «[Mepeg,
NpUMEHeHWem npenaparta O3HAKOMbTECH C
npunaraemoin WHCTpykuuen», «MpuHumats
No HasHa4YeHuIo Bpaya», yCNoBUS OTMycKa,
cnoco6 npumeHeHus, Hagnuck «®» -
3aperucTpupoBaHHbI  TOBaPHbLIN  3HAKY,
HOMEp cBuAEeTenbCcTBa O perucrpauum
TOBapPHOro 3Haka, HOMep PerucTpPaLnoHHoOro
YAOCTOBEpPEHUsi, HAaMMEeHOBaHWe fepxatens
PEerucTpaunoHHoOro  yaOCTOBEPEHUs, ero
CTpaHa W TOBapHbI 3HaK (nNaTuHuuen),
HauMeHoBaHue, CTpaHa U ropoa upMbI-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEp cepuu,
AaTa UCTeYeHWs Cpoka rOAHOCTH, LUTPUX-
koa B ¢opmate DataMatrix, rnobanbHbiii
MAEHTUUKAUNOHHLIN ~ HOMEpP  TOProBOW
€AVHULUbI U WHAMBUAYaANbHLIA CEePUIHbLIA
HOMEp TOProBoOW eAUHULbI.
HornonHumensHo Ha 8MOpPUYHOU yrnaKoske
(Ha nayke kapmoHHOU) Ha aHenulickom
f3bIKE yKa3aHO. TOProBOE HauWMeHoBaHue
neKapCcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue, A031poBKa, NekapCcTBeHHas
¢hopma v konuyecTBo TabneTok B ynakoske,
Haanuck «Antiaggreganty.

12. | CPOK rogHoOCTH

2 ropa

CootBetcTByeT

 3aknwyeHue:

HavanbHuk OKK:

Hara Bbinycka OKK: «13» mapta 2024 r.

CootBetcTByeT Tpe6oBaHusm J1M-006376-290720,

M. Ne1, 2, 3

Bonkosa O.B.




