MACMOPT Ne 354/23 Ly
: cTp. 1132
&3 OTAOEN KOHTPONA KAYECTBA
st NuueH3usi Ne00205-J1C ot 15.02.2021 r
MAKN3®APMA  ["HAMMEHOBAHVE Mnarpun® TabneTku, NOKpbITHIE
106030, - 11 NPENAPATA: NyeHoYHOW 060M0YKOM, 75 Mr
, . Mockea 2
ABTOMOOWMIbHbIN Npoess, HOMEP CEPWU: PL1460923
AOM 6, y OATA NPOU3BOOCTBA: 29.09.2023
CTpoeHue 4, 5
STHGBHASIE, FOAEH A0: 30.09.2025
cTpoeHye 8 OBbEM CEPUM: 9942 yn. Ne30
Ten.: (495) 981-00-88 MPOWU3BEAEHO: 000 «MAKU3-®APMA»
AHAIN3 NO: JIMN-006376-290720, U3m. Ne1, 2, 3
XPAHEHME: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HauMeHoBaHKe Tpe6oBanus HL, PesynbTathl aHanusa
n/n rnokasarens P Y
1. | ONUNCAHUE Kpyrnble  ABosikoBbinyknbie TabneTkn c  chackow, | Kpyrnble [ABOAKOBBINYKNblE TabneTkn ¢
NOKPbLITLIE NAEHOYHOW 060NOYKOI PO30BOro LIBETA. hackomn, NOKPbLITbIE MNNEHOYHON O0BOSOYKOI
PO30BOro LBeTa.
2. | NOONMTMHHOCTbL Y®-cnektpochoTomeTpusi. Y®-cnekTpbl NOrnoLieHus Y®-cnekTpodoTomMeTpUs. Y®-cnekTpbl
UCMBITYEMOrO 1 CTaHAaPTHOrO PacTBOPOB B 06MacT! OT | NMOrMOLLEHUSI UCTILITYEMOrO W CTaHAapTHOro
250 A0 300 HM AOMKHBI UMETb MaKCUMyMb! MPY OAHWX U | pacTBOpPOB B o6nact oT 250 80 300 Hm
TeX Xe AJIMHAX BOMH. UMEIOT MaKCUMyMbl NMPU OAHUX U TEX Xe
B3XX Bpems yaepxuBaHUs OCHOBHOrO NMKa Ha | AMUHAX BOSH.
XpomaTtorpamMme  uUcCnbiTyemoro pacteBopa AomkHo | BOXKX Bpems yaepxuBaHus OCHOBHOro
COOTBETCTBOBATL ~ BPEMEHW  YAEPXWBaHUS  NuKa | NMKa Ha XpOMaTorpamme  MCMbITYeMOro
Knonujorpena Ha xpomaTtorpamme  CTaHAapTHOrO | pacTeopa COOTBETCTBYET BPEMEHM
pacteopa (pasaen «KonnyecTBeHHOE onpesenexune»). YAEPXNBAHWS  NWKa  knonujorpena  Ha
XpomaTtorpamme CTaHAapTHOrO pacTeopa
(pasaen «KonuyectBeHHOE onpegenexmne).
3. | CPEOHAA MACCA e P®, 09C.1.4.2.0009.15
Or 248,56 10 263,94 Mr (256,25 mr + 3,0 %). 258,94 mr (+108%)
4. | BOOA r® PO, O®C.1.2.3.0002.15 MeTopa K.®uwepa. 1,4%
He 6onee 7,0%
5. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15 (99%)
Y®-cnektpodoTomeTpus. 99%
He meHee 80 % (Q) oT 3asBneHHOro konuyectsa 99%
knonuaorpena yepes 30 MUH. 99%
99%
99%
99%
6. | POOCTBEHHbIE B3IXX. 0.05%
NPUMECH Mpumeck A — He Gonee 1,2 %; ve 06rv+ap ¢ eHo
npumeck C — He Gonee 1,5 %; 0 083/’:K
€AVHNYHAA HeuaeHTUMDUUNPOBAHHAsA NPUMECh — He 0‘17%
6onee 0,2 %; ’
Cymma npumecei — He 6onee 2,5 %.
7. | OOHOPOOHOCTb re P, 0®C.1.2.4.0008.18 (cnoco6 1)
[JO3UPOBAHUS AV £ 15,0 % (n = 10), ecnu ycrioBue He BLINOMHAETCS, AV10=9,1%
To AV < 150 % (n = 30), u ana 30/30 Tabnetok
KONMYECTBEHHOE COAEpPXaHWe KIONUAOrpena AO0MKHO
HaxoauTbea B uHTepsane 0,75-M — 1,25-M.
8. | MMUKPOBUONOIMMYECKASA | Md PO, O®C.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA O6bwwee yncno aspobHbIX MUKPOOPraHN3MOB - He Gonee
10° KOE B 1 r (Mn); MeHee 20 KOEB 1 1
O6bLee 4ncno ApOXOKEBBIX U NIECHEBLIX FPUBOB: He
Gonee 10° KOE B 1 r (Mn); Menee 10 KOEB 11
Escherichia coli: otcyTcTue B 1 r (Mn). He obHapyxeHo
9. | KONIMMECTBEHHOE B3XX. ot 71,25 fo 78,75 Mr knonugorpena (ot 95,0 %
ONPEAENEHUE A0 105,0 % OT 3asABNEHHOTO KONUYECTBA) B OAHOI 74,03 mr
Tabnetke. (98,7%)
10. | YNAKOBKA IMpu npouseodcmee, pacoske u/unu ynakoexke Ha OOO | lMpouseodcmeo, ¢hacoeka U yrnakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYpPHYIO s4erkoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO SYeiKOBYHO
(Bructep) U3 NNEHKU NOMMBUHUIXIOPUAHONR M HOMLIN ynakosky (6nuctep) us nnexku MBX/MBAOX un
anioMUHUEBOV UNN B KOHTYPHYIO AYENKOBYIO YNakoBKy | (hOnbru antoMUHUEBON
(6nnctep) w3 nnewku NBX/MBOX wn  conbru
antomuumneson Mo 30, 60 unu 90 Tabnetok B GaHke n3
NONU3TUNIEHA  HWU3KOrO  AaBMEHWUs,  YKYNOPEHHO
KPBILUKOW NONUMEPHOI C KOHTPONEM NEPBOro BCKPLITUA
wnu B GaHke W3 NONUITUNEHA BLICOKOW MNNOTHOCTM,
YKYNOPEHHOW  KPbILKOW NOSMIMMEPHOIA C  KOHTPOnem
NepBOro BCKPbITUS.
Mo 3 wunn 6 KOHTYpHbIX sdeiikoBbiX ynakosok | Mo 3 KOHTYPHbIX SYENKOBbIX YNakoBOK
(6nuctepos) unu no 1 GaHke BMecTe ¢ MHCTPyKUMel no | (BnucTepoB) BMecTe ¢ VNHCTPyKUMEen no
NPUMEHEHUIO B NaYKy KapTOHHYH. NPUMEHEHMIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka. lMepeuyHas ynakoeka.
Ha konmypHoii svelikosoli ynakoske (6rucmepe) Ha | Ha  koHmypHol — si4elikogoll ynakoske
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106026, 1 1 NPEMAPATA: NNeHoYHoIH 060nouKou, 75 Mr
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oM 6, OATA NPOU3BOLCTBA: 29.09.2023
e FOAEH [0: 30.09.2025
cTpoeHue 8 OBBbEM CEPUMU: 9942 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAJIN3 NO: JIMN-006376-290720, N3m. Ne1, 2, 3
XPAHEHMUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nln OREZATErS Tpe6oBanua HO Pe3ynbTaTthl aHanusa

PYCCKOM £3bIKE yKa3blgatom: TOProBoe HauMeHOBaHWe
npenaparta C npeaynpesuTenbHON MapKupoBkon ®,
MEXAYHapoAHOEe HenaTeHTOBaHHOE HauMEeHOBaHue W
AO3MPOBKY (Ha PYCCKOM UM aHrNIWIACKOM  $3blKax),
JIeKapCTBEHHYIO (POpPMY, HaWMEHOBaHWE  TOBAapPHbIi
3HaK (naTuHWUERn) AepxkaTens  perucTpaumoHHOro
YAOCTOBEPEHUsi, HOMEp cepuu, AaTy NpOM3BOACTBA
(npu  bacoske Ha OO0 «MAKU3-®APMA» pary
Npou3BOACTBA HE HaHOCAT), AaTy WCTEYEHUs CpokKa
roAHOCTU.
Bmopu4Has ynakoska.
Ha kapmoHHOU nayke Ha pyCCKOM si3biKe yKasbleaom:
TOprosoe HanmeHoBaHue npenapara c
npeaynpeanTesnibHON MapkupoBkon ®, MexayHapogHoe
HenaTeHToBaHHOE HaumeHoBaHue, A,031POBKY,
¢hapmakoTepaneBTUYECKylO  FPYNMy, NEKapCTBEHHYHO
dopMmy u  konuyecTBo Tabnetok B  ynakoBske,
HauMeHOBaHWe 1 COAEepXaHue  AelCTBYIOLLEro
Bellectea B OAHOW TabneTke, YyCNoOBUS XpaHEHUs,
npeaynpeauTenbHble Hagnucu «CoAaepXXuT nakTosbl
MOHOruApaT», «XpaHWTb B HEAOCTYNHOM ANs AEeTen
MecTey, «Mepeg NPUMEHeHnem npenapara
O3HaKOMbTECb  C  Npunaraemom VHCTPYKLUMEny,
«[MpuHMMATL NO Ha3HaYeHUIO Bpayay, YCroBUs OTNYCKa,
cnocob NpUMEeHeHus, HagNucb «®» -
3aperucTpUpoBaHHbIi  TOBapPHbIA  3Hak»,  HOMep
cBuAeTenbCcTBa O perucTpauum TOBaPHOro  3Haka,
Homep perucTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxatens perncTpaumoHHOro
YAOCTOBEpPEHUs, ero CTpaHy W TOBapHbIi 3HaK
(naTuHuUeR), HauMeHoBaHWE U CTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKU3-
®APMA» ykasblBaloT CTpaHy, ropog), LUTPUX-KOA,
HOMEep cepuu, AaTy NPOU3BOACTBa (MpW MPOWU3BOLCTBE
Ha OO0 «MAKU3-®APMA» paTy npouseBoacTBa He
HaHOCAT), AiaTy UCTEYEHUA CpOoKa FOAHOCTU, LUTPUX-KOA
B cdopmate DataMatrix, rnobanbHbii
NAEHTU(PUKALUNOHHBIN HOMEpP TOProBOW EAUHWLbLI 1
VHAVNBUAYanbHbIA CEPUAHBIA HOMEP TOProBOW e4UHULbI.
Ha aTukeTky 6aHKm M KapTOHHYK Nayky MoryT 6biThb
HaHeceHbl TexHu4yeckne (NPOU3BOLCTBEHHbLIE) KOAbI
(rpacuueckue, GykBeHHblE NN LUDPOBLIE)
HononHumensHo Ha emopu4HOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHanulCKOM SI3blKe€  yKa3bl8am:
TOProBOe HaWMEHOBaHWEe nekapCTBEHHOro npenapara,
MEXAYHapOAHOe HenaTeHTOBaHHOE HauWMeHOBaHue,
[LO3NPOBKY, IEKapCTBEHHYIO OpMy U  KOMWYECTBO
TabneTok B ynakoBke, Hagnuch «Antiaggr:
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(6nucmepe) Ha pPycckoM si3biKe yKa3aHo:
TOProBoe€ HauMeHOoBaHWE npenapata
NPEAYNPeAuTEeNnbHOW  MapkupoBkon — ®,
MeXayHapogHoe HenaTeHToBaHHOe
HauMeHoBaHWe 1 J03UpoBKa (Ha PYCCKOM K
aHIMUIACKOM  A3blkax),  NleKapCTBEeHHasi
dopma, HaumeHoBaHuMe  TOBapHbIA 3HaK
(naTuHuueit) aepxaTens perucTpaLmoHHOro
YAOCTOBEPEHWUS, HOMEp cepuu, paTa
MCTEYEHUA CpoKa rOAHOCTU.

BmopuyHasi ynakoeka.

Ha kapmoHHOU nayke Ha PycCKOM $3biKe
yKasaHo: TOoproeoe HanMeHoBaHwe
npenapara c npeaynpeauTenbHON
MapKupoBKOW ®, MeXayHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHwe,
[031POBKa, hapmakoTepaneBTuyeckas
rpynna, nekapcTBeHHas topma ]
KONuM4yecTso  Tabnetok B ynakoBke,

HauMeHoBaHue n coaepxaHue
AencTeyloLlero  BewlectBa B OA4HOW
Tabnetke, ycnosusi XpaHeHus,

npeaynpeautensHble Hagnucu «Copepxut
NaKkTosbl  MoHoruapat», «XpaHuTb B
HEAOCTyNnHOM Ans Aeten mecte», «[lepeg
npUMeHeHnemM npenaparta O3HaKOMbTECb C
npunaraemMon WHCTpykuueny, «lMpuHumaTh
No HasHa4yeHuio Bpayva», yCroBWUS OTNyCKa,
cnocob npuMeHeHus, Haanucb «®» -
3aperucTpupoBaHHbIA  TOBAPHbIA  3HAKY,
HOMEp CBUAETENbCTBA O perucTpauum
TOBapHOro 3Haka, Homep pPerucTpaunoHHOro
YAOCTOBEPEHUSA, HAaVMEHOBaHWE AepxaTens
PEerucTpaunoHHoro  yaOCTOBEPEHUS,  €ro
CTpaHa W TOBapHbIA 3HaK (NaTuHUUEN),
HaumeHoBaHWe, CTpaHa W rOpoA UPMbI-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP cepuy,
AaTy WUCTEYeHuUs cpoka rOAHOCTU, LUTPUX-
ko B dopmate DataMatrix, rnobanbHbin
MAEHTUMDNKALMOHHBIA  HOMEP  TOProBoWA
€AVHULBI 1N WHAMBUAYanbHbIA CEPUNHBIN
HOMEpP TOProBOWN €ANHULbI.

HononHumensHo Ha emopuyHOU yrnakoeke
(Ha nayke KapmoHHOU) Ha aHanulicKkom
A3bIKE yKa3aHO: TOProBOe HauMeHoBaHue
NeKapcTBEHHOro npenapara,
MeXyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue, [,031POoBKa, NeKkapCTBEHHasn
¢dopma 1 konuyecTBo TabneTok B ynakoske,
Naanuck «Antiaggregant».

3aknyeHue:

HavyanbHuk OKK:

Data Bbinycka OKK: «13» Hosbpsi 2023 r. AT
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