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1. | ONMUCAHUE

BusyanbHbii. Kpyrnble aBoskoBbinyknbie Tabnetkm ¢
ackol, NOKPLITbIe NAEHOYHON O0BGONOYKOK PO30BOTO
useta.

Kpyrnele aBoskoBbinyknble TabneTku ¢ dac-
KON, MOKPBITbIE NMEHOYHON oBonoqkon po-
30BOrO LiBeTa.

2. | NOANMNHHOCTbL

Y®-cnekrpochotomeTpua. YOP-CneKkTpsl NOrnoLieHUs
MCMBITYEMOrO 1 CTaHAAPTHOIO pacTBOPOB B obnactn or
250 ao 300 HM AOMKHB! UMETb MaKCUMYMbl NPY OAHUX U
TeX Xe ANUHAX BOMH.

B3XX. Bpemsa yaepXvuBaHUA OCHOBHOTO MMKa Ha Xpo-
MaTorpamMmme UCnbLITYeMOoro pacTsopa AOJKHO COOTBET-
CTBOBaTbL BPEMEHW yAEepXusaHus nuka knonuaorpena
Ha XpomaTorpamme CTaHZapTHOrO pacTeopa (pasgen
«KonnuecteseHHoe onpezeneHue»).

Y®-cnektpodoTomeTpua. YD-cnekTpbl no-
TNOLWEHUA WCMBITYEMOrO W CTaHAapTHOro
pacteopoB B obnactu ot 250 ao 300 Hm
MMEIOT MaKCMMyMbl NPU OfHUX U TeX Xe
ANVMHAX BONH.

B3IXX Bpemsa yaepxusaHua OCHOBHOFO Mu-
Ka Ha XxpomatorpaMme MUCNbLITYeMoro pac-
TBOpa COOTBETCTBYET BPEMEHU yaepxusa-
HWA NKUKa KNONWAOTPEna Ha xpomaTorpaMmme
cTaHzapTHoro pactesopa (paspen «Konwue-
CTBEHHOE ONpejeneHne»).

3. | CPEQHAA MACCA

r'e Po, 09C.1.4.2.0009.15..
OT 248,56 10 263,94 mr (256,25 mr £ 3,0 %).

260,23 mr (+1,6%)

4. | PACTBOPEHUE e PO, 090C.1.4.2.0014.15, (103%)
Y®-cnektpochoTomeTpua. 102%
He menee 80 % (Q) oT 3asBNEHHOro KosMuyecTsa Kionu- 104%
aorpena uepes 30 MuH. 102%
103%
104%
102%
5. | POOCTBEHHBIE B3OXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,16%
npumeck C — He Gonee 1,5 %; 0,21%
€AMHNYHAA HeuaeHTUhULMPOBaHHAs NpUMech — He 60- 0,01%
nee 0,2 %;
cyMma npumeceit — He 6onee 2,5 %. 0,38%
6. | BOOA re Po, 09PC.1.2.3.0002.15, meToq K. duwepa.
He 6onee 7,0 %. 0,7%

7. | MUKPOBMNONOIMNMYECKAA
YNCTOTA

r®d Pd, 0PC.1.2.4.0002.18, kateropus 3A.

O6Lee YnCno aspobHbIX MUKPOOPraHuamoB - He Gonee
10° KOE 8 1 1 (Mn);

ObLjee 4YNCNO APOMNOKEBBLIX W NNEcHeBblX rpubos. He
Gonee 10° KOE B 1 r (mn), '

Escherichia coli: orcytcteue B 1 1 (Mn).

MeHee 20 KOEB 1T
MeHee 10KOEB 1T

He o6Hapy#eHo

8. | OOAHOPOOHOCTb

re PO, O9C.1.4.2.0008.18, cnocob 1.

JO3NPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoene He BLINOMHAETCA,
T0 AV £ 15,0 % (n = 30), n ana 30/30 TabGneTok konuye- AV10=5,3%
CTBEHHOE COAEpXaHWe Kionuaorpena AOMKHO Haxo-
AUTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KOJIMMECTBEHHOE BIXX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,20 mr
ONPEAENEHUE A0 105,0 % OT 3asBMEHHOrO KOSIMMECTBA) B OAHON Tab- (97.6%)

neTke.

10. | YNNAKOBKA

[pu npouseodcmee, ¢hacoske w/unu ynakoske Ha OO0
«MAKN3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO YMakOBKY
(6nucTep) M3 NNEHKN NONMBMHUMXIIOPUAHONA W hoNbIN
anoMUHNEBOA WU B KOHTYPHYIO AYENKOBYIO YNakKOBKY
(6nuctep) u3 nnexku MNBX/MBOX v donbru anomuHue-
BOMA.

Mo 3 unn 6 KOHTYPHBIX AYENKOBLIX YNakoBok (Gnucrte-
poB) unu no 1 GaHke BMECTe C UHCTPYKUMEW No npume-
HEHWIO B NaYKy KAPTOHHYIO.

Mpouseodcmeo, ¢hacoeka u ynakoeka Ha
000 «MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYI AYEHKOBYIO
ynakosky (6nuctep) na nnexku MBX/MBAOX n
conbru anwMUHUEBOMN.

Mo 3 KOHTYPHLIX AYEKOBLIX YNaKoBOK (Gnun-
CTEpOB) BMECTE C WHCTPYKLUMER . no npume-
HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA

MepsuyHas ynakoeka

Ha konmypHoll sivelikosoll ynakoeke (6nucmepe) Ha
PYCCKOM 5i3bIKe YKa3blealom: TOProBoe HaumeHoBaHue
npenapata C nNpeaynpeanTencHol Mapkuposkon ®,

MepsuyHas ynakoska

Ha koHmypHoll  siyelikoeoll  yrnakoeke
(6nucmepe) Ha pYyccKOM Si3biKe YyKa3aHo:
TOProBOE HaWMEHOBaHME npenapata ¢

MEXAYHAPOAHOE HENaTEHTOBAHHOE HaUMEHOBaHUE W | NPeAyRPeAUTEnNbHOW  Mapkmpoekod  ®,
AO3UPOBKY (HA PYCCKOM U aHIMIACKOM A3bikax), | MeXayHapoaHoe HenaTeHToBaHHOe
NeKapcTBeHHYI0 (hOpMY, HaUMEHOBaHWE  TOBapHBIA | HaUMEHOBaHWe U LO3MPOBKA (HAa PYCCKOM K
3HaK  (MaTMHWUEN) AepXaTens  pPerucTpaunoHHOTO | aHrnMiACKOM  ssblkax),  NekapcTBeHHas
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MecTe»,

crnocob

DGAPMA»

AO3NPOBKY,

YAOCTOBEPEHUA,, HOMEP Cepuwn, Aaty NpPOM3BOACTBA
(npn dacoske Ha OO0 «MAKU3I-OAPMA» - aaty | (natuHuuei) sepxatens perucTpauuoHHOro
NPoOU3BOACTBA HE HAHOCAT), AaTy WCTEUEHUA CPOKa | YAOCTOBEpEHMUs,

npounssoautensa (npu npoussoactee Ha OO0 «MAKWU3-

HononnumenbHo Ha emopuyHol ynakoske (Ha rnayvke
KapmoHHOU) Ha aHenulickoM S3biK€ yKasblearom:
TOProBOe HauMEHOBAHWE JIeKapCTBEHHOro npenapara,
MexayHapoaHoe
NeKapcTBEHHYI0 hOpMYy W  KONMMYECTBO | MeXayHapoaHoe
TabneTok B ynakoBke, Hagnuck «Antiaggregant».

MOHOTMAPAT», «XpaHUTb B HEAOCTYNHOM ANS AeTeil | AelCTBYIOLEro
«Mepen NPUMEHEHUEM
03HAKOMbLTECH

npenaparta | Tabnetke,

dopma, HauMEHOBaHMuE

TOBapHbIA 3HAK

cepun, pata

rOLHOCTW. NCTEYEHWNS CPOKa FOAHOCTU.

BmopuyHast ynaxkoeka BmopuyHasi ynakoska -

Ha kapmoHHoOii. nauke Ha pycckom si3bike ykasbisaiom: | Ha kapmoHHOU navke Ha pPYCCKOM si3bike
TOprosoe HaMmeHoBaHMne npenapara ¢ | ykasaro: Toprosoe HaumeHoBaHWe
npeaynpeanTensHol mapkuposkol ®, MexgyHapoaHoe | npenapara c npegynpeauTensHon
HenaTeHToBaHHOe HaMmeHoBaHue, AO3NPOBKY, | MapKUpPOBKOM MeXaYyHapoaHoe
hapmMakoTepaneBTUYECKYIO Tpynny, JEKapCTBEHHYIO | HenaTeHTOBaHHOe HauMeHoBaHue,
dopmy 1 KonndecTeBo TabneTok B ynakoBke, | AO3UPOBKA, thapmakoTepaneeTuyeckasn
HauMeHoBaHWe W  CoAepXaHwe  AeWCTBYOLEero | rpynna, nekapcTBeHHas hopma "
BellecTBa B OAHOW TabneTke, yCnoBus XpaHeHuA, | konmuecTsBo  Tabnetok B ynakoBke,
npeaynpeautencHble Haanucn «CoAepXWUT NaKTosbl | HaumeHoBaHue coaepxaHune

BelwecTtsa B  OAHOM

XPaHEHUs,

C npunaraemoii  MHCTPyKUMeit», | npegynpesuTenbHble Hagnucu «Copepxnt

«MpUHUMATL MO Ha3HAYEHUIO BpaYa», YCrOBMS OTNYCKa, | NaKTo3bl  MOHOTMEPATY,

DataMatrix,

HenaTeHTOBaHHOE HauMeHOBaHue, NEeKapCTBEeHHOro

«XpaHutb B

npUMeHeHNs, Haanuch «®» - | HepocTynHOM Ansi AeTei mectey», «[Mepeg
3aperncTpupoBaHHbIi  TOBApPHBI  3HAK»,  HOMEP | NPUMEHEeHMeM npenapara O3HaKOMbTEChb C
CBMAETENbCTBA O PpErucTpauu TOBAPHOrO 3HAKa, | Mpunaraemoill WHCTPyKuveh», «Tlpuhumars
YAOCTOBEPEHNsi, | MO HA3HA4YEHMWIO Bpava», YCHOBMA OTNYCKa,
HagnuchL. «®» -

TOBapHbLI  3HAKY,

HOMEp perucTpauuoHHOro

HavmeHoBaHue aepxarens PErncTpaumoHHoro | cnocol npuMeHeHus,

YAOCTOBEPEHUA, €ro CTpaHy W TOBApHbIA 3HAK | 3aPErucCTPUPOBAHHBIN

(naTMHMueR), HaumeHoBaHMe W CTpaHy CUPMbI- | HOMEP CBWAETENLCTBA O perucTpauun

TOBapPHOIrC 3Haka, HOMEp PerucTpauuoHHOro
yKasblBaloT CTpaHy, [FOpOA), LITPUX-KOA, | YAOCTOBEPEHWUS, HAUMEHOBaHWUE AepXKaTens
HOMEp cepuM, 4aTy NPOU3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-GAPMA» paTy ApoM3BOACTBA He
HaHOCAT), AaTy UCTEYEHNA CPOKA FOAHOCTH, LUTPUX-KOA
B dopmare

PericTpaLmMoHHOrO -~ YAOCTOBEPEHUA, €ro
CTpaHa M TOBapHbIA 3HaK (naTuHuUUen),
HauMeHoBaHWe, CTpaHa W ropog dUpMbl-
rnobanbHeIl | NPOM3BOAUTENS, WITPUX-KOA, HOMEp cepuu,
MAEHTUDUKALMOHHLIA HOMEP TOProBol eAMHWLBI W | AaTa WCTEYEHUA CPOKa FOZHOCTW, LUTPUX-
VHAUBNAYANbHBIA CEPUHBIA HOMEP TOProBoM eanHuLbl. | koa B dopmate DataMatrix, rno6anbHbin
naEeHTUPUKALNOHHBIR
€AMHNLEI W WHANBUAYaNbHBIA  CEePURHBIR
HOMEp TOProBOW eAUHMLIbI.

HononHumensHo Ha emopudHoll ynaxkoeke
(Ha nayke kapmoHHoOl) Ha arenulickom
53biKE yKa3aHO: TOProBOE HavMeHOBaHWe

HOMEpP  TOpProsoWn

npenapara,

HenaTeHToBaHHOe
HauMeHoBaHwe, A03MPOBKa, NEKapcTBeHHas
chopma u konuuecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».

12. | CPOK 'OOHOCTHU 2ropa

CooTseTcTBYET

3aknioueHue:

//ﬁaqanbum( OKK:

Darta Bbinycka OKK: «12» mapTa 2025 r.

CoortBeTtcTByeT TpeGoBanuam J1M-006376-290720, nuam. Ne1, 2, 3




