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MACMOPT Ne 213/24
CcTp. 1132
OTAOEN KOHTPONA KAYECTBA
JlnueHsus Ne 00205-/1C ot 15.02.2021 r.
MAKU3DAPMA
:Qg# E;I )STBA"?HME Mnarpun® TabneTku, NOKPbITbIe NIIEHOYHOW 06ONOYKOMN, 75 Mr
;0905?)6“;‘/'3?(?3 HOMEP CEPUMU: PL1130324
aom 6o PO T IATA IPONSBOACTBA: | 28.03.2024
CTpoeHMe 4, FOOEH A0: 31.03.2026
CTpoeHue 6,
cTpoeHve 8 OBbEM CEPUU: 9 963 ynak. Ne30
Ten. (405) 9810088 | -NLOWU3BENEHO: 000 «MAKWU3-®APMA»
AHANKU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
- —— Tpe6oBanusa H[Q Pe3ynbTathl aHanusa
1. | ONMUCAHUE Kpyrnble aBoskoBbINyknble TabneTku ¢ ackoii, Nokpbl- | Kpyrnble ABOsikoBbINyKMble TabneTkn ¢ dac-
Tble NNEeHOYHON 060NOYKOI PO30BOro LBETa. KOW, MOKPbITbIE NNEeHOYHOW 060NoYKon po-
30BOro LBeTa.
2. | NOANUHHOCTbL Y®-cnektpochotomMeTpusa. YO-cnektpbl nornolerus | Y-cnektpocpotomeTpus. Yd-cnekTpbl no-
VCMbITYEMOro 1 CTaHAaPTHOrO PacTBOpOB B 06NaCTh OT | MMOLUEHUA UCMLITYEMOrO W CTaHAapTHOro
250 50 300 HM fOMKHBI UMETL MaKCUMYMbI NMPY OAHUX U | pacTBopoB B obnactn ot 250 Ao 300 Hm
TeX Xe ANUHaxX BOMH. MMEIOT MakCUMyMbl MPU OAHUX U Tex Xe
ANUHAX BOJH.
B3XX. Bpems yaepxuBaHUs OCHOBHOTO nuka Ha xpo- | BAXX Bpems yaepXuBaHUA OCHOBHOMO M-
maTorpaMme MCMbITYyEMOro pacTBopa AOMKHO COOTBET- | kKa Ha XpomartorpamMme MCnbITYeMoro pac-
CTBOBaTb BPEMEHU yAEepXUBAHUS NuKa Kronujorpena | TBOpa COOTBETCTBYET BPEMEHU yAEpXWUBa-
Ha Xxpomartorpamme CTaHAapTHOrO pacTBopa (pasAen | HWA NuKa KNOMUAOrpena Ha xpomarorpamme
«KonunyecTeeHHoe onpeseneHue). CTaHfapTHOro pacrteopa (pasgen «Konuue-
CTBEHHOE onpejeneHuey).
3. | CPEQHAA MACCA e P®, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 Mr (256,25 mr + 3,0 %). 263,31 Mr (+2,8%)
4. | PACTBOPEHUE e PO, 0®C.1.4.2.0014.15, (95%)
Y®-cnektpodoTomMeTpUs. 94%
He meHee 80 % (Q) OT 3asBNEHHOro KOAWYECTBa KNonu- 94%
porpena yepe3 30 MUH. 93%
93%
98%
98%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumecs A — He Bonee 1,2 %; 0,06%
npumeck C — He Gonee 1,5 %; 0,11%
€AVNHUYHAasA HeuaeHTUdUUMpoBaHHas NpuMech — He 6o- 0,04%
nee 0,2 %;
CymMMma npumecei — He 6onee 2,5 %. 0,27%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. MUKPOBUOJNOMMMYECKAA e P®, 0®C.1.2.4.0002.18, kateropus 3A.

YUCTOTA O6bLyee uncno aspobHbLIX MUKPOOPraHU3MoB - He Gonee
10° KOE B 1 r (Mn);

ObLliee 4MCno APOMOKEBLIX U NNECHEBbIX rpubos: He
Gonee 10° KOE B 1 r (Mn);

Menee 20 KOEB 11

Menee 10 KOEB 11

Escherichia coli: otcytcTeue B 1 1 (Mn). He o6HapyxeHo

8. | OOHOPOOHOCTb re P®, 09C.1.4.2.0008.18, cnocob6 1.

JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycrnosue He BbINOMHAETCS,

To AV £ 15,0 % (n = 30), u gns 30/30 TabneTok konuye- AVi0=9,1%
CTBEHHOE COAEepXaHue Knonuaorpena AOMKHO Haxo-
AnTbes B uHTepsane 0,75'-M — 1,25-M.

9. | KOMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 71,86 mr

ONPEAENEHUE A0 105,0 % ot 3asBneHHOro konuyecrtsa) B OAHOI Tab- (95,8%)

neTke.

10. | YNAKOBKA lpu npouseodcmee, ghacoske u/unu ynakoske Ha OO0 | lMpoussodcmeo, cpacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKUN3-©APMA»:
Mo 10 TabneTok B KOHTYpHylo sdyeikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SUENKOBYIO
(6nucTep) U3 nneHkn NONMBUHWUNXNOPWAHOM U onbru | ynakosky (6nmctep) us nnenku NBX/MNBAX v
anioMUHUEBOW WU B KOHTYPHYIO AYEKOBYKO YNakoBKy | hOnbrit anioMUHUEBOIA.
(6nuctep) us nnenku NBX/MBOX u chonbru aniommHmne-
BOWA.
Mo 3 unu 6 KOHTYPHbLIX AYENKOBbLIX YNakoBok (6nucte- | Mo 3 KOHTYPHbIX AYEIIKOBbLIX YNakoBoK (6nu-
poB) unu no 1 BaHke BMECTe C MHCTPYKUMEN NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUMei no npume-
HEeHUIO B Nayvky KapTOHHYIO. HEeHMIO B NaYKy KapTOHHYIO.

11. | MAPKUPOBKA lMepeu4Has ynakoeka lMepeuyHas ynakoeka

Ha koHmypHol s4elikosol ynakoeke (6rucmepe) Ha
PYCCKOM A3bIKe yKa3blearom: TOProBoe HauMeHoBaHue
npenapata c npeaynpeauTenbHON MapkupoBkon ®,
MEeXAYyHapoAHOe HenaTeHTOBaHHOE HaUMEHOBaHWEe U
AO3MPOBKY (Ha PYCCKOM W aHrMUACKOM  A3blKax),
NeKapCcTBEeHHYI0 OpMy, HaWMeHOBaHWEe  TOBapHbIN
3HaK _ (natuHWUeW) aepxatens  perucrTpauuoHHOro

Ha  koHmypHol  syelikoeoll  ynakoeke
(6riucmepe) Ha pyccKOM si3blke yKa3aHo:
TOProBOE€ HauMeHoBaHWe npenapata C
npeaynpeauTensHon  mapkuposkon — ®,
MEXAYHapoAHOe HenaTeHToBaHHOe
HauMeHOBaHMe n A03UpoBKa (Ha PYCCKOM W
aHIMIMACKOM  A3blkax),  NekapcTBeHHas




MACIMOPT Ne 213/24 e
CTP.2 U3 2
OTAEN KOHTPONA KAYECTBA
Jinuensus Ne 00205-J1C ot 15.02.2021 r.
MAKWU3DAPMA
HQE‘# f;' A?TBA'?HME Mnarpun® TabneTku, NOKPbITbIE NSIEHOYHON 060NOYKOM, 75 MF
l°902%6f- ":‘be"?a o HOMEP CEPUMU: PL1130324
o ROSA AT A TIPON3BOACTBA: | 28.03.2024
Crpoesieet FOLEH f10: 31.03.2026
SR OGbEM CEPWM: 9 963 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-OAPMA»
AHANUZ NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nn P b Tpe6oBanusa HO Pe3synbTaTbl aHanusa
YAOCTOBEPEHUSA, HOMEp CepuW, AaTy NpOouU3BOACTBA | hOpMa, HaMMEHOBaHWE TOBAPHBIA 3HAK
(npn  dpacoske Ha OO0 «MAKWU3-®APMA» paTy | (naTvHULEN) AepXKaTens perucTpaLyuoHHOro
NPON3BOACTBA HE HAHOCAT), AaTy WCTEYEeHWs Cpoka | YAOCTOBEPEHUA, HOMEp cepuu, Jata
rOAHOCTHU. VNCTEYEHUs CPpOKa rOAHOCTHU.
BmopuyHas ynakoeka BmopuyHas ynakoeka
Ha kapmoHHOU na4ke Ha pycckoM si3bike yka3bieatom: | Ha kapmoHHOU nayke Ha PYCCKOM Si3biKe
TOprosoe HaumeHoBaHue npenapara C | ykasaHo: TOprosoe HauMeHoBaHue
npeaynpesuTenbHOW Mapkuposkon ®, mexayHapoaHoe | npenapaTa c npeAynpeAnTENbHOM
HenaTeHTOBaHHOe HauMeHoBaHue, LA O3UPOBKY, | MapKUPOBKOIA ®, MeXAyHapogHoe
hapmakoTepanesTUHecKyio  rpynny, JNEKapCTBEHHYIO | HenaTeHTOBaHHOe HaumeHoBaHue,
¢opmy un  konmyecTBO TabneTok B  ynakoBKe, | A03MPOBKa, hapmakoTepaneBTuyeckasn
HauMeHoBaHWe W COAepxaHue  JeiicTBylowlero | rpynna, nekapcTBeHHas topma "
BeljecTBa B OAHOW TabrneTke, YCNOBUA XpaHEHWs, | KOMMYeCTBO  Tabnetok B  ynakoske,
npeaynpeauTenbHble Haanucn «COAEPXUT NakTo3bl | HauMeHoBaHue " coaepxaHue
MOHOTUAPaT», «XpaHuTb B HEAOCTYNMHOM ANs AeTell | AEWCTBYIOWEro  BellecTBa B OAHOM
MecTe», «Mepea nNpUMEHeHnem npenaparta | Tabnetke, ycnosus XpaHeHus,
O3HakOMbTECb ~ C  Mpunaraemon  WHCTpyKUMeWh», | npeaynpeautenbHele Hapnucu «Coaepxut
«lpuHAMaTL N0 Ha3HaYeHNIo Bpaya», yCroBUA OTNYCKa, | NakTo3bl  MOHOTMAPAT»,  «XpaHUTb B
cnocob NpUMEHEeHUs, HaanNuchb «®» - | HepoCTynHOM Ansa pgeten mectey, «[lepep
33pEerncTpMpoBaHHbIA  TOBApHbIA  3HAK»,  HOMEP | NMPUMEHEHUEM npenapaTta O3HAKOMbTECH C
CBUAETeNbCTBa O pPerucTpauu TOBAPHOrO 3Haka, | mpunaraemoii WHCTpykuuen», «MpuHuMaTh
HOmMep perncTpaumoHHoro YAOCTOBEPEHUS, | NO Ha3HaYeHUI0 Bpava», YCrNoBUS OTNycKa,
HaumeHoBaHue aepxartens perucTpaunmoHHoro | cnocob npuMeHeHus, Haanuce «®» -
YAOCTOBEPEHUS, €ero CTpaHy W TOBapHbIi 3HaK | 3aperucTPUpOBaHHbI  TOBAPHLIA  3HAKY,
(naTuHuuen), HaumeHoBaHWe u  CTpaHy UPMbI- | HOMEp CBUAETENbCTBA O  perucTpauuv
npoussoauTens (npu npoussoactee Ha OO0 «MAKW3- | ToBapHOro 3Haka, HOMep perucTpaLyoHHOro
®APMA»  ykasblBaloT CTpaHy, TOPOA), LUTPUX-KOA, | YAOCTOBEPEHUS, HAUMEHOBAHUE AepXKaTens
HOMEp cepuu, AaTy NPOM3BOACTBA (MPU NPOU3BOACTBE | PEruCTPALMOHHOTO  YAOCTOBEPEHWs, ero
Ha OO0 «MAKWU3-®APMA» paTy NpousBOACTBA He | CTpaHa W TOBapHbI 3HaK (naTuHuuen),
HaHOCHT), AaTy UCTEYEHUS CPOKA FOAHOCTM, LUTPUX-KOA | HaWMEHOBaHWe, CTpaHa W ropoj UPMbI-
B cdopmare DataMatrix, rnobanbHbIii | NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
WAEHTUPUKALMOHHBIN HOMEp TOProBOWA EAMHWLbLI W | AaTa WUCTEYEHUs CPOKa FOAHOCTM, LUTPUX-
VHAWBUAYaNbHbLIN CEPUNHLIA HOMEP TOProBoW eAUHULBI. | Kog B dopmate DataMatrix, rnoBanbHbiii
VAEHTUPUKALMOHHBIA  HOMEP  TOProBOW
€AVHULbI U WHAMBUAYaNbHbIA CEPUIAHBIN
HOMEp TOProBOW €AUHULbI.
HononHumensHo Ha emopuyHol ynakoexe (Ha nauke | [JOMomHUMeNsHO Ha 6mMOPUYHOL ynaKoeke
KapmoHHOU) Ha aHenulicKoM A3biKe yKas3blealom: | (Ha Mayke KapmoHHOU) Ha aHenulickom
TOProBo€ HauMeHOBaHWE NEKapCTBEHHOrO npenapara, | $S3bIKe yKa3aHO. TOProBoe HauMeHOBaHue
MEeXAYyHapoAHOEe HenaTeHTOBaHHOE HauMeHOBaHWe, | NeKapCTBEHHOro npenapara,
AO3MPOBKY, NEKapCTBEHHYIO (DOPMY W KONMUYECTBO | MEXAYHapoaHOe HenaTeHToBaHHOe
TabneTok B ynakoBke, Hagnuch «Antiaggregant». HauMeHoBaHue, A03UPOBKa, NeKkapCTBEHHas
¢hopma u-konuyecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».
12. | CPOK 'OQHOCTH 2 roga CooTBeTcTByeT
3aknoyeHue:

HauyanbHuk OKK:

Harta Bbinycka OKK: «08» mas
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