MACNOPT Ne 350/23 RE-008/300
cTp. 1132
Z'ﬁ OTAEN KOHTPONA KAYECTBA
JInuensus Ne00205-11C ot 15.02.2021 r
MAKWUIDAPMA HAMMEHOBAHME Mnarpun® TabneTku, NOKpbITbIE
100026 1 11 MPENAPATA: NIIEHOYHON 060N0YKOW, 75 Mr
, . IVlockBa N
ABTOMOGUNBHBIN Npoesa, HOMEP CEPUU: PL1430923
oM 6, OATA NPOU3BOOCTBA: 27.09.2023
g FOAEH [iO: 30.09.2025
cTpoeHve 8 OBBLEM CEPUMU: 9911 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAITU3 NO: JIN-006376-290720, U3m. Ne1, 2, 3
XPAHEHMUE: lMpu TemnepaType He Bbiwe 25 °C.
Ne Haumenosanne Tpe6oBanus HO Pe3ynbTaTbl aHanusa
n/n rnokasarensi P Y
1. | ONUCAHUE Kpyrnele  ABOSIKOBbINyknble TabneTkn c cackoit, | Kpyrnble ABOSIKOBbINyKNble TaGneTkm ¢
NOKPbITbIE NNEHOYHOV 060N0YKOI PO30BOro LBETA. hackoi, NOKPLITbIE MAEHOYHOR O0BONOYKON
PO30BOro LBeTa.
2. | NOANUHHOCTDL Y®-cnektpochoTomeTpus. Yd-cnekTpbl nornoweHus Y®-cnektpodoTomeTpus. Y®-cnekTpbl
MCMbITYEMOro 1 CTaHAAPTHOrO PacTBOPOB B 06NACTU OT | MOFMIOLIEHNS UCMBITYEMOrO U CTaHAapTHOrO
250 A0 300 HM AOMKHBI UMETb MaKCUMYMbl IPU OAHUX U pacTtBopoe B obnactu ot 250 go 300 Hm
TeX e ANUHaX BOH. UMEIOT MaKCUMyMbl NPU OAHWUX U TEX Xe
B3XX Bpems yaepxuBaHMA OCHOBHOrO nuka Ha ANUHAaxX BOSH.
Xpomarorpamme  UCMbITyeMoro — pactsopa  AomkHo | BAXKX Bpems yaepxuBaHusi OCHOBHOrO
COOTBETCTBOBATL ~ BPEMEHU  yAEpXUBAHWA  NUKa | MUKa Ha XxpomaTorpamme UCNbITYeMoro
knonugorpena Ha Xpomarorpamme  CTaHAapTHOro | pacteopa COOTBETCTBYET BpPEeMeHu
pacTsopa (pasaen «KonuyecTseHHoe onpeaeneHue»). YAEPXWUBAHUA nNuka KNonNugorpena Ha
XpomaTorpaMme CTaHAapTHOTO pacTeopa
(pa3gen «KonuyectseHHoe onpeaeneHvey).
3. | CPEOHAA MACCA re P, 09C.1.4.2.0009.15
Ot 248,56 50 263,94 mr (256,25 mr + 3,0 %). 259,04 mr (+1,1%)
4. | BOOA e P®, 09C.1.2.3.0002.15 Meton K.®uwepa. 1,5%
He Gonee 7,0%
5. | PACTBOPEHME e PO, 09C.1.4.2.0014.15 (96%)
Y®-cnektpodoToMeTpus. 97%
He meHee 80 % (Q) oT 3asBneHHOro Konudectsa 97%
knonuaorpena yepes 30 MuH. 97%
95%
94%
94%
6. | POOCTBEHHbIE B3XX. 0.05%
NPUMECHU Mpumeck A — He Gonee 1,2 %; He obha (;KeHO
npumeck C — He Gonee 1,5 %:; 0 0?“}//0
€ANHNYHAA HEewaeHTUULMPOBaHHAsA MNPUMEch — He 0’19%
6onee 0,2 %; '
CymMa npumecew — He 6onee 2,5 %.
7. | OQHOPOOHOCTb e PO, 0®C.1.2.4.0008.18 (cnoco6 1)
JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINOMHSETCS, AVio=4,5%
T0 AV < 150 % (n = 30), u ans 30/30 TabneTok
KONMM4YECTBEHHOE COAEpXaHWe KNOMUAOrpena AOoMKHO
HaxoAuTbca B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBMONOINMYECKAS | F'd P®, OC.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA OBujee uncno aapobHbLIX MUKPOOPraHU3MOB - He Gonee
10° KOE B 1 r (mn); MeHee 20 KOE B 1 1
ObLuee YnCNo APOXOKEBLIX U NNECHEBLIX TPUBOB: He
Gonee 10° KOE B 1 1 (mn); Meree 10 KOEB 1 1
Escherichia coli: otcyTcteve B 1 1 (Mn). He oBHapyxeHo
9. | KOJIMMECTBEHHOE B3XX. ot 71,25 go 78,75 mr knonugorpena (ot 95,0 %
ONPEOENEHUE A0 105,0 % OT 3asABNEHHOrO KONMYECTBa) B O4HOM 73,55 mr
TabneTke. (98,1%)
10. | YNAKOBKA Ipu npouseodcmee, pacoske u/unu ynakoeke Ha OO0 | [lpoussodcmeo, ¢hacoska u ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYpHyIO SYEIKOBYIO ynakoeky | Mo 10 Tabnetok B KOHTYpHYIO sueiikoByio
(6nvcTep) U3 NNeHKU NONUBMHUNXIOPUAHON W conbru | ynakosky (6nuctep) ua nnexku MBX/MBOX un
anioMUHUEBOI WM B KOHTYPHYIO SMEIKOBYIO YNnakoBKy | hombrin amoMUHNEBOV
(6nuctep) m3  nnenku MBX/MBOX v chonbru
anomurunesoi Mo 30, 60 unu 90 Tabnetok B GaHke U3
NONN3TUNEHA  HU3KOTO  AaBMEHUA,  YKYNOpPEeHHOW
KPBILLKOW NOfIMMEPHOIA C KOHTPOSEM NEpPBOro BCKPbITUS
unu B GaHKe W3 MONWATUNEHA BbLICOKOA MNOTHOCTH,
YKYNOPEHHOW  KPBILLKOA MONMMEPHOI C  KOHTpPONem
NepBoro BCKPbITUS.
Mo 3 wnm 6 KOHTYpHbIX sYelkoBLIX ynakosok | Mo 3 KOHTYPHBIX SIYENKOBBIX YNaKoOBOK
(6nvcTepos) unu no 1 GaHke BMeCTe ¢ MHCTPYKLMEH no (Bnvctepos) BMecTe C WHCTpyKUMel no
NPUMEHEHMIO B NaYKy KaPTOHHY!O. NPUMEHEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka. lMepsuyHas ynakoeka.
Ha koHmypHol s4elikoeoii ynakoske (6nucmepe) Ha | Ha  KoHmypHOU  siyelikogoli yrnakoeke
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PYCCKOM 53biKe yKa3bleatom: TOpProBoe HaumeHoBaHwe | (6rucmepe) Ha PYCCKOM 53bIKE yKa3aHo:
npenapata c npeaynpeauTEnbHON MapkupoBkoW ®, | ToproBoe HaumeHoBaHue npenapata c¢
MEXAYHapOAHOE HENaTeHTOBAHHOE HaWMEHOBaHWE U | NpeaynpeAuTEnbHOM Mapkuposkon  ®,
AO3NPOBKY (Ha PYCCKOM U  aHrMUIACKOM A3blKax), | MexayHapoaHoe HenaTeHToBaHHOE
NeKapcTBEHHYI0 (POPMY, HaUMEHOBAHWE  TOBApPHLIN | HaWMEHOBAHME U A03MPOBKa (Ha PycckoM
3HaK  (natuHuuei) Aepxartens  PerucTPaLMOHHOrO | aHrAWACKOM A3bIKax),  neKapcTBEHHas
YAOCTOBEPEHUs, HOMEp Cepuu, AaTy NpOU3BOACTBA | (POPMa, HaMMeHoBaHue TOBapHbIN 3HaK
(npu  dhacoBke Ha OO0 «MAKU3-OAPMA» AaTy | (naTuHuuen) aepaTens perncTpaLmuoHHOro
NPOWIBOACTBA HE HAHOCAT), AaTy WCTEYEHUs Cpoka | YAOCTOBEPEHWs, HOMep cepuu, Aara
roAHOCTH. UCTEYEHNA CpoKa rOAHOCTH.
BmopuyHas ynakoeka. BmopuyHas ynakoeka.
Ha kapmorHoU naqke Ha pycckom si3bike yKkasblieaom: | Ha KapmoHHOU rayxke Ha PyCCKOM S3bike
TOproBoe HaumeHoBaHue npenapara C | ykasaHo: TOproeoe HanmeHoBaHue
NPEAYNPeAUTENbHON MapKupoBkoii ®, MexayHapoaHoe npenaparta G npeaynpeauTensHon
HenaTeHToBaHHOe HaumeHoBaHue, AO3NPOBKY, | MapKUPOBKOM ®, MeXayHapogHoe
(bapmakoTepaneBTudeCkyl0  rpynny, NeKapCTBEHHYI | HenaTeHTOBaHHOe HauMeHoBaHue,
dopMy M KonMYecTBO Tabnetok B ynakoBke, [,031pOBKa, ¢hapmakoTepanesTuyeckas
HaMMeHoBaHWe  n  CcoAepxaHue  AeilcTBylowero | rpynna, neKkapcTBeHHas thopma "
BELIECTBA B OAHOW TabneTke, YCNOBUS XpaHEHUs, | KOMMYECTBO  TabneTok B ynakoBke,
npeaynpeauTenbHole Hagnucu «CoaepUT nakTosbl | HauMeHoBaHue " coaepxaHue
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTei AeiCTBylOLLIEr0  BELecTBa B OAHOIA
mMecTey, «Mepegp, npUMeHeHuem npenapara | Ta6netke, ycnosus XpaHeHus,
O3HaKOMbTECbL ~ C  nmpunaraemoil  MHCTPyKUWeil», | npeaynpeauTenbHbIE HagnMcu «Copepxut
«[MpuHUMAaTL No HasHaYEHUIO Bpayay, yCroBUS OTNYCKA, | NaKTo3bl MoHoruapat», «XpaHutb B
cnocob NPUMEHEHUs, HaAnuchb «®» - | HeAOCTynHOM ans aeteit mecte», «[Mepes
3apErucTpMpoBaHHbIA  TOBapHbI  3HaK»,  HOMep | NPUMEHEHMeMm npenapara O03HaKOMbTECb C
CBUAETENbCTBA O perucTpauuu TOBApHOTO 3Haka, | npunaraemoi MHCTPyKUnen», «MpuHumaTs
Homep perncTpaumuoHHoro YAOCTOBEPEHUS, | NO HasHayeHuIo Bpayay, YCroBus oTnycka,
HaumeHoBaHue Aepxarens perucTpaunoHHoro | cnocob npuMeHeHus, Hagnuch «®» -
YAOCTOBEPEHWsi, €ro CTpaHy ¥ TOBapHbIl 3HaK | 3aperucTpUPOBaHHBIN TOBapPHbIA  3HAK»,
(naTuHuMUer), HaumeHoBaHwe W CTpaHy vpMbl- | HOMEp CcBUAETenbCcTBa O peructpauuu
npoussoauTens (npu npoussoactee Ha OO0 «MAKWN3- TOBapHOro 3Haka, HOMep perucTpauyoHHoOro
®APMA»  ykasblBalOT CTpaHy, ropoa), LTPUX-KOA, | YAOCTOBEPEHMs, HaMMEHOBaHe Aepxarens
HOMEp cepuu, AaTy npon3BOACTBA (NPW NPOU3BOACTBE | PEruCTPALMOHHOrO YAOCTOBEpEHUs, ero
Ha OO0 «MAKWU3-®APMA» paty NPOU3BOACTBA HE | CTpaHa M TOBapHLIN 3HAK (NaTMHULEN),
HaHOCAT), AaTy UCTEUEHUS CPOKa FOAHOCTY, LUTPUX-KOA HaumeHoBaHue, CTpaHa W ropog uUpMbl-
B thopmare DataMatrix, rnoBanbHeIi | NPOU3BOAUTENS, LUTPUX-KOA, HOMep cepuu,
WAEHTU(DUKALUMOHHLIA HOMEP TOPrOBOW eAWHMUbI 1 AaTy UCTEYEHUsi CpoKa TOAHOCTH, LUTPUX-
MHANBUAYaNbHBIA CEPUIiHbIA HOMEP TOPrOBOW EANHULL. | KOA B dopmarte DataMatrix, rno6anbHbin
Ha aTukeTky GaHku M KapTOHHYK nauky MoryT GbiTb UAGHTUDUKALMOHHBIA  HOMEP  TOProBoW
HaHEeCeHbl TexHu4eckue (NPOW3BOACTBEHHbLIE) KOAbI | eAuHULbI 1 VWHAMBUAYanbHbIA  CepUitHbIiA
(rpaduueckue, BykeHHbIE UNKM LMDPOBBLIE) HOMEp TOProBOW eAuHULbI.
HononHumensHo Ha emopu4Hol ynakoske (Ha nauke | LomonHumenbHo Ha 8MOPUYHOU yrnakoske
KapmoHHOU) Ha aHefulCKOM S3blKe  yKa3blearom: (Ha nayke KkapmoHHOU) Ha aHaIulickom
TOproBOe HalMeHoBaHWe NekapCTBEHHOro npenapata, | s3b/ke yKka3aHO. TOPrOBOE HaUMeHOBaHue
MEXAYHapoAHOEe HenaTeHTOBaHHOE HaMMEHOBaHWe, | NeKapCTBEHHOro npenapara,
AO3MPOBKY, JIEKAPCTBEHHYIO HOPMY W  KONMUYECTBO | MEXAyHapPOAHOE HenaTeHToBaHHoe
TabneTok B ynakoske, Haanucs «Antiaggregant». HaumeHoBaHwe, 403MpoBKa, NEKAPCTBEHHAs
~————=~(pOpMa 1 KONn4ecTBo TabNeToK B ynakoBke,
e MO | ouangues «Antiaggreganty.
3aknioyeHue: - CootBeTcTBYeET TpeGOBaHuﬂ%ﬁﬂeMB‘.‘{T@@ .Ne1,2,3




