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Baiiep AT’
Kaiizep-Bunbreasm-Annee

1 u33
03.06.2021

Ceprudukar ananusa Crpanuua:

Hara;

51368 Jlesepkysen, ['epmanns

ApTHKYT: 82195883 Kcapenro 10 mr 100 taGnerok
Bawr apruxyi: Keapearo 10 mr 100 tadnerok, TadaeTku NOKPBITHIE MIEHOYHOH 000104K0H
Cepus: BXJKHRI Crpana: Poccuiickas Genepauns

Hata npomeoncrea:  25.12.2020 Homep nocraexu: 124772991

Cpok rogHocTH: 25.12.2023 Homep 2akaza: 710352749

Hz marepuana; 86593629 Pueapokcadau tabaerxn 10 mr

Cepus: BXAZBVN WHcTpykums no uenwiranmio:  T.02.02-3

Homep ananuza; 040002334351 Crneunduraums; T.02.01-6

Henmitanue Kpurepuii npuemaemoctn | Ex. uam. Pesvnerar

Mopma BbInycka Tabnerky nokpsrThie Tabnerku nokpuiThie
TUIeHOYHOI 0bomoukoit IIeHOUHOH 000104K0#

Dopma Kpyrabie, nsoskossinykisie Kpyrmsie, aeoakorsinyknsie

Liser Crerno-kpacHsii CreTno-KpacHBI

I'pasnposka Ha BepxHeii cropone Tpeyronsuuk 10 Tpeyronsuux 10

'pasuposka ka HiwkHel cTopone bakeponciuii kpecr Bafieposckuit kpecr

Honmuunocts (BAHKX) [loskHa cooTseTcTBOBATE CooTeercTryer

Honnumnocts (TCX unn BHK) HomkHa cooTseTcTBORBATE CooTseTcTRYET

PacTteopenwe nocne 30 mun, Mun. 835 % 94

6 eHHHLL, CpenHee 3HaueHHe

Pactropenue nocie 30 mun, Mun. 85 Yo 91

6 €AHHHLL, MHHHMYM

Pacteopenue nocae 30 mun, Mun. 80 % -

12 enunuL, cpenHee 3HaYeHHe

Pacreopenue nocne 30 mun, MuH. 65 % s

12 eaunuL, MEEAMY M

Jhoboi HenneHTHGHIMPORBAHH L Make. 0.2 % <0.1

NIPOAYKT Pa3moskKeHHs

Cymma Bcex npoayktos Make. 0.5

PazIoKeHNS

Koanuecrsennoe onpenenenne 95-105

OnHopoanocTs JO3HPOBAHHSA, Make. 15.0

KpuTepuii npuemiemocts (n=10)




Baitep AT Ceprudukar ananusa Crpanuua; 2u33
Kaiizep-Bunbrensm-Annee Hara: 03.06.2021
51368 Jlerepkysen, I'epmanns
Aptuky:: 82195883 Kcapenro 10 mr 100 tadaerox
Bamw aptukyn: Keapento 10 mr 100 Tabnerok, TabneTku NOKPEITBIE NIEHOYHON 06010k
Cepust: BXJKHR1 Crpana: Poceniickas ®enepauns
Hara npoussoactsa:  25.12.2020 Homep nocrapku: 124772991
Cpok roznocTu: 25.12.2023 Homep 3axaza: 710352749
M3 marepuana; 86593629 Pusapokcaban taGnetku 10 mr
Cepus: BXASBVN HHcTpykuma no uenbrranmo: T.02.02-3
Howmep anamma: 040002334351 Crneumdukanus: T1.02.01-6

| Hembiranue ] Kpurepuii npuemaemoctu Ex. uam. Pesvaprar ]
Oznnopoanocts 103uposanus, Make. 15.0 % -

KPHTEPHIi nipHeM1eMocTH (n=3())

OanoponuoeTs no3uposanus, Mun. 75.0 % =¥
MHHHMMYM (B pacuere Ha M)

OanopoaHocTs 103MpoBanus, Mun. 125.0 %a e
MaKCHMYM (B pacteTe Ha M)

Obwee yneno adpobupx Maxe. 1000 | KOE/r <50
MHKPOOPTaHH3IMOR*

OBuee uncio aposckeBBIX 1 Maxe. 100 KOE/r <30

MUIECHEBBIX rprdoR*

Escherichia coli* Orcyreteue s | r He obnapyxeno s 1 r

*Yactora npoencHHA HenbITakus: | - .
Mo MeHblIeld Mepe kakaas 20-5
CEpHA HITH MHHHM}"M OI1Ha cepus B = o
rox




Baiiep A’
Kaiizep-Bunbrennm-Annee

31368 Jlesepkysen, epmanna

Ceprudukar aHanuza

3u33

03.06.2021

Crpanuna:
Mara:

ApTHkyn: 82195883 Kcapento 10 mr 100 tabnerox

Bam apruikyn: Kcapento 10 mr 100 tabnerok, taGneru MOKPHITHIE MACHOYHOH 060N104KOf

Cepus: BXJKHRI1 Crpana: Poccuiickas Denepauns

Hata npomszeozctea:  25.12.2020 Howmep nocraskn: 124772991

Cpok rogHocTH: 25,12:2023 Homep 3akaza: 710352749
HHCTPYKUHA 10 MCIIBITAHHIO:  —me - —on

Howmep ananusa: 040002389096 Crneundrranms: e e

Henbitanue Kpurtepuii npuemnemoctu En. usm. | PesvabTar

Hopmatuphas qokymenTaims, Hopmarusnas JICP-009820/09-160720

Poceun NOKYMEHTALUA

Ne JICP-009820/09-160720

JaHHas ceps cOOTBETCTBYET CrieuHpHKaLIHK.

Hactosumm nonrsepxaaio, uro sce srans TIPOH3BOACTBA JAHHOTO rOTOBOTO NPOAYKTA OLLTH NPOBEIEHBI B NOTHOM
COOTBETCTBHHM C TpeboBatuamu GMP EC, a Taxie TpeBOBAHHAMM PErMCTPAIIMOHHOTO A0Che CTPAHBI-HMIIOPTEpA.

Beinyekaomas aokymenTanma noanucana YnonHomouennsm JTniom PS-PH SC LEV QuU

Brinyck cepin noareeprkiaen noanuckio:

Hara/epems:
Homep ananuza:

Hoxrop Kpuctuan Baiize (GFRCI)

31.05.2021 15:03:30 LIEB (UTC + 1 uac)

040002389096

HanHbiii ceprudukar aHanM3a pacneuaTan aBTOMaTHYECKH,

SAGER

fleanacn omnpapuTéan 1]

K ¥ 34eCTes

kUG AES POnmanss 08Ky, CNBLMAINCT nD
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MUHUCTEPCTBO 3IPABOOXPAHEHUH
POCCHUHCKON OEJIEPALIH

: Perncrpannonnoe yrocrosepenne
JAEKAPCTBERHOTO Npenapara ISt MEAHUMHCKOTO HpHMeHe H s

: JICP-009820/09 ;
- (Homep PETHCTPAIHOHHOTO Y/I0CTOBEPERHA ICKAPCTBEHHOTO npenapata)

i

Hanmenosanue RepaTeNs (Baateabua)
{PEIHCTPANMOHHOTD YI0CTOBEPeH s B A

Baitep AT, :épmaﬂm

AEKAPCTBERHOIO NpenapaTa

Aapec MECTOHAXOACHHs IepKaATe S
(Bjlajie/11a) pernCcTPaHORHOTO YAOCTOBepeHHs

|[JIeKapCTBEHHOro Npenaparta

JIEKAPCTBEHHOTO npenapara

Mata rocynapersennoii perucrpanuu 03.12.2009

|CpOK AeliCTBHA PerHCTPAHONHOTO

; Geccpouno
YAOCTORepEHMs JTEKAPCTBEHHOIO NIpenapara

- Jata BHecenust uaMenenuii s PErHCTPANHOHHOE
| YAOCTOBepEHHE JAEKAPCTBENNOTO IIpemapaTa 23122020
~[(2aTa 3aMeHLI perHeTpaHOHHOTO 1

| YA0CTOBEPEHUSt TeKAPCTBEHHOTO HPENapaTa)

HHQopnmaius o 3aperucTpuporaioM 1ekapeTBeHHoM npenapare:

Toprosoe nanvenosanue Keapearo®

[(Mexaynapoaroe nenaTenToBaHHOE, WINH
(TPYRIUPOBOYHOE, HITH XHMUUECKOE PusapoxcaGan

HAHMEHOBAHHE

Jlekapersennast gopma TabACTKH NMOKPBITHIC [ACHOUHOI 060I0UKO

|Alosuposka 10 mr

| KavecTBennprii cocTaB 1 KOJAMMECTEeHHLII COCTaR AeHCTBY FOLLUX BEIMECTB M KAYECTBeHHbII COCTAB
[BCTIOMOTATETRHBIX BELICCTR ; o

pHBapokcaban Mukponnsnposarminit 10.00 Mr, Bcniomorarensise BemlecTsa (Le/101034a

|MPKpOKpHCTaNTHYCCKAs, KPOCKApMeNIosa HaTPUs, FHIPOMENI3a SCP(m,upoxcnnponmme*x'ﬂnue;mroﬁo'éa
12910), AaKTO3B1 MOHOTMApAT, MATHMA Cteapar, HaTpus aypuACyakdar, 06010uKa [KpacHTens XKeTe3a OKCH,
 [KpacHBbli, runpoMennosa 15 cP(nmpoxcunponﬂnmemnuennmnqaa 2910},.Maxporon e
[3350(noanaTnenrankons (3350)), turana anokeual)

,ff_b_cpma BLIYCKa (rekapernennas Gpopma,

| |I03HPOBKA, NEPBHYHAS YIAKODKA, KOJXHYECTEO
~ |1eRapCTREHHOI (OPMBI B mepBHUHOI :

YIAKOBKE, KOAMYECTBO EPBUYHOI YIIaKOBKH B ‘ (Gnncrep)

- moTpebuTeancKoil ynakoske, KOMIIEKTHOCTB) | TabneTry NPk 't .
: - Ly ’ (Gmucrep) 1 ‘KaAprons

i

PexBUINTBI HOPMATHBHOI AORYMeHTALN

¥

(o). |
IFHCP-UO%QM@ ¥ \\ﬂ//
e




Crpanuua 2 perucrpanmonsoro yJIIOCT(;BCp;"-]:lHH Ne JICP-009820/09

IlpousBoacrBennme [IOIANRY, yHaCTBYIOMIe B nponecee NPOHM3BOACTRA JIEKAPCTREHHOT O
fpenapara, ¢ ykazanuesm craxuii NIPOH3BOACTRA, HA3BAHMIT | darTHuecknx ajipecor
MECTOHAXOKIEHIA

HIpoussodemeso 2omoson; AekapcmeenH ot ¢hopatel lBaﬂep Al', I'epvanns / Bayer AG, Germany
Kaiscr—Wﬂhelm~AIlee, 51368 Leverkusen, Germany

llepsuunan ynaroswa ’ Baiiep AT, T'epmanus / Bayer AG, Germany

Kaéser—Wi[helm-A%lee, 51368 Leverkusen, Germany

T -
Bmopuunas/nompetumenseras yhrakoska | Baitep AT, Tepmaniis / Bayer AG, Germany

Kaiser-Wilhelm—Allee, 51368 Leverkusen, Germany

Bmopuunas/nompetumens cras YRAKosKa Ulreremann Jlondepnakyur yua
Jorncruwep Cepsuc e.K, I'epmanna /
Stegemann Lohnverpackung & Logistischer
a Service e K., Germany

Up’n Nien Esch 14, 48268 Greven, Germany

Hpoussodumens (Banyerarowyuii KOKmpots kavecmea) !Baﬁep AL, I'epmanus / Bayer A
i s

G, Germany
‘ﬁzi_ser—Wilhcim-AHee, 51368 Leverkusen, Germiany ., - e

B.C. ®ucenko
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