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OTAEN KOHTPONA KAYECTBA
FNuuenann Ne J1012-00102-77/00010585

MAKU3DAPMA KT ‘
_QQQMEEST%HME Mnarpun® TabneTku, NOKPbITbIE NNEHOYHOK 06ONOYKON, 75 Mr
2\ 2325.25 mﬁzf_sa HOMEP CEPUU: PL1511025
ey "TPoSsA. [TIATA MPOWSBOMCTBA: | 03.10.2025
cTpoeHme 4, | TOQEH AO: 30.09.2027
cTpoeHue 6, -
CTpOeHMe 8 OBBLEM CEPUN: 9 579 ynak. Ne30
Ton: 495) 0810088 | TIPONSBOAUTENb: 000 «MAKWU3-DAPMA»
AHAIN3 NO: JiN-006376-290720, usm. Ne1, 2, 3, 4

XPAHEHUE:

Mpu Temnepatype He Bbiwe 25 °C.

Ne HaumeHoBaHue

nin noKasaTens Tpe6osanna HO Pesynbrathl aHanusa

1. | ONUCAHUE BusyanbHblil. Kpyrnble ABOSAKOBbINykNble Tabnetku ¢ | Kpyrnele gsosikoBbinyknbie Tabnetku ¢ dac-
chacko, NOKPbITbIE NNEHOUHOW OGOMOYKON PO3OBOTO | KOW, NOKPLITHIE NNEHOYHOW 06ONOYKON po-
uBeTa. 30BOTO LBETA.

2. | NOANMNMHHOCTDb Y®-cnekrpodoTomMeTpusa. YO-cnektpsl norfoweHns | YO-crnekTpel NOrMOLUEeHUs MCNLITYEMOro #
UCMbITYEMOro U CTaHAaPTHOMO PacTBOPOB B 0BNAacTh OT | CTaHAapTHOrO pacTBOpoB B o6nactu oT 250
250 8o 300 HM AOMXHBI UMETE MAKCUMYyMbl NPU ORHUX U | A0 300 HM NMEIOT MaKCUMYMbl PN OLHUX W
TeX Xe ANNHAX BOSH. TeX e ANHaxX BOIH.

BOXX. Bpems yaepxuBaHMA OCHOBHOFO NUKa Ha Xpo- | Bpema yaepxuBaHWs OCHOBHOMO NuKa Ha
maTorpamMme MCMbITYEMOro pacTsopa [O/DKHO COOTBET- | XpOMaTorpamme WUCNbITYeMoro  pacteopa
CTBOBaTb BPEMEHU YAEpXKMBaHUA NuKa KNOMMAOrpena | COOTBETCTBYET BPEMEHM YAEpPXUBaHWA nuxka
Ha XpomaTorpamme CTaHAapTHOrO pacTsopa (pasjen | Knonuporpena Ha xpomarorpamme CTaH-
«KonunuecTeeHHOe onpeaenexuey). papTHoro pacteopa (pasgen «Konuve-
CTBEHHOE ONpEAEnEHNE).
CPEQHAA MACCA o PP, 09C.1.4.2.0009.15.
Ot 248,56 0 263,94 mr (256,25 mr + 3,0 %). 259,82 mr (+1,4%)
4. | PACTBOPEHUE o PP, 09C.1.4.2.0014.15, (95%)
Y® = cNeKTpohpoTOMETPUSI. 93%
He meHee 80 % (Q) oT 3aABNEHHOrO KOMMUYECTBA KNoNu- 95%
porpena vepes 30 MuHyT. 95%
95%
95%
96%
5. | POACTBEHHBLIE B3XX.
NMPUMECH Mpumeck A ~ He Gonee 1,2 %; 0,08%
npumeck C — He Gonee 1,5 %; He oBHapyxeHo
€AMHNYHAA HenpeHTMUUMpOBaHHaa NpuMech — He 60o- 0,04%
nee 0,2 %;
cymma npumeceii — He 6onee 2,5 %. 0,12%
6. | BOOA re Po, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. - 1,5%
7. | MUKPOBUOJIIOMMYECKAA | MP P®, O9C.1.2.4.0002.18, kateropua 3A.
YUCTOTA O6Luyee Yyucno aspobHbLIX MUKPOOPraHM3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
OGLee UnCno APOXOKEBBIX M MNeCHeBbIX rpubos: He Menee 10 KOEB 1 1
Gonee 10°KOE B 1 1 (mn);
Escherichia coli: orcyTcTBUe B 1 1 (Mn1). He obHapyxeHo
8. | OOHOPOOHOCTbL ro P®, 09C.1.4.2.0008.18, cnoco6 1.
AO3NPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoeue He BbINOMHAETCS,
T0 AV < 15,0 % (n = 30), n ans 30/30 TabneTok konnye- AVi0=4,7%
CTBEHHOE COAEpXKaHWe Knonuaorpena AOMKHO Haxo-
AUTbCA B MHTepeane 0,75-M — 1,25'M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 go 78,75 wmr knonugorpena (ot 95,0 % 72,92 mr
OMPEOENEHWE A0 105,0 % OT 32asBNEHHOTO KONMUYECTBA) B OAHOI Tab- (97,2%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYIO suelikoByio ynakosky | Mo 10 Tabnetok B KOHTYPHYIO AYEiiKoBYIO
(BnucTep) M3 NNEHKA NONUBWHUNXIOPUAHOW U conbrn | ynakosky (6nuctep) na nnexku MNBX/MBAX n
anOMUHNEBOY MNW B KOHTYPHYIO AYEIKOBYIO YNakoBKy | ¢porbru antomMmsneson.

(6nmcTep) us nnexku NBX/MBAX v conbru anioMuHne-
BOW.
Mo 3 nnu 6 KOHTYPHBLIX SYENKOBBLIX ynakoBok (6rimcre- | Mo 3 KOHTYpHbIX AYEikoBLIX ynakosok (6nun-
poB) unv no 1 6aHke BMECTe C WHCTPYKUMEH NO Npume- | CTEPOB) BMECTE C MHCTPYKUWEeW no npume-
. HEHUIO B NAYKY KAPTOHHYIO. HEHWIO B NAYKY KAPTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoska MepeuyHasn ynakosxa

Ha konmypHoli svelikoeoli ynaxoske (bnucmepe) Ha
PYCCKOM $13biKe yKa3bleaiom: TOPrOBOe HaumeHoBaHue
npenapaTta € npeaynpeauTenbHOA Mapkuposkoih ®,
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHoBaHwe u
| BO3NPOBKY (Ha pPYCCKOM W  aHIMMIACKOM  SA3blKax),
neKkapcTBeHHylo hopMy, HauMeHOBaHWe  TOBapPHLIN
3HaK (naTvuHWUER) Aepxatens  perncTpaunoHHoro
YAOCTOBEPEHUS, HOMEP CEpUM, AaTy UCTEYEHUs cpoka
rOAHOCTH.

Ha koHmypHoil sdelixosoll  yrnakoske
(bnucmepe) Ha pyCcCKOM A3biKe yKasaHo.
TOProBOE HauMeHOBaHWe npenapata ¢
npeaynpeautensHon  mapkuposkol  ®,
MexayHapoaHoe HenaTeHTOBaHHOe
HauMeHOBaHMe 1 403MpOoBKa (Ha pycckom v
aHrMUACKOM  A3bikax), nekapcTeeHHasn
chopma, HaMMeHOBaHWE TOBAPHBIA 3HAK
(naTuHULEW) AepxaTena perucTpaunoHHoOro
YAOCTOBEPEHUs, HOMEp cepwuv, jarta
MCTEYERUSA CPOKA rOAHOCTH.




«MpuHUMATL MO Ha3HAYEHMIO Bpayay, YCnoBums OTNyCKa,
cnocot NPUMEHEHNS, Hagnuce «®» -
3apErncTpUpPOBAHHBIA  TOBAPHBI  3HaK»,  HOMEpP
cBUAeTenscTBa O PericTpauunM TOBapHOro  3Haka,
Homep PEerncTpaumoHHoro YAOCTOBEPEHUS,
HauMeHoBaHne aepxarens perncTpauuoHHOro
YAOCTOBEPEHUsi, €ro CTpaHy i TOBapHbIi 3HaK
(naTuHULel), HauMEHOBaHME, CTPaHY U ropoa UpMbI-
NPOW3BOAUTENSA, LUTPUX-KOJ, HOMEp cepuu, paty
MCTEYEHUA CpoKa FORHOCTW, wWTpux-ko4 B chopmare
DataMatrix, rmobanbHbii uASHTUMDUKALUOHHLIA HOMEP
TOProBOW eAMHULbLI W WHAMBUAYANbHBIA CepUAHbIA
HOMEP TOProBON e4UHULbI.

HononHumensHo Ha 8mMOpUYHOU yrnaxkoske (Ha ravke
KapmoHHOU) Ha aHenulickoM s3bike yKasbigarom:
TOProBoe HauMEHOBaHWE NeKapcTBEHHOro npenapara,
MEXLYHAPOJHOE HEenaTeHTOBAaHHOE HaMMEHOBaHue,
OO3NPOBKY, JEKAPCTBEHHYI0 POPMY U  KONMMYECTBO
TabneTok B ynakoeke, Hagnuce «Antiaggregant».

KK-006/3®8
NMACMOPT Ne 1213/25
CTP.2u32
é OTOEN KOHTPOINA KAYECTBA
JNuueHsua Ne J1012-00102-77/00010585
MAKU3®APMA - THAUMEHOBAHVE = N
APENAPATA: Mnarpun® TabneTku, NOKPbITLIE NFIEHOUYHOW 060NOYKON; 75 Mr
lgigi%ﬁfv-lxﬁc@a oes HOMEP CEPUU: PL1511025
b N , e g g
oM, POSSh " IATA TPOV3BOACTBA: | 03.10.2025
cTpoeHme 4, FOQEH O: 30.09.2027
CTpOeHue 6, e
cTpoeHue 8 OBBLEM CEPUN: 9 579 ynak. Ne30
Ten: (495) ss1-0088 | -T ONSBOAUTEND: 000 «MAKW3-GAPMA»
AHANMN3 NO: NnnN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHME: Mpu TemnepaType He Bbiilie 25 °C.
Ne HaumenoBanve TpeboBanusa HA PesynbTath! aHanusa
n/n nokasartens P y
Bmopu4Has ynaxKoska BmopuyHas ynakoeka
Ha kapmoHHO(l nayke Ha PYCCKOM si3blke ykasblealom. | Ha kapmoHHOU nauke Ha PYyCCKOM si3blKe
TOoproeoe HaunmeHoBaHue npenaparta [ yKa3saHo. TOoprosoe HaunmeHoBaHue
npeaynpeauTenbHOl MapkupoBkoln ®, MexayHapoaHoe | npenapata c npegynpeavTenbHon
HenaTeHToOBaHHoOe HaunMmeHoBaHue, AO3NPOBKY, MapKVIpOBKOI7I ®, MeXayHapoatsoe
(bapmaKOTepaneBqueCKylo rpynny, neKapcTBeHHylo HenaTeHToBaHHoOe HaumeHoBaHue,
cdopmy 4 konuuectBo TabneTok B  ynaxkoeke, | AO3MPOBKA,  hapmakoTepaneBTUYecKas
HanMmeHoBaHune n coagepxaHne .qe|710TBy|ou4ero rpynna, neKkapcTreeHHan d)opma ]
gellectsa B OAHOI?'I Ta6neTKe, ycnoeua XpaHeHus, KOnun4yecTtBo Tabnetok B ynakoeke,
npeaynpeauteneHble Haanucu «COAep)KMT JaKTo3bl HanmeHoBaHue ] coaepxaHue
MOHOFUZPaT», «XpaHuUTb B HEAOCTYMHOM ANS AeTeil | AeiicTeylollero  BewectBa B OAHOMW
MecTe», «I'Iepe,q npuMeHernem npenapara Ta6neTKe, ycnoeus XpaHeHus,
O3HaKOMbTECb [ npmnaraemoﬁ MHCprKl.lMeVI)), npeaynpeavTesibHble Haanucu «Cop,epx(vn

flaKTo3bl  MOHOrMApaT», «XpaHuUTb B
HeAOCTYNHOM ANA peTei mectex», «[lepes
NpUMEHEHWEM npenapaTta O3HAKOMbTECH C
npunaraemon WHCTpykunen», «lipuHnmath
No HasHa4YeHWio Bpaua», YCNOBUA OTNycKa,
cnoco6 npumeHeHus, Hagnucb «®» -
3aperncTpMpoOBaHHBIA  TOBAPHBIA  3HAK»,
HOMEpP CBMAETENbCTBA O perucTpauum
TOBAPHOrO 3HaKa, HOMEP PerMcTPaLNOHHOro
YAOCTOBEPEHUA, HAUMEHOBaHNE AepxaTens
PErMcTPaLMOHHOrO  YAOCTOBEPEHUA, €ro
CTpaHa U TOBApHbLIA 3HaK (NaTWHULER),
HaumeHOBaHWe, CTpaHa n ropos UPMbI-
NPOV3BOAUTENSA, LITPUX-KOA, HOMEP cepuu,
AaTa MCTEYEHUA CpoKa TOAHOCTH, LUTPUX-
koa B cdopmaTte DataMatrix, rnoGanbHbii
WAEHTU(UKALUNOHHBIN  HOMEp  TOProBoi
€AUHMLB! U WHAUBWAYANBHLIA CEepUAHbLIN
HOMEp TOProBo eAnHULLEI.

HononHumensHo Ha smMOpu4YHOU yrnaKoske
(Ha nayke KapmoHHOU) Ha aHenulickoM
A3blKE yKa3aHo. TOProBoe HaumeHoBaHue
NeKapCcTBEHHOro npenapara,
MEXaYHapoaHoe HenaTeHToBaHHOE
HauMEHOBaHWe, J,03MPOBKA, NEKapCTBEHHAR
cbopma 1 KoNMUECTBO TABNETOK B ynaKkoBke,

Hagnuch «Antiaggregant».

12. | CPOKTOAHOCTU

2 ropa

CoorteetcTByeT

3aknioueHue:

FeHeparbHbIA AUPEKTOP:

Hara Bbinycka OKK: «22» oxktabpsa 2025 r.

CooTteeTtcTByeT TpeboBaHmam-1M-006376-290720, M3M./N9'1, 2,3,4

l'ypckuin O.B.




