MACIOPT Ne 351/23 LLEUELL
cTp. 1mM32
é?ﬁ OTAEN KOHTPONA KAYECTBA
: Nuuen3us Ne00205-J1C ot 15.02.2021 r
MAKMIOAPMA HAUMEHOBAHUE Mnarpun® TabneTkun, NOKpbITble
100026, 1 11 NPEMNAPATA: NAEHOYHOU 060104KOM, 75 Mr
, . Mocksa g
ABTOMOBMNbHBIN Npoe3y, HOMEP CEPUN: PL1440923
AOM 6, OATA NPOU3BOACTBA: 28.09.2023
CTPOEHMUe 4, )
R E . FOAEH AiO: 30.09.2025
CTpoeHue 8 OBBEM CEPUM: 9942 yn. Ne30
Ten. (465 o81-00.88 | NIPOVISBEAEHO: 000 «MAKWU3-®APMA»
AHAINMU3 NO: JIM-006376-290720, A3m. Ne1, 2, 3
XPAHEHME: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaunmeHoBaHue
il GRASATES Tpe6osanus HO Pe3ynbTaTtbl aHanusa
1. | ONMUCAHUE Kpyrnble  aBoskoBbinyknble Tabnetkm c  dackon, | Kpyrnble ABOSKOBbINYyKnble Tabnetku c
NOKPbITbIE NNEHOYHON 060NOYKON PO3OBOrO LBETA. ackow, NOKpbITbIE NNEeHOYHON oBonoykomn
PO30BOro UBeTa.
2. | NIOONUHHOCTbL Y®-cnektpocdotomeTpua. YP-cnektpel nornoweHus | Y®-cnektpodoToMeTpus. Y®-cnekTpbl
UCNbITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 06NacTh OT | NOrNOLWEHUss UCMbITYEMOTO U CTaHAapTHOro
250 po 300 HM AOMKHBI UMETb MaKCUMyMbl NPU OAHUX W | pacTBopoB B obnactu oT 250 po 300 Hm
TeX Xe ANUHaXxX BOJH. MMEIOT MaKCUMyMbl NPU OAHUX U TEX XKe
B3XX Bpems yaepXuBaHuUs OCHOBHOrO nNWKa Ha | ANUHAX BOMH.
XpomaTorpamMme  UCMbITyeMoro pacteopa AomkHo | BOXX Bpemsa yaepxuBaHuWsi OCHOBHOrO
COOTBETCTBOBATb  BPEMEHW  YAEpXMBAHUA  NUKa | MMKa Ha XpomaTorpamme  UCMbITYeMoro
Knonuaorpena Ha  xpomaTtorpamme  CTaHAapTHOro | pactsopa COOTBETCTBYET BpeMeHN
pacteopa (pasaen «KonuyecTBeHHoe onpeseneHune). YAEPXWUBAHUA NUKa  Kknonuaorpena Ha
XpomaTtorpamMme CTaHAapTHOro pacTeBopa
(paspen «KonuuectBeHHOE onpejenexHney).
3. | CPEOHAA MACCA re Po, 09C.1.4.2.0009.15
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 259,29 mr (+1,2%)
4, | BOOA e PO, 09C.1.2.3.0002.15 MeToa K.®uwepa. 1,4%
He 6onee 7,0%
5. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15 (96%)
Y®-cnekrpodoTomMeTpUs. 94%
He meHee 80 % (Q) oT 3asBneHHOro konuyecrsa 94%
knonugorpena vyepes 30 MUH. 97%
97%
97%
95%
6. | POOCTBEHHbLIE B3XX. " " 0,05%
Mpumeck A — He 6onee 1,2 %; !
MPUMECK npumeck C — He Gonee 1,5 %; " O%Hg;)‘}/()KeHo
eAVHNYHas HeuaeHTUMUUMPOBAHHAA NpPUMECh — He 0’170/:
6onee 0,2 %; !
cymma npumecen — He 6onee 2,5 %.
7. | OQHOPOOHOCTb e Po, 09C.1.2.4.0008.18 (cnocob 1)
ONO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnoBue He BbINONHAETCA, AVi0=11,8%
T0 AV £ 150 % (n = 30), n ans 30/30 Tabnetok
KONUYECTBEHHOE COAEpXaHue knonuaorpena AOMKHO
HaxoauTbcs B uHTepane 0,75-M —1,25-M.
8. | MUKPOBUOJNIOMMMYECKAA | N'® P®, 0®C.1.2.4.0002.18. Kateropusa 3A.
YUCTOTA Obujee yncno aspobHbIX MUKPOOPraHM3MOoB - He Bonee
10°KOE B 1 1 (mn); MeHee 20 KOE B 1 1
O6Lyee Yucno LPOXOKEBbLIX U NNECHEBbIX TPUOOB: He
Gonee 10° KOE B 1 r (Mn); Menee 10 KOEB 11
Escherichia coli: otcytcteue B 11 (mn). He oBHapyxeHo
9. | KOMMYECTBEHHOE B3XX. ot 71,25 po 78,75 mr knonugorpena (ot 95,0 %
OMPEOENEHUE A0 105,0 % OT 3aABNEHHOrO KONMYECTBa) B OAHOM 73’780'“"
TabneTtke. (98,4%)
10. | YNAKOBKA lMpu npoussodcmee, ¢pacoske u/unu ynakoske Ha OO0 | lNpouzsodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKUN3-©APMA»:
Mo 10 TabneTok B KOHTYPHYIO A4YelnikoByilo ynakoBky | Mo 10 TabneTok B KOHTYPHYIO S4eiKoBYIO
(6nucTep) M3 NNEeHKU NONMMUBUHUNXNOPUAHOW M conbrn | ynakosky (6nuctep) us nnexku MNBX/MBOX u
anioMUHMEBON UMW B KOHTYPHYIO AYEKOBYIO ynakoBKy | (hONbru anioMUHUEBON
(bnuctep) w3 nnewkn NBX/MBOX wu  donbru
antomuHmneson Mo 30, 60 unu 90 Tabnetok B BaHke u3
NONMATUNEHA  HW3KOTO  AaBNEHUs,,  YKYNOPEHHOM
KPBILLKOW NONUMEPHOW C KOHTPONEM NEPBOro BCKPbITUSA
wnu B GaHKke M3 nONWUaTUNEHa BbICOKOW MIOTHOCTH,
YKYNOPEHHON  KPbILUKOW NOSIMMEPHOW C  KOHTpOnem
NepBOro BCKPbITUS.
Mo 3 wunu 6 KOHTYpPHbIX SAYEWKOBbIX YynakoBOK | Mo 3 KOHTYpHbIX AYENKOBBLIX YNaKOBOK
(6nuctepos) unu no 1 6aHke BMecTe C MHCTpykUuen no | (6nucTepoB) BMECTe C WHCTPyKUMENW Mo
NPUMEHEHMIO B NaYKy KAPTOHHYIO. NPUMEHEHUIO B NaYKy KAPTOHHYH.
11. | MAPKUPOBKA lMepesuyHas ynakoekxa. MepeuyHas ynakoeka.
Ha koHmypHoli sivelikosoli ynakoeke (6nucmepe) Ha | Ha  koHmypHol  s4elikoeol — ynakoeke
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AHAIKU3 NO: JIMN-006376-290720, A3Mm. Ne1, 2, 3
XPAHEHMUE: MNpu TemnepaType He Bbiwe 25 °C.
K ianMemaEaki Tpe6oBanusa HQ Pe3synbTatbi aHanusa
n/n nokasarensi
PYCCKOM 53bIKe yKa3bi8arom: TOProBoe HaumeHoBaHue | (6rucmepe) Ha PycCKOM s3blke yKa3aHo:
npenapata Cc npeaynpeauTensHOW MapkupoBkoii ®, | TOproBoe HauWmeHoBaHMe npenapata C
MEXAYHapoAHOe HenaTeHTOBaHHOE HauMEHOBaHWe W | NpPeAynpeauTEntHOW  Mapkuposkon — ®,
NO3NPOBKY (HAa PYCCKOM U aHMMUACKOM $3blkax), | MexpyHapoaHoe HenaTeHToBaHHOe
neKkapcTBeHHyl0 (OpMy, HaMMEHOBaHME  TOBapHbI | HaMMEHOBaHWE U A03UPOBKa (Ha PYCCKOM U
3HaK (naTuHuUen) AepXaTens  perucTpauMoOHHOrO | aHrMWIACKOM  s3blkax),  NeKapCTBEHHas
YAOCTOBEPEHNA, HOMEp Ccepuu, AaTy NPOM3BOACTBA | (hOpMa, HAaUMEHOBaHWE  TOBApPHbIA 3HaK
(npn  bacoske Ha OO0 «MAKU3-®APMA» paty | (naTuHWUER) aepxaTens perncTpauyuoHHOro
NpON3BOACTBA HE HAHOCAT), AaTy MWCTEYEHWs Cpoka | YAOCTOBEPEHMS, HOMep cepuu, AaTa
FOAHOCTHU. UCTEYEHUS CPOKa rOAHOCTH.
BmopuyHas ynakoeka. BmopuyHas ynakoeka.
Ha kapmoHHOU nayxke Ha pycCKOM si3biKe yka3bleatom: | Ha KapmoHHOU rayke Ha PyCcCKOM s3blKe
TOprosoe HaumeHoBaHue npenapata C | ykasaHo: TOproeoe HauMeHoBaHue
npeaynpeaAuTenbHOW MapkupoBkoih ®, MexayHapoAHOe | npenapata c npeAynpeauTensHoMn
HenaTeHTOBaHHOe HauMeHoBaHue, AO3MPOBKY, | MapKupOBKOW ®, MeXAYyHapoaHoe
hapmakoTepaneBTUYECKylO pynny, nNeKapCTBEHHYI | HenaTeHTOBaHHOe HauMeHoBaHue,
dopMy ¥ konuyecTBO TabnetTok B ynakoBKe, | A403MPOBKa, apmakoTepaneBTuyeckas
HauMeHoBaHMe U COAEepXaHue  JeiCTBylOWero | rpynna,  nekapcTBeHHas dopma  u
BewecTBa B OAHOW TabneTke, YCNOBWS XPaHEHUs, | KONUMYECTBO  TabBneToKk B  ynakoske,
npeaynpeautenbHble Haanucu «CoaepxuT nakTosbl | HauMeHoBaHue ] coaepxaHue
MOHOruapaT», «XpaHuTb B HEAOCTYNHOM ANs AeTed | AeACTBylOWEro Bewectsa B  O4HON
mecTe», «Mepea npUMeHeHneM npenapata | Tabnetke, ycnosusi XpaHeHus,
O3HaKOMbTeCb ~ C  Mpunaraemol  MHCTpyKUMeWn», | npeaynpeauTenbHble Haanucu «CoaepxuT
«MpuHUMaTL NO Ha3HaYEHMIO Bpaya», YCNOBWA OTNYCKa, | NakTO3bl  MOHOrMAPAT»,  «XpaHuTb B
cnocob NpUMEHeHUs, Haanuch «®» - | HepocTynHom ans peten mecte», «[epeg
3aperucTpupoBaHHbIi  TOBapHbIA  3HaK», HOMEP | MPUMEHEHWEM npenapaTa O3HaKOMbTECh C
CBUAETENbCTBA O PEerucTpauuu TOBApHOro 3Haka, | npunaraeMoit UHCTpykuuen», «[puHumMaThb
Homep perucTpauuoHHOro YAOCTOBEPEHUs, | NO Ha3HaYeHWIO Bpayay, YCroBUS OTNyckKa,
HaumeHoBaHue Aepxartens PerucTpaunoHHoro | cnocob npuMeHeHusi, Hagnuce «®» -
YAOCTOBEPEHUA, €ro CTpaHy W TOBApHbIi 3HAaK | 3aperucTPUpOBaHHbLIA  TOBAPHBLIA  3HAKY,
(naTuHuueit), HauMeHoBaHWE W CTpaHy (UPMbl- | HOMEp CBUAETENbCTBA O  perucTpaumu
npoussogutens (npu npoussoactee Ha OO0 «MAKWU3- | ToBapHOro 3Haka, HOMEpP PEerncTPaLMoHHOro
®APMA» ykasblBaloT CTpaHy, [rOpPOA), LUTPUX-KOA, | YAOCTOBEPEHMWS, HAUMEHOBaHWE AepXKaTens
HOMep cepuun, AaTy NPOU3BOACTBA (NPU NPOU3BOACTBE | PETUCTPALMOHHOTNO  YAOCTOBEPEHUS, €ro
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBa He | CTpaHa W TOBapHbIA 3HaK (NaTuHWLen),
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTU, LUTPUX-KOA | HauMeHoBaHue, CTpaHa M ropos uUpMbI-
B topmare DataMatrix, rnobanbHbIi | NPOM3BOAMTENS, LUTPUX-KOA, HOMEP CEpuH,
VAEHTUPUKALMOHHLIN HOMEP TOProBOA €AUHWLbLI W | AaTy WUCTEYEHWS CPOKa FOAHOCTM, LWTPUX-
VHAVWBUAYaNbHbIA CEPUIAHBIA HOMEP TOProBoW eAnHULblL. | koa B dopmaTte DataMatrix, rno6anbHbiii
Ha atukeTky GaHku M KapTOHHYIO nayky MOryT ObiTb | WAEHTU(DUKALMOHHLIA  HOMEP  TOProBOWA
HaHeCeHbl TexHUYeckne (MPON3BOACTBEHHbIE) KOAbI | €AVHWLBI W WHAMBUAYASbHLIA CEPUIAHbIA
(rpadhuueckue, 6ykBeHHble UNK UUPOBLIE) HOMEp TOProBON eANHULIbI.
HononHumesnibHo Ha 8mopu4HOU ynakoeke (Ha nadke | JornonHumenbHO Ha 8mMOPuYHOl yrakoeke
KapmoHHOU) Ha aHefulCKOM A3blKe yKasblealom: | (Ha nayke KapmoHHOU) Ha aHenuilickom
TOProBoe HaMMEHOBAHWE NEKapCTBEHHOTO npenapaTa, | s3bike yKka3aHO: TOProBoe HauWMeHOBaHue
MeXAYyHapoAHOe HenaTeHTOBaHHOE HauMeHOBaHWe, | NIeKapCTBEHHOro npenapara,
NO3NPOBKY, N€KapCTBEHHYIO OpMy W KONUYECTBO | MEXAYHApOAHOE HenaTeHToBaHHOE
Tabnetok B ynakoske, HaAnNuCL «Antiaggregant». .. - .| HauMeHoBaHMe, 03MPOBKa, NEKApCTBEHHAS
:XHOL'\D pMa 1 KonuM4yecTBo TabneTok B ynakoBke,
o m\;&wu «Antiaggregant.
3aknoyeHue: - CooTBetcTBYET TpeGOBaHu;rM nrr-oos 290720, A3Mm. Ne1, 2, 3
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