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1. | ONMUCAHUE

BusyanbHbIi. Kpyrabie ABOAKOBbINykNbie TabneTku ¢
hackoi, NOKPbITEIE NSIEHOYHOW O0BOMOYKOA PO3OBOrO
ugeTa.

Kpyrnbie pBosikoBbinyknwie Tabnetku ¢ gac-
KO, MOKPbLITHIE MNEHOMHON OBONOYKONA po-
30BOrO LBETA.

2. | NOANIMHHOCTL

Y®-cnekrpodoToMeTpua. YOD-cnekrpsl MOrMOLLEHUS
MCMLITYEMOro 1 CTaHAapPTHOrO pacTBOpOB B obnactu oT
250 no 300 HM AOSKHBLI UMETb MaKCUMYMbl APY OAHUX U
Tex e ANUHAxX BOJH.

B3XX. Bpems yaepXusaHus OCHOBHOrO Nuka Ha Xpo-
martorpamMme UCnbITYEMOro pacTeopa [OMKHO COOTBET-
CTBOBaTb BPEMEHM YAEPXKMBaHWA NWka Knonuporpena
Ha XpomaTorpaMMme CTaHZapTHOro pacTBopa (pasaen
«KonuuyectseHHoe onpeaeneHuer).

Y®-cnekTpel NOFMOLLEHNS MCNBITYEMOro 1
CTaHAaapTHOro pacTteopos B obnactu ot 250
80 300 HM UMEeIoT MaKCUMyMbl APU O4HUX U
TeX Xe ANNHaX BOSH.

Bpems yaepxuBaHWs OCHOBHOTO nuka Ha
XpomaTorpamme MCNbITYemoro pacTeopa
COOTBETCTBYET BPEMEHU YAEPXUBAHUA NUKA
KNoNuWAOrpena Ha XpomaTorpamme CTaH-
papTHoro pacteopa (pasgen «Konuue-
CTBEHHOE OnpeAeneHne»).

CPEOHAA MACCA

Fo P, 09C.1.4.2.0009.15.
OT 248,56 po 263,94 mr (256,25 mr £ 3,0 %).

259,87 wr (+1,4%)

4. | PACTBOPEHUE Fe Po, 090C.1.4.2.0014.15, (97%)
Y@ - cnextpodhoToMeTpUS. 96%
He meHee 80 % (Q) oT 3aABNEHHOrO KONMMUYECTBA KIONU- 94%
porpena uepes 30 MuHyT. 99%
94%
101%
97%
5. | POOCTBEHHbIE B3IXX.
NMPUMECH Mpumecs A — He Gonee 1,2 %; 0,07%
npumeck C — He Bonee 1,5 %; He oBrapyxeHo
€A4NHUYHAA HeuaeHTuMUMpoBaHHaa NpuMecs — He 60o- 0,04%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,14%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,5%

7. | MUKPOBUONOI'MYECKAA

YUCTOTA

e PP, 09C.1.2.4.0002.18, kateropus 3A.

ObLee yucno aapobHbIX MUKPOOPraHN3MoB - He Gonee
10° KOE 8 1 r (Mn);

ObLlee uncno APONOKEBLIX U NIeCHeBbLIX rpuboB: He
Gonee 10> KOE B 1 r (mn);

Escherichia coli: otcyTcTBre B 1 1 (Mn).

Menee 20 KOEB 1T
MeHee 10 KOEB 1T

He obHapy#eHo

8. | OAHOPOOHOCTbL

re Po, 09C.1.4.2.0008.18, cnocob 1.

AO3NPOBAHUA AV £ 15,0 % (n = 10), ecrnn ycrnosue He BbINOMHAETCA,
TO AV £ 15,0 % (n = 30), n ansa 30/30 TabneTok konuye- AVi=9,1%
CTBEHHOE COAEepXaHWe KMOMMAOIPena AOIMKHO Haxo-
AWTLCA B uHTEepBane 0,75-M — 1,25-M.
9. | KONMMMYECTBEHHOE B3XX. O1 71,25 po 78,75 mr knonuporpena (ot 95,0 % 74,35 mr
ONPEOERNEHUE A0 105,0 % oT 3asBNEHHOrO KONMYECTBA) B OAHOI Tab- (99,1%)

neTke.

10. | YNAKOBKA

Mo 10 TabreTok B KOHTYPHYIO SAYEMKOBYIO YNAKOBKY
(6nuctep) U3 NNEHKU NOMUBUHWNXNOPUAHON M chonbrn
anioMVHNEBOW WNN B KOHTYPHYIO SYEWKOBYIO YNaKOBKY
(6nuctep) n3 nnenkn NMBX/MNBAX u conbru aniommHmne-
BOW.

Mo 3 wnn 6 KOHTYPHbIX RYelKoBbLIX ynakoBok (Gnucre-
poB) unu no 1 6aHke BMECTE C MHCTPYKUMEN NO npume-
HEHMIO B NAYKY KGPTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO AYE/KOBYIO
ynakoBky (6nucrep) na nnexkn NBX/MBAX n
¢onbrn anioMNHNEBON.

Mo 3 KOHTYPHLIX AYENKOBBIX YNakoBokK (6nu-
CTEpPOB) BMeCTe C MHCTPyKUWER no npume-
HEHMIO B Nayvky KapTOHHYIO.

11. | MAPKUPOBKA

IMepeuyvHan ynakoska

Ha koHmypHoli sivelikoeoll ynaxoeke (bnucmepe) Ha
PYCCKOM $I3blK€ yKa3blgalom. TOProBoe HaumeHoBaHWue
npenapata ¢ npeaynpeanTencHoi MapkupoBkol ®,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaWMeHOBaHue u
[O3VPOBKY (HA PYCCKOM 1M QHIMMIACKOM  A3blkax),
neKkapcTBeHHyio (bopMy, HaumeHoBaHWe  TOBapPHBLIN
3HaK (naTtuHUUen) AepxaTtens  perncrpaunoHHoro
YAOCTOBEPEHUS!, HOMEP CEPUW, AaTY UCTEUEHUs cpoka
roAHOCTY.

Mepeuynast ynakoska

Ha «koumypHoil sveiikogol  ymakoeke
(bnucmepe) Ha pPYCCKOM S$13biK€ YKa3aHo:
TOProBOE HauMMEHOBaHWe npenapata ¢
npeaynpeautenbHon  mapkuposkon — ®,
MeXAYHapoaHoe HEnaTeHToBaHHoe
HaumeHoBaHMe 1 A03UPOBKa (Ha PYCCKOM U
aHIMUIACKOM  A3blKax), nexkapcTBeHHas
¢hopMa, HaMMeHOBaHWe TOBAPHbLIA 3HaK
(naTuHMUEN) pepxaTens perncTpaunoHHoro
YAOCTOBEpPEHWs,, HOmMep cepuu, AaTa
MCTEYEHUS1 CPOKa FOAHOCTH.




cBuaeTenkCTEB2 O  perucTpauyum  TOBapHOro  3SHaka,

HOMEP perucTpaunoHHoro yAOCTOBEPEeHUs,
HaumeHoBsaHune Aepxarena perncTpaunoHHoro
YAOCTOBEPEHNA, ero CTpaHy U TOBApHLIA  3HaK

(naTuHuLUen), HaMMeHOBaHMe, CTpaHy U ropoa upMbI-
NpouU3BOAUTENA, LUTPUX-KOL, HOMEp cepuun, aary
MCTEYEHUs CpOKa FOAHOCTYW, WTPUX-Ko4 B chopmare
DataMatrix, rnobanbHbin MaeHTUPUKALMOHHBIA HOMEpP
TOProBO/ €AWHULLI U WMHAUBUAYASbHLIA CEPUIAHBIA
HOMEp TOProBOii efuHNLbI.

HononrumenbHo Ha smopu4HOl ynaxkoexke (Ha navke
KapmoHHOU) Ha anenulickoM $3biKe yKasbigam:
TOProBOEe HaWMEHOBaHWE NeKapcTBEHHOro npenaparta,
MEXAYHAapPOAHOE HEeNnaTeHTOBaHHOE HauMEHOBaHue,
[O3NPOBKY, NEKApCTBEHHYIO POpMY ¥  KONMMUYECcTBO
TabneTok B ynakoBke, Hagnuch «Antiaggregant».
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BmopuyHas ynakoeka BmopuyHas ynakoska
Ha kapmorHoOli nauke Ha pyccKOM si3bike ykaswiearom: | Ha kapmoHHOU nadxke Ha pPYyCCKOM s13bike
TOProeoe HauMeHoBaHWe npenapara c | ykasaHo: TOproeoe HauMeHOBaHWe
npeaynpesuTeENnsHOR Mapkuposkon ®, mexayHapogHoe | npenapata c npeaynpeauTensHoOM
HenaTeHTOBaHHOe HanMeHoBaHue, AO3UPOBKY, | MapKUPOBKO ®, MeXayHapoaHoe
chapmakoTepaneBTUYECKyl0 Ipynny, NEKapCTBEHHYID | HenaTeHToBaHHOE - HauMeHoBaHue,
¢opMy M KOnuuecTBO TabneTok B  ynakoBke, | AO3MPOBKa, chapmakoTepaneBTmJeckas
HauMeHOBaHWe W  COAEepXaHne  AEeWCTBYIOLIEro | rpynna,  nekapcrBeHHas  copma M
BeWecTBa B OAHON Tabnertke, YCNOBMA XpaHEHWs, | KonudecTBO  Tabnetok B ynakoBke,
npegynpeautencHsie Haanucn «COAEPXAT NakTosbl | HayMmeHoBaHWe " copepxaHue
MoHorMApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTel | AedcTeyiowero  BewecTsa B OAHOM
MECTE», «Mepea npuMeHeHuem npenapata | Tabnetke, ycnoeus XpaHeHus,
O3HaKOMbTECH €  MpWnaraemMoll  WHCTPyKuuei», | npeaynpegutenbHble Haanucn «Coaepxut
«MpuHUMaTL NO HasHa4YeHNIo Bpayuay, YCRoBUsS OTNycka, | NAaKkTo3bl  MOHOTMApAaT», «XpaHWTb B
cnocot NPUMEHEHNS, HaaNUch «®» - | HepocTynHOM Ans petei mectex», «[lepes
3aperucTpUPOBaHHbIE  TOBapHbIA  3HaK», HOMEP | NpUMeHeHWem npenapaTta O3HAKOMBbTECH C

npwnaraemon uHCTpykyuern», «MpuHiMaTh
Mo HasHa4yeHWio Bpada», yCnoBus OTNYCKa,
cnoco6 npumeHeHus, Haanuch «®» -
32pEerucTpypoOBaHHBIA ~ TOBAPHLIA  3HAK»,
HOMEp CBMAETENbCTBA O perucTpaumn
TOBAPHOro 3HaKa, HOMEpP PerncTPaLMoHHOro
YA0CTOBEPEHNA, HAUMEHOBaHWE depxaTens
PerucTpauMoHHOro  yAOCTOBEPEHUS, €ro
cTpaHa W TOBapHLIW 3HaK (naTuMHULEN),
HauMeHoBaHWe, cTpaHa u ropos upmel-
NpOU3BOAUTENA, LUTPUX-KOA, HOMED cepuu,
AaTa UCTEYEHUA CpOoKa FOAHOCTH, LUTPUX-
kop B copmare DataMatrix, rmobanbHbiii
MASHTU(PUKALNOHHBIR  HOMEpP  TOprosom
eAUHALBI N WHAUBMAYaMbHLIR CEepPUHbIR
HOMEP TOProBO#N eAUHMULbI.

HononnumensHo Ha emopudHol ynaKoske
(Ha nayke KapmMOHHOLU) Ha aHanulcKoMm
A3blKe yKasaHO. TOProBo€ HaMMeHOBaHWe
NeKapCTBEHHOro npenapara,
MeXAYHapoaHoe HenaTeHToBaHHOE
HauMeHoBaHWe, fO3NPOBKA, NEKapCTBEHHAs
chopma n konu4ecTBo TabNeTok B ynakoBke,
Hagnuck «Antiaggreganty.

12. | CPOKIrogHOCTHU

2 ropa

CooteetcrByeT

' 3aknioueHme:

FeHepanbHbI AUPEKTOp:

Darta Bbinycka OKK: «22» oktabpsa 2025 r.
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