TNACTIOPT Ne 287/25 RE-DJ0/ 308
cTp. 1 M3 2
"ﬁ OTAEN KOHTPOMNA KAYECTBA
Jlnuensus Ne J1012-00102-77/00010585
MAKM3DAPMA
gég#fgf.r%‘”% Mnarpun® TabneTku, NOKpbITbie NIEHOYHON 060NMoUKOM, 75 Mr
AmoucGammmah mposas, IELEEa . PL1100225
aom 6, PoSSh I"TIATA NPOWN3BOACTBA: | 17.02.2025
g:gg::: g TOAEH Ao: 28.02.2027
CTpoeHue 8 OBBLEM CEPUN: 9 799 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BOANTEb: 000 «MAKU3-DAPMA»
AHAJN3 NO: nn-006376-290720, nam. Ne1, 2, 3
XPAHEHMUE: Mpu Temneparype He Bbiwe 25 °C.
Ne HanmeHoBaHue
nin nokazatens Tpe6oBanusa HL PesynbTatk! aHanu3a
1. | ONUCAHUE BusyaneHbifi. Kpyrneie aBoskosbinyknble Tabnetku ¢ | Kpyrnble gBoskoBbinykAkle TabneTku ¢ ¢ac-
chackol, NOKpPbITbIE NNEHOYHOW OBONOYKO PO3OBOrO | KOW, NOKPBITHIE MNEHOMHOW OBGOTOuMKOWA PO-
uBeTa. 30BOrO LBETA.
2. | TOONUMHHOCTbL Y®-cnektpodhoTomeTpua. YO-cnektpbl nornoweHns | Y®-cnekrpodoTomMeTpus. YO-cnekTpbl no-
UCMbITYEMOTO U CTAHAAPTHOrO PacTBOPOB B OONacT OT | FMOWEHNs WUCNBITYEMOrO W CTaHAAPTHOrO
250 no 300 HM AOMKHLI UMETb MaKCMMyMbI NPU OAHUX U | pacTBopoB B obnactu oT 250 ao 300 Hm
Tex Xe AfnHax BOJH. NMEIOT MaKCMMyMbl MpPU OAHMX U TEX Xe
ANWHAX BOJH.
BIXX. Bpems yaepxuBaHus OCHOBHOTO NKUKa Ha xpo- | BAXKX Bpema yaepxuBaHUs OCHOBHOrO nu-
MaTorpamme UCNbITYEMOro pacrTeopa AOMKHO COOTBET- | K& HAa XPOMATOrPaMMe WCTbITYEMOro pac-
CTBOBaTb BPEMEHU YASPXKUBAHMA MUKa KNOnuaorpena | TBOpa COOTBETCTBYET BPEMEHW YAEpXMBa-
Ha XpoMmaTorpamme CTaH4apTHOro pacteopa (pasgen | HUA NuUKa KNONWAOTpesia Ha Xxpomarorpamme
«KonuuectseHHoe onpeaeneHue»). cTaHaapTHoro pacreopa (pasaen «Konuwue-
) CTBEHHOE ONpeAeneHue»).
3. | CPEOHAA MACCA re PO, 09C.1.4.2.0009.15.
OT 248,56 a0 263,94 mr (256,25 mr + 3,0 %). 260,32 mr (+1,6%)
4. | PACTBOPEHUE re Po, 09C.1.4.2.0014.15, {99%)
Y®-cnekrpodoTomMeTpuUs. 101%
He meree 80 % (Q) oT 3a8BNEHHOrO KONMUECTBA KNOMNK- 99%
porpena yepes 30 MUHYT. 99%
99%
98%
100%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumecs A — He Gonee 1,2 %; 0,09%
npumeck C — He Gonee 1,5 %; 0,09%
©ANHNYHAA HeNASHTUDNLUUPOBAHHAA NpMMECh — He 60- 0,01%
nee 0,2 %;
cymMa npumeceii — He Bonee 2,5 %. 0,21%
6. | BODA e Po, 09C.1.2.3.0002.15, meToa K. Puwepa.
He 6onee 7,0 %. 0,7%
7. | MUKPOBUONMOIMYECKAA | T'd Po, 09C.1.2.4.0002.18, kateropus 3A.
YUCTOTA Obuwee yucno aspoBHbIX MUKPOOPraHu3mMoB - He Gonee Menee 20 KOEB 1T
10° KOE 8 1 1 (Mn); /
OGLyee 4YNCNO APOMNOKEBBIX W MNECHEBBIX rPUGOB: He Menee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: oTcytctBue 8 1 r (mn). He oBHapy#eHo
8. | OQHOPOOHOCTb r® P®, 0®C.1.4.2.0008.18, cnoco6 1.
OO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCH,
T0 AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AViyo=4,1%
CTBEHHOE COAEpXaHWe Knonugorpena AOMKHO Haxo-
autbea B untepeane 0,75-M - 1,25-M.
9. | KOJIMYECTBEHHOE BIXX. Ot 71,26 po 78,75 mr knonugorpena (ot 95,0 % 75,42 mr
ONPEOENEHUE 40 105,0 % ot 3asBNEHHOro KonuyecTsa) B 0AHON Tab- (100,6%)
netke.
10. | YNAKOBKA Mpu npoussodcmee, hacoske u/unu ynakoeke Ha OO0 | lNpoussodcmeo, ¢hacoska U ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKU3-QAPMA»:
Mo 10 Tabnetok B KOHTYPHYIO A4elkoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO AYEWKOBYIO
(6nnctep) U3 NNEHkW NONWBMHWIXIOPUAHOA M chonbrn | ynakoBky (6nuctep) na nneHku NBX/MNBAOX u
anioMUHNEBOR NNK B KOHTYPHYIO AYENKOBYIO YNAKOBKY | (hONbrY anioMUHUEROI.
(6nnctep) m3 nnevkun NMBX/MBOX u donbrv aniomuHmne-
BOW. .
Mo 3 nnn 6 KOHTYPHbIX AYENKOBbIX ynakosok (6nucte- | Mo 3 KOHTYPHbIX AYEHKOBBLIX YNakoBok (6nu-
poB) unun no 1 BaHke BMECTe C MHCTPYKUMEN No Npume- | CTEpoB) BMECTe ¢ WHCTPYKUMeH no npume-
HEHWIO B NaYKy KaPTOHHYIO. HEHMIO B NAYKy KAPTOHHYIO:
11. | MAPKUPOBKA Mepsuynas ynakoeka MepeuyHasn ynakoexka .
Ha konmyprol syeiikoeoll ynakoske (brnucmepe) Ha | Ha koHmyphHol  sqelikoeoli  ynakoeke
PYCCKOM 5i3bIKe yKa3bléalom: TOProBoe HaumeHoBaHue | (6riucmepe) Ha PYCCKOM SI3blKe YKa3aHo:
npenapata ¢ npeaynpeauTeNnsHON MapkupoBkoit ®, | ToproBoe HauMeHoBaHWe npenapata ¢
MEX(AYHapOAHOE HenaTeHTOBaHHOE HaUMEHOBaHUE W | NpPeAynpeauTenbHOW  MapkupoBkol  ®,
AO3NPOBKY (HA PYCCKOM W aHIMUWACKOM  A3blKax), | MexayHapogHoe HenaTeHTOBaHHOE
neKkapcTBeHHylo ¢opMmy, HauMeHOBaHWE  TOBapHbii | HaMMEHOBaHWE M A03MPOBKA (HA PYCCKOM U
3HaK  (PaTMHMUEN) AepXaTens  pPerucTPauuMOHHOTO | aHrMWACKOM  A3bikax),  NeKkapcTBeHHas
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FOAHOCTH.

TOproeoe

cdopmy #

MecTe»,

cnoco6

HoMep

GAPMA»

AO3UPOBKY,

HaMMeHoBaHue
BellecTsa B OAHOW TabnerTke, YCNOBUA XPaHEHWs,
npeaynpesutensHbie Hagnucn «CogepXuT nakTosbl
MOHOFMAPAT», «XpaHNTe B HEAOCTYMHOM ANS AeTew

npenapara
VHCTPYKLUERy,
«MpuHAMaTL NO HA3HAYEHUIO Bpauay, yCoBUsA OTNYCKa,
HaAnNUCb «®»

«Mepea
03HAKOMbTECH

NpUMEHEHNs,
3aperncTpupoBanHbIi v
CBUAETENBCTBA © PErucTpauun TOBAPHOrO 3Haka,
PErucTpauMoHHoro
HanMeHOBaHue
YAOCTOBEpPEHUA,
(naTuxHvuen),

MeXayHapogHoe

YAOCTOBEPEHMUS,, HOMEP CepuM, AaTy NpPOU3BOACTBA
(npu dhacoske Ha OO0 «MAKU3-PAPMA»
NPOM3BOACTBA HE HaHOCAT), BaTy MWCTEYEeHWs cpoka

Bmopu4Has ynakoeka
Ha xapmoHHOU navke Ha pPYyCCKOM Si3biKe yKa3blearom:
HaumeHoBaHue
npeaynpeauTensHON mapkuposkon ®, mexayHapogHoe
HENaTeHTOBaHHOE
thapmakoTepaneBTUYECKyl0 Ipynny, NeKkapCTBEHHYI
KonuyecTBso Tabnetok B ynakoBske,
AencTayoLero

npenapata

HanmeHoBaHue,

n cogepxaHue

NPUMEHEeHNEM
c npunaraemon

TOBapHbIA  3HaK»,

Aepxarens
€ro CTpaHy W . TOBapHbIWA

HaMMeHoBaHUe W CTpaHy pUPMbI-
npousgogutena (npu nponssoactee Ha OO0 «MAKN3-
yKasbiBaloT CTpaHy, ropof), LUTPUX-KoA,
HOMEp cepuu, AaTy NPou3BOACTBa (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-GAPMA» paty npou3BOACTBA He
HaHOCAT), AATy WCTEYEHNS CpoKa FOJHOCTH, LUTPUX-KOA
B thopmarte
WBEHTUPMKALIMOHHBIA HOMEP TOProBOW €AMHULb!
VHAUBNAYASNbHLIN CEPUAHBIA HOMED TOPrOBOI €ANHULIL!.

DataMatrix,

HononrumensHo Ha emopudHOU ynakoeke (Ha nauke
KapmoHHOU) Ha aHenulickoM s3blke yKasbieaiom:
TOProBoe HaMmeHOBaHME NEKapCTBEHHOro npenapara,
HEeNaTeHTOBaHHOE HaUMEHOBaHWe,
neKkapcTBEHHy!0 (OpPMYy W  KONMUYECTBO
TabneTok B ynakoske, Hagnucb «Antiaggreganty.

JO3NPOBKY,

YAOCTOBEPEHUSA,
PerncTpaLnoHHOro

rnoGanbHbii

dopma, HauMeHOBaHWE  TOBApHbIN 3HaK
(naTuHULEl) AepxaTens perncTpaunoHHOro
YAOCTOBEPEHUS, HOMep cepud, AaTa
MCTEYEHUA CPOKA FOAHOCTH.

BmopuyHas ynakoska

Ha kapmonHOU nauke Ha PyCCKOM si3blKe
yKasaHo: TOproeoe HauMeHoBaHue
npenapata c NpeAyNpPeAnTENbLHOIA
MapKNPOBKOM ®, MeXAYHapoaHoe
HENAaTEeHTOBaHHOE HaMmeHoBaHue,
B031poBKa, thapmakoTepanesTuyeckas
rpynna, nexapcTBeHHas dopma  "wm
KONWYecTBO  Tabnetok B ynakoBke,
HaumeHoBaHue n coaepxaHue
AE/CTBYIOLLEro ~ BewecrBa B OAHOW
Tabnetke, ycnosus XpaHEHus,
npegynpeauTensHeie Hagnucn «Copepxut
NaxkToskl  MOHOTWApar», «XpaHuTe B
HeAOCTYNHOM Ans peten mecrte», «lepep,
NPUMEHEHNEeM npenapata 03HaKOMbTeCh C
npunaraemoil WHCTpykumew», «MNpuxumarts
10 Ha3sHaYeHWIo Bpavay, YCNoBUA OTNyckKa,
cnoco6 npumeHeHus, Haanmch «®» -
3aperucTpUpoBaHHbIi  TOBAPHBLIA  3HAK»,
HOMEpP CBUAETENLCTBA O perucTpaunn
TOBapHOTroO 3HaKa, HOMep PerucTpaLoHHOro
YAOCTOBEPEHUA, HAUMEHOBaHWUe AepXatens
PerucTpaumoHHOr0  YAOCTOBEPEHUs,, €ero
CTpaHa W TOBAPHLIN . 3HAK (NAaTUHWUEN),
HauMEHOBaHWe, cTpasa U ropoa OUPMbI-
NPON3BOAUTENSA, 'LUTPUX-KOA, HOMEpP Cepun,
AaTa WNCTEYEHUA Ccpoka rOAHOCTM, WITPUX-
kog B chopmate DataMatrix, rnobanbHbii
UAEHTUUKALMOHHBIN ~ HOMEP  TOProBol
eAMHULUBI U WHAMBMAYASLHLIA  CEepUiiHBIA
HOMep TOProBOWN eUHMNLIbI.
HononHumernsHoO Ha emopuyHol yrnakoeke
(Ha nauyke KapmoHHOU) Ha aHanulickom
fA3bIKe yKa3aHO. TOPrOBOE HaWMEHOBaHue
neKkapcTBEHHOro ' npenapara,
MEXAYHapPoAHOe HenaTeHToBaHHoe
HanMeHOBaHNe, A03VUPOBKa, NeKapcTBeHHas
chopma u xonnyecTso TabneTok B ynakoeke,
Haanuce «Antiaggregant».

/ HavanbHux OKK:

Data Bbinycka OKK: «17» mapTa 2025 .

12. | CPOKIrOgHOCTH 2 roaa CootsercTByeT
3aknoueHue: CooteercTBYyeT TpeGoBaHusim J111-006376-290720, n3m, Net, 2, 3

7 —

Bonkoea O.b.
Zoa,
o\
2\
A\
| 4 IZ
Ja )
)




