MACMOPT Ne 349/23 LS
cTp. 1 M3 2
zgﬁ OTAEN KOHTPONA KAYECTBA
Jluuensusa Ne00205-NC ot 15.02.2021 r
MAKMZ®APMA  ["HAUMEHOBAHWE Mnarpun® TabneTku, NOKpbITLIE
100020, 1 NPEMNAPATA: nneHoYHow 060n04Kon, 75 Mr
, I. Mocksa .
ABTOMOGWbHBIN Npoe3s, HOMEP CEPWUW: PL1420923
AOM 6, OATA NMPOU3BOACTBA: 27.09.2023
el | FOAEH [0: 30.09.2025
cTpoeHue 8 OBBLEM CEPUM: 9875 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEJEHO: 000 «MAKU3-®APMA»
AHAINN3 MNO: JIN-006376-290720, U3m. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.,
N Haumenosakne Tpe6oBanus HL, Pe3ynbTaThl aHanusa
n/n nokasarens P y
1. | ONMUCAHUE Kpyrnele — ABosikoBbinyknble TabneTkm ¢ chbackon, | Kpyrmble ABOAKOBbINYKNble Tabnetkn ¢
NOKPbITbIE NNEHOYHON 060M04KON PO30OBOro LBETA. cackoii, NOKPbITbIE NAEHOYHON 0BONoYKO
PO30BOro LBeTa.
2. | NOANTMHHOCTbL Y®-cnektpodoToMeTpusi. YD-cnekTpbl NOrMOLLEHUs! Y®-cnekrpodoTomMeTpus. Y®-cnekTpbl
VCMbITYEMOrO U CTaHAaPTHOTO PacTBOPOB B 06M1acTh OT | MOrMOLLEHUSI UCMBITYEMOrO U CTaHAapTHOro
250 40 300 HM AOMKHBI UMETb MAKCUMYMbI NPU OfHUX W pacteopos B obnactu ot 250 go 300 Hm
TEX e ANUHax BOH. UMEIT MaKCUMyMbl NPU OAHUX U TEX Xe
B3XX Bpems yjepxuBaHWs OCHOBHOrO nNWKa Ha | AMWHAX BOSH.
Xpomatorpamme  ucnbiTyemoro pacteopa AomkHo | BOXX Bpems yaepxusaHus OCHOBHOro
COOTBETCTBOBATL ~ BPEMEHN  YAEPXMBAHWA  NUKa | NKa Ha XpoMaTorpamMme  MCMbITYEeMOro
Knonuaorpena Ha - xpomartorpaMme  CTaHAapTHOroO | pacTsopa COOTBETCTBYET BpEMEHU
pacTteopa (passgen «KonuyecTseHHoe onpeaeneHnes). YAEPXUBaAHUA nUKa Kknonuaorpena Ha
XpomarorpamMme CTaHAapTHOro pacTeopa
(paspen «KonuyectBeHHOE onpejeneHue»).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15
OT 248,56 0 263,94 Mr (256,25 Mr + 3,0 %). 259,97 mr (+1,5%)
4. | BOOA r® PO, OPC.1.2.3.0002.15 MeToa K.®uwepa. 1,4%
He Gonee 7,0%
5. | PACTBOPEHUE o PO, 0O®C.1.4.2.0014.15 (98%)
Y®-cnektpocdoTomeTpus. 96%
He wmeHee 80 % (Q) oT 3asBneHHoOro konuyecTea 96%
knonugorpena yepes 30 MuH. 96%
101%
101%
101%
6. | POOCTBEHHbIE ES)KX. s , 004%
UM pumeck A — He 6onee 1,2 %; ’
MPUMECH npumeck C — He Gonee 1,5 %; He °%”§§3/”"e”°
€AVHUYHaA HewaeHTUUUMPOBaAHHAA NPUMECh — He 0’17(;
Gonee 0,2 %; e
CyMMa npumecei — He 6onee 2,5 %.
7. | OOHOPOOHOCTb re P®, 09C.1.2.4.0008.18 (cnoco6 1)
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS, AV = 8,0%
T0 AV £ 150 % (n = 30), n ana 30/30 TabneTok
KONMYECTBEHHOE COAEepXaHue KNonuaorpena AomkHO
Haxoautbca B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUOIOMTMYECKASA | M Pd, 0OPC.1.2.4.0002.18. KaTteropus 3A.
YUCTOTA Obuiee uncno aspobHbIX MUKPOOPraHU3mMos - He Gonee
10° KOE B 1 r (Mn); MeHee 20 KOE B 1 1
ObLuee YnCcno ApOXOKEBLIX 1 NNECHEBLIX FPUBOB: He
6onee 10° KOE B 1 r (mn); Menee 10 KOEB 11
Escherichia coli: otcytctaue B 1 r (Mn). He obHapyxeHo
9. | KONIMYECTBEHHOE B3XX. ot 71,25 no 78,75 mr knonugorpena (ot 95,0 %
ONPEOENEHUE A0 105,0 % OT 3asBMEHHOrO KONMYECTBa) B OAHOM 71,65 mr
TabneTke. (95,5%)
10. | YODAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoeke Ha OO0 | Mpoussodcmeo, acoska u ynakoeka Ha
«MAKUN3-OAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabneTok B KOHTYpPHylO sYeiikoBylo ynakosky | Mo 10 Tabnetok B KOHTYPHYIO si4YeliikoBYHO
(Briuctep) U3 nneHKM NONUBUHUIXNOPUAHOR M honbrn ynakosky (6nuctep) us nnexku NMBX/MBOX un
arnlOMUHUEBON WM B KOHTYPHYIO AYEIKOBYIO YNakoBKy | (honbri antoMUHUEBOM
(6nvctep) us  nnenkn NBX/MBOX u  conbru
antomuxuesoii Mo 30, 60 unu 90 TabneTtok B HaHke n3
NONMITUNIEHA  HU3KOTO  JaBNEHWUsi,  YKyNOPEeHHOM
KPbILLKO/A MOSIMMEPHOI C KOHTPONIEM NMEPBOrO BCKPLITUA
uwnn B GaHKe M3 NONMMATUNIEHA BBLICOKOW NMOTHOCTY,
YKYNOPEHHOW  KPLILIKOW NOMUMEPHOM C  KOHTpOMem
nepBOro BCKPbITUSA.
Mo 3 wunn 6 KOHTYPHLIX SYENKOBLIX ynmakoBok | Mo 3 KOHTYPHbIX AYEAKOBbLIX YNakoBOK
(6nvuctepos) unmn no 1 GaHke BMECTE C MHCTPYKLMEN no (6nucTepoB) BMecTe C MHCTpyKUWeid no
NPUMEHEHMIO B NaYKy KapPTOHHYIO. MPUMEHEHMIO B NAYKy KAPTOHHYIO.
11. | MAPKUPOBKA lNMepeuyHas ynakoeka. MepsuyHas ynakoeka.
Ha koHmypHol syelikosol ynakoeke (6riucmepe) Ha | Ha KOHMypHoU  si4elikosol  ynakoeke




MACIMOPT Ne 349/23 HEDDBIIdS
, CTP. 2 U3 2
éiﬁ OTAEN KOHTPONA KAYECTBA
s Jinuensus Ne00205-11C ot 15.02.2021 r
MAKNIDAPMA HAMMEHOBAHUE Mnarpun® TabneTku, NOKpbITbIE
100026, £ 1 MPENAPATA: NNeHOYHON 060M0YKON, 75 Mr
, . Mlockea 5
ABTOMOGUNbHBIN Npoe3s, HOMEP CEPUU: PL1420923
AOM 6, OATA NPOU3BOOCTBA: 27.09.2023
plisonioty FOAEH i0: 30.09.2025
CTpoeHue 8 OBBEM CEPUMN: - 9 875 yn. Ne30
Ten.: (495) 981-00-88 NMPOU3BEAEHO: 000 «MAKWU3-®APMA»
AHANNU3 NO: JIMN-006376-290720, M3m. Ne1, 2, 3
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25 °C.
N HaumeHoBaHMe Tpe6oBanua H[ PesynbTaTthl aHanu
n/n nokasarensi peig edynbTa -
PYCCKOM 5i3blKe yKa3blearom: TOProBoe HaumeHoBaHwe | (6ucmepe) Ha PyccKOM sisbike yKa3aHo:
npenapara C npeAynpeAuTeNnbHON MapkupoBkoi ®, | ToproBoe HaumeHOBaHWe npenapata C
MEXAYHapOAHOE HEeNnaTeHTOBaHHOe HaWMEHOBaHWe W | NPeAYNPeAWTENbHOM  MapkupoBkod — ®,
AO3MPOBKY (HA8 PYCCKOM UM  aHIMUACKOM s3blkax), | MeXayHapoAHOe HenaTeHToBaHHOe
nekapcTeeHHylo (hopMy, HaMMEHOBaHWE  TOBAapHBLIM | HaWMEHOBaHWe W A03MPOBKA (Ha pYyccKom K
3HaK  (naTuHuuel) paepxaTens  PerucTpaLMOHHOTO | aHFIUACKOM A3blKax), nekapcTBeHHas
YAOCTOBEpEHUsi, HOMEp Cepuu, AaTy Npou3BOACTBa | (hOpMa, HaUMEHOBaHWE  TOBAapHBbI 3HaK
(npn  bacoske Ha OO0 «MAKU3-GAPMA» Aaty | (naTuHuUei) AepxaTensi perncTpaLyuoHHOro
NPOWU3BOACTBA HE HAHOCAT), AaTy WCTEYEHWA CPOKa | YAOCTOBEPEHWS, HOMEep cepud, parta
FOAHOCTHU. UCTEYEHUA CPOKa ro4HOCTH.
Bmopu4Has ynakoeka. BmopuyHas ynakoexa.
Ha kapmorHoU nayke Ha pycckom sidbike ykasbieatom: | Ha KapmoHHOU rnavyke Ha PYCCKOM $i3blKe
TOprosoe HaumeHoBaHue npenapara C | ykasaHo: TOprosoe HaumeHoBaHue
NPeAynpeAnTENbHON MapkupoBKkoi ®, MeXAyHapoAHOe | npenapaTta c npeaynpeauTensHoMn
HenaTeHToBaHHOe HaumeHoBaHue, LO3NPOBKY, | MapKUpPOBKOM ®, MEXAYHapoAHOe
cbapmakoTepaneBTUYeCKyl0 rPynny, NeKapcTBEHHYI | HenaTeHTOBaHHOe HauMeHoBaHue,
GopMy ¥ KONMYecTBO TabneTok B  ynakoBke, | 403UPOBKa, chapmakoTepaneBTu4eckas
HanMeHoBaHWe M COAepxaHue  JelcTBylowWero | rpynna, nekapcTBeHHas dopma u
BEllecTBa B OAHON TabneTke, YCNOBWS XpaHEHWs, | KONMWYecTBO  TabneTok B ynakoBke,
npeaynpeautencHole Haanucn «CopepXuT nakTo3bl | HauMeHoBaHue ] coaepxaHue
MOHOrMAPaT», «XpaHWTb B HEAOCTYNHOM ANA AeTeil | AEWCTBYIOLIEro BelecTBa B  OAHOV
MecTey, «MNepea NPUMEHEHNEM npenaparta | Tabnetke, ycnosusi XpaHeHus,
O3HakOMbTECL ~ C  Mpunaraemoil  WHCTPyKuueir», | npeaynpepuTenbHele Hagnucu «CoaepxuT
«MpuHMMaTL NO Ha3HaYeHuIo Bpayay», yCroBus OTNycka, | NakTo3bl MoHoruapart»,  «XpaHutb B
cnocob NPUMEHeHUs, Haanucb «®» - | HepocTynHOM ans aeten mecte», «[epea
3aperucTpupoBaHHbIi  TOBapHbIi  3Hak»,  HOMEP | NPUMEHEHMEM npenapaTa O3HAKOMbTECH C
CBMAETENbCTBA O pErucTpauuu TOBApHOrO 3Haka, | MpunaraeMon MHCTpyKuuein», «MpuHUMaTh
Homep perncTpauuoHHoro YAOCTOBEPEHUS, | MO HasHa4YeHMI0 Bpaya», YCIOBUA OTMycKa,
HauMeHoBaHwue Aepxarens PerucTpaunoHHoro | cnoco6 npumeHeHus, Hagnuce «®» -
YAOCTOBEPEHUA, €ro CTpaHy U TOBapHbI 3HAK | 3aperuCTPUPOBAHHBIA  TOBAPHbIA  3HAKY,
(naTuHuueR), HaumeHOBaHWE U CTpaHy UPMbI- | HOMEpP CBMAETenLCTBa O perucTpauum
npoussoauTens (npu npoussoactee Ha OO0 «MAKWU3- | ToBapHOro 3Haka, HOMEp perucTpaumoHHoro
®APMA»  ykasblBalOT CTpaHy, ropoa), LITPUX-KOa, YAOCTOBEPEHUS, HAUMEHOBaHNE AepxXaTens
HOMEp Cepuu, AaTy NpoM3BOACTBA (MPU NPOMBOACTBE | PETMCTPALMOHHOTO  YAOCTOBEPEHMUS, €ro
Ha OO0 «MAKWU3-®APMA» paTy npou3BOACTBA He CTpaHa W TOBapHbIA 3HaK (naTuHuuewn),
HaHOCAT), AaTy UCTEYEHNS CPOKa FOAHOCTH, LITPUX-KOL | HaMMeHOBaHWe, CTpaHa U ropos upMbi-
B thopmate DataMatrix, rnoBanbHbIi | NPOU3BOAUTENS, LUTPUX-KOA, HOMED cepum,
MAEHTUDUKALMOHHBIA HOMEP TOProBOW EAMHWUBI U | AaTy UCTEYEeHMs CpoOKa TFOAHOCTU, LUTPUX-
VHANBUAYaNbHBIA CEPUIHBIA HOMEP TOPrOBOM EAUHULLI. | Kog B copmaTe DataMatrix, rno6anbHbli
Ha aTukeTky GaHku M KapTOHHYIO nayky MOryT 6biTb | MAEHTUDUKALMOHHDI HOMep  TOprosoW
HaHeCceHbl TexHUYeckue (NPOU3BOACTBEHHbIE) KOAbI | eAuHULBl U WHAMBUAYanNbHbLIA  CepUAHbIN
(rpadhuueckue, GykBeHHbIE UNK LMPOBLIE) HOMEep TOProBoON eAUHNLbI.
HononHumensHo Ha emopuyHOl ynakoeke (Ha nayke | [JononHUmMensHo Ha 8MOPUYHOLUl ynaKoeke
KapmoHHOU) Ha aHanulickoM sA3bike  ykasbigarom: | (Ha nayke KapmoHHOU) Ha aHanulickom
TOpProBo€ HaumMeHoBaHME NeKapCTBEHHOrO npenaparta, | s3biKe yka3aHo: TOProsoe HauMeHOBaHue
MexXAyHapoAHOe HEenaTeHTOBaHHOE HaWMEHOBaHWE, | neKkapCTBEHHOro npenapara,
AO3VMPOBKY, NEKapCTBEHHy OPMy U KOMUYECTBO | MEXAyHapoAHOe HenaTeHToBaHHoe
TabrneTok B ynakoBke, Haanuch «Antiaggrega,nj»..‘u ~=... | HauMeHOBaHwe, 403UPOBKa, NEKAPCTBEHHARA
/2 GERHON - Sigopma u konuyecTso TabneTok B ynakoske,
o sndanmcs «Antiaggregant.
3aknyeHue: CooTtBetcTBYeT Tpeb6oBa : .Ne1, 2,3
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«09» Hos16psa 2023 r.
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