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ﬁh OTAEN KOHTPONA KAYECTBA
JTnuensus Ne J1012-00102-77/00010585
MAKMNIDAPMA .
:Sg#f;fTBlCHME Mnarpun® TabneTku, NOKPbITbIE NIIEHOYHOW 060STOUKOM, 75 Mr
;Ogohzngg- MOCKP?I o HOMEP CEPUM: PL1421124
o e eHe PSSR THATA NPOVSBOACTBA: | 15.11.2024
cTpoetie 4, rOAEH fo: 31.10.2026
CTpoeHue 6,
cTpoeHue 8 OBBbEM CEPUM: 9 856 ynak. Ne30
Ton.: (405) 9810068 | _IPOMSBEAEHO: 000 «MAKMN3-®APMA»
AHANU3 NO: JIN-006376-290720, nam. Ne1t, 2, 3
XPAHEHUE: Mpwn TeMneparype He Bbiwe 25 °C,
Ne Haumenosanue Tpe6oeanusa HY, PesynbTathl aHanusa
n/n nokasarens P y
1. | ONMUCAHUE BusyanbHbii. Kpyrnble ABoskoBbinyknble Tabnetku ¢ | Kpyrnble gsoskoseinyknbie TabneTku ¢ dac-
ackoii, NOKPLITLIE NNEHOYHOH OBGONOUKON PO3OBOMO | KOMW, MOKPBITHIE MSIEHOWHOW OBOMOHKOH PoO-
uBeTa. 30BOIO LBETA.
2. | NOANVMHHOCTb Y®-cnektpocoTomeTpua. YOd-cnektpel nornoweHns | Y®-cnektpooToMeTpus. Yd-cnexkTpo no-
UCMLITYEMOrO U CTAHAAPTHOrO PacTBOPOB B OGNACTU OT | FMOLUEHWA WCNLITYEMOTO W CTaHAaPTHOrO
250 20 300 HM JOMKHL! UMETb MAKCUMYMbI NPU OAHUX U | pacTBopoe B obnactn ot 250 go 300 Hm
TeX Xe ANnHax BOSH. VUMEIOT MaKCUMyMbl MPU OJHUX U TEX XKe
ANUHEX BOSH.
B3XX. Bpems yaepxuBaHUs OCHOBHOTO NKKa Ha xpo- | BAOXKX Bpems yaepxmeaHWA OCHOBHOMO nu-
MaTorpamMme MCMbITYEMOro pacTeopa AOMKHO COOTBET- | K& Ha XpoMaTorpaMme WCNLITYEMOrO pac-
CTBOBaTb BPEMEHN YAEPXUBAHUA NMKA KNOMMAOrpena | TBOpa COOTBETCTBYET BPEMEHN yAepKuBa-
Ha XpomaTtorpamme CTaH4apTHOrO pacTteBopa (pasgen | Hua nuka KNonuaorpena Ha XxpoMmartorpamme
«KonwuectseHHoe onpeaeneHne). cTaHgapTHoro pacrteopa (pasgen «Konuue-
CTBEHHOE OnpeAeneHne»).
3. | CPEOQHAA MACCA e P®, 09C.1.4.2.0009.15.
OT 248,56 n0 263,94 Mr (256,25 Mr + 3,0 %). 256,46 mr (+0,1%)
4. | PACTBOPEHMUE o PO, 09C.1.4.2.0014.15, (101%)
Y®-cnekTpodoToMeTpUA. 102%
He menee 80 % (Q) oT 329BNEHHOrO KONMUECTBA KMonu- 100%
porpena yepes 30 muH. 104%
106%
98%
97%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumeck A ~ He Gonee 1,2 %; 0,03%
npumecs C — He 6onee 1,5 %; 0,47%
€AAVHNYHasA HeUAEeHTUMULUPOBaHHaA NpUMecs — He Go- 0,05%
nee 0,2 %;
CyMMa npumecen — He Bonee 2,5 %. 0,54%
6. | BOOA re Po, 09C.1.2.3.0002.15, meTop K. ®Puwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUONOIMMYECKAA | MNP P®, O9C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwee uncno asapobHbIX MUKPOOPTaHU3MOR - He Gonee MerHee 20 KOEB 11
10° KOE B 1 1 (Mn);
O6Lee Yncno APOXOKEBLIX M NAECHEBbIX rpubos: He Menee 10KOEB 1T
Gonee 10 KOE B 1 r (mn);
Escherichia coli: orcytcTteue B 1 r (mn). He o6HapyxeHo
8. | OQOHOPOOQHOCTbL e P®, 09C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUSA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOMHSETCA,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konnue- AVio=3,9%
CTBEHHOE COAEpXaHue KNonuAorpena AOMKHO Haxo-
AnTbcA B uHTepeane 0,75-M — 1,25-M.
9. | KOMUWYECTBEHHOE BIXX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 73,38 mr
ONPEQESNEHUE A0 105,0 % ot 3asBNeHHOro KonuuyecTsa) B 0AHOW Tab- (97,8%)
netke.
10. | YNTAKOBKA lpu npoussodcmee, hacosxe w/unu ynakoske Ha OO0 | Mpouzeodcmeo, dhacoeka u ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYIO AueikoBylD ynakoBky | Flo 10 TaBneTok B KOHTYPHYIO SYENKOBYIO
(6rmcTep) M3 NNEHKN NONUBUHUAXIOPUAHON M onbri | ynakosky (6nuctep) us nnewku MBX/NBOX n
anoMMHUEBOW UNK B KOHTYPHYIO AYEWKOBYIO YNaKOBKY | (hOnbru anioMUHUEBOIA.
(6nncrep) ns nnexkn MBX/MBOX n donbry aniommHue-
BOA.
Mo 3 unn 6 KOHTYPHBIX sYEiKoBbIX YnakoBoK (Gnucte- | Mo 3 KOHTYPHBIX AYERKOBLIX ynakosok (6nu-
pos) unn no 1 6aHke BMECTEe C WHCTPYKUMel No npumMe- | CTEpoB) BMECTE C WHCTPYKUMEH No npume-
HEHWIO B Na4ky KapTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA MepesuyHas ynakoska NepeuyHasn ynaxoska
Ha koumyproii siuelikosoll ynakoeke (6nucmepe) Ha | Ha  koHmyproii  seiikoeoii  ynaxoske
PycCKoM s3biKe yKa3bigarom: TOProBoe HaumeHoBaHue | (brucmepe) Ha PYCCKOM S3bIKe yKas3aHo:
npenapata ¢ MNPeAYNPeAUTEnbHOR Mapkupoekoih ®, | Toprosoe HauMMmeHOBaHWe npenapata ¢
MeXayHapofHoe HenaTeHTOBaHHOE HaMMEHOBaHMe W | NpeAynpesuTenbHOR  Mapkuposkon  ®,
AO3MPOBKY (Ha PYCCKOM W aHrNMIACKOM A3blKax), | MeXAyHapogxoe HenaTeHTOBaHHOE
NEeKapcTBeHHyI (OpMY, HaVMEHOBaHWE  TOBapHLIN | HaUMEHOBaHWE U [O03MPOBKA (HAa PYCCKOM M
3HaK . (naTUHMUEN) AepxaTens  PerucTPauMOHHOTO | aHrMIACKOM  A3bikax),  nekapcTBEHHas
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YAOCTOBEPEHUS,, HOMEp cepuK, fJaTy NPOU3BOACTBA
(npn  dacoske Ha OO0 <«MAKU3-GAPMA» paty
NPOV3BOACTBA HE HAHOCAT), AaTy WUCTEUEHWA Cpoka
rOAHOCTN.

BmopuyHas ynakoska

Ha kapmoHHOU nauke Ha PYCCKOM 5i3blKe yKa3bleaiom:
TOproeoe HaumMeHoBaHue npenapara c
npepynpeanTensHO Mapkuposkon ®, MexayHapoaHoe
HenaTeHToBaHHoe HaMMeHoBaHue, AO3UPOBKY,
thapmakoTepaneBTUYECKyl0 Tpynny, NEKapCTBEHHYIO
topmy 1 KonuMuyecTBo Tabnetok B ynakoBke,
HaNMeHOBaHWEe U COoAEepXaHue  AeiCTBYKLUero
BelecTBa B OAHOW TabneTke, YCNOBUA XpaHeHus,
npesynpesutensHole Hapnucu «CoaepXuT NakTosbl
MOHOrMAPAaT», «XpaHuTb B HEAOCTYNHOM AnA AeTen
MecTey, «Mepea npumeHeHnem npenapata
O3HaKOMbTECb € npunaraemou VHCTPYKLMER»,
«MpMHUMaTE NO HasHaYEHWIO BpaYay, YCNOBUS OTMYCKa,
cnocob NpUMEHEHNSA, Haanucb «®» -
3aperucTpupoBaHHbii - TOBAPHLIM  3HaK»,  HOMEp
cBUAETENbCTBA © PerucTpauunm TOBapHOrO  3HaKa,
Homep perucTpaumoHHoro YAOCTOBEPEHUS,
HauMeHoBaHWe nepxarens perncTpaumoHHoro
YAOCTOBEPEHUS, €ro CTpaHy W TOBapHbLIA  3HaK
(natTuHuuen), HaumeHoBaHWE M CTpaHy . pUpMbI-
npoussoautens (npu npoussogctee Ha OO0 «MAKN3-
DAPMA» ykasblBaloT CTpaHy, TFOPOA), LUTPUX-KOA,
HOMEp cepun, faTy MpoM3BOACTBA (NPU NPOM3BOACTBE
Ha 000 «MAKU3-®APMA» pgaTy npousBoACTBa He
HaHOCAT), AATy UCTEYEHUS CPOKA FOAHOCTM, LUTPUX-KOZ,
B thopmare DataMatrix, rnoGanbHbii
WAEHTUDUKALMOHHBIA HOMEP TOProBOA eauHUUbl 1
VHAWBNAYANbHBIA CepUiiHBIA HOMEp TOProBOW €ANHULIbI.

HononHumenbHo Ha emopuyqHOl ynakoske (Ha nayke
KapmoHHOU) Ha aHanulickoM s3blke yKaabiealon:
TOProBoe HaMmeHOBaHWe NEKapCTBEHHOro npenapara,
MeXAYyHapoaHOe HenaTeHTOBaHHOE HauMmeHoBaHue,
DO3NPOBKY, MNEKapCTBEHHYD OPMY W  KONMUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».

¢opMa, HaMMeHOBaHWE TOBApHbLIA 3HaK
(naTuHuuen) aepxatens perucTpaumnoHHOro
YAOCTOBEPEHUA, HOMEp cepum, para
NCTEUEHNS CPoKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU na4yke Ha PYCCKOM S3biKe
yKa3aHo: TOprosoe HanMeHoBaHWe
npenapara c npeAynpeAuTENbHOM
MapK1POBKON ®, MeXpyHapoaHoe
HenaTeHTOBaHHOe HaumeHoBaHue,
A031POoBKa, chapmakoTepanesTuyeckasn

rpynna, neKapcTBeHHas cthopma I}
konuyectso  Tabnetok B ynakoBke,

HaumeHoBaHne n coaepxaHune
AEACTBYIOWEr0o  BelecTBa B OfHOM
TabneTtke, ycnosus XpaHeHus,

npeaynpeauteneHeie Hagnucn «Coaepxut
NaKTosbl  MoHOrmapat», «XpaHutb B
HEAOCTYNHOM ANA peTein mecte», «Mepef
NpUMEHEHWEM npenapata O3HaKOMbTECH C
fipunaraemoil MHCTpykumen», «MpuHumaTtb
no HasHa4YeHWo Bpava», yCrnoBUs OTAYCKa,
cnoco® npumeHeHus, . Hagnucb «®» -
3aperncTpupoBaHHbIl  TOBapPHbLIA  3HaK»,
HOMEp CBUAETENbCTBA O pPerucTpauuu
TOBapHOro 3Haka, HOMep PEerncTpauuoHHOro
YAOCTOBEPEHUA, HAMMeHOBaHwe Aepxatens
PerucTpaunoHHoro  yaOCTOBEPEHUs, ero
CcTpaHa W TOBapHbIA 3HaK (nNaTuHUUEN),
HauMEHOBaHMe, cTpaHa W ropos upMbi-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP cepuu,
paTta UCTEYEHWUs Cpoka TOAHOCTM, LUTPUX-
koa B popmate DataMatrix, rnoGanbHblii
WASHTUPUKAUNOHHBI  HOMEpP  TOProBoiA
€ANHNLBI N WHAUBUAYANbHLI CEepPUAHbIA
HOMEP TOProBoW e4UHULL!.

HononnumensHo Ha emopuyHOl ynakoeke
(Ha na4yke KapmoHHOU) Ha aHanuiickom
S3bIKE YKasaHO. TOProBO€ HaWMEHOBaHWe
neKapcTBEHHOroO npenapara,
MEXAYHapoaHoe HEenaTeHTOBaHHOe
HauMeHOBaHMe, A03MPOBKa, NEeKapCcTBEHHanA
cdopma 1 konuM4ecTBo TabneTtok B ynakoske,
Haanucb «Antiaggregant».

12. | CPOKI'OOAHOCTH 2 ropa

CooteeTcTBYyeT

. 3aknioueHwme:

HavansHuk OKK:

Hata Bbinycka OKK: «24» nekabps 2024 r.
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