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MAKM3DAPMA [T AUAMENOR ”
:Qg#fgg&ﬁ“mz Mnarpun® Tabnetku, NOKpbITLIE NNEHOYHON 060NOYKOM, 75 Mr
josczn Vo2 | HOMEP CEPUM: PL1400825

o aonIHIA IPOSSA, [~ ATA TIPOVIBBOLACTBA: | 20.08.2025

CTpoekne 4 FOAEH AO: 31.08.2027

cTpoeHme 8 OBBHEM CEPUW: 9 331 ynak. Ne30

Ten.: (495) 981-00-88 npousBonMTEnb 000 «MAKM3-¢APMA»

AHANKU3 NO: nn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepartype He Bbile 25 °C.
b Haumetobarue Tpeb6oBanua HA Pe3synbTaTbl aHanusa
n/n nokasartensi P 4
1. | OMUCAHUE BuayanbHbin. Kpyrnele ABOsIKOBbINYKNble Tabnetku ¢ | Kpyrnble ABosikoBbinyknble TabneTkn ¢ dac-
acKkoi, NOKPLITbIE MIEHOUHOW OBONOUKO!l PO3OBOrO | KOW, MOKPBITHIE NNEHOYHON O0BOMOoYKoi po-
uBeTa. 30BOrO UBeTa.

2. | NIOANMHHOCTb Y®-cnexktpocpoTomeTpusi. YO-criekTpbl NOMOLEHUA | YO-CNeKTpbl MOMMOWEHUs UCTIBITYEMOro 1
MCMBLITYEMOrO M CTaHAAPTHOrO pacTBOpoB B 06nacTv oT | cTaHAapTHOrO pacTsopos B obnactu ot 250
250 A0 300 HM JOMKHB UMETb MaKCUMyMb NPY OAHKMX U | A0 300 HM UMEIOT MaKCUMYMbI NPU OAHUX U
TeX e ASINHAX BOSH. TeX ke AnnHax BOSH.

B3XX. Bpems yaepuBaHMA OCHOBHOMO MuKa Ha xpo- | Bpems yaepxusaHWs OCHOBHOFO nvka Ha
maTorpaMme MCMLITYEMOro pacTsopa AOMKHO COOTBET- | XpOMaTorpamMme  UCMbITYeMOro pacrsopa
CTBOBaTb BPEMEHM YAEpXWBaHUS MUKa KMNONUAOTpena | COOTBETCTBYET BPEMEHN YAESPNMBAHUA NKa
Ha XpomarorpamMMme CTaH4ApTHOrO pacTBopa (pasjen | knonujorpena Ha Xpomarorpamme CTaH-
«KonuuecteeHHoe onpegeneHuey). papTHoro pacteopa (pasgen «Konuue-
CTBEHHOE onpeaenexune»).
CPEOHAA MACCA re Pe, 09C.1.4.2.0009.15.
Ot 248,56 p,0 263,94 mr (256,25 mr + 3,0 %). 262,21 mr (+2,3%)
4. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15, {99%)
Y® - cnektpocdoTomeTpma. 100%
He meHee 80 % (Q) OT 3aABNEHHOrO KONUYECTBA KNOMu- 99%
porpena yepes 30 MUHYT. 99%
99%
97%
101%
5. | POOCTBEHHbIE B3IXX.
NMPUMECH MNpumeck A — He Gonee 1,2 %; 0,12%
npumeck C — He H6onee 1,5 %; 0,36%
efVHNYHAA HenaeHTUUUMpoBaHHan npumece — He 60- 0,05%
nee 0,2 %;
cyMma npumeceii — He Gonee 2,5 %. 0,56%
6. | BOOA e PO, 09C.1.2.3.0002.15, meTon K. ®uwepa.
He 6onee 7,0 %. 1.2%
7. | MMKPOBUONOMUYECKASA | b P®, O®C.1.2.4.0002.18, kateropus 3A.
YUCTOTA O6Lee 4Mcno aspoBHLIX MUKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10° KOE 8 1 r (mn);
Oblyee uMCno APONOKEBLIX W NNECHEBbIX pubos: He MeHee 10 KOEB 11
Gonee 10 KOE B 1 r (Mn);
Escherichia coli: otcytctaue B 1 1 (Mn1). He o6HapykeHo
8. | OOHOPOOHOCTb re P®, 09C.1.4.2.0008.18, cnocob 1.
JO3NPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoeue He BbINONHAETCH,
To AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuve- AVi0=6,9%
CTBEHHOE COAEpXaHue Knonwaorpena AOMKHO Haxo-
AWTbCs B uHTepBane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 72,46 mr
OMNPELENEHUE 50 105,0 % OT 3asBNEHHOrO KONUYECTBa) B OA4HOW Tab- (96,6%)
neTke.

10. | YIAKOBKA Mo 10 TabneTok B KOHTYpHYK AYeilikoBylD ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SYENKOBYIO
(6nncTep) M3 NNEHKM NONMBUHUNXNOPUAHON W chonbrn | ynakoeky (Bnuctep) us nnedkn MNBX/MBOX u
aniOMUHNEBON WM B KOHTYPHYIO AYEWKOBYIO YNakoBKY | (DONbr aniomMuHUeBon.

(6rnctep) us nneHku NBX/MBAX n conern anomuHue-

BOWA.

Mo 3 unn 6 KOHTYPHBLIX SYENKoBbLIX ynakoBok (Bnucte- | Mo 3 KOHTYPHBIX AYEHKOBLIX ynakoBok (6nmn-
poB) unu no 1 GaHke BMECTe C WHCTPYKUMEV No npume- | CTEPOB) BMECTE C MHCTPYKUWE#R no npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHMIO B NaYKy KapPTOHHYIO.

11. | MAPKUPOBKA llepsuyHas ynakoexa lepsuyHas ynakoeka
Ha koHmypHol suelikoeoll ynakoske (6nucmepe) Ha | Ha  koHmypHol  siqelikosol  ynakoeke
PYCCKOM 53biKe yKa3bigalom: TOProsoe HaumeHoBaHue | (6riucmepe) Ha PYCCKOM SA3bIKE yKa3aHo:
npenapata ¢ npeaynpesuTenbHO/W Mapkuposkoit ®, | ToproBoe HauMeHoOBaHwe npenapata c
MeXLYHapOAHOE HEeNaTeHTOBAHHOE HauMEHOBaHWe W | NPeaynpeauTensHol  mapkuposko  ®,
AO3NPOBKY (HAa PYCCKOM W aHMMWACKOM A3biKax), | MeXayHapoaHoe HenaTeHToBaHHoe
NEeKapcTBEHHYIO (OpPMY, HaUMEHOBaHWe  TOBapHblil | HaUMEHOBaHWE U A03MPOBKa (HA PYCCKOM U
3HaK (naTuHULEW) JepXaTens pPerncTpauuoHHOro | aHrUACKOM  SA3blKax), JlekapcTBeHHas
YAOCTOBEPEHUsl, HOMEP Cepuu, AaTy uCTeyeHUs cpoka | chopma, HaumeHoBaHWe  TOBapHBIA 3HaK
FOAHOCTH. (naTuHMUERN) AepKaTens PerncTpaLnoHHoro

YAOCTOBEPEHUs, HOMep cepwn, paTa
UCTEYEHUA CPOKa FOAHOCTH.




«MpuHUMaTL NO HasHAYEHNIo Bpaday, YCIIOBUSA OTMyCKa,
cnoco6 NPUMEHEHUS, Haanuch «®» -
33pEruCTPMPOBAHHBIN TOBApPHBIN  3HaK»,  HoMmep
CBUAETENbCTBA O pEerucTpauun TOBapHOro  3HaKa,

HOMep perncTpaunoHHoro Y4 OCTOBEPEHNS,
HauMeHoBaHue aAepxartens perncTpaLmuoHHoro
YAOCTOBEPEHWA, €ero CTpaHy M TOBapHbIA 3HaK

(naTuHMUElR), HaMMEHOBaHWE, CTPaHy 1 ropos UPMbI-
NPON3BOAWUTENA, LUTPUX-KOA, HOMEp cepun, AaTy
WUCTEYEHNs CpoKa rFOAHOCTU, LUTpUX-kof B dhopmaTte
DataMatrix, rnofanbHblit MAEHTU(DUKALMOHHBIA HOMEpP
TOPrOBOW eavHMUbI U WHAMBUAYaNbHBLIA  CEPUAHBINA
HOMEP TOProBON e UHULbI.

HononHumenbHo Ha emopu4HOl ynakoeke (Ha rayvke
KapmoHHOU) Ha aHenulickOM s3bIKe YyKa3bieaom:
TOProBoe HaMMeHOBaHMEe JIeKapCTBEHHOro npenapara,
MEXAYHapOAHOE HENaTeHTOBaHHOE HanMeHOBaHue,
DO3UPOBKY, JeKapCTBEHHYI0 ¢popMy U KONWYECTBO
TabneTok B ynakoeke, Haanuck «Antiaggregant».
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Ne HanmeHoBaHUe
nin HOKAZATeNS TpeboBanua HA PesynbTaThl aHanusa
Bmopuynas ynakoeka BmopuyHas ynakoexa
Ha kapmorHoil nauke Ha PYCCKOM si3bike yKasbigaiom: | Ha kapmoHHOU nauke Ha pYCCKOM Si3bike
TOProBoe HauMeHoBaHue npenapata C | yKkasaHo: TOprogoe HaMmeHoBaHue
npeaynpeauTencHOW Mapkuposkoin ®, MexayHapoaHoe | npenapara c npeaynpesuTenbHon
HenaTeHToBaHHoe HanmeHOBaHue, AO3UPOBKY, | MapKupOBKOIA ®, MeXAYHapoAHoe
thapmakoTepaneBTUYECKYI0 rpynny, NeKapCTBEHHYI | HenaTeHToBaHHOe HanmMeHOBaHue,
dopMy 1 KoNMUECTBO TabneToK B  YNakoBke, | A03MPOBKa, chapmakoTepanesTueckas
HauMEHOBaHWE W  COAEPXaHWe  AEeWCTBYIOLIero | rpynna,  nekapcTBeHHas  dopma U
BellecTBa B OAHOM TabneTke, YCNOBMS XpaHeHWs, | KonuyecTBo  TabneTok B ynakoBke,
npeaynpepuTencHole Hagnucu «COAEPXUT NaKTo3bl | HauMEHOBaHUE " copepxanme
MoOHOrMApaT», «XpaHuTb B HELOCTYNHOM ANs AeTedl | AeiicTBylowlero  BewectBa B OAHOM |
mecTe», «Mepes npYMeHeHneM npenapata | Tabnerke, ycnosusi XpaHeHus,
03HaKOMbTECb €  NpWUnaraemoil  MHCTPYKUMEW», | npeaynpeauTensHsle Hagnucu «Copepxut

nakTo3sl  MOHOrMapary, «XpaHuTb B
HEROCTYNHOM AnA aeter mecre», «[lepea
npyMEHEHWEM NnpenapaTa O3HAKOMbTECh C
npunaraemoit MHCTpyKumei», «FMpuHumMaTb
NoO HasHAuEHUK Bpadya», YCNoBus OTNycCkKa,
cnoco6 npumeHeHus, Hagnuck «®» -
3aperucTpUpPOBaHHbIi  TOBapHBI  3HAK»,
HOMEpP CBUAETENBCTBA O perucTpauumn
TOBAPHOrO 3Haka, HOMEpP PErncCTPaLMOHHOTO
YAOCTOBEPEHMNA, HauMeHOBaHWe AepXartens
PerncTpauuoHHOrO  YAOCTOBEPEHUs, €ero
CTpaHa U TOBapHblii 3HAK (natuHuuer),
HauMeHOoBaHWe, cTpaHa W ropos upMbl-
NPOM3BOAMTENA, LUTPUX-KOA, HOMEP cepun,
AaTa UCTeYeHMsi CPoKa TFOAHOCTH, LUTPUX-
ko4 B ¢opmare DataMatrix, rnobancHbin
MASHTU(PUKALUMOHHBIN  HOMEP  TOProBOIA
€ANHULBI U MHBMBWMAYaNbHLIA CEepPUHbINA
HOMEP TOProBOi €4NHNULEbI.

HononrumernbHO Ha emopuyHOll YraKkoske
(Ha nadyxke KapmoHHOU) Ha aHenulickom
SA3bIK€ yKa3aHO: TOProBoe HaumeHoBaHue
neKkapCTBeHHOro npenapara,
MEXAYyHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWe, AO3NPOBKA, JIeKaPCTBEHHAs
chopma 1 KONMYecTBo TabneTok B ynakoske,
Hagnucb «Antiaggregant».

12. | CPOK rOOQHOCTH!

2roaa

CooTBeTCTBYET

 3akniouenue:

FeHepanbHbIA AUPEKTOP:

Harta Bbinycka OKK: «17» ceHTabps 2025 r.

CootBeTtcTBYyeT TpeboBaHy
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lNypckuin [.B.



