Ha koHmypHoli suelikosoil ynakoeke (bnucmepe) Ha
PYCCKOM £i3bIKe yKa3blieaiom: TOProBoe HanmeHoBaHue
npenapata ¢ npeaynpeauTenHoi Mapkupoekon ®,
MEXAYHAPOAHOE HEeNaTeHTOBaHHOE HaumMeHoBaHWe W
[O3NPOBKY (H& PYCCKOM 1 @HITIWIACKOM  A3blKax),
nekapcTBeHHylo ¢opMmy, HauMEHOBaHue€  TOBapHbIA
3HaK (NaTWHULUENn) AepxaTens  perucTpaumoHHOro
YAOCTOBEPEHUA, HOMEP cepun, AaTty UCTEYEHUA CpoKa
rOAHOCTW.
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n/n nokasatens

1. | OMUCAHUE BusyansHbif. Kpyrnble asoskosbinyknsie TabneTkn ¢ | Kpyrnbie ABOSIKOBLINYkNblE TabneTku ¢ dac-
ackon, NOKPLITHIE NNEHOMHON OBONOYKONW PO3OBOro | KOW, MOKPbLITHIE NNEHOYHOW O0BOMOoYKoN po-
useTa. 30BOrO UBeTa.

2. | NOANMUHHOCTbL Y®-cnektpochoTometpma. Y®-cnexktpel nornoweHus | Yd-cnexrpodoTomeTpus. Yd-cnekrpel no-
UCMbITYeMOro ¥ CTaHAapTHOIO pacTBOPOB B OGNAacTK OT | FAOWEHUA WCNLITYEMOrO U CTaHAapTHOro
250 po 300 HM AOMKHEI UMETb MaKCUMYMbI NPU OAHUX U | pacTeopos B obnactm ot 250 po 300 Hm
TeX Xe ANUHax BOSH. MUMEIOT MakCUMyMbl NPWU OBHUX W TeX Xe

‘ ANMHAX BOMH.
BOXX. Bpema yaepXuBaHWA OCHOBHOTO nuka Ha xpo- | BAXKX Bpemsa yaepxuBaHa OCHOBHOFO Nii-
MaTorpamMmme MCNbITYeMOro pacTBopa AOIMKHO COOTBET- | KA Ha XpomaTtorpaMme WCNbITYeMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHWA MKUKA KIONWAOrpena | TBOpa COOTBETCTBYET BPEMEHW YAepXuBa-
Ha XpoMmaTorpamme CTaHZapTHOrO pacTBopa (pPasfen | HUA MuKa Knonuaorpena Ha xpomarorpamme
«KonuyectBeHHOE onpeaenceHue»). cTaHfapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE Onpejenexue).
3. | CPEOHAA MACCA e PO, 09C.1.4.2.0009.15.
OT 248,56 po 263,94 mr (256,25 mr + 3,0 %). 258,64 mr (+0,9%)

4. | PACTBOPEHUE e P®, 09C.1.4.2.0014.15, (102%)
Y®-cnektpochoTomMeTpUs. 101%

He meree 80 % (Q) oT 3aABNEHHOrO KOSIKYECTBA KNONK- 101%
porpena vepes 30 MUHYT. 105%
101%

| 101%
| 105%

5. | POOCTBEHHbBIE B3XX.

NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,07%
npumecs C — He 6onee 1,5 %; 0,13%
eUHNYHasA HeuaeHTUNUUPOBaHHaA NnpuMeck — He Go- 0,01%
nee 0,2 %;
cymma npumeceni — He Gonee 2,5 %. 0,23%
6. | BOOA Fo Po, 00C.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBUOJIOTMYECKAA | IN'® PP, OPC.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA O6wee 4ucno aspobHbIX MUKPOOPraH3MoB - He Bonee Menee 20KOEB 1T
10° KOE B 1 r {(Mn);
OO0LWee unCcNO APOXOKEBBIX W NNECHEBBIX rpuboB: He Menee 10 KOEB 1T
Gonee 10> KOE B 1 1 (Mn);
Escherichia coli: otcyTcTeue B 1 1 (mn). He obBHapyxeHo

8. | OAHOPOOHOCTb re Po, 09C.1.4.2.0008.18, cnocob 1.

JO3UPOBAHUA AV < 15,0 % (n = 10), ecnn ycnosie He BLINOMHAETCA,
T0 AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuye- AVi=3,0%
CTBEHHOE COjAepXKaHWe KNOonUAorpena AOMKHO Haxo-
AvTbCA B uHTepsane 0,75-M - 1,25-M.
9. | KOMMYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonuaorpena (o1 95,0 % 73,55 wmr
ONMPEQENEHUE 20 105,0 % oT 3asBNEHHOro KONU4ecTBa) B OAHON Tab- (98,1%)
netke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpPHyKO AYElKkoBYI0 ynakoeky | Mo 10 TaBneTok B KOHTYPHYIO SYEMKOBYIO
(bnuctep) U3 NNEHKN NOAWBUMHUNXNOPMAHON K chonbrn | ynakoeky (6nuctep) na nnexkn NBX/MBAX un
anioMWHNEBON WNU B KOHTYPHYIO AYEKOBYIO ynakoBky | (POMbrv anoMUHUEBOW.
(bnuctep) us nnenku NMBX/MBAX u donbrn aniomuHne-
BON.
Mo 3 nnu 6 KOHTYPHBLIX AYENKOBbIX YNakoBoK (6nucte- | Mo 3 KOHTYPHBIX AYEAKOBBIX YNakoBOK (-
poB) unu no 1 6aHKke BMECTe C MHCTPYKUMEN No Npume- | CTEPOB) BMECTE C WHCTPYKUMEN NO npume-
HEHMIO B NaYKy KAPTOHHY!IO. HEHUIO B NAYKy KAPTOHHY!O.

11. | MAPKUPOBKA Mepesuy4Has ynakoska MepsuyHasi ynakoeka

Ha «konmypHOU  sdelikoeoli  ynakoeke
(6rucmepe) Ha pPyccKOM S3bIKe YKa3aHo:
TOProBOE HauMeHoBaHMe npenapata C
npeaynpeavTensHoin  mapkupoekon — ®,
MeXAyHapoaHoe HenaTeHTOBaHHOE
HauMeHOBaHKe W AO3NPOBKA (Ha PYCCKOM U
AHMMWIACKOM  A3bIKax),  NeKapcTBEHHas
thopma, HaumMeHOBaHWe TOBapHbIA 3HaK
(naTuHuUen) aepxarena perncTpauMoHHOro
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Bmopuy4Has ynakoska

Ha kapmoHHOi nayke Ha PYCCKOM SI3bIKe YKa3biearom:
TOproeoe HaMMeHOBaHue npenapara c
npejynpeauTensHon mapkuposkor ®, mexayHapogHoe
HenaTeHTOBaHHOe HanmeHoBaHwue, A O3NPOBKY,
chapmaKkoTepaneBTUIECKyld rpynny, JieKkapCTBEHHYIO
dopMy un konuuyecTBO TabneTok B ynakoBske,
HauMeHOBaHMEe ¥  COAEpXaHne  AEWCTBYIOLLEro
BelecTsa B OAHOW TabneTke, ycnosBuA XpaHeHuWs,
npeaynpeauTensHble Haanucn «COAEPKWUT NakKTosbl
MOHOrMApaTy, «XpaHuTb B HEAOCTYMHOM ANA AeTel
MecTey, «Mepeg npUuMeHeHuem npenapara
O3HaKOMbTECH € Mpunaraemomn VHCTPYKUMEn»,
«MprHUMaTL N0 HA3HAUYEHUIO BpaYva», YCMOBNA OTNYCKa,
cnoco6 NpriieHeHIis, Haanucb «®» -
3aperncTpUpoBaHHbIi  TOBapHbI  3HAK»,  HOMEpP
CBUAETENbCTBA O PEerucTpaumuu TOBAPHOrO 3HaKa,
HoMep PErncTpaLmoHHOro YAOCTOBEPEHWS,
HauMmeHoBaHue aepxarens PErMCTPaLMOHHOIO
YOOCTOBEPEHWUSA, €ero CTpaHy ¥ TOBapHbIA 3HaK
(naTuHUuer), HaumeHoBaHWe, CTpaHy 1 ropos upmsi-
NPOM3BOAMTENA, LUTPUX-KOA, HOMEp cepuu, Aaarty
MCTEYEHNS CPOKa FOAHOCTM, LUTPUX-ko4 B chopmarte
DataMatrix, rmo6anbHbii UAESHTUDUKALMOHHBIA HOMED
TOProBOW eAWHUUbLI U UHAUBUAYATNbHBIA CEPUAHBINR
HOMEP TOProBoW enHnLbI.

HononHumensHo Ha emMoOpuYyHOU ynaxkoske (Ha nayke
KapmoHHoll) Ha aHenulickoM A3bike  yKasbiealom:
TOProBOE HaMMEHOBaHWE NeKkapcTBEHHOro npenapara,
MEXAYHAPOAHOE HENaTEeHTOBAHHOE HaWMEHOBaHue,
AO3NPOBKY, NEKapCTBEHHYIO POPMY M KONMYECTBO
TabneTok B ynakoske, Hagnuck «Antiaggreganty.

YAOCTOBEPEHMS,, HOMEp cepun, jgara
NCTEYEHMNS CPOKa FOAHOCTH.

Bmopu4Has ynakoeka

Ha kapmoHHOU navxke Ha pPYCCKOM S3blke
yKasaHo: TOproeoe HaMMeHOBaHMe
npenaparta c npeAynpeauTensbHoM
MapKUPOBKOW ®, MexayHapoaHoe
HENATEHTOBAHHOE | HAaMMEHOBaHue,
L03MpOBKa, thapmakoTepanesTuieckas
rpynna, JNieKapcTBEHHas dopma "
KONMU4ECTBO  TabneTok B YNakoBKe,
HaumMeHoBaHue n coAep)xaHune
LEACTBYIOLLIEr0  Bewectsa B OAHON
TabneTke, ycnosus XpaHeHus,
npeaynpeauTenbhbie Hagnucn «Copepxur
nakTo3sl  MOHOrMApaT», «XpaHuTb B
HefoCTYNHOM ANs AeTen mecte», «[lepea
NPUMEHEHWEM npenapaTa O3HaKOMbTECh C
npunaraemoil MHCTpykumnen», «lMpuHumats
No HasHa4YeHWio Bpayay, ycnosus OTnycka,
cnocof npumeHeHus, Hagnuce «®» -
3apPErMCTPUPOBAHHLIA  TOBAPHBIA  3HAKY,
HOMEP CBWAETENBCTBA © perucTpauun
TOBAPHOTO 3Haka, HOMep PErncTPaLMOHHOro
YAOCTOBEPEHUA, HauMeHOBaHne Aepxarens
PErUCTPALMOHHOTO  YAOCTOBEPEHUS, €ro
cTpaHa K TOBapHbI 3HAK (nNaTUHULEW),
HauMeHoBaHwe, cTpaHa W ropos hUpMbI-
NpoK3BOAUTENS, LUTPUX-KOA, HOMEP cepun,
AaTa UCTeYeHMs CPoKa FOAHOCTM, LUTPUX-
ko B copmare DataMatrix, rnobBanbHbiii
MAEHTUPUKALUOHHEIA  HOMEpP  TOProBOiA
€AVHULIBI N WHAMBMAYaNbHBIA CEpPUIiHBLIA
HOMEP TOProBOW €ANHULbI.

HononHumensHo Ha emoOpuYHOLl yrnaKoske
(Ha na4yke KapmoHHOU) Ha aHenuilickom
S3bIKe yKa3aHO. TOpProBoe HauMeHOBaHue
NEKapCTBEHHOTO npenapara,
MEXAYHAPOAHOE HENATEHTOBaHHOE
HanmeHOBaHVe, AO3MPOBKa, NleKapcTBEeHHas
chopma 1 KonuuecTso TabneTok B ynakoBKe,
Haanuck «Antiaggregant».

12. | CPOK rogHOCTHK 2-ropa CooTseTcTayeT
3aksoueHuUe: CooTtBercTB JN-006376-290720, nam. Ne1, 2, 3, 4
HavanbHuk OKK:

Harta Bbinycka OKK: «10» nioHs 2025 r.
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