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AHANN3 NO: JIN-006376-290720, n3m. Ne1, 2, 3, 4
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Ne HaumeHnoBaHue

nin nokazatens Tpe6osanusa HY PesynbTtaThl aHanu3a

1. | ONMUCAHUE BusyaniHbiit. Kpyrnble asosikosbinyknble Tabnetku ¢ | Kpyrnble ABOSKOBBINyKNbIE TaGneTku ¢ dac-
hackoil, MOKPbITbIE NAEHOYHON OBOSIOMKON PO30BOro | KOW, NOKPbLITHIE NNEHOYHOW oBonoukoi po-
upeTa. 30BOrO LBETa.

2. | NOANWHHOCTb Y®-cnektpocdoToMeTpusi. YO-cnektpel nornoweHns | Y®-cneKTpooToMeTpus. YO-cnekTphl no-
MCNBITYEMOro 1 CTaHAapTHOrO PacTBOPOB B 06NAaCTK OT | FMOWEHUA WCMBITYEMOTrO W CTaHAapTHOro
250 po 300 HM AOMKHBI MMETb MAKCUMYMbI NPW OAHWX U | pacTBopoB B obnactn ot 250 go 300 Hm
TeX e ASIMHAX BONH, AMEIOT MaKCUMyMbl NpU OAHUX W TexX Xe

ANUHAX BOMH.
B3XX. Bpemsa yaepxuBaHuWA OCHOBHOTrO nuka Ha xpo- | BIXKX Bpems yaepxuBaHus OCHOBHOro nu-
MaTOrpamMmMe UCMbITYEMOro pacTBopa AOMKHO COOTBET- | K& Ha XPOMATOrpamme WCNbITyeMoro pac-
CTBOBaTb BPEMEHW YAEPXUBAHWS NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU yAepxusa-
Ha XxpomaTorpamme CTaHAapTHOrO pacTeopa (pasgen | HWUs Nuka KIONWAOrPena Ha XpomaTtorpamme
«KonnuecTtBeHHOE onpeaeneHne»). cTaHaapTHOro pacreopa (paspen «Konwue-
CTBEHHOE onpeaeneHne»).
3. | CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 00 263,94 mr (256,25 Mr + 3,0 %). 260,35 mr (+1,6%)

4. | PACTBOPEHUE TP PD, OPC.1.4.2.0014.15, {100%)

Y®-cnektpodoTomeTpus. 99%
He meHnee 80 % (Q) oT 3aABNeHHOro KonuyecTea Knonu- 101%
porperna uepes 30 MuHyT. 99%
101%
98%
101%
5. | POOCTBEHHbIE BIXX.
NMPUMECH MNprmeck A — He Gonee 1,2 %; 0,05%
npumeck C — He Gonee 1,5 %; 0,11%
€AVHUYHaA HenaeHTuUUMpoBaHHas npumMecs — He 6o- 0,01%
nee 0,2 %,;
cymma npumecei — He 6onee 2,5 %. 0,17%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. Puwepa.
He Gonee 7,0 %. 1,4%

7. | MUKPOBMONOIMMYECKAA | M P, O9C.1.2.4.0002.18, kateropus 3A.

YUCTOTA O6ee yucno aspobHbIX MUKPOOPraHK3mMoB - He Gonee MeHee 20 KOEB 1T
10° KOE & 1 1 (mn);
ObLlee 4NCNO APOMOKEBLIX .U NIECHEBLIX PUGOB: He MeHee 10KOEB 1 1
Gonee 10° KOE B 1 r (mn);
Escherichia coli: otcytcreue 8 1 r (Mn). He o6GHapy»eHo

8. | OQHOPOAHOCTb re Po, 0©C.1.4.2.0008.18, cnocob 1.

JI0O3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnoene He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konnue- AVi0=6,3%
CTBEHHOE COAEpXaHue KNonuaorpena AOMKHO Haxo-
AWTbCA B nHtepeane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 76,58 mr
OMNPEQENEHUE A0 105,0 % oT 3asBneHHOro Konu4ecTsa) 8 oAHoi Tab- (102,1%)
netke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHyi0 suelikoByio ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SYENKOBYIO
(6nuctep) U3 NNeHKU RONMBUHUNXIIOPUAHOW U chonbrn | ynakoBky (GnucTtep) us nnexku MBX/NBAX un
anoOMUHUEBOI MNU B KOHTYPHYIO SYEWKOBYIO ynakoBky | ¢hosibru asioMUHUEBON.

(6nuctep) us nnexku NBX/MBAOX n chonbru anioMuHne-

BOWA.

Mo 3 vnu 6 KOHTYPHLIX AYEWKOBLIX YynakoBok (B6nucrte- | Mo 3 KOHTYPHbIX AYENKOBLIX YNAKOBOK (6nu-
pos) unu no 1 6aHke BMeCTe C MHCTPYKUMEN No nNpume- | CTEPOB) BMECTE C WHCTPYKUUEW NO npuMe-
HERMIO B NaYKy KAPTOHHYIO. HEHUIO B NaYKy KaPTOHHYIO.

11. | MAPKUPOBKA lNepsuyHasn ynakoexa NepsuyHas ynakoeka
Ha koHmyprol sueiikoeoll ynakoske (bnucmepe) Ha | Ha koHmypHol  siyelikosoll  ynakoeke
PYCCKOM 53bIKe yKasblealom: TOProBoe HaumeHoBaHue | (brucmepe) Ha pycckoM fi3biKe yKasaHo!
npenapata ¢ npeaynpeAuTenbHOW MapkupoBkoii ®, | Toprosoe HaumeHOBaHue npenapata C
MEXAYHaPOAHOE HENATEHTOBAHHOE HAWMEHOBAaHWE W | NPeAYNPeAWTENbHON  MapkupoBkon  ®,
[O3NPOBKY (Ha PYCCKOM W aHMMUACKOM A3bikax), | MeXayHapoaHoe HenaTeHTOBaHHOE
nekapcTBeHHyl0 OpMy, HauMeHOBaHMEe  TOBApHLIA | HAWMEHOBAHWE U J03MPOBKA (HA PYCCKOM M
3HaK (naTUHWLEN) AepXaTenna PperucTpauuOHHOro | aHrfMACKOM  A3bikax),  NekapCTBeHHas
YAOCTOBEPEHMNA, HOMEP cepuu, AaTy UCTeYeHUs cpoka | opma, HaMMEHOBaHUE TOBapHLIN 3HaK
FOAHOCTW. (naTuHULER) AepxaTens perucTPaLnoHHOro




HaMmeHoOBaHMe W copepxaHue  AeiCTByIoLero
BeliecTBa B OAHOW TabneTke, YCNOBUS XpaHeHus,
npeaynpeauTensHele Hagnucu «CoaepxuT nakTo3b!
MOHOMMAPAT», «XpaHWTb B HEAOCTYNHOM ANA AeTen
MecTe», «Mepep, npYMeHeHnem npenapata
O3HaKOMbTECE  C  npunaraemoil  WHCTPYKUUEWN»,
«MpuHuMaTL NO Ha3HAYEHUIO Bpayvay», YCNOBUSA OTNYCKA,
cnocob nNpUMEHEHYUA, Hapnucs «®» -
3aperucTpupoBaHHbil - TOBapHBLIA  3HaK»,  HOMEp
CBUAETENbCTBA O PErucTpauuum TOBapHOro 3Haxa,
HOMeEp perncTpaumoHHoro YAOCTOBEPEHMS,
HaumeHoBaHne Aepxarens perncTpaumMoHHoro
YAOCTOBEPEHWA, €ro CTpaHy W TOBapHbLIl  3Hak
(natuHuuei), HanMeHoBaHue, CTPaHy 1 ropos (hupmbl-
npousBoOAWUTENS, LTPUX-KOL4, HOMEp cepuu, Aaty
UCTEYEHUS CPoOKa roAHOCTW, LWTPUX-ko4 B dopmare
DataMatrix, rmo6anbHblil MAEHTMDUKALMOHHBIN HOMEP
TOProBOW eAUHULbl W  UHAMBUAYATIbHBIA  CEPUMHBLINA
HOMEp TOProBOi eANHMLIbI.

HononHumensHo Ha emopudHOl ynaxoske (Ha nauyke
KapmoHHOU) Ha aHanulckoM S3biKe  yKa3bisarm:
TOProsoe HaMMEeHOBaHvie NEKapCTBEHHOrO npenapara,
MEXAYHAPOAHOE HenaTeHTOBaHHOe HaumeHoBaHue,
LO3NPOBKY, NEKApCTBEHHYI0 OPMYy W KOSUYECTBO
TabneTok B ynaxkoBKe, Haanuck «Antiaggregant».

KK-006/3®8
MACTIOPT Ne 437/25
CcTP. 2 U3 2
"ﬁ OTAEN KOHTPONA KAYECTBA
Nuuensns Ne 11012-00102-77/00010585
MAKU3DPAPMA
HAUMEHOBAHUE . o
NPEMNAPATA: Mnarpun® TabneTkn, NOKPbITLIE NAIEHOYHON 060NOUKON, 75 Mr
109020 1. Mocxea [ HOMEP CEPWM: PL1240425
Aom 6, Poesh: ["ATA NPOW3BOACTBA: | 10.04.2025
CIpEHnEls, FOAEH OO: 31.03.2027
CTpOeHue 6,
CTpOEHMe 8 OBBEM CEPUN: 9 510 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BOLUTEIND: 000 «<MAKU3-PAPMA»
AHAIN3 NO: nn-006376-290720, uam. Ne1, 2, 3, 4
| XPAHEHUE: Mpu Temneparype He Bbile 25 °C.
Ne Haumenosanne Tpe6oanua HO Pesynbrath! aHanusa
n/n nokasarens
YAOCTOBEPEHNs, HOMep cepuu, jaTta
MCTEUEeHNA cpoKa FrOAHOCTM.
BmopuyHas ynakoeka BmopuyHas ynaxkoeka
Ha xapmoHHOUI nayke Ha pYCCKOM si3bike yKasbieaom: | Ha xapmoHHOU nayke Ha PYyCCKOM S3bike
Toprosoe HanmeHoBaHue npenapata c | yxasaHo: TOoprosoe HaumMeHoBaHWe
npeaynpeAnTenbHON MapKMpoBKON ®, MexayHapogHoe | npenapaTa c npeaynpeanTensHoOi
HenaTeHToBaHHOe HauMeHOBaHWe, AO3UPOBKY, | MapPKMPOBKOM ®, MEXAYHapOAHOe
thapmakoTepaneBTUYeCKylo [pynny, neKkapcTBEHHYIO | HenaTeHToBaHHoe HauMeHoBaHue,
copMy ¥ KONuMuecTso TabneTok B YNAaKoBKE, | AO3MPOBKA, thapmakoTepaneBTu4ecKasn

rpynna,  nekapcteeHHas — cdopma U
KonuyecTso  Tabnetok B ynakoBke,

HauMeHOBaHKue n cogepxaHue
LEUCTBYIOLEr0  BELjecTsa B OfHOM
TabneTke, ycrnosus XpaHeHus,

npeaynpeauTensHele Haagnucu «Coaepxut
nakTossl  MOHOTMAPAT», «XpaHuTe B
HEAOCTYNHOM ANA AeTel mecter», «Mlepeg
NPUMEHEHUEM npenapaTa O3HAKOMbTECH C
npunaraemMoli WHCTpykunen», «MNpuHUmMaTb
No HasHauYEHWIO Bpaua», YCNOBUS OTNycka,
cnoco6 fpuMeHeHus, Haanuce «®» -
3apETUCTPUPOBAHHLIN  TOBapHbLIA  3HaK»,
HOMEpP CBUAETENLCTBA O perucTpauum
TOBapHOro 3HaKa, HoMep PEervcTPaLoHHOro
YAOCTOBEpPEHNSs,, HAaMMEeHOBaHKue AepxXarens
PEerncTpauMoHHOr0  YAOCTOBEPEHUsA, €ero
CTpaHa ¥ TOBApHBIA 3HAK (NaTUHWUER),
HauMeHoBaHue, CTpaHa WU ropoa UpMbl-
NPOU3BOAUTENSA, LWITPUX-KOA, HOMEP Cepuu,
AaTa UCTEYEHUs CPOKA FOAHOCTY, LUTPUX-
kop B (bopmate DataMatrix, rno6anbHbii
WASHTUMDUKAUMOHHBIW  HOMEP  TOProBOW
€AVHMLBI 1 WHAMBUAYANbHLIA CEePUAHBIR
HOMEP TOProBOMN eANHULbIL.

HononHumensHo Ha emopuyHol ynakoeke
(Ha nayke KapmoHHOU) Ha aHanulickoM
A3biKe yKa3aHO. TOProBoe HauMeHOoBaHue
feKapcTBEHHOro npenapara,
MeXAYHapogHoe HenaTeHToBaHHOe
HauMeHOBaHue, A03NPOBKA, NIeKapCTBEHHAA
chopma 1 KoNMYECTBO TaBNeToK B ynakoBke,
Hagnuck «Antiaggregant».
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