MACNOPT Ne 74/24 LSl
CTp. 1 U3 2
OTOEN KOHTPONA KAYECTBA
Jlnuensus Ne 00205-J1C ot 15.02.2021 .
MAKU3DAPMA
Hégll"ln f;' :TE:HME Mnarpun® TabneTku, NOKpLITLIE NNEHOYHOW obornoukoi, 75 mr
;0902%6;:?/':“?3 HOMEP CEPUU: PL1050224
qo b RS AT A IPOVISBOACTBA: | 20.02.2024
EosH IS FOAEH AO: 28.02.2026
CTpOeHwue 6,
cTpoeHve 8 OBBEM CEPUM: 9 929 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAINU3 MNO: JIN-006376-290720, usm. Ne1, 2, 3
XPAHEHME: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumenoBanue Tpe6oBanus HJ Pe3synbTaTtkl aHanuaa
n/n nokasarens P y
1. | ONMUCAHUE Kpyrnble ABOsIKOBbINYKNble TabneTkn ¢ ¢hackoit, nokpel- | Kpyrnble ABOAKOBbINYKNble TabneTku ¢ ac-
Tbl€ NNEHOYHOM 060M04KOI PO30BOrO LiBETA. KOW, MOKPbLITbIE MAEHOYHON 060M0YKOIA po-
30BOro LBeTa.
2. | NOOANMUHHOCTbL Y®-cnexrpocoTomeTpus. Y®-cnekTpel  nornoLieHus Y®-cnektpodoTomeTpus. Y®-cnekTpbl no-
UCNbITYEMOro W CTaHAaPTHOro PacTBOPOB B 06NacTU OT | rnoLeHus UCMbITYEMOrO M CTaHZapTHOro
250 n0 300 HM A0MXHLI UMETH MaKCUMyMb! NP OAHUX U | pacTBopoB B obnact ot 250 go 300 HM
TeX e ANUHaX BOSH. VUMEIOT MaKCUMyMbl NPU OAHWUX U Tex xe
ANVHAX BOJH.
B3XX. Bpems yaepxuBaHUS OCHOBHOTO NUKa Ha Xpo- | BIXX Bpems yaepuBaHUsi OCHOBHOrO nu-
MarorpaMme MCnbITYEMOro pactBopa JOSMXHO COOTBET- | ka Ha XpomaTtorpamMme WCnbITYyeMOro pac-
CTBOBaTb BPEMEHN YAepPXUBaHWs nuka Khonuaorpena | Teopa COOTBETCTBYET BPEMEHU yaepxuBa-
Ha Xpomatorpamme CTaHAapTHOro pacTeopa (pasgen | Hus nuka KNonuaorpena Ha xpomartorpamme
«KonuuecTseHHoe onpeaenexuey). CTaHAapTHoro pactsopa (pasgen «Konuue-
CTBEHHOE onpejenexuney).
3. | CPEOQHAA MACCA F'® PO, 0O®C.1.4.2.0009.15.
Ot 248,56 p0 263,94 Mr (256,25 Mmr + 3,0 %). 259,81 ™mr (+1,4%)
4. | PACTBOPEHUE F'® PO, 09C.1.4.2.0014.15, (93%)
Y®-cnextpocoTomeTpus. 93%
He meHee 80 % (Q) oT 3asBNEeHHOro KonuuecTsa Knonu- 92%
Aorpena yepes 30 MuH. 94%
92%
93%
92%
5. | POOCTBEHHbIE B3XX.
NPUMECHU Mpumeck A — He Gonee 1,2 %; 0,03%
npumeck C - He Gonee 1,5 %; 0,11%
€AVHUYHAA HenaeHTUMLUMPOBaHHAA NpUMech — He 60- 0,04%
nee 0,2 %;
CymMma npumeceii — He 6onee 2,5 %. 0,25%
6. | BOOA re PO, 09C.1.2.3.0002.15, meTon K. ®Duwepa.
He Gonee 7,0 %. 0,9%
7. | MUKPOBUOINOIMMMYECKAS | o Po, O®C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lyee uncno aspobHbIX MUKPOOPraHN3MOB - He Gonee Menee 20 KOEB 1t
10° KOE 8 1 r (Mn);
ObLiee 4YMCNO APONOKEBLIX M MAECHEBbIX rpubos: He MeHee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytcteue B 11 (mn). He o6HapyxeHo
8. | OQHOPOOHOCTb F'® P®, 0PC.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUSA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHSETCS,
To AV 15,0 % (n = 30), u ans 30/30 TabneTok Konuue- AVio=4,5%
CTBEHHOE COAepXaHue KMONUAOrpena AOMKHO Haxo-
AUTbCA B MHTepBane 0,75-M — 1,25-M.
9. | KONMMUYECTBEHHOE B3XX. Ot 71,25 a0 78,75 mr knonuaorpena (ot 95.0 % 72,81 mr
ONPEOENEHUE A0 105,0 % OT 3aBNEHHOrO KONMYECTBA) B OAHOI Tab- (97,1%)
netke.
10. | YNAKOBKA IMpu npouseodcmee, ¢hacoeke u/unu ynakoexe Ha OO0 pouseodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabneTok B KOHTYpHylO A4eitkosylo ynakoeky | Mo 10 Tabnetok B KOHTYPHYIO Si4eiiKOBYIO
(6nucTtep) M3 nnenku MONUBUHUNXIOPUAHON U ONbr | ynakosky (6nucTep) u3 nnewku NBX/MBAX un
anioMUHNEBOI UNN B KOHTYPHYIO SYEMKOBYIO ynakoBKy | posibr antoMuHNeBow.
(6nmuctep) 3 nnenku NBX/MBAOX u donbr anommHne-
BOWA.
Mo 3 unn 6 KOHTYPHBLIX SYERKOBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX SYEKOBbIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTe C MHCTPYKLUEN No Npume- | CTepoB) BMECTE C WHCTPYKUMEN NO npume-
HEHWIO B NaYKy KAPTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lNMepsuyHas ynakoeka lNMepeuyHas ynakoeka
Ha koHmypHoi selikosoii ynakoeke (6bnucmepe) Ha | Ha  KoHmypHoi  siyelikosoli ynakoeke
PYCCKOM 5i3biKe yKasblearom: TOProsoe HauMeHoBaHwe | (6rucmepe) Ha PYCCKOM 53blKe yKa3aHo:
Npenapata C npeaynpejuTenbHOW MapkMpoBKOW ®, | TOproeoe HauMeHoBaHWe npenapata ¢
MEXAyHapOAHOE HEenaTeHTOBaHHOE HaMMEeHOBaHWe W | NpeAynpeanTeNnbHOV MapkupoBkoii  ®,
AO3NPOBKY (Ha pPYCCKOM W  aHrAWIACKOM A3blKax), | MexayHapoaHoe HenaTeHToBaHHOe
NeKapcTBeHHylo (popMy, HaUMEHOBaHWe  TOBAPHbIA | HaUMEHOBaHWe £031pOoBKa (Ha PycCcKOM U
3HaK _ (naTuHuuen) aepxartens PETrNCTPAUMOHHOTO | aHIAMACKOM  si3blKax), nekapcTeeHHas




MACMOPT Ne 74/24 SEAls S0
CTp. 2 U3 2
OTAEJN KOHTPOIA KAYECTBA
JInueH3us Ne 00205-11C ot 15.02.2021 r.
MAKWU3DAPMA
:ngf;' STBA‘:\HME Mnarpun® TabneTku, NOKpPbITLIE NIEHOYHON 0GONOYKON, 75 Mr
;090226%:\"'3‘:0“;?1 , HOMEP CEPUU: PL1050224
aom b, RO AT A IPOW3BOACTBA: | 20.02.2024
cTpoeHMe 4, FOAEH fO: 28.02.2026
CTpoeH#ue 6,
cTpoeHie 8 OBBLEM CEPUU: 9 929 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-OAPMA»
AHAIU3 NO: JIN-006376-290720, u3m. Ne1, 2, 3
XPAHEHMUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin IOKASATI Tpe6oBanus HO PesynbTartbl aHanusa

YAOCTOBEPEHUsi, HOMep cepuu, AaTy NPOU3BOACTBA
(npn  dacoske Ha OO0 «MAKU3-GAPMA» aarty
NPOM3BOACTBA HE HAHOCAT), AaTy WCTEYeHWs cpoka
rOAHOCTHU.

BmopuyHas ynakoeka

Ha kapmorHoii nayke Ha pycckom si3bike ykasbiearom:
TOoprosoe HaumeHoBaHue npenapara c
npeaynpeauTenbHON Mapkuposkon ®, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, [LO3MPOBKY,
(bapmakoTepanesTuyeckyio  rpynny, NeKapCTBEHHYI0
®OpMy ¥  KOnM4YecTBO Tabnetok B  ynakoske,
HaumeHoBaHMe U coAepxaHue  AeincTBYIOLIEro
BélecTBa B OAHOW TabneTke, YCNoBWS XpaHeHus,
npeaynpeautenbHole Haanucu «COAEpPXUT NaKToabl
MoOHOrnapaTt», «XpaHuTb B HEAOCTYNHOM ANA AeTeil
MecTey, «Mepeg npUMeHeHuem npenapara
O3HaKOMbTECb ~ C  MpPUNaraemon  WHCTPyKUMEeit»,
«MpuHUMaTL No HasHaYeHWIo Bpauay», yCnoBus ornycka,
cnocob NPUMEHeHuUs, Haanuchb «®» -
3apEruCcTpMpOBaHHbIA  TOBApHLIN  3HaK»,  HoOMep
CBUAETENbCTBAa O perucTpauun TOBApHOro  3Haka,
Homep perncTpauuoHHoOro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perucTpauuoHHoro
YAOCTOBEPEHUs, €ero CTpaHy W TOBapHblii 3HaK
(naTuHuuer), HaumeHoBaHue U CTpaHy uUpMbI-
npousBoauTens (npu npousBoactee Ha OO0 «MAKU3-
®APMA»  ykasblBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMEep cepuu, AaTy NPOU3BOACTBA (NPU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBa He
HaHOCAT), AaTy UCTEYEHUsI CPOKa FOAHOCTM, LUTPUX-KOA,
B topmare DataMatrix, rnobanbHbIn
MAEHTU(UKALMOHHBIN HOMEP TOProBOW eAMHULBI K
VHAMBUAYaNbHbIA CEPUItHBIA HOMEP TOProBOMN eANHULbI.

HononHumenbHo Ha emopuyroil ynakoske (Ha nauyke
KapmoHHOU) Ha aHenuliCKOM S3blKe  yKa3bi8alom:
TOpProBoe HauMeHOBaHWE NeKkapcTBEHHOro npenapara,
MeXayHapojHOe HEenaTeHTOBaHHOE HauMeHOoBaHue,
AO3NPOBKY, NEKapCTBEHHYD OPMYy W  KONUYECTBO
TabneTok B ynakoBske, HaAnuch «Antiaggregant».

opma, HaMMeHOBaHWe TOBapHbI 3HaK
(naTuHuue) AepxaTens perncTpaLMoHHOro
YAOCTOBEPEHUs, HOMEep cepun, para
UCTEYEHUA CpOKa rofHOCTH.

BmopuyHas ynakoeka

Ha kapmoHrHoU nayke Ha pycckom si3bike
yKa3aHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeanTenbHoi
MapKUpOBKOM ®, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue,
[,031pOBKa, ¢hapmakoTepanesTuyeckas

rpynna,  nekapctBeHHas ~— copma  u
konuyecTso  Tabnetok B ynakoBke,

HaumeHoBaHue n coaepxaHue
AeNCTBylOLero  BELecTea B OAHON
Tabnetke, ycnosus XpaHeHus,

npeaynpeautencHole Hagnucu «CoaepxuT
nakTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM Ansi AeTeit mecTe», «[Mepep,
NPUMEHEHNEM npenapata O3HaKOMbTECb C
npunaraemoi MHCTpykuuei», «MpuHumaTsb
N0 Ha3Ha4YeHWio Bpaya», yCnoBUs OTMycKa,
cnocob npumeHeHus, Hagnuch «®» -
3apPerucTpUpoBaHHbIi  TOBAPHbLIK  3HAKY,
HOMep CcBUAETENbCTBA O  perucTpauumn
TOBapHOro 3Haka, HOMep PerucTpauuoHHOro
YAOCTOBEPEHUSI, HAaUMEHOBaHWe aepxatens
PEerncTpaunoHHoro  yAOCTOBEPEHUsi, €ro
CTpaHa ¥ TOBapHbLIK 3HaK (nNaTuHUUen),
HauMeHoBaHWe, CTpaHa W ropos UpMBbI-
NPOV3BOAUTENS, LUTPUX-KOA, HOMEP Cepum,
AaTa UCTeYEHUs CpOKa rOAHOCTH, LUTPUX-
ko4 B copmarte DataMatrix, rmoBanbHbiii
VAEHTUUKALNOHHBIA  HOMEp  TOproBoiA
€AVHULBI W MHAMBMAYaNbHBIA CEPUNHBINA
HOMEp TOProBow eAnHULIbI.

HononHumensHo Ha emopuyHoli ynakoexe
(Ha navke KkapmoHHOU) Ha aHenulickom
53bIKE yKa3aHO. TOProBOe HauMeHoBaHue
neKkapcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHTOBaHHoe
HaumeHoBaHue, A03UPOBKa, NeKapcTBeHHan
bopma 1 KonuuecTeo TabNeTok B ynakoBke,
Haanuce «Antiaggregant».

HavanbHuk OKK:

Oata Bbinycka OKK: «13» mapra 2024 r.

12. | CPOKIOOHOCTHU 2 ropa CootseTcTBYyeT
- 3aknyeHue:

CooTBeTcTBYeT TpebGoBaHUsIM JIN-006376-290720, VI/:}M. Ne1, 2, 3
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_— Bonkosa O.b.




