JEKJIAPALIMSI O COOTBETCTBHH

| DEKJAPAHT, PHHIMAIOUIHA AERJTAPA UMK 0 COOTD ETCTBWH

D00 "Taxeda PapacvomKaic”
Japesucmpupovany o Yipoarente MHC Poceun no ¢ Mockae QITH 27700399517 om 05.11.2002

Adprec: HIOU48. o Mockaq, yi. Yeiamesa, O 2, emp d 'I'«.-nmpmr:ﬁf«f%) 933.55-14.502-16-25
U aue: Devepeasnpit Qupresmiop Nonanow A1
| i | Joacprnnoe simjo’ Cunuxoaa . 5., duscpeinociin

AD 21172017 om 07.12.2017

CIKTREN :

SASIBJISIET, UTO
Jemuer., Jlupunpesc HOPONICK Q18 NPUPOMOEAC I puCInsopa S wereyauit 300 xe, oy

ACKAPERIOEHIDE CpPEL

(10), mrvka xapuionie, PV Ne HCP-004580/08 ont 17.06,2008 [ouma nepeohopLIeIig 12.05.2016) andarny
uonoza 200 Ko Jlmd., cepii 69208, neprnon 286 yasusax, coden o 01.12.2020. npotaedcman IHuarneil
an0 K., Jm)., dnonisi, Shionogi & Co.. Lid, 7 Moriyuma, Nishine, Kanegasaki-cho, Isawa-gun. hwae
029-4503. Jopan, / @apua [Toneoacune Covaunic, CILIA. Pharma Packaging Svlutions, 341 J0 Yarnel!

Inelustrial Parkway Clinton, TN 37716, USA. kel OKIVI2 21.20.10.19]. k00 T B 3004200002, xonwipunm
M 643-294278 1900095 om 27.09.2011, unsoiic N# 63138419 om 07.05.2018

COOTBETCTBYET TPELOBAHHM

IO P-004580/08-020615

REKJTAPALLHS MPHHITA HA OCHOBAIHN

om 17.05.2018 HIT QOO L et L TR ] acRipenopin

npamoses pensimaitiiit N 102973
21ehM12, Copmuipismn POCC i

OAPMAIATIISY, ammecnan arwpedumaiun POCC RUCOOT.
US. @AMOS.Cl4 145 om 17.05.2018

NeTRHTETLHA A0 01.712.2020
lei :
— A Cinnikona 0.1
B s w.HO

CBEAEHHUS O PETUCTPALNHN
QPIrAH TTIO CEPTHOHKALHH, 3APEFHC’FI'HPOBABIU HA REKJ!AI’ALIH 10)
RA.RU.1TPMOS OPIAH HO CEPTHOHEAUHH HIPOHNVKIHH GEUIECTBO ¢ ()I'PAHH'H:'HH()FI’ |
OTBETCTBEHHU(_'I'MU "U.‘('PYJKHUF? HIEHTP KOHT PO KAYUECTBAY, t

scarzenpn: 115280, 2. Muocwea, ya. Mocmeprusa, a4, oo 5, naw. 1, ke 1, anpee oprand ne

adpec upy
cepmucpuwainu 115230, POCCHS, ropod Mockea, yu. Macmeprodd, 0. o, om. 5., mea.:(495)788-02-88. nii-

JATA Hug'l‘i\ll“l'i 17.05.2018
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M| PHARMA Ce
: pruduxar coorsercraus (CC) N 6
LB_ %‘hﬁ_}(rél_;iﬂ_ﬁ Takeda. Jlopunenem oanosoannii (JopnGake, dopn- ::’pomnb:)c.mxuﬂu 1 i

& e npexe, fyparra) - Pocona

Kax cepradimuiponino CeprudikiTosm cooTucTeroi (CC) » npinokenimmy CeprudukuTom s
(CA) o1 nporIBoIHTEAR HCGACOBAHHOIO FOTOBOMD NPOANVKTA, Shionogi & Co , LTD; ama copra okowsa-
TCALKOrO FOTOBOFO NPAAYKTA G112 NPOHIBEICHA H MPOAHLIHIMPOBANA HA ICHCTBYIOLILM NPOHIBOACTRE
Haaacaaicii mpoHIB0ICTBCHHOM MPAKTHKH (ICHCTBYIOWCH GMP) cornacHo COOTBCTCTBYIOUIHM Perad-
MEHTAM.

Pharma Packaging Solutions (PPS), noapaiacacune Carton Scrvice. Incorporated. npoBena BTOPIIHY 1O
VIAKOBKY H BHIYCKX OKOHYATCILHOTO FOTOBOrO NPOIVETA AN DPOILAH H PACNIPCICICHHA TPOH3IBCICHHO-
ro u swumyvucrnioro Shionogl & Co., LTD nedacosuinoro roTosOro npoIyxma coraacko CorapamcHi no
kauceray (GMP i GDP), aamnposwinomy 27 swozw 2014, momay Shionogi & Co., LTD u Takeda Pharma-
ceuticals Intermational GMBH, 1 aciicTeyowcii Haxnexaweit mpoiasoIcTse HHOI MPaKTIke PPS noa-
TBCPAKAICT, HTO CCPHA MPOAYKTA GhiNa NPOMIBLACHA H BRITIYLLCHA COFIACHO COraaeHIo N0 KANCCTEY
(GMP 51 GDP), aamiposaxnosmy U8 aexabps 2014, mexay Carton Service, inc. u Takeda Pharmaceuticals
Intemational GMBH, 1 aeiicTay oty HLLoxaiminy nponssoacTiCHHN M NPAKTHRAM

62002283
Jlopunpexe 500 srfhaaxon. 10 wr (Poccns)
69208
122020
SO0 ar

5325

_____ 2868
{ Mirra wawana ynakosxse 04/04/2018
¥ Ilara samcpuicuns vnakoskx:  (4/04/2018

B He mpuscHivo. HecOOTBETCTRIM, BARKIOUIHE HA ITY CCPHIO,
OTCYNTCTBYIOT

i D HMeeacionane v P{\Cﬂoﬂo?ﬂcllllc NPOAVKTA 1H cnc.‘:_\'tomux HCCO-
{ot BereT Rl Vinepacieso

E  He npusennyo. Banaaunonnide JuACTaHE, Bsu0mie ia
ITY CCPMID OTCYTCTBYXIT,

[0 Bee maniaunonnbie TpeboBanna BEIOTHATHCE L3 CICaY-
toweii kpand kA IHOCKTHBHOCTH.

B He npusmennmo. JeHCTBUA O MIMEHCHHIO AOKYMCHTA, BAH-
AFOLUMC MO ITOT CCPHHHBIT MPOTOKOD, OTCYTCTBYIOT,

O Bee sanpoctd 15 HIMCHEHIBE JOKYMCITA OIH YTBUPAICHE H
HCTVIHITH K, IEHCTEHE

BT ! 6 OGI0D CEpIHIOTD N DOTORONA 5 B

m:,ly}omnc OVHKTH NOITBEPIHAN B X01¢ 0030pa 3TOro ccpuitHoro npoTokoaa:

JORyMeHTALHL NOTHI 1 COOTBCTCTBYCT HLLICHKIALIHM MPAKTHKIM JOKYMEHTAUHK COrIac 1o COIl A-
16 PPS
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Ceprudimwar coorsercramn (CC)
Takeda. Jopunenew oanosoansii (Jopubaxc, Jopu-

'~ | PHARMA
npeke, JvpanTta) - Pocciw

A Db ad Cavtny Gurdicn, b
Jlononuenus H HIMEHEHHA K npunoxkenuomy Shionog & Co. cepTHdHKaTy anannia,

Hudopyawsis, NPUBCICHHIN HHKC, BHOCHT HCHOCTL, KACIHOWYIOCH 0aHOTO MYHKTL HE BKIOMCHEONO B
Ceprudyikar anatnia Shionogi &Co. ., # asyx nyuxTon, 3adukchponarnsx 8 CA ¢ Hopsavn 6oace woeT-
KiADE, HeM TpeByve e MunncTepernos sapasooxpanertis Pocenilekol @eacpaiom. Cnetmidutieckoe
HORCHCHIMC BKIIKOMACT

+ TMoaanHHOCTs — PE3yabTaTs HCNWTAKI HA NOAAHHHOCTE, BOMCX, B HACTOAWNG MOMEHT HE 3apern-
crpuposatibl 8 CA. Cy. pCsvibTaT HILKC H NOITBCPAIANOLICS APIIOKCHNC Shionog!

«  Xpomatorpagiueckas qucrora (BIXKX) - nopsis npresmacmocti aad DP-1 u cvMyb npoavkTos
pariowcHi Sonee mectkine, aem Tpehyesic B Poccin (20,7 % v cpasucrine c £ 1.0 %) Cw nose-
HHTCIBLHBIC HOPMbBI TTDHMCMTEMOCTH HINAC

= BaKTCPHAIbHBIC YHIOTOKCHHE — HOPMB NI MICMOCTH Bonce weeTkne, ucs 1pebyemuc 8 Poccun
(< 0,025 E3/wir » cpantteni © = 0,025 E/vr) OM NOSCIITEARHIC HOPMII NPHEMALMOCTH HIWL

Aprixyvia: Jopunenem ans uueexuwii, S00 mi/duaxon

Ne cepun: 5325 Hara npoisoacrsea: 21 acxabps 2017
Ne cepun [1B; 5098 Jata ncnuranng: 26 aueaps 2018
Iloxaratens Ilopmui Peiyabrar

Moatnumocts (1) (BIAX) |Bpeyu vacpxosanns ocHoenoro  |CoorseTcTeyeT
MHKQ H3 XPOMATOIPAMMC HCIBITY -
CMOT0 PACTROPA COOTNHLTCTAVET
MOKAZATE TH J0PIIME HEMA HA XPO-
MATOFPAMMC, MOIYHEHHOH A4
CTAHJAPTHORC PacTBOPA

Xpomarorpaguueckas un- {DP-1 <1.0% DP-1 01%

croTa (BAX) Oracavhas nprmecs Qraeasias opivech’
Mpoaykr pavioxennn < 0,13 % {TIpoaykT pasnoxkenis. < 0,05 %
Cymma npoaykros < 1,0% |Cymmanpoaykros pas- 0,1%
pa.nomcnnu JOMCHIAL

Baktepraabusic ona0Tok- |£ 0,023 EDrvr CooTeeTcTByeT

CHIILE
LlonoAaHCHIHE NPOBCPEHO K VTBEPAICHO (Noanscs/1aTa).
11 anpens 2018

[aysna E Csorr (David E Smith)
Hupexrop. Orac xa4ects v HOPMUKOHTPOIN
Pharma Packaging Solutions

KOH®MAEHLIMAILHO e

cepradukaros

W IOKYMCHTOB




® | WWOHOMM axg KO.. NTA.
MpeanpusaTtue KaHeracaku
7. Mopusma, HuwwH, Kaneracaku-yo, Ncasa-ran
Weare 029-4503, AnoHus

Ceprudmkar ananuia

ﬂgenagm Jopunenen ANA wHbLewuA, S00 Mr/cbnaxkon

N0r0 40 CNEerkd ®enTasaToro Mnu
noytu Genoro usera

Ne cepum : 5325 Nata npoxasoacrea : 21 pexabpa, 2017 r.
N2 cepuy nencTeyrouwero 1 5098 Data anannia : 26 anBapna, 2018 r.
BeLecTsa ;
AHANWINPYEMbIn NOKAlA- Hopmuel PeaynuTar

Tenb
Onucanue Kpucrannu4ecxna nopowok oT be- | KpHETannu4ecknd NopowoK cnerka

AMEMTOBATOIO UbeCTa

CNEXTPOCKONHA)

coorsercreyet MK-cnekrpy cram-
aaprHoro obpaiuya

MoanuHKoCcTe (1) (CnexTpo- Y®-cnexrp ucnuityemoro odpaiya CoorseTcrayer
horomeTpun) cooTBercTeyeT Y®-cnexrpy CrTan-

ABPTHOrO o6pasua }
MoanuHHoCTe (2) (MK- WK-cnexTp nenwityesmoro o6paiua CooreeTcTeysT

Mpo3payHOCTs W UBETHOCTL

Mpo3paunsin pacteop ot Becuser-

Mpo3payHbin U GECUBETHLIA

pacTeopa HOro 40 Cherxa XernroBaToro ysera

Xpomarorpaduieckan uu- DP-l :507% DPl  :01%

croTa (B3XX) Kawnar OTAGNLHEA NPHMECH Kawnan OTAeNLHan NPUMECH
MpoayxT nerpapnayuy - < 0,13 % | Mpoayxr gerpagayun <005 %
Cymiia NPORYKTOB Aerpagayum : CymMma NpoaykToe Aerpansumm |
<07 % 0,1 %

Boga 40-50% 4.4 %

bakTepuansHbie 3HooTokCK- | < 0,025 E3/mr Coormercreyer

Hhl

OTKIOHEHHE MaCChl CoorsercTeyeT nencrsywuien Esp. | CooTeercrayer
®apu., OgHOPOAHOCTE BAMHKML,
A03upoBaHmA, palnen 2 8.40

AHANKH3 MEXBHUHECKNX = 10 Mkm . < 6 000/pnaxkoH 2 10 Mem : 47/donakon

BKAKMEHUA ONA UHBEKUHOH- | > 25 MkM . & 600/naxkon 2 25 MkM : D/pnakoH

HbiX Npenaparos

CTeprnbHOCTL QTCYTCTOME NPHIHAKOB POCTa Coorpercrayet

KonwdecTeenHoe onpene- 95,0 —105,0 % OT 3aRBNEHHOIO 101,0 %

nanue (BIMX) COAEPHAHHA

Pewenve MpUHATC
flaTa Bunycka 26 nHsapn 2018 1.
N2 Beinycxa 2018 - 004 - 1

Kauectso noaTsepann

Mewedxep omdena kOHMpPonAa

Xavecmea.

Menedwep omdena obecneve-
| HUR Kadecmea.

<NOANMCAHD>

Hacrosuui npenapar Gnin NPOM3BEAEH ¥ NPOAHANUIMPOBAH HA NPEANPHATUAX C neﬁcray:omm:m
HaQNeXaUPMHK NPOMIBOACTBEHHLIMKU npakTukamu (CGMP) 8 COOTBETCTBMH C HODMAMK. [AanHbin Npena-
PaT OTBEMEET NPUMEHHMbLIM CREUMDUKAUMAM 4, NPh HEDGXOAWMOCTY, hapmaxoneintim Tpebosannam
Hu1xkenoanvcaswmecs NOATBEPXA AIOT, YTO 3TO ABNRETCA TONHbLIM NPEACTABNEHHEM PEIYNLTATOB.

26 avBapa 2018 1.

<oanncand>

26 AHeapn 2018 1.
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