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JEKJTAPAIASI O COOTBETCTBIM

| MEKTAPARIT, IPHETAMAIONIILIE JEKCTAPATIEIO O COOTBETCTBIH

000 Taxeda Papmactiotfuxine” :
Ceedenna ¢ pezucHpapa opeanuzmyar: Meacpationnas uscnerajus Dedeparsyoii wanozoaoit cayoctvr N 46 rio |

| | 2. Mocxez 0).01.2008, OIPH 1027700399517, dama npresoenun OI'PH 05.11.2002.

Adpec: 119048, 2. Mocrsa, yr. Yeauesa, 3. 2, cmp.d, Tenepon:8(495) 933-55-11,502-16-25

| B nuye: lenepampnoni dupexmop Hotanoe 4.1Q..
| | Hosepernce nuys? lepdewvoaa C.B., dogépehnotms 16772018 om 17.09.20182.

| | SASIBIAET, ITQ.

ZJexapemeennoe cpedemea. Kewemos Skempa crpeit nasanbuuil doupapannsri 84 mxz/dora+70 iks/dosa 10
M7, PraxoNst maemuroasie © doaupyiouiioe yempoticmeon (e seaee 60 dos) (1), naimeu kapmonzwe, PY M
JICP-Q06549/09 ant 17.08.2009 (damd savens PY 22.02,2017) ewdawo Taxeda Baps AB, cepus 424343,
napmua 39000 ynmeoesk, 2odei o0 U1.09.2021, npouseodemea Taxeda ThbX, lepyanus, Takeda GmbH,
Robett-Bosch-Strasse 8, 78224 Singen, Germany, xod OKIIA2 21.20.10.251, #0d TH B3] 3004490009,
Koninparnt Ne 543-29427819/00095 om 27.09.2011, weotic Ne 81715438 om 07.12.2018

COOTBETCTBYET TPEEOBAHUSIM

JICP-006549/09-220217 uiw. !

‘cepmudiigm anausA Hpcidesdumens om 29.11.2018, Cepmudsuram goomeememeun cumennt
MeEneduemMeRma xaveemsa s Cucmenme dofposansRoil sepruduncifint "PAPM-PEFFCTP" Mo POCE. 5
DE.GHA0K V0186, cpox deiicmaun ¢ 01.08.2018 2..no 01.08.2021 2, QOO0 "Oxpysinoti yenmp rowmpans
xavecmea’, Poccun, 115280, & Mocxsa, yw. Matmeproed, 9. 4 om. 5, nore. X, xam. 1

JATA IPHHATAST EKJIAPATINH 19.12.2018

HETBHTEXLHA O 01.09,2021
> {%f/ Tepacitiiona CB.
B DO

OPTAH 11Q CEPTH®HKA MY, 3APETACTPHPOBABHIAIL IEKTAPATIHIO

POCC RU.0001.110M15 QPIAH IO CEPTHO KA LIHH TPOIVKIHH ORIECTBO C
OIPAHIYERHOM OTBETCTBEHHOCTS IO "ORPYIRHOH LEHTP ROHTPOIIT KAYECTRA™,

adpec -qpemyaayuy.‘ﬂ.iz&a,- z Mo_l:xaa,___}n Macmepragg, . 4, 9m..5; vov. 1, kau. L,.adpec opaana no
cepmugpaxenyuut 143581, Mocxoocxas obnacm, Hempunciuil paiton, dep, Hewxoo, 3, 243, cmp, 1, mea.;
(493)64(F-96-69, (495)787-92-78 eeb-caiim: okt pir.

AEKJAPALEAR O COOTBETCTRHH SAPETHCTPHPOBAHA X POCC RUJ-DE. OMIS. B, 07176/18
FATA PERECTPAYIAM 19.12 2018 .
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CEPTHOHKAT KAYECTBA
IpomyxT: Kenmermm Oxetpa copedt Rasansasit 10 Mz
Homep ceprn: 424343
Bayrpennmit Homep MaTeprana/
HoMmep cepum:  S01139213/424343
Cymma HaeRTH)HUHPOBA HELIX <0,6% Mnparponuit Gposuna <0,6% | <0,1%
npimeceii (BONX)
pH 4.2=x4.7 45
Oanopoarocts Acsvposamita B Coorz.co cnemidn Esp.@apm., CooTserctnyer ¢
2940 HOMWHATTLHEIM
IHATEHHEM
Cpexumit o6nem g0am 60=x<81 mxr KcrnomeTazomm 69 MKr
THAPOX7IOPHA
Cpeaunii 06pem goIst 712x<97 mrr 84 Mxr
Hrpartpornmit Spomita MoRor#apar
Otmee ancno a3poSusix Gaxrepuit | He Gonee 100 KOE/an Cooteercrayer
OBmee 1acno APOROKEBLX I He 6onee 10 KOEAw Cootsercrayer
| nrecHeBBIx rpubon
Cymva o6mero aucna aspoSrsix He Gonce 100 KOE/mn <1 KOE/mn
Gaxrepnit n 06mero wwcna
MOKEBLIX H ILTECHEBHIX IPHOOB
Crrernoittan miouxa Orcyrersue B 1,0 Mn Cooreercrayer
Crabunokokk 3010THCTHIR Orcyrersue B 1,0 Ma Coorseretayer
Yeroitaeste x xemm He 6onee 10 KOE/Mma <1 KOE/Mmn
TPaMOTPHIRTC/IBHEIC GAKTCDHH
Hata npomesoacrea 13.09.2018
Cpox roamoctn 09.2021
JaTa eeimycka 29.11.2018

HacToAmmiM DQITREmIRACTCS, HTO NPOTYET G5l NPOMIREIEN B COOTRETOTDAN ¢ TPeOOBAIHAMA Enponeliexoro Coxpyxecsa 1
[RNUAOMMLIOND JARAMOAITRMLCTA, COOTneTeTDYeT Tpefonamism GMP x TpeSopamun MiTHeTepeTDa Iapancoxpaltemin X hpocpen

OTROTCTREHIIM TRTINM.
Mirko Bergmann (Mupxo Fepr:

WAITH)
Ynomorouennos xmo, Takeda GmbH (logal sucocwsor of Nycomed GmhhH)

06,12.2018
Tlozma>
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CEPTHOUKAT KAYECTBA

Hpoaykr:

Homep cepum: 424343

BryTpenAmii noMep MaTepuana/

HOMep cepHO:

S01139213/424343

Kenvenun Oxcrpa cripeit nazansHit 10 mor

Tecr/Komnonenr enm Ha Pezvarrat
Tpoapaunocts pacteopa [TpoapaTarii Coorsercreyer
Llect pacreopa Pactaop nomxcen Guits Sccrmersmiv | Coorserernyer

HIH N0 CTenexHH OKPaLUHBAHHY HE
MPEBLIUATS STANOHHLIC PACTBOPH
GY7, Y7 umn B?
Moammmocts ( BIXKX) Bpema yaepxuranng mrxa Coorsercreyer
KeanomeTasomma raxpoxnopuza
COOTBETCIBYET CTAHAAPTHOMY
pacTeopy
Togmumoacts (YO/IMM) Y®-cnexrp mixa nparpomms Cooreercrayer
Gpovuna cTagiapTa 1 o6paima
COIOCTABAMEL
Togmaemocrs (BIXKX) Bpemsa yaepxnpanus maxa Coorsercrayer
Hnparpormsx Gpomina cooraercrayer
CTaHAADPTROMY PRCTBOPY
Hoammmocts (VO/IMID Vd-cnexrp muxa Kemromerasomma Cootsercrayer
FHAPOXNOPHAA CTansapTa u ofpaua
CONOCTABHMbI
KomimecTsermoe onpeaenerme 0,4755x<0,525 sr/mn . 0,492 ar/nvn
Keunometasonun rupoxnopra
Kommmecraermoe onpeaenerne 0,570<x<0,630 mr/mn 0,595 mr/mn
Hnpatpomii Gposnaza MOHOTHAPAT
Ano-ymparpomut 6ponma He Gonee 0,2% Hnparpormit <0,1%
{opmmece Q) Gpomnaa
N-(2-avomtozman)-244-1,1-xrvermn- | He Gonee 0,3% Keanomerasomar <0,1%
31Hn-2,6-mvieTn-besun)aneraymn_ | runpoxnopiaa
Tponopas iucnora (apivecs H) He Gonee 0,2% Unparponmit <0,1%
6pommaa
Tectuporaime N-rsorpun- He Tectapyercs xorna
HOPTIPOIME MeTHAGPOMIL TPONOBOH KHCHOTH
BLINOTHCHO sexee 0,1 %
Hanboxsmmas eamnrnms ne He Gonee 0,1% nmomaau kasnoil <0,1%
HACHTHOHIHPORANNAT DPEMECH (Mnparponsit Gposa)
Cy»ma ve macHmdinmposammx He 6onee 0,2% nnomanu <0,1%
npumecei (BIKX) (Unparponuit Gposoyn)
Hau6oasman ¢aumnman He Gonee 0,2%mnomamm xaxmoit <0,1%
HACHTHOUUMPOBAHHAS OpPIMECh (Hnparpomit 6posoun)
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