MACIMOPT Ne 353/23 a0
cTp. 1132
ﬁ_ jﬁ OTAOEN KOHTPOJIA KAYECTBA
o Nuuensna Ne00205-NC ot 15.02.2021 r
MAKU3DAPMA " HAUMEHOBAHVE Mnarpun® TabneTku, NOKPbITbIE
1000261 1 NPEMNAPATA: NyIEHOYHOW 06ONIOYKOWM, 75 Mr
, I. VlockBa .
ABTOMOBUNbHBIN Npoesn, HOMEP CEPWUK: PL1450923
AOM 6, OATA NPOU3BOACTBA: 28.09.2023
ilorde] FOAEH AAO: 30.09.2025
cTpoeHye 8 OBBbEM CEPUM: 9 977 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-©APMA»
AHANU3 NO: JIMN-006376-290720, U3m. Ne1, 2, 3
XPAHEHUE: Mpu Temnepartype He Bbiwe 25 °C.
hL HameHoRaHNMg Tpe6oBanusa HL Pe3ynbTaThl aHanusa
n/n nokasarens
1. | ONMUCAHUE Kpyrnele  aBoskoBbinyknble Tabnetkn ¢ dackoi, | Kpyrnele ABOsSiKOBbINyknble Tabnetku c
NOKPbITbIe NNEHOYHOW 060N0YKOI PO30BOrO LBETa. ackol, NOKPbITbIE NNEHOYHOW 0BONOYKOW
pO30BOro LBEeTa.
2. | NOOANUHHOCTbL Y®-cnektpodoTtomeTpus. Y®P-cnektpbl nornowjenus | Y®-cnektpodoTOMeTpUS. Y®-cnekTpbl
UCMbITYEMOro U CTaHAapTHOrO PacTBOPOB B 06nacT OT | MOrMOLWEHUS UCNbITYEMOro W CTaHAapTHOro
250 po 300 HM AOMKHBI UMETb MakCUMYyMbl NPU OAHWUX U | pacTBopoB B obnactu ot 250 ao 300 Hm
TeX Xe ANuHax BOSH. MMEIOT MaKCUMyMbl NPU OAHUX U TeX Xe
B3XX Bpems yaepkuBaHWA OCHOBHOrO MNuKa Ha | ANWHAX BOSH.
XpomaTtorpamme  ucnbiTyemoro  pactBopa AomkHo | BAXKX Bpema yaepxuBaHuas OCHOBHOro
COOTBETCTBOBATb ~ BPEMEHW  yAEPXWBAHWS  NWKa | MMKa Ha XpOMAaTorpamme  MCNbITYemMoro
Knonuporpena Ha  xpomatorpamme  CTaHAapTHOro | pacteopa COOTBETCTBYET BpeMeHM
pacTeopa (pasaen «KonuyecTBeHHOE onpejeneHne). YAEPXKUBAHWUS  NUKa  Knonuaorpena Ha
XpomaTorpamme CTaHAapTHOro pacteopa
(pasaen «KonuyecTBeHHoe onpeaeneHney).
3. | CPEOHASA MACCA e Po®, 09C.1.4.2.0009.15
OT 248,56 0 263,94 mr (256,25 mr + 3,0 %). 258,24 wr (+0,8%)
4. | BOOA e PO, 09C.1.2.3.0002.15 MeTtoa K.®uwepa. 1,5%
He 6onee 7,0%
5. | PACTBOPEHUE e P®, 09C.1.4.2.0014.15 (97%)
Y®-cnektpodoToMeTpUS. 99%
He menee 80 % (Q) or 3asBneHHOro konu4ecrsa 97%
knonuaorpena yepes 30 MUH. 97%
97%
97%
97%
6. | POOCTBEHHbIE B3XX. e
NPUMECHU Mpumecs A — He Gonee 1,2 %; He obna ° eHo
npumeck C — He 6onee 1,5 %; 0 Og")/?(
eAVHWYHAA HeWaeHTUMDUUNPOBaAHHAA NPUMECL — He 0'16%
6onee 0,2 %; ’
cymma npumecen — He 6onee 2,5 %.
7. | OQHOPOOHOCTb re Po, 09C.1.2.4.0008.18 (cnocob 1)
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOSHAETCS, AVio=3,6%
T0 AV < 150 % (n = 30), u ans 30/30 TabneTtok
KONMUYECTBEHHOE COAEPXaHWEe KIONUAOorpena AONKHO
HaxoAuTbCsA B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUONOIMMYECKASA | e P®, 0®C.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA O6wee uncno aspobHbIX MUKPOOPraHu3MoB - He Gonee
10° KOE B 1 1 (Mn); 10KOEB 1T
OObLee YNCNIO APO)OKEBbIX U NIIECHEBBLIX TPUBOB: He
Gonee 10> KOE B 1 1 (mn); Menee 10 KOEB 1T
Escherichia coli: otcytcteue B 1 1 (Mn). He o6HapyxeHo
9. | KONMMYECTBEHHOE B3XX. ot 71,25 po 78,75 mr knonugorpena (ot 95,0 %
ONPEQENEHUE A0 105,0 % oT 3asBNEHHOro KONUYEeCTBa) B O4HON 73,29 mr
Tabnetke. (97,7%)
10. | YNAKOBKA Mpu npouseodcmee, ghacoske u/unu ynakoske Ha OO0 | lpou3sodcmeo, ¢hacoeka U ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKUN3-®APMA»:
Mo 10 TabneTtok B KOHTYpHylO sueinkoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK AYENKOBYIO
(6nucTep) U3 nNAeHKW NONWBUHUNXIOPUAHON W conbri | ynakosky (6nuctep) us nneHku MBX/MBOX u
anOMUHUEBON WNWU B KOHTYPHYIO SYEWKOBYKO YMakoBKy | (hOnbru antoMUHUEBON
(6bnmctep) wu3  nnenkn  MBX/MBAX wu  donbrn
anomuHueson Mo 30, 60 unu 90 TabneTtok B 6aHke K3
MONMM3TUNEHa  HWU3KOro  AaBNEHWUSA,  YKynOpeHHOW
KPbILUKOW NOMMMEPHOW C KOHTPOMEM NepBOro BCKPbLITUA
unun B 6aHke W3 NONM3TMNEHa BbLICOKOW MMOTHOCTH,
YKYNOPEHHOW  KPbILLUKOW NONMUMEPHOW C KOHTpOnem
NepBOro BCKPLITUS.
Mo 3 wunu 6 KOHTYPHbIX SAYENKOBbIX YynakoBOK | Mo 3 KOHTYPHbIX AYEWKOBbIX YNaKOBOK
(6nnctepos) unu no 1 GaxHke BMeCTe C UHCTPyKUMen no | (bnuctepoB) BMECTe C MWHCTPyKUueih no
NPUMEHEHNIO B NAYKy KAPTOHHYH. NPUMEHEHUIO B NAYKy KAPTOHHYIO.
11. | MAPKUPOBKA lNepsu4Has ynakoeka. lNepsuyHas ynakoska.
Ha koHmypHol siqelikosoli ynakoeke (6nucmepe) Ha | Ha  KoHmypHol  siyelikoeoll  ynakoske
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Ne HaumeHoBaHue
n/n nokasartensi Tpe6oBanus HO Pe3ynbTaThbl aHanusa

PYCCKOM $I3biKe yKa3blgarom: TOProBoe HauMeHoBaHue
npenapata C npeaynpeauTENbHON MapkupoBkod ®,
MEeXAYHapOAHOE HENATEHTOBAHHOE HaWMEHOBaHWE W
LO3WPOBKY (Ha PYCCKOM W @HIMIACKOM  s3blkax),
NeKapCTBEHHYIO (OpMYy, HauMeHOBaHWe  TOBapHbIN
3HaK (naTuHuuen) aepxartens  perncTpauuoHHOro
yAOCTOBEPEHUS,, HOMEpP Cepun, AaTy Mpou3BOACTBa
(npu  cbacoBke Ha OO0 «MAKU3-®APMA» paty
NPOMU3BOACTBA HE HAHOCHAT), AATy WCTEYeHUs CpokKa
roAHOCTH.

Bmopu4Has ynakoeka.

Ha kapmoHHOU nayke Ha PYCCKOM $i3blKe yKa3blearom:
TOproeoe HaumeHoBaHue npenapara c
npeAynpeauTenbHOW Mapkuposkon ®, MexayHapoaHoe
HenaTeHToBaHHOE HauMeHoBaHue, [ 03UPOBKY,
(hapmakoTepaneBTUYECKYIO  Tpynny, NeKapCTBEHHYIO
copMy ¥  KonuyecTBO Tabnetok B ynakoBke,
HauMeHOBaHWE U coAepXaHue  AeiCTBYIOLLEero
BelwlecTBa B OAHOW Tabnetke, YCNOBUA XpaHEHUs,
npeaynpeauTenbHble Haanucn «CoaepXUT nakTosbl
MOHOIMAPAT», «XpaHUTb B HEAOCTYNHOM ANA AeTei
MecTey, «Mepea npuMeHeHnem npenapara
O3HaKOMbTECH  C  npunaraemomn UHCTPYKUMEN»,
«MpnHUMaTL NO Ha3HaYeHuto Bpaya», yCrnoBusa OTnycka,
cnocob NpUMEHeHus, Haanucb «®» -
3apErucTpUpOBaHHbI  TOBApHbI  3HaK», HOMeEp
cBMAeTenbCcTBa O PErucTpauuum TOBApHOro  3Haka,

HoMmep perucTpaLnoHHoro YAOCTOBEPEHUs,
HaumeHoBaHune Aepxarens perncTpaumoHHoro
YAOCTOBEPEHWUS, €ro CTpaHy W TOBapHbIA 3HaK
(naTuHuueW), HauMmeHoBaHue U  CTpaHy UpMBbI-

npoussoauTens (npu npoussoactee Ha OO0 «MAKU3-
OAPMA» ykasblBaloT CTpaHy, rOpOA), LUTPUX-KOA,
HOMep cepuu, AaTy NpPOU3BOACTBA (NPW NPOU3BOACTBE
Ha OO0 «MAKWU3-GAPMA» paTy npou3BOACTBa He
HaHOCAT), AaTy UCTEYEHUss CPOKa FOAHOCTH, LUTPUX-KOA
B hopmare DataMatrix, rnobanbHbIN
NLEHTUUKALNOHHbIA HOMEp TOProBOW e€AWHUUBLI 1
VNHAMBUAYanNbHbIA CEPUIRHBIA HOMEP TOProBOW €ANHNLbI.
Ha aTukeTky GaHkn U KapTOHHYK nadky MoryT ObiTb
HaHeCceHbl TexHu4Yeckue (NPOW3BOACTBEHHbIE) KOAbI
(rpachuyeckue, bykBeHHble nnu LMdpoBbIe)
[ononHumenbHo Ha emMOPUYHOU yrnakoeke (Ha nayke
KapmoHHOU) Ha aHefulickOM A3blKe  yKa3blearom:
TOProBOE HavMeHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHAapOAHOE HEnaTeHTOBAHHOE HaWMeHOBaHue,
LO3NPOBKY, NEKAPCTBEHHYID OPMY U KOMUYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».

(bniucmepe) Ha pyccKoMm Si3blKe yKa3aHo:
TOProBoEe HauMeHoBaHue npenapata cC
npeAynpeauTeENnbHOA  Mapkuposkoih  ®,
MeXayHapogHoe HenaTeHToBaHHOe
HauMeHOBaHWE U A03MPOBKa (Ha PYCCKOM U
aHrMUIACKOM  sA3blKax), nekapcTeeHHas
dopma, HauMeHOBaHWE  TOBAaPHbIA 3HAK
(naTuHuuen) aepxaTtens perncTpauuoHHOro
yAOCTOBEpPEHMUS,, HOMEp cepuu, . jarta
WNCTEYEHUA CPOKa rO4HOCTH.

BmopuyHas ynakoeka.

Ha kapmoHHOU nayke Ha pycCKOM S3blKe
yKa3aHo: TOproBsoe HaumeHoBaHue
npenapara G npeaynpeauTenbHoOn
MapK1UpOBKOWA ®, MeXayHapoaHoe
HenaTeHTOBaHHOe HauMeHoBaHue,
[,03UpOBKa, hapmakoTepaneBTuyeckas
rpynna, nekapcTBeHHas cdopma 7
Konu4yecTtBo  Tabnetok B ynakoBke,
HaumeHoBaHue " copepxaHue
feicTBylOWEro  Bewectsa B OAHON
Tabnetke, ycnosus XpaHeHus,
npeaynpeauTensHele Haagnucn «CopepxuT
NaKkTo3bl  MOHOrMapaT», «XpaHuTb B
HefOCTYyNHOM AnA aeten mecte», «[lepegs
NpUMEHEHMEM npenaparta O3HaKOMbTEChb C
npunaraemon MHCTpykumen», «lpuHumatb
NO Ha3HaYeHWo Bpaday, YCnoBus OTnycka,
cnocob npumeHeHusi, Haanucb «®» -
3aperucTpUpOBaHHbIA  TOBAPHLIA  3HaKY»,
HOMEp CBUAeTenbCcTBa O perucrpauum
TOBaPHOro 3Haka, HOMep PerncTpPaLuoHHOro
YAOCTOBEPEHUA, HAUMEHOBAHUE AepxaTens
PErucTpaunMoHHOro  yAOCTOBEPEHUs, ero
CTpaHa ¥ TOBapHbIl 3HAK (NaTuHuuen),
HauMeHOBaHWe, CTpaHa U ropos upMmbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
LaTy UCTEYEHUS CpoOKa FOAHOCTU, LUTPUX-
ko B ¢hopmate DataMatrix, rno6anbHbiii
MWAEHTUMNKALMOHHBIA  HOMEP  TOProBOW
eAVHULBI W WHAMBUAYaNbHbI CEPUAHBIV
HOMEP TOProBOW €4NHNLbI.
[ononHumenbHO Ha 8MOPUYHOU yrakoske
(Ha nayke kapmoHHOU) Ha aHaulicKOM
5I3bIKE yKas3aHO. TOProBOE HauMeHoBaHue
NeKapCTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoOBaHUe, J03NPOBKa, NIeKapCTBEHHANA
dopma 1 konuyecTso TabneTok B ynakoBke,
Haanucb «Antiaggregant».

3aknrueHue:

- HayanbHuk OKK:

Oarta Bbinycka OKK: «13» Hoabps 2023 r.
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