JTEKJIAPAIIASI O COOTBETCTBHUHA

JEKJIAPAHT, MPHHUMAIOIIUIA JEKJTAPAIIMIO O COOTBETCTBUH

AO "ThaxcoCymumKnsaiin Tpeiioune"

Ceedenun o pezucmpayuu opzanusayuu: Mesicpaiionnas uncnexyus PedepanvHoii #anoz080i cayscber Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OT'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuti npocnexm, 0. 374, xopnyc 4, amaoic 3, nom. XV, komnama 1.
Tenecpon:8(495)777-89-00.

B nuye: I'enepanvuwiit oupexmop Jybanckuii Onez

Hosepennoe nuyo: Kysueyos A.A., doeeperrnocms 60-13.09.2018 om 13.09.2018 2.

3ASABJUIET, UTO

Aexapcmeennoe cpedcmeso: [yooapm, kancynvi ¢ Moouuyuposantvim geiceobocoenvem 0.5 ma+0.4 m2 90
uem., @naxowst (1), nauxu kapmonnwie, PY Ne JIIT-002650 om 08.10.2014 (dama 3amenw: 14.11.2017) ewidaro
340 "ThaxcoCmumKaniin Tpeiidunz", cepust 36622014, napmus 10112 ynarosox, zoden do 31.01.2021,
npoussodcmea Kamanenwm I'epmanu Illopndopd Im6X, Iepmanusn, Catalent Germany Schorndorf GmbH,
Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany, koo OKII/]2 21.20.10.174, xod TH B3I 3004900002,
Huempubeiomop. coznawerue 6/n om 01.01.2013, uneotic Ne 4083194916 om 12.04.2019

COOTBETCTBYET TPEBOBAHHSIM
JITI-002650-141117

JEKJAPAIIUSI ITIPUHSITA HA OCHOBAHHUHA
npomoxon ucnvimanuti Ne 2329y om 26.04.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJI40, Cepmughuxam POCC DE. ®M08.C39222 om 29.04.2019

AATA TIPHHSITHSI IEKTAPALIAH 06,05.2019

Gfﬂhégﬁ{fzix ine

Traing Kysnewos A.A.

Qomyfca D 1.0

CBEAEH[/UI O PETHCTPALIANA

OPI'AH 10 CEPTHO®HKAILIMH, 3APETHCTPHPOBABIIHIA NEKJIAPAILIUIO

RA.RU.11®M08 OPI'AH ITO CEPTH®HKAIIHH ITPOAVKLHH OBIJECTBO C Ol PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mocxea, ya. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmugpurayuu. 115280, POCCHA, 20pod Mocksa, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-

caiim. oykK.pe.

,H.EKJ{APAIKH& O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU /]-DE.®M08.4.23020/19
A PETHE: AIIHH 06.05.2019

«OMson

4.1 uerTp xoHTpONA Kauyaun E.B.

MIOATIHCE 3am. pykorogurens OC
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Kamanenm Fepmanu Woprdopd MmEX
UimetinGedcwmpacce 1-2, Wopndopd, epmarun 73614 i
Ten. +49 (0} 7181-0000-0, Paxc +49 (0) 7181-70000-100 ]
www.catalent.com

Ceptuduxar ananusa — 100021495

Ayopapt NotpebutenbcKan Ynakoeka

CepTudurar Ha cepuio ANA Boinycka B obpatueHue Crp.iusl PSS-QC-0021-F10 Bepewusn 04
Kauewr: Fnakco CmuT Kandix
Homep cepuu Kanenra: 3662201A
BHyTpenuuit Homep cepun: 3667748 ;
BHYFPEHHWIA HOMED Cepuu 3662201 ’
Bank-npoayxra:
Homep HaumeHoBaHUA: PCD330804CATALENT,CHAO4

3aKas: S6650

Aara npoussopgcrea: 108uB 2019
Hata ucteueHuna cpoxa 31anB2021
FOAHOCTH:

Hara aHanmsa: 21map 2019
WHCTPYKUMA K TecTy: PA 465/505

Cneuuduranus: PA465-DUTAM-EU{MAA) G4
Tecr Cneuundmraymn Peaynbtar
O6wmii 610K
Onucarue NPOACATOBATLIE TBEPABIE KANCYNbI € CooTsercrayer -
KOPUYHEBBIM KOPMYCOM ¥ OpaHKESOI
KPGLIWEYKOH, Ha KOTOPOI HEPHbBIMK :
YEPHWUAAMK HaHECeH Kog «GS 7CZ»
MNognuHHOCTL Bpems yAepKMBaHMA OCHOBHOO NUKA Ha CooTsercrayer =
- Ayractepug, (BIHX) XPOMETOrpamme UCrbITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BREMEHU
YASPHUBAHUA OCHOBHOTO NUKa Ha
XpOMaTorpamme CTaHAAPTHOro pacTeopa
ayracrepuaa
MognuHHoOCTL Bpems yaepmuBaHUA OCHOBHOIO NuKa Ha CootseTtcrayer -
- TamcyniosMHaruapoxnopua {BIMX) XPOMaTOrpamMme UCbiTYEMOra pacTeopa ?
[O/MKHO COOTBETCTBOBATL BPEMEHU
YAEPHUBAHMA OCHOBHOID NUKA Ha
XpomaTorpamme CTaHAAPTHOID PacTeopa
TAMCYNO3UHE THAPOXNOPUAE.
Konnuectsennoe onpegenenue
LyTactepua (BIXX) 0,475-0,525 mr 0,508 mr
Ayractepug (BIKX) . 95,0 - 105,0% 101,5 %
TamcynosuH ruapoxnopug (B3xX) 0,380 - 0,420 mr 0,403 mMr i
Tamcynosuna ruapoxnopua (BIKX) 95,0 - 105,0% 100,8 %
OAHOPOAHOCTb A03UPOBAHUSA
TamcynoawHa rugpoxnopug B cooTtseTcTemu ¢ $.CLUA <9055 1 CooTsetcTayer -
KpuTepuit npuemnemoctu (AV) EBp.9.2.9.40 i
He Gonee 15,0 3,6 -

Ceprudugar aaanuaa/lm021495/21.03.19CTpaHIf€L;a 1 13 2pss-DOC-0015F22.2
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Ceprudumxar adanusza — 100021495

Byopapr Notpeburensckan Ynakoska

PacTBopeHue gyracrepuaa :

Mpo6a 1 B cooTsetcTBum ¢ ©.CLUA (711} u Egp.®. ag % ﬁ
(2.9.3), Q=80%

MNpo6a 2 100 %

Mpo6a3 99 %

MNpoba 4 99 %

Mpo6a 5 102 %

Mpoba 6 89 %

CpegHee 3HayeHue 100 %

Pactsopenue ramcynosmna

rugpoxaopuga yepes 2 4

Mpoba 1 B cooTeercrBum ¢ $.CUWIA (711) u Esp.®. 1 %
{2.9.3), Q<10%

MNpobaz2 2 %
MNpo6a 3 1 %
Mpo6a 4 1 %
Mpo6a 5 1 %
Mpoba 6 1 %
CpegHee 3HayeHue 1 %
PacrsopeHuve TamcynoavHa g;
TMApOX/IopUAa Yepes 3 u
Mpo6a 1 . 40-68% 50 %
Mpo6a2 53 %
MNpo6a 3 50 % :
MNpobta 4 52 %
MNpo6a 5 50 %
Mpo6a 6 49 %
CpesaHee 3HaueHmue 51 %
Pacreopenue rameynoavuHa
rugpoxnopuia yepes 7 4
Mpoba 1 280% 90 % :
Mpo6a 2 96 %
Mpoba 3 93 %
Mpoba 4 93 %
Npo6a 5 90 % ;
Mpo6a 6 9 %
CpepHee 3HavueHue 92 % i

Cepua Bank-npoaykra cooTBeTcTayeT cneundUKaLmn. YTBEPHAEHOINEKTPOHHOH noanucsloAHAPaBeiicl9.03.19

Cepun cooTBeTCTBYET CreuMGUKaLMU. YTBEPMAEHO INeKTPOHHOM nognuceicAHAp3Belc 21.03.19.

Ceprugukar anann3a/100021495/21.03.15CTpaHmMLa 2 13 2Pss-DOC-0015F22.2



