MACHOPT Ne 1158/25 LR
crp.1m32
!’A OTOEN KOHTPOIA KAMECTBA
JNuuensusi Ne 11012-00102-77/00010585
MAKM3DPAPMA [THAUMEHOR
HQE#?E:TBA)?HME Mnarpun® TabneTku, NOKpbITbie NAEHOUYHOI 0GONOYKON, 75 Mr
108026, Mooiea | HOMEP CEPWM:_ PL1471025
oM 6, " | AATA NTPOU3BOACTBA: 02.10.2025
g:zg:::: g, rOAEH Oo: 30.09.2027
CTpoeHuUe 8 OB'BbEM CEPUW: 9 390 ynak. Ne30
Ten.: (495) 961-00-66 NPON3BOANTEND: 000 «<MAKU3-DAPMA»
AHAIN3 NO: JIN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHUE: MNpu TeMnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin NoXasaTens Tpe6oBanua HO PesynbTathl aHanuaa
1. | OMUCAHUE BusyankHbiin. Kpyrnele asoskosbinyknsle Tabnetkn ¢ | Kpyrnele pBosikoBeinyknbie Tabnetku ¢ dac-
chackol, NOKPBITble NNEeHOYHOW 0BONOoYKOW PO3OBOTO | KOM, MOKPLIThIE NNEHOMHOW 0BGOnOYKon pPo-
uBeTa. 30BOro LBeTa.
2. | NOANNHHOCTDL Y®-cnektpochoTomMeTpuss. YO-cnektpbl nornoweHusa | Y®-cnektpbl NOMMOLWIEHUA UCNBITYEMOrO 1
MCMNBITYEMOIO W CTaHAAPTHOrO pacTBopoB B 06nacTi OT | cTaHjapTHOro pacTeopos B obnactu ot 250
250 o 300 HM ZOMKHLI KMETL MakCUMyMbl Npy ogHux 1 | 40 300 HM UMEIOT MaKCUMYMBI NPK OAHKUX U
TeX e ANNHAX BOJH. Tex e ANnHax BOMH.
B3XX. Bpemsa yaepxvBaHUs OCHOBHOTO NMuKa Ha Xpo- | Bpems yaepXMBaHWA OCHOBHOrO NMka Ha
MaTtorpaMMme WUCTLITYEMOro pacTBopa AOMKHO COOTBET- | XPOMATOrpamme MCNbITYEMOro  pactsopa
CTBOBaTb BPEMEHU YAEPXKWBAHMA MMKa KNONWAOrpesna | COOTBETCTBYET BPEMEHW YAEPKUBAHUA MUKa
Ha XpomaTorpaMme CTaHAAPTHOro pacTeopa (pasgen | Knonuporpena Ha XpomaTorpamme CTaH-
«KonnyecTteeHHoe onpeaeneHue»). papThoro pacrteopa (pasgen «Konwuue-
CTBEHHOE ONpeAeNeHnen).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 wmr (256,25 mr + 3,0 %). 260,97 mr (+1,8%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (101%)
Y® = cnektpothoTOoMeTPHUA. 96%
He meree 80 % (Q) oT 3asBNeHHOrO KONMYECTBa Knonu- 102%
‘gorpena vepes 30 MuHyT. 105%
103%
96%
105%
5. | POOCTBEHHBbIE B3XX.
NMPUMECU Mpumeck A — He Gonee 1,2 %; 0,08%
npumeck C — He 6onee 1,5 %; He oGHapyxeHo
eAVHNYHAA HenAeHTUULMPOBAHHas npuMech — He 6o- 0,07%
nee 0,2 %;
cymma npumecen — He Gonee 2,5 %. 0,23%
6. | BOOA e Po, 09C.1.2.3.0002.15, metoa K. @uwepa.
He Gonee 7,0 %. 1,5%

7. | MUKPOBUONOIMMMYECKAA | M Pd, O®C.1.2.4.0002.18, kaTteropus 3A.

YNCTOTA O6Lee uncno aapobHBIX MUKPOOPraHM3MoB - He Gonee
10° KOE B 1 T (Mn); '

Obuwee 4MCNO APOXOKEBLIX W MMECHEBbLIX PUGOB: He

Gonee 10° KOE B 1 r (mn);

MeHee 20 KOEB 1T

Menee 10 KOEB 11

Escherichia coli: otcytctaue B 1 r (mn). He oGHapy#eHo
8. | OQHOPOAHOCTbL re Pd, 09C.1.4.2.0008.18, cnocob 1.
[O3NPOBAHUA AV = 15,0 % (n = 10), ecnun ycnoBue He BbINONHAETCA, ’
T0 AV < 15,0 % (n = 30), v aAns 30/30 TabneTok konuye- AV10=9,2%
CTBEHHOE COAEpXaHUe KNonuaorpena AOMKHO Haxo-
anTbes B MHTepeane 0,75-M — 1,25-M.
9. | KOMNMYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 77,32 mr
ONPEQENEHUE A0 105,0 % OT 3asBNEeHHOro Konu4ecTsa) B OAHOA Tab- (103,1%)
neTke.
10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYIKD AuelikoByto ynakoBky | Mo 10 TabneTok B KOHTYPHYIO sueiikoByio

(bnuctep) M3 NAEHKN NONMBUHUAXIOPWAHON U PONbrN
anIOMUHMEBO UNK B KOHTYPHYIO SIYENKOBYIO YNAaKOBKY
(6nuctep) us nneHkv NBX/MBOX v ¢onbru aniommHne-
BOW.

Mo 3 wnu 6 KOHTYPHBIX AYEKOBLIX ynakoBok (Gnucre-
poB) unu no 1 6aHke BMeCTe ¢ WHCTPYKLMeh no npume-
HEHWIO B NaYKy KAPTOHHYIO.

ynakosky (6nuctep) us nnesku NBX/MBAX n
chonbru anloM1MHMEBON.

Mo 3 KOHTYPHBIX AYENKOBBIX ynakoBok (6nu-
CTepoB) BMECTE C MHCTPYKUMEA No npume-
HEHWIO B MAYKY KAPTOHHYIO.

11. | MAPKUPOBKA MepeuyHas ynakoeka

Ha koHmypHoli sivelikoeoll ynakoeke (bnucmepe) Ha
PYCCKOM $3biKe yKaableaiom: TOProBOe HaumeHoBaHue
npenapata ¢ npeaynpeautenbHON MapkupoBkon ®,
MEXYHapOAHOE HenaTeHTOBaHHOE HauMeHOBaHue W
AO3NPOBKY (Ha PYCCKOM U aHMMACKOM  A3blKax),
nekapcTeeHHylo ¢opMy, HauMeHOBaHMe  TOBapHbIN
3HaK (NaTMHWLEW) AepXaTensa  perncTpauuoHHoro
YAOCTOBEPEHUSA, HOMEP cepumn, AaTy UCTEYEHUA Cpoka
rOfHOCTH.

lMepeuy4Hasa ynakoeka

Ha koHmypHoll  sqeiikoeold  ynakoske
(brniucmepe) Ha pYCCKOM S3bIKE YKa3aHO:
TOProBOE HauMEHOBaHWe npenapaTta ¢
npejynpeauTenbHOi  “mapkuposkon — ®,
MeXayHapogHoe HenaTeHToBaHHOe
HaUMEHOBaHNE U A03MPOBKA (Ha PYCCKOM U
aHMMNUACKOM  A3blkax),  JIEKApPCTBEHHas
¢opMa, HaMMEHOBaHWE  TOBAPHBLIN 3HAK
(naTMHULEen) gepxxaTena perncTpaumoHHoro
YAOCTOBEPEHMA, HOMEp cepun, jJaTta
MCTEUEHNSA CPOKa FOAHOCTY.




HaWMeHOBaHWe W cojepxaHue  AEeNCTBYIOLLEero
BeljecTBa B’ OAHOW TabneTke, YCIIOBUS  XpaHeRuA,
npeaynpeautenbHsie Haanucn «CoOAEPXUT NakTosbl
MOHOTUAPAT», «XpaHUTe B HEAOCTYNHOM ANA AeTen
MmecTe», «Mepep, npuMeHeHnem npenapata
O3HAaKOMbTECL € Mpunaraemoli  MHCTPYKUMEN»,
«MpuHnMaTh NO HasHaYeHWIo Bpavay», YCroBus OTNycka,
cnocob npYMeHeHs, Hagnucb «®» -
3apErucTPUPOBaHHbI  TOBApHbLIA  3HaK»,  HOMEp
CBUAETENbCTBA O PEerucTpauuu TOBapHOTO  3Haka,
Howmep PerucTpaLoHHOro YAOCTOBEPEHUS,
HaumeHoBaHue pepxarens perncTpaunoHHoOro
YAOCTOBEPEHMUA, €ro CTpaHy W ToBapHbIA  3HaK
(naTuHMUel), HaMuMeHoBaHue, CTPaHy u ropos pupmbl-
NPOM3BOAUTENSA, LUTPUX-KOA, HOMEpP cepuvu, AaTy
UCTEUEHNs1 CpPOKa TFOAHOCTW, LUTPUX-KOA B chopmare
DataMatrix, rrnoGanbHblii MAEHTUDUKALUMOHHBIA HOMEP
TOProBON eAWHULBI W WHAUBWAYANbHBIA  CePUIHBIH
HOMEP TOProBON eANHNLbI.

HononHumenbHO Ha 8MOPUYHOL ynakoeke (Ha nayxe
KapmoHHOU) Ha aHanulickom s3blke yKasblearom:
TOProBOE HaMMEHOBaHWE NEeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HENaTeHTOBaHHOEe HauMEeHOBaHue,
DO3WPOBKY, NEKapcTBEHHYlO hOPMY U  KONMMYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».
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MACIIOPT Ne 1158/25 Ric000 e
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!ﬁ OTAEN KOHTPONA KAYECTBA
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MAKMZOAMA [ MEHOBAHVIE - —
MPENAPATA: Mnarpun® TabneTku, NOKPLIThIE NSIeHOYHON 060NOUKON, 75 Mr
Ag?gﬁ%ﬁ Lxﬂ:i o HOMEP CEPUMN: PL1471025
oM 6, Possh "IATA NMPOWSBOACTBA: | 02.10.2025
cTpoeHwe 4, .
oThOGHIE 6 FOAEH AO: 30.09.2027
cTpoeHme 8 OBBLEM CEPUM: 9 390 ynak. Ne30
Ten. (495) 961-00.88 NPOU3IBOAUTEND; 000 «MAKU3-®APMA»
AHAINK3 NO; Nnn-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin nokasatensi Tpebosanus HO PesynbTathl aHanusa
Bmopu4Has ynaxkoska BmopuyHas ynakoska
Ha KameHHOU navyke Ha PYCCKOM A3biKe yKa3lblearom. Ha KameHHOU nayKke Ha PYCCKOM A3biKe
TOprosoe HanmMeHoBaHue npenapata [ yKa3aHo. TOproeoe HauMeHoBaHue
npeaynpeauTensHol mMapkuposkol ®, MexgyHapoaHoe | npenapata c npeaynpeauTenbHo
HenaTeHroBaHHoe HaumMmeHoBaHue, AO03UPOBKY, MapKVIPOBKOIZ ®, MeXxayHapoaHoe
¢apmako1'epanea'rwqecxy|o rpynny, nNeKapCTBEHHYIO HenaTeHToBaHHOe HanmMmeHoBaHune,
dopMy W KOnMYECTBO Tabnetok B  ynakoske, | [03UPOBKA, thapmakoTepanesTUYECKan

rpynna,  nekapcTBeHHas  ¢opmMa K
KonnyecTeo  TaGneTok B YynakoBke,

HaumeHoBaHue " coaepXaHue
JeicTBYIOWEro  BewectBa B OAHOIA
Tabnetke, ycnosus XpaHeHus,

npeaynpeautenbhble Haanucu «Coaepxut
NaKkTo3bl  MOHOTUAPAT», «XpaHuTe B
HepOCTYNHOM ANS AeTel mecTe», «Tlepep
npUMEHeHWEM npenapaTa O03HaKOMbTECb C
npunaraemoli NHCTpykuuen», «lMpuHUMaThb
NO HasHa4YeHWio Bpayay, YCNOBMUA OTMycKa,
cnoco6 npuMeHenus, Hagnuck «®» -
3apErncTpupOBaHHLI  TOBAPHBIA  3HAK»,
HOMep cBMAETEenbCTBA O perucTpauumn
TOBaPHOro 3HaKa, HOMep PerncTpaLmoHHOro
YAOCTOBEPEHMA, HaNMEHOBaHNe AepXaTens
PErMCTPaLMOHHOTO ~ YAOCTOBEPEHNA, €ero
CTpaHa W TOBapHbIN 3HaK (NaTuHMUer),
HauMEeHOBaHWe, cTpaHa W ropos UpMbl-
NPOU3BOAUTENSA, LLTPUX-KOH, HOMEP cepumn,
AaTa UCTEYEHMA Cpoka TOAHOCTW, LWTPKUX-
kog B copmate DataMatrix, rmoGanbHblii
MAECHTN(UKALMOHHLIE  HOMEp  TOpProBoi
€AVHMLBI M WHAWBUAYANbHBLIV CEPUNHBIN
HOMEpP TOProBON €AUHMLIbI.

HononHumensHo Ha emMOPUYHOU ynaKoeke
(Ha na4yke KapmoHHOU) Ha aHenulcKkoMm
S3bIKe yKa3aHO: TOProBoe HauMeHOBaHue
nekapcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOoe
HaMMEHOBaHUE, A03MPOBKA, NEKapcTBEHHas
copma 1 konuyectso TabneTok B ynakoske,
Hagnucb «Antiaggregant».

12. | CPOKTOOHOCTHU 2 ropa

CooTBeETCTBYET

3aknoueHue:

MeHepanbHbIX AUpPEKTOp: /3 : N

Hara Bbinycka OKK: «16» oktabpsa 2025 r. '7"\ kSl ,

CooteetcTayeT TpeGoBanuam [M-006376-290720, nsm. Net, 2, 3, 4
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