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n/n nokasarens
1. | ONMUCAHUE Kpyrnble ABosikoBbInyknble TabneTkn ¢ ackom, nokpbl- Kpyrnble ABosikoBbINyknble TabneTku ¢ dac-
Thble NNeHOYHON 060N0YKOI PO3OBOro LBEeTA. KOW, NOKPbLITbIE MNEHOYHOW O0BONOYKOIA po-
30BOrO LBETA.
2. | NIOOANUHHOCTbL Y®-cnektpodoTomMeTpusi. Y®O-CnekTpbl NOrMOLeHUs: Y®-cnektpodoTomeTpus. Yd-cnekTpsl no-
UCNbLITYEMOrO U CTaHAAPTHOTO PacTBOPOB B 06NaCTU OT | FMOWEHUSI WUCMLITYEMOrO W CTaHAApTHOro
250 A0 300 HM JOMKHLI UMETb MaKCUMYMbI NPU OAHUX W pacTBopoB B obnactu or 250 go 300 Hm
TeX e ANUHAX BOJIH. MMEIOT MaKCUMyMbl MPU OAHUX W Tex Xe
ANUHAX BOMH.
B3XX. Bpema yaepxuBaHus OCHOBHOrO nuka Ha xpo- | B3XKX Bpewms YAEPXXUBAHUA OCHOBHOrO nu-
MaTorpaMme UCMbITYeMOro pacTsopa AOMKHO COOTBET- | ka Ha XpPOMaTorpamme WCMLITYEMOro pac-
CTBOBaTb BPEMEHN YAEpXMBaHWA Nuka KMONMAOrpena | TBOpa COOTBETCTBYET BPEMEHW YAepKuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (Pasjern | Hus nuka KNOMWAOrpena Ha XpomaTorpamme
«KonuuecTseHHoe onpeaenexue»). CTaHAapTHOro pacteopa (pasgen «Konuue-
CTBEHHOE OnpejeneHuey).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 Mr (256,25 mr + 3,0 %). 258,63 mr (+0,9%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (95%)
Y®-cnekrpodotomMeTpus. 99%
He meHee 80 % (Q) OT 3aABNEHHOrO KONMYECTBA KNONU- 95%
Aorpena yepes 30 MUH. 95%
97%
93%
94%
5. | POOCTBEHHbIE B3IXX.
NMPUMECH Mpumecs A — He Bonee 1,2 %; 0,07%
npumeck C — He 6onee 1,5 %; 0,05%
€AVHNYHan HenaeHTUPUUMpPOoBaHHaa npumecs — He 6o- 0,04%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,21%
6. | BOOA r® Po, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIMMYECKASA | Fd PO, O®C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lyee 4Mcno aspobHbIX MUKPOOPraHM3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
Obliee 4ncno ApOMOKEBBIX W NMECHEBbIX rPUBOB: He MeHee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytctBue B 11 (Mn). He oBHapyxeHo
8. | OOHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
NO3UPOBAHUSA AV £ 15,0 % (n = 10), ecnn ycnoeue He BbINONHSETCS,
To AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konuye- AVi0=6,5%
CTBEHHOE cojAepXaHue KNonuaorpena AOMKHO Haxo-
AnTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KOMIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,19 mr
ONPEOENEHUE A0 105,0 % oT 3asBNEHHOro konuyecTsa) B OAHOW Tab- (97,6%)
netke.
10. | YNAKOBKA IMpu npoussodcmee, chacoske u/unu ynakoske Ha OO0 | [Mpouseodcmso, ¢hacoexka u yrnakoeka Ha
«MAKU3-OQAPMA»: 000 «MAKU3-®APMA»:
Mo 10 TabneTok B KOHTYpPHylO sueiikoBylo ynakoeky | Mo 10 Tabnetok B KOHTYPHYIO AYENKOBYHO
(6nucTtep) M3 nneHku NONUBUHUAXIIOPUAHONR M HONbrA ynakoeky (6nuctep) ua nnexku NMBX/MNBOX u
anioMUHWEBON UMM B KOHTYPHYIO AYENKOBYIO YNakoBKy | hONbri amoMUHUEBOIA.
(6nuctep) u3 nnexkn NBX/MBAOX v cdonbr anioMuHue-
BOM.
Mo 3 unn 6 KOHTYPHBIX AYENKOBBLIX YNakoBoK (6nucTe- | Mo 3 KOHTYPHBIX SUEHKOBbIX ynakosok (6nu-
pos) unu no 1 6aHke BMecTe C UHCTPYKUMEN NO NpUMe- | CTepos) BMECTe ¢ VHCTPYKUMEh no npume-
HEHWIO B NaYKy KapTOHHYIO. HEHWIO B NaYKy KapTOHHYI0.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepeuyHas ynakoeka

Ha koHmypHol syelikoeoli ynakoeke (6rucmepe) Ha
PYCCKOM 5i3blKe yKa3blgéatom. TOProBOE HaumeHoBaHUe
npenapata Cc npeaynpesuTenbHON Mapkuposkoir ®,
MeXAyHapoAHOe HenaTeHTOBaHHOE HauMeHoBaHWE W
AO3NPOBKY (HAa PYCCKOM W aHIMUIACKOM A3bIKax),
nekapcTBeHHyl (DOpMy, HauMMEHOBaHWE  TOBapHbii
3HaK _ (naTuHuuen) aepxatens  pPerncTpauuoHHoro

Ha KOHMYpPHOU  siyelikosoll  ynakoeke
(6nucmepe) Ha pycckoM s3biKe yKa3aHo:
TOpProBoe HauMeHOBaHWE npenapata ¢
npeaynpeauTenbHon  Mapkupoekon — ®,
MeXayHapoaHoe HenaTeHToBaHHOE
HanMeHOBaHWE 1 f03MpoBKa (Ha PYCCKOM 1
aHIIIMACKOM  si3blkax),  fieKapCTBEHHas
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YAOCTOBEpPEHUsi, HOMEp Ccepuu, AaTy NpPOU3BOACTBA
(npn  chacoske Ha OO0 «MAKWU3-GAPMA» paty
NPOU3BOACTBA HE HaHOCAT), AaTy WCTEYEHWUs Cpoka
rOAHOCTHU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pYCCKOM Si3biKe yKa3bigarom:
TOproeoe HauMeHoBaHwue npenapara c
npeaynpeauTensHoi Mapkuposkoit ®, mexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, [,O3UPOBKY,
(hapmakoTepaneBTUYECKyl0  rpynny, NEeKapCTBEHHYK
opmy ©n  konuuectBO Tabnetok B  ynakoBke,
HauMeHoBaHMWEe 1 CoAepXaHue  AEUCTBYIOLLEro
BelecTsa B OAHOW TabneTke, YCNOBUS XpaHEHUs,
npeaynpeautenbHble Haanucu «CoaepxuT nakTosbl
MOHOruapaTt», «XpaHuTb B HEAOCTYMHOM ANA AeTen
MecTey, «Mepeg, nPUMEHeHUem npenapara
O3HaKOMbTECb ~ C  MpUnaraemol  WHCTPYKLMEWN»,
«MpuHUMaTL NO Ha3HaYeHNIo Bpayax», YCNoBUS OTNycKa,
cnocob NPUMEHeHUs, Haanucb «®» -
3aPErNCTPUPOBAHHbIA  TOBApHbIA  3HAK»,  HOMEp
CBUAETENbCTBA O pPerucTpauum TOBapHOrO 3HaKa,
HOMep perncTpauuoHHOro YAOCTOBEPEHUS,
HauMeHoBaHue AepxaTens perucTpauuoHHoro
YAOCTOBEpPEHMUs, €ero CTpaHy W TOBapHbIM 3HaK
(natTuHuuen), HaumeHoBaHME W CTpaHy OUPMBbI-
npoussoautens (npu npoussosactee Ha OO0 «MAKU3-
®APMA»  ykasblBaloT CTpaHy, ropog), LUTPUX-KOA,
HOMep cepuu, aaTy NpousBoacTBa (NpW NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTH, LUTPUX-KOA
B dopmare DataMatrix, rnobanbHbIn
VAEHTUUKALIMOHHBIA HOMEpP TOProBOA eAWHULbI W
VHAVBNAYanbHbIA CEPUAHBIA HOMEP TOProBON e4NHULIbI.

HononHumensHo Ha emopuyHoll ynakoeke (Ha nayke
KapmoHHOU) Ha aHenulickoM $3blKe yKa3blearom:
TOProBOE HauMeHOBaHWe fIekapCTBEHHOro npenapara,
MEXAYHapoJHOe HenaTeHTOBaHHOE HauMeHOBaHUe,
AO3UPOBKY, NEKapCTBEHHYIO OPMY U KONMYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant.

opma, HauMeHOBaHWE TOBaPHbIN 3HaK
(naTuHuuen) nepxatens perncTpaLnoHHOro
YAOCTOBEPEHUSi, HOMep cepuu, Aara
UCTEYEHUA CpoKa rogHOCTH.

BmopuyHas ynakoeka

Ha kapmonHOU nayke Ha pycckom si3bike

yKa3aHo: TOproeoe HaumeHoBaHwue
npenapata c npeAynpeauTenbHON
MapK1UpOBKOW ®, MEXAyHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHwue,
[,031POBKa, dhapmakoTepaneBTuyeckas
rpynna,  nekapcteeHHas  copma  u
KONM4YecTBO  Tabnetok B ynakoske,
HauMeHoBaHwue " coaepxaxue
AENCTBYIOLLErO  BELWeCTBAa B OAHOIA
Tabnetke, ycnosus XpaHeHus,

npeaynpeauTensHele Hagnucn «CopepxuT
NakTo3bl  MoHOrMapaT»,  «XpaHuTb B
HEeAOCTYNHOM Ans peten mecte», «[Mepea
NPUMEHEHNEM npenapaTa O3HAKOMbTECh C
npunaraemowt MHCTpykuuen», «MpuHUMaTL
no Ha3HaYeHWio Bpaya», YCNOBUA OTMYCKa,
cnocob npuMeHeHusi, Haanuce «®» -
3aperncTpupoBaHHbIi  TOBApHbLIA  3HAKY,
HOMEp CBUAETENbCTBA O  perucTpauuu
TOBapHOro 3Haka, HoMep perucTpaunoHHOro
YAOCTOBEPEHUS, HaUMEHOBaHMWE fepxaTens
PEerucTpaunMoHHOro  yA0CTOBEpPEeHUsi, ero
CTpaHa 1 TOBapHbI 3HaK (NaTuHuueln),
HauMeHOBaHWe, cTpaHa W ropoa UPMbI-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP cepuu,
AaTa UCTeYEeHUss cpoka FOAHOCTU, LUTPUX-
ko4 B ¢hopmarte DataMatrix, rno6anbHbii
MAEHTUMDNKALMOHHBIA  HOMEp  TOProBoi
€AUHULUBI W WHAMBMAYaNbHBLIA CEPUIAHBINA
HOMEP TOProBON €ANHULbI.

HononHumensHo Ha emopuyHol ynakoske
(Ha nayke KapmoHHOU) Ha aHanulckom
fI3bIKe yKa3aHO. TOProBOE HaWMEHOBaHWe
neKapCcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHwWe, [,031poBKa, NekapcTBeHHas
¢hopma 1 Konu4ecTBo TabneTok B ynakoske,
Hagnuck «Antiaggregant».

12. | CPOK TOOHOCTHU

2ropa

CooTBeTcTBYET

3aknrouyeHue:

HavyanbHuk OKK:

Hata Bbinycka OKK: «19» aBrycra 2024 .

CootBeTcTBYeT TPeGOBaHUAM

JIN-006376-290720, uam. Net, 2, 3

Bonkosa O.B.




