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1. | ONUCAHUE

BuayanbHblit. Kpyrnble asoskoBbinyknble Tabnetku ¢
hacKkol, MOKPBITHIE MMNEHOYHON OBOMNOYKON PO30BOrO
usera.

Kpyrnele pBoskoBeinyknble TabneTku ¢ dac-
KOW, NOKPbITbIE NAEHOYHONW 0BONOUKON Po-
30BOrO LBETa.

2. | NOANNHHOCTb

Y®-cnektpodoToMeTpusi. YOD-cnekTpbl NOrnoLweHns
MCNBLITYEMOTO U CTAHAAPTHOrG pacTBOPOB B obnactu oT
250 po 300 HM BOMKHBLI UMETH MAKCUMYMbI NPU O4HUX 1
TEX Xe AnuHaxX BOJH.

B3XX. Bpemsa yaepxumBaHus OCHOBHOFO MMKa Ha Xpo-
MaTOrpaMme MCMNbITYeMOro pacTBopa AJOSHKHO COOTBET-
CTBOBaTb BPEMEHU YAEPXMBAHWA NUKa knonugorpena
Ha XpomaTorpaMmme CTaHAapTHOrO pacTeopa (pasaen
«KonuuectBeHHOE onpegenerue»).

Y®-cnekrpodoTomeTpua. YO-cnekrpbl no-
IMOWEHUA WUCMBITYEMOTO W CTaHAapTHOrO
pacteopoB B o6nactu or 250 go 300 Hm
UMEIOT MaKCUMYMBbl NPU OAHUX U TEX Xe
ANNHAX BOSH.

B3XX Bpemsa yaepxvBaHUs OCHOBHOrO Nui-
Ka Ha XxpomarorpaMme WCNbITYeMOro pac-
TBOpa COOTBETCTBYET BPEeMEHU YAepxuBa-
HUS NUKA KNONUAOrPEna Ha xpomaTtorpamme
cTaHpapTHoro pacteopa (pasgen «Konwue-
CTBEHHOE onpejeneHney).

3. | CPEOHAA MACCA

e Po, 0©C.1.4.2.0009.15.
Or 248,56 A0 263,94 Mr (256,25 mr 1 3,0 %).

259,10 mr (+1,1%)

4. | PACTBOPEHUE Fe-Pe, 0©C.1.4.2.0014.15, (98%)
Y®-cnektpohoTOMETPUS. 98%
He mexee 80 % (Q) OT 3aaBNEHHOro KONU4EeCcTBa Knonu- 95%
porpena vepes 30 MUHYT. 100%
98%
96%
99%
5. | POOCTBEHHbLIE B3XX.
NMPUMECHU [Mpumeck A — He Gonee 1,2 %; 0,08%
npumeck C — He 6onee 1,5 %; 0,28%
€ANHNYHAA HeWAeHTUULMPOBaAHHaA NpUMech — He 6o- 0,00%
nee 0,2 %;
cymma npumeceis — He Gonee 2,5 %. 0,36%
6. | BOOA e PO, 09C.1.2.3.0002.15, metoa K. Puwepa.
He Gonee 7,0 %. 1,3%

7. | MUKPOBUOINOINMYECKAA
YUCTOTA

e Pd, O9C.1.2.4.0002.18, kaTeropua 3A.

ObLwee yucro aspobHBIX MUKPOOPraHM3MoB - He Gonee
10° KOE B 1 r (Mn);

ObLliee UNCNO APOMOKEBBIX W NAECHEBLIX rPubOB: He
6onee 10°KOE & 1 r (mn);

Escherichia coli: orcytctBue B 1 r (mn).

MeHee 20 KOEB 1T
MeHee 10KOEB 1T

He obHapy»xeHo

8. | OOHOPOOHOCTb

Fo PO, 09C.1.4.2.0008.18, cnoco6 1.

JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycrnosue He BLINOMHAGTCA,
To AV £ 15,0 % (n = 30), n ana 30/30 TabneTok KonuJe- AV10=7,3%
CTBEHHOE CcoAepXaHue Knonujorpena AOMKHO Haxo-
AuTbes B uHTepsane 0,75'M — 1,25-M.
9. | KONMNYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 75,72 mr
ONPEQENEHUE Ao 105,0 % ot 3anBNEHHOro KONU4YEeCTBa) B GAHON Tab- (101,0%)

neTtke.

10. | YNAKOBKA

Mo 10 TabneTok B KOHTYPHYK) RUYEHKOBYIO YNaKOBKY
(6nucTep) M3 NNEHKN NONMUBUHWUNXNOPUAHON U OoNbrun
aniOMUHWEBON UMW B KOHTYPHYIO AYENKOBYIO YNaKOBKY
(6nuctep) s nnenku MBX/MNBAX u donbrn anommHne-
BOA.

Mo 3 nnn 6 KOHTYPHBIX SYENKOBBIX ynakoBoK (Bnucrte-
poB) unun no 1 6aHke BMeCTe C MHCTPYKLMENR O Npume-
HEHWO B NaYky KapTOHHYIO.

Mo 10 TabneTtok B KOHTYPHYIO AYENKOBYIO
ynakoBky (6nuctep) u3 nnexku MBX/MNBAX un
donbru anioMMHNEBON.

Mo 3 KOHTYPHBIX AYEKOBBIX YNakoBok (6nu-
CTEpOB) BMECTE C WHCTPYKUuel no npume-
HEHMNIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA

lMepeauynas ynakoska

Ha koHmypHoii sielikosol yrnakoeke (bnucmepe) Ha
PYCCKOM $3biKe yKa3bleaiom: TOProBoe HauMeHoBaHue
npenapata c nNpeaynpeauTensHol Mapkuposkon ®,
MEXAYHAPOAHOE HENaTeHTOBAaHHOE HauMeHOBaHWe W
AO3NPOBKY (HA pPYCCKOM W aHIMMWACKOM  si3blkax),
nexkapcrseHHylo (hOpMy, HauMEHOBaHWEe  TOBAPHbIN
3Hak (naTUHULEW) AepXaTens  perucrpauuoHHOro
YyAOCTOBEPEHNA, HOMEp Cepuu, BaTy MCTEYEHUs cpoka
rOAHOCTH.

Mepsuy4Has ynaxoeka

Ha «xonmypHoli  sivelikosoll  ynakoske
(briucmepe) Ha pYCCKOM R3blKe YKa3aHo:
TOProBOE HaNMEHOBaHME npenapata ¢
npeaynpeauTensHoil  Mapkuposkon  ®,
MEXAYHapoaHoe HenaTeHToBaHHOe
HauMeHOoBaHNe U J03MPOBKA (Ha PYCCKOM U
SHINMMACKOM  AA3bIKax), neKkapcTeeHHas
(hopmMa, HaUMEHOBaHWE  TOBAPHbIVi 3HaK
(naTuHuuen) AepaTens perncTpaLmMoHHOro




HauMeHoBaHWe M  COAepXaHue  AeicTByloLWero
BelecTBa B OAHOW TabneTke, YCNOBWUA XpaHEHWSA,
npeaynpeauTencHoie Hagnuck «CofepXUT fnaxTosbl
MOHOTUAPaT», «XpaHuTb B HEBOCTYNHOM ANA AeTen
MecTe», «Mepen NpUMEeHEHNeM npenapara
O3HaKOMbTECH € Mpunaraemoii  MHCTPYyKUWEN»,
«MpuHUMaTL NO Ha3HaYeHUIO Bpayay», YCNOBUA OTAYCKA,
cnocob nNpUMeHeHus, Hapnueb «®» -
3apErncTpMpOBaHHbLIA  TOBAPHBI  3HAaK»,  HOMEpP
CBUAETENBCTBA O PErucTpauun TOBApPHOTO 3HaKa,
Homep PEerncTpaLmnoHHOro YAOCTOBEPEHNUS,
HaMMEHOBaHMe Aepxarens PErncTpaLmMoOHHOro
YAOCTOBEPEHUSl, €ro CTpaHy K TOBaPHbI 3HaK
(naTuHuLen), HaumeHoBaHWe, CTpaHy U ropos upMbl-
NPOUSBOANTENS, LITPUX-KOA, HOMEp cepuu, party
UCTEYEHUS CpoKa FOLHOCTM, LUTPUX-ko4 B cbopmare
DataMatrix, rno6anbHbli UAEHTUUKAUUOHHBI HOMEP
TOProBoil E€AWHWLB! W WHAMBUAYANLHBIA CEPUAHLINA
HOMEPp TOProBoW eANHNLBI.

HononHumensHo Ha emopuyvHoll ynakoeke (Ha nauke
KapmoHHOU) Ha aHenulicKoM S3blke yKasbleaiom:
TOProsoe HauMeHoBaHue feKapCTBEHHOro npenapara,
MEXAYHAPOLHOE HenaTeHTOBaHHOE HauMEHOBaHue,
JO3NPOBKY, NeKapcTBeHHylo OpMy M KOMUYECTBO
TabneTok B ynakoBske, Haanucb «Antiaggregant».
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BmopuyHasi ynakoeka Bmopuy4Has ynakoexa
Ha kapmorHol nauke Ha pycCKOM s3blKe yKaseigeaiom: | Ha kapmorHOU nauyke Ha pPYycCKOM SI3biKe
TOoproeoe HanmeHoBaHue npenaparta c YyKa3aHo: TOProeoe HanmeHoBaHue
npeAynpeauTencHOW Mapkuposkoi ®, mMexgayHapojHoe | npenapaTa c npeaynpeAuTensHOM
HenaTeHToBaHHOe HanmMeHoBaHue, AO3UPOBKY, MapKVIpOBKOVI ®, MEeXayHapoaHoe
¢)apmaK0TepaneBTuquKy|o rpynny, nexapCTBeHHYIo HenaTeHToBaHHoe HaumeHoBaHue,
d)opmy "n KONuU4ecTBO Tabnetok B ynakoBske, A03NpoBKa, chapmakoTepanesTUIeckas

rpynna,  nekapcTseHHas  gopma  u
KONMYecTBO  TabneTtok B  ynakoBke,

HauMeHoBaHue n copepxatne
OENCTBYIOLLIEro  BewecTBa B OAHOW
TabneTke, ycnosus XpaHeHus,

npegynpepuTtenbHsie Hagnuck «Cogepxut
naKTosbl  MoOHOrMApat», «XpaHuTe B
HEAOCTYNHOM SNA AeTel mecTe», «ilepes
NpUMEHEHWEM npenapaTa O3HaKoOMbTecb C
npunaraemoin UHCTpyKuueny», «lpuHumaTh
no HasHa4YeHWIo Bpaya», YCroBUA OTNYCKa,
cnoco® npumeHeHus, Hagnucb «®» -
3aperncTpUpPOBaHHbIi  TOBapHBIA  3HAKY,
HOMEp CBUAETENbLCTBA O perucTpaumu
TOBapHOro 3Haka, HOMEp PErMcTPaLMoHHOrO
YAOCTOBEPEHMNA, HAMMEHOBaHUE AepXKaTens
perncTpauuoHHOr0  YAOCTOBEPeHus, ero
CTpaHa ¥ TOBapHbI 3HaK (naTuHuUewn),
HaMMmeHoBaHWe, cTpaHa u ropog hupmbi-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP CEepuH,
AaTa UCTEYEHUA CpoKka rOgHOCTH, LUTPUX-
kof B copmate DataMatrix, rnobanbHblit
WASHTU(UKALUNOHHLIA  HOMEpP  TOProBoiA
eAVHUUbL W UHAMBUAYanbHbLIA CEPUAHLIA
HOMEp TOProBON efuHULbI.

HononHumensHo Ha emOpPuUYHOLl ynaKkoske
(Ha' nayke KapmoHHO({) Ha aHenuickom
f3bIKe yKa3aHO: TOPrOBOE HaMMEHOBaHMWE
JIEKapCTBEHHOTO npenapara,
MEeXAYHapOAHoe HEenaTeHTOBaHHOE
HanMeHoBaHue, JO3UPOBKA, NEKapCTBEHHaN
cdropma 1 KonUUeCcTBO TaGNeToK B ynakoBkKe,
Haanuck «Antiaggregant».
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