MACIOPT Ne 244/24 LU
cTp. 1132
OTAEN KOHTPONA KAYECTBA
JNuueHsna Ne 00205-11C ot 15.02.2021 r.
MAKU3DAPMA
:Sgr“:l Ell: STBA‘?HME Mnarpun® TabneTku, NOKPbITLIE NNEHOYHOW OBONOYKON, 75 Mr
2\0902%6“!']"'0‘3'(?3 HOMEP CEPUMU: PL1160324
e e TPosh: AT A TPOM3BOACTBA: | 29.03.2024
cTpoeHue 4, rOAEH A0: 31.03.2026
CTpOeHue 6,
cTpoeHue 8 OBbEM CEPUMN: 9 906 ynak. Ne30
Ten.: (495) 981-00-88 NMPOU3BEQEHO: 000 «MAKU3-OAPMA»
AHAIKU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: MNpu TemnepaType He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin pei——— Tpe6oBauus H Pe3ynbTaTtbl aHanuaa
1. | ONMUCAHUE Kpyrnbie ABosikOBbINyKnble TabneTku ¢ dackom, Nokpbl- | Kpyrnble ABOSKOBLIMyKMblE TABGAETKY C dac-
Tble NNEeHOYHOI 060N0YKOM PO30BOro LBETA. KOW, MOKPbITbIE NNEHOYHOI 0BONOUKON PO-
30BOro LBeTa.
2. | NOOANMUHHOCTbL Y®-cnektpocoToMeTpua. YO-cnektpel nornowiequs | Y®-cnektpochoToMeTpus. YO-crekTpsl no-
UCNbLITYEMOro 1 CTaHAapTHOrO PacTBOPOB B 06NacT¥t OT | FNOLIEHUS WCMLITYEMOrO U CTaHAApTHOTO
250 A0 300 HM AOMKHBI UMETb MaKCUMYMbI NIPU OAHWUX W | pacTBopoB B obnactu o 250 Ao 300 HMm
TeX e ANUHax BOMH. MUMEIOT MaKCUMyMbl NMpU OLHUX U TeX Xe
ANUHAX BOSH.
B3XX. Bpems yaepxuBaHUA OCHOBHOrO nuka Ha xpo- | BAXKX Bpems yaepXuBaHWs OCHOBHOMO nu-
maTorpaMme MCnbITYyeMOro pactBopa AOMKHO COOTBET- | ka Ha XpOMaTorpamMme MCMbITYeMOro pac-
CTBOBaTb BPEMEHU YAEPXWUBAHWA NUKa KNONUAOrpena | TBopa COOTBETCTBYET BPEMEHU yAepXuBa-
Ha XpomaTtorpamme CTaHAapTHOrO pacTeopa (pasgen | HUsA nuka Knonuaorpena Ha xpomaTorpamme
«KonuyecTteseHHOe onpeaeneHue). CTaHaapTHOro pacrteopa (pasaen «Konuue-
CTBEHHOE onpejenexmne).
3. | CPEOHAA MACCA e PO, O®C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). 259,80 mr (+1,4%)
4. | PACTBOPEHUE e P, 09C.1.4.2.0014.15, (100%)
Y®-cnektpocdoToMeTpus. 97%
He mexee 80 % (Q) oT 3aABNEHHOrO KONUYECTBA KNONU- 97%
forpena yepe3 30 MUH. 104%
100%
100%
99%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,06%
npumeck C — He Bonee 1,5 %; 0,11%
€AVHUYHAA HeuaeHTUULMpoBaHHaa npumecs — He 6o- 0,05%
nee 0,2 %;
Cymma npumeceii — He 6onee 2,5 %. 0,29%
6. | BOOA re PO, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOI’MYECKAA | F'® PO, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA ObLee uncno aspobHbLIX MUKPOOPraHuamos - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
O6Liee yncno ApPONOKEBLIX U MIECHEBbIX rpuboB: He Menee 10 KOEB 11
6onee 10° KOE B 1 r (Mn);
Escherichia coli: otcytcTBue B 1 1 (Mn). He obHapyxeHo
8. | OQHOPOOHOCTb e P®, 0O®C.1.4.2.0008.18, cnocob 1.
JIO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMHSETCS,
To AV £ 15,0 % (n = 30), n ansa 30/30 TabneTok konuye- AVi0=10,5%
CTBEHHOE CcoAepXaHue knonuaorpena AOMKHO Haxo-
AuTbCs B uHTepsane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 72,93 mr
OMPEOENEHUE A0 105,0 % ot 3asBneHHOro konuyecTea) B 04HOMN Tab- (97,2%)
netke.
10. | YNAKOBKA IMpu npouseodcmee, ¢hacoske u/unu ynakoeke Ha OO0 | lMpouseodcmso, chacoeka U ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKU3-®APMA»:
Mo 10 Tabnetok B KOHTYpHyIO sueiikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO SUEMKOBYIO
(BnucTep) U3 NNeHkM NONUBUHUNXMOPUAHON 1 hONbr | ynakosky (BRUCTEp) U3 nneHku NBX/NBAX n
anioMUHUEBON UM B KOHTYPHYIO AYEWKOBYK YNakKOBKY | (honbrv anioMUHUEBOIA.
(6nuctep) u3 nneHkn MBX/NBAOX u donbrin anomuHne-
BOWA.
Mo 3 nnn 6 KOHTYpHbIX SYENKOBBIX YNakoBOK (6:iucTe- | Mo 3 KOHTYPHBIX AYEiKOBbIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTe C MHCTPYKLMEl Mo NpuMe- | CTEPOB) BMECTE C WHCTPYKLMEN no npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHMIO B NaYKy KAPTOHHYH.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepeu4Has ynakoeka
Ha koHmypHol suelkoeoli ynakoske (6rucmepe) Ha | Ha  KkoHmypHol  siyelikoeoil ynakoseke
PYCCKOM sI3blKe yKa3blealom. TOProBoe HaumeHosaHue | (6rucmepe) Ha PyccKOM si3bike yKas3aHo:
npenapata ¢ npeAynpeAuTenbHOW MapkupoBkoi ®, | ToproBoe HaWMeHoBaHue npenapata C
MeXAyHapoAHOe HenaTeHTOBAHHOE HaWMEHOBaHWEe W | NpeAynpeAWTENbHOM  Mapkuposkon  ®,
AO3NPOBKY (HA PYCCKOM W  aHIMWUIACKOM A3blkax), | MexXayHapoaHoe HenaTeHToOBaHHOe
nekapcTBEHHYI0 hOpMY, HauMeHOBaHWE  TOBapHbIN | HaUMEHOBaHWE W A03NPOBKA (Ha PYCCKOM W
3HaK _ (natuHuuen) AepxaTtens pPEerucTpPauMOHHOTO | aHIMWMACKOM  A3blkax), nekapcTBeHHas
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Ne HaumeHoBaH!s Tpe6oBanusa HO Pe3ynbTaThl aHanusa
n/n nokasarens P y
YAOCTOBEPEHUs,, HOMEpP cepuu, AaTy MNPOU3BOACTBA | (hOPMa, HaMMEHOBAHWE TOBAPHLIA 3HAK
(npn  dacoske Ha OO0 «MAKU3-OAPMA» paTy | (naTUHULEN) AepKaTens perucTpaLumoHHOro
NPOM3BOACTBA HE HAHOCAT), AaTy WCTEYEHUA CpoKa | YAOCTOBEpPEHUs, HOMep Ccepuu, AaaTa
FOAHOCTH. VCTEYEHUNA CPOKa roAHOCTH.
Bmopuy4Has ynakoeka Bmopuy4Has ynakoeka
Ha kapmoHHOU nayke Ha pyccKOM si3blke yKa3sbleatom: | Ha KapmoHHOU nayke Ha PYCCKOM Si3biKe
TOproeoe HaumeHoBaHue npenapara Cc | ykasaHo: TOproeoe HanMeHoBaHue
npeaynpeauTensHOi mapkuposkoi ®, mexayHapogHoe | npenapata c npeaynpeauTenbHon
HenaTeHToBaHHOe HauMeHoBaHwue, AO3NPOBKY, | MapKUPOBKOA ®, MeXAYHapoAHOe
¢hapmakoTepaneBTUYECKYIO Tpynny, NEKapCTBEHHYID | HenaTeHTOBaHHOE HauMeHoBaHwue,
¢opmy u  konuyecTBO Tabnetok B  ynakoBke, | A03WPOBKa, hapmakoTepaneBTuyieckas
HauMeHoBaHMe UM coaepXaHue  AeicTByOLero | rpynna, nekapcTBeHHas dopma "
BellecTBa B OAHOW TabneTke, YCnoBWA XpaHeHWs, | KonuyecTBO  TabneTok B  ynakoBske,
npeaynpeautensHole Haanucu «CoAEpPXWUT NakTo3bl | HaMMeHoBaHWe " copepxaHue
MOHOTMAPaT», «XpaHuTb B HEAOCTYNHOM AN AeTell | AeiCTBYIOWEro BewectBa B  OAHOW
MmecTey, «Mepeg NPUMEHEHNEM npenapata | TabneTke, ycnosus XpaHeHUs,
O3HAKOMbTECH ~ C  MpUNaraemoil  MHCTPyKUnein», | npeaynpeautenbHble Hagnucn «Coaepxut
«MpuHMMaTL NO Ha3HaYeHWIo Bpayay, YCOBUA OTNYCKa, | NakTo3bl  MOHOrMAPAT»,  «XpaHuTb B
cnocob6 NPUMEHEHUSA, Hajanuchb «®» - | HepocTynHOM Ans aeten mecte», «Mepea
3aperucTpupoBaHHbIi  TOBApHbIA  3Hak»,  HOMEp | NPUMEHEeHMeM npenapaTta O3HAKOMbTECH C
CBuAETEeNnbCTBA O pPEerucTpauunm TOBAapHOro 3Haka, | npunaraemoit MHCTpykuuen», «MpuHumaTsb
HoMep perucTpaymoHHoro YAOCTOBEPEHMUA, | NO Ha3HaYEeHWI0 Bpaya», YCMOBUS OTNyCKa,
HauMeHOBaHwe Aepxarens PerucTpaumvoHHoro | cnocob npuMeHeHus, Hapnucb «®» -
YAOCTOBEPEHUS,, €ro CTpaHy U TOBapHbIA 3HAK | 3aperuCTPUMpOBaHHbIA  TOBAPHBLIA  3HAKY,
(naTuHuUen), HaumeHOBaHWe M CTpaHy CUPMbl- | HOMEpP CBUAETENbCTBA O  perucTpaumu
npoussoauTens (npu npoussoacTee Ha OO0 «MAKMS3- | ToBapHOro 3Haka, HOMep PerucTpaLUoHHOro
®APMA»  ykasblBalOT CTpaHy, [FOpPOA), LUTPUX-KOA, | YAOCTOBEPEHUS, HAaUMEHOBaHWE AepXaTens
HOMep cepuu, AaTy NPOW3BOACTBA (MPWU NPOU3BOACTBE | PErUCTPALMOHHOTO  YAOCTOBEPEHUS, €ro
Ha OO0 «MAKU3-®APMA» paTy Npou3BOACTBA HE | CTpaHa M TOBapHblii 3HaK (NaTUHULEN),
HaHOCAT), AATy UCTEYEHUs CpOKa FOAHOCTY, LUTPUX-KOA | HaWMEHOBaHWE, CTpaHa W ropos UPMbI-
B cdopmare DataMatrix, rnobanbHeI | NPOU3BOAUTENS, LUTPUX-KOA, HOMEP CEpUN,
MAEHTU(UKALNOHHBIA HOMEP TOProBOW EAMHULBI W | AaTa UCTEYEHUS CPOKA FOAHOCTM, LUTPUX-
MHAMBUAYaNbHbIA CEPUAHBIA HOMEP TOProBoi eAnHULLl. | koa B dopmarte DataMatrix, rmobanbHbii
MAEHTU(PUKALUMOHHBIA  HOMEP  TOProsow
€AVHUULI U WHAMBUAYANbHbLIA CEPUAHLIV
HOMEP TOProBOW eANHULIbI.
HononHumenbHo Ha emopuyHoli ynakoeke (Ha nayke | [JOMOMHUMENILHO Ha 6MOPUYHOL yrakoske
KapmoHHOU) Ha aHenulcKoM s3bike yKa3blealom: | (Ha nayke KapmoHHOU) Ha aHenulickom
TOProBoe HauMEHOBaHWE NEeKapCTBEHHOro npenapaTa, | s3blke yKa3aHO. TOProBoe HauMeHoBaHue
MEXAYHapOAHOE HEenaTeHTOBaHHOE HaWMEHOBaHWe, | NeKapCTBEHHOro npenapara,
AO3NPOBKY, NEKapCTBEHHYI OPMy U KOMWUYECTBO | MEXAyHapoaHoe HenaTeHToBaHHOe
TabneTok B ynakoBke, Haagnuce «Antiaggregant». HaumeHoBaHwWe, 403UPOBKa, NEKAPCTBEHHAs
dopma n konuyecTso TabneTok B ynakoske,
Hagnucb «Antiaggregant.
12. | CPOKIrogHOCTH 2 roaa CootseTcTByeT
3aknryeHue: CoorBetcTByeT Tpe6oBaHusam J1M-006376-290720, uam. Ne1, 2, 3

Bonkosa O.B.




