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OTAOEN KOHTPOJIA KAYECTBA
JTnuyeH3ua Ne 00205-11C oT 15.02.2021 r.
MAKMU3DAPMA
:Sg# AE;' A?T%‘HME Mnarpun® TabneTku, NOKPbITbIE NIIEHOYHOW 06ONOYKOM, 75 Mr
10029, 1. Mociea HOMEP CEPWM: PL1120324
o b e ROSSA, I ATA IPOU3BOACTBA: | 27.03.2024
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CTpoeHue 6,
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Ten. (495) 981-00-88 NMPOU3BEQEHO: 000 «MAKU3-©APMA»
AHANN3 MNO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: MNpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin e — Tpe6osanus H Pe3ynbTaTtbl aHanusa

1. | ONMUCAHHUE

Kpyrnble ABosikoBbINyknble TabneTkn ¢ ackoit, NoKpbi-
Tble NNeHOYHON 060N0YKON PO30BOro LBETa.

Kpyrnele aBoskoBbINYKble TabneTku ¢ dac-
KOW, MOKPbITble NNEHOYHOW O0BONOYKON po-
30BOro UBeTa.

2. | NOANTMHHOCTDb

Y®-cnekrpocoTomeTpus. YO-cnekTpbl NOrnoLweHus
UCNbITYEMOro U CTaHAapTHOrO pacTBopoB B o6nacTtu ot
250 po 300 HM AOMKHBI UMETE MAKCUMYMbI NPU OAHUX W
TEX e ANNHaX BOIH.

B3XX. Bpemsa yaepxuBaHUsi OCHOBHOrO MuKa Ha Xpo-
MaTorpaMmMe WCMbITYEMOro pacresopa AOMMKHO COOTBET-
CTBOBaTb BPEMEHW YAEpPXWBAHUA MUKa Knonuaorpena
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasgen
«KonunyecTteeHHoe onpeaenexmney).

Y®-cnekrpodoTomeTpus. Yd-cnektpsl no-
rNOWEHNSA WUCMBbITYEMOro W CTaHAapTHOro
pacteopoB B obnactu ot 250 po 300 Hm
UMEIOT MaKCUMyMbl MPU OAHUX U Tex xe
ANVHAX BOMH.

B3XX Bpems yaepxvuBaHus OCHOBHOMO nu-
Ka Ha Xpomartorpamme WCNbITYeMOro pac-
TBOPa COOTBETCTBYET BPEMEHMW yAepXKuBa-
HWS NUKa Knonuaorpena Ha xpomarorpamme
cTaHAaapTHoro pacteopa (pasgen «Konuye-
CTBEHHOE OnpejeneHne).

3. | CPEOHAA MACCA

re Po, 09C.1.4.2.0009.15.

Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 258,58 mr (+0,9%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (99%)
Y®-cnekrpochoTomeTpus. 102%
He meHee 80 % (Q) oT 3asBNEeHHOro KONUYecTsa Knonu- 101%
porpena yepes 30 MUH. 96%
96%
98%
98%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Bonee 1,2 %; 0,05%
npumeck C — He Gonee 1,5 %; 0,12%
€AVNHNYHAs HeuaeHTUUUMPOBaHHAA NpUMech — He 6o- 0,03%
nee 0,2 %;
CyMMma npumecei — He 6onee 2,5 %. 0,25%
6. | BOOA re P®, 09C.1.2.3.0002.15, meToa K. Puwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUOJNOIM'M4YECKAA
YUCTOTA

e PO, O®C.1.2.4.0002.18, kateropus 3A.

ObLee yncno aapobHbIX MUKPOOPraHu3MoB - He 6onee
10° KOE B 1 r (Mn);

ObLee 4uMCNO APOXOKEBLIX W NMECHEBLIX rPUGOB: He
Gonee 10° KOE B 1 1 (Mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: orcytcteue B 1 1 (Mn). He obHapyxeHo
8. | OAHOPOOHOCTb re P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnoBue He BbINOMHAETCA,
To AV £ 15,0 % (n = 30), un ans 30/30 TabneTok konuye- AVi0=7,2%
CTBEHHOE COAEepXaHue Knonuaorpena AOMKHO Haxo-
AuTbCs B MHTepsane 0,75-M — 1,25-M.
9. | KONMUMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 71,98 mr
ONPEAENEHUE A0 105,0 % OT 3aABNEHHOrO KONMUYECTBA) B OAHOM Tab- (96,0%)

neTvke.

10. | YNAKOBKA

lMpu npoussodcmee, ghacoske u/unu ynakoeke Ha OO0
«MAKU3-QAPMA»:

Mo 10 TabneTok B KOHTYPHYI AYEWKOBYIO YNaKOBKY
(6nncTep) 13 NNEHKU NONUBUHUNXTOPUAHOW U hONbrn
anioMUHUEBON UNU B KOHTYPHYIO AYENKOBYIO YnakoBKy
(6nuctep) ua nneHku NMBX/MBAX u conbru antoMuHue-
BOW.

Mo 3 unu 6 KOHTYpHBIX AYENKOBbIX YNakoBok (6nucre-
poB) unu no 1 6aHke BMECTe C MHCTPYKLUMEN No npume-
HEHUIO B NaYKy KAPTOHHYIO.

lMpoussodcmeo, ¢hbacoeka u ynakoeka Ha
000 «MAKN3-@APMA»:

Mo 10 TabneTok B KOHTYPHYI AYENKOBYIO
ynakoBky (6nucrtep) n3 nnexku MBX/MBOX u
onbr anioMUHNEBOW.

Mo 3 KOHTYPHbIX AYENKOBBLIX ynakoBoK (6nu-
CTEepoB) BMECTe C MHCTPYKUMEW MO npume-
HEHWIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA

lMepeuyHas ynakoeka
Ha koHmypHoU siyelikosol ynakoeke (bnucmepe) Ha
PYCCKOM fi3blKe yKa3bleatom: TOProBOe HauMeHoBaHue

lNepeuyHasi ynakoeka
Ha koHmypHol  sivelikoeoli  ynakoeke
(bnucmepe) Ha pPycCKOM f3blKe yKa3aHo:

npenapata C nNpeAynpeauTencHoi MapkupoBkoi ®, | ToproBoe HauMMeHoBaHWe npenapata C
MEXAYHapOAHOE HenaTeHTOBAaHHOE HaWMEHOBaHWE W | NpeaynpeawuTeNbHOM  Mapkuposkoil  ®,
AO3NPOBKY (Ha PYCCKOM W @HMMMACKOM $3blkax), | MeXayHapoaHoe HenaTeHToBaHHOe
nekapcTeeHHylo (opMy, HauMeHoBaHWEe  TOBApHbI | HAaWMEHOBaHME W JO3MPOBKA (HA PyCCKOM K
3HaK  (naTuHuUeih) JepxaTens perucTpauMoHHOrO | aHIMUACKOM  si3blkax),  feKapcTBeHHas
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YAOCTOBEPEHMUA, HOMEp cepuu, AaTy NpOM3BOACTBa | (opma, HauMEHOBaHME  TOBApHbIA 3HaK
(npu cacoske Ha OO0 «MAKU3-®APMA» paty | (naTuHUUEN) aepxaTens perucTpaumoHHoro
NPOU3BOACTBA HE HAHOCAT), AATy WCTEYEHUA CPOKa | YAOCTOBEPEHUS, HOMEp cepuu, Aara
rOAHOCTH. VUCTEYEHUS CPOKa FOAHOCTH.
BmopuyHas ynakoeka BmopuyHasi ynakoeka
Ha kapmoHHOU nayke Ha pyCCKOM si3blke yka3biealom: | Ha kapmoHHOU rna4yke Ha PYCCKOM $i3blKe
TOprosoe HaumeHoBaHue npenapata C | ykasaHo: TOproesoe HauMeHoBaHwe
npeaynpeauTensHON MapkupoBkon ®, mexayHapogHoe | npenapata c npeaynpeauTenbLHon
HenaTeHToBaHHOe HauMeHoBaHwue, LO3UPOBKY, | MapKUpOBKOW ®, MeXAYHapoAHOe
chapmakoTepaneBTUYECKyl0 rpynny, NeKapCTBEHHYI | HenaTeHTOBaHHOe HauMeHoBaHue,
¢dopMmy u  konuyecTBO TabneTtok B ynakoBke, | AO3UPOBKA, hapmakoTepaneBTU4eckas
HauMEHOBaHWE W  COAEpXaHue  AelicTByloLWero | rpynna, nekapcTBeHHas cdopma ]
BellecTBa B OAHOW TabneTke, YCNOBUS XpaHeHUs, | KonuyecTBo  Tabnetok B ynakoske,
npeaynpeautensHble Hagnucn «COAEPXKUT NakTosbl | HaWMEHOBaHue n copepxaHue
MoOHOrMapaTt», «XpaHuTb B HEAOCTYNHOM AN AeTel | AEWCTBYIOWEro BelwectBa B OAHOW
MecTe», «MNepeg NPUMEHEHUEM npenapata | Tabnetke, ycnosus XpaHeHus,
03HaKOMbTECH ~ C  MpUNaraemoil  WHCTPyKUMEN», | npeaynpeauTenbHble Haanucu «CopepxuT
«MpuHUMaTL NO Ha3HaAYEeHUIO Bpayay, YCNIOBUS OTMYCKA, | NakTO3bl  MOHOTMAPAT»,  «XpaHuUTb B
cnocob NPUMEHEHNS, Haanuch «®» - | HepocTynHOM Ans peTen mectex», «llepep
3aperncTpUpoBaHHbIi  TOBAPHbIA  3HaK»,  HOMEP | MPWMEHEHWEM npenaparta O03HaKOMbTEChb C
CBUAETENbCTBA O perucTpauuu TOBAPHOTO 3Haka, | npunaraemon WHCTpykuueny, «lMpuHumatb
Homep perucTpauuoHHoro YAOCTOBEPEHUA, | NO Ha3HAYEeHWIO Bpayay, YCNOBWUSA OTNyckKa,
HanmeHoBaHue Aepxartens PerucTpaumoHHoro | cnocob npumeHeHus, Haanucb «®» -
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbI 3HAK | 3aperucTpUpOBAHHBLIA  TOBAPHbLIA  3HaKY,
(naTuHULEN), HauMeHoBaHMe U CTpaHy UPMbl- | HOMEP CBUAETENbLCTBA O perucrpauuu
npoussoautens (npu npoussoacTee Ha OO0 «MAKWU3- | TOBapHOro 3Haka, HOMep PerncTpaLnoHHOro
SAPMA» ykasbiBaloT CTpaHy, ropoj), LUTPUX-KOA, | YAOCTOBEPEHWS, HAUMEHOBaHWe aepxaTens
HOMep cepuu, AaTy NPOU3BOACTBA (NPW NMPOW3BOACTBE | PErMCTPaLMOHHOTO  YAOCTOBEPEHUS, €ero
Ha OO0 «MAKU3-OAPMA» paTy nNpou3BOACTBA HE | CTpaHa W TOBapHbIA 3HaK (naTuHUUEW),
HaHOCSAT), AATy UCTEYEHUS CPOKa FOAHOCTU, LUTPUX-KOA | HauMeHOBaHWe, CTpaHa W ropoa UpMbl-
B dopmare DataMatrix, rnobanbHbI | NPOM3BOAUTENA, LUTPUX-KOA, HOMEP Cepuu,
MAEHTU(DUKALUNOHHBIA HOMEP TOProBOM €AWHWUbI U | AaTa UCTEYEHUA CPOKa TOAHOCTH, LUTPUX-
MHAVBUAYAaNbHBIA CEPUNAHBIA HOMEP TOProBon eanHuubl. | koa B dopmate DataMatrix, rnobanbHbin
MAEHTUMDUKALMOHHBIE ~ HOMEp  TOProBoOW
€AVHALUb U WHAUBUAYaNbHbI CEPUNAHBIA
HOMEp TOProBoOi eAUHULbI.
HononHumenbHo Ha emopuyHOU ynakoske (Ha nayke | [ononHumenbHO Ha emoOpu4YHOU yrakoeke
KapmoHHOU) Ha aHenuliCKOM s3blke yKasbigatom: | (Ha nayke KapmoHHOU) Ha aHenulickom
TOProBOE HaWMEHOBAHMWE NEKapCTBEHHOrO npenapara, | s3blke yka3aHO. TOProBOE HauMeHOBaHWe
MEXAYHapOAHOE HENATEHTOBAHHOE HaWMEHOBAaHWE, | NEKapCTBEHHOro npenapara,
[O3NPOBKY, INEKAPCTBEHHYIO OPMY W KOMWUYECTBO | MEXAYHAPOAHOE HenaTeHToBaHHOe
TabneTok B ynakoBke, Haanuck «Antiaggreganty. HauMeHOBaHue, 403UPOBKa, NekapCcTBeHHas
dopma u konu4yecTso TabneTok B ynakoBke,
Hagnuck «Antiaggregant».
12. | CPOKIrogHOCTH 2 ropa CooTBeTcTeyeT
3aknioueHume: ‘

HayanbHuk OKK:

[arta Bbinycka OKK: «02» mas

2024 r.

- CooTBetcTBYyeT TpeboBaHusam J1M-006376-290720, uam. Ne1, 2, 3

Bonkosa O.B.




