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"ﬁ OTOEN KOHTPONA KAYECTBA
Nuuenana Ne 11012-00102-77/00010585
MAKM3DAPMA
HSQ#EEETBA‘:\HME Mnarpun® TabneTku, NOKPbITbie NSIEHOYHOMH 06ONOYKON, 75 Mr
logoz?ﬁsr' Mockea HOMEP CEPUU: PL1290525
oo PSSR TIATA MPOVSBOACTBA: | 18.05.2025
CTpoeHHUe 4, FOOEH OO: 31.05.2027
cTpoeHue 6,
cTpoeHMe 8 OBBLEM CEPUMU: 9 495 ynak. Ne30
Ten: (495) 981-0085 | IPOVISBOAUTENb: 000 «MAKU3-GAPMAY
AHANU3 NO: JIN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHME: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin nokaszarens Tpe6oBaHus HL, PesynbTaTth! aHanusa
1. | ONUCAHUE BusyanHblit. Kpyrnble ABOAKOBRINyknble Tabnetkv ¢ | Kpyrnble ABOAKOBbINykNble Tabnetku ¢ gac-
¢hackoil, NOKpbITbIE NNEHOYHON OBGONMOMKOM PO3OBOrO | KO, MOKPLITHIE NNEHOMHON OGONOYKONA po-
useTa. 30BOrO LiBeTa.
2. | NOOANUHHOCTbL Y®-cnekrpocdorometpusi. Y®-cnektpel nornowexna | Yd-cnektpodoToMeTpusi. YP-cnekrpsl no-
MCMBITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 06nacTit OT | FMOLWEHUA WCNBITYEMOre ¥ CTaHAapTHOro
250 0 300 HM AOMKHBI MMETL MAaKCUMYMbI NPU OAHUX U | pacTBOpoB B obnact ot 250 ao 300 Hm
TeX Xe ANMHAX BOMH. UMEIOT MaKCUMYMbI TPU OAHUX W Tex xe
ANUHAX BOMH.
BIOXKX. Bpems yaepxuBaHus OCHOBHOTO nuka Ha xpo- | BIXKX Bpems yaepxuBaHusi OCHOBHOIO Nit-
MaTorpamme WCMbLITYeMoro pacreopa AOMKHO COOTBET- | kKA HAa XpomaTorpaMMe WCMbITYEMOro pac-
CTBOBaTb BPEMEHN YAepXWUBaAHMA NUKa KNONMAOrpena | TBOpa COOTBETCTBYET BPEMEHU YAEpXUBa-
Ha XxpomaTtorpamme CTaHAapTHOro pacTBopa (pasgen | HUA Nuka KNonuaorpena Ha XpomaTtorpamme
«KonuyecteeHHOe onpeaeneHne»). cTaHaapTHoro pacreopa (pasgen «Konude-
CTBEHHOE OnpeaeneHne»).
3. | CPEOHASA MACCA e Po, 0©C.1.4.2.0009.15.
Ot 248,56 0 263,94 mr (256,25 mr + 3,0 %). 261,74 mr (+2,1%)
4- | PACTBOPEHWE 1TT® PP, 0®C.1.4.2.0014.15, (104%)
Y®-cnekTtpodoTomeTpus. 102%
He meHee 80 % (Q) oT 3asBNEHHOroO KONMYECTBa KNonu- 104%
porpena yepes 30 MUHyT. 105%
102%
104%
105%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,07%
npumeck C — He bonee 1,5 %; 0,21%
€AVHNYHAA HeuaeHTUUMpPOBaHHas NpUMeck — He 6o- 0,03%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,32%
6. | BOOA re P®, 09C.1.2.3.0002.15, meton K. ®duwepa.
He G6onee 7,0 %. 1,4%
.7. | MUKPOBUONOIMYECKASA | Mp Pd, OdC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA ObLee yucrno aspoBHbIX MUKPOOPraHW3MoB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 1 (Mn);
Oblee 4YUCNO APOMOKEBLIX W NAECHEBLIX rpuboBs: He Menee 10KOEB 1T
6onee 10° KOE B 1 r (mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He oGHapyxeHo
8. | OOHOPOOQHOCTb e P®, 09C.1.4.2.0008.18, cnoco® 1.
AO3UPOBAHUA AV £ 15,0 % (n = 10), ecrn ycnosne He BbINONHAETCH,
To AV £ 15,0 % (n = 30), u ans 30/30 TaGneTok konuue- AV40=5,3%
CTBEHHOE COAEpXaHWe KIONUAOrpena AOMMKHO Haxo-
AuTbes B MHTepsane 0,75-M — 1,25-M.
9. | KONIMNMECTBEHHOE B3XKX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 74,85 mr
ONPEAENEHUE Ao 105,0 % oT 3afABNEHHOTO KONU4YECTBa) B OAHOW Tab- (99,8%)
netke.
10. | YNIAKOBKA Mo 10 TabneTok B KOHTYpHylO sueikoBylo ynakoeky | Mo 10 TaGneTok B KOHTYPHYIO AYEHKOBYIO
(6nnucTep) U3 NNEHkU NONMUBMHWUMXIOPWAHON N chonbri | ynakoBky (GnucTtep) na nneHku MNBX/NBOX u
ANIOMKHUEBOW UNU B KOHTYPHYIO AYENKOBYIO YNakoBKY | hoNbri antoMUHUEBOIA.
(6nuctep) us nnenkun NBX/MBAX u donbrn anoMuHue-
BOW.
Mo 3 nnn 6 KOHTYPHbIX AYENKOBLIX ynakoBoK (Bnucte- | Mo 3 KOHTYPHbLIX AYENKOBLIX YNakoBok (6nu-
poB) unu no 1 6aHke BMeCTe ¢ MHCTPYKUMEN NO npuMe- | CTEePOB) BMECTE C WHCTPYKUWEN no npume-
HEHWIO B NAaYKy KaPTOHHYIO. HEHMIO B NAYKy KAPTOHHYIO.
11. | MAPKUPOBKA MMepauyHas ynakoexa MMepsuyHas ynakoska
Ha koumypHrol sivelikosoli ymakoeke (6nucmepe) Ha | Ha koHmypHoli  suelikoeol  ynakoeke
PYCCKOM 53bIKe yKa3bleaiom: TOpProBoe HaumeHoBaHue | (6riucmepe) Ha pPyCcCKOM si3biKe yKa3aHo:
npenaparta ¢ npeaynpeautencHoi MapkupoBkol ®, | TOProBOoE HauMeHOBaHWe npenapata ¢
MEXAYHAPOLHOE HEenaTeHTOBaHHOEe HaUMEHOBaHWe WM | NpeaynpeauTencHOW  MapKUpoBKO#  ®,
AO3NPOBKY (Ha PpYCcCKOM W aHIMMUACKOM A3blKax), | MEeXpyHapoaHoe HenaTeHToBaHHOe
nekapcTBeHHytlo opMy, HaumMeHOBaHWE  TOBApHBIA | HAMMEHOBAHWE U AO3NPOBKA (HA PYCCKOM U
3HaK (naTMHUUEN) Aepatens  PErucTPauuMOHHOTO | aHrAMiACKOM  A3bIKaXx), neKkapcTBeHHas
YAOCTOBEPEHUA, HOMEP CEpun, AaTy UCTEYEHUNA cpoka | ¢opma, HauMEHOBaHWE  TOBapHbLIN 3HaK
rofHOCTI. (naTuHUUen) AepxaTens PErMCTPaUMOHHOIo




HauMeHOBaHme 1 CoAepXaHwe  AeWCTBYIOUIEro
BellecTBa B OAHON TabneTke, YCNOBUA XpaHeHMs,
npeaynpeauTensHble Haanucu «CoaepxuT NakTosbl
MOHOrMapaT», «XpaHUTb B HEROCTYNHOM Ans geTew
mecTey, «Mepep, ApUMEHeHneM npenapara
O3HaKOMbTECL € Mpunaraemori  WHCTPYKUUei»,
«[MpuHnMaTL NO Ha3HAYEHUIO Bpauay», YCIOBUA OTNycKa,

3aperncTpuMpoBaHHbIl  TOBapHLIi  3HaK»,  HOMeEp
cBMAETENbCTBA O perucTpauum TOBapHOro 3Haka,
HOMEDP PEerucTpaLmoHHOro yAOCTOBEpEHMA,
HaumeHoBaHue Aepxarens perncTpauuoHHoro
YAOCTOBEPEHNs,, €ro CTpaHy U TOBapHbilh 3HaK
(naTvHuUen), HauMeHoBaHWE, CTPaHy U rOpos hUpMbl-
NPOM3BOAMTENA, LUTPUX-KOA, HOMEP cepumn, Aaarty
MCTEYEHNA CPOoKa FOAHOCTH, LWTpUX-kog B hopmarte
DataMatrix, rno6anbHelit UAEHTUDUKALUOHHLIA HOMEp
TOProBOW E©AVHKLBLI W UHANBMAYANbHBIA CEepUiHLIN
HOMEp TOProBoOM e4NHULbL.

HononHumenbHo Ha emopuyHOl ynakoeke (Ha nauxe
KapmoHHOU) Ha aHenulicKoM 5i3blke  yKasblealom:
TOProBoe HauMeHOBaHME JIeKapCTBEHHOro npenapara,
MEXAYHApPOAHOE® HENnaTeHTOBaHHOE HauMeHoBaHue,
DO3UPOBKY, IEKapCTBEHHYI0 COpMYy W  KONMUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggregant».

.cnocob  —npumeHeHus, -Hapnucs «® -
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YAOCTOBEpPEHMS,, HOMEp Ccepuu, Aara
UcTevYeHua Cpoka rogHoOCTH.
BmopuqHaﬂ ynakoska Bmopll‘lHaﬂ ynakoeka
Ha KameHHOH NnayKe Ha PyCCKOM f3biKe yKa3bleaiom: Ha Kapm0HHOH navyke Ha PYCCKOM S$13biKe
Toprosoe HanMmeHoBaHune npenaparta [ YKa3aHo. TOProeoe HanmeHoBaHune
npeaynpeanTenbHOA Mapkuposkon ®, mexayHapogHoe | npenaparta c npeaynpeauTensHOM
HENaTEHTOBaHHOE HauMEHOBaHue, AO3UPOBKY, | MapKUPOBKOW ®, MEXAYHapogjHoe
d)apmaKOTepaneaquecxylo rpynny, nNeKapcTBEHHYK HenaTeHToBaHHOE HanmMeHoBaHue,
cbopl\ny n Konuyecrso TabneTok B ynakoBke, A03UpOBKa, CbapMaKOTepaHEBTVIHeCKaﬂ

rpynna,  nekapcteeHHas  opma  u
KonuuecTBO  Tabnetok B ynakoeke,

HaumeHoBaHue n COAEpXaHue
OEWCTBYIOLIEro  Bewectsa B  OAHOW
TabneTke, ycnosus XpaHeHus,

npejynpeauTensHsie Hagnucu «Cogepxur
nakTose!  MoHormgpat», «XpaHuTb B
HepaocTynHOM-4Nng aetedl mecten, «Mepea
NPUMEHEHUEM npenapara O3HaKOMbTECh C
npusaraemon VHCTpykumeny, «MpuHumars
No HasHauYeHWIo Bpayay», YCNoBUA OTNYCKa,
cnoco® npumeHeHus, Hagnucb «®» -
3apPEruCTpMpOBaHHbli  TOBAPHLIN  3HAK»,
HOMEp CBUAETENbCTBA O perucTpaunu
TOBapPHOrO 3HaKa, HOMEpP PerucTPaLNOHHOrO
YAOCTOBEPEHWS, HAUMEHOBaHUe AepxaTens
PErucTpaunoHHOro  YAOCTOBEPEHUs, ero
CTpaHa W TOBapHblif 3HaK {(naTuHUUEn),
HauMeHOBaHWe, CTpaHa W ropos hUpMbI-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepum,
AaTa WUCTeYEeHUs cpoka FOAHOCTH, LLTPUX-
koA B d¢opmare DataMatrix, rno6anbHbii
MAEHTUNKALMOHHLI  HOMEpP  TOProBoOW
€AVHMUBI N UNHAMBUAYAaNbHBI CEPUIAHbLINA
HOMEp TOProBoW eANHNLbI.

HononHumensHo Ha 8mopudHOl ynakoske
(Ha nauke kapmoHHOU) Ha aHenulickom
fA3blKe yKa3aHO: TOProBOE HaVMEHOBaHWe
1NeKapCTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe, A03UPOBKA, NEKapCTBEHHAs
hopma ¥ KonuyecTso TabneTok B ynakoske,
Hapnuck «Antiaggregant.

12. | CPOK rOgQHOCTU 2roga ——

CootrBeTtcTBYeT

| 3aKkntoyeHue:

HayanbHuk OKK:

Hata Bbinycka OKK: «03» nioHs 2025 r.




