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Ne HaumeHoBaHue
e nokazarens Tpe6oBanus HL Pe3synbTaTthl aHanusa
1. | ONMUCAHUE Kpyrnble ABOsKOBbLINyKNble TabGneTkn ¢ ackom, Nokpbl- | Kpyrnbie ABOSIKOBbINYKNble TabneTku ¢ cac-
Tbl€ NNEHOYHON 060M04KON PO30BOro LBETA. KOW, MOKPbITbIe NNEHOYHOW 060MouKo po-
30BOro LBeTa.
2. | NOANUHHOCTbL Y®-cnektpodoToMeTpus. YO-cnekTpel  nornoweus | Y®-cnektpodoToMeTpus. YD-CnekTpsl no-
UCMbITYEMOro 1 CTaHAapPTHOrO PacTBOPOB B 06NacT OT | IMOLYEHNUA WCMbITYEMOrO M CTaHAapTHOro
250 0 300 HM AOMKHLI UMETb MaKCUMyMbI NPU OAHUX U | PacTBOpPOB B o6nactu ot 250 Ao 300 Hm
TeX Xe ANUHaxX BOMH. MUMEKT MaKCUMyMbl NMPU OAHUX U Tex xe
ANVHAaX BOSH.
B3XX. Bpems yaepxuBaHUs OCHOBHOrO Nnuka Ha xpo- | BOXX Bpems yAepKMBaHWS OCHOBHOIO nu-
MaTorpamme WCNbITYeMOro pacTBopa AOMKHO COOTBET- | ka Ha XpPOMAaTorpamMMme WCMbITYeMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHUS NUKa KMNOMUAOrpena | TBopa COOTBETCTBYET BPEMEHN yAepXuBa-
Ha Xxpomartorpamme CTaHAapTHOro pacTeopa (pasgen | HWA nuka Knonuaorpena Ha xpomatorpamme
«KonuyectseHHoe onpesenexue»). CTaHjapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE onpejeneHue»).
3. | CPEOHAA MACCA e PO, O®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 255,67 mr (-0,2%)
4. | PACTBOPEHUE re PO, 0®C.1.4.2.0014.15, (94%)
Y®-cnekTpodoToMeTpus. 98%
He mexee 80 % (Q) oT 3asBNEHHOrO KONUYECTBa KNONMU- 94%
forpena yepes 30 MUH. 90%
98%
95%
90%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumecs A — He Gonee 1,2 %; 0,04%
npumecek C — He Gonee 1,5 %; 0,14%
€AUHNYHaA HeuaeHTUUUMPOBAHHAs NpUMECh — He 60o- 0,04%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,29%
6. | BOOA F® P®, 09C.1.2.3.0002.15, meTog K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUOJITIOTUMYECKASA | Fd P, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Luee uncno aapobHbIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 1T
10°KOE B 1 1 (Mn);
ObLiee 4ucrno APONOKEBLIX W MMECHEBbLIX rPUBOB: He MeHee 10 KOEB 1T
6onee 10> KOE B 1 r (Mn);
Escherichia coli: otcytcTaue B 1 r (mn). He obHapyxeHo
8. | OOHOPOOHOCTb e P, 0dC.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok Konuye- AVi0=4,0%
CTBEHHOE CcoOAepXaHWe KIONUAOorpena AOMKHO Haxo-
AuTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KONMMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 71,88 mr
ONPEOENEHUE A0 105,0 % ot 3aABNEHHOro KONUYECcTBa) B 04HOM Tab- (95,8%)
netke.
10. | YNAKOBKA IMpu npoussodcmee, ¢hacoexe u/unu ynakoexe Ha OOO | MMpouseodcmeo, chacoska U ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabneTok B KOHTYPHylO suelikoByl ynakoeky | Mo 10 Tabnertok B KOHTYPHYIO AYENKOBYIO
(6nuctep) M3 nneHkU NONUBUHUNXIIOPUAHONM M DONbIM | ynakoBky (6nuctep) u3 nnexkn NBX/MBOX n
anioMUHUEBOW UNN B KOHTYPHYIO SYEWKOBYIO ynakoBKy | chomnbrit antoMUHUEBOA.
(6nuctep) 3 nneHku NBX/MBOX u donbru anoMuHue-
BOM.
Mo 3 unn 6 KOHTYPHbIX AYEKoBLIX ynakosok (6nucte- | Mo 3 KOHTYPHbIX AYEKOBbIX ynakoBok (6nu-
poB) unu no 1 6aHke BMeCTe C UHCTPYKLWEN NO Npume- | CTEpoB) BMeCTe C VHCTPYKUMEW# no npume-
HEHWIO B NAYKy KAPTOHHYH. HEHMIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka MepeuyHas ynakoeka
Ha koHmypHol s4elikosoii ynakoske (6mucmepe) Ha | Ha  KoHmypHOU  s4eliKogol yrnakoske
PYCCKOM fi3biKe yKa3biealom: TOProBOE HauMeHoBaHue | (6/1ucmepe) Ha pycckoM S3blke YKa3aHo:
npenapata ¢ npeAynpeAuTEnbHOW MapkuposkoW ®, | TOproBoe HaumeHoBaHWe npenapata C
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMMEHOBaHWe W | NpeAynpeAuTensHOW — MapkupoBkow  ®,
AO3NPOBKY (HAa PYCCKOM U aHIMUIACKOM fA3blkax), | MeXayHapoaHoe HenaTeHToBaHHoe
nexapcTBeHHylo (hOpMy, HaWMEHOBaHWe  TOBapHbI | HaUMEHOBAHWE W AO3NPOBKA (Ha PYCCKOM
3HaK _ (NaTuHuue#) JepXaTeNis  PerucTpauMoHHOrO | aHrnuiicKom A3blkax), JNekapcTBeHHas
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YAOCTOBEPEHUSi, HOMEp Cepuun, AaTty npOWU3BOACTBA
(npu dpacoske Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCAT), AATy WCTEYEHUs Cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM si3biKe yKa3blearom:
TOoprosoe HauMeHoBaHue npenapara c
npeaynpeanTenbHOW Mapkuposkoi ®, mexayHapogHoe
HenaTeHTOBaHHOe HaMMeHOBaHue, [,03MPOBKY,
chapmakoTepaneBTUHECKylO TPynny, FeKapCTBEHHYIO
cdopmy u konuyecTBOo Tabnetok B ynakoBke,
HauMeHoBaHWe 1 coAepXaHue  AENCTBYIOLLEro
Bellectsa B OAHOW TabneTke, YCNOBUS XpaHeHus,
npeaynpeautensHbie Haanucu «CopepXuT NnakTo3bl
MoHOrMApaT», «XpaHWTb B HEAOCTYNHOM ANs AeTei
MmecTe», «MNepep npUMeEHeHnemM npenaparta
O3HaKOMbTECb ~ C  MpUnaraeMon  UHCTPYKUMEery,
«[pHUMaTL NO Ha3HaYeHWIO Bpa4ay», yCroBUs OTNycka,
cnocob NPUMEHEHUS, Hagnucb «®» -
3aperucTpupoBaHHbIl  TOBApHbIA  3HaK»,  HOMep
CBUAETENbCTBA O PperucTpauyuM TOBAPHOro  3HakKa,
HOMep perucTpaumoHHOro YAOCTOBEPEHUS,
HauMeHoBaHwe Aepxarens perncTpauuoHHoro
YAOCTOBEPEHUS,, €ro CTpaHy U TOBapHbI  3HaK
(naTuHuuen), HaumeHoOBaHMEe U CTpaHy UPMbI-
npoussoautens (npu npomssoactee Ha OO0 «MAKU3-
DAPMA» ykasblBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMep cepuu, AaTy NPOWU3BOACTBA (Npu NPOWU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npou3BoacTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTU, LUTPUX-KOA
B cdopmare DataMatrix, rnobanbHbIv
NAEHTUMDNKALNOHHBIA HOMEpP TOProBON eAUHUUbLI ©
UHAVBUAYaNbHbIA CEPUAHBIA HOMEP TOProBOW €AUHULbI.

HononHumensHo Ha emMOpPuYHOU yrnakoeke (Ha nayvke
KapmoHHOU) Ha aHenulickoM S3blKe yKa3blgarom:
TOProBOE€ HaMMEHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHApOAHOEe HEenaTeHTOBAaHHOE HaUMEHOBaHUeE,
LO3UPOBKY, NEKapCTBEHHYD OPMY U KONMUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».

dopma, HauMmeHOBaHMEe  TOBapHbIA 3HaK
(naTuHUuen) aepxxaTens perncTpauuoHHOro
yAOCTOBEpPEHMsi, HOMEp cepuu, Aarta
MCTEYEHUNA CpoKa rOAHOCTY.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM $i3bike
yKa3aHo: TOproBoe HammeHoBaHue
npenaparta ¢ npeaynpeauTensHou
MapKUpPOBKOW ®, MeXayHapoagHoe
HenaTeHToBaHHOe HaumeHoBaHue,
[,031MPOBKa, hapmakoTepanesTuyeckas
rpynna, nekapcTBeHHas cdopma "
Konuyecteo  TabneTok B ynakoBke,
HaumeHoBaHue " coaepxaHue
LEeNCTBYyIOLIEro  BewecTBa B OLHOW
Tabnertke, ycnosus XpaHeHus,
npeaynpeautenbHole Haanucn «Copepxut
nakTo3bl  MoHormapaTt», «XpaHuTb B
HEAOCTYNMHOM AnA aeTen mecte», «lepea
npuMeHeHnem npenapara O3HaKOMbTECh C
npunaraemoi WUHCTpykumen», «lpuHumaTtb
Nno Ha3HaYeHWUlo Bpaday, YCNoBWA OTNYyCKa,
cnocob npuMeHeHus, Hagnucb «®» -
3aperucTpUpoOBaHHbI  TOBAPHbIA  3HAKY,
HOMEp CBMAETEeNbLCTBA O perucTpaumm
TOBapHOro 3Haka, HOMep PerucTpaLMoHHOro
YAOCTOBEPEHMNS, HAUMEHOBaHWE AepXaTens
PerucTpaumoHHOro yAOCTOBEPEHUs, €ero
cTpaHa W TOBapHbIA 3HaK (NaTUHULUEW),
HauMmeHoBaHue, cTpaHa W ropoa UpMbI-
NPOWU3BOAMUTENS, LUTPUX-KOA, HOMEP CEpUH,
AaTa WUCTEYEHWs CpoKa TOAHOCTH, LUTPUX-
kop B chopmaTte DataMatrix, rnmobanbHbiv
WAEHTUMDUKALUUOHHBIN ~ HOMEp  TOProBow
€AVHUUBI W WUHAUBUAYANbHBLIA CEePUNHBIV
HOMEP TOProBOW eAUHULbI.
HornonHumensHo Ha emMOpPuYHOU ynakoske
(Ha nayke KapmoHHOU) Ha aHanulicKoM
A3bIKE YyKa3aHO: TOProBOoe HaMMEHOBaHWe
NeKapCTBEHHOrO npenapara,
MeXAYHapoAHOe HenaTeHToBaHHOe
HauMmeHoBaHue, 403UPOBKa, NeKapCcTBeHHas
copma 1 konu4yecTBo TabneTok B ynakoske,
Hagnuce «Antiaggregant».

12. | CPOK rOAoHOCTHU

2ropa

CootseTcTByeT

3aknuyeHue:

HayanbHuk OKK:

Hata Bbinycka OKK: «13» mapta 2024 r.
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