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Ne HARMERGEAHNAS Tpe6oBanus H Pe3ynbTaTthl aHanusa
n/n nokasarens
1. | ONMUCAHUE Kpyrnble ABOsikOBbINYykKNble TabneTku ¢ cackoi, nokpel- | Kpyrnble ABOSIKOBLINYKIbIE TabneTku ¢ ac-
Tble NNeHoYHoU 060NOYKOIA PO30BOro LiBETA. KOW, NOKPbITbIE NNEHOYHON 0BONOoYKON po-
30BOrO LBeTa.
2. | NOOANUHHOCTb Y®-cnektpochotomeTpusi. Y®d-cnektpel nornowlenus | Y®-cnekrpodotomMeTpus. Yd-cnekTpbl no-
UCNbITYEMOro 1 CTaHAapTHOrO pacTBOPOB B 06M1acT OT | FNOWEHUA WCNbITYEMOro W CTaHAapTHOro
250 p0 300 HM AOMKHBI UMETb MaKCUMYMbl NPU OAHWUX U | pacTBopoB B obnactn oT 250 Ao 300 HM
TeX e ANVNHaX BOSH. MUMEIOT MakCUMyMbl MPU OAHUX W TeX xe
ANUHAX BOJSH.
B3XX. Bpems yAepXuBaHUs OCHOBHOTO Nuka Ha xpo- | BAOXKX Bpems yaepxusaHusi OCHOBHOrO nu-
Matorpamme UCMbITYEMOro pacTBopa AO/MKHO COOTBET- | kKa Ha XpoMaTorpamme WCMbITYEMOro pac-
CTBOBaTb BPEMEHW YAEPXMBAHWA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU yAepXuBa-
Ha XpomaTorpamme CTaHAapTHOro pacTBopa (pasjen | HWUsi Muka KNomUAOrpena Ha xpomarorpamme
«KonuuecTBeHHOE onpeaeneHne»). CTaHAapTHoro pacteopa (pasgen «Konuye-
CTBEHHOE onpejeneHuney).
3. | CPEQHAA MACCA e Po, 0®C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr £ 3,0 %). 259,46 mr (+1,3%)
4. | PACTBOPEHUE e Po, 0®C.1.4.2.0014.15, (97%)
Y®-cnektpocdoToMeTpus. 94%
He menee 80 % (Q) oT 3asBNEHHOro kKonuyecTsa Knonu- 98%
porpena yepes 30 MUH. 98%
98%
99%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,10%
npumeckb C — He 6onee 1,5 %; 0,03%
€AVHUYHAn HenaeHTUUUMpOoBaHHan NpumMeck — He 6o- 0,04%
nee 0,2 %;
Ccymma npumeceii — He 6onee 2,5 %. 0,24%
6. | BOOA re Po, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONMOTUMYECKASA | NP Pd, OPC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6Lee yncno aspobHeIX MUKPOOPraHU3MoB - He Gonee Menee 20KOEB 1T
10°KOEB 1T (mn);
ObLiee u4nCnO APOMNOKEBBLIX W MNECHEBLIX PUGOB: He Menee 10KOE B 1T
Bonee 10> KOE B 1 1 (Mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He o6HapyxeHo
8. | OQHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
[N O3UPOBAHUA AV < 15,0 % (n = 10), ecnn ycnosue He BLINOMHAETCS,
To AV = 15,0 % (n = 30), u ans 30/30 TabneTok konuye- AVio=4,9%
CTBEHHOE CcoAepXaHwe Knonuaorpena AOMKHO Haxo-
AuTbeA B uHTepsane 0,75-M — 1,25-M.
9. | KONMUWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 74,79 mr
ONPEAENEHUE A0 105,0 % oT 3asBneHHOro konuyecTea) B 0pHON Tab- (99,7%)
netke.
10. | YMMAKOBKA lpu npoussodcmee, ghacoeke u/unu ynakoske Ha OO0 | [Mpoussodcmeo, ¢hacoseka u yrakoska Ha
«MAKU3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabreTok B KOHTYpHylW sAueiikoBylo ynakosky | Mo 10 Tabnetok B KOHTYPHYI SYENKOBYIO
(6nucTtep) M3 NneHkn NONUBUHWUNXNOPUAHON U cbonbrin | ynakosky (6nuctep) ua nnexku MBX/MBOX
anioMUHUEBOW UMM B KOHTYPHYIO SYEKOBYIO YNnakoBKy | ChONbri anioMUHUEBOIA.
(6nuctep) n3 nnexHkun NBX/NBOX u cdonbru anioMuHmne-
BOM.
Mo 3 unn 6 KOHTYpPHbIX SYENKOBbIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYERKOBLIX ynakosok (6nu-
pos) unu no 1 6aHKke BMeCTe C MHCTPYKUMEA No npume- | CTEPOB) BMECTE C WHCTPYKLMENR NO npume-
HEHWUIO B NayKy KAPTOHHYIO. HEHWIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lNMepsu4Has ynakoeka lNMepeuyHas ynakoeka
Ha koHmyproli siyelikosoli ynakoske (6nucmepe) Ha | Ha  koHmypHol  siyelikogol  ynakoeke
PYCCKOM £3bIKe yKa3blgarom: TOProBoe HaumeHoBaHue | (6/ucmepe) Ha pyccKOM $3biKe yKa3aHO:
npenapara c npeAynpeAuTenbHOW MapkupoBko ®, | TOProBoe HauMeHOBaHWe npenapata ¢
MEXAYHapOAHOE HEenaTeHTOBAHHOE HauMEeHOBaHWe U | NpeAynpeauTenbHOi — Mapkuposkon — ®,
DO3MPOBKY (Ha PYCCKOM W aHIMWIACKOM A3blkax), | MEXAyHapoaHoe HenaTeHToBaHHOEe
neKapcTeeHHyl (OpMy, HauMeHOBaHWEe  TOBapHbIA | HaUMEHOBaHWE W 403NPOBKA (Ha PYCCKOM U
3HaK _ (naTuHuuen) AepxaTens perncTpauumoHHOro | aHrMWACKOM  si3blkax),  JNIeKapcTBeHHas
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YAOCTOBEpPEHUs, HOMEp Ccepuu, AaTty MpPOU3BOACTBA
(npn  cacoske Ha OO0 «MAKU3-®APMA» paty
NPOW3BOACTBA HE HAHOCAT), AaTy MWCTEYEHWUs Cpoka
roAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU na4ke Ha pyCCKOM Si3bIKe yKa3bi8arom:
TOprosoe HauMeHoBaHue npenapara c
npeaynpeanTensHoN Mapkuposkoi ®, mexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue, [03UPOBKY,
chapmakoTepaneBTUYECKYIO TPYNMy, JIEKAPCTBEHHYIO
dopmy u  konuyecTBO TaBNETOK B ynakoBke,
HauMeHOBaHME 1 COAEpXaHue  AEeUCTBYHLLEro
BelecTsa B OAHOA TabneTke, YCMOBWUS XpaHeHus,
npeaynpeautencHole Haanucn «COAEPXUT NakTo3bl
MOHOrMApaT», «XpaHuTb B HEAOCTYMHOM ANs AETew
mecTey, «Mepeg, NpPUMEHEHNEM npenaparta
O3HaKOMbTECh c npunaraemowm VHCTPYKLUER»,
«[puHUMaTL NO Ha3HaYEHUIO Bpayay, yCNoBUs OTNyCKa,
cnoco6 NPUMEHEHUS, Haznucb «®» -
3aperucTpMpoBaHHbIi ~ TOBAPHbIA  3HAK», HOoMep
CBUAETeNbCTBA O perucTpauum TOBapHOrO 3Haka,

HomMep perncTpaLymoHHOro YAOCTOBEPEHUS,
HaumMeHoBaHue Aepxatens perncTpaumoHHoro
YAOCTOBEPEHWUA, €ro CTpaHy W TOBapHbI  3HakK
(naTuHuuen), HauMmeHOBaHME U CTpaHy UPMbI-

npoussoauTens (npu npoussogctee Ha OO0 «MAKU3-
®APMA» ykasblBalOT CTpaHy, ropod), LUTPUX-Koa,
HOMEep cepuu, AaTy NPOU3BOACTBA (MpW NPOW3BOACTBE
Ha OO0 «MAKU3-OAPMA» paTy npou3BoacTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTY, LUTPUX-KOA
B topmare DataMatrix, rno6anbHbIv
WAEHTUMDUKALNOHHBIA HOMEP TOProBOW EAUHULBI W
VHAUBUAYaNbHbIA CEPUMAHBIA HOMEP TOPrOBON €4UHULIbI.

LononHumensHo Ha 8mopu4HOU yrnakoske (Ha rnauxe
KapmoHHOU) Ha aHenulickOM S3blKe  yKa3blearom:
TOProBOE HauMEHOBaHWE NeKkapCTBEHHOro npenapara,
MEXAYHapoAHOe HenaTeHTOBaHHOE HauMEHOBaHue,
AO3UPOBKY, NEKapCTBEHHYIO OPMYy U  KONWYECTBO
Tabnetok B ynakoBke, Haanuch «Antiaggregant».

¢dopma, HauMEHOBaHWe  TOBapHbIi 3HaK
(naTuHuuen) aepxartens perucTpaunoHHoro
YAOCTOBEpPEHWs, HOMEep cepuu, gara
MCTEYEHNs Cpoka rofHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pycckoMm Ssi3bike
yKasaHo: TOprosoe HaumMeHoBaHue
npenapara c npeAynpeauTenbHOM
MapKUpPOBKOW ®, MeXyHapoAHoe
HernaTeHToBaHHOe HauMeHoBaHwue,
[,031pOBKa, hapmakoTepaneBTUyeckas
rpynna, nekapcTBeHHas opma ]
konu4yectBo  Tabnetok B ynakoBke,
HaumeHoBaHue " coaepxaHue
AENCTBYIOLIEro  BEWecTBa B  OAHON
Tabnetke, ycnosus XpaHeHus,
npeaynpeautensHole Hagnucu «Coaepxut
NakTo3bl  MoHoruapaT», «XpaHuTb B
HEeAOCTYNHOM AnsA fneTei mectex, «[Mepep
NpUMEHeHWeM npenaparta O3HaKOMbTECH C
npunaraemMovt MHCTpykuuen», «MpuHuMaTh
NO Ha3Ha4YeHWI0 Bpayay, YCroBUsi OTNYCKa,
cnocob npuUMeHeHusi, Haanucb «®» -
3aperucTpupoBaHHbIi  TOBApHbIA  3HAK»,
HOMEp CBuAETenbCcTBa O perucTpauumn
TOBApHOro 3Haka, HOMep PerucTpPaunoHHOro
YAOCTOBEPEHUSA, HaUMEeHOBaHWe AepxaTens
PerucTpauuoHHOro  yAOCTOBEPEHUSi, €ro
CTpaHa W TOBapHbIN 3HaK (NaTUHULEN),
HauMeHoBaHue, cTpaHa W ropoa UpMbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP CEPUM,
AaTa UCTEYEHUs CpoKka FOAHOCTM, LUTPUX-
koa B cbopmaTte DataMatrix, rnoBanbHbiit
VAEHTUUKALMOHHBIA ~ HOMEpP  TOProBon
€AUHUUBI N WHAWBUAYANbHbLIA CEePUIAHBINA
HOMEp TOProBOW eAuHULbI.
HornonHumensHo Ha emopuyHol ynakoske
(Ha na4yke kapmoHHOU) Ha aHanulickom
S3bIKe yKa3aHO. TOProBOE HauMeHOBaHWe
neKapCcTBEHHOrO npenapara,
MeXAyHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHue, A03MpOoBKa, NeKapCTBEHHANA
¢opma 1 konuyecTBo TabNETOK B ynakoske,
Hagnuck «Antiaggreganty.
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