NEKJAPAIIAS O COOTBETCTBUH

JNEKJAPAHT, IPHIHMAIOMI M IEKJIAPALIAIO O COOTBETCTBHH
OO0 "Taxeda Papmacsiomuxaic”
Japezucmpuposano : Ynpaerenue MHC Poccint no 2. Mocrae OF PH 1027700399517 om 05.11.2002

Adpec: H9048, 2 Mocxea, yn. Yeunesa, 8. 2, emp. 1. Teaetpon:8(495) 933-53-11,502-16-25
| B awje: Ienepancriviii dupexmop Nemanoe A.10.
Jloaepemnoe awyo: Xabeavcxuii A.10., dosepewnocm Ne 13272018 om 19.07.2018 2

3AABAAET, 4TO

aexapemeennoe cpedemea: JOpUnpexs NOPOWoK ORA NPUOMOBREHUR PACMEOpa onnr unghysun 500 mz, gnaronn |

(10), nawuxu xapmonssie, PY MNe JICP-004580/08 om 17, 06.2008 (ama nepeopopmaenun 12.05.2016) smdano
Hlnownoeu 310 Ko.Jimo., cepus 70012, napmus 2900 ynaxosox, zoden do 01.02.2021, npouseademsa Hluonou
ono Ko., JImo., Anonus, Shionogi & Co., Lid, 7 Moriyama, Nishine, Kancgasaki-cho, Isuwa-gun, Fwate
029-4503, Japan, / ©apwa Hoxedwcunz Comoune, CILA, Pharma Packaging Solutions, 34 1 JD Yarnell
Indusirial Parkway Clinton, TN 37716, USA, xod OKTI{2 21.20.10.191, 00 TH BIZ 3004200002

COOTBETCTBYET TPEBOBAHHAIM

JICP-0043580/08-02061 5

AEKJAPALIHS TPHHATA HA OCHOBAHHH

npomoxon wcnstmanuii Mo 1630/3 om 26.07.2018 HIT OO0 "Konmpoasro-Gronuntuyecxan aabopamopus
PAPMAHATH3", ammecman axxpedumayuu POCC RU.0001.2iOM12, Cepmudgpuxam POCC
US.PMO8.C19338 om 26.07.2018

JATA TIPHHATHSI JEKJIAPALIMH 26.07.2018

va /S
. f

noames] OHO

/C? 2l f Xabemckn AJGH o U /B

NS ETTHS
OPI'AH 10 CEPTHOMKAIMHA, 3APEIHCTPHPOBABUIHHA JEICIAPALIMIO

RA.RU.11OMO8 OPTAH 110 CEPTHOHKAIHH MPOIYKIHH OBIECTBO C OI'PAHWYEHHOH

OTBETCTBEHHOCTHIO "OKPYXHOW IEHTP KOHTPOIH KAYECTBA™,

adpec opeanuzayuu; 135280, 2. Mocxea, yx. Macmepxasa, 3. 4, am. 5, nom. 1, kom. 1, adpec opeana no

cepmugpuxayun: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 3., mea :(495)785-02-85, sed-

caiim. oyxx.pe.

AEKJAPALMS O COOTBETCTBHH 3APEIHCTPUPOBAHA M POCC US. M08, /103337

a TR 26.07.2018
@. 9 Hapenxo ULB.

d o s
’f
HOIUTHCE Pyxosoyrrens OC

L




o Homcp dopvst: .......... 2043

PHARMA Ceprudmicat coorsercrams (CC)
‘8 PACKAGING < ” _ Yposenb peaakumm. . 7
Takeda, JlopHOeHEM OIHOBOIHEI I (Nopwndaxc, Jlopu i S |y 2

npekc, [ypanra) - Poccns

A Divison of Cuvtan Sendcs, im

Kax cepruduuuponaio CepTHRHKITOM COOTBETCTRHA {CC) n npuaokenunv CepraduraTor AHaHa
(CA) o7 npo3s0aRTENR HEPACOBAHHOTO rOTOBOTO MPOAYKTI, Shionogi & Co., LTD; »1a cepia oxoHt2a-
T IHOrO FOTOBOTO MPOAYETA ObLIA MPOHIBCISHA M TIPOAHATHIHPOBIAHA KA ACHCTBYIONICM TPOHIBOACTBES
Hazaicoxameii NPOH3BOACTBCHHOM TIPAKTHRH (aciicTeyrowcii GMP) cornacHo COOTBCTCTSYIOUINM peria-
MCHTUM

Pharma Packaging Solutions (PPS). noapawienenue Carton Service, Incorporated, mpoBEa BTOPH'HY 10
VIIAKOBKY M BEITYCK OKOHUSTETbHOFO TOTOBOIO NPOJYKTA 1A HPOIAKM M PACIPCACACHIA NPOM3BEACHHD-
ro u sunymcsanoro Shionogl & Co, LTD HC(ACOBAHHOPO FOTOBOTO HPOAYKTA COrIacH0 CoraanicHMIO No
kauecrsy (GMP u GDP), saruposansomy 27 wois 2014, mexcay Shionogt & Co., LTD u Takeda Pharma-
ceuticals Intemational GMBH, u aciicTsyioweii Haawexaumeit npon3soAcTBCHHOH NPaKTHKE. PPS noa-
TBCPAIACT, ¥TO CEPHA NPOAYKTA Obi/a NPOHIBEICHA H BHITTYIUCHA COTTACHO CorJameHu N0 KaIeCTBy
(GMP n GDP), aaruposanzomy 08 aexabps 2014, mexcay Carton Service, inc. u Takeda Pharmaceuticals
International GMBH., 1 aeiictsy oy Ha ek npor3BoACTACHHELM NPAKTHKAM

62002283
Topuiipeke 300 mr/daaxon, 10 ure. (Poccns)
70012
01.02 2021
500 mr

5330

_ 2900
Jlara savana ynakoska: 15/06/2018
Jlara sascpumcniss ynakosku:  16/06/2018
Cepruduxar anamnsa (CA) oT npom3soauTe 1A DIaxoHa NPHICKEH
B He mprvennvo. HecoOTBETCTBHA, BIMAIOUIME HA ITY CCPHIO,.
O Hecaeaosanse ¥ pacnoIokeHHe NPOIVKTA s cnenmmﬂjtizygm
OVBCTCTBHH Y THEDAICHO. o
E  He npusmennyo. Baimaauonisie 1eHCTBIN, muxl‘ga_i_# Ha
ITY CCPHIO OTCYTCTBYKOT. B2l IS
[0 Bce BaTHAALMOHHBIE TPEOOBAHHS BEITIOTHATACH
romei kpanndukaunn dGPeKTHBHOCTH!
| He npumerino. JICHCTBIA N0 M3MEHCHHIO JOKYMEHTA, Bl
FIOIHC HA FTOT CCPHITHBIN IPOTOKO, OTCYTCTBYIOT.
[ Bee 3anpocst Ha H3MEHEHUS A0KYMEHTA BBUTH VIBCPAICHE H
BCTVITHIW B JICHCTHHE

Crreayiomue TYHKTH NOATBSPIIHIIN B X01¢ 0630pa ITOr0 CepHHHOTO NPOTOROAA.
JIOKYMEHTALIMS NOIHA ¥ COOTBETCTBYET HALTEKAUHM MPAKTHKAM JOXKYMEHTAUMH COMIACHO COIl1 A-
16 PPS

BIE H COOTBCTCTBYHOT T BAHWAM COIACOBAHMH.

onﬂn.rlifhnepmmdﬂma 21/04/2018

Moarues MeHexMenTa kasecrsa/lata

KOH®PUIAEHLIMANLHO




)| PHARMA Ceprudpmicat coornercrnun (CC) ;IOMCP dopus: .......... 2043
posenb peakium. T

9 %ﬂm%mg“ Takeda, foprnenem oanosoansii (lopubaxc, Jlopu- C
TPAHHIA oo 2m32
npekc, Jyparnra) - Poccus

A Olaion of Gavton Bervice, ina.
[ononHeHHs 1 H3IMEHCHHA K TIPHIOKEHHOMY Shionogi & Co. ceprudukary aHam3a.

Hndopmauns, TPHBEICHHAR HIXKE, BHOCHT 4CHOCTS, KACAUOULYIOCH OAHOTO TYHKTR, HC BKIIOMCHHOIO B
Ccprugukar anannsa Shionogi &Co , H ABYX MYHKTOB, saguxcuposarnsix B CA ¢ Hopmamu Boace xecT-
xunen, e Tpedye visie MHHHCTEPCTBOM 3APAROONPIHEHHA Poccniickoit Geaepaigm. Cricipduyeckoe
HOSICHEHHE BEJIONACT

+  TMoanusEEocTs — PC3VIBTATH HCMBTAHKA HA NOTHHHOCTE, BOXX, B HACTOAHIMH MOMCHT HE 3Aper-
crpuposans 8 CA. CM. pS3yasTaT HIDKC H NOATBCPKIAOINCE npuioseHue Shionogi.

»  XpomaTtorpadaccras YHCTOTA (BIWX) - BopMer npremaesocTy A1t DP-1 4 cyMMbl POIYKTOR
PALIOMEHHA DOMEE KCCTRHE, “IEM Tpebyemse B Poccint (£ 0.7 % B cpaBHCHRMH C < 1.0 %). Cm. noac-
HHUTEIBHBIC HOPMBI [IPHEMIEMOCTH HHKE,

+  BakTcpHATsHBIC IHIOTOKCHHBI — HOPMBI IPHCMICMOCTH Bonce weeTkme, yeM Tpebyemsic B Poccun
(< 0,025 E3/mr n cpaptienun ¢ < 0,025 ED/vr) OM NOSCHHTEILHBIC HOPMEL MPHEMIEMOCTH HIDKE

Apruxyn Jopunexem aan nHbeKui, S00 M/ duiakon

Ne cepun: 5330 Jara nponasoacrsa (1 despans 2018
Ne cepuu JIB: 5102 Jara ncnsrranus: 27 despana 2018
Tlokazaress Hopmni Peyvanrar

Hommnrocts (1) (BKX) [Bpems vaepsusamms ocnossoro | CoorseTersyeT
[TMK2 HA XPOMATOIPAMME MCIIBITY -
CMOTO PACTBOPA CCOTBCTCTRYCT
MOKASATEHO AOPHICHEMA HA XpO-
MATOTPAMME, TONYHCHHOW ANH
CTAHAAPTHOrO PAcTsopa

Xposmarorpaduucckas un- |DP-1 <10% DP-1 0,1 %
crora (BRXX) OraenpHas HPHMECH; OraebHAS MPHMECH.
Iponykr pasaoserns: <013 %  {{lpoaykr pasmokeHus: < 0,05 %
Cymma npoaykTos < 1,0%  |Cymwanpoayxros pasz- 0,1 %
PAIIOKE HHA JOWSHHA
baktepuansasic 3naoTok- < 0,025 E3/mr CoorsercTayer
CHHBI
JIONONHEHHE IPOBEPEHO M YTBEPAACHO (HOANMCH/ Aara).
21 anpess 2018

Toun dpeiicp (Tony Freyre)
Jlupertop, OTACT KaUCCTBA H HOPMOKOHTPO
Pharma Packaging Sclutions

KOHOUIEHLUMATBHO




WWAOHOM ana KO, NTA.

MNpeanpusaTue Kareracam
7, Mopusima, HulnH, Kaneracakn-40, Wcasa-rad
WeaTe 029-4503, AnoHus

MNpenapaT _fdopunexem

Ceprudukar aHanu3sa

a1 unsexyi, 500 mr/gnaxod

Ne cepmm : 5330 [lata npou3soacrea 101 despana 2018
Ne ceprm AERCTBYIOWEero 5102 [ara ananuaa : 27 dempana 2018
BELECTBA

AHanuiupyeMbin nokasa- Hopmsl Peaynerart

CNEeKT pOCKONMS)

cooreeTcTByeT WK-Ccnekrpy CraH-
aaprhoro obpaaua

TenbL

Oonucanue KpUcT annu4eckni NOpoLLIoK OT Ge- | KpucTann#yeckuid NopoLuok cnerxa
fIOTO A0 CNEerka XenroBaTcro unu WenToBaTOro UseTa
nouTkn Benoro uaera

MopnunnocTs (1) (cnexypo- | Y®-CnexkTp ucnbiTyemoro obpasuys | CooreetcTsyer

poromeTpun) COOTBETCTRYET YP-CrekTpy CTaH-
aaprroro ofpasua

MoanuHHOCTb (2) (WMK- UK-cnexTp ucnbiryemoro ofpaaua | Cooteercreyet

| Mpo3paqHoCTb K UBETHOCT L

Mpo3apasqbiit pacTsop or Gecuser-

MpoapaqHbiA U DeCUBETHBIN

| pacTeopa HOrQ 40 CNerxKa XKenTopaToro useTa
| Apomarorpau4eckan Yn- DP-i :507% DP-1 01 %
| crora (BIAX) Kaxaas oTAeNsHaA NpuMech Kawnan oTaensHas npumecs
‘ MpoaykT aerpagaunn  © < 0,13 % | Mpoaykr aerpanayun <005%
CymMma nPOAYKTOR Aerpanaiuu CyMma NpoyKTOB AeTpajaimn -
<0,7 % 01 %
Boja 40-50% 41 %
BaxTepuansHble SHOOTOKCH- | < 0,025 E3/mr CooTsercrayeT
Hbl
OTKNIOHEHNE MACChl Coorsercreyer aencreyowed Eap. | CoorpaTcrayer
dapm., OaHOPOOHOCTL BAWHNLL
n[o3uposanuA, pasgen 2.9.40
AHANU3 MEXAHUYECKNX 2 10 MM : 5 6 000/hnaxkoH 210 MM . 40/chnaxkon
BXMIQYEHUA 157 UHBEKUMOH- | = 25 MM - < BOO/DNAKoH 2 25 MKM - Ofchraxon
HbiX NPenapaTos 4
CTepunsHoOCTh OTCYTCTBHE NPU3HAKDB pOCTa CooraeTcreyeT
Konwiecreentoe onpepje- 95 0 — 105,0 % 0T 3aABNEHHON0 994 %
nexue (BIH) COAEPXAHNUA
Pewenne puHATO
[ara ssinycka 12 mapra 2018 r.
N2 8binycka 2018 - 008 - 1

KauecTso nearsepann

Kavecmsa.

| HUR Ka4ecmea:

HacTtoswmi npenapar Geinl NpoM3sBeneH u Npoaxa
HANMEKALMMA NPONIBOACTBEHHBIMW NPAKTHKAMU
parT OTBEYAET NPUMEHNMBIM CNEUMDUKILIMAM U, NPK He
HWKENOANNCABLUNECH NOATEEPHIAI0T, UTO 3TO SBNNETCA TOYHLIM NPEACTABNEHHEM PE3YNLTATOR.

Menedxep omdena KOHMPonsa

Menedxep omadena obecneve-

<noanucaHo>

M3NPOBAH HA NPEANPUATARX C AEACTBYIOLLAMK _
(CGMP) B COOTBETCTBUM C HOPMAMK. [JaHHbiA npena-
06X0AMMOCTY, (PapMaKkonelHbim TpeOoBaHHAM.

17 mapra 2018 r.

<NOANMCane>

13 mapra 2018 1.




