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1. | ONUCAHUE Kpyrnbie aBosikoBbinyknble Tabnetku ¢ dackoi, nokpel- | Kpyrnble ABOsSKOBLINYKNblE TabneTku ¢ dac-
Tble NNeHOYHOI 060NOYKOI PO30BOro LiBETA. KOW, MOKPbITbIE MMEHOYHOW 0BONOYKON po-
30BOro LBeTa.
2. | NOANMUHHOCTbL Y®-cnektpodoTomMeTpusi. Y®-cnekTpbl nornoweHus | Y®-cnektpodotoMeTpusi. YO-cnekTpbl no-
UCNBITYEMOro 1 CTaHAapTHOro pacTBOPOB B 0O6NacT OT | rMOLWEHUss UCNLITYEMOrO W CTaHAapTHOro
250 40 300 HM AOMKHBI UMETL MaKCUMyMbl NPU OAHUX U | pacTBopoB B obnactn ot 250 ao 300 Hm
TeX Xe ANIMHAX BOSH. MMEIT MaKCUMyMbl NPU OAHUX W TeX Xe
ANVHAaX BOMH.
B3XX. Bpems yaepxuBaHus OCHOBHOTO nuka Ha xpo- | BAXKX Bpems yaepKuBaHus OCHOBHOrO ni-
MaTtorpamMMe UCNbITYEMOro pacTBopa AOSKHO COOTBET- | ka Ha XpoMaTorpamMMe WCMbITYEMOro pac-
CTBOBaTb BPEMEHU yAepXuBaHWA NUKa Knonuaorpena | TBopa COOTBETCTBYET BPEMEHU YAEepXuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasjen | HUA Nuka Knonujorpena Ha xpomaTorpamme
«KonuyecTtBeHHoe onpeaeneHue»). cTaHpapTHoro pacteopa (pasaen «Konuuye-
CTBEHHOE OnpeAeneHuey).
3. | CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 50 263,94 mr (256,25 mr + 3,0 %). 259,39 mr (+1,2%)
4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (100%)
Y®-cnektpodoToMeTpUs. 100%
He menee 80 % (Q) oT 3asBNEHHOro KONUYECTBa Knonu- 100%
porpena vyepes 30 MUH. 101%
100%
98%
98%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Bonee 1,2 %); 0,06%
npumeck C — He 6onee 1,5 %; 0,06%
eAVHWYHas HeuaeHTUdULMpoBaHHas npumMech — He 6o- 0,05%
nee 0,2 %;
CymMMma npumecein — He 6onee 2,5 %. 0,30%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®Puwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIMNMYECKAA | Np P®, O®C.1.2.4.0002.18, kaTeropusi 3A.
YUCTOTA O6Lee yncno aspobHbIX MUKPOOPraH3MoB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 r (Mn);
ObLjee 4MCno APOXOKEBBIX U NNECHEBLIX rPUGOB: He MerHee 10 KOEB 11
6onee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytcteue B 1 1 (Mn). He o6HapyxeHo
8. | OAHOPOOHOCTb e PO, 0O9C.1.4.2.0008.18, cnoco6 1.
NO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMHSAETCA,
T0 AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuue- AVio=4,2%
CTBEHHOE COAEepXaHue Knonuaorpena JAOMKHO Haxo-
AWUTbCA B uHTepBane 0,75-M — 1,25-M.
9. | KONIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 75,23 mr
ONPEOENEHUE Ao 105,0 % ot 3asBReHHOro Konu4yecTsa) B O4HOW Tab- (100,3%)
netke.
10. | YNAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoske Ha OO0 | lMpoussodcmeo, ¢hacoska U ynakoska Ha
«MAKU3-©APMA»: 000 «MAKUN3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHyl suYeinkoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK SYENKOBYIO
(6nucTep) U3 NNEHKN NONUBUHUNXIOPUAHON M onbru | ynakoeky (6nmctep) na nnewkn MNBX/MBAOX n
anioMUHNEBON WNW B KOHTYPHYIO SYEMKOBYIO YNakoBKy | ¢hosibru anoMUHUEBON.
(6nuctep) n3 nnexkn NBX/MBOX v donbru antoMuHue-
BOMW.
Mo 3 unn 6 KOHTYPHbIX AYENKOBbLIX ynakoBOK (6nucTe- | Mo 3 KOHTYPHBIX AYENKOBBIX YNakoBoK (6nu-
poB) unu no 1 6aHke BMECTE C WHCTPYKLMEN NO NPUMe- | CTEPOB) BMECTE C WHCTPYKUMEN MO Npume-
HEHMIO B NaYKy KapTOHHYIO. HEHMIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lepsuyHas ynakoeka lMepeuyHas ynakoeka
Ha koHmypHoU s4velikosol ynakoeke (6nucmepe) Ha | Ha  koHmypHOU  s4elikogol  yrakoske
PYCCKOM f3blKe yKa3bl8alom: TOProBoe HaumeHoBaHwe | (61iucmepe) Ha PYCCKOM s3biKe yKa3aHo:
npenapata C npeaynpeauTenbHO MapkupoBkoii ®, | TOproBoe HauMeHOBaHWe npenapata ¢
MEXAyHapoAHOe HEenaTeHTOBaHHOe HaUMEHOBaHUE W | NPEAYNPeAuTeNbHOW  MapkupoBkoi  ®,
AO3MPOBKY (HAa pPYCCKOM W  a@HIMWIACKOM S3blkax), | MeXayHapogHoe HenaTeHToBaHHOe
NeKkapcTBEHHYI0 hOpPMY, HauMEHOBaHWEe  TOBapHbI | HaWMEHOBaHWe M A03UPOBKA (Ha PyCCKOM U
3HaK  (naTuHUUENn) AepxaTens  perucTpauuoHHOrO | aHrMUMACKOM  A3blkax),  fiekapcTBEHHas




MACMOPT Ne 347/24 K006 Jbs
CTp. 2 U3 2
"ﬁ OTAEJ1 KOHTPOIA KAYECTBA
Jlnuensus Ne 00205-J/1C ot 15.02.2021 r.
MAKU3DAPMA
Hégll'\ln :';I ‘STBAA:‘HME Mnarpun® TabneTku, NOKPbITbIe NSIEHOYHOW 060N0YKOM, 75 Mr
2\0902%6r» "ﬂ:ﬁf:i , HOMEP CEPUM: PL1170524
o b e TSR T ATA TPOU3BOACTBA: | 24.05.2024
ETHOAHNE 4, rOAEH O0: 31.05.2026
cTpoeHue 6,
cTpoeHMe 8 OBBEM CEPUN: 9 943 ynak. Ne30
Ten. (495) 981-00-88 NPOU3BEQEHO: 000 «MAKU3-OAPMA»
AHAJTU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: Mpu TemnepaTtype He Bblwe 25 °C.
Ne HaumeHoBaHue
nin nokasarens Tpe6oBanua H[Q Pe3ynbTaTthl aHanusa

yAOCTOBEPEHUA, HOMEp cepun, AaTy Npou3BOACTBA
(npu bacoske Ha OO0 «MAKU3-OAPMA» paty
NPOM3BOACTBA HE HAHOCAT), AaTy WCTEYEHWUS Cpoka
rOAHOCTHU.

Bmopu4Has ynakoeka

Ha kapmoHHOU nayke Ha pycCKOM si3biKe yKa3blearom:
TOprosoe HauMeHoBaHue npenapara c
npeaynpeauTensHon mapkuposkon ®, mexayHaposHoe
HenaTeHTOBaHHOE HauMeHoBaHue, [LO3UPOBKY,
dhapmakoTepanesTU4ecKylo  rpynny, NeKapCTBEHHYK
dopmy u konuyectBO Tabnetok B  ynakoBke,
HauMeHOBaHWE 1 COAEepXaHue  AeiCTBYIoLLero
Belwectsa B OAHOW TabneTke, YCNoBUA XpaHEHUs,
npeaynpeauTenbHble Hagnucn «COAEPXWUT NakTo3bl
MOHOTUAPaT», «XpaHWTb B HEAOCTYNHOM ANA AeTew
MecTey, «Mepep npuMeHeHnem npenapara
O3HaKOMbTECH (ol npunaraemomn VNHCTPYKLMER»,
«[puHUMATL NO Ha3HAYEHWIO Bpayay, yCrNoBus OTnycka,
cnocob NPUMEHEHUS, Hagnucb «®» -
3aperucTpupoBaHHbIi  TOBAPHbIN  3HaK», HOMeEp
cBuaeTenbcTBa O PErucTpauun TOBApHOrO  3Haka,
HOMep perncTpaLmoHHOro YAOCTOBEPEHUS,
HauMeHoBaHue Aepxarens perucTpaymoHHoro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbIA 3HaK
(naTuHuuen), HauMeHoBaHWe U CTpaHy UPMbI-
npoussoauTens (npu npoussoactee Ha OO0 «MAKWU3-
DAPMA» yKkasbiBaloT CTpaHy, ropoA), LUTpWX-Koa,
HOMEp cepuu, AaTy NPoOW3BOACTBa (NPU NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npou3BoAcTBa He
HaHOCAT), AATy UCTEYEHWUS CPOKa FOAHOCTU, LUTPUX-KOA
B dopmate DataMatrix, rno6anbHblii
NAEHTU(PUKALMOHHBLIA HOMEP TOProBOW eAWHWULbLI W
MHANBUAYanbHbIA CEPUIAHBIA HOMEP TOProBOW €4 UHULLbI.

HononHumenbHO Ha emoOpuyHOU ynakoeke (Ha rnayke
KapmoHHOU) Ha aHenulickoM S3blKe  yKa3blearom:
TOProBOoEe HaWMeHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaWMEHOBaHMeE,
LO3MPOBKY, NEKapCTBEHHY OpPMYy U KONUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».

dopma, HauMeHOBaHWE  TOBApPHbIA 3HaK
(naTuHWuUen) aepxaTena perncTpPauroHHOro
yAOCTOBEpPEHUsi, HOMep cepuu, pata
UCTEYEHUA CPOKa rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU rna4yke Ha PYCCKOM S3biKe
yKasaHo: TOproesoe HauMeHoBaHue
npenapara c npeaynpeauTenbHOM
MapKUpOBKOW ®, MexXayHapogHoe
HenaTeHToBaHHoe HaumeHoBaHue,
J03MpOBKa, hapmakoTepanesTuyeckas
rpynna, neKkapcTBEHHas dopma "
KonuyecTso  Tabnetok B ynakoBke,
HaumeHoBaHue n copepxaHue
AEeNCTByloLero  BelectBa B OAHOM
Tabnetke, yCnoBus XpaHeHus,
npeaynpeautencHole Hagnucn «Coaepxut
NakTo3bl  MOHOTMAPAaT», «XpaHuTb B
HEAOCTYNHOM AnA aeTew mecTey, «[lepej
NpUMeHeHneM npenapaTta O3HaKOMbTEeCb C
npunaraemMoin UHCTpykumen», «lMpuHumaThb
No Ha3Ha4yeHuio Bpayay, yCrnoBWUs OTNycKa,
cnocob npumeHeHus, Haagnuce «®» -
3aperucTpupoBaHHbIi - TOBaPHbIA  3HAK»,
HOMEp CBUAETEeNbCTBA O perucTpauum
TOBapHOro 3Haka, HOMep perucTpauuoHHOro
YAOCTOBEPEHUSi, HAUMEHOBaHUE AepxKaTens
PErucTpaLMoHHOrO  YAOCTOBEPEHUS, €ro
CTpaHa W TOBapHbIA 3HaK (naTuHuuen),
HaumeHoBaHWe, cTpaHa u ropos uUpMbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEDP Cepuu,
fiaTa WUCTEYEeHWs CpoKa TOAHOCTW, LUTPUX-
kos B chopmate DataMatrix, rnmobanbHbii
WAEHTUMDUKALUMOHHBIA ~ HOMEpP  TOProBon
€AVHULbI U UHAUBMAYANbHBIA CEPUAHbLIN
HOMEP TOProBoMn eAUHULbI.
HononHumensHo Ha 8mMOpuYHOU ynakoske
(Ha nayke KapmoOHHOU) Ha aHaulicKom
A3blKE YyKa3aHoO:. TOProBoe HauMeHoBaHue
neKapCTBEHHOro npenapara,
MeXAyHapoAHoe HenaTeHToBaHHOe
HaumeHoBaHue, 4,03UPOBKa, NeKapCTBEHHas
dopma 1 konu4ecTBo TabneTok B ynakoske,
Haanucb «Antiaggregant».

12. | CPOKTTOAQHOCTH

2ropa

CootBeTtcTByeT

3akntoyeHue:

HavyanbHuk OKK:

[ata Bbinycka OKK: «27» nioHs 2024 r.

Bonkosa O.B.




