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N HaumeHoBanue Tpe6oBanusa HO Pe3ynbTaTthl aHanusa
n/n nokasarens P y
1. | ONMUCAHUE Kpyrnbie ABosikOBbINyKnble TabneTku ¢ cackoid, nokpbl- | Kpyrnble 4BOsKOBLINYKAbIE TabneTku ¢ cac-
Tble NNEeHOYHON 060NOYKOM PO30BOro LBETA. KO, NOKPbITbIE NNEHOYHON 0BONMOYKON po-
30BOro LUBeTa.
2. | NIOANMNMHHOCTb Y®-cnektpochotomeTpun. Y®-cnektpbl nornoiieHus | Y®-cnekrpodhotometpusa. Yd-cnekTpel no-
UCMNbITYEMOro U CTaHAaPTHOrO PacTBOPOB B 06/1aCTh OT | rMOLIEHUS WCMLITYEMOrO U CTaHAapTHOro
250 p0 300 HM AOMKHBI UMETL MaKCUMYyMbI NPY OAHWUX U | pacTBopoB B obnactu oT 250 Ao 300 HM
TeX Xe ANUHAaX BOSH. UMEIOT MaKCUMyMbl NPU OAHUX U Tex e
ANVHaxX BOMH.
B3XX. Bpems yaepxusaHus OCHOBHOrO nuka Ha Xxpo- | BOXKX Bpems yaepxuBaHUA OCHOBHOMO nu-
mMaTtorpaMMe WCrbITYyEMOro pacTeopa AOSMKHO COOTBET- | ka Ha XpoMaTorpamMme WCMbITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHUS NWKa KNONMAOrpena | TBOpa COOTBETCTBYET BPEMEHW YAEPKUBaA-
Ha XpomartorpamMme CTaHAaPTHOrO pacTeopa (pasAen | HWS nuka KNOMMAOrpena Ha XxpomaTtorpamme
«KonuyecteeHHoe onpeseneHue). cTaHpapTHoro pacteopa (pasaen «Konuye-
CTBEHHOE onpejenexuney).
3. | CPEOHAA MACCA e PO, 0O®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 255,90 wmr (-0,1%)
4. | PACTBOPEHUE re Po, 09C.1.4.2.0014.15, (94%)
Y®-cnektpodoTomeTpus. 93%
He menee 80 % (Q) oT 3asABNEHHOro KONUYECTBa KNonu- 93%
porpena yepes 30 MUH. 94%
94%
96%
95%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumecsb A — He Bonee 1,2 %; 0,03%
npumeck C — He 6onee 1,5 %; 0,03%
€ANHWYHAsA HeuaeHTUdPUUMpOBaHHaA npumMech — He 6o- 0,03%
nee 0,2 %;
cymma npumecen — He Gonee 2,5 %. 0,13%
6. | BOOA re Po, 090C.1.2.3.0002.15, meTtoa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOJNOMMYECKASA | F'd P®, OPC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6bLee uncno aspobHbIX MUKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
Obujee 4MCno APOMOKEBLIX W MIECHEBbLIX rpubOB: He Meree 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb o Po, 0®C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
To AV < 15,0 % (n = 30), u ans 30/30 TabneTok konuye- AVi0=8,9%
CTBEHHOE CoAepXaHue Knonuaorpena AOMKHO Haxo-
Antbea B uHTepsane 0,75-M - 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,29 mr
OMNPEQENEHUE A0 105,0 % ot 3asBnNeHHOro konu4yecTsa) B OA4HOI Tab- (101,7%)
netke.
10. | YNAKOBKA lpu npouseodcmee, ¢hacoske u/unu ynakoeke Ha OO0 | lMpoussodcmeo, ¢hacoeka u ynakoska Ha
«MAKU3-©APMA»: 000 «MAKU3-©APMA»:
Mo 10 TabneTok B KOHTYPHyK s4elikoByl ynakoky | Mo 10 TabrneTok B KOHTYPHYI S4eiikosyio
(6rmcTep) U3 NneHkn NONMBUHUNXMOPUAHOM M onbru | ynakosky (6nucTep) us nnewku MBX/MBOX
anloMUHUEBON UMM B KOHTYPHYIO AYEWKOBYID YNakoBKy | (pONbr antoMUHUEBOMN.
(6nuctep) ns nnexku NBX/MBAOX v cdonbri antoMuHne-
BOW.
Mo 3 nnu 6 KOHTYPHbIX AYENKOBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYENKOBLIX yNakoBok (6ru-
poB) unu no 1 6aHke BMECTEe C MHCTPYKLWEN NO NpUMe- | CTEPOB) BMECTE C UHCTPYKUMEN NO npume-
HEHUIO B NaYKy KAPTOHHYH. HEHUIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepeuyHas ynakoeka
Ha koHmypHoii siyeiikosoli ynakoeke (6nucmepe) Ha | Ha  koHmypHoli  siyeiikoeoll  yrakoske
PYCCKOM 53blKe yKa3blealom. TOProBoe HaumeHoBaHue | (brucmepe) Ha PYCCKOM si3bIKe yKa3aHo:
npenapata C npeaynpeAuTeNbHOM MapkupoBkoW ®, | TOproBoe HauMMeHoBaHue npenapata C
MEXAYHAPOAHOE HENaTeHTOBAHHOE HaWMEHOBaHWE U | NPeAynpPesuUTEeNnbHON  MapkupoBkoil — ®,
AO3UPOBKY (Ha PYCCKOM U @HrAMACKOM A3blkax), | MexayHapoaHoe HenaTeHToBaHHOE
neKapcTBeHHyl (POPMY, HaMMEHOBaHMe  TOBAPHbI | HaUMEHOBaHWe W 403UPOBKA (Ha PYCCKOM M
3HaK _ (naTuHuuei) AepxaTens pPerucTpaumoHHOro | aHrIMACKOM  si3blkax),  nekapcTBeHHas
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YAOCTOBEPEHUA, HOMEp Ccepuu, AaTty NpPOU3BOACTBA
(npn  dacoske Ha OO0 «MAKU3-®APMA» paty
NPOV3BOACTBA He HAHOCAT), AaTy WCTEYeHUs Cpoka
roAHOCTH.

Bmopuy4Has ynakoeka
Ha kapmoHHOU nayke Ha pYCcCKOM Si3blKe yKa3blearom:.
TOproeoe HaumeHoBaHue npenaparta c

npeAynpeauTenbHOW MapkupoBkoit ®, mexayHapogaHoe
HenaTeHTOBaHHOE HauMeHoBaHue, L,03UPOBKY,
dhapmakoTepaneBTU4ECKyl0  rpynny, NeKapCTBEHHYIO
dopmy un kKonuyecTBO Tabnetok B  ynakoBKe,
HauMeHoBaHWe 1  COAepXaHue  [enCTByKLLero
Belwectsa B OAHON TabneTke, yCnoBUS XpaHeHus,
npeaynpeautenbHble Haanucu «COAEpXUT nakTo3bl
MOHOrUApaT», «XpaHWTb B HEAOCTYMHOM ANs AeTew
mMecTey, «Mepeg npUMeHeHnemM npenapara
O3HaKoOMbTECb c npunaraemom MHCTPYKUUENY,
«[MpuHMMaTL NO Ha3HaYeHWIo Bpa4ay, yCroBUSt OTNYCKa,
cnocob NpUMeHeHus, Hajanucb «®» -
3aperucTpupoBaHHbIi  TOBAapHbI  3HaKk»,  HOMep
cBuaeTenbcTsa O PperucTpauum TOBApHOrO  3HakKa,
Homep perucTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxatens perncTpaymMoHHOro
YAOCTOBEpPEHUs,, €ero CTpaHy W TOBapHbI 3HaK
(naTuHuuen), HauMeHoBaHWe W CcTpaHy UPMbI-
npoussoauTensa (npu npoussoactee Ha OO0 «MAKU3-
®APMA» ykasblBaloT CTpaHy, ropoa), LUTPUX-KoA,
HOMEep cepuu, AaTy NMPOM3BOACTBA (NMpW NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paaTy npousBOACTBa He
HaHOCAT), AaTy UCTEYEHUs CPOoKa FOAHOCTH, LUTPUX-KOZ
B cdopmare DataMatrix, rnobanbHbI
NAEHTUPUKALUMOHHBIN HOMEP TOProBOW €AWHULUbLI 1
MHAWBNAYasbHbBIA CEPUNHBIA HOMEP TOPTrOBOW €ANHULLbI.

HononHumenbHO Ha 8MOPUYHOU ynakoeke (Ha nauyke
KapmoHHOU) Ha aHenulickoM S3biKe yKa3bigarom:
TOProBOe HauMeHOBaHWEe NEeKapCTBEHHOro npenapara,
MEXAYHapoAHOe HenaTeHTOBAaHHOE HauMeHOBaHMe,
[LLO3NPOBKY, NEKapCTBEHHY opMy U KONUYECTBO
TabneTok B ynakoske, Haanuchb «Antiaggregant».

¢dopma, HaMMeHOBaHWE  TOBAapHbLI 3HaK
(naTuHuue) aepxaTens perucTpauroHHoro
YAOCTOBEPEHUS,, HOMEep cepuu, JaTta
UCTEYEHNSA CPOKa FOLHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM Si3biKe
yKasaHo: TOproBoe HauMeHoBaHue
npenapata c npeaynpeauTenbHON
MapK1UpOBKOW ®, MeXayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHwue,
[,031pOBKa, hapmakoTepanesTuyeckas
rpynna, nekapcTBeHHas dopma "
KonuyecTso  Tabnetok B ynaKkoBke,
HauMeHoBaHue n coaepxaHue
AeicTBylOlero  BewecTsa B OfHOW
Tabnetke, yCnoBus XpaHeHus,
npeaynpeauTenbHble Hagnucn «Coaepxut
NaKkTo3bl  MoHOrMapat», «XpaHuTb B
HEAOCTYNHOM Ans AeTen mectex, «lepeg
NpUMeHeHneM npenaparta 03HaKOMbTEChb C
npunaraeMoin UHCTpykuuen», «lMpuHumaTs
no Ha3HaYeHWIo Bpauay, yCnoBWUs OTNycka,
cnoco® npuMeHeHws, Hagnucb «®» -
3aperucTpupoBaHHbI  TOBAPHLIA  3HAKY,
HOMEp CBUAETENbCTBA O perucTpauuu
TOBApHOro 3Haka, HoMep PerucTpaLuoHHOro
yAOCTOBEPEHUA, HAUMEHOBAHUE AepXaTens
PEerucTpaunMoHHOro  yAOCTOBEPEHUSA,  €ro
CTpaHa W TOBapHbIN 3HAK (naTuHuuen),
HauMeHoBaHWe, CTpaHa U rOpoA UPMbI-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP Cepum,
faTa UCTEYEHUS CpoKa TFOAHOCTW, LUTPUX-
koA B dopmate DataMatrix, rno6anbHbin
MAEHTUMDUNKALMOHHBIA  HOMEP  TOProBoM
€AVHNUBI U WHAMBUAYaNbHbLIW CEPUNAHBIN
HOMEP TOProBOV 4UHNLbI.
[ornonHumensHo Ha eémMopuYHOU ynakoeke
(Ha nayke KapmoHHOU) Ha aHaulickom
53bIKE yKa3aHO: TOProBOe HauMeHOBaHue
neKkapcTBEHHOro npenapara,
MeXAyHapoaHoe HEenaTeHToBaHHOe
HaumeHoBaHMe, ,03MPOBKA, NEKAPCTBEHHAs
dhopma 1 Konu4ecTso TabneTok B ynakoBke,
Hagnuck «Antiaggregant».
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