JEKJIAPALIYSI O COOTBETCTBUH

AEKJIAPAHT, IPUHUMAIOUIUI JEKJIAPALIMIO O COOTBETCTBUH

AO "ThaxcoCymumKnsiin Tpeiidunz"

Ceedenus o pecucmpayuu opeanusayuu: Meacpationnan uncnexyus Gedepansnoii Hano2060i cayaicbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxkuii npocnexm, 9. 374, kopnyc 4, amasic 3, nom. XV, komuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvnuiii dupexmop Buwuyrcuii I A.

Hoeepennoe nuyo: Kysneyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018 .

3ASABJISIET, YTO

nexapemeetinoe cpedcmeo: Jlyodapm, kancynol ¢ moduguyuposannsim eviceoboxcdenuem 0.5 mz+0.4 mz 30
wm., aaxonn (1), nauxu kapmonunvie, PY Ne JIIT-002650 om 08.10.2014 (0ama samenwvi 14.11.2017) ewidano
340 "TharcoCyumKnain Tpeiiounz", cepus 187419354, napmus 26212 ynaroeok, zoden do 30.09.2020,
npouseodcmea Kamanenm epvanu [Llopudopeh Im6X, Iepmanun, Catalent Germany Schorndorf GmbH,
Steinbeisstr: 1 und 2, 73614 Schorndorf, Germany, k00 OKIIJI2 21.20.10.174, ko0 TH B3I 3004900002,
Huempubviomop. coznawenue 6/n om 01.01.2013, ungoiic No 4083192925 om 29.10.2018

COOTBETCTBYET TPEBOBAHMUSIM

JHI-002650-141117

HAEKJIAPAITHSI TIPUHSITA HA OCHOBAHUH

npomoxon ucnsimanuti Ne 7366m om 28.11.2018 HJT OO0 HI] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC DE.®MOS.C28723 om 29.11.2018
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CBEJAEHUS O PETUCTPALIMA

OPTAH I10 CEPTU®HKAIIUH, SAPETHCTPUPOBABIUHI TEKJIAPALIUIO

RA.RU.11®M08 OPTAH ITO CEPTHO®HKALJHH ITPONYKIJHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH IIEHTP KOHTPOJIS KAYECTBA"

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, y1. Macmeproaa, 0. 4, sm. 5., men.:(495)788-02-88, sed-
catinm: oykr.pg.

JEKJIAPAIIUSI O COOTBETCTBHHM 3APETMCTPHPOBAHA N POCC RU HA-DE.@M08.A.08707/18
JATA PETUCTPAIIUM 30.11.2018
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KaTajsieHT

Ceptudukar Ha cepwmio,
BbINyCKaemyto B obpaweHve

MNpousBopacTBeHHan | Karanentlepmanu WopHaopd NuueHsuananpoussoacTeo | DE BW 01 MIA
NAOWaAKa: rmoX Ne: 20171065

WrelHbelicwrpacce 1-2
73614 WopHpopd - lepmanua

NekapcreeHHbI npenapar (Hassanue / AyoaapT, kancynbl ¢ MoAMPUUMPOBAHHLIM BbicBODOMACHUEM
nexkapcrseHHan popma, J03MpPoBKa): 0,5 mr + 0,4 mr

KnueHT: Fnakco Cmut KnanH

Homep HaumeHosaHus (Knuent/Katanent): P220330803 | PCD330803CATALENT,CHAD4
CrpaHa HasHa4YeHus: Poccun

PerncrpayMoHHORYL0CTOBEPEHHE: NnN-002650

dacosKa (KOMNNEKTHOCTL NoTpebuTeNnLCKOoN 30 kancyn ¢ MOAUDUUMPOBAHHLIM BLICBOBOMARHWEM B
YNaKoBKM): KapTOHHOMW Nayke

YnakoBKa:

Homep cepuu ynakoBku (KnneHt/KataneHT): 18741935A I 19385950

CpoK rofHOCTH (rOTOBOro NPOAYKTa): 09/2020

Pasmep naptuy ynakoBaHHOro npoaykra: 100.0 %

JlaTta ynakoBHM: 05.10.2018 — 06.10.2018

MpOTOKON YNAKOBKK: 3

Npown3sBoacTBO:;

Homep cepuu bank-npoaykra 18741935 18741935
(Knuent/KaTtanenr):

[arta npoussoacTBa: 21.09.2018

Pasmep naptum 6ank-npoaykra: 98.3 %

KonnuectBeHHbli COCTas AeiCcTBYIoUNX [Oytacrepug 0,5 mr + TamcynosuHarngpoxnopug 0,4 mr
BelecTB:

Pasmep cepuu bank-npoaykra: 2812110 kancyn

[IpoTOKON Ha Cepuio: 11

JaHHble 3aKa3a:

[ocrasnenHoe koauuecTso (6e3 o6pasyos): 26212 noTpebuTenbCKUX ynakoBoK

Pasmep KOMMEPYECKON NOCTaBKH: 4acTM4HaA NocTasKa

Homep 3aka3sa (Knuent/KaTtanen): 544764 265400

06pasubl KIMeHTa: H/n

Kontponb kavecrsa (Ceptudurar AHannsa BbinycKalowmii KOHTPOIb KauecTBa nposeaeH KartaneHT
npunaraerca):

Npumevanua:

Tamcyno3nHaruapoxnopua nennetsbl, HOMep cepun Knuenta 1800412/6069504

OTKNOHEeHUA:

HeT

HacToAwMM NOATBEPIKAAIO, YTO BCE CTAAMN NPOM3BOACTEA YKA3aHHON BbilU@ CEPUM rOTOBOTO NPOAYKTa
cooTBETCTBYIOT TpeboBaHuaM AelcTeylowei Bepcuu Esponeiickoi Hagnemauen npon3soacTBEHHON NPaKTUKUK
perynaTopHbIm TpeGoBaHnAM CTPaHbl Ha3Ha4eHUA.

OTBeTCTBEHHOE NNLLD, AaTa Noanuck OTBETCTBEHHOIO NMLLA

17.10.2018 <noAnucL>

CepTudukaTt Ha cepuio Ana Bbinycka B obpauleHune Crp.1mu31l PSS-QC-0021-F10 Bepcus 04




Kamanenm®apmaConowieHcKamanenmlepmanu

K aTaJI e H T Wopxdopd mbXImeinbedcwmpacce 1-2, Wopndopd,

lepmonun 73614
Ten. +49 (0) 7181-0000-0, @axc +49 (0) 7181-70000-100
www.catalent.com

Ceprudukar aHanusa — 100020246

Hyopapt Notpeburenbckan Ynakoska

KnuneHr: I'nakco Crant KnaiH
Homep cepuu Knuenra: 18741935A
BHYTpeHHMWI HOMEp Cepuu: 19385950
BHyTPEeHHWIA HOMep 18741935
cepumbank-npoaykra:
Homep HanmeHOoBaHWA: PCD330803CATALENT,CHAO4
3aKa3: 265400
[ata npou3BoACTBa: 21ceH 2018
faTa UcTe4eHnA Cpoka 30ceH2020
rOAHOCTH:
[ara aHanu3a: 170kt 2018
WHCTPYKUMA K TeCTy: PA 465/505
CneynduKauma: PA465-DUTAM-EU(MAA) G3
Tecr Cneynduraumn Pe3aynbrar
OBwwii 6nok
Onucaxue npoaoArosaTthie TBEPAbIE Kancynbi C CooTBeTcrayer -
KOPWYHEBbLIM KOpPNYCOM U opaHXeson
KPbIWeYKOi, Ha KOTOPO# YepPHbIMK
yepHUNamm HaHeceH Kog «GS 7CZ»
NoanNUHHOCTL Bpems yAepMBaHuaA OCHOBHOTO nvka Ha CooTBeTcTByeT “
- pyTacrepug (BIMX) XpomaTorpamme UCMbITYemoro pacteopa
AO/MKHO COOTBETCTBOBATL BpEMEHNW
YAEPHUBaHUA OCHOBHOTMO NWKA Ha
XpOmaTorpamme CTaHAapTHOro pacteopa
Ayrtacrepuaa
NoaNMHHOCTL Bpems yAepHuBaHMA OCHOBHOTO NWKa Ha CooTtBercrByer -
- TAMCYNO3MHarnApoxXnopua (BIHX) XpomaTorpamme UCnbiTyemoro pacrsopa

AOMNKHO COOTBETCTBOBATL BpEMEHU
YAEPIKUBAHWUA OCHOBHOIO NUKa Ha
XpOMaTorpamme CTaHA@pPTHOTO pacTeopa
TaMCyN03MHarnApoxXnopuaa.
KonuvectseHHOE onpepaeneHne

Aytacrepua (BIHX) 0,475-0,525 mr 0,506 mr
Oyractepug (BOMHX) 95,0 — 105,0% 101,1 %
Tamcyno3suH ruapoxnopug (BIMHX) 0,380-0,420 mr 0,400 mr
TamcynosuHaruapoxnopug, (BIMHKX) 95,0 — 105,0% 100,1 %

OpHOpOAHOCTL A03MPOBAHNUA
Tamcyno3nMHarnapoxnopua, CooTBeTcTByer CootvseTcrayer -
KpuTepuit npuemnemocty (AV) He Gonee 15,0 5,7 -

PacrBopeHue gyracrepupa
Mpoba 1 B cooTBeTcTBuM ¢ ®.CLUA (711) n EBp.@. 100 %

Ceprubuiar anann3a/100020246/17.10.18CTPaHMua 1 U3 2pss-D0C-0015F22.2



Komaneum®apmaComowencKamaonenmlepmaru
K aTaﬂ e H T Woprdopg MmbXLWmelinbedcwmpacce 1-2, WopHdopeg,
lepmanun 73614
Ten. +49 (0) 7181-0000-0, ®axc +49 (0) 7181-70000-100
www,catalent.com

Ceprudmkar aHanusa — 100020246

Dyopapt NMotpeburtensckan YnakoBKa

(2.9.3), Q=80%

Npoba 2 102 %
MNpoba3 102 %
Mpoba 4 100 %
Mpoba s 97 %
MNpoba 6 101 %
CpepHee 3Ha4yeHue 100 %
PacTeBopeHune
Tamcyn03MHaruapoxnopuaa uepes 24
Mpoba 1 B cootseTcTeum ¢ ®.CLUA (711) u Esp.®. 1 %
(2.9.3), Qs10%
Npo6a2 1 %
MNpoba 3 2 %
Npoba 4 1 %
Mpoba 5 1 %
Mpoba 6 2l %
CpeaHee 3Ha4yeHune
PactBopeHue
Tamcyn03uHarnapoxaopuaa vepes 3 4
MNpoba 1 40-68% 45 %
Mpo6a2 46 %
Npoba 3 55 %
MNpoba 4 49 %
MNpob6a 5 51 %
Mpoba 6 56 %
CpepgHee 3HaveHue 50 %
PacrBopeHue
TamcynosmHarngpoxnopuaa uepes 7 4
Mpoba 1 280% 85 %
Mpoba 2 84 %
Mpoba 3 92 %
Mpoba 4 89 %
MNpoba 5 91 %
MNpoba 6 95 %
CpeaHee 3HayeHue 89 %

Cepus Bank-npojyKTa COOTBETCTBYET creuudrKaumn.YTBEPIKACHOINEKTPOHHON NoANHCHIOANCKCAHAD ArH316.10.18

Cepua COOTBETCTBYET cneunduKalun.yTeepKaeHo 3NeKTPOHHOM nognucsioAnexkcanap Arnal7.10.18.

Ceprudurar auanMza/100020246/17.10.18CTpa HWUla 2 13 2Pp55-DOC-0015F22.2



