MACMOPT Ne 341/23 LSt LR
cTp. 1132
A& OTAEN KOHTPOJIA KAYECTBA
e JInueHnsns Ne00205-11C or 15.02.2021 r
MAKHIDAPMA HAUMEHOBAHUE Mnarpun® TabneTku, NOKpbITLIE
100026, 1 1 NPENAPATA: NSIEHOYHOH 060MOYKON, 75 Mr
, . Mockea =
ABTOMOOUNbHBINA Npoe3y, HOMEP CEPUU: PL1400923
2OM 6, OATA NPOU3BOACTBA: 26.09.2023
A iy FOOEH [0: 30.09.2025
cTpoeHue 8 OBBEM CEPUU: 9 978 yn. Ne30
Ten.: (495) 981-00-88 NPOWU3BELEHO: 000 «MAKU3-®APMA»
AHANU3 NO: J1M-006376-290720, U3m. Ne1, 2, 3
XPAHEHME: Mpu Temnepartype He Bbiwe 25 °C.
Ne HaumeHosatine Tpe6oBaHus HO Pe3ynbTaThl aHanusa
n/n rnokasartensi P y
1. | ONMUCAHUE Kpyrnble  aBoskoBbinyknble Tabnetkm ¢ cbackoil, Kpyrnble AaBOSKOBbINyKnble TabneTkn c
NOKPbITbIE NNEHOYHOW 0BONOYKOIN PO30BOro LBETA. hackoii, NOKPLITbIE MAEHOYHON OBOMOYKOIA
pPO30BOro LBeTa.
2. | NIOONUHHOCTbL Y®-cnekTpochoTOMeTpUsi. YD-CnekTpbl NOrNoLeHUs Y®-cnekrpocdoTomMeTpus. Y®-cnekTpbl
UCNLITYEMOro 1 CTaHAAPTHOTO PacTBOPOB B 06/1aCTU OT | MOrMOLLEHUSI UCTILITYEMOrO W CTaHAapTHOro
250 80 300 HM AOMKHBI UMETL MaKCUMyMb! NPU OAHUX U pacTteopoB B obnactn ot 250 ao 300 Hm
TEX e ANUHAX BOSH. MMEIT MaKCUMyMbl NpPU OLHUX W TeX xe
B3XX Bpems yaepxuBaHWs OCHOBHOTO NuKa Ha ANUHAX BOJH.
XpomatorpamMe  UCnbITyeMoro  pacteopa AomkHo | BOXX Bpems yaepxuBaHus OCHOBHOro
COOTBETCTBOBATL ~ BPEMEHW  YAEPXWBAHWS  MNUKA | NWKa HA XpOMaTorpamme  MCRLITYEMOro
Knonujorpena Ha  xpomartorpamme  CTaHAapTHOrO | pacTeopa COOTBETCTBYET BpEMEHU
pacTeopa (pasaen «KonuyectBeHHOE onpeaeneHme). YAEPXWUBAHNA NuKa  Krnonugorpena Ha
XpoMaTtorpamme CTaHAapTHOrO pacTeopa
(pasgen «KonuyectseHHoe onpeaeneHue).
3. | CPEOHAA MACCA e PO, 0O®C.1.4.2.0009.15
Ot 248,56 a0 263,94 Mr (256,25 mr + 3,0 %). 256,40 mr (+0,1%)
4. | BOOA r'® PO, 0®C.1.2.3.0002.15 MeToa K.®uwepa. 1,4%
He 6onee 7,0%
5. | PACTBOPEHUE re PO, 09C.1.4.2.0014.15 (97%)
Y®-cnekrpodoTomMeTpus. 99%
He menee 80 % (Q) oT 3asBneHHoro KonuyecTea 95%
knonuaorpena yepes 30 MUH. 95%
95%
99%
99%
6. | POOCTBEHHLIE B3XX. 0.03%
NPUMECH Mpumeck A - He Gonee 1,2 %; s BbwE ° _—
npumeck C — He 6onee 1,5 %; 0 Og;»(
€WHUYHas HeuaeHTUMULUMPOBAHHAs NpuUMech — He 0’150/"
Gonee 0,2 %; o
Cymma npumecei — He 6onee 2,5 %.
7. | OQHOPOOHOCTb r® P®, 0O®C.1.2.4.0008.18 (cnocob 1)
NO3MPOBAHUSA AV = 15,0 % (n = 10), ecnu ycnoeme He BbINOMHSETCS, AVio=2,4%
To AV = 150 % (n = 30), n ana 30/30 Tabnetok
KONMYECTBEHHOE COAEpPXaHMe KNonNuaorpena AomkKHO
HaxoauTbes B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUONOIMMYECKAA | Fd P®, OPC.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA Obwee uncno aspobHbIX MUKPOOPraHn3mMoB - He Gonee
10° KOE 8 1 1 (Mn); Menee 20 KOE B 1 1
ObLuee uncno ApoXoKEBbIX U NNEeCHeBbIX rPUBOB: He
Gonee 10° KOE B 1 r (Mn); Menee 10 KOEB 11
Escherichia coli: otcyTcTaue B 1 1 (Mn). He obHapyxeHo
9. | KONMUMYECTBEHHOE B3XX. ot 71,25 po 78,75 mr knonugorpena (ot 95,0 %
ONPELAENEHUE A0 105,0 % OT 3aABNIEHHOTO KONMYECTBA) B OAHOIA 72,29 M
TabneTke. (97.7%)
10. | YNIAKOBKA IMpu npoussodcmee, pacoske u/unu ynakoeke Ha OOO | lMpouseodcmeo, ¢hacoexka u yrnakoeka Ha
«MAKU3-QAPMA»: 000 «MAKU3-©APMA»:
Mo 10 TabreTok B KOHTYpHylO suyeikoBylo ynakosky | Mo 10 TaGnetok B KOHTYPHYIO A4YENKOBYIO
(6nucTep) M3 NNEHKN NOMMBUHWAXIOPUAHOA U HONbIy ynakoeky (6nucrtep) ua nnexku MBX/MNBOX un
anlMIHUEBON UNN B KOHTYPHYIO SYEKOBYKO YNakoBKy | honbril anmioMUHWEBOIl
(6ructep) w3 nnexku MBX/MBAOX wn  donbru
antomuHneson Mo 30, 60 unu 90 Tabnetok B 6aHke U3
NONMMU3TUNEHA  HU3KOrO  JaBNEHUs,  YKyNOPEeHHOW
KPBILLKOW MONUMEPHOR C KOHTPONEM MEepPBOro BCKPLITUS
wnn B GaHke M3 NONUITUNEHA BLICOKOW NAOTHOCTM,
YKYMOPEHHOW  KPLILUKOA MONUMEPHOW C  KOHTponem
NepBOro BCKPbLITUSA.
Mo 3 wunu 6 KOHTYPHBLIX SYERKOBLIX ynakoBok | Mo 3 KOHTYPHbIX AYENKOBBLIX YNakoBOK
(6ructepos) unu no 1 GaHke BMECTE C MHCTPyKUMEN MO (BriucTepoB) BMECTE C WHCTpykuueil no
MPUMEHEHWNIO B NaYKy KAPTOHHYHO. NPUMEHEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka. lMepeuyHas ynakoska.
Ha koHmypHol syelikoeol ynakoske (6rucmepe) Ha | Ha KOHMypHOU  s4elikosoli  ynakoske
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Pycckom si3bike yKa3blgarom: TOProBoe HaumeHoBaHue | (61Ucmepe) Ha PycCKOM s3bIKe yKasaHo:
fNpenapata C NpeAynpeauTenbHO Mapkuposkoii ®, | TOproBOe HaumeHoBaHWe npenapara c
MEXAyHapOAHOE HENaTeHTOBaHHOE HAUMEHOBaHWE W | NPEAYNPEAUTENbHOR  MapKUpoBKOW — ®,
AO3MPOBKY (HA PYCCKOM U  @HIMUNACKOM  S3bIKax), MeXAyHapoaHoe HenaTeHToBaHHOe
nekapcTeeHHylo  OpMy, HauMeHOBaHWe  TOBApHbI | HauMEeHOBaHMe W 403UPOBKa (Ha pycckom u
3HaK  (naTuHUUe’h) pAepxaTtens  PEerucTPaLMOHHOTO | aHrAMIACKOM A3blKax), nekapcteeHHasi
YAOCTOBEPEHUS, HOMEp cepuu, AaTy npoussoAcTBa | (hopMa, HaUMEHOBAHWE  TOBApHbIA 3HaK
(npn  pacoBke Ha OO0 «MAKU3-GAPMA» Aaty | (naTuHUueit) aepxaTtens perncTpaLnuoHHOro
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYEHNS CPOka | YAOCTOBEPEHWS, HOMep cepuu, AaTta
FOAHOCTH. UCTEYEHUSA CPOKa rOAHOCTH.
Bmopuy4Has ynakoeka. BmopuvyHas ynakoeka.
Ha kapmoHHoU nayke Ha pycckom sisbike ykasbiealom: | Ha kapmoHHOU nauyke Ha PYCCKOM si3blKe
TOprosoe HanmeHoBaHue npenapata C | ykasaHo: TOprosoe HauMeHoBaHue
NpeAynpeauTenbHON Mapkuposkon ®, MexayHapogHoe | npenapata c npeAynpeauTenbHON
HenaTeHTOBaHHOe HaumeHoBaHue, LO3UPOBKY, | MapKUpPOBKOW ®, MEXAYHapoAHOe
¢apmakoTepanesTuyeCkyio  rpynny, eKapcTBEHHYIO | HenaTeHToBaHHoe HaumeHoBaHue,
dopmMy ¥ KonuyecTso TabneTok B  ynakoBke, | 403WPOBKa, hapmakoTepanesTuyeckas
HaumeHoBaHue M coaepxXaHue  AeACTBYIOLIEro | rpynna,  nekapcTBEHHast dopma "
BELiecTBa B OAHOW Tabnevke, yCnoBWS XpaHEHWs, | KOMWYECTBO  TabneTok B ynakoske,
npeaynpeautenbHole Haanucn «COAEPXUT NakTo3bl | HaUMEHOBaHUe n copepxaHune
MOHOrMAPaT», «XpaHUTb B HEJOCTYNHOM Ansi AeTeit AencTBYyOLEero BellyecTsa B OAHOW
mecTey, «MNepea NPUMEHEHNEM npenaparta | Tabnertke, ycnosus XpaHeHus,
O3HakomMbTeCb ~ C  npunaraemoil  WHCTPYKUWEr», | NpeaynpeauTenbHble Haanucy «Copep)uT
«lMpuHUMaTL NO Ha3HaYeHuio Bpayax, yCrioBus OTNYCKa, | NaKTo3bl MOHOruapat»,  «XpaHuTb B
cnocob NpUMEHEHUS, Hagnucb «®» - | HepocTynHOM ans peteit mectex, «[epea
33perncTpUpOBaHHbId  TOBApHLIA  3HAK»,  HOMEpP | NPUMEHEHWeM npenaparta O3HaKOMbTECH C
CBMAETENbCTBA O PErucTpauuM TOBApPHOTO 3Haka, | MPUNaraeMon WHCTPyKuMei», «MpuHUMaTh
HOMep pPerncTpauuoHHoro YAOCTOBEPEHUsA, | NO HasHa4YeHUIo Bpaya», yCrnoBus OTMycKa,
HaumeHoBaHue Aepxarens perucTpauuoHHoro | cnocob® npuMeHeHus, Hapnuce «®» -
YAOCTOBEPEHMUSI, €ro CTpaHy W TOBApHbIl 3HaK | 3apEerucTpUpOBaHHbIA  TOBAPHbIA  3HAKY,
(naTuHUUer), HaumeHoBaHMe U CTpaHy UPMb- | HOMEP CBUAETENbCTBA O perucTpauum
npoussogutens (npu npoussoactee Ha OO0 «MAKWM3- | ToBapHoro 3Haka, HOMEp pPerncTpaumoHHOro
®APMA»  ykasblBaloT CTpaHy, ropoa), LUTPUX-KOA, YAOCTOBEPEHUsA, HauMeHoBaHWe jepxaTens
HOMEp Cepuy, AaTy NpOU3BOACTBA (MPU NPOUIBOACTBE | PErUCTPALMOHHOTO YA OCTOBEPEHUS, €ro
Ha 000 «MAKU3-®APMA» paTy npousBOACTBa He CTpaHa W TOBapHbI 3HAK (NaTUHUUE),
HaHOCAT), AATy UCTEYEHUS CPOKa FOAHOCTH, LUTPUX-KOA | HauMeHoBaHwe, CcTpaHa n ropos upMbi-
B thopmare DataMatrix, rnobanbHbii | NPOU3BOAUTENS, LITPUX-KOA, HOMEP cepuum,
WAEHTUDUKALMOHHBIA HOMEp TOProBOW EAMHWULI W | AaTy MCTeueHus CpOKa roAHOCTH, LUTPUX-
WHANBMAYaNbHBIA CEPUIHBIA HOMEP TOPTOBOW EAMHULBLI. | KOA B chopmarte DataMatrix, rno6anbHbii
Ha aTukeTky BaHku u KapTOHHyK nauky MoOryT 6biTb VAEHTUMDUKALMOHHBIE  HOMEP  TOProBOW
HaHEeCeHbl TexXHW4eckne (NPOM3BOACTBEHHBIE) KOAbI | €AWHWULLI M WHAMBMAYANbHbLIA CEpUiiHbIA
(rpadhuueckmne, BykBeHHbIE UMM LMDPOBLIE) HOMEp TOProBOW e4NHULILI.
LononHumensHo Ha emopuyHoll yriakoeke (Ha nauke | JononHumensHo Ha 8mMopuyHOl ynakoexe
KapmoHHOU) Ha aHenulickoM si3bIKe —yKa3biearom: (Ha nayke kapmoHHOU) Ha aHenuiickom
TOProBoe HaWMEHOBaHWe nekapCTBEHHOro npenapara, | si3blke yKas3aHo. TOProBoe HaWMEHOBaHWe
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHOBaHWe, | NeKkapCTBEHHOTO npenapara,
AO3UPOBKY, NEKapCTBEHHY (OPMy W KOMWYECTBO | MEXAYHapOLHOe HenaTeHToBaHHoe
TabneTok B ynakoBke, Haanuck «Antiaggregant». HauMeHOBaHue, 403UpOoBKa, NeKapcTBEHHAs
- ¢opma v konuyecTBo TabneTok B ynakoske,
.-?Lm Hagnuck «Antiaggregant».
7, - 7.
3aknyeHue: CootBetcTByeT Tpe6 006376-290720, Uam. Ne1, 2, 3
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