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[1-SOP-QC-QC-140-08.01
000 «DAPMAKOP ITPOJAKIIIH», 197375, r. Cauxr-Iletepbypr,

pharmprod@pharmprod.ru

yi.Penuimesa, 1.14, kopit.5, o.247 Ten.: 677-89-82, e-mail:

Junensug NoJ1012-00102-77/00010624 ot 28.06.2008
CEPTUDUKAT AHAJII3A Ne 520 or 22.11.2025

Pebarut®, TabjieTkH, NOKPLITHIE IJIEHOYHOIH 000109K0ii, 100 Mr Ne9(

Hara npouseojcrtea; 13.10.2025

Jlata oxoHuaHMs cpoka rogHoctu: 13.10.2029

Homep perncrpanponnoro ynocrosepenns: JIIT-Ne(001532)-(PI'-RU) ot 09.12.2022, nata nepeodopmicuns 27.09.2024
Hopmartusnetit noxyment: JITT-Ne(001532)-(PI"-RU)-270924

ITokasarenu Hopmnbr PesyneraTel Ccblnku Ha Me-
KayecTsa (nomycTHMBIE TIPeIeNEI) HCITBITAHHI TO/Ibl HCTIBITA-
HH
Onucanmne Kpyrusie, nposkosLnmykibie Tabierku, nokpei- | Kpyribie, ABOAKOBLITYKIIbIE TAOIETKH, BusyansHerii

ThbIE [UIEHOYHOH 000J1049K0H, 0€I0ro Uiy noYTH
Oesoro usera.

MOKPBITHIE TIEHOYHOH 0001104KOH, Desoro
LBETA.

OILHOpO,D,[-IOCT]: MACCEI

Ot 231,8 10 256,2 Mr (244,0 mr + 5,0%)

Becosoii MmeToj

18/20 Tabnerok — ne Gonee = 7,5% -224(5);89Mi4 79
2/20 tabnerok — ne donee = 15,0% W TR
Hnentrduranus Bpems ynepixuBanus 0CHOBHOTO MHKa Ha XpoO- B32XKX
MaTOrPaMMe MCITBITYEMOrO PACTBOPA JOJIKHO
COOTBETCTBOBATE BPEMEHH yiepinBanus nuka | COOTBETCTBYET
pebaMHIIH/IA Ha XPOMATOrPAMME CTAHIAPTHOTO
_pacrBopa
Pactropenue He menee 70% (Q) pebamununa oT HOMHHAIB- 100 % B2WX
HOTO cojJiepkanus yepes 45 MUHYT
Poncreentsie nmpumecn Enunnunas npumecs - ve donee 0,2% Menee 0,05% BDIKX
Cymma npumeceii - ne 6onee 2,0% Menee 2,0%
Muxkpobuonoruyeckas Kareropus 3A: CooteercTBYET
YHCTOTA, B TOM YHCIIE! (M1 000 HHLL «@APMOBOPOHA» TT NaS125m/25 or 20.11.2025)
He Gonee 10° KOE Menee 10 KOE s 1 I'd PD,

OBtee uncio aapoOHbIX
MHUKPOOPTaHH3MOB B | T
Obuiee Yucno AposxKkKe-
BbIX M MJIECHEBBIX IPHOOB
Blr

He Gonee 10° KOE

Menee 10 KOE BT

OdC.1.2.4.0002.18

Escherichiacolis 1 1 Orcyrcrre OrcyTtcTByeT

OaHOPOIHOCTE I03HPO- Jns 10 epanuig (n=10) AV<15,0 wnu uis 30 8,7 % (n=10) Pacuertno-

BAHHOM eMHHIIBI eaunui (n=30) AV<135,0 u Bce 3HaYeHUS CO- BECOBOM
nepaxands Xi ynoBneTBOPAIOT HEPABEHCTRY MeTO]L
/M- Xi/<0,01 xL2xM

Konnuectsennoe onpe- Ot 90,0 mo 110,0% (ot 90,0 no 110 mr) 104,8% (104,8 mr) B2XKX

JCICHHE

peﬁaMHHP{,ﬂa OT HOMHHAJIbHOTO COUCPIKAHNA

Onucanue ymakoBKH

Io 7 Tabnetox B OMCTEp U3 MIICHKH [TOJHBH-
HUJIXJIOPHAHOH/ TIOMHBHHIIIAIEHX IO PHIHOH
(TIBX/TIBJIX) v antoMuHHEeBOH (ONBIH.

ITo 3, 6 unm 12 GnHCTEpOB BMECTE C HHCTPYK-
LMEH 110 IPUMEHEHHIO B 1aYKY KAPTOHHYIO.
Mo 10 TabneTox B GnHcTep U3 NIEHKH MOTHBH-
HHUITXJIO PHAHO T/ TIOTMBHHHITMACHX TOPHUTHOH
(IIBX/TIBAX) u amoMuHueBo# (Gomrsry.

Mo 2,3,4,9,12, 15 unn 18 Gnucrepor BMecTe
C MHCTPYKIMEH N0 MPUMENEHHIO B MaYKy Kap-
TOHHYIO.

ITo 21 Tabnerke B GnucTep U3 NIGHKH MOJHUBH-
HHJIXJI0PH IHOH/TONMHUBUHHINICHXIOPUHAHOH
(IIBX/TIBJAX) v amomunueBoi ¢Goiibru.

Io 1, 2, 4 unu 8 6iucTepoB BMECTE C HHCTPYK-
UHEH 110 MPHMEHEHHIO B Ma4Ky KapTOHHYIO.

[To 10 Tabnerox B GMUCTEP U3 NIIEHKH MO~
JIMBUHWIIXIIOPUMAI-
HOH/TOMMBHHHITHIEHXJIOPHIHOH
(MBX/TIBAX) u ayromuHueBoit qonsru.
[To 9 6nucrepa BMecTe ¢ HHCTPYKUHE 110
[IPHMEHEHHIO B Ia4KY KapTOHHYIO,

Mapkupogka

Paznen 1.3.2 monyna 1 perucTpallHoHHOTO
JIOChe JIEKAPCTBEHHOTO IIPEIapaTa.

Ha éaucmepe Ha pycCKOM A3bIKe YKA3bIBAKOT:

- TOProBOe HAMMEHOBAHHE LIPENaparta ¢ pery-
HPeANTENLHOH MapKHPOBKOi ®,

- JIO3HPOBKY,

Ha bnucmepe Ha pyccKOM sI3bIKE YKA3aHO!
- TOPrOBOE HAMMEHOBAHHE TIperapara ¢
[peaynpeauTeNbHONH MAPKHPOBKOH ®,

- JIO3MPOBKA,

Cepruduxar ananusza. ©opma [1-SOP-QC-QC-140-08.01. Beenena szamen [1-SOP-QC-QC-140-04.01 ¢ 09.01.2025




Crp.2u3?2

Junensus NeJ1012-00102-77/00010624 ot 28.06.2008

[1-SOP-QC-QC-140-08.01
000 «®APMAKOP IMPOJIAKIUH», 197375, r. Cankr-IlerepOypr,
yi.Penmesa, .14, xopr5, of.247 Ten.: 677-89-82, e-mail:

pharmprod@pharmprod.ru

CEPTHO®UKAT AHAJIN3A Ne 520 or 22.11.2025 r

PebarnT®, Tal/eTKH, MOKPLITHIE UIEHOYHOH 000104K0H, 100 Mr Ne9(

Cepusi: 1331025

Hara npoussojacrea: 13.10.2025

Jlata oxonuanus cpoka rojguocty: 13.10.2029

- HAHMEHOBAHHE JAeHCTBYIOLEr0 BELICCTBA U
ero cojepkatue,

- nekapcTBennyio GopMy M KonuyecTBo Tabie-
TOK B Dimcrepe,

- HAUMEHOBAHME BIAJIENLLA PEr. yI0CTOBEPE-
HHA,

- JIOPOTHIT BIAJENBLA Per, yA0CTOBepeHH: (Ha
AHCTHACKOM A3bIKE),

- HOMEP CepHH,

- CPOK I'OJIHOCTH.

Ha kapmounoil nayie yKasblBawT:

- TOProBO€ HAHMEHOBAHME NpPerapara ¢ npey-
TNpelMTENBLHON MAPKUPORKOH ®),

- MHH,

- JI03UPOBKY,

- HAMMEHOBAHHE JEHCTBYIOILErO BELLECTBA H
ero cojepkanue B 0jiHoi Tabnerke,

- nekapcTBeHHY0 GopMy M KoamuecTso Tabie-
TOK B Nayke,

- «Bcnomozamenshsie 6elyecmad: MaHHUTON H
JIp., YKA3aHHBIE B HHCTPYKLMH 10 IPUMEHE-
HHION,

- npejynpenTensele Hannuen: «He npume-
HATL [0 HCTEYEHHH CPOKA IOJHOCTH!»,
«XpaHnTh B HEAOCTYITHOM JUIA feTed mecTe!»,
- cnoco® npuMeHeHus,

- YCJIOBHA OTIIYCKa,

- YCJIOBHA XPaHEHH,

- HAMMEHOBaHHE BIAJENbLA Per. y10CTOBEpe-
HuA,

- aJIpec BIaJenblia Per. yJI0CTOBEPEHHS,

- HAUMEHOBAHUE IIPOU3BOAUTENS,

- ajpec MPOM3BOAHTENL,

- IOTOTHII BJIAJENbIA Per. Y10CTOBepeH s (Ha
AHTIIMICKOM S3BIKE),

- HOMEp per. yA0CTOBEPEHH,

- HOMEp CepHH (1aTa IPOM3BOACTEA BKIIOYEHa
B HOMEp CepHu),

- CPOK FOJHOCTH,

- uHpopMaLHsl U MOHHUTOPHHIA ABHIKEHHS
JIEKAPCTBEHHOT'O 11penapara oT NpoH3BOJIMTENS
JI0 KOHEYHOTo roTpedures,

- WITPHX-KOA,

- koa(bl) THROrpaduu, papmaro(bl).

- HAMMEHOBaHHE JIeHCTBYIOIEro BellecTBa
U ero cojiepkaHue,

- JiekapcTBeHHAs PopMa M KOJIMYECTBO
rtabierok B Gnucrepe,

- HAUMEHOBAHUE BIIAeIIbLA PEr. YA0CTOBE-
peHus,

- JIOTOTHII BJIaJieNblia Per. YJ0CTOBEPEHHA
(Ha AHIJIHACKOM 53bIKE),

- HOMEp CEpHH,

- CPOK I'OJIHOCTH,

Ha kapmonnoli nauke yKasaHo:

- TOProBOE HAMMEHOBAHHE Ipernapara c
npeynpeanTenLHOH MapKHPOBKO# ®),

- MHH,

- J103MPOBKA,

- HAUMEHOBAHKE JCHCTBYIOLLETO BEIECTRA
W ero cojlepianne B oaHoil Tabnerke,

- JIEKApCTBEHHAs (JOPMA M KOJIHUECTBO
Tab/IeTOK B Mauke,

= ((BCR()J‘HOZQHIE’JHJH(?IE gelyyecmaa; MaHHH -
TONM KU ,[Lp., VKAa3aHHBIC B ]/lHCpr[{LlHH o
rIpMMCI—[EHHlO)),

- npeaynpeanTenbHble Hajnueu: «He npu-
MEHSTh 110 MCTEUEHHH CPOKA FOAHOCTH!»,
«XpaHHTh B HEJIOCTYITHOM JUIA JeTeil Me-
creln,

- cioco0 npUMeHeHus,

- YCJIOBMA OTIIYCKA,

- YCIIOBHS XpaHeHus1,

- HAHMEHOBAHME BIa/IeNblia Per. YA0CTOBe-
peHus,

- aJIpec BI&/IeNblia per. yA0CToBepenms,

- HAUMEHOBAHHE 1IPOM3BOMTEA,

- aJIpec NPOM3BOJIMTEN,

- IOCOTHII BIAJE/bLA PEr. YAOCTOBEPEHHS
(Ha aHrIHACKOM A3BIKE),

- HOMEp per. YIOCTOBEPEH s,

- HOMEp CEpHH (J1aTa NPOM3BOACTBA BKJIIO-
ueHa B HOMED CEPHH),

- CPOK ['OJIHOCTH,

- MH(pOPMALIHS /LA MOHUTOPHHIA ABHAKE-
HMsl JIEKAPCTBEHHOIO [IpenapaTa 0T 1PoHt3-
BOJMTENS JI0 KOHEYHOTO roTpeduTes,

- IWTPHX-KOI,

- Koa(bl) THIIOrpaduy, papmaroi(bl).

XpaHeHue

He Tpebyer creniaibHblX YCIOBHH XPaHCHMS.

He tpeQyer crieumnansubx yCIOBHH Xpane-
HHA.

Cpox rofiHOCTH

4 ropga.

4 ropa.

3AKJIIOYEHHUE OKK:
Cootsercreyer TpeGosanusim JITT-Ne(001532)-(PT-RU)-270924. T'onen 10:10.2029

OTBETCTBEHHBIH COTPYAHHK JlellapTaMEHTa KaYeCTBa:

o)
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(JIMYHAS MOJNTHCE)

Anexcanjgposa O.A.

(pactundpoBKa noAnHcH)



