AEKJAPAIIMSA O COOTBETCTBUHA

JEKJIAPAHT, IPUHUMAIOIINA JEKJAPAIIUIO O COOTBETCTBHH

AO "ThakcoCmumKnatin Tpeiioune"

Ceedenun o pezucmpayuu opeanuzayuu: Meocpaiionnan uncnexyus Qedepanbioii Har02080% cayxcdvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npucecenus OI'PH 24.07.2002.

Aodpec: 125167, 2. Mocxksa, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, amaoc 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

| B nuye: I'enepansuoiii dupexmop Jy6ancruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 a.

SASBJISIET, UYTO

nexapcmeennoe cpedcmeo: [yodapm, kancynvl ¢ MOOUGUYUPOSAHHBIM Gbic8000NCOeHUem 0.5 me+0.4 Mz 90
wm., graxonst (1), nauxu kapmornwie, PY Ne JITI-002650 om 08.10.2014 (0ama 3amenwr 14.11.2017) evidano
340 "ThaxcoCymumKnsaiin Tpetiounz”, cepun 3494424C, napmus 8405 ynaxosox, 200en do 31,12.2020,
npouzeodcmea Kamanenm I'epmanu lopudopgh Im6X, Iepuanus, Catalent Germany Schorndorf GmbH,
Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany koo OKII[2 21.20.10.174, koo TH B3] 3004900002,
Hucmpubviomop. coznawenve 6/n om 01.01.2013, uneotic Ne 4083193939 om 24.01.2019

COOTBETCTBYET TPEBOBAHUSIM
JII-002650-141117

JEKJTAPAIIUSA NPUHSATA HA OCHOBAHHUHN
npomoxon ucnetmanuti Ne 791m om 13.02.2019 HIT OO0 HI] "®APMOFOPOHA", ammecmam axxpedumayuu
1 POCC RU.0001.21®DJ140, Cepmughuxam POCC DE.@M08.C33828 om 14.02.2019

// Kyzneros ALA.

TIOATHCH D.H.O

LY
CBEJAEHUS O PETUCTPAIINH

OPTAH IO CEPTUO®HKAITAA, 3APETHCTPUPOBABHINIA TEKJIAPAITAIO

RA.RU.11®MO8 OPIAH ITO CEPTH®HKALIHH ITPOAYVKIIHH OFU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYXHOH I[EHTP KOHTPOJIA KAYECTRA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, zopod Mocxkea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ae6-
catim: oykx.pe.
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KaTaneHT

Homanesm Qapma ComoweHc

Kamanenm lepmany Wopndopd TmbX
UtmetinBelicwmpacce 1-2, Woprdopd, Mepmonun 73614
Ten. +49 (0) 7181-0000-0, ®axc +49 (0) 7181-70000-100
www.catalent.com

Ceprudurar ananuza — 100020942

Byopapt MotpeButensckan Ynakoska

Tecr

O6wmit 6nok
OnucaHue

MoanmHHOCTL
- ayracrepug (BIXX)

MNopnrMHHOCTL
- TaMcyno3snHaruapoxnopung, (BaHX)

KonuuecreeHHoe onpegenesne
Lyracrepug (BIMX)

Ayrvactepug (BIMHKX)

Tamcyno3uH rugpoxnopug (BIXKX)
TamcynosuHa rmapoxnopug (B3XKX)

OaHOPOAHOCTb [O3UPOBAHNA
TamCyno3uHa rnapoxXIopua,

Kputepui npuemaemocti (AV)

Kaneur: Fnakco Cmut KnritH

Homep cepuun Kamenra: 3494424C

BHYTPEHHUK HOMED Cepuu: 3531945

BHYTpEHHWUI HOMEp cepuu 3494424

Bank-npogykra:

Homep HanMeHOBaHWA: PCD330804CATALENT,CHAO4

3aka3: 498872

fara nponssoacrsa: 14pex 2018

Jlata ucteyeHua cpoxa 31pex2020

rOAHOCTH:

lara aHanusa: 15an8 2019

WVHCTPYKUMA K TeCTy! PA 465/505

Cneunduranua: PA465-DUTAM-EU(MAA) G4
Crneundurauna Pesynwrar
NPoOAOArOBaTHIE TBEPADBIE KANCYNLI € Cootsercrayer -

KOPUHHEBbLIM KOPIYCOM U OPaHMEBON

KPbILWEYKOM, Ha KOTOPOH YepHLIMK

YepHUNAMUK HaHeceH Kog «GS 7CZ»

Bpems yAepHUBAHMA OCHOBHOTO nuKa Ha  CooTsercieyer -
XpOMaTorpamme UCMbITYEMOro pacTsopa

AOMMHO COQTBETCTBOBATL BPEMEHH

YAEPKUBAHUA OCHOBHOTO NMKa Ha

XpomaTorpamme CTaHAAPTHOTO pacTeopa

Ayracrepuaa

Bpemn yAepKUBaHMA OCHOBHOTO NUKa Ha  COOTBETCTBYET -
XpOMaTorpamme MCNbITyemoro pacreopa

AO/MKHO COOTBETCTBOBATL BPEMEHH

YAEPMUBAHUA OCHOBHOIO NUKa Ha

XpOMATOrpamme CTAHAAPTHOIO PacTeopa

TaMCYNO3MHE TMAPOXAOPUAA.

0,475-0,525 mr 0,507 mr
65,0 -105,0% 101,5 %
0,380-0,420 mr 0,399 mr
95,0 — 105,0% 99,9 %
B coorsetctBum c @.CLLA <905> n CootBeTcTsyer “
Ep.9.2.9.40

He Gonee 15,0 8,5 -

9, g
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KaTaﬂ e H T Kamanenm $apma COmMOwenc

Kamaaenm Fepmariu Uiopudopg ImbX
ltimednbedcwmpacce 1-2, llopudopd, Nepmonun 73614
Ten. +49 (0) 7181-0000-0, ®axe +49 (0} 7181-70000-100
www.catalent.com

Ceprudukar aHanuza — 100020942

HOvoaapr Notpeburensckan Ynakoska

PacreopeHue ayracrepuaa

MpeBa 1 B coorsercraum ¢ @.CLUA (711) v Esp.®. 98 %
{2.9.3), Q=80%
MNpoba 2 100 %
MNpoba3 99 %
flpoba 4 99 %
MNpoba 5 97 %
fpoba 6 98 %
Cpepsee 3HaveHune 99 %

PacTsopeHme TamcynosnHa
ruapoxaopuaa yepes 2 4

Mpoba 1l B coorsetcTeum ¢ @.CLUA (711) n EBp.@. 2 %
(2.9.3), Qs10%
Npo6az2 1 %
MNpoba 3 2 %
Mpoba 4 2 %
Mpoba 5 i 7 %
MpoGa 6 % %
Cpeanee 3Haq4eHue 2
PacTBopeHHne TamLy103nMHa
rugpoxnopnga wepes 3y
Mpobal 40-68% 52 %
MNpoba2 50 %
Mpoba 3 54 %
Mpoba 4 54 %
MNpoba 5 53 %
Mpoba 6 49 %
CpeaHee 3HaueHue 52 %
PacTBOpeHue Tamcyno3unHa
rMapoxnopuaa depes 74
MNpoba 1l 280% 93 %
Mpoba 2 92 %
Mpoba3 96 %
Mpobad 96 %
MNpobas 94 %
Mpoba 6 92 %
CpepHee 3HaveHue . 94 %

Cepwn 6ank-npoayKTa COOTBETCTBYET creuudrKaLn. YTBepHAeHOINeKTPOHHOR noanuceioAHADS Beiicl4.01.19.

Cepwa COOTBETCTBYET CNeUUPUKALMN.YTEEPHAEHO 3AeKTPOHHOR NOANMCHIOAHAP3 Be#c 15.01.19.

Ceprudurar ananm3a/100020942/15.01.19CTPaHMLa 2 M3 2pSS-DOC-0015F22.2
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KaTasieHT

Kamanenm ®apmo Comowenc

Kemonenm lepmanu Uioprdopd rm6X
Uimednbeiicwmpacce 1-2, Wopndopd), Nepmoriun 73614
Ten, +49 (0) 7181-0000-0, ®arc +49 {0) 7181-70000-100
www.catalent.com

Ceprudukar aHanuaa — 100020942

Ayopapr Norpeburennckan Ynakoska
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