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luz3l
17.08.2021

| APTHRY.L §2195859 Kcapento 10 mr 30 Ta6nerok
- Baw apruxyn: Kcapenro 10 mr 30 Ta6nerok. tabaerku IIOKPBIThIE TUIEHOYHOH 000J10YKO
|
| Cepus: BXJLKB3 Crpana: Poccutickag ®enepauns
" Hara npoussoncrsa:  11.04.2021 Homep nocrasku: 125349989
| Cpox roanocts: 11.04.2024 Homep 3akaza: 710832890
M3 matepuana: 86593629 PrBapokcaGan TabneTky NOKpITEIE UIEHOYHON 0BONOUKON 10 Mr
| Cepus: BXABE2Z Hucrpykuus no uermbiranmo:  T.02.02-3
| Homep ananusa: 040002373306 Crenunduxkauns: T.02.01-6
| Hcnerranne Kpurepuit npuemiemocty | Ex. uswm. Pezvibrar
(Dopma BeIMyCcKa Tabnetku nokpuiThie TaGneTku nokpertere
IUIEHOYHOH ofonoukoi TLIEHOYHOH 0bonoukoH
Dopma Kpyrnsie, aBosikoBeIimyknbie Kpyr.sie, nBoskosbimykibie
[lpeT CheTno-kpacHsbiii CaeTno-kpacuslii
['paBnpoBka Ha BepxHeH cTOpoHe Tpeyronsuux 10 Tpeyrombhuk 10
["pasiipoBKa Ha HKKHEH cTopOHE Baiteposckuii kpect Bafeposckuii kpect
[MoaaunHocTs (BOWX) JomxHa COOTBETCTBOBATH CootrercTByeT
[Mozuunocts (TCX wan BHK) Jo/pkHa COOTBeTCTRORATE Cooreercrayer
Pactroperue nocae 30 MuH, Mun. 85 % 93
6 eAHHHL, CpeIHEee 3HaYeHHe
PacTtsopenne nocie 30 muH, Mum. 85 % 91
6 eIHHHL, MHHHMYM
Pacteopenue nocae 30 Mun, Mun. 80 % -
|2 eauHuL, cpeiHee 3HauYeHHe
Pactopenne nocae 30 MuH, Mus. 65 % -
12 enHHUL, MHHHMYM
JoGol HenneHTHHUMPOBAHHBIH Maxe. 0.2 % <0.1
[POIYKT pa3NokeHHs
CymMa Bcex mpoayKTos Make. 0.5 % <0.1
DABMIOKEHHS
KoauuecTeHHOE onpeaenerue 9.5-10.5 mr/Tabn. 10.2
(O1HOPOAHOCTD AO3HPOBAHHSA, Make. 15.0 % 5.1

XpUTEepHi npuemMaemocTH (n=10)
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Crpanuua:
MHara:

. Aptuxyn: 82195859 Kcapento 10 mr 30 Tabnetok
| Bawu aptukyn: Kcapenro 10 mr 30 Tabnertok, TabneTku NOKpLITHIE [LIEHOYHON 06010UKOM
Cepus: BXJLKB3 CrpaHa: Poccuiickas Qenepauis
Hara npouseoacrea: 11.04.2021 Homep nocrapk: 125349989
Cpok roaHocTH: 11.04.2024 Homep 3akaza: 710832890
M3 marepuana: 86593629 PuBapokcabaH TabieTkH NOKpBITHIE TU1eHOYHOM 060104Kof 10 Mr
Cepus: BXABE2Z Huctpyxuma no uensitasmio:  T.02.02-3
Homep ananuza: 040002373306 Cneundukaius: T.02.01-6
LHCHHTEHHG | Kpurepuii npuemnemocts | Ex. vawm. Pesvibrar
OIHOPOAHOCTL AO3HPOBAHHS, Maxe. 15.0 % ---
KpHTEpHH nprHeMnemocTH (n=30)
(O1HOPOAHOCTE JO3HPOBAHHMA, Mun. 75.0 % ---
MHHHMYM (B pacueTte Ha M)
OaHopoaHOCTE A03HPOBAHHA, Make. 125.0 % --
MaKCHUMYM (B pacuere Ha M)
Ooee 4HCeno aspodHbIX Maxke. 1000 KOE/r <50
MUKPOOPTaHU3MOB*
Of1ee YHCI0 APOHOKEBBIX H Maxe. 100 KOE/r <50
NJIECHEBBIX IPHOOR*
Escherichia coli* OrcyteTtBHE B I T He obnapyxeHo B 1 r
*YacToTa IPOBENEHHA UCTTBITAHHA: | --- ==
no MeHbLleH Mepe kaxaaa 20-s
CEpHA HWIH MHHHMYM 0JHa CepHd B ] —

roa

Cepeaan vepes J

40
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Crpanuna:

| Hara:
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17.08.2021

| ApTHKYIL: 82195859 Kcapento 10 mr 30 Tabnetox

; Bauwr apTukyn: Kecapenro 10 mr 30 Tabretox, TabneTkH NOKPBITHIE MIEHOYHOH 060N0UKOH
Cepus: BXJLKRB3 Crpana: Poccuitckas Qenepanus
Hara npoussoacrea:  11.04.2021 Howmep nocraexu: 125349989
CpoK roaHoCTH: 11.04.2024 Homep zakaza: 710832890

| HHCTpyKUHKS 1O MCTIBITAHHIO: - - -=-
Howmep anausa: 040002416781 Creundukauus: ' - e
HenbiTanue Kpurepuii mpuemnemocTH En. usm. PesynbTar
HopmarHBHas JOKyMeHTalH, Hopmatusras JICP-009820/09-231220
Poccus JAOKYMEHTAUMA

Ne JICP-009820/09-231220

JlauHas cepus COOTBETCTBYET ClelHHKALHH.

HacTosLIHM NOATBEPANAND, YTO BCE 3Tallbi IPOH3BOACTBA JAHHOIO FOTOBOIO MPOAYKTA ObIIH NPOBEAEHL! B OJHOM
cooTseTcTaHHM ¢ TpeboBanmamMu GMP EC, a rawke TpeGOBaHHAMH PETHCTPALMOHHOTO I0ChE CTPAHbI-HMIIOPTEPA.

BhIMycKalollas A0KyMEHTaLMs noankcata YnonsomosennsM JTnuom PS-PH SC LEV QU

Boimyck cepuH NOATBEPHIEH NMOANHCHIO:

Hara/Bpems:
Homep ananusa:

Hokrop Kpucrran Baiiz (GFRCI)

12.08.2021 15:53:57 LIEB (UTC + 1 uac)

040002416781

JlaHHbIH cepTHOMKAT aHATH3a pacneyaTaH aBTOMATHYECKH.

UeenngukaTon aorymenta A008022 -5d45-45f3- 949d-557107a53¢20

[lokyMeHT nognvcad u nepeaH yepes onepatopa 340 AO «M1® «CKb Kortyp»

NaanMcH CTANARUTENR]

®

Erzoerey CopTuCHEEIa OPIIHUIALMA, COTRY MM

AC "BAMER”
Iybapess AnaCtacun WMazadena, Cneywannll

CHTPORA KINECTER

Cepiama” CepMAHB R HOMED, N2IMGL
ZEacTaua

07 353DAB0044ADEIEB4BI06BENTACATC
€ 11.06.2021 138 ne 17.06 2022 1374

GMT-0207

27.09.202103:25 GMT #5303
TIoaNUCE COLTBETCTBYE" $3ANy AOKYMEHTE

Cipannya 3 n3 3




[REEAN]

MH HUCTEPCTBO 3/[PABOOXPAHEH HH
- POCCHHCKOH (DFIIEPAi [HH -

iPern(:Tpauﬂomme yllOLTOBepeHHe
JexKaper Bemm : O*I}pB[I‘lpdTa ;;Um Memnmu CKOro Ilpmuuemm

frin J]CP—009820/D9 it :
(HDMep‘pEI‘HCTpﬁuHOHIIOI!'G ynoc*rouepe:mn nelcapcmem;oro npenapara)

- anwmenondin T ey .-
: oBa ieueprxa enst (Buane.ubua) . Eauep‘AI‘,‘.l‘epMaHua,
perHcTPaLHOHHOrO: yaocmsepeﬂnﬂ B b
: .ue!capcmermoro npenapa‘ra Rad e

{Bnanenbua) perncrpammunoro 'ymocrorepenns | Kaiser-Wilhelm-Allee, 1, 51373 iL'ejvérkusen, Germany.
J]EKR;)C‘!‘BEHHDI"O npenapﬂ'ra : : etz £

,Il,aTa rocy):(apcmeuuoi’i perucrpauuu 03.12.2000
3 .ﬂeKachBeHHoro npeﬂapaTa :

CpOK‘ ﬂeHCTBIEﬂ perunpauuonuoro

HeccpoyHo
“lyaocToBepensa JeKapcTBeHHOro NpenapaTa

1]1aTa BHeCeHHS H3MEHEHHI1 B PErHCTPALHOHHOE

“ YROCTOBEpEHIE IEKAPCTBEHHOTO NPENapaTa 03.09.2021
(AaTa 3aMEHBI PErHCTPALHOHHOTO
|YA0CTOBEPEHNA 1eKAPCTREHHOTO NPenapara)

HMndopmanus o 3aperucTpHpOBAHHOM JIEKaPCTBEHHOM MIpenapare;

-{Toproeoe HAHMeHOBAHMHE KcapenaTo®

MexayHAPOAHOC HeMATEeHTOBAHHOE, HIIH
CPYNNHPOBOYMHOE, HIIH XHMHYECKOE PuBapokcaban
HAHMEHOBAHHE

JlexapcTenHas dopma TabNeTKH MOKPhIThIE NNEeHOUHOH 060M0YKoH

,[lompoima' ; _ ~10mr

MHKpOKpHCTaJTmWCCKaH xpocxapmmnma Harppm runpomennosa 5 cP (runpoKcunponnmfimxmuennmnoaa
2910), naKTo3bl MOHOTHAPAT, MArHAA CTEAPAT, HaTpua Naypuicyisbar, 060104Ka [KpacHTeb AKeje3a OKeHL -
KpacHbIH, rnnpomen.ﬂosa 15 cP (rmlpoxcnnpommMerunuennmnoaa 2910), M&Kpomn 3350 :

; : ) Tabnericn NOKPLITHIE nneuoquou 060:104K0H, 10 MP

(6ncrep) S x 1 (ImaUKa K2 p‘mHHaﬂ)

.~ .|nexapereenHoit q)op_mu{ ' ,Taﬁne’rku MoK olm ﬁoﬁoﬂowoir 10 Mr.
YNAKOBKE, KOJIHUYECTBO ?3!10 (nauka _'p\'mHHaﬂ), :
N0TPeGHTENBCKOI YNAKOBKE ICQM!TJ_'ICKTHOCTb)  {Tabnetku nox]:a‘lmc nneHouHo}ioﬁonouxou 10 mr

(6m|c1'cp ]4x2f?(na\q|<a. ap HHas{)

L —— nopma"_m_!iuoﬁ-;upl‘.{ylféiéinhuim JICP- 009820#09 03 1209
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Crpanuua 2 peructpaumonHoro yaoctosepenus Ne JICP-009820/09

pon3eoacTEeHHbIE MIOWANKI, YHACTBYIOLLHE B NPOLECCE NPOHIBOACTBA ACKAPCTEEHHOIO Tpena aTa, ¢
) p P
YKA3AHHEM CTAAHIT NPOMIBOACTBA, HA3BAHMIT i (AKTHYECKHX AZIPECUB MECTOHAX OMIEH i

TTpouseodcmao zomosoit nexapemeennoit dhoparsi

Baiicp AT, lepmanma / Bayer AG, Germany

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany

TIpoussodemeo 20mogoii nexapemeennol gopas -

OBMmECTRBO € OrpPaHHuCHHON OTRETCTEEHHOCTEIO

| "HayuHo-TeXHONOrHYeckas (hapmatesTHecKan

(dupma "TIOJTUHCAH" (000 "HT DD
"MOJIACAH"), Poccus

192102, r. Canxr-TTetepbypr, yn, Canosa, 4. 72, kopn. 2, inT. A

[Tepaitunasn ynaxoaka

Batiep AT, Tepmanns / Bayer AG. Germany

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany

Mepéuinan ynoxoera

OGILECTBY € OIPAHHYEHHOM OTBETCTBERIIOCTHIO
"Hayuno-Texionoruycckan apmauenTiieckas
(upma "TIONHCAH" (000 "HTOD
"TTOJTHCAH"), Poccus

192102, r. Canxr-Tletep6ypr, yn. Canoza, 4. 72, xopit, 2, AHT. A

Bmopuunasinonpeumenseras ynaxoaka

Baliep AT, T'epmanns / Bayer AG, Germany

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany

Bmopuunan/nompeGiumenscras ynaxoska

Illreremann Jlondeprakynr yua Jloruetnuwep
Cepric e K, lepmarus / Stegemann
Lohnverpackung & Logistischer Service e K.,
Germany

Up'n Nien Esch 14, 48268 Greven, Germany

Bmopuurasinompetumensckas ynaxosra

OBLIECTBO C OTPAHHUEHHOTT OTRETCTREHHOCTLIO
"Hayyno-rexnoaoruieckas (apMauesTaeckas
tupya "TIOJIHCAH" (000 "HTdd
"[TOJIMCAH"), Poccus

192102, r. Cangr-TletepSypr, yu. Canosa, 4. 72, kopn, 2, AuT. A

lpoussadumens (Beinyckarougutt konmpons kavecmec)

Bafiep AT, Tepsanns / Bayer AG, Germany

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany

lTpousgodumens (Buinycraioiynili KoHmpons kauecmae)

OGiuecTso ¢ OrpaHHIeHioli OTRETCTBEHHOCTLIO
"Hay4Ho-TexHonornyeckas gapmauenTeckas
Pupma "TIOJUCAH" (OO0 "HTOD

"TTOJJUCAN"), Poccust

3amecturens Munncrpa

192102, r. Canr-TletepGypr, yn. Canona, & 72, kopn. 2, nut. A

O.B. I'puanes




