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1. | ONMUCAHUE BusyanbHbiin. Kpyrnble asosikoBeinykibie Tabnetku ¢ | Kpyrnble ABOsSIKOBbINYKNbIE TaGneTtku ¢ dac-
chackon, MOKPbLITEIE NNEHOMHON OBONOYKONW PO3OBOrO | KOW, MOKPLITbIE MNEHOUYHOW OBOMOuKON po-
usera. 30BOrO LiBeTAa.
2. | NOANMMHHOCTb Y®-cnektpodoTomeTpus. Yd-cnektpsl nornowenus | Y®-cnekrpodoTomeTpus. YO-cnekrpol no-
UCTIbITYEMOro 1 CTaHAapPTHOIO PacTBOPOB B OBGNAacTy OT | rMOLWEHUS MCALITYEMOrO W CTaHA4apTHOro
250 po 300 HM AOMKHBE! UMETH MAKCUMYMbI NPKU OAHKUX 1 | pacTBopoB B obnactu oT 250 go 300 Hm
TeX Xe ASIMHAX BOSH. VMEIOT MaKCUMyMbl NPU OBHUX U TEX Xe
ANUHAX BOMH.
BIXX. Bpemsi yaepxuBaHma OCHOBHOrO nuka Ha xpo- | B3XKX Bpems yaepKuBaHUA OCHOBHOTO Mu-
maTtorpaMme WUCMbLITYEMOro pacTBopa AOMKHO COOTBET- | K& Ha XpPOMAaTorpamMme WCMbITYyemMoro pac-
CTBOBaTb BPEMEHU YAEPXMBAHMA MUKa Knonujorpena | TBOpa COOTBETCTBYET BpPeMEHU yAepxuBa-
Ha XpomaTtorpaMme CTaHAApTHOrO pacTeopa (pasAen | HWs Nuka KNonuAorpena Ha xpomartorpaMmme
«KonuuecrseHHoe onpeaeneHney). cTaHaapTHoro pacrtesopa (pasaen «Konwue-
CTBEHHOE onpefeneHuen).
3. | CPEOHAA MACCA Fre PP, 09C.1.4.2.0009.15.
Ot 248,56 80 263,94 mr (256,25 mr + 3,0 %). 256,74 wr (+0,2%)
4. | PACTBOPEHUE Fre PP, 09C.1.4.2.0014.15, (100%)
| Y®-cnektpodoToMeTpus. 94%
He menee 80 % (Q) oT 3aABNEHHOrO KONMYECTBA KNonw- 94%
porpena yepes 30 MUHYT. 103%
101%
103%
103%
5. | POOACTBEHHBIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0.12%
npumeck C — He 6onee 1,5 %; 0,25%
eANHNYHaN HeunaeHTubUMpoBaKHaa npumech — He 6o- 0,02%
nee 0,2 %; )
cymma npumeceil — He bonee 2.5 %. 0,39%
6. | BOOA Fe PO, 09C.1.2.3.0002.15, meTog K. ®uwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUOJIOTMYECKASA | e PP, O9C.1.2.4.0002.18, kateropus 3A. ]
YUCTOTA O6Lee 4ucno aspobHbIX MUKPOOPraHU3MOB - He Gonee MeHee 20KOEB 1T
10° KOE B 1 r (Mn);
O6bLlee uncno APOXOKEBLIX U NNECHEBBIX PUGOB: He MeHee 10KOEB 1T
Gonee 102 KOE & 1 r (mn);
Escherichia coli: orcytctre B 1 r (Mn). He oBHapyxeHo
8. | OOHOPOOHOCTb e Po, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV < 150 % (n = 10), ecnn ycnoeue He BLINONHAETCS,
TO AV £ 15,0 % (n = 30), n gna 30/30 Tabnetok konuue- AVio=2,5%
CTBEHHOE COAEepXaHue KNonugorpena JOMKHO Haxo-
Autbea B nHtepane 0,75-M — 1,25-M.
9. | KOJINYECTBEHHOE B3XX. OT 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,29 mr
ONPEAENEHUE Ao 105,0 % o 3anBneHHoOro KonuyecTea) B ofHoOM Tab- (101,7%)
neTvke.
10. | YNAKOBKA lpu npoussodcmee, ghacoske wunu ynakoeke Ha OO0 | Mpouszeodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»;
Mo 10 Tabnetok B KOHTYPHYK sAueikoByio ynakoeky | Mo 10 t1abnetok B KOHTYPHYIO AYEWKOBYH
(6rincTep) U3 NREHKN NONMBURUNXIOPUAHOW U cdonbru | ynakosky (Bnuctep) ns nnexkn MBX/MBOX n
anioMNHNEBOR WA B KOHTYPHYIO SYEMNKOBYIO YNakoBky | ¢ponbru anioMuHUEBOM.
(6nuctep) us nnexkn MBX/MBOX u ¢onbrn aniomMuHue-
BOM.
Mo 3 unn 6 KOHTYPHBIX AYeiKkoBbIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYENKOBLIX YNakoBOK (6nu-
poB) unu no 1 6aHke BMECTE ¢ UHCTPYKLMENW NO Npume- | CTEPOB) BMECTE C MHCTPYKUMER no npume-
| HEHUIO B NAYKY KAPTOHHYIO. HEHWO B NAYKY KAPTOHHYIO.
I' 11. | MAPKUPOBKA lNepsuy4Has ynakoska IMepeuy4Has ynakoeka
Ha koHmyproi sqelikoeol ynakoeke (bnucmepe) Ha | Ha  konmyprol  svelikoeoll  ynakoeke
PYCCKOM $i3blKe yKasblieaiom: TOpProBoe HaumeHoBaHue | (brucmepe) Ha pycckoMm si3biKe yKa3aHo:
npenapata ¢ npeaynpeauTensHON mapkuposkoir ®, | ToproBoe HaumeHoBaHMe npenapata ¢
MEX/YHapoAHOE HENaTEeHTOBAHHOE HAMMEHOBAHWE W | MpeaynpeAuTencHol  Mapkuposkol  ®,
AO3NPOBKY (HA PYCCKOM W aHrnMiACKOM  A3bIKaX), | MeXzyHapoaHoe HenaTeHToBaHHOe
NeKapcTBEHHY0 (DOPMY, HauMeHOBaHME  TOBApPHbLIN | HaUMeHOBAHWE W J03MPOBKA (Ha PYCCKOM U
3HaK  (naTWHuued) AepxaTens PEerncTpauMoHHOrO | aHrnuiickoM  A3blkax),  JIeKapCTBEHHas
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YAOCTOBEPEHUS, HOMEpP Ccepun, AaTy Npou3BOACTBA
(npn cpacoske Ha OO0 «MAKU3-GAPMA» paty
NPOU3BOACTBA He HAHOCAT), [AaTy WCTEYEHUs Ccpoka
rofHOCTU.

BmopuyHas ynakoeka
Ha xapmorHoli nayke Ha PYCCKOM si3biKe yKa3blearom:
TOproBoe HauMeHoBaHue npenapara c

npeaynpeauTesibHON MapkupoBkoi ®, mexayHapoaHoe
HenaTeHToBaHHOe HanMeHoBaHue, AO3UPOBKY,
thapmakoTepaneBTUYeckylo  Tpynny, NeKapCTBEHHYO
opMy U KONMMYECTBO Tabnetok B  yNakoBKe,
HauMeHOBaHME U cojepxaHne  JelCTBYIOLEro
BellecTBa B O[HOW TalbrieTke, YCHOBMS XpaHEHUA,
npegynpeautensHbie Haanucu «CopepXuT nakTosbl
MoHOrMapat», «XpaHuTb B HEAOCTYNHOM ANs AeTei
mMecTe, «Mepeg, NPUMEHEHNEM npenapara
O3HAKOMBTECH  C  Npuniaraemoli  MHCTPYKLWEN»,
«MNprHumMaTb NO HazHaYeHUo Bpava», yCnoBUs OTRYCKa,
cnocob NPUMEHEHNSA, HaANUCb «®» -
3apEerucTPMpoBaHHBIN  TOBapHbLIK  3HAK»,  HOMEp
CBUAETENbCTBA O PerucTpauuk TOBApHOrO 3HAKa,
Homep PEFMCTPALIMOHHOIO YLOCTOBEPEHMS,
HaMmeHOBaHue Aepxatens PErucTPaLmMoHHOro
YAOCTOBEPEHUS, €ro CTPaHy W TOBapHbI  3HaK
(natuHuue), HammeHoBaHMe W CTpaHy hupMbI-
npouseoguTens (npn npouseogctee Ha 000 «MAKIU3-
DAPMA» yKkasbiBalOT CTpaHy, rOpoa), LUTPUX-KOA,
HOMEp cepuu, AaTy Npou3BOACTBA (NpV NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» paTy npou3BOACTBa He
HaHOCAT), AATy UCTEYEHNA CpoKa FOGHOCTH, LUTPUX-KOA
B dopmare DataMatrix, rnobanbHbIf
NAEHTUUKALUNOHHBIA HOMEpP TOProBOW E€AMHWLBI U
UHAVBUAYaNbHbLIA CEPUAHBIA HOMEP TOProOBON €ANHULBL.

HononHumensHo Ha emopu4HoOU ynakoske (Ha nadke
kapmoHHOU) Ha aHenulckOM fA3biKe yKa3bigalom:
TOProBoe HauMEHOBaHME NEKapCTBEHHOro npenapara,
MEXAYHapOAHOE HENaTEeHTOBAHHOE HaWMEHOBaHne,
AO3NPOBKY, NEKapCTBEHHYI0 (DOPMY U KONMMYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».

cdopma, HauMEHOBaHNE  TOBApHLIA 3HaK
(naTuHuuel) gepxaTens perucTpaunoHHOro
YAOCTOBEPEHUs,, HOMEp cepwu, jarta
MCTEYEHMNS CPOKA FOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PYyCCKOM S3bIKe
yKasaHo: TOprosoe HanmeHoBaHWe
npenapara c npeaynpeamTensHom
MapKupoBKO ®, MeXayHapogHoe
HenaTeHToBaHHOe HaumMeHoBaHue,
A,031POBKa, hapmakoTepanesTUIecKas
rpynna, nexapcTBeHHas chopma "
KOnnyecTBo  Tabnetok B ynakoBske,
HaumeHoBaHue " copepxaHue
LEeNCTBYIOLEr0O  BEL|eCTBA B OAHOW
Tabnetke, ycnoBust XpaHeHus,
npepynpeauTensHsie Hagnucn «CopepxniT
nakroabl  MoHormgpat», «XpaHuTe B
HeAOoCTYNHOM ANs AeTeid mecrte», «Mepeg
NpuMeHeHUemM npenaparta 03HaKOMbTeChb C
npunaraemoil MHCTpykuuei», «FpuHumaTb
No HasHaueHMio Bpada», YCNoBUA OTnycka,
cnoco® npumeHeHus, Haanuce «®» -
32perncTpMpoOBaHHbIA  TOBapHBLIA  3HaK»,
HOMEp CcBUAETENbCTBA O perucTpauun
TOBapHOro 3HaKa, HOMep PerncTpaLnoHHOro
YAOCTOBEPEHUSA, HAUMEHOBaHWE AepaTens
PEerncTpauuoHHOro  yaOCTOBEPEHMS,, €ro
CTpaHa K TOBapHbLIW 3HaK (NaTuHULEN),
HauMeHoBaHMe, CTpaHa W ropos hupMbl-
NPOU3BOAMUTENSA, LUTPUX-KOA, HOMEP CEepUH,
AaTa UCTEYEHMs cpoka rOAHOCTW, LUTPUX-
koA B copmate DataMatrix, rno6anbHbil
NAEHTUMDMKALIMOHHBIE  HOMEpP  TOProBoiA
€AVHNLbLI U WHAWBUAYANbHBIA CEPUAHLINA
HOMEp TOProBO eANHULLI. )
HononHumensHo Ha emMOPUYHOU ynakoeke
(Ha nayxke KapmoHHO{) Ha aHenulckom
A3bIKE YKa3aHO: TOProBOe HauMeEHOBaHWe
TNIEKapPCTBEHHOrO npenapara, |
MEXAYHapoaHoe HEeNaTeHToOBaHHOE
HauMeHOBaHWe, J031POBKa, NEKapPCTBEHHAA
hopma 1 KonuuecTso TabneTok B ynakoBke,
Hagnuck «Antiaggreganty.

12. | CPOK FOOHOCTM

2roga

CooTBeTCTBYET

' 3aknroveHue:

HauyanbHuk OKK:

Darta Bbinycka OKK: «21» anpensa 2025 r.
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