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XPAHEHWE: Mpu Temnepatype He Bbiwwe 25 °C,
Ne HaumeHoBaHue
nin ndikasarens Tpe6oBanua HA ! Pesynbratbl aHanusa
1. | OMNCAHUE BusyanbHbiit. Kpyriibie ABOSIKOBLINYKNbIE TaBneTkn ¢ ‘ Kpyrnble ABOSIKOBBINYKNLIE TabneTku ¢ gac-
(hacKkoi, NOKPbLITbIE NNEHOYHON OGONOUKOW PO3OBOrO | KOM, MOKPLITbIE MAEHOYHOW oBGonoykol po-
upeTa. 30BOrO LBETA.
2. | NOANMUHHOCTbL Y®-cnektpodoTomeTpus. YD-cnektpet nornouweHus | Y®-cnektpodoTomeTpua. YO-cnexrpbl no-
MCMBLITYEMOro U CTaHAAPTHOrO PacTBOpoB B 0GNACTK OT | FMOLWEHNA WUCMBLITYEMOrO ¥ CTaHAAPTHOrO
250 po 300 HM LOMKHBI UMETb MAKCUMYMbI NPY OAHUX U | pacTBopoB B oBnacru or 250 go 300 Hm
TeX Xe ANMHaX BOJH. VMEIOT MAaKCUMyMbl NPU OJHUX U TeX e
ANNHAX BOMH.
BIXX. Bpema yaepxuBaHUs OCHOBHOTO nuka Ha xpo- | BOXKX Bpema yaepxuBaHua OCHOBHOrO nu-
MaTorpamMmMe UCNLITYEMOro PacTBopa AO/MKHO COOTBET- | K& Ha Xpomatorpamme WCNbLITYyemoro pac-
CTBOBaTb BPEMEHU YAEPXKMBaHUA NnKa KNONuAOrpena | TBOpa COOTBETCTBYET BPEMEHU YAEpXusa-
Ha XpomaTorpamme CTaHAAPTHOrO pacTeopa (paspen | HUA NUKa KIONWAOrpesia Ha Xpomarorpamme
«KonuuectseHHoe onpegeneHne). CTanpapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE onpeaeneHme).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 50 263,94 Mr (256,25 mr + 3,0 %). 259,12 wmr (+1,1%)
‘4. | PACTBOPEHUE ro PO, 09C.1.4.2.0014.15, (102%)
Y®-cnekrpooToMeTpUA. 101%
He meHee 80 % (Q) oT 3aABNEHHOrO KONMMYECTBa KNonu- 105%
porpena uepes 30 MuHyT. 100%
101%
106%
100%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumeck A — ve Gonee 1,2 %; 0,07%
npumeck C — He 6onee 1,5 %; 0,17%
€AVHNYHAs HenaeHTuNUMpOBaHHan npumeck — He 6o- 0.01%
nee 0,2 %;
cymma npumeceil — He 6onee 2,5 %. 0,27%
6. | BOOA e P, 09C.1.2.3.0002.15, metop K. duwepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBUONIOMMYECKASA | T Pd, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lyee uncno aspobHuIX MUKPOOPraHMsMoB - He Gonee
10° KOE B 1 r (mn);

OGluee 4uCO APONOKEBLIX W MIECHEBbLIX rPMOOB: He
Gonee 10° KOE B 1 1 (mn);

Escherichia coli: orcytctaue B 1 1 (Mn).

MeHee 20 KOEB 1T
MeHee 10 KOEB 1T

He oBHapy#eHo

8. | OOHOPOOHOCTb e Pd, 09C.1.4.2.0008.18, cnoco6 1.
AO3NPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbLINOMHAETCA,
To AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuue- AVi0=7,4%
CTBEHHOE COAEpKaHue KIonMAorpena AOMHKHO HaXo-
AuTbeA B nHTepeane 0,75-M — 1,25-M.
9. | KONIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 wmr knonugorpena (ot 95,0 % 73,67 mr
ONPEOENEHUE A0 105,0 % OT 3asBNEHHOrO KONMYECTBA) B OAHOMN Tab- (98,2%)
netke.
10. | YIAKOBKA Mo 10 TabneTok B KOHTYPHYH sueikoBylo ynakosky | Mo 10 TaBneTok B KOHTYPHYHO SYEKOBYIO

(6nucTtep) U3 NNEHKN NONMUBUHWUNXNOPUAHON U honbru
anioOMUHNEBOA AN B KOHTYPHYK SUEAKOBYIO YNakOBKY
(6nuctep) s nnerkn NBX/MBAX v donbru anomuHne-
BOM.

Mo 3 nnn 6 KOHTYPHBIX AYEKOBLIX ynakoBok (6aucte-
poB) unun no 1 6aHke BMECTE C WHCTPYKUMEN MO Npume-
HEHUIO B MaYKy KAPTOHHYIO.

ynakoBky (6nuctep) ns nnerkn NBX/MBAX v
honbru antoM1HUEBON.

Mo 3 KOHTYPHBIX AYENKOBLIX YNaKOBOK (6nu-
CTepoB) BMECTe C WHCTPYKUMEN No npume-
HEHMIO B NaYKy KapTOHHYIO.

11. | MAPKUPOBKA lepsuy4Has ynakoexa

Ha konmypHoili sqeilikoeoli ynaxoeke (bnucmepe) Ha
PYCCKOM S13bIKEe yKa3bigalom: TOProBoe HauMeHOBaHUEe
npenapara ¢ npejynpesuTenbHON MapkupoBkon ®,
MEXAYHapoOAHOE HenaTeHTOBaHHOE HaUMeHOBaHue W
AO3NPOBKY (Ha PYCCKOM U 3HIMUACKOM  A3blkax),
TNEeKapCTBEHHYK (DOPMY, HauWMeHOBaHue  TOBapHbIN
3HaKk (naTuHuUeiR) pepxatena  PerncrpauroHHOro
YAOCTOBEPEHUS, HOMEP CEpUM, AaTy UCTEYEHMs cpoka
FOAHOCTH.

MepsuyHas ynakoeka

Ha koHmypHoid  svelikoeol  ynakoske
(briucmepe) Ha pyCCKOM $3blKe YKa3aHo:
TOpropoe HaWMEHOBaHWEe npenapata ¢
npeaynpeauTenbHON  mapkuposkon  ®,
MeXayHapoAHoe HenaTeHToBaHHOe
HavMEHOBaHME W Z03MPOBKA (Ha PYCCKOM W
aHIMMACKOM  A3bIKaX),  NEeKapcTBeHHas
¢)opMa, HauMEHOBAHUE  TOBaPHbIA 3HaK
(naTuHuLen) AepXaTens PerncTpaunoHHOro




HauMeHOBaHWE U  COAepXaHue  [AeNCTBYIOLIEero
BellecTBa B OAHOM TabneTke, YCNOBUA XpaHEHMs,
npegynpegutensHsie Haanucu «CoAepXUT NakTosbl
MoHoruapar», «XpaHuTb B HEAOCTYNHOM ANA AeTei
mecTey, «Mepep, NpUMEHEHNEM npenapara
O3HaKOMbTECH C  MpUnaraemoil  WHCTPYKUMEM»,
«[puHUMaTL NO HasHAYEHWIO Bpayax», YCNOBNA OTNYCKa,

3aperucTPpUPOBaHHLIN  TOBApHLIN  3HAK»,  HOMEp
CBUAETENbCTBA O perucTpauvn TOBapHOro 3HaKa,
Homep PEerncTpaLmoHHOro YAOCTOBEPEHUS,
HaMMeHOoBaHue Aepxartens perncTpaumoHHOro
YAOCTOBEPEHMs,, ero CcTpaHy K TOBapHbI  3HaK
(naTuHULEen), HauMeHoBaHue, CTpary 1 ropod hUpMbI-
NPOUSBOAUTENS, LITPUX-KOA, HOMEpP cepuu, Aaty
UCTEYEHUs] cpoka roAHOCTM, LWTpuUx-kog B chopmare
DataMatrix, rnobanbHbIi UAECHTUMOUKALUNOHHBIA HOMEpP
TOProBOiA €AWHULIBI U UHAMBUAYANbHBIA CePUAHbIN
HOMep TOProBOM eNKNLbI.

HononnumeneHo Ha emopuyHol ynakoeke (Ha rayke
KapmoHHOU) Ha aHanulickoM $i3bike  yKasbleaiom:
TOproBoe HauMeHOBaHWe NEKapCTBEHHOrO npenapara,
MEXAYHAPOAHOE HENaTEeHTOBAaHHOE HauMEHOBaHWe,
AO3NPOBKY, NEKapCTBEHHY0 OPMY MW  KONMWYECTBO
TabneTok B ynakoske, Haanuch «Antiaggreganty.

—cnocod npuAieHeris, HaANKCh «@®» —=
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YAOCTOBEPEHUA, HOMep cepum, AaTta
UcTeveHnn cpoka rogHocTu.
BmopuyHas ynakoexa Bmopu4Has ynakoeka
Ha kapmorHoil nauke Ha PycCKOM S3biKe ykaableatom: | Ha xapmoHHOU nayke Ha PYCCKOM fi3biKe
TOproeoe HanMmeHoBaHune npenapara c yKasaHo. Toprosoe HaumMmeHoBaHue
npeAynpeanTenbHOW MapkupoBkoin ®, MexgyHapogHoe. | npenaparta c npeaynpeanTensHon
HenaTeHTOBaHHOe HanMmeHoBaHue, AO3NPOBKY, Mapxmposkoﬁ ®, MeXayHapoaHoe
dJapmaKOTepanesquecxylo rpynny, neKapCTBEHHYD HenaTeHToBaHHoOe HaumMeHoOBaHue,
dopMy u KonuyecTBO TabneTok B  YNakoBKke, | AO3MPOBKA, thapmakoTepaneBTUYECKas

rpynna,  nekapcteeHHas ~— dopma M
KonuuecTso  TabneTtok B  YNakoBke,

HanMeHOBaHue ] copepxaHue
AEelCTBYIOLEro  BellecTsa B  OZHOW
TabneTke, ycnosus XpaHeHus,

npeaynpeautensHble Hagnucn «Coaepxut
NaKTo3bl  MOHOrMapaT», «XpaHutb B
HeAOCTYNHOM ANA pertel mecte», «fepea
NpUMEHEHNEM npenapaTa O3HaKOMbTECh C

‘npunaraemMon MHCTpyKumel», «MpuHumaTs

NO Ha3sHaYEHWIO Bpava», YCNOBUA OTHycKa,
cnocob® npumeHeHns, Hagnuce «®» -
3apErncTpUpOBaHHbIii  TOBApHbBIM  3HAKY,
HOMEpP CBWAETENbCTBA O pPerucTpaunu
TOBapHOro 3Haka, HOMep PerncTPaLIMOHHOro
YyAOCTOBEPEHNA, HAUMEHOBAHUE JepXaTens
PEerncTpaumoHHOro  yAOCTOBEPEHWA, €r0
CTpaHa 1 TOBapHbIA 3HaK (NaTuHuuei),
HaMMeHoBaHWe, cTpaHa u ropog uUpMbl-
NPOM3BOAUTENS, LUTPUX-KOA, HOMED CEpUN,
faTa WCTEYEHWA CpoKa FOAHOCTH, LUTPUX-
ko B (bopmare DataMatrix, rnoGanbHbiit
MASHTUMDVKAUNOHHBIA  HOMEp  TOProBoi
eAVHULL 1 UHAMBMAYANbHBIN CEepPUNHbIN
HOMEP TOProBOW €4 MHWLIbI.

HononHumensHo Ha emopu4HOll yrnaKkoeke
(Ha nauke KapmoHHOU) Ha aHanulickom
SA3bIK€ YKa3aHO: TOProBoe HaumeHOoBaHue
nexapcTBEHHOro npenapara,
MEXAYHapoaHoe HEeNnaTeHTOBaHHOE
HaumeHoBaHuWe, A03UPOBKA, NEKapCcTBeHHas
copma 1 konu4yecTBo TabneTok B ynakoeke,
Hagnuck «Antiaggregants.

12. | CPOKIrOQHOCTHU 2ropa CootBeTcTByeT
. 3aknioyeHue: CooTBeTcTBYET 06376-290720, nam. Ne1, 2, 3, 4
%—Iaqanbuuk OKK: / Bonkoea O.B.

Harta Bbinycka OKK: «05» uioHa 2025 r.




