Crp. 1z 2

Cepust: 1170626

I1-SOP-QC-QC-140-08.01
000 «DPAPMAKOP ITPOLAKIIH», 197375, r. Cankr-Ilerepbypr,
yi. Permmiuesa, 1.14, xopr.S, o.247 Ten.: 677-89-82, ¢-mail:

pharmprod@pharmprod.ru

Jlunensus NeJ1012-00102-77/00010624 ot 26.02.2008
CEPTHUOUKAT AHAJIVI3A Ne287/1 o1 31.08.2026 ¢

PebarnT®, TabiieTkn, NOKpLITHIE NICHOUHOW 000J10uK0#H, 100 Mr Ne30

Hara niponssoncersa: 17.06.2026

Kommaecrso: 13 922 ym,

Jara oxonvanns cpoxa rogHocti: 30.06.2030

Homep perucrparmonnoro ynoctosepenus: JIIT-No(001532)-(PI-RU) ot 09.12.2022, nata nepcopopmiuenns 27.09.2024
Hopmarueusrit noxyment: JITT-No(001532)-(PI"-RU)-270924

IToxaszarenu Hopmur Pesynbrarsl Ccbutku Ha Me-
KayecTsa (JIOTTYCTHMBIC NPEMEITB ) UCTIBITaH W TOJILI HCTILITA-
HHH
Onucanne Kpyrabie, ABOSKOBBITYKIIbIC TaONeTKH, MTOKPEI- | Kpyribie, JIBOSKOBLIMYKIbIE TAONETKH, Busyanbiniii

ThIE THICHOMII0H 000104K0iT, 5eJIOro HIlH MOYTH
6estoro 1peTa.

IIOKPBITBIE TICHOUHOM 060s10uKol, 6enoro
1BETA,

OI.U]O[)OJU]OCTB Maccehbl

Ot 231,8 110 256,2 mr (244,0 mr + 5,0%)
18/20 rabnerox — ne 6onee + 7,5%
2/20 Tabnerox — ne 6osee * 15,0%

241,5mr
- 53 %; +4,8%

Becopoii MmeToj

Mnentupuraums Bpewmsi ynepixusaiisg 0CHOBHOTO ITHKA HA Xpo- BOXX
MaTOIPaMMe HCTILITYEMOr0 PACTBOPA JI0JKHO
COOTBETCTBOBATL BPEMEHHU yiepkupanus nmyka | CooTBeTCTBYET
pebdamMuIInia Ha XPOMATOrPAMME CTAHAAPTHOTO
pacTiopa

Pacropenue He metiee 70% (Q) pebamurnuaa o1 HoMUTANb- 86 % BOXX
HOro cojiepanns uepes 45 MUHYT

PosCTBEHHBIE TPHMECH Emnnunas npumecs - ne 6onee 0,2% Meuee 0,05% BOXX
CymMma npumeceii - ve Gounee 2,0% Meuee 2,0%

MiuxkpoGuonoruueckas Kareropus 3A: Coorsercrsyer

YHUCTOTA, B TOM YHUCIIE; (ML 000 Qxenepr Binoy T1H Ne8023-1 o1 31.08.2026 1)

O6uiee yncno azpobunx He Gonee 10° KOE Menee 10 KOE BT I'd P,

MHKPOOPTaHH3MOB B | 1
Ob1tee YHCIo JipoxxKe-
BLIX W IIECHEBBIX IPHOOB
lr

He Gonee 10* KOE

Menee 10 KOE B

OdC.1.2.4.0002.18

Escherichiacolin I r Orcyrersue Oreyrersyer

OanopoaHocTs 1031Upo- Jost 10 enpann (n=10) AV<I1S5,0 wnn juist 30 Jlist 10 equnnig (n=10) AV = 7,2 % n Bce Pacuerno-

BANNOM €AMIH LB enunuil (n=30) AV<I1S5,0 1 Bce 31aueHus co- 3HAUCHHs cofepxkanus Xi yA0BIETBOPSIOT | BECOBO
aepanus Xi yI0BIETBOPSIOT HEPABEHCTBY nepagencrsy /M- Xi/< 0,01 xL2xM MeTOJL
/M- Xi /< 0,01 xL2xM

Konuuecrsennoe onpe- Ot 90,0 1o 110,0% (o1 90,0 o 110 mr) 103,1 % (103,1 mr) BOXX

HACHECHNE

peGaMHnmw OT HOMHHMILHOIO CoAepxans

Omicanne ynakosku

ITo 7 Tabnerox B Gnucrep 3 MICHKH MOJIHBH-
HHJIXTOPHAHOT/TIONHBHHIIIMACHXIIOPHIHON
(MBX/MBJX) u asmoMuiHeRoii (hoibru.

1o 3, 6 win 12 OIMCTEPOB BMECTE ¢ MHCTPYK-
1Mel 1o MPUMEHEHHUIO B 11a4Ky KapTOHHYIO.
ITo 10 Tabnerox B OnueTep U3 MICHKK OJIMBH-
HHITXITOPHAHOH/TTONHBUHHIIMAEHXTOPHHOH
(MBX/MBIX) u aynoMunreBoii Gonwury.

ITo 2, 3,4,9, 12, 15 unu 18 Gimcrepos BMmecTe
C HICTPYKUMEH 10 TPUMEHEHHIO B 1ayKy Kap-
TOHHYIO.

ITo 21 Tabnerie B Guuerep U3 rUICHKH 1OJIHBH-
HHJIXJIOPUANOH/TIONMBUHWIMACHXIIOPHIHOH
(TIBX/TIBJIX) v amomunnenoii Gponbru,

[To 1, 2, 4 ywnu 8 Guticrepon BMecTe ¢ HNCTPYK-
UHEN 110 TIPHMENENHIO B TIAUKY KAPTOIHYIO.

o 10 rabnerox B GNUCTEp M3 TUIGHKH T10-
JIMBUHUJIXIIOPHI-
HOM/MONMMBUHHITHACHXTOPHJLHOH
(IIBX/IB/X) v anioMuMHHeBO# (onbr.
Mo 3 Gnuerepa BMECTE ¢ HHCTPYKIIMEH 110
IIPUMEHEHHIO B ITAYKy KapTOIHYIO.

MapkupoBka

Pazyien 1.3.2 mojtynst | perucrpannonioro
JIOChe JICKApCTREHHOTO Nperapara.

Ha finucmepe 1a pycckom si3bike yKasplBaIoT:

- TOProBO¢ HAMMEHOBAHKE NpEnapara ¢ npejy-

- TOProBOC HAHMEHOBAIME TIpEIapara ¢

Cepruurar anannza. dopma [1-SOP-QC-QC-140-08.01. Bresena pzamen [1-SOP-QC-QC-140-04.01 ¢ 09.01.2025
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Cepua: 1170626

[1-SOP-QC-QC-140-08.01
000 «®APMAKOP IMTPOJAKILH», 197375, r. Cankr-Ilerepbypr,

yin.Penmimesa, 1. 14, kopn.5, od.247 Ten.: 677-89-82, c-mail;
pharmprod(@pharmprod.ru

Jluuensust NeJ1012-00102-77/00010624 or 26.02.2008
CEPTUDOUKAT AHAJTIM3A Ne 287/1 ot 31.08.2026 r

Pe6arnT®, Tabnerku, nokpeIThie MIeH0UHoi 060a0uK0ii, 100 mr Ne30

[Hara ripoussosicrsa: 17.06.2026 JlaTa oxomnuanus cpoka roanoctH: 30.06.2030

1IpENUTELHON MAPKUPOBKOH ®,

- NO3HPOBKY,

- HANMEHOBANKE JIEHCTBYIONIEr0 BEULECTBA U
€ro copepiKanne,

- JiekapeTnennyio GopMy U KoJimuecTso Tabie-
Tok B Bincrepe,

- HAUMEHOBAHNUE BNAJIENBIA PEr. Y0CToBEpe-
s,

- JIOTOTHIT BIIAJIENLLA PEr. yIocToBepenus (Ha
AHNIHHCKOM SI3BIKE),

- HOMED CepHH,

= CPOK TOIHOCTH.

Ha K(Iplll()HHOﬁ HAYKe YKa3niBaloT!:

- TOPrOBOE HAMMENOBAIINE TIPenapaTa ¢ Npejy-
MPEJIHTENLHON MAPKHPOBKOH ®),

- MHH,

- HO3HPOBKY,

- HAHMEHOBAlIHE JEHCTBYIONIEr0 BEIECTBA U
€ro conepkanue B onnoit tabierke,

- JIEKAPCTBEHHYIO (POPMY M KOJNHUECTBO Tablie-
TOK B I1auKe,

- «Benosozamensnvie seuyecmad: MatHuTOJ U
Ap., YKasanble B HHCTPYKIMH 110 IPHMEtie-
HHION,

- peiynpenTenbnble najnucu: «He npume-
HATH N0 HCTEYEHHH CPOKA TOMHOCTH! Y,
«XpanuTh B HEJIOCTYITHOM ISt ieTeil MecTe!»,
- crocol npuMeHenus,

- YCHOBHS OTITYCKA,

- YCJIOBHsL XpaHeins,

~ HAUMCHOBAHME BJIaJICIILLA per. yanocronepe-
HWsI,

- AUPEC BIIAACNbUA PEr. YAOCTOBEPCIIHS,

- HAWMEHOBAKE TIPOU3BOJNTENS,

- A[PEC IPOHBBOHTENS,

- JIOTOTHIT BJIajieNIbla per. yiocToBepenus (1a
AHTJIMHCKOM sI3bIKE),

- HOMED per. YI0CTOBEPEHH,

- HOMEp Cepuu (1aTa MPOU3BOJCTBA BKIIOYEIA
B HOMED cepun),

- CPOK TOAHOCTH,

= Hll(l)()pM’dllH}I U MOHHTOPHHTA ABHIKCITH S
JICKAPCTBCHHOTO 1TPeTapaTa oT NPOU3BOAHTENS
110 KOHEYHOro norpeburels,

- IITPHX-KOJ,

- Koz (u1) THrtorpaduu, Gpapmakoun(b),

HpeAyNpesHTeNbHOH MapKHPOBKOil ®,

- JIO3UPOBKA,

- HAUMEHOBAHUE JIEHCTBYIONIErO BEUIECTBA
U ero cojepxanue,

- niexapcTerHas GopMa U KOJHYECTRO
Tabnerox B Gnucrepe,

- HAUMEHOBANHE BJIaJleblia PEr. YA0CTORE-
penus,

- JIOTOTHIT BJIAJIENIbIA PET. YJIOCTOBEPENts
(na anrnniickom sspie),

- HOMCP cepun,

- CPOK I'OMHOCTH,

Ha kapmonnoii nauke yxazamo:

- TOPropoe HauMEHOBAHUE TIperapaTa ¢
NpeynpeMTeNLHON MapKHPOBKOH ®,

- MHH,

- HO3HPOBKa,

- HaMMEHoBalue JeHCTBYIONIEro BelecTsa
W €ro cozepxaiue B 0aHoif Tabierke,

- JleKapcTBeHHas (OpMa ¥ KOJIMUECTBO
TabNeToK B ITauKe,

= ((BCI'I()A’IOZQNIC/H)IH:IC selfecmed. MaHHH-
TOJI M 1IP., YKA3AHIBIE B HHCTPYKIMH 110
ITPUMEHEHNHIOY,

- npeaynpennrensubie naanmen: «He npu-
MEHSITH 110 HCTEYEHHH CPOKA IOJHOCTH !,
«XpaHuTh B HEAOCTYITHOM JU1s ieTeit Me-
crely,

- croco® rpuMeHenns,

- YCIIOBHS OTITYCKa,

= yCJ]OBHiI xpanenm,

- HAIMMENOBANWE BIANENbIA PET., Y/IOCTORE-
penus,

- aJIpec BAaJIeNbUaA PET. YI0CTOREPEHHUS,

- IAUMEHOBANKC IIPOHIBOLUTENIS,

- QIPEC NPOHU3BOJHTENS,

- JIOOTHIL BIALENLLUA PEI', YAOCTOBEPCHHS
(na aHrnicKoOM s3BIKE),

- HOMEP per. yJ1I0CTOBEpeHHsl,

- HOMEpP CepHH (JIaTa NPOU3BOJICTRA BKITIO-
uena B HoMep cepun),

- CPOK IroZtHOCTH,

- HIpOPMALIUA JUIsi MOHHTOPHHIA JIBUXKE-
HHSL JICKAPCTBEIIOrO lIperapara T IpoU3-
BOJUTEIIS IO KOHEYHOTO NoTpeOuTeIsl,

- WITPHX-KOL,

- KOZI(b1) Tlmorpd([m H

Xpauenue

He Tpebyer crienanbubix ycnosuit xpanenms.

He tpebyer crie Yernos
1M, N\a Ko,o

Cpox roaHocTH

4 rona.

4 rona. //J‘ A i

SAKJIMOYEHHUE OKK:

Ceprudurar anannza. Gopma I[1-SOP-QC-QC-140-0 bBie

“(OKK

O %

samen [T-SOP-QC-QC-140-04.01 ¢ 09.01.2025




