MACMOPT Ne 486/24 LGl
cTp. 1mn3 2
/( g A OTAEN KOHTPONA KAYECTBA
JlnueHsusn Ne 00205-/1C ot 15.02.2021 r.
MAKWU3DAPMA
Hégr“:l EI': A?TB::‘HME Mnarpun® TabneTku, NOKPbITbie NIEHOYHOW 060NIOYKOM, 75 Mr
;0902%6“ Mocksa HOMEP CEPUM: PL1260524
oo TIPSR T HATA NPOU3BOACTBA: | 30.05.2024
cTpoenue 4, rOAEH fO: 31.05.2026
cTpoeHue 6,
cTpoeHue 8 OBBEM CEPUM: 9 829 ynak. Ne30
Ten: @os) se1-00gs | NPOVSBEMEHO: 000 «MAKWU3-®APMA»
AHANU3 NO: J1N-006376-290720, u3m. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaType He Bbiwe 25 °C.
Na HaumeHoBaHne Tpe6oBanus HL PesynbTathl aHanusa
n/n nokasarensi P y
1. | ONUCAHUE Kpyrnele aBosikoBbinyknble Tabnetku ¢ cackoi, nokpbl- | Kpyrnble ABOsIKOBbINykKnble TabneTku ¢ gac-
Tble NNEHOYHON 060NOYKOM PO30BOro LBETA. KON, NOKPbITbIE NIIEHOYHOW OBONOYKOW Po-
30BOro UBeTa.
2. | NOANTMHHOCTb Y®-cnekrpodoTomeTpusi. YP-cnektpel nornoweruns | Y®-cnektpocdotoMeTpus. YO-cnektpbl no-
UCNbITYEMOrO ¥ CTaHAAPTHOrO PacTBOPOB B 0611acT OT | FMOLIEHUS WCNLITYEMOrO W CTaHAapTHOro
250 po 300 HM AOMKHBI UMETb MaKCUMYMbl NPU OAHWUX U | pacTBopoB B obnactu ot 250 go 300 Hm
TEX e ANUHaxX BOMH. MMEIOT MaKCUMyMbl NPU OAHUX W TeX Xe
ANUHAX BOMH.
B3XX. Bpems yaepxuBaHus OCHOBHOrO nuka Ha xpo- | BOXX Bpems yaepxvBaHua OCHOBHOMO nu-
MaTorpaMme WUCNbITYEMOro pacTBopa AOMKHO COOTBET- | K& Ha XpoMaTorpaMMe WCMbITYEMOro pac-
CTBOBaTb BPEMEHU YAEpXMBaHWS NuKa knonuaorpena | TBOpa COOTBETCTBYET BPEMEHW YAEpXuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasfen | HWs Nuka Knonuaorpena Ha xpomaTorpamme
«KonuyecteseHHoOe onpeaenexue»). cTaHjapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE onpeaeneHuey).
3. | CPEOHAA MACCA e P, 0O®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 261,36 mr (+2,0%)
4. | PACTBOPEHMUE e PO, 0®C.1.4.2.0014.15, (96%)
Y®-cnektpocdoTomMeTpUs. 94%
He meHee 80 % (Q) oT 3asBNEHHOro KonuyecTea Knonu- 98%
porpena yepes 30 MUH. 95%
97%
98%
96%
5. | POOCTBEHHBIE B3IXX.
NMPUMECHU Mpumech A — He 6onee 1,2 %; 0,07%
npumeck C — He 6onee 1,5 %; 0,02%
€ANHNYHaA HenaeHTUUUMpoBaHHas npumeck — He 60- 0,01%
nee 0,2 %;
cymMma npumeceit — He 6onee 2,5 %. 0,18%
6. | BOOA e P®, 0®C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOJIOTMYECKASA | TP P®, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obuee yncno aapobHbIX MUKpPOOpPraHM3moB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
Obulee 4MCnO APOMOKEBBLIX W NMNECHEBbIX rpubOB: He Menee 10 KOEB 1T
Bonee 102 KOE B 1 1 (Mn);
Escherichia coli: otcytcTeue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb ro Po, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTok Konuue- AVi0=5,4%
CTBEHHOE COAEepXaHue knonuaorpena AOMKHO Haxo-
AuTbes B mHTepsane 0,75-M - 1,25-M.
9. | KONMUMWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,65 mr
ONPEOENEHUE 20 105,0 % oT 3asBNEHHOro Konu4ecTsa) B OAHOMN Tab- (99,5%)
netke.
10. | YIAKOBKA Mpu npoussodcmee, ghacoske u/unu ynakoske Ha OO0 | [Mpoussodcmeo, ¢hacoeka u ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKN3-®APMA»:
Mo 10 TabneTok B KOHTYpHyl fAYelikoBylo ynakoBky | Mo 10 TabneTok B KOHTYpHYyK SueiikoBYiO
(6nmcTep) U3 NNeHkn NONUBUHUNXNOPUAHOW W cbonbry | ynakosky (6nuctep) us nnexku MBX/NBAX u
anloMUHUEBON UMM B KOHTYPHYIO AYEWKOBYIO YNakoBKy | hONbri anioMUHUEBON.
(6nuctep) u3 nneHku NBX/MBAX u donbru antomuHue-
BOMA.
Mo 3 nnu 6 KOHTYpHBIX AYENKOBBIX ynakoBok (Bnucte- | Mo 3 KOHTYPHBIX AYEWKOBLIX YnakoBok (6nu-
poB) unu no 1 6aHke BMecCTe C MHCTPYKUMEN NO NpUMe- | CTepoB) BMECTE C WHCTPyKUWe# no npume-
HEHMIO B NayKy KAPTOHHYIO. HEHMIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lMepsuyHas ynakoeka
Ha konmypHol syelikosoll ynakoeke (bnucmepe) Ha | Ha  koHmypHolU  si4elikoeoli  yrakoeke
PYCCKOM £i3blKe yKa3bleatom: TOProBoe HaumeHoBauue | (6ucmepe) Ha PycCKOM $i3biKe yKa3aHo:
npenapata C nNpeaynpeauTenbHON MapkupoBkol ®, | ToproBoe HauMeHOBaHue npenapata C
MeXAyHapoAHOEe HenaTeHTOBaHHOEe HauMEeHOBaHWe W | npeaynpeAuTenbHOW  MapkupoBkon  ®,
AO3MPOBKY (Ha PYCCKOM M aHrMUACKOM A3blKax), | MEeXAyHapoaHoe HenaTeHToBaHHOE
neKkapcTBeHHyl0 OopMy, HauMeHOBaHMe  TOBapHbI | HauMEHOBaHWE W A03UPOBKa (HA PYCCKOM W
3HaK  (naTWHWUEW) AepxaTens  perncTpauvoHHOro | aHruhcKoM A3bIKax), NeKkapcTBeHHas
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YAOCTOBEPEHUSi, HOMEp Cepuu, AaTy Npou3BOACTBa | (pOpMa, HaMMeHOBaHWE  TOBapPHbIA 3HaK
(npn  cbacoske Ha OO0 «MAKUI-OAPMA» paaty | (naTuHWuUen) aepxaTens perncTpaunoHHoro
NPOM3BOACTBA HE HAHOCAT), AATy WCTEYEHWs CPoka | YAOCTOBEPEHWUs, HOMep cepuu, pjara
rOAHOCTM. NCTEYEHNSI CPOKa FOAHOCTH.
Bmopu4Hasi ynakoeka BmopuyHasi ynakoeka
Ha kapmoHHoUi nayke Ha pycCKOM si3biKe yKasblieatom: | Ha kapmoHHOU na4yke Ha PYCCKOM A3biKe
TOprosoe HauMeHoBaHue npenapara C | yka3aHo: TOproeoe HauMeHoBaHue
npeAynpesuTensHON MapkupoBkoii ®, mexayHapoaHoe | npenapaTa c npeAynpeanTenbHOM
HenaTeHTOBaHHOE HauMeHoBaHue, [O3NPOBKY, | MapKUPOBKOW ®, MeXAyHapoaHoe
hapMakoTepaneBTUYECKYIO TPYnny, NEKapCTBEHHYI | HenaTeHTOBaHHOe HauMeHoBaHwe,
cdopMy u konuyecTBO Tabnetok B ynakoBke, | A03UPOBKa, hapmakoTepaneBTUyeckas
HauMEHOBaHME W  CcCOAepXaHue  JenCcTBylowWero | rpynna, nekapcTBeHHas dopma ]
BelwecTsa B OAHON TabneTke, yCnoBWS XpaHEHWUs, | konuyecTBO  TabneTok B ynakoBke,
npeaynpeauTenbHbele Haagnucn «CoAepXUT nakTo3bl | HaumeHoBaHue " coaepxaHve
MOHOTMAPAaT», «XpaHWTb B HEAOCTYNHOM ANA AeTeil | AeicTBylollero  BewlectBa B OAHOW
MecTey, «Mepep npUMEHeHneM npenapata | TabneTke, ycnosus XpaHeHus,
O03HaKOMbTECb € MpuUnaraemMoit  WHCTPyKUWen», | npeaynpeauTencHble Hagnucu «Copepxut
«MpuHMUMATL NO HAa3HAYeHWIo Bpaya», yCNoBMA OTNYCKa, | NakTo3bl  MOHOTUAPAT»,  «XpaHuTb B
cnocob NPUMEHEHUS, Haanucb «®» - | HepocTynHoM Ans aeTten mecte», «[llepep
3aperucTpUpoBaHHbIi  TOBAapHbIA  3Hak»,  HOMEP | NMPUMEHEHWEM npenapata O3HaKOMbTeCb C
CBWAETENbCTBA O PErucTpauuu TOBAPHOTO 3Haka, | npunaraemoit MHCTpykuuen», «lpuHumatb
HOMep perucTpauuoHHoro YAOCTOBEPEHUSA, | NO Ha3HaYeHMWI0 Bpavay, ycrioBus OTnycka,
HaumeHoBaHwe aepxarens perucTpauuoHHoro | cnocob npumeHeHus, Haanucb «®» -
YAOCTOBEPEHUS,, €ro CTpaHy W TOBapHbIl 3HaK | 3aperucTpUpoBaHHbI  TOBAPHbLIA  3HAKY,
(naTuHULe), HauMeHOBaHWE W CTpaHy UPMbl- | HOMEp CBUAETenbCTBa O perucTpauuu
npoussoauTens (npu npouasoacTtee Ha OO0 «MAKWU3- | ToBapHOro 3Haka, HoMep perucTpaLnoHHOro
OAPMA» ykasblBaloT CTpaHy, ropoj), LUTPUX-KOA, | YAOCTOBEPEHUs, HauMeHoBaHWe Aepxartens
HOMEp cepuu, AaTy NpOW3BOACTBA (NP NPOU3BOACTBE | PErMCTPALMOHHOrO  YAOCTOBEPEHUS, €ro
Ha 000 «MAKU3-OAPMA» paTy npouM3BOACTBA HE | CTpaHa W TOBapHbIN 3HAaK (NaTuHuuew),
HaHOCAT), AaTy UCTEYEHUA CpPOKa FOAHOCTH, LUTPUX-KOA | HaWMEHOBaHWe, CTpaHa W ropos upMbl-
B thopmate DataMatrix, rnobanbHbIn | NPOU3BOAUTENS, LUTPUX-KOA, HOMEP Cepuun,
MAEHTU(UKALMNOHHBIA HOMEP TOProBOW EeAWHULbLI W | AaTa UCTEYEHUA Cpoka FOAHOCTH, LUTPUX-
MHAVBNAYaNbHbIA CEPUAHBIA HOMEP TOProBO eAuHNULEL. | koA B dopmate DataMatrix, rnobanbHbiv
NLEHTUMUKALNOHHBIA  HOMEp  TOProBown
€AVHULBI U UHAMBUAYaANbHBIA CEPUAHBLINA
HOMEP TOProBoOW eANHNLbI.
[ononHumensHo Ha emopuy4HOU ynakoeke (Ha nayke | [OMonHUmMesnbHo Ha 8MOPUYHOU yrnaKkoske
KapmoHHOU) Ha aHenulicKoM si3blke yKaablealom: | (Ha nayke KapmoHHOU) Ha aHeulickom
TOProBOE HauMeHOBaHWE NEeKapCTBEHHOro npenaparta, | si3blke yKka3aHo. TOProBOE HaWMeHOBaHue
MEXAYHAapPOAHOE HEenaTeHTOBaHHOE HaMMEHOBaHMWe, | JIeKapCTBEHHOro npenapara,
[O3NUPOBKY, NEKapCTBEHHYID (OPMYy U KONMUYECTBO | MEXAYyHapoaHoe HenaTeHTOBaHHOE
TabneTok B ynakoBke, Haanuck «Antiaggregant». HauMeHOBaHWe, 403UPOBKa, NeKapCTBEHHANA
chopma 1 konuyecTBo TabneTok B ynakoBke,
Haanucb «Antiaggregant».
12. | CPOK rOQHOCTHU 2ropa CooTBeTcTBYET
3aknioyeHume: 290720, uam. Ne1, 2, 3

HavanbHuk OKK:

Data Bbinycka OKK: «19» aBrycta 2024 r.
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