MACTOPT Ne 89/24 KE-000I308
cTp. 1u3 2
OTAEN KOHTPONA KAYECTBA
Jlnuenaus Ne 00205-J1C ot 15.02.2021 r.
MAKWU3DAPMA
:Qg# 5‘: A?TB:HME Mnarpun® TabneTku, NOKPbITbIE NSIEHOYHOW 060NOYKON, 75 Mr
;0902%6“ Mocksa HOMEP CEPUM: PL1090224
o PO, T ATA MPOU3BOACTBA: | 22.02.2024
GTpaeHNs: 4, FOAEH AO: 28.02.2026
CTpoeHue 6,
CcTpoeHme 8 OBBEM CEPUU: 9 898 ynak. Ne30
Ton: (495) 9810068 | NP OVSBEAEHO: 000 «MAKU3-®APMA»
AHAJIU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
e HammeHoBakue Tpe6oBanus HO Pe3synbTathl aHanuaa
n/n nokasarens P Y
1. | ONUCAHUE Kpyrnble ABOSIKOBbLINYKIbIE TabneTku ¢ cackoil, Nokpbl- | Kpyrmbie 4BOsSIKOBLINYKMble TabneTkn ¢ dac-
Tble NNeHoYHou 060NoYKOI PO30BOro LBETA. KOW, MOKPbITbIE NAEHOYHOW 06ONoYKON po-
30BOro LBeTa.
2. | NOANUHHOCTb Y®-cnektpodoToMeTpus. Y®d-cnektpbl nornowenus | Y®-cnektpodotomeTpusi. YO-cnekTpsl no-
UCNBITYEMOro U CTaHAapTHOro pacTeBopoB B 06nacTu OT | rMOWEHUA WUCNbITYEMOrO W CTaHAapTHOro
250 p0 300 HM AOMKHBI UMETH MaKCUMyMbl NPY OAHUX U | pacTBopoB B obnactu ot 250 go 300 HM
TeX Xe ANNHaX BOSH. MUMEIOT MaKCUMyMbl NPV OAHUX WU Tex e
ANVHAX BOJSH.
B3XX. Bpems yaepxuBaHus OCHOBHOrO nuka Ha xpo- | BAXKX Bpems yaepxuBaHWUs OCHOBHOrO Nui-
MaTorpamme WCnbITYEMOro pacTeopa AOMKHO COOTBET- | ka Ha XpomaTorpamMe MCMbITYyeMoro pac-
CTBOBaTb BPEMEHN YAEPXWBAHUA NuKa KIonuaorpena | TBopa COOTBETCTBYET BPEMEHU YAEpXuUBa-
Ha XpomaTtorpamme CTaHAapTHOrO pactsopa (pasjen | HUA NuUka KNonuaorpena Ha xpomarorpamme
«KonuyectseHHOE onpeaeneHue). cTaHaapTHoro pacteopa (pasgen «Konuye-
CTBEHHOE OnpeAeneHuey).
3. | CPEQHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr + 3,0 %). 259,86 mr (+1,4%)
4. | PACTBOPEHME e PO, 09C.1.4.2.0014.15, (93%)
Y®-cnektpocoTomMeTpus. 95%
He meree 80 % (Q) oT 3anBneHHOro konuyecTea knonu- 92%
aorpena yepes 30 MUH. 94%
92%
92%
95%
5. | POOCTBEHHbIE B3IXX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,04%
npumeck C — He 6onee 1,5 %); 0,11%
eANHWYHaA HenaeHTUudULMpoBaHHasa npuMmecb — He 6o- 0,07%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,29%
6. | BOOA e PO, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOINMM4YECKASA | N PP, O®C.1.2.4.0002.18, kateropus 3A.
YUCTOTA O6uiee 4ncno aapobHbIX MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 1 1
10° KOE B 1 1 (Mn);
ObLwee 4NCNO APONOKEBLIX W NMECHEBbIX rPUBOB: He MeHee 10 KOEB 1T
Gonee 10> KOE B 1 1 (mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He obHapyxeHo
8. | ONHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnn ycnosue He BbINOMHAETCS,
To AV £ 15,0 % (n = 30), n gna 30/30 TabneTok konuye- AVio=4,5%
CTBEHHOE CcoAepXKaHue Kknonuaorpena AOMKHO Haxo-
AWTbCA B MHTepsane 0,75-M — 1,25-M.
9. | KOFIMNYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 75,81 mr
ONPEQENEHUE A0 105,0 % ot 3asBNEHHOro KonuyecTsa) B 0AHOMW Tab- (101,1%)
netke.
10. | YNAKOBKA lpu npoussodcmee, ¢pacoske u/unu ynakoske Ha OO0 | [Mpouseodcmeo, ¢hacoeka U yrnakoeka Ha
«MAKU3-®APMA»: 000 «MAKN3-®APMA»:
Mo 10 Tabnetok B KOHTYpHYylO sueiikoBylo ynakosky | Mo 10 TabneTok B KOHTYpHYK SYEWKOBYIO
(6nnctep) M3 NNeHKM NONUBUHUNXIOPUAHOK U donbri | ynakoBky (6nuctep) ua nnexkn MBX/MBOX un
anioMUHWEBOW WNWU B KOHTYPHYIO SYEWKOBYIO YNakoBKy | (honbri antoMUHUEBOMN.
(6nuctep) u3 nnexkn MNBX/MBOX n cdonbru aniomuHue-
BOW.
Mo 3 nnn 6 KOHTYPHbLIX AYENKOBLIX ynakoBok (6nucrte- | Mo 3 KOHTYPHbLIX AYENKOBLIX ynakoBoK (6nu-
pos) unn no 1 6aHke BMECTE C UHCTPYKUMEeA No npume- | CTEpPOB) BMECTE C WHCTPYKUWEW no npume-
HEHUIO B MNaYKy KAPTOHHYI. HEHMIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lMepeuy4Has ynakoska lNepsuyHas ynakoeka
Ha konmypHol s4elikosol ynakoske (6nucmepe) Ha | Ha  koHmypHol  sidelikoeol  ynakoeke
PYCCKOM 13blKe yKa3bléarom: TOproBoe HaumeHoBaHue | (6rucmepe) Ha PYCCKOM Si3biKe yKa3aHo:
npenapata C npeaynpeauTenbHOW MapkupoBkoii ®, | ToproBoe HauMMeHOBaHWe npenapata C
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHOBaHWEe W | npeaynpeAuTenbHOW  MapkupoBkon  ®,
AO3NPOBKY (Ha PYCCKOM W aHIMIMACKOM N3blkax), | MEXAyHapogHOe HenaTeHToBaHHOe
NneKkapcTBeHHylo (POpMy, HauMeHOBaHWe  TOBapHbI | HaUMEHOBaHME U A03UPOBKA (HAa PYCCKOM W
3HaK _ (NaTMHUUEN) JepXaTens  perucTpauMOHHOro | aHrMMACKOM  s3blkax),  NekapcTBeHHas
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YAOCTOBEPEHUSA, HOMEp cepuu, AaTy NpOU3BOACTBA
(npu dhacoske Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT), AaTy WCTEYEHUs Cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PyCCKOM $i3biKe yKa3bigatom:
TOproBoe HauMeHoBaHue npenapara C
npeAynpeanTenbHOR MapkupoBkon ®, MexayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue, [,03UPOBKY,
hapmakoTepaneBTU4ECKyld Tpynny, NEeKapCTBEHHYHO
dopmy u konuyectBo Tabnetok B ynakoBke,
HauMeHOBaHWe U  COAEepXaHue  AeWCTBYIOLLero
BellecTBa B OfHOW TabneTke, yCnoBUA XpaHeHus,
npeaynpeautenbHble Haanucu «CopepXWUT NakTo3bl
MoOHOrMApaT», «XpaHuTb B HEAOCTYNHOM AnA AeTew
mecTe», «MNepea NPUMEHEHUEM npenapara
O03HaKOMbTECL ~ C  NpUNaraeMol  WHCTPYKUUEWN»,
«MpUHUMaTL NO Ha3HaAYEHUIO Bpayay», yCNOBUSA OTMYCKa,
cnocob NpPUMeHeHUsA, Haanuch «®» -
3aperucTpupoBaHHbIi  TOBapHbIA  3HaK», HOoMep
cBMAETeNbCTBA O PerucTpauuu TOBApPHOro  3Haka,
HOMep pPerncTpaLuuoHHoOro YAOCTOBEPEHUS,
HauMeHoBaHue Aepxatens perncTpauuoHHoOro
YAOCTOBEPEHUsi, €ero CTpaHy W TOBapHbIA 3HaK
(naTuHuuen), HaumeHoBaHWE U CTpaHy UPMbI-
npoussoauTens (npu npoussoactee Ha OO0 «MAKU3-
OAPMA» ykasblBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMep cepuu, AaTy npou3BoacTBa (MpW NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy Npou3BOACTBA He
HaHOCAT), AaTy UCTEYEHUA CPOKa rOAHOCTM, LUTPUX-KOA
B dopmare DataMatrix, rno6anbHblit
WAEHTUMUKALMUOHHBIA HOMEpP TOProBOW €AUHUUBI W
VHAMBUAYaNbHbIA CEPUNHBIA HOMEP TOProBOW €ANHULbI.

HononHumensHo Ha emopu4yHOU ynakoeke (Ha nayvke
KapmoHHOU) Ha aHefulCKOM Si3blke  yKasblearom:
TOProBoe HauMeHOBaHWE NEeKapCTBEHHOro npenapara,
MEXAYHapoAHOE HenaTeHTOBaHHOE HaUMEHOBaHue,
LO3UPOBKY, NEKapCTBEHHYD OpPMYy U KONMUYECTBO
TabneTtok B ynakoBke, Haanucb «Antiaggregant».

dopma, HaumMeHOBaHME  TOBApHbIA 3HaK
(naTuHuuen) aepxaTena perucTpauuoHHOro
yAOCTOBEpPEHUs, HOMep cepuu, para
VNCTEYEHUs1 CPOKa rOAHOCTH.

BmopuyHasi ynakoska

Ha kapmoHHOU nayke Ha pPYyCCKOM fi3bike
yKasaHo: TOprosoe HauMeHoBaHue
npenaparta c npeaynpeauTenbHou
MapK1UpOBKON ®, MexXayHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHwue,
AO03MpOBKa, hapmakoTepaneBTu4eckas
rpynna, nexkapcTBeHHas opma n
Konu4yecTtso  Tabnetok B ynakoBke,

HauMeHoBaHue n CoAepXxaHue
AEeNCTBylOLWEro  BeljecTBa B OAHOW
Tabnetke, ycnosus XPaHeHus,

npeaynpeautensHole Hagnucu «Copepxut
NakTosbl  MoHOormapart», «XpaHutb B
HeAOCTYNHOM AnA jeTeir mecTte», «[epes
nNpUMeHeHWeM npenapaTta O3HaKOMbTECb C
npunaraeMon WHCTpykumen», «MpuHumatb
NO Ha3Ha4yeHWIo Bpaya», YCNnoBUA OTNyCkKa,
cnocob npumMeHeHus, Hagnucb «®» -
3aperucTpupoBaHHbIi  TOBApHbIA  3HaK»,
HOMEp CcBUAETenbCTBa O perucTpauumn
TOBaPHOro 3Haka, HOMep PerucTpaumMoHHOro
YAOCTOBEPEHUS,, HAUMEHOBaHWE AepxaTens
PerucTpaLMoHHOro  YAOCTOBEPEHUs,, €ro
cTpaHa W TOBapHbI 3HaK (naTuHuUuewn),
HauMeHoBaHMe, cTpaHa W ropos uUpMbl-
NPOU3BOAMUTENS, LUTPUX-KOZA, HOMEp cepuu,
AaTa WUCTEYEeHWs CpoKa FOAHOCTW, LUTPUX-
koA B dopmate DataMatrix, rmobanbHbi
WAEHTUMDUKALUOHHBIN ~ HOMEP  TOProBoOW
eAUHNUbl W WHAUBWUAYANbHbLIA CEPUIAHBIVA
HOMEp TOProBOW e4UHULbI.

HononHumensHo Ha emopuyHoU ynakoske
(Ha na4yke KapmoHHOU) Ha aHamulicKkoM
f3bIK€ yKa3aHO: TOProBOe HauMeHOoBaHWe
NneKapCTBEHHOro npenapara,
MeXayHapogHoe HenaTeHTOBaHHOE
HauMeHoBaHWe, J03UPOBKa, NEeKapCTBEHHAs
dopma 1 konuyecTBo TabneTok B ynakoBke,
Hagnucb «Antiaggreganty.

12. | CPOKrOgHOCTHU 2ropa CootsetcrteyeT
3aknioueHue: CooTBeTcTBYeT Tpe6o§ja/ﬁﬁﬂﬁy§)f ! -006376-290720, nam. Ne1, 2, 3
: | /sy , _

HavyanbHuk OKK:

[ata Bbinycka OKK: «19» mapta 2024 r.
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