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n/n nokasartensi

1. | ONMNCAHUE BusyanbHbiit. Kpyrnble ABoAKoOBbINyknbie Tabnetkn ¢ | Kpyrnble psoskoBbinyknble Tabnetku ¢ dac-
hackoi, MOKPLITbIE NNEHOYHOM OBONOYKOM PO3OBOrO | KOW, MOKPbITbIE NNEHOYHOW obonouvkon po-
useTa. 30BOrO LBeTa.

2. | NOANMVWHHOCTbL Y®-cnekrtpocdotomeTpusa. YP-cnektpsl nornowieHna | YO-cnektpbl NOrMowweHNs UCNLITYeMOoro u
UCNLITYEMOFO U CTRHAAPTHOTO PaCcTBOPOB B 06GMacTu OT | CTaHAAPTHOrO pacTsopos B obnactu ot 250
250 g0 300 HM AOMKHBI UMETL MAKCUMYMBI IPU OAHUX U | A0 300 HM UMEIOT MaKCUMyMbl MPU OAHUX U
Tex e ANuHaxX BOMH. TEX We ANvHaX BOJH.

B3XX. Bpemsa yaepKuBaHWUS OCHOBHOTO NUKa Ha Xxpo- | Bpemsa yaepxuBaHWA OCHOBHOrO MnMKa Ha
MaToOrpamme WCMbITYEMOrO pacTBopa AOMKHO COOTBET- | XpomaTorpaMme MUCMbITYEMOro pacTBopa
CTBOBaTk BpPeMeHu YAEPXUBAHUA NUKa KIoMuiorpena | COOTBETCTBYET BPEMEHW YAEpXUBaHUA nuka
Ha XpoMaTorpamMme CTaHAapTHOro pacTeopa (pasjen | knonuaorpena Ha XxpomaTorpamme  Cra-
«KonunuectBeHHOe oripeseneHuer). papTHoro pacteopa (pasaen «Konuue-
CTBEHHOE OnpeaeneHne»).
CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
OT 248,56 50 263,94 mr (256,25 mr & 3,0 %). 261,26 mr (+2,0%)
4. | PACTBOPEHUE e Pd, 09C.1.4.2.0014.15, (96%)
YO - cnekrpodoTomMeTnUA. 98%
He meHee 80 % (Q) ot 3asBneHHOro konuvecTsa knonu- 96%
Aaorpena yepes 30 MUHYT. 96%
96%
95%
95%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0.12%
npumeck C — He G6onee 1,5 %; He o6HapyxeHo
eAWHNYHAA HeuaeHTMUMPOBaHHAs NpUMeCh — He 6o- 0,05%
nee 0,2 %;
cymma npumeceii — He Gonee 2,5 %. 0,18%
6. | BOOA e P®, 09C.1.2.3.0002.15, meTon K. ®uwepa.
He Gonee 7,0 %. 1,5%
7. | MUKPOBUOJIOTMYECKASA | TP P®, O®C.1.2.4.0002.18, kaTeropun 3A.
YUCTOTA O6Lyee yucno aspobHbIX MUKPOOPraHuamoB - He Gonee Menee 20KOEB 11
10°KOE B 1 r (mn);
OObLlee unCnO APONOKEBBIX W MMECHEBbIX rPuboB: He MeHee 10KOEB 1T
Gonee 102 KOE B 1 r (Mn);
Escherichia coli: oTcytcTBue B 1 1 (Mn). He ob6Hapy#eHo
8. | OOHOPOOHOCTbL T'® Pd, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINONMHAETCH,
T0 AV < 15,0 % (n = 30), n ans 30/30 TabneTok konnie- AV40=7,8%
CTBEHHOE COAEpXXaHUe KNOnuAOrpena AOMKHO Haxo-
AuTbes B uHTepsane 0,75-M — 1,25-M.
9. | KONMMKYECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonuaorpena (ot 95,0 % 74,50 mr
ONPEQENEHUE Ao 105,0 % oT 3aABNEeHHOrO KonnyecTsa) B 0AHON Tab- (99,3%)
neTke.

10. | YMAKOBKA Mo 10 TabneTok B KOHTYpHYIO AYeiikoByl ynakoBky | Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO
(6nncTep) W3 NNEHKN NOMMBUHWIXIOPUAHOR M cdonbrn | ynakoky (6nucrep) ns nneHky NBX/MBOX un
anoOMUHUEBON UNU B KOHTYPHYIO AYElKOBYIO YNakoBKY | ¢hONbra anioMUHUEBON.

(6nuctep) u3 nnexkn MBX/MBOX u donbrn anioMmuHme-

BOM.

Mo 3 unu 6 KOHTYPHbBIX SYENKOBbIX ynakoBok (Bnucte- | Mo 3 KOHTYPHLIX AYeKoBLIX ynakoBok (6nu-
poB) unu no 1 GaHke BMECTE C MHCTPYKUMEN No npume- | CTEPOB) BMECTE C WHCTPYKLME#A no npume-
HEHMIO B NAYKy KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA NMepeuyHas ynakoexa lepeuyHas ynakoeka
Ha koumypHoll suelikoeoll ynakoeke (brnucmepe) Ha | Ha  konmypHol  sivelikogoll  ynakoseke
PYCCKOM 513biKe YKa3blealom: TOProsoe HaumeHoBaHue | (6rriucmepe) Ha PYyCCKOM $13biKe YKa3aHo:
npenaparta ¢ npeaynpeauTENLHOW MapkMpoBkoiW ®, | ToproBoe HauMeHOBaHMe npenapata ¢
MEXAYHapOAHOE HEenaTeHTOBaHHOE HaMMEHOBaHue U | NpesynPeAUTENbHOA  mapkupoBkod  ®,
AO3MPOBKY (Ha PYCCKOM 1 aHIMMACKOM £3blKax), | MeXAyHapoaHoe HenaTeHToBaHHOe
NekapcTBeHHyl0 GOpMy, HauMeHOBaHWe  TOBapHbLI | HaUMEHOBaHME 1 J03MPOBKa (Ha PYCCKOM
3HaK (naTmMHuuen) JAepxaTenss  PerucTpauuoHHOTO | aHrMACKOM  A3biKax), nekapcTeeHHas
YAOCTOBEPEHUS,, HOMEP CepuM, AaTy MCTeYeHMA cpoka | ¢opma, HauMeHoBaHue  TOBapHbI 3HaK
rOAHOCTH. (naTuHUUeR) AepxaTens pPerucTpaLuoHHoOro

YAOCTOBEPEHUsA, HOMEep cepuu, Aarta
MCTEYEHMUA CPOKA rogHOCTH.
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Bmopuynas ynaxkoexa

Ha xapmoHHOU nayxke Ha DYCCKOM si3bike yKa3blealom:
TOprosoe HanMeHoBaHe npenapata c
npeaynpeauTenbHON MapKUpoBkoh ®, MexayHapoaHoe
HenaTeHToBaHHoe HaMMeHoBaHue, L O3NPOBKY,
thapmakoTepaneBTUIECKYI0  rPynny, NeKapCTBEHHYIO
copMy 1 KonMuecTBO TabNeTok B  YNaKkoBke,
HaMMEHOBaHWe W  CoaepXaHue  AeiCTBYIOLEro
BellecTsa B OAHOM TabneTke, YCNOBUA XPaHEHUs,
npeaynpeauTenbHble Hagnucin «COAEPXUT NaKTO3bl

MOHOrMAPAT», «XpaHUTb B HEAOCTYMHOM AMA AeTei
mecTe», «Mepep NPUMEHEHNEM npenapara
O03HaKOMbLTECH € MPUNaraemMoil  WHCTPYKUME»,

«puHUMATL NO HAa3HaYEHNIO Bpaua», yCrnoBus OTnycka,
cnocob NPUMEHEHUA, Hapanuchb «®» -
3aperncTpUpoBaHHbii  TOBApPHLIA  3HAK»,  HOMEp

cBuaeTensctea O perucTpauyuM  TOBapPHOrO 3Haka,

HOMEp perncTpaumuoHHOro YAOCTOBEpPEeHus,
HanmeHoBaHue Aepxarena perucTpauuoHHOro
yAoCTOBEpeHuR, e€ero CrpaHy u TOBapHLI  3HaK

(naTuHuUen), HaumeHoBaHue, CTPaHy 1 ropos upMbi-
NPON3BOAWTENS, LUTPUX-KOA, HOMEp cepuu, Aaty
UCTeueHns CpoKka TFOZHOCTH, LUTPUX-KOA B dhopmare
DataMatrix, rnofanbHbll UAEHTUDUKALNOHHBIA HOMEP
TOPrOBO €AMHULBI ¥ WHAWBUAYASbHbLIA CEPUAHLIRA
HOMEP TOProBO eANHULbI.

HononHumenbHO Ha emMOpPuUYHOU yrnaKoeke (Ma nayxe
KapmoHHOU) Ha aHa/ulickoM f3blKe yKasblealom:
TOProBOE HaMMeHoBaHKe NeKkapcTBeHHOro npenapara,
MEXAYHAPOAHOE HEMaTEHTOBAHHOE HaWMeHoBaHue,
DO3WPOBKY, 1eKapCTBEHHYIO (DOPMY U KONUYECTBO
TabneTok B ynakoBke, Hagnuch «Antiaggregant».

Bmopuy4Has ynaKoeka

Ha kapmoHHOU nayke Ha PYyCCKOM $13biKe
yKasaHo: TOprosoe HaumeHoBaHwe
npenapara c npeaynpeauTensHon
MapKupoBKOi ®, MEXAYHapOAHOE
HenaTeHToBaHHoe HauMeHoBaHue,
L031poBKa, thapmakoTepanesTu4eckas
rpynna,  nexapcTBeHHas cdopma - u
KonuMyecTBo  Tabnetok B ynakoske,
HaMmeHoBaHue n coaepxaHue
AelicTByiOllero  BelwecTtsa B OAHO
Tabnetke, ycnoBus XpaHeHus,
npeaynpeautenbHele Hagnucn «Coaepxut
NaKTosbl  MoHOrMApar», . «XpaHuTe B
HeAOCTYNHOM ANA jeTeit mecte», «[lepep
NpUMEHEHVEM NpenapaTa O3HAaKOMbTECh C
npunaraemoit UHCTpykumeir», «TpuHUMaTbL
MO HasHaUYEeHWIo Bpada», YCNoBKUSA OTNyCKa,
cnoco® npumeHeHus, Hapnucb «®» -
3apEruCTpUpPOBaHHbIi  TOBaPHBIA  3HAK»,
HOMEP CBMWAETENLCTBA O perucrpauumn
TOBapHOro 3Haka, HOMEepP PerncTpaLmoHHOro
YAOCTOBEPEHMNA, HauMeHOBaHUe aepxaTens
PErMCTPALMOHHOIO YA OCTOBEpEeHusl, ero
CTpaHa M TOBapHbIA 3HaK (naTuHUUen),
HaUMEHOBaHWE, CTpaHa U ropoa (PUPMbI-
Npou3BOAUTENS, LUTPUX-KOA, HOMEP CepuH,
AaTa MCTeYeHMs CPOKa rOAHOCTH, LITPUX-
kop B thopmare DataMatrix, rmoSanbHbliA
NAEHTU(PUKALUMOHHBLIA  HOMEP  TOpProBow
eAUHMLBI U WHAUBUAYATBbHBIA CEPUAHBIA
HOMEp TOProBOIN EANHMLIbI.
HoronHumensHo Ha 8MOPUYHOU ynakoeke
(Ha nayke KapmoHHO{) Ha aHa/IUlCKOM
A3bIKe yKa3aHO: TOProBOe HavMMeHOBaHue
FNIeKapCTBEHHOrO npenapara,
MEXAYHAPOAHOE HenaTeHToBaHHOe
HauMeHOBaHWe, JO03UPOBKa, NeKapcTBEHHaRA
chopma u KonnMuYecTBo TabneTok B ynakoske,
Hagnuck «Antiaggreganty.

12. | CPOK rOAHOCTU

2roaa

CooTBeTcTBYET

' 3aknioueHme:

FeHepanbHbLIA AUpPEKTOp:

CooTBeTcTBYET TpeboBaHuaM JIM-006376-290720, us

|
Nata ebinycka OKK: «27» okTabps 2025 r. (1[

01,2, 3,4

pckmin [.B.




