JNEKJIAPAIIASI O COOTBETCTBUH

JAEKNAPAHT, HPHHAMAIOHUA JEKITAPAIIMIO O COOTBETCTBHH

| OO0 *Taxedq Papyacsiompxane”

Sapezucmphposino * Yapasrenie MHC Pacenni no & Mockae OFPH 1027700399517 om 03, 11.2002
Adpec: H9048, 2. Mocksa, ya. Yeareen, 0. 2, emp 1. Tenehan:8(495) 933:55-M,502-16-25

B auye: Tenepanvuvsii Supexmap Homanoe A.10.

Hlovepennoe tao: Hllumroda FLI., dosepennocmy 16872017 om 11.09.2007 &

SASIBISIET, YITO
Aerapemeennae cpedemen: Keuarenun Dxcmpa, enped wasi bHLH Dosuposariii 84 sre/dosat 70 sixe/dosa 10

AR, PREROHL MAGCMINEOGbIE € QOIUPPICUFURI YEIPOTCHGOM (e senee 60 0o3) (1 ), nérncy kapmonnvie, PY Ne

| JICP-006549/09 om 17.08.2609 (oama sasienn 22.02.2017) suidaiio Taxeoa Qapiia AB, ceprist 414887, napmiin.
38880 yrasosox, zodeit do 01.05.2021, npouseademod Taxeda In6X, Tepyauun, Takeda GmbH, Rabert-Basch-
Strasse 8, 78224 Singen, Germany, xod. OKIIA2 21.20.10. 251, xod TH B3I 3004490008, sanmparin Ko
643-20427819/00095 om 27.09.2011, unieoiic Ne 81712471 om 23. 08.2018

COOTBETCTBYET TPEEOBAHHAM

JICP-D06549/09-220217

JAEKJTAPATIHSI OPHHSATA HA OCHOBAHHH

Cepinmdrasan Coomeemcmens-cUcmes| Mered’Crenna Kauecniea e Citeneste doBposonuHol ceprfrusayun
"BAPM-PELHCTP" Ne POCC DE.OXKI0.K.00186, cpox delicmena ¢ 01,08.2018 2. no 01.08.2021 2, OO0
“Okpyocnoit enmp ronmpors kavecmen"”, Poccud, 1 15280, 2. Moéxasa, yr. Macineprosa, 8, 4, 5. 5, noa. I
xoat: 1
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TOANUCE

CBEJEHUS O PETHCTPATIUN

OPTAH TIO CEPTHOHKRALNMHA, 3APETACTPUPOBABIIMN JEKAAPALIHIO

RA.RU. 11 MO8 OPTAH 1FO CEPTHOHKALIFH MTPORAVKLMH OBHIECTBO C OrPAFTURHHOH
OTBETCTBEHHOCTLEIO HOKPYVIKHOF HEHTP KOHTPOULA KAHECTBA®,

adpec opeanuzap: 115280, 2. Mocxkea, yn. Macmeprosa, 9. 4, am. 5, noa. I, ko, I, adpec ap2ana #o
ce;mmtfn:xaquw 115280 POCCHH, 2apad Macssa, yn. Macmepsoga, & 4, om, 3., niek, H495)788-02-88, eeb-

Hupetiko H.B. :
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CEPTHO®HKAT KAYECTBA

IIpoaykr:
Homep cepun:

BryTpeHHHii HoMep MaTepuana/

HOMEp CepHRn:

S01139213/414887

Kcamenus Dkcrpa cripeif HasanbHblid 10 min
414887

Tect/KoMnonens Cnennpuranns Pesynbrar
ITpospadHOCTE pacTEOpa IMpo3paunsrii COOTBETCTBYET
1lseT pacTBOpa PacTBop A0m#EH ObITh BECUBETHBIM CooreetcrByeT

HJTH IO CTENCHH OKPAIIHBAHNA HE
MpPEBHUTATE 3TATIOHHEIE PACTBOPH
GY7, Y7 unu B7
TNoamenocts ( BOXKX) Bpems yaep:xuBaHpd TTHKA CooTBeTcTBYET
KcunoMeTa3onMua ruapoxiopuia
COOTBETCTBYET CTAHAAPTHOMY
pacTBOpy
Moznuanocts ( Y@) Y®-cnekTp raka Mnparpomms CoorscTeTBYCT
Opomuza crangapra 1 obpasna
COMOCTABHMEL
HoanuaHocts ( BIXKX) Bpems yacp:KUBaHHA [THKA CoorseTcTBYET
Hnparporus SpoMHaa COOTBETCTBYET
CTaHJAPTHOMY PacTBOpY
Hoamaanocts ( YD) V@ -cnextp mixa Kenomeraszonuna | Coorsercrayer

ruapoxIopHaa cransapTa v obpasua
COTIOCTABHMEI

KonvuecTeeHHoe onpeAcneHHE
KcinoMeTaioaus ruapoxIopsa

0,475<x<0,525 mr/mn

0,494 mr/mn

KonuuecTBeHHOE ONPEISIEHHE
Wnparponuii dpoMHI MOHOTHAPAT

0,570=<x<0,630 Mr/mn

0,600 mMr/mn

Ano-unpatponuii Gpomua He Gonee (1,2% Wnparponuii <0,1%
{npumecs G) Gpomuna
N-(2-ammaosrin)-2+(4-1,1 -arvernn- | He Gonee 0,3% KcunomeTtasonux <0,1%
3THN-2,6-aMMe THIACHIUDALICTAMHA, | THAPOXAOpRAA
Tponosas kuenora (npumecs H) He 6onaee 0,2% Hnparponmi <0,1%

6pomMmuaa
TecTupopanne N-H30mpHI- HET
HOPTOPOIHH MCTHACPOMMA
BHIIQIHCHO
HanGop1mas e sHHEYHAL He He 6onee 0,1% maomany ka0 0,1% Z
HAeHTH(PHUKMPOBAHHAA IPHMECDH {(Unparponuii HpoMum) oo

Q) @
CyMMa HC HACHTHHIMPOBAHHEIX Hc Soncce 0,2% mnomanu <0,1% /‘g}/ .
nipumeceH (BIXKX) {(Mnparponuii SpoMua} [all
o

HanboIpmas e IHHHIHASL HS He 6onee 0,2%miomamm kaxxoi <0,1% \\ *\

.x’\
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HASHTRUIMIPOBAHHAT IPHMECH (Hmparponuii GpomMui)

CymMma UaeHTHOHIMPOBAHHEIX He 6Goaee 0,6% Mnpartpornmii <0,1%

mpumeceii (BIXX) GpomMuma

pH 4,2<x<47 4,5

(aHOpOAHOCTE JO3HPOBAHHA B Coors.co cnemmdu_Esp Dapm. CooTBeTCTBYET ©
2.9.40 HOMUHATEHBIM

3HAYCHHEM

Cpe i 00beM JO3H 60<x<81 mMxr KcunmomeTazonud 71 mrr
THAPOXIOPHA,

Cpeaumii 00BEM 030 71<x<97 Mxr 86 mxr
Winparponui Opomia MOHOTHApAT

O6mce uncno adpodtumx Saktcpuii | He Gomee 100 KOE/Mn COOTBCTCTEYCT

QOwWwee 9HCA0 IPOACKEBLIX U He Gonee 10 KOE/ma CootBeTCTBYET

IUICCHCBBIX IpHOOE

Cymma 0BIIero 4Mcaa aspodHeix He 6ones 100 KOE/mn <1 KOE/Mn

HakTepuii u oOwero ancna

JAPOACKEBHIX H IUICCHEBRIX TpHGOB

CunicryHoiiuas naIoyxa Orcyrcreuc B 1,0 M CooTBCTCTBYCT

CradrnokOKK 30 I0THCTHII Orcyrcrene B 1,0 M CooreeTCTBYET

VCTOHYHBEIE K SKETIH He 6onee 10 KOE/Ma <1 KOE/ma

IPaMOTPHLATE IbHBIEC OAKTEPEM

Jlata npomssozcrBa 16.05.2018
Cpor roavocTu 05.2021
Jlara BelIyCcKa 15.08.2018

HacTosIUMM IOATBSPAGIASTCS, YTO NPOXYKT G5US IPOU3BSACH B COOTBETCTBHM € Tpebosanuamu Lpponeiickoro ConpyxecTea 1
HAIHCHAIBHEON JAKCHOMATAILCTES, COUTBSTCTRYET Tpeforannam GMP n tpebopanuay MunncTepcTea 3opapoocapaticHis U IPOBEPER
OTEETCTBEHHDBIM JTILIOM.

Carina Verena Bergmann (Kapana Bepena Beprmang)

VioshoMoueHnoe ML, Takeds GmbH (epal suceessor of Nycomed GmbhH)

17.08.2018
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