NEKJIAPAIIVS O COOTBETCTBUHU

JEKJAPAHT, MPUHUMAIOLIMI JEKJIAPAUMIO O COOTBETCTBHM

AO "BAHEP"

Ceedenus o pezucmpayuu opzanusayuu.; MeacpaionHan uHCnexyusl dedepansiioit narozoeot cayscho Ne 46
no 2 Mockae 01.01.2008, OT'PH 1027739373903, dama npuceoerus OIPH 14.10.2002.

Adpec: 107113, 2. Mockea, yn. 3-s Puibunckas, 0. 18, cmp. 2. Teneghon/paxc:
8(495)231-12-00,234-20-00/234-20-01.

B nuye: lenepanvhbtii dupexmop Hunsc Hoxannec B. Xecemann

Josepennoe nuyo: Ciornjosa E.A., doseperrocmb 76 om 01.01.20192.

3ASABJUIET, YTO

nexapcmaertoe cpedcmeo.; Kcapeamo mabnemiu nokpeimsle naenounoll obonoyxoti 20 m2 14 wm., ynakosxu
Ayeiikoavie koumypnvie (1), nawxu kapmonnsie, PY Ne JITI-001457 om 25.01.2012 (oama samenst PY
12.02.2018), cepua BXJENT71, napmus 103008 ynaxosox, z0den do 04. 03.2022, npoussodcmea Laiiep AT,
Tepmanus, Bayer AG, Germany Kaiser-Wilhelm-Allee,51368 Leverkusen, Germany xod OKIT2 21.20.10.131,
xod TH B3/ 3004900002, xonmparm Ne 001/17 om 01.01.2017, uneotic Ne 8134073135 om 11.07.2019

COOTBETCTBYET TPEBOBAHHAM

JIIT 001457-250112 usm. Ne 1-6

JEKJIAPAIIAS IPUHATA HA OCHOBAHHH

npomoxon ucnsimarudl Ne H19-02727 om 24.07.2019 OO0 "HLIJIC "Buomexnonozun " ammecmam
axxpedumayuy RA.RU.21DMO4, Cepmugpuxam POCC DE.PM15.C82554 om 24 .07.2019

NEKJIAPALIAH 24.07.2019
HCTBUTEJILHA JIO 04.03.2022 |
/ Cxonuosa E.A;
nofidues” .0

CBEJEHHWS O PETUCTPAIIUM

OPI'AH I10 CEPTHO®UKAIIMU, 3APETMCTPUPOBABIINA NEKJAPALIAIO

POCC RU.0001.11PM15 OPIAH ITO CEPTHDOHKALIHH ITPOLYKUFAH OF{ECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBH) "OKPYXHOH LEHTP KOHTPOMA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepxosa, 0. 4, am. 3, nom. I, kom. 1., adpec opeara no
cepmugpuxayuu: 143581, Mocxosckas obnacme, Hempunckuil paiion, dep. Jlewnoeo, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 geb-caiim: oyxx.pg.

JEKJAPAIIMA O COOTBETCTBHUH 3APETHCTPUPOBAHA M POCC RU /J-DE. OM15.A.19731/19

f%’ / ’ DumiMoneHkosa E.B.

nonnfics 3am. pykoeopurens OC




CHCGTEMA CEPTUOUKAIIAU T'OCT P
QEJEPATBHOE ATEHTCTBO IO TEXHUYECKOMY PEIVIIMPOBAHHIO M METPOIOTUIM

saggie CEPTUOUKAT COOTBETCTBUSA
"

N2 poce DE.oM15.C82554

.G;e . “Q i
Prucuxe™ Cpox AeficTBUA C 24.07.2019 HO s

Ne 0522932

OPTAH ITO CEPTUOHKAITIU

POCC RU.0001.11$M15 OPTAH ITO CEPTHOHKALHH ITPOAVKLUHH OSIIECTBO C O PAHHYEHHO#H
OTBETCTBEHHOCTBIO "OKPYKHOH JEHTP KOHTPOJA KAYECTBA", adpec opzanusayuu: 115280, 2.
Mocrksa, yn. Macmeprosa, 0. 4, am. 5, nam. I, kom. 1., adpec opzana no cepmugpuxayuu: 143581, Mockoscxan obn,,
Hempunckudl paiior, dep. JTewuxoso, 0. 248, emp. 1, men.: (495)640-96-69, (495)787-92-78

TTPOAVKIIVIA
Jerapcmeennoe cpedcmeo: Keapenmo, maGnemsu nokpuimeie meuowuou oBonouxoi 20 mz 14 1} xop OK 034-2014
wim,, ynaxosxu auesikoswie koumypreie (1), nauxu kapmonnsie, | (KTIEC 2008) (OKITI2):
PY Ne JITT-001457 om 25.01.2012 (dama samenwt PY 12.02.2018), ‘ 21.20.10.13 l) ( 2
cepus BXJSN71, napmus 103008 ynaxogox, 20den do 04.03.2022, | '
xonmpaim Ne 001/17 om 01.01.201 7, unsoiic Ne 8134073135 om 11.07.2019 i
COOTBETCTBYVET TPEBOBAHHAM HOPMATHUBHBIX AOKYMEHTOB
JTIT 001457-250112 iam. Ne 1-6 | xop THB3A
L 3004900002

H3rOTOBUTEADL
baiiep AT, Bayer AG, Germany Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany, lepmantis

CEPTUOUKAT BBIAAH
AO "EAHEP", HHH: 7704017596, adpec: 107113, z. Mocxea, yn. 3-1 Porbuncas, 0. 18, cmp. 2. Tenedhon/chaxc:
8(495)231-12-00,234-20-00/234-20-01.

HA OCHOBAHHHA
ceprmuguxam ananusa npoussodumens om 08.07.2019, npomoxon ucnwimanuii Ne H19-02727 om 24.07.2019 QOO0 "HIIC
"Buomexnonozus”, ammecmam axxpedumayuu RA.RU.21®MO4

AOIIOAHUWUTEABHAA HH@QOPMAITUSI
Cxema cepmuchurayuu Sc.

Dunumonenkosa E.B.
“ Wiatnane, e
Hunxnkosa E. E

" nalpans, gaManan

AQ -DAUVOH.. Storvea, 2019, <Br  puzasn Ny 05-05-£9/003 OHEC PO, Ten. 1493) 728 4742, www.opcon




Baitep AT’
Kaizep-BunsrensM-Anee

Ceprudnuxar AHanusa

Jata: 08.07.2019

51368 JlerepkyseH

I'epMaHus

ApTHKYI: 83474425 KCAPEJITO 20 MI" Ne 14

Cepus: BXJ8NT71 Crpana: Pd

Jata npoussofcTea: 04.03.2019 Homep noctasky: 118682722

Cpok rolHOCTH; 04.03.2022 Homep 3axasa: 705731806

M3 marepuana: 84723878 Pusapoxcaban 20 mMr

Cepns: BXATNN7 Metoauka ananusa: T1.02.02 -3

Howmep mpobsr: 040002010762 Crenuduxanms: T.02.01-4
En.

Hokazarens Hopma PesyaeTar

H3M.

Qopma BhITTyCKa TabneTku, NOKPHITHIE TabmeTky, HOKPLITLIE

nIeHOHOH 060/109KOH IIeHO9HOH 060N0YKO
Dopma Kpyrnsie, NBOSKOBBITYKJIEIE Kpyrnsle, IBOSKOBBITYK/IbIE
Llget KpacHo-KopHUIHEBRIH KpacHo-KOpHYHEBBIH

I'paBupoBxa TableTKH:
Bepxuss cTopoHa

Huxuss ctopoHa

TpeyronsHuK ¢ 0603HAUEHHEM
no3upoBrH (20)
BafiepoBcKHi KpecT

/
TpeyronsHuk ¢ 0603HB’IIEHHCM
no3upoBk (20) /
BaiiepoBckull Kpect

TTommuHHOCTE:
BIXX Jlo/mKHa COOTBETCTBOBATE CootBeTcTByeT
TCX / BUK JIo/KHA COOTBETCTBOBATE CooTBeTcIBYET
PactBopenue yepes 30 X
MHHYT, 6 TabNeToK:
Cpennee 3Ha4eHHe Muys. 85 % 91
MHHIMYM MuH. 85 % 89
PactBopenue uepes 30
MHHYT, 12 Tabnerok:
Cpennee 3naueHue Mun. 80 % o
MUHHMYM Mus. 65 Y% -
Jrobas expnvyHan
HeHAeHTH DU UHPOBAHHAS
—— Maxc. 0,2 % <Q,1
Cymma Beex npumecet | Maxe. 0,5 % <01
Konuuectrennoe
onpernenenne 19,00 - 21,00 mr/to. | 20,28
OaHOPOHOCTE
nosupoBarng (n=10) Mg, 100 % 42
QOnoHOpPOIHOCTE Maxec. 15,0 %, .

nosuposanus (n=30)




Baitep AT’
Katisep-BunbrensMm-Annee
Ceprudurar Anannza Hara: 08.07.2019
51368 JleBepkyseH
[epmanus

ApTHKYJ 83474425 KCAPEJITO 20 MI' N2 14

Cepus: BXJ8NT1 Crpana: pd
Hara npoussonctea: 04.03.2019 Homep mocTaBku: 118682722
Cpox ronHocTH: 04.03.2022 Homep 3axasa: 705731806

U3 matepuana: 84723878 Pusapokcaban 20 mr
Cepus: BXA7NN7 Meronuxa aganusza: T.02.02 -3
Homep npobsr: 040002010762 Crnenuduranus: T.02.01 - 4

En.

PesyasTar
H3M.

ToxazaTenn Hopma

OnHOpPOAHOCTh TO3HPO-

paHud (Ha ocHoBe M)
MunumMym Mun. 75,0 % -
MakcHmyMm Maxke. 125,0 % -

Oo0wee COI[Cp}KaHH?* Maxe. 1000 KOE/r | €50 /
a’pobHLIX BaxTepui :

O6mee copepxanue /

KJIETOK Irfommeﬁ " Maxc. 100 KOE/r | €50
IJIeCeHH [

Escherichia coli Orcyrcreue B L T He obrapyxeros 1 r

*TlepuoguuHOCTE TECTA:
KaK MHHHMYM - ---

xaxcnas 20-g cepus A
WITH MHHEMYM | e -

CEpHS B TOA

*) Tecr nposoamnTcs Ha BeISOpPOUHBIX cepuax npopykta. OfHako Mbl NMONTREPHKAAEM, YTO NaHHad Cepud
nperapaTa COOTBETCTBYET TpeGORaHHAM MO AaHHOMY MOKa3aTEO,

JlaHHas CepHA COOTBETCTBYET CrieLMd KLU,
HacTosutMm noaTsepicaaeM, HTO BCe CTANMH NPOM3BOACTBA JAHHOH cepuy mpernapara GbUIH OCYLECTRIIEHR! B
nonHoM cooTeeTcTBUM ¢ Tpebosanuamu GMP EU wn TpeBosanusmu Hopmarueroit Hoxkymenrtauuu
HMTIOPTHPYIOLIEH CTPaHsI,

Brinyckaromas fokyMeHTauHds noanucada OreererseHubiM Jlunom PS-PHSCLEV QU

Paspeulenme Ha BLINYCK CEpHY NOANKCAHO dekTpoHHol moanucsio:  Cunx HopH (

Harta/spems: 03.07.2019
Homep ananuza: 04000207

Ceprudukar aHanv3a b1 pacrneyaTaH aBTOMaTHYECKH



