NACHOPT Ne 1147/25 L LR
cTp. 1 M3 2
fﬁ OTAEN KOHTPONS KAYECTBA
Jinuenaua Ne 11012-00102-77/00010585
MAKM3DAPMA VTS
HQSNEgA?T?CHME Mnarpun® TabneTkn, NOKPbLITbIE ANIEHOYHOW 06ONMOYKOH, 75 Mr
e o, | 11OMEP CEPPFE PL1441025
non 6, POk |"HATA NPOW3BOACTBA: | 01.10.2025
gsx::g gv rOQEH A0: 30.09.2027
CTpOeHME 8 OBbEM CEPUM: 9 396 ynak. Ne30
Ten.: (495) 981-00.88 NPOU3BOJUTEND: 000 «MAKN3-PAPMA»
AHAINN3 NO: J1M-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHME: MNpu Temnepatype He Bbiwe 25 °C.
Ne HanmeHoBaHue
nin NoKasaTans TpeboaHua HL, PesynbTatbl aHanusa

1. | ONNCAHME

BuzyaneHbiit. Kpyrnele asosikoBbinyknbie Tabnetkn ¢
chackoi, NOKpbITble NEHOYHOW OBONOYKON PO3OBOro
useTa.

Kpyrnble aBOsIKOBbINYKIbie TabneTku ¢ dac-
KO, NOKPbITLIE MNEHOYHON OBOMNOYKOW pPOo-
30BOTO LiBETA.

2. | NOANNUHHOCTDb

Y®-cnektpocdoTomeTpua. Y®-cnekTpb! MOrnoLeHns
MCMbITYEMOro 1 CTaHAapTHOrO pacTBopos B obnacTn oT
250 po 300 HM AOMKHBI MMETb MakCUMyMb! Npu OAHUX U
TeX Xe ANNHaX BOSH.

B3XX. Bpems yaepx1BaHus OCHOBHOIO fMKa Ha Xpo-
MaTorpamMmmMe MCNbITYEMOro pacTteBopa AOMKHO COOTBET-
CTBOBaTb BPEMeHW yAepXuWBaHUA nUKa Knonuaorpena
Ha Xpomarorpamme CTaHAapTHOrO pacteopa (pasjen
«KonuyecteeHHOE onpepeneHue»).

Y®-cnektpbi  MOrMOLWEeHUA MUCNbITYeMOro u
CTaHAapTHOro pacTeopos B obnactu oT 250
£0 300 HM MMEIOT MaKCUMYMbI MPU OAHUX U
TeX e ANMHAX BONH.

Bpemsa yaepxuBaHWsa OCHOBHOTO NUKa Ha
XpomaTorpaMMe WUCMLITYEMOro pacTeopa
COOTBETCTBYET BPEMEHMN YAEPXKNBAHUA NUKa
Knonuaorpena Ha XxpomaTtorpamme CTaH-
AapTHoro pactBopa (paspen «Konuye-
CTBEHHOE ONpeAeneHue»).

CPEOHAA MACCA

re Po, 09C.1.4.2.0009.15.
OT 248,56 10 263,94 mr (256,25 mr + 3,0 %).

255,25 mr (-0,4%)

4. | PACTBOPEHUE re PP, 09C.1.4.2.0014.15, {101%)
Y® - cnektpochoTomeTpHA. 100%
He meHee 80 % (Q) oT 3asBNEHHOro KONUYeCTBa Knonu- 102%
porpena uepes 30 MUHYT. 103%
102%
100%
100%
5. | POQCTBEHHbIE BIXX.
NMPUMECHU Mpumeckb A —He Gonee 1,2 %; 0,09%
npumeck C — He Gonee 1,5 %; He oBHapyxeHo
eLVHUMHES HeuAeHTUDNUMPOBaHHaA npumeck — He 6o- 0,06%
nee 0,2 %;
cymma npumeceii — He Gonee 2,5 %. 0,20%
6. | BOOA ro Po, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUONOIMMYECKAA

YNCTOTA

' PP, 09C.1.2.4.0002.18, kateropus 3A.

Ob6wee unucno aspobHbLIX MUKPOOPraHU3MOB - He Gonee
10° KOE B 1 r (mn);

O6Llee unCnoO APOMNOKEBLIX W MiecHeBbiX rpmbos: He
Gonee 10> KOE B 1 r (mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB1r

Escherichia coli: otcyTcTBue B 1 1 (Mn). He oBHapy#eHo
8. | OAHOPOAHOCTDL Fre PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCA,
To AV < 15,0 % (n = 30), u ana 30/30 TabneTox konuye- AV1=13,8%
CTBEHHOE COAEPKaHWEe KNoNWAOTpena JAOSHKHO Haxo-
avThCA B MHTepsane 0,75-M — 1,25-M.
9. | KOMMYECTBEHHOE B3IXX. OT 71,25 go 78,75 mr knonuaorpena (ot 95,0 % 76,10 Mr
ONPEOENEHMUE A0 105,0 % OT 3aABMEHHOr0 KONUIECTBa) B OAHOM Tab- (101,5%)

neTtke.

10. | YNAKOBKA

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO YNaKOBKY
(6nucTep) U3 NNEHKU NONMBUHUNXNOPUAHON U PORbIK
aniOMUKNEBOI UAN B KOHTYPHYIO RUEAKOBYIO YNaKOBKY
(6nucTep) u3 nnexkn MBX/MBOX v cdonbrn aniomuHne-
‘BOWA.

Mo 3 nnn 6 KOHTYPHLIX AYENKOBBLIX YNakoBoK (Gnucre-
poB) unn no 1 6aHke BMecTe C MHCTPYKLUEW No npume-
HEHWIO B Na4Ky KapTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO SYEAKOBYIO
ynakosky {(6nuctep) us nnexxu NMBX/NBOX n
hoNbr1 anioMMHNEBON.

Mo 3 KOHTYpPHbIX AYENKOBLIX YnakoBoK (6nu-
CTepoB) BMECTe C WHCTPyKUMe#h no npume-
HEHWIO B NAYKy KAPTOHHYIO.

11. | MAPKUPOBKA

NepsuyHas ynaxkoexa

Ha koHmyproli siyelikoeoll ynakoske (briucmepe) Ha
PYCCKOM SI3bIKE yKa3blgalom: TOProBoe HavMeHOBaHue
npenapata € npeaynpeauTensHoOi Mapkuposkon ®,
MEXAYHAPOAHOE HEenaTeHTOBaHHOE HauMeHoBaHue W
[O3NPOBKY (Ha PYCCKOM U aHFNWIACKOM  A3biKax),
NeKapcTBEHHYI OpMY, HaWMeHOBaHWE  TOBapPHbIR
3HaK (naTvMHUUENR) gepxartens  perncTpaunoHHoro
YAOCTOBEPEHWS, HOMEP CepuM, AaTy UCTEYEHUs cpoka
FOLHOCTU.

llepsuyHas ynakoska

Ha koHmypHoli sivelikogoll  ynakoeke
(6nucmepe) Ha pYCCKOM S3biKe YKasaHo:
TOProBOE HaWMEHOBaHWE npenapata ¢
npeaynpesuTesibHoli  mMapkuposkon  ®,
MeXayHapogHoe HEeNnaTeHTOBaHHOE
HaMMEHOBaHKUE U A03UPOBKA (HA PYCCKOM 1
aHIMMIACKOM  A3blkax),  JiekapcTBEeHHan
dopMa, HauMeHOBaHWE  TOBAapHbLIA 3HaK
(naTuHuUen) gepxarens perncTpaumoHHoro
YAOCTOBEpEHUsi, HOMep cepun, jAara
McTeUEeHMn Cpoka roAHOCTH.




«MpuHUMaTL NO Ha3HaYEHUIO Bpayay, YCNOBUS OTMYCKa,
cnocob npuMeHeHns, Haanuck «®» -
3apEeruCTPUPOBAHHBIA  TOBApHBI  3HaK»,  HOMEp
CBUAETENbCTBA O pPerucTpaumyu TOBApHOro 3HakKa,
Homep perncTpauuoHHoro YAOCTOBEPEHUA,
HaumMeHoBaHue Aepxarens PerncTpaymoHHoro
YAOCTOBEPEHUS, €ro CTPaHy W TOBapHbI  3HaK
(naTuHULeil), HaumeHoBaHMWe, CTpaHy U ropos upmbl-
NpoU3BOAUTENS, LUTPUX-KOA, HOMep cepuu, Aaty
MCTEUEHUA Cpoka FOAHOCTM, WTpux-koq B dopmarte
DataMatrix, rnoGanbHbili MAEHTUDUKALMOHHBIA HOMED
TOProBOi €AWHULUBI W  WHAMBUAYaNbHLIA CEepUiHbLIN
HOMep TOProBoi €ANHULBI.

[ononHumensHo Ha emopuyHoll yrakoeke (Ha nadke
KapmoHHOU) Ha aHenulickoM s3biKe yKasblealom:
TOproBoe HauMeHOoBaHME NeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HEenaTeHTOBaHHOE HauMEeHOBaHue,
LO3NPOBKY, INE€KapCTBEHHYIO QOpMY I KONUYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».
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MPEMNAPATA: Mnarpun® TabneTkun, NOKpPbITbIE NSIEHOYHOW 060MOYKOM, 75 Mr
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Ten.: (495) 981-00-88 NPON3BOANTENb: 000 «MAKW3-OAPMA»
AHANN3 NO: JIN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHME: MNpu Temneparype He Bbiwe 25 °C.
Ne HAMMEHOERHNE TpeboBaHust HO PesynbTatbl aHanuaa
n/n nokasaTensi P ¥
BmopuyHasi ynakoeka BmopuyHas ynakoeka
Ha KameHHOH nayKe Ha PYyCCKOM $513biKe yKa3blearom. Ha Kapm0HHOﬂ navyke Ha PYCCKOM s3blke
TOproeoe HanmeHoBaHue npenapara Cc VKa3aHo: TOproeoe HanmeHoBaHue
npeaynpeauTenbHOR MapkupoBkon ®, mexxayHapoaHoe | npenaparta c npejynpeauTesnbHon
HenaTeHToBaHHoe HanmMmeHoBaHue, AO3NPOBKY, MapKMDOBKOW ®, MeXAyHapogHoe
cbapmaxo-repanesmqecxylo rpynny, neKapCcTBeHHYIO HenaTeHTOBaHHOE HaumeHoBaHue,
copMy M konmyecTBOo Tabnetok B YMAKOBKe, | AO3UPOBKa, thapmakoTepaneBTuyecKas
HaunmeHoBaHwe n cojepxanue AeﬁCTByIOLLlerO rpynna, nekapcrTeeHHan d;opma n
Bewecrtea B OAHOW TabneTke, ycnoBus XpaHeHwus, KONu4ecTBO TabneTok B ' YynakoBke,
npeaynpejutenbHbie Haanucu «Cerpx(vn' NaKTo3bl HankmeHoBaHue n coaepxaHue
MOHOMMApPaT», «XpPaHUTb B HEROCTYNHOM JNs AeTel | jeiicTBylowero  BellecTBa B  OAHOM
MecTe», «I'Iepep, npunmMmeHeHuem npenapara Tabnetke, ycnoeua XpaHeHus,
O3HAKOMbTECH € Mpunaraemon WHCTPpYKUMei», | NpeaynpeauTensHbie Hagnuey «Coaepxut

NaKTosbl  MOHOrMApaT», «XpaHuTe B
HeAOCTYNHOM Ans aeTen mecte», «[lepea
npUMeHeHnem npenapaTta 03HaKOMbTECh C
npunaraemort WHCTpykuuen», «lMpuHumarts
No HasHauYeHWIo Bpada», YCNOBUA OTNyCKa,
cnocob npuMeHeHnsi, Haanucb «®» -
3aperncTPMpPOBaHHbIA  TOBAPHBIA  3HaK»,
HOMEp CBUAETENbLCTBA O PerucTpauum
TOBapHOTO 3HaKa, HOMEpP PErucTPaLMoHHOro
YAOCTOBEPEHUA, HAMMEHOBaHUE AepxaTens
pPerucTpaumoHHOro  yAOCTOBEPEHMUs, ero
CTpaHa W TOoBapHblli 3HaK (naTUHULENR),
HaumeHoBaHMe, CTpaHa U ropoj UpMbl-
NPOM3BOAUTENSA, LUTPUX-KOA, HOMEP Cepun,
AaTa MCTEYEHWA Cpoka FOAHOCTU, LUTPUX-
kos B chopmaTte DataMatrix, rnoGansHeli
MAEHTUMMKALMOHHEIA  HOMEP  TOProeoW
SAUHULBI N MHAMBUAYANbHBIA CEPUiiHBINA
HOMEP TOProBOW eANHNLIBI.

HononHumensHo Ha emopuyHol ynaxkoeke
(Ha nayke KapmoHHOU) Ha aHanulickom
fA3bIKe YKa3aHO: TOProBO€ HauMeHoBaHwe
neKapCTBEHHOrO npenapara,
MeXpyHapoaHoe HenaTeHTOBaHHOE
HauMEHOBaHue, 403UPOBKa, NEKAPCTBEHHAA
chopma 1 KonuyecTso TabNETOK B ynakoskKe,
Hagnucb «Antiaggregant».

12. | CPOK rOAHOCTH

2roja

CootseTcTBYET

[ 3aknoueHne:

FeHepanbHbLIA AUPEKTOp:

Dara Bbinycka OKK: «13» oktabpa 2025 r.

e P

CootBeTcTBYyeT TpeboBanusam J1-006376-2

90720, nsm. Ne1, 2, 3, 4

MNypckuvia 4.B.




