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1. | ONMUCAHUE Kpyrnble ABOAKOBbINYKNble TabneTkn ¢ cackown, nokpbl- | Kpyrnele ABOsKOBbLINYKNbIE TabneTku ¢ cac-
Tbl€ NNEHOYHON 060NoYKON PO30BOro usera. KOi, MOKPBITBIE NNEHOYHOW O0BOMOYKOIA po-
30BOro LBeTa.
2. | NOANIMHHOCTL Y(D-cneKTpoq)oromeTpun. Y®-cnekTpsl  nornotenns yw-cnex'rpod)oromeTpuﬂ. Y®-cnektpel no-
WUCTLITYEMOro U CTaHAaPTHOrO PacTBOPOB B 06racT oT [MIOLEHNsI  MCMBITYEMOrO U CTaHAapTHOro
250 10 300 HM AOMKHBLI UMETD MakCUMyMbl NPU OAHMX U | PacTBOpoB B o6nacTu oT 250 po 300 Hm
TEX Xe ANUMHAX BOMH. VUMEIOT MaKCUMYMbl MpPU OfHUX U Tex xe
ANNHAX BOMH.
B3XX. Bpemsi yaepxusanus OCHOBHOrO nuka Ha xpo- | BXX Bpems YAEPXUBaAHUA OCHOBHOrO nu-
MaTorpamMmme UCrbITYeMOoro pacTBopa AOMKHO COOTBET- | ka Ha XpoOMarorpamMme WCMbLITYEMOro pac-
CTBOBaTb BPEMEHU YAEpPXMBAHUA nuKa Knonujorpena | TBopa COOTBETCTBYET BpemeHM yAepxuBa-
Ha XpomartorpamMme CTaHaapTHOro pacTeopa (paspen | Hus nuka Kronuaorpena Ha xpomarorpamme
«KonuuyectsenHoe onpegenexHue). CTaHAapTHOro pacteopa (pasgen «Konuue-
CTBEHHOE onpeaeneHue»).
3. | CPEOHAA MACCA F'® PO, O®C.1.4.2.0009.15.
Ot 248,56 f0 263,94 Mr (256,25 mr + 3,0 %). 255,95 mr (-0,1%)
4. | PACTBOPEHUE e PO, 00C.1.4.2.0014.15, (98%)
ytb-cnempod)oromerpuﬂ. 102%
He menee 80 % (Q) ot 3aseneHHoro KonuyecTtsa Knonu- 101%
Aorpena yepes 30 MUH. 97%
97%
97%
96%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A - He Gonee 1,2 %: 0,05%
npumeck C — He Gonee 1,5 %:; 0,09%
€AMHNYHan HenaeHTUULMpoBaHHas npumechb — He 6o- 0,03%
nee 0,2 %;
Cymma npumeceit — He 6onee 2,5 %. 0,19%
6. | BOOA o Po, 0®C.1.2.3.0002.15, MmeToa K. ®uwepa.
He Gonee 7,0 %. 1,4%

7. | MUKPOBUONOIrNYECKAA | ro Po, O®C.1.2.4.0002.18, kateropus 3A.
YUACTOTA ObLyee uncno aspoBHLIX MUKPOOPraHN3MOB - He Gonee

10° KOE B 1 r (mn):

Oblyee 4MCNO APOMOKEBBLIX M MNECHEBbIX rpubos: He
Gonee 10°KOE B 1 r (mn);

Escherichia coli: otcytctBue 8 1 1 (mn).

MeHee 20 KOEB 1 1
MeHee 10 KOEB 1

He o6HapyxeHo

Ha koHmyproii syelikosoli ynakoeke (6nucmepe) Ha
PYCCKOM fi3bIKe yKa3biealom: TOProBoe HanMeHOBaHue
npenapata c npegynpeguTensHO Mapkuposkor ®,
MEXAYHapoAHOe HenaTeHTOBAHHOE HauMeHOBaHue u
AO3NPOBKY (HAa pYCCKOM W  aHrnUiCKom A3blkax),
NeKapCTBeHHY0 hopMy, HauMeHoBaHue TOBapHbIN
3Hak _ (natunuuen) pepxarens perucTpaumoHHoro

8. | OOHOPOOHOCTL '®d PO, 0®C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUSA AV =150 % (n = 10), ecnn YCNoBue He BbINOMHSETCS,
TOAV<150% (n = 30), v ans 30/30 TabneTok konuye- AVi0=5,9%
CTBEHHOE CoAepXaHue KNoNWAOrpena AOMXHO HAaxo-
ANTbCA B MHTepBane 0,75-M — 1,25-M.
9. | KONTIMYECTBEHHOE B3XX. OT 71,25 50 78,75 mr knonugorpena (ot 95,0 % 74,83 mr
ONPEOENEHUE Ao 105,0 % ot 3aseneHHoro konuyecTtsa) B ogHON Tab6- (99,8%)
netke.
10. | YMAKOBKA IMpu npoussodcmee, gpacoexe u/unu ynakoeke Ha OOO | [Mpouseodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKUN3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHYIO sAueitkoBylo ynakosky | Mo 10 TaGneTok B KOHTYPHyIO sYeiikoByio
(6nuctep) us nnexku NONUBMHUNXNOPUAHON U honbru ynakosky (6nuctep) ua nneHku NBX/MBAX un
anioMUHNEBON UNN B KOHTYPHYIO AYENKoBYIO ynakosky | chombru anioMuHueBon.
(6nuctep) us nnexku MBX/MBAX v conbru aniomunme-
BOW.
o 3 unu 6 KOHTYPHBIX SYEiKoBBIX ynakosok (6nucte- | Mo 3 KOHTYPHbIX AYEIKOBbIX ynakosok (6nu-
poB) unu no 1 GaHke BMecTe ¢ WHCTPyKUMeit No npume- | cTepos) BMecTe ¢ VHCTPyKUMen no npume-
HEHWIO B NaYKy KapTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepeuynas ynakoeka lepeuyHas ynakoeka

Ha  koHmypHoi  sweiikoeoii ynakoeke
(6riucmepe) Ha pycckom s3bike yKasaHo:
TOProBOE HaumeHoBaHue npenapata ¢
MPEAynpeaAnTensHO  mapkuposkoit  ®,
MeXayHapogHoe HenaTeHToBaHHoe
HaUMEHOBaHWe 1 403UPOBKa (Ha PYCCKOM W
AHIMIMACKOM  si3blKax), JleKkapCcTBeHHas
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YAOCTOBEPEHUA, HOMEp cepuu, AaTy NpOWU3BOACTBA
(npn  cbacoBke Ha OO0 «MAKU3-GAPMAY aarty
NPON3BOACTBA HE HAHOCAT), AaTy WUCTEYEHMS cpoka
rOAHOCTH.

BmopuyHas ynakoexa

Ha kapmonHod nauke Ha pycckom ssbike yKaabigarom:
Toprosoe HanmeHoBaHue npenapara c
NPeAynpeAnTensHON MapkUpoBKoii ®, MeXayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue, L03MPOBKY,
bapmakoTepanesTuleckyto rpynny,  nekapcTBeHHyo
dopmy M KonuyecTBO Tabnetok B ynakoBke,
HaumeHoBaHWe u  cogepxaHue AeiicTaylowlero
BéllectBa B oAHOW Tabnetke, ycnosus XpaHeHus,
Npe€AynpeauTenbHole Haanucn «CogepkuT nakTo3bl
MoHOrmapary, «XpaHutb B HEAOCTYNHOM Ans peTten
mMecTey, «Mepeg npUMeHeHnem npenapara
O3HaKOMbTECL  C  npunaraeMoi  WHCTPyKUMeiy,
«[MpuHUMaTh no HazHaueHuo Bpaya», ycnosusa oTnycka,
cnoco6 NPUMEHeHUs, Haanuch «®» -
3aperucTpupoBaHHbIA  TOBApHBLIN  3HAK», Homep
CBUACTENbCTBA O PErucTpauuM TOBapHOrO  3Haka,
Homep perucTpaumoHHoro YAOCTOBEpPEHUs,
HaumeHoBaHue Aepxartens perucTpauuoHHoro
YAOCTOBEPEHUS, ero CTpaHy U TOBapHbI  3HaK
(naTuHuuen), HaumeHoBaHME u CTpaHy upmbi-
npoussoauTens (npu nponssoactee Ha 000 «MAKU3-
®APMA»  ykasbiBaloT CTpaHy, ropoA), LITPUX-KOA,
HOMEp cepuu, AaTy NPOM3BOACTBA (NpM NPOU3BOACTBE
Ha 000 «MAKU3-GAPMA» AaTy npousBoACTBa He
HaHOCAT), AaTy UCTEUEHNs CPOKa rOAHOCTH, LITPUX-KOA
B thopmare DataMatrix, rnobanbHbIn
NAEHTUDUKALNOHHbIN HOMEp TOProBoOW eauHuLbl |
VHAWBUAYaNbHBIA CEPUIAHBIA HOMEP TOProBom €AVNHULbI.

HornonHumenesHo Ha 6MOopuYHOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHanulickoM S3bike YyKa3abigarom:
TOProBOoe HaWMEHOBaHWe NekapcTBEHHOro npenapara,
MEXAyHapoAHOEe HenaTeHTOBaHHOe HanmeHoBaHue,
AO3NPOBKY, neKapCTBEHHYI0 OPMy U  KOAMYECTBO
TabreTok B ynakoske, Haanuch «Antiaggregant».

dopma, HaumeHoBaHue TOBApHLIA 3HaK
(naTuHuuen) gepxarens perucTpaunoHHoro
YAOCTOBEpPEHMA, HOMep cepuu, para
UCTEYEHUsI CpOKa roA4HOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOi nayke Ha PYCCKOM Si3biKe
yKasaHo: TOproBoe HaumMeHoBaHue
npenapara c npeaynpeauTensHon
MapKUpOBKOW ®, MexayHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHue,
L03MpOBKa, thapmakoTtepanesTuyeckas
rpynna, nekapcTBeHHas topma "
konuyectso  Tabnetok B ynakoBke,

HauMeHoBaHue " coaepxaHue
AGiCTBYIOLlEro  BeljecTsa B OAHOIA
Tabnetke, ycnosus XpaHeHus,

NpeaynpeautensHole Haanucn «Copepxut
nakTosbl  MoHOrMapat»,  «XpaHuTb B
HEAOCTYNHOM Ans feTeit mecTe», «[epepn
NPUMEHEHNEM npenapaTa 03HaKOMbTECh C
npunaraemon MHCTpykumen», «MpuHumaTh
N0 HasHa4eHuio Bpaua», yCrnoBuUs OTMycKa,
cnocob npumeHeHus, Hagnuce «®y» -
3apErucTpupoBaHHbIA  TOBAPHLIN  3HaKy,
HOMEp cBuaeTenbCcTBa O perucTpauuu
TOBapHOro 3Haka, HOMep PerucTpaLNoHHOro
YAOCTOBEPEHUs, HaMMEHOBaHWe AepxaTens
PErncTpaunmoHHoro  yaoctosepeHus, ero
CTpaHa U TOBapHbIA 3HaK (naTuHuuen),
HanMeHoBaHue, cTpaHa u ropos cuUpMbI-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP cepuu,
Aata UCTEYeHUs Cpoka FOAHOCTH, LUTPUX-
koa B bopmate DataMatrix, rno6anbHbIi
WAEHTU(UKAUMNOHHLIN  HOMep TOpProBoW
€AVHULBL U WHAWBMAYAmbHBIA CEpPUIHBIA
HOMep TOpProBoii eguHMLbI.

HornonHumernbHo Ha 8MOPUYHOU ynakoske
(Ha nayke kapmoHHOU) Ha aHanulickom
A3blKe yKa3aHO. TOProBOE HaMMeHOBaHue
JleKapCTBEHHOro npenapara,
MeXzayHapogHoe HenaTeHToBaHHoOe
HaumeHoBaHue, 4031UpPOBKa, NleKapCcTBEHHAS
¢dopma u konuuecTso TabneTok B ynakoske,
Haanuch «Antiaggreganty.

12. | CPOK roaHOCTH 2 ropa CootseTcTayeT
3aknioyeHume: CooTtBeTcTByeT TpeboBaHusaM J1N-006376-290720, U3Mm. Ne1, 2, 3
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