AEKJIAPAHT, TIPUHUMAFOIIAN JEKJIAPALIAIO O COOTBETCTBUU

AO "IaxcoCyumKnsiin Tpeitoune"

Ceedenus o pezucmpayuu opzanusayuu. Meaicpaiionnan uncnexyus dedepansroii nanozo60ii cayxuchor No 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, kopnyc 4, smae 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: 'enepanonvtii Oupexmop Buwunuyiuii JT.A.

Hosepennoe auyo: Kysueyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

3ASBJISIET, UTO

nexapcmeentoe cpedcmeo. Jlyodapm, kancynst ¢ Moduguyuposannviy aviceoboxcdenuen 0.5 ymz+0.4 a2 90
wm., aaxonsi (1), nauku xkapmonnsie, PY Ne JIT-002650 om 08.10.2014 (0ama 3amenvt 14.11.2017) evidano
3A40 "ThaxcoCyumKnniin Tpetioune”, cepus 187419358, napmus 12029 ynaxosox, 200en do 30.09.2020,
npoussodcmea Kamanenm I'epyanu Illopnoopgy ITm6X, lepmanus, Catalent Germany Schorndorf GmbH,
Steinbeisstr: 1 und 2, 73614 Schorndorf, Germany, koo OKII/[2 21.20.10.174, koo TH B3] 3004900002,
Hucmpubsiomop. coznawenue 6/u om 01.01.2013, ungoiic N 4083192924 om 29.10.2018

COOTBETCTBYET TPEBOBAHUSIM

JIM-002650-141117

HEKJIAPAITHSI ITIPUHSITA HA OCHOBAHHU

npomoxon ucnvimanuit No 7367y om 28.11.2018 HJI OO0 HI[ "PAPMOBOPOHA" ammecmam
akxpedumayuu POCC RU.0001.21®JI140, Cepmughuxam POCC DE.®MO8.C28724 om 29.11.2018
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2" CBENERMS O PETHCTPAITAN

OPT'AH ITO CEPTH®HUKALIMM, 3APET'MCTPUPOBABII M JIEKJIAPALIMIO

RA.RU.11®M08 OPTAH 110 CEPTH®HKALHH TPONYKIJHH OFIECTBO C OT'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, aopec opeama no

cepmugpurayuu: 115280, POCCHA, z0pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men. [(495)788-02-88, se6-

caim: oykx.pe.

AEKJTAPATIHST O COOTBETCTBUM 3APETMCTPUPOBAHA ¥ POCC RU /[-DE.®M08.A.08708/18
APERICTPAIIMUA 30.11.2018
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KaTasieHT

CepTuduraT Ha cepuio,
Bbinyckaemyto B obpauienue

MNpouzBoAacTBeHHanA

naowaaKa: rm6X

WrehHbekcwTpacce 1-2

KataneHtlepmanu WopHaopd

73614 WopHpopd - lepmanua

NuuexsuaHanpoussogcTso | DE BW 01 MIA
Ne: 20171065

JlexapcTBeHHbIi npenapart (Hassanue /

[lyoaapT, Kancynsl ¢ MOAUGULMPOBaHHBIM BbicBOBOKAEHMEM

nekapcrBeHHan GopmMa, A03UPOBKA): 0,5 mr + 0,4 mr

KnneHr: Fnakco CMUT Knaitt

Homep HaumeHoBaHus (KnueHT/KaTaneHt): P220330804 I PCD330804CATALENT,CHAO4
CrpaHa HasHa4yeHuA: Poccus

PerucrpauyMoHHOeYAOCTOBEPEHHKE:! Nn-002650

®acoBKa (KOMNAEKTHOCTL NoTpeBuTenbeKo

90 Kancyn ¢ MOAUOUUMPOBaHHBIM BLICBOGOMAEHUEM B

YNaKOBKM): KapTOHHOW nauke

YnaxoBKa:

Homep cepuu ynakosku (Knuent/Katanent): 187419358 [ 19385972
CpoK rogHocTH (roToBoOro NpoAyKTa): 09/2020

Pasmep NapTM1 YNakoBaHHOro NPoAyKTa: 100.0 %

[ara ynakoBKu: 08.10.2018 - 09.10.2018

MpOTOKON YNAKOBKK: 4

Mpon3BOACTBO:

Homep cepuy 6ank-npoayKTa 18741935 18741935
(Knuent/KavaneHr):

[Jarta npou3BoAcCTBa: 21.09.2018

Pazmep napTuv Bank-npoAykra: 98.3 %

KonuyecTBeHHbIi COCTaB AeNCTBYIOWMX
BeLecTB:

[Dytacrepua 0,5 mr + TamcynosnHarnapoxnopua 0,4 mr

Pasmep cepun 6anKk-npoayKTa;

2812110 kancyn

MpoToKoAn Ha cepuio:

11

[faHHble 3aKa3a:

[locTaBneHHoe konuyectso (6es 06pa3yos):

12029 noTpebuTensCKUX ynakoBok

Pa3mep KOMMEPYECKON NOCTaBKK!

YacTU4HaA NOCTaBKa

Homep 3aka3a (KnneHTt/KatanenT):

546992 | 266711

O6pasubl KAMEHTa:

H/n

Koutponb Kauectsa (Ceptudukar Ananusa
npunaraercs):

BuinycKalolii KOHTPONL KauecTsa npose/eH Karanent

MpumeyaHua:

TamcyNn03UMHarnaApoXA0PUA, NeNNeTbl, HOMep Cepuu KnuenTa 1800412/6069504

OTKNOHEHUA:

HEeT

HacToALWMM NOATBEPHAAI0, HTO BCE CTaAUM NPOWU3BOACTEA yKa3aHHO# BbllE Cepui roToBOro NPOAYKTa
cooTBeTCTBYIOT TpeBoBaHMAM AeHCTBYIOWEH Bepcun Esponeiickoi Hagnemauen NPOW3BOACTBEHHOMN NPaKTUKKUK

perynaTopHbiM Tpe6oBaHNAM CTPaHbl Ha3HAYeHWA.

Or1BeTCcTBEHHOE AW, AaTa

Noanuce OTBETCTBEHHOTO ML

17.10.2018

<nNoAnuch>

CepTudurKaT Ha cepuio ANA BbINYCKa B obpaweHue

Cip.im3al PSS-QC-0021-F10 Bepcus 04




KaraseHT

Komaneum®apmaConiowerncKamanenmlepmaHu
WopHdopg MmBXLWmelnbelicwmpacce 1-2, WoprHdop,

lepmanun 73614

Ten. +49 (0) 7181-0000-0, Harc +49 (0) 7181-70000-100

www.catalent.com

Ceprudmkar aHanmsa — 100020278

Ayopapr Motpeburensckan Ynakoska

Tect

0O6wnit 6nok
OnucaHue

NoANUHHOCTL
- pytacrepua (BIHX)

NoANMHHOCTL
- TAMCYN03UHArnpapoxXnopua (BIMKX)

KonuuectseHHOe onpepenexHve
OyTacrepupg (BIHX)

Lytactepua, (BIXX)

Tamcyn0o3uH rMAPOXN0OPNA (BIHX)
TamcynosuHarnapoxnopua, (BIHX)

OpHOPOAHOCTb A03NMPOBAHNA
Tamcyn03NHArnAPOXN0PHA
Kputepuit npuemnemocty (AV)

PacTBopeHue gyrtacrepuaa
MNpoba 1

KnuneHr:

Homep cepuu Kanenta:
BHYTPEHHWH HOMEP Cepum:
BHYTPEHHUN HOMEP
cepumubank-npoayKra:
Homep HaUMeHOBaHUA!
3akas:

JaTta npon3soacTea;
J[laTa ucreueHusn CpoKa
rOAHOCTH:

Jara aHanu3a:
MHCTPYKUMA K TECTY!
CneundpuKauma:

Cneundnkauna

npoAoArosaTsie TBEPAble Kancynbl ¢
KOpPWYHEBbIM KOpPNycom u opaHKeBoW
KPbIWEYKOM, Ha KOTOPO YEPHbBIMU
yepHUNaMK HaHeceH Koj, «GS 7CZ»
Bpema yAepuBaHWA OCHOBHOTO NKKa Ha
XpOMaTtorpamme UCrbITYEMOro pactsopa
[LO/KHO COOTBETCTBOBATL BPEMEHH
yAepKuBaHuA OCHOBHOrO NUKa Ha
Xpomartorpamme CTaHAapTHOTO pacTBopa
AyTtacrepuaa

Bpems yAEpKUBAHUA OCHOBHOTO NWKa Ha
XpomaTorpamme WCMbITYeMOro pacteopa
A0MKHO COOTBETCTBOBAaTE BPEMEHMW
yAepHMBaHNMA OCHOBHOTO NKMKa Ha
XpomaTtorpamme CTaHAAPTHOTO pacTBopa
Tamcyno3vHarngpoxnopnaa.

0,475-0,525 mr
95,0 — 105,0%
0,380 -0,420 mr
95,0 - 105,0%

CooTBeTcrByer
He Gonee 15,0

B cootsercTenmn ¢ ®.CLUA (711) n EBp.@.

Ceprwduxar anann3a/100020278/16.10.18CTpaHULA 1 13 2pPss-DOC-0015F22.2

Inakco CMuT Knaiu
187419358
19385972
18741935

PCD330804CATALENT,CHAO4
266711

21cen 2018

30cen2020

160kt 2018
PA 465/505
PA465-DUTAM-EU(MAA) G3

Peaynbrar
CooTseTcTByer -
CoorBeTcTsyer -
CooTBeTcTByeT -
0,506 mr
101,1 %
0,400 Mr
100,1 %
CoortsetcrayeT -
5,7 -
100 %



Kamanenm@®apmaComowencKamanenmlepmanu

K aTaJI e H T WopHdopgh MmBXLLmelinGelicumpocce 1-2, Loproopd,
Tepmanun 73614

Ten, +49 (0) 7181-0000-0, ®akc +49 (0) 7181-70000-100
www.catalent.com

Ceprudurar ananmsa — 100020278

Ayopapr Norpeburensckan YnakoBKa

(2.9.3), Q=80%

MNpoba 2 102 %
Mpoba3 102 %
MNpoba 4 100 %
Mpoba 5 97 %
Mpoba 6 101 %
CpegHee 3HaveHue 100 %
PacTtBopeHue
Tamcyno3nMHarngpoxnopuaa uepes 2y
Mpoba 1 B cootseTcTeum ¢ D.CLUA (711) v Esp.®. 1 %
(2.9.3), Qs10%
Mpoba2 1 %
MNpo6a 3 2 %
MNpo6a 4 1 %
MNpoba 5 1 %
Mpo6a 6 1 %
CpepgHee 3Ha4yeHue
PacTreopenue
TaMmcyno3nHaruapoxnopuaa yepes 3 4
Npoba 1 40-68% 45 %
Mpoba2 46 %
Npoba 3 55 %
MNpo6a 4 49 %
Mpo6a 5 51 %
MNpoba 6 56 %
CpepaHee 3Ha4yeHue 50 %
PacrsopeHue
TaMcy/ZI03MHarnapoxnopuaa yepes 7 4
Mpoba 1 280% 85 %
Mpoba 2 84 %
MNpoba 3 92 %
Mpoba 4 89 %
Mpoba 5 91 %
MNpoba 6 95 %
CpegHee 3Ha4yeHue 89 %

Cepwa Bank-npoayKTa COOTBETCTBYET CneuuduKauMu.YTBepKAeHO3NeKTPOHHOM noanucbioAnekcaHap ArHa16.10.18

Cepua cooTBeTCcTBYET CneunduKaumnn.YTeepiaeHo 3nekTpoHHoi nognucsioAnercaHap Arisl6.10.18.
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