| 51368 JleBepkyseH, lepmannsa

Baiiep AT
Kaksep-Brnbrenem-Asniee

CepTHHKAT aHaIH3a

luz3
08.07.2021

Crpanuua:
HaTa:

ApTHKYT: 83474441 Kcapenro 20 mr 28 Tabnetok
Batu apTHKY.I: Kcapento 20 Mr 28 Tab1eToK, TabNeTKH NOKPbIThIE MIEHOYHOR 000MOUKOH
Cepua: BXJKBV4 CrpaHna: Poccewuiickas Penepatins

JlaTa npouzeoacrea:  21.02.202] Homep nocraeks: 125051630

Cpox rofiHOCTH: 21.02.2024 Homep 3akaza: 710443708

M3 matepuaa: 86593602 PrBapokcaban TaGNeTKH NOKPLITbIE TIEHOUHOH 050N104K0H 20 MT

Cepus: BXAS8D2R HuctpyKuss no uensitaguo:  1.02.02-3

HoMep aHanu3a: 040002355606 CrneundHKalus: T.02.01-4

McnplTande Kputepuii npHeMaeMocTu En. m3m. PesyabTar

(opma BBITYCKa TabmeTkH NOKpEIThIE TabneTkH NOKpPLIThIE
TNJ1eHOYHOH 0D0NOUKOH IL1eHOYHOH 000104KOH

dopMa Kpyrnbie, ABOSKOBBITYKIIbIE KpyTnsie, 1BOAKOBbITYKIbIE

Liger KpacHo-kopuusesble KpacHo-kopHUHEBbIE

'paBHpOBKa Ha BepXHeH CTOPOHE Tpeyronsuuk 20 Tpevroasuux 20

'pasHpOBKa Ha HIKHEH CTOPOHE BailepoBckHit KpecT BafiepoBckHi KpecT

[MToanuHHOCTE (BIAX) JlomkHa cCOOTBETCTBOBATE CooTBeTCTBYET

MoanuusocTs (TCX 1 BUK) JloJpkHa COOTBETCTBOBATH CooTBeTCTBYET

Pactsopenue nocie 30 MuH, Mus. 85 % 94

6 eJMHHI], CpelHee 3HaYCHHE

Pactsopetue nocne 30 MuH, Mus. 85 % 92

6 eIMHUL, MHHHMYM

Pactzopenue nocne 30 MuH, Mus. 80 % -

12 eaHHMIL, CpeaHee 3HAYeHHE

Pacteopenue nocie 30 MHH, MuH. 65 % ---

12 eaAWHHL], MHHUMYM

Tlro60# HEMAEHTHOHUHPOBAHHBIHA Make. 0.2 % <0.1

[IPOXYKT Pa3/IoMeHHH

CyMmMa Bcex MpOAYKTOB Maxke. 0.5 % <0.1

Pa3NoKEHHA

KonuwyecTBeHHOE OnpeneeHHe 19.00 - 21.00 Mr/Tabn. 19.84

OnHOPOAHOCTD A03HPOBAHHA, Make. 15.0 % 1.9

kpuTepHil npuemaemoctu (n=10)

Nepazan ueped Avagok 2807 2001 16:23 GMT+D2:00
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Badiep AT’
Kaitzep-Buiereasm-Ansee

51368 Jlesepkysen, ['epmanus

Cepruduxar anaiusa

2H33
08.07.2021

Crpanuua:

ara:

|

ApTHryn: 83474441 KeapenTo 20 mr 28 Tadnetok il
Barm aptuky: Keapento 20 mr 28 TaGneTok, TabneTkn NOKphIThIE MIEHOUHOM 060104KOR
Cepus: BXJKBV4 Crpana: Poccuiickan Penepanus
Hata npoussoacrea:  21.02.2021 Homep nocraekmn: 125051630
Cpoxk roonocth: 21.02.2024 Homep zakaza: 710443708
M3 marepuana: 86593602 Prpapokcaban TabneTky NOKpeITEIE MNEHOYHOH 0D0I0uKOH 20 Mr
Cepus: BXA8D2R HucTtpykuua no ueneitanmo:  1.02.02-3
Homep aranusa: 040002355606 Creuydnxauus: T.02.01-4
HcnsiTanue i Kpurepuii npuemnemoct | Ex. usm. PesyasTar
O1HOpOAHOCTE NO3HPOBAHHS, Make. 15.0 % ---
KpHTEpHH npHemaeMocTH (n=30)
OoHOpPOAHOCTE NO3HPORAHHS, Mun. 75.0 % wim
MHHHMYM (B pacuere Ha M)
OnHOpPOAHOCTH A03HPOBaHMA, Mun. 125.0 % -
MaKCHMYM (B pacuyeTe Ha M) )
Ooduiee 4MeIo aspodbHbIX Make. 1000 KOE/r %)
MHKpPOOPTaHH3MOB*
Ob11ee YHENO APOHOKEBLIX H Make. 100 KOE/r *)
IIeCHEBBIX TPHOOB*
Escherichia coli* Orcyreteue s 1 1 *)
*YacToTa NpOBECHHA UCITBITAHMA: s i
no MeHslleH mepe kaxnaas 20-a
CepHA WIH MHHHMYM O1Ha CepHA B --- -
ron
Tepzzan w2pe3 Juaaox 28.07 202115
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i Batiep A" CepTudHKaT aHanuza Crpanuua: 3u33

| Kaiisep-Bunsreasm-Asee Hara: 08.07.2021

i 51368 Jlerepxysen, lepmanus

| ApTHKyx: 83474441 Keapenro 20 mr 28 Tadnetok

| Baw aprukyn: Kcapenro 20 mr 28 Tabnerok, TabaeTku TIOKPBITBIC NACHOYHOH 000M04YKOH

i
Cepus: BXJKBV4 Crpana: Poceuitckas ®eaepauns
Jara npoussonctaa:  21.02.2021 Homep nocrasku: 125051630

| Cpok rogHocTh: 21.02.2024 Howmep 3akaza: 710443708

|

HMHCTPYKUHSA 10 MCTIBITAHHIO!  <on - ——-

Homep ananmuza: 040002389416 Cneunduxaums: - -
| Henbitarne ] Kputepuii npuemnemocty Ex. nsm. Pesynbrar
Hopmarusxas nokymenTauns, Hopmatheras JIIT 001457-270420
Poccus JOKYMeHTaLus
' Ne JIT 001457-270420

*) McneTanue nposoawTes Ha BbIGOPOUHOH OcHOBE. OJHAKO Mbl NOATBEPAIAEM COOTBETCTBHE NaHHOH CepHH
TpeSoBaHUAM [0 JAHHOMY HCIBITAHHIO.

AlaHnas cepus cooTBeTcTBYeET CrienHbMKALIK,

Hacrosumm noarsepxnato, uro Bee 3ramns MTPOM3BOACTBA NAHHONO rOTOBOrO MPOAYKTA GhiTH NPOBEIEHB! B NOMHOM
COOTBETCTBHH ¢ Tpebopanuamu GMP EC, a Taicke TpeSOBAHHAMH PErHCTPAMOHHONO 10Che cTpaH(-s1)-UMnopTepa.

Boinyckarolas 10KyMeHTaLKs MOAMHcaHa Y o THOMOYEHHEIM Jlnuom PS-PH SC LEV QU

Beiryck cepHu noaTeepskaeH noanucsro: Hoxrop Kpucruan Baiis (GFRCI)
Jata/spems: : 02.07.2021 10:40:41 LIEB (UTC + ] yac)
Homep aHanusa: 040002389416

JanHbli cepTHOMKAT aHATH3a PACIeYaTaH ABTOMATHYECKH.

HagHtuduratop ADkymema Seabs308 1507 4403 -h704-879f500340F3

LlokyMeHT noanncaH v nepesan yepes cneparopa 340 AQ «M® «CKb Kontyp»

ASHCTBRS

Moanwia ornpsemiens @  AC "BAMER 024985R8B0042A0BDIZACTIVECDTREDAAT  28.U7.2001 =
Naiep 3ayapa Déaoposue. Maaniui nelmarue G MNosnuck coc
N2 EOHIPOSC £IUECIS ¢ 09.05.2021 1122 no 00062022 012
GMT+03:00

T
i
i
Braisreu Ccop vdukeTa Oprasu3auma Oiprarun (8RTUOMKIT Jepuilng b SOMED, NEpUDL A3z v 6D3VE NOLNNCEHVE ‘




FERRNENENE

{ICTEPCTBO SHPABOOHAHEHEM
POCCHICKOU DE,E{EPALHI/Y

Kaiser—Wi.{h;c'lrﬁ-;A'l e

Geccpouno

31.082021 .

anpopmaum 0 3apemc'rpwposaﬁuom JTCKElpC‘i‘BCHHOM npenaparte:

,a’umeﬁosanne \

Keapenro®

-~ PusapokcadaH

PeKBH3HTEI HOPMATHEHOH

YMEHTALNA -




SEACTPAIHOHHETO YA

 JT-001457

epManus / Bayer AG-:)Gerrr'_Lég'_y b

Jlo cbcpnaxyﬁr ym:( .TIorHcrumep
itties /

Germa a.ny

- 192102, . Camer Tlerepbypr, 5

e Upéﬁaa@zmléaq (Bbzfzﬁ@}c&wﬁ;

crﬁaackung &Log:suscher '




