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MACTOPT Ne 70/24
cTp. 1mu3 2
OTAEN KOHTPONA KAYECTBA
JInuenaus Ne 00205-J1C ot 15.02.2021 r.
MAKWU3DAPMA
:égg‘f;' fTBA'?HME Mnarpun® TabneTku, NOKPbITbIE NFIEHOYHON obonoukoit, 75 mr
2\ 0902%6 r. Mocb:@a HOMEP CEPUMN: PL1030224
aomb PO [T HATA IPOW3BOACTBA: | 19.02.2024
GYOEHHE % FOAEH AO: 28.02.2026
CTpoeHue 6,
cTpoeHue 8 OBBbEM CEPUM: 9 958 ynak. Ne30
Ten. (495) o81008s | _MPOU3BEAEHO: 000 «MAKU3-GAPMA»
AHANKU3 NO: J1M-006376-290720, usm. Ne1, 2, 3
XPAHEHMUE: MNpu TeMnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin S Tpe6oBanus HL Pe3ynbTaTthi aHanusa
1. | ONUCAHUE Kpyrnbie pBoskoBbinyknbie TaGneTkn ¢ (ackol, NOKpbI- Kpyrnble ABOsIKOBLINyKNble TabneTku ¢ cac-
Tble NNEHOYHON 060N0YKON PO30BOroO LBETA. KO, MOKPLITbIE MNEHOYHON OBOMOYKOI Po-
30BOro UBeTa.
2. | NOONMWUHHOCTbL Y®-cnektpocdoTomeTpusi. Yd-cnekTpei nornowexns | Y®-cnekrpocoromeTpusi. Y-cnekTpsl no-
UCNbITYEMOro 1 CTaHAAPTHOTO PacTBOPOB B 06NACTXt OT | FMOWEHUs UCTILITYEMOrO W CTaHAapTHOro
250 Ao 300 HM AOMKHBI UMETL MaKCUMyMbI NPU OAHUX 1 pactBopos B obnactu ot 250 go 300 HM
Tex xe ANuHaX BOSH. UMEIOT MakCUMyMbl MPU OAHWUX U Tex xe
ANVHAX BOSH.
B3XX. Bpemsi yaepxvBaHus OCHOBHOTO NuKa Ha xpo- | B3XX Bpems yaepxuBaHUs OCHOBHOMO nu-
Marorpamme WUCbITyeMOro pacteopa AOMKHO COOTBET- | ka Ha XPOMAaTtorpamme MCMbITYEMOro pac-
CTBOBATb BPEMEHU YAEPHWUBAHUA MUka KIOMMAOTPEna | TBOpA COOTBETCTBYET BpPEMEHM yAEpXuUBa-
Ha8 Xpomatorpamme CTaHAapTHOrO pacTBOpa (pasjen | HUA MuKa KNOMWAOTpena Ha xpomarorpamme
«KonuuectseHHoe onpeseneHuey). CTaHAapTHoOro pacrteopa (pasgen «Konuue-
CTBEHHOE OnpeAeneHue»).
3. | CPEOHAA MACCA e PO, OPC.1.4.2.0009.15.
Ot 248,56 40 263,94 mr (256,25 mr + 3,0 %). 257,75 mr (+0,6%)
4. | PACTBOPEHUE e PO, 0O9C.1.4.2.0014.15, (95%)
Y®-cnektpocdoTomeTpus. 94%
He meHee 80 % (Q) OT 3asBNEHHOr0 KONUYECTBA KNONM- 97%
pAorpena yepes 30 MuH. 94%
96%
96%
96%
5. | POOCTBEHHbIE B3IXX.
NMPUMECMU Mpumeck A — He Gonee 1,2 %; 0,03%
npumeck C — He Gonee 1,5 % 0,12%
€ANHUYHas HeuaeHTUdUUMPOBaHHAn npumech — He 6o- 0,05%
nee 0,2 %;
CymMma npumeceii — He 6onee 2,5 %. 0,31%
6. | BOOA e PO, 0®C.1.2.3.0002.15, meTtoa K. Duwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOIMMYECKAS | Fd P®, O®C.1.2.4.0002.18, kateropms 3A.

YUCTOTA O6Lyee uncno aapobHbIX MUKPOOPTaHU3MOB - He Gonee
10° KOE B 1 r (mn);

ObLiee 4NCNO APOMNOKEBLIX W MNECHEBLIX rpuboB: He
6onee 10° KOE B 1 r (mn);

Menee 20 KOEB 1T

MeHee 10 KOEB 11

Escherichia coli: otcyTcteue B 1 r (Mn). He o6HapyxeHo

8. | OOHOPOOHOCTb r'd Po, OPC.1.4.2.0008.18, cnocob 1.

[NO3UPOBAHUS AV < 15,0 % (n = 10), ecnn ycnosue He BLINONHSETCS,

TOo AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuye- AVio=5,6%
CTBEHHOE COAEepXaHue KIOoNWAOorpena [AOMKHO Haxo-
AWTbCA B UHTepBane 0,75-M — 1,25-M.

9. | KONUYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 71,67 mr

ONPEOENEHUE A0 105,0 % OT 3asBNEHHOro KonMYecTsa) B OA4HOM Tab- (95,6%)

netke.

10. | YNAKOBKA lMpu npouseodcmee, gpacoeke u/unu ynakoeke Ha OO0 lpoussodcmeo, ¢pacoexka u ynakoska Ha
«MAKN3-©APMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabrneTok B KOHTYpHylo sueiikoBylo ynakoeky | Mo 10 TabneTtok B KOHTYpHYIO SueiikOBYIO
(BrvcTep) M3 NNEHKU NONUBMHUNXNOPUAHON M conbru | ynakosky (6nuctep) us nnexku NBX/MBOX u
anioOMUHNEBO! UMM B KOHTYPHYIO AYENKOBYIO YNakoBKy | (hOnbrv amoMUHUEBON.
(6nuctep) u3 nnexku MBX/MBOX n chonbrv antoMuHie-
BOWA.
Mo 3 nnn 6 KOHTYPHbIX AYEKOBLIX ynakoBok (Gnucte- | Mo 3 KOHTYPHBIX AYEKOBbIX yNakosok (6nu-
poB) unu no 1 6aHke BMECTe ¢ WHCTPyKUMEN no npume- | CTEpoB) BMECTE C WHCTPYKUWE# no npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA lMepeuy4Has ynakoeka lMepeuyHas ynakoexa

Ha koHmypHol syelikosoll ynakoeke (bnucmepe) Ha
PYCCKOM s13blKe yKa3blearom: TOProBoe HauMeHOoBaHue
npenapata € npeaynpeauTenbHOW MapKUpOBKOA ®,
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMEeHOBaHue U
AO3NPOBKY (HAa pPYCCKOM U  aHrAMIACKOM  A3biKax),
NeKapCcTBeHHYI0 OpMy, HaUMEHOBaHWe  TOBAaPHbIN
3HaK _ (MaTwHuued) JAepxaTens  perucTpaLvoHHOro

Ha  koHmypHol  suelikoeoli  ynakoeke
(6riucmepe) Ha pycckoM si3biKe yKa3aHo:
TOProBOE€ HauMeHoBaHWe npenapata ¢
NPeAynpeAuTenbHOW  Mapkuposkoin  ®,
MexayHapogHoe HenaTeHToBaHHOE
HauMeHOBaHWe 1 A03UpoBKa (Ha PyCCKOM W
aHIMUACKOM  s3blkax),  feKapcTBeHHas




MecTey,

cnocob

HOoMep

DAPMA»

A O3UPOBKY,

(npn  bacoske Ha 00O
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYEHUS cpoka

HauMeHoBaHue u
npoussoautens (npu npoussoactse Ha OO0 «MAKN3-
yKasblBaloT CTpaHy,
HOMep cepuu, AaTy NPoM3BOACTBA (MPU NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» paTy npousBOACTBA He
HaHOCAT), AaTy UCTEYEHUS CPOKA FOAHOCTM, LUTPUX-KOA
B topmare
WAEHTUDUKALNOHHBIA HOMEp TOProBOoW EeAWHULbLI W
WHAMBUAYaNbHbIA CEPUIAHBIA HOMEP TOPrOBOMN e UHULbI.

nekapcTBeHHylo ¢opMy 1
TabneTok B ynakoske, Haanuch «Antiaggregant».

«MAKU3-®APMA» paTty

FOAHOCTY.
BmopuyHas ynakoeka

Ha kapmonHol nayke Ha pycckom sisbike ykassiearom:
TOprosoe HaumMeHoBaHue npenapara c
NPeAynpeAnTenbHOM MapKkUpoBKon ®, MeXayHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHue, [L03UPOBKY,
thapmakoTepaneBTUYeCKylo  rpynny, NeKapCcTBEHHYIO
¢dopmy u konuyectBo TabneTok B ynakoBke,
HauMeHoBaHne M coAepxaHue  AEeUCTBYIOLLEro

BelectBa B OAHOW Tabnetke, YCnoBWS XpaHeHUs,
npeaynpeanTenbHble Haanucu
MOHOrMAPaT», «XpaHuTb B HEAOCTYNHOM ANA AeTeit
«Mepea
03HaKOMbTECh
«MpUHMMaTL NO Ha3HAYeHUIO Bpaya», yCNoBMs OTMyCKa,
NPUMEHEHUs,
3aperucTpupoBaHHbI
CBMAETeNbCTBA O perucTpaunu TOBApHOrO 3Haka,
perncTpaunoHHoro
HaumeHoBaHue
YAOCTOBEpPEHUS,
(natuHuuen),

«CoaepXUT nakTosbl

NpUMEHEHUEM
c npunaraemou

npenapara
VNHCTPYKUUEn»,

Hagnuch «®» -
TOBapHbIA  3HaK»,  HOMEp

YAOCTOBEPEHUS,
perncTpauuoHHoro
TOBapHbIA  3HaK
CTpaHy upMbI-

aepxarens
ero CcTpaHy u

ropoa), LUTPUX-KOA,

DataMatrix, rnobanbHbIn

HononHumensHo Ha emopuyHoll ynakoske (Ha nayxe
kapmoHHol) Ha aHanulCKOM s3blKe yKa3bleatom:
TOpProBoe HauMeHOBaHWe fekapCTBEHHOro npenapara,
MexXayHapoaHoe

HenaTeHToBaHHOE HauMeHoBaHwue,

Konu4yectso

- NMACMOPT Ne 70/24 006308
CTP.2 K3 2
OTAOEN KOHTPOJA KAYECTBA
JIuueHaus Ne 00205-11C ot 15.02.2021 r.
MAKUN3DAPMA
H';grhln E:,"ETBA‘?HME Mnarpun® TabneTku, NOKpbLITbIE NNEHOYHON obonoukou, 75 mr
2\090253),6 rmnMc:cr:i HOMEP CEPUMU: PL1030224
nom e e RO TR ATA IPOW3BOACTBA: | 19.02.2024
ETpeaHNe rOAEH A0: 28.02.2026
CTpoeHue 6,
cTpoeHye 8 OBbEM CEPUU: 9 958 ynak. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAINKU3 NO: J1MN-006376-290720, uam. Ne1, 2, 3
XPAHEHUE: Mpu TemnepaType He Bbiwe 25 °C.
Ne Haumenosanue Tpe6oBaHus H[, PesynbTaTthl aHanusa
n/n rnokasarens P y
YAOCTOBEPEHUsi, HOMEp cepuu, AaTy npou3BOACTBA | (hOPMa, HaUMEHOBaHWe TOBapHbIA 3HaK

(naTuHuUen) pepXKaTens perucTpaLmoHHOro
YAOCTOBEpEHMA, HOMEp cepuu, paTa
UCTEYEHUn Cpoka roaHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHoOU nayke Ha pycckom si3bike
yKasaHo: TOproeoe HaumeHoBaHue
npenapara c npeaynpeauTensHon
MapK1pOBKOA ®, MeX/AyHapoAHoe
HenaTeHToBaHHOe HanmeHoBaHue,
03MpOBKa, thapmakoTepanesTuyeckas
rpynna, nekapcTBeHHas opma n
Konu4yecTBo  Tabnetok B ynakoske,
HaumeHoBaHue ] copepxaHue
AeiicTBylOllero  BellectBa B OAHOW
Tabnetke, ycnosus XpaHeHus,
npeaynpeautenbHele Haanucu «CogepxuTt
NakTo3bl  MOHOrUApaT»,  «XpaHuTb B
HEeAoCTYyNnHOM Ans Aeten mecTe», «Mepea
NPUMEHEHUEM npenapaTta 03HaKOMbTECH C
npunaraemoit UHCTpykuuen», «MpuHumaTh
NO HasHaYeHUKo Bpaya», yCrnoBWs OTMycKa,
cnocob npumeHeHusi, Haanucb «®» -
3aperucTpupoBaHHbLIN  TOBAPHBIA  3HAKY,
HOMEp CBUAETENbCTBA O perucTpauum
TOBapHOro 3Haka, HOMep PerucTpaLnoHHOro
YAOCTOBEPEHUS, HaUMEeHOBaHUe AepxaTens
PerucTpauMoHHOro  yAOCTOBEPEHUS, €ro
CTpaHa W TOBapHbI 3HaK (nNaTuHUuen),
HauMeHoBaHue, cTpaHa W ropoa upMmbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEp cepuu,
AaTa UCTEYEHWs Cpoka FOAHOCTH, LUTPUX-
ko4 B chopmate DataMatrix, rno6anbHbii
MAEHTUMDUKALUMOHHBIA  HOMEP  TOProBoW
€AVHULBLI U UHAWBUAYaNbHbIA CEPUAHBIN
HOMEp TOProBoON eANHULIbI.
HononHumensHo Ha emopuyHoii ynakoske
(Ha na4yke KapmoHHOU) Ha aHanulickom
513bIKE YKa3aHO. TOProBOe HauMeHOBaHue
NeKkapCTBEHHOro npenapara,
MeXayHapogHoe HenaTeHToBaHHOe
HauMeHoBaHue, 403MPOoBKa, NEeKapCTBEHHASNA
¢opma u konmuecTBo TabnNeTok B ynakoBke,
Hagnuck «Antiaggregant».

12. | CPOKTOOHOCTH 2roja

CootseTcTBYyeET

- 3aknroyeHume:

HavyansbHuk OKK:

Hata Bbinycka OKK: «13» mapta 2024 r.

- CooTBeTcTBYeT Tpe6oBaHUAM J1N-006376-290720, uam. Ne1, 2, 3

Bonkosa O.B.




