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AHANKU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: MNpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin S—————— Tpe6oBanusa HL Pe3ynbTathl aHanusa
OMNMUCAHUE Kpyrnble ABosikoBbinyknble TabneTku ¢ cackoi, nokpbl- | Kpyrnible fBOsikoBbINyknble TabneTku ¢ dac-
Tble NNeHoYHoN 060N0YKOI PO3OBOrO LiBETA. KOW, MOKPbITbIE NNEHOYHON 0BonoYkon po-
30BOro LUBETA.
2. | NOANMUHHOCTb Y®-cnekrpocdoToMeTpusi. Y®d-cnekTpbl nornoweHus | Y®-cnekrpocpotomeTpusi. YO-cnekTpsl no-
UCMbLITYEMOro U CTaHAApPTHOro pacTBOPOB B 06NacTu OT | rNOWEHWs MCNLITYEMOro W CTaHAapTHOro
250 20 300 HM AOMKHBI UMETb MAKCUMYMbl NPU OAHUX W | pacTBOpoB B obnactu oT 250 ao 300 HMm
TeX e ANUHaX BOJH. UMEIOT MakCUMyMbl NpU OAHWUX U TEX Xe
ANVHaX BOIMH.
B3XX. Bpemsa yaepxuBaHusi OCHOBHOrO nuka Ha xpo- | BOXKX Bpems yaepXuBaHWs OCHOBHOMO nu-
MaTorpamme MCnbITYEMOro pacTBopa AOMKHO COOTBET- | K& Ha XpomaTorpaMme WCMbITYeMoro pac-
CTBOBaTb BPEMEHW YAEPXUBAHWA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHM yAEpXuUBa-
Ha XpomaTorpamme CTaHAapTHOro pacteopa (pasAen | HWs nMuka KNonuAorpena Ha Xxpomatorpamme
«KonuyecTBeHHOE onpesenexHune). cTaHpapTHoro pacrteopa (pasgen «Konuve-
CTBEHHOE ornpejeneHune).
3. | CPEOHAA MACCA o PO, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 255,01 mr (-0,5%)
4. | PACTBOPEHUE re Po, 00C.1.4.2.0014.15, (97%)
Y®-cnekrpocoToMeTpUA. 97%
He meHee 80 % (Q) oT 3aABNEHHOro KONUYECTBa KNonu- 96%
paorpena yepes 30 MUH. 96%
97%
97%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumecsb A — He Gonee 1,2 %; 0,11%
npumeck C — He Gonee 1,5 %; 0,29%
eAVHNYHaA HeuaeHTUdULMPOBaHHas npumecb — He 6o- 0,02%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,47%
6. | BOOA ® PO, 0O®C.1.2.3.0002.15, MmeToa K. ®uwepa.
He Gonee 7,0 %. 1,4%

7. | MUKPOBUONOIMMMYECKASA | N'd P®, OPC.1.2.4.0002.18, kateropusi 3A.
YUCTOTA O6Lee uncno aspobHbIX MUKPOOPraHU3moB - He Gonee
10° KOE B 1 1 (Mn);

ObLlee 4MCcno APONOKEBLIX W NNECHEBbIX rPUGOB: He
6onee 10 KOE B 1 r (Mn);

Escherichia coli: otcytcTtene B 1 r (mn).

Menee 20 KOEB 11
Menee 10 KOEB 1T

He obHapyxeHo

8. | OQHOPOOHOCTb e P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV = 15,0 % (n = 10), ecnn ycnoeue He BbINOMHSAETCS,
To AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuye- AVi0=6,7%
CTBEHHOE COAEpXaHWe KNONWAOrpena AOJKHO Haxo-
AWTbCS B MHTepBane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 no 78,75 mr knonuporpena (ot 95,0 % 71,97 mr
ONPEQENEHUE A0 105,0 % ot 3asBneHHOro konu4yecTea) B OAHOW Tab- (96,0%)
neTke.
10. | YNAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoske Ha OO0 | lMpoussodcmeo, ¢pacoska u ynakoeka Ha

«MAKUN3-©APMA»:

Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO YMNaKOBKY
(6nucTep) M3 NNEHKU NONMUBUHUIXIOPUAHOW U ONbrn
anlMUHUEBON WNKU B KOHTYPHYIO AYEWKOBYIO YNakoBKY
(6nuctep) u3 nnexku NBX/MBOX n cdonbru antomuHue-
BOW.

Mo 3 unu 6 KOHTYPHBIX AYENKOBbLIX ynakoBok (6nucre-
poB) unu no 1 6aHke BMECTe C WHCTPYKUMEN NO NpumMe-
HEHMIO B NaYKy KAPTOHHYIO.

000 «MAKU3-©APMA»:

Mo 10 TabneTok B KOHTYPHYIO SAYEKOBYIO
ynakoBky (6nuctep) u3 nnexku MBX/MBAX un
donbru antoMUHNEBON.

Mo 3 KOHTYPHbIX AYENKOBBIX YNakoBok (6nu-
CTEepoB) BMECTE C MHCTPyKUWEW No npume-
HEeHMIO B NaYKy KAapTOHHYIO.

11. | MAPKUPOBKA MepeuyHas ynakoeka

Ha koHmypHol siyelikoeol ynakoeke (6nucmepe) Ha
PYCCKOM 5i3bIK€ yKa3bleéarom: TOProBoe HaumeHoBaHue
npenapata C npeaynpeAuTENbHOW MapkupoBkoid ®,
MeXAyHapoAHOEe HEenaTeHTOBaHHOE HaWMEHOBaHWE W
LO3UPOBKY (HA PYCCKOM W a@HrMWACKOM  A3blkax),
NeKapCTBEHHY0 (OpMy, HauMeHOBaHMEe  TOBApPHbI
3HaK  (naTuHUUENn) aepxaTens  perncrtpauuoHHOro

lMepsuyHas ynakoeka

Ha kowmypHolU  siyelikoeol  ynakoeke
(bniucmepe) Ha pyccKOM $i3blke yKa3aHo:
TOProBOE HaWMeHOBaHWe npenapata C
npeAynpeauTensHoi  MapkupoBkod  ®,
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe 1 J03MPOBKa (Ha PYCCKOM U
aQHTMACKOM  A3blkax),  JleKapCTBeHHas
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YAOCTOBEPEHUA, HOMEP Cepuu, AaTy NpPOU3BOACTBA
(npn pacoBke Ha OO0 «MAKU3-®APMA» paty
NPOW3BOACTBA HE HAHOCAT), AaTy WCTEYeHUs Cpoka
roAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYyCCKOM $i3blKe yKa3blearom:
TOproBsoe HauMmeHoBaHue npenaparta (v
npeaynpeanTensHON MapkupoBkoin ®, mexayHapoaHoe
HenaTeHToBaHHOEe HaumeHoBaHwue, [,03UPOBKY,
hapmakoTepaneBTU4ecKylo rpynny, nekapCTBEHHYIO
dopmy u  kKonuyecTBO Tabnetok B ynakoBke,
HauMeHOBaHWe U  CoAepXaHue  AEeNCTBYIOLEro
BelwectBa B OAHOW TabneTke, ycnoBuWs XpaHeHus,
npeaynpeautenbHole Haanucu «CoaepXuT nakTosbl
MOHOrMApPaT», «XpaHWTb B HEAOCTYNHOM ANA AeTen
MecTe», «Mepeg, npUMeHeHnem npenapara
O3HaKOMbTECL  C npunaraemon VHCTPYKUNEN,
«MpuHUMaTL NO Ha3HaYeHUIo Bpaya», yCrnosua oTnycka,
cnocob NPUMEHEHUS, Haanucb «®» -
3aperncTpupoBaHHbI  TOBapHbIN  3HaK»,  HOMep
cBuaeTensCcTBa O perucTpauum TOBApHOrO 3HakKa,
Homep perncTpaumoHHOro YAOCTOBEPEHMUS,
HaumeHoBaHue aepxaTens perncTpauvoHHoro
YAOCTOBEPEHUS, €ro CTpaHy U TOBapHbIA 3HaK
(naTuHWUeW), HaumeHoBaHWe W CTpaHy UpMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKN3-
GAPMA» yKkasblBalOT CTpaHy, TFOPOA), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npou3BOACTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa rOAHOCTU, LUTPUX-KOZ
B dopmarte DataMatrix, rno6anbHbIn
WAEHTUPUKALMOHHBIA HOMEpP TOProBOW €AUHULbI W
VNHAMBUAYanbHbIA CEPUNHBIA HOMEP TOProBOI €4 UHULbI.

[HononHumenbHo Ha 8mOpPuUYHOU yrnakoeke (Ha nauyke
KapmoHHOU) Ha aHenulcKOM $3blKe  yKa3blgatom:
TOProBOe HaWMeHOBaHWe nekapCTBEHHOro npenapara,
MEXAYHapOAHOE HEeNnaTEeHTOBaHHOE HaumeHoBaHue,
LO3UPOBKY, JIEKapCTBEHHYI0 (POPMY M  KONMYECTBO
TabneTok B ynakoBke, Haanuch «Antiaggregant».

dopma, HaUMEHOBaHWE  TOBApPHbIA 3HaK
(naTuHUUEn) aepxaTensa perncTpaumoHHOro
YAOCTOBEPEHUA, HOMEp cepuu, pjata
UCTEYEHMNA CpoKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU na4yke Ha PYyCCKOM $3blKe
yKa3aHo: TOprosoe HauMeHoBaHue
npenapara c npeAynpeanTenbHON
MapK1UpOBKOMN ®, MeXAyHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHue,
L03MpOBKa, hapmakoTepanesTuyeckas
rpynna, nekapcTBeHHas cdopma "
Konu4yectso  Tabnetok B ynakoBke,
HauMeHoBaHue " copepxaHue
AeWcTaylowero BeLllecTsa B  OAHOM
TabneTtke, ycnosus XpaHeHus,
npeaynpeautenbHole Haagnucn «CopepxuTt
nakTosbl  MOHOrMApaT», «XpaHuTb B
HEeAOCTYNHOM AnsA aeTen mecTex, «[lepeg
NpUMEHeHWeM npenapata O3HAKOMbTECb C
npunaraemMon WHCTpykuuen», «lMpuHumaTs
NoO Ha3Ha4YeHuIo Bpaya», YCnoBuA OTMyCkKa,
cnocob6 npuMeHeHusi, Haanucb «®» -
3aperucTpMpoBaHHbil - TOBapPHbLIA  3HaK»,
HOMEp CBUAETEeNbLCTBA O peructpauumn
TOBapHOro 3Haka, HOMep PerncTpaunoHHOro
YAOCTOBEPEHUS, HAUMEHOBaHWE AepxaTens
PEerucTpaunoHHOro  YAOCTOBEpPEHUs, ero
CTpaHa W TOBapHblii 3HaK (nNaTuHuuen),
HauMeHOBaHMWe, CTpaHa W ropoj UpMbI-
NPOU3BOAUTENS, LUTPUX-KOL, HOMEP cepuu,
faTta WUCTeYeHUs cpoka FOAHOCTH, LUTPUX-
koA B popmate DataMatrix, rmobanbHbii
WAEHTUMUKALMOHHBIN  HOMEpP  TOProBoOWA
€AVHULbI 1 WUHAMBUAYanNbHbIA CEpPUNAHBLIA
HOMEp TOProBOW AUHMULbI.
HornonHumenbHO Ha 8MOpUYHOU yrnakoeke
(Ha nayke KapmoHHOU) Ha aHenulickom
f3bIKE YKa3aHO: TOProBO€ HauMEHOBaHWe
JIEKapCTBEHHOroO npenapara,
MeXAYyHapoAHoe HenaTeHToOBaHHOE
HauMeHoBaHuWe, A03VPOBKa, NeKapCTBEHHAN
dopma 1 konu4ecTso TabneTok B ynakoBke,
Haanuch «Antiaggregant».

12. | CPOKI'OQHOCTH

2ropa
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