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Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-GAPMA»
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XPAHEHME: Mpu TeMnepaType He Bbliwe 25 °C.
Ne HaunmeHoBanue
nin nokasarens Tpeb6oBanua Hfl PesynbTatbl aHanuaa
1. | ONUCAHUE BusyanbHbiin. Kpyrnble asoskoBeinyknbie TabneTku ¢ | Kpyrnble ABOSKOBbINyKrbie TabneTku ¢ dac-
¢hackoil, NOKPLITEIe NIEHOYHON OBONOYKOA PO3OBOTO | KO, MOKPLITHIE MAEHOYHOW OBONOYKOI po-
uBeTa. 30BOr0 LBETA.
2. | NOOANUHHOCTDL Y®-cnexrpochoTomeTpus. Yd-cnektpbl nornowerus | Yd-cnektpotoToMeTpus. Yd-cnektpsl no-
UCMBITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 06NacTh OT | IMOLWIEHUA MCNLITYEMOrO U CTAHAAPTHOTO
250 po 300 HM AOMKHB! UMETL MaKCUMYMbl NPU OBHUX U | pacTeopos B o6nact or 250 o 300 HMm
TeX Xe ANMHaX BOJH. MMEIOT MaKCUMyMbl MPU OfHUX K TEX Xe
ANMHAaX BOH.
BOXX. Bpemsa ysepxuBaHus OCHOBHOTO Nulka Ha xpo- | BIXX Bpems yaepkuBaHWs OCHOBHOrO nu-
mMartorpaMme WUCNLITYeMOro pacTsopa AOSKHO COOTBET- | kKa Ha XpomaTorpaMme MWCNLITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXKUBaHWA nuKa KNonuaorpena | TBOpa COOTBETCTBYET BPEMEHU YAEpPXMBa-
Ha XpomaTorpamme CTaHAapPTHOrO pacTeBopa (paspen | HUA nuka KNonuaorpena Ha xpomaTtorpamme
«KonuuectseHHOe onpeaenexine»). CcTaHpapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE ONpeAesieHne»).
3. | CPEOHAA MACCA e Pd, 09C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr £ 3,0 %). 257,43 wr (+0,5%)
4. | PACTBOPEHUE e P®, 00C.1.4.2.0014.15, (100%)
Y®-cnektpochoToMeTpUSA. 97%
He menee 80 % (Q) oT 3aABNEHHOro KONUYECTBA KNOMU- 99%
porpena vepes 30 MuH. 103%
100%
100%
101%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,02%
npumeck C — He Gonee 1,5 %; 0,46%
€ANHUYHaA HeujeHTnuLMpoBaHHaa npumech — He Go- 0,05%
nee 0,2 %; ‘
cymma npumeceit — He 6onee 2,5 %. 0,55%
6. | BOOA r'e PO, 09C.1.2.3.0002.15, meTop K. ®uwepa.
He 6onee 7,0 %. 1,6%
7. | MUKPOEUONOIMMYECKAA | M PP, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA ObLuee uncno aspobHLIX MUKPOOPraHN3MOB - He Gonee Mexee 20 KOEB 1T
10° KOE B 1 r (Mn);
O6ilee uncno ApoXokeBbIX U MNECHEBbIX rpubos: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 1 (mn);
Escherichia coli: otcyTcTBue B 1 1 (Mn). He obrapyxeHo
8. | OAHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
LO3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnosue He BbINOMHSETCA,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuye- AVi0=4,2%
CTBEHHOE COAEpXaHMe Knonuaorpena [OMKHO Haxo-
autbcs B uHTepsane 0,75-M — 1,25-M.
9. | KONMNYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonuaorpena (ot 95,0 % 75,34 mr
ONPENENEHWE A0 105,0 % oT 3asBREHHOro KONU4ECTBa) B OAHOI Tab- (100,5%)
nevke.
10. | YMAKOBKA Mpu npousseoOcmee, pacoske u/unu ynakoske Ha OO0 | lMpouzeodcmeo, chacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-©APMA»:
Mo 10 Tabnetok B KOHTYpHyi0 AueiikoBylo ynakoBky | Mo 10 TaBnerok 8 KOHTYPHYIO AueiikoBylo
(Bructep) U3 RNEHKN NONMMBUHMNXNOPUAHOW M honbrn | ynakosky (Gnuctep) uz nnewkn NBX/MBOX un
anioMUHNEBON WNW B KOHTYPHYIO SUENKOBYIO YNakoBKy | ¢hONbru anioMUHUEBOIA.
(6nmncTep) us nnexku NBX/MBOX n ¢onbru anioMuHne-
BOW.
Mo 3 unu 6 KOHTYPHBIX AYENKOBbLIX ynakoBok (6nucTe- | Mo 3 KOHTYPHbLIX AYEHKOBLIX YRakosok (6nu-
poB) unu no 1 GaHke BMECTE C UHCTPYKUWEN NO NpUMe- | CTEPOB) BMECTE C MHCTPYKUUEH No npume-
HEHUIO B NAYKy KAPTOHHYIO. HEHWIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA MepsuyHan ynakoeska Mepsuynas ynakoska
Ha konmypHoll suelikosoli ynakoeke (6rucmepe) Ha | Ha kowmypHoll  siuelikogoli  yrakoske
PYCCKOM 53biKe yKasbigalom: TOProBoe HaumeHoBaHve | (bsiucmepe) Ha PYCCKOM A3bIKE YKa3aHO:
npenapata ¢ npeaynpeauTenbHOR MapkupoBkod ®, | ToproBoe HaumeHOBaHWE npenapata C
MEXAYHapOAHOE HEenaTeHTOBaHHOe HaUMEHOBaHWe W | NpeAynpefuTENbHONW — Mapkuposkoid  ®,
AO3MPOBKY (HAa PYCCKOM UM  aHIMMIACKOM A3blkax), | MexayHapogHoe HenaTeHTOBaHHOe
nexkapcTBeHHYI0 (PopMy, HaUMeHOBaHWe  TOBapHbIV | HaMMEHOBaHWe M A03MPOBKa (Ha PYCCKOM W
| anak (natuHuuel) pepxaTens  PerucTpaLMOHHOrO | 2HIMWIACKOM  A3bikax),  NeKapcTBEHHas
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YAOCTOBEPEHUA, HOMEp cepun, Aarty NpOU3BOACTBA
(npn  cpacoske Ha OO0 «MAKU3-®APMA» paty
NpoOU3BOACTBA HE HAHOCAT), BATy WCTEYEeHMs Cpoka
roAHOCTW.

Bmopuyrasn ynakoska

Ha kapmorHOU navyke Ha pPyCcCKOM S3biKe yKa3sbiearom:
TOprosoe HauMeHoBaHWe npenaparta c
npeaynpeauTensHO/A MapkupoBkoii ®, mexayHapogHoe
HenaTeHTOBaHHOe HanMmeHoBaHue, [,03UPOBKY,
hapmakoTepaneBTUYECKYI0 TPYNNy, JIEKapCTBEHHYIO
dopmy ©  KkonuuecTBO Tabnetok B  ynaKkoske,
HauMeHoBaHWe U  cojepXaHue  AeiCTByKLlero
Bellectsa B OAHON TabneTke, YCMNOBUS XpaHeHus,
npeaynpeaurenbHsie Haanucu «CoAepXuT NaxTosbl
MoHOrMApaT», «XpaHutb B HEAOCTYNHOM ANsA AeTei
MecTey, «Mepeq npUMEHEeHNEM npenapara
O3HaKkoMbTeCb €  fpunaraemoil  WHCTPYyKUMeir»,
«[puHMMaTL NO Ha3HaYeHUIo BpaYay», YCNOBUA OTNYCKa,
cnocob NPUMEHEHMS, Hajnucb «®» -
3aperncTpupoBaHHbIiA  TOBapHBI  3HaK»,  Homep
CBUAETENbCTBA O perncTpauw TOBAPHOrO  3Haka,
Homep perucTpauuoHHOro YAOCTOBEPEHHUA,
HanmMeHoBaHue Aepxartens perncTpaumoHHOro
YAOCTOBEPEHUs,, €ro CTpaHy W TOBAPHbIA 3HaK
(natnHuuen), HavumeHoBaHWe U CTpaHy  UPMbI-
npousBoauTens (npu npoussogctee Ha 000 «MAKIN3-
®APMA» ykasbiBaloT CTpaHy, rOPOA), LUTPUX-KOA,
HOMEpP cepuu, AaTy NPOUSBOACTBA (MPN NPON3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTty NpousBOACTBa He
HaAHOCAT), AATy UCTEUEHUS] CPOKA FOAHOCTH, LUTPUX-KOA,
B thopmare DataMatrix, rno6anbHbiit
NASHTUDUKALWOHHEIA HOMEP TOProBol eAuHMUbE 1
NHAUBKAYArbHLIA CEPUIAHBIA HOMED TOProBOI EANHNLb!.

HonosHumenbHo Ha emopuyHoli ynakoeke (Ha nauke
KapmowrHOU) Ha aHafulickoM sI3biKe  yKa3blealom:
TOProBoe HauMeHOBaHWE NEKapCTBEHHOro npenapara,
MeXAYHapoAHOe HEenaTeHTOBaHHOE HaUMEHOBaHWe,
AO3WUPOBKY, NEKapcTBeHHyto hopMy W  KONUYECTBO
TabneTok B ynakoske, Hagnuck «Antiaggregant».

cdopma, HaMMeHOBaHWEe TOBApHLIN 3HaK
(naTtuHuLen) pepxartens perucTpaLnoHHoOro
YAOCTOBEPEHWS,, HOMEp Cepun, AaTa
NCTEYEHNA CPOKA FOAHOCTY.

BmopuyHas ynakoeka

Ha kapmoHHOUi nayke Ha PYCCKOM $i3biKe
yKasaHo: TOproeoe HaumeHoBaKue
npenapara c npeaynpeauTenbHOi
MapKUpoBKOi ®, MeXAYHapoaHoe
HenaTeHToBaHHoE HaumeHoBaHue,
AO3MPOBKA, hapmakoTepanesTnyeckas

rpynna,  nekapcTeeHHas — ¢opma M
konuyectBO TabneTtok B  ynaxkoske,

HaMmeHoBaHue n coaepxaHue
AEMCTBYIOLLEr0  BewectBa B O4HOM
Tabnerke, ycnosus XpaHeHus,

npeaynpeautensHele Hagnucn «CoaepxuT
NakTosbi  MOHMOMMAPAT», «XpaHuTb B
HeAOCTYNHOM Ans aerven mectey, «[lepea
npUMeHeHNeM npenapata O3HaAKOMbTECh C
npunaraemon MHcTpykuuern», «lMpuHumaTe
NO Ha3HayeHuio Bpauay, yCnoBuA OTnycka,
cnoco6 NPUMEHeHWs, Hagnucb «®» -
3aperucTpupoBaHHbIA - TOBAPHLIA  3HAK»,
HOMEp CBUAETenbLCTBA O perucTpauuu
TOBapHOro 3Haka, HoMep PerncTpaLmMoHHOro
YAOCTOBEPEHUs, HaMMeHoBaHue aepXKaTens
PerucTpauMoHHOro  YAOCTOBEPEHUsi, ero
cTpaHa W TOBapHbIA 3HAK (NaTUHWULEW),
HauMeHoBaHMe, CTpaHa W ropos hUpMbl-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP CEPUM,
fAaTa WUCTEYEHUA CPOKa TOZHOCTH, LUTPUX-
koa B thopmate DataMatrix, rnobanbHblif
MASHTUMDUKALMOHHLIA  HOMEP  TOProBOA
€ANHNLB! U WHAMBWUAYaNbHLIA CepUNHLIA
HOMEP TOProBOiA efUHULbI.

HononnumensHo Ha emopu4HOll ynakoeke
(Ha navyke KapmoHHO{) Ha aHanuiickom
A3bIKe yKa3aHo: TOProBOE HauMeHoBaHue
neKapCTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOe
HanmeHoOBaHWe, J031POBKA, JIeKapCTBEHHAA
chopma 1 konuuecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».

Harta Bbinycka OKK: «24» nekabps 2024 r.

12. | CPOK rogHoOCTU 2roaa CooTeeTcTByeT
3aknioueHue: CootBetcTBYeT TPEbGOBa 0, uam. Ne1, 2, 3
HauanbHuk OKK: ~/—— Bonkosa O.b.




