JNEKJIAPAITASI O COOTBETCTBAN

JEKJIAPAHT, [OPUHAMAIONHNA TEKJIAPATIHIO O COOTBETCTBUH

AO "ThaxcoCuumKasiin Tpeiiounz"

Caedenus o pezucmparuy op2anusayu: Mesepauonnas uHcnexyia DedepansHoil Hano2060i crydicter Ne 46 no
2 Mockee 01.01.2008, OTPH 1027739011486, 0ama npucgoenin OlPH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadexuii npocnexm, 0. 374, kopuye 4, smasic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B miye: IenepanpHuiti Oupexmop Mybsnckuii Onez
Togepennoe nuyo: Kysieyos A.A., 0ogepenHocmy 18-09.08.2019 om 09.08.2019 .

3ASIBJSIET, UTO
nexapemeentioe cpedcmao: Jyodapm, Kancynsl ¢ MOOUPUYUPOBAHHIM BLICEODOJICOCHUEM 0.5 mz + 0.4 mz 30

wm., gpnaxonst (1), navku KApmowsle, PY No JITT-002650 om 08.10.2014 (dama 3amenst 1 2.03.2019) swidaro
AO "ThaxcoCyumKasin Tpetidunz", cepusn 3702885C, napmus 33532 ynaroeox, z0den 0o 31.07.2021,
npouzeodcmaa Kamarenm Iepyanu lopnoopg TnéX, Fepuanus, Catalent Germany Schorndorf GmbH,
Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany, k0o OKITTH2 21.20.10.174, koo TH B3 3004900002,
TTucmpubviomop. coanauierue /1 om 01.01.2013, unsoiic Ne 4083196518 om 28.08.2019

COOTBETCTBYET TPEEOBAHHWSIM
JITT-002650-141117 uam. Nel

JEKJTAPAITASA IPAHSITA HA OCHOBAHHH
npomoxon ucnemmarnuii Ne 5311 om 24.09.2019 HIT 000 HI] "®APMOBOPOHA", ammecmam

axxpedumaruu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC DE.@MO8. C49080 om 24.09.2019

EJbHA [0 31.07.2021
f‘* / f /
é éj : 3 p, / Kysneuos A.A.
Ee 1 MOATHCH ®H.0
L 7 ( h

CBEIFHNS O PEFFICTPALIHH

OPTAH IT10 CEPTUOUKAIINH, 3APETMCTPHPOBABIINH JEKTAPAITAIO

RA_RU.11®OMO8 OPTAH ITO CEPTH®HKALIHH IIPOJVKIIHH OBLJECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYAKHOH I[EHTP KOHTPOJIA KAHECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 3. 4, am. 5, nom. I, xox. 1, adpec opzaHa no
cepmucpuxayuu: 115280, POCCHA, z0p0d Mocksa, yn. Macmepkoéa, d. 4, om. 5., men.:(495)788-02-88, eeb-

catim: OyKK. pe.
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KaraneHt

Kamanenm ®apma Comowenc

Kamanenm Fepmanu WopHdopd MmbX
WmednGelcurmpacce 1-2, WopHdopd, Mepmorus 73614
Ten. +45 (0} 7181-0000-0, ®axe +49 (0} 7181-70000-100

www.cotalent.com

CepTuduxat aHanmaa — 100022837

Ayopapt Motpebutenscrkas Ynakoska

Tect

O6wmit 6nok
Onucanne

NogAUHHOCTE
- ayTactepma (BIKX)

MooAMHHOCTL
- Tamcyno3nHarmapoxnopua (B3HX)

KonuyecreedHoe onpeaeneHne
LOytactepug (BIHKX}

[OyTactepug (BIHX)

Tamcynosun rnapoxnopmg, (B3HX)
Tamcynoauka ruapoxnopug {BIHKX)

OpHOopoAHOCTL A03UPOBAHUA
TamcynosuHa rugpoxnopua

Kputepuit npuemnemocty (AV)

PacTsopexue aytactepuaa

Kanewt:

Homep cepun KanenTa:
BHYTREHHUM HOMED CEpMM:
BHYTPEHHWI HOMED CEpMK
Bank-npoaykTa:

Homep HaumeHOoBaHMA!
3akas:

flata npon3ssopcTaa:

[lata ucredeHuna cpoKa
roBHOCTH:

[ara aHanusa:
WHCTRYKUMA K TECTY!
Cneuudurauua;

CneuyuduKaymna

APOACArOBaTbIE TBEPAbIE KAMNCYALI C
KORWYHEBLIM KOPMYCOM 1 OPaHEBOW
KPbilLeYKOi, Ha KOTOPOW YepHbIMIA
YepHUAamm HaHeceH Kog «GS 7CZ»
Bpema yaepHuBaHua OCHOBHOID NUKA Ha
XPOMITOrpamme MCnbiTyeMoro pacisopa
ACMHHO COOTBETCTBOBATL BREMEHHK
YOEpMMBaHWA OCHOBHOIO NUKa Ha
XpOMaTorpamme CTaHAapTHOro pacTeopa
ayractepuas

Bpema yaeprBaHMA OCHOBHOMS MMKa Ha
XpOMaTorpamme WUCnbiTYemoro pacTaopa
AOMHHO COOTBETCTBOBATL BPEMEHHU
YAepPHMBaHUEg OCHOBHOrO NuKa Ha
XpoMaTorpamme CTaHAapTHoro pacieopa
TaMCyN03MHa FTMAPOXN0PUAE.

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

B coaTteetcTaun ¢ ©.CLUA <905> 1
Esp.9.2.9.40
He Boaee 15,0

CeprudukaT aHanusa/100022837/09.08.19CTpaHuua 1 13 3Pss-DOC-0015F22.2
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KaT a.H e H T Kamaonenm ®opma Comouiexc

Kamanaexm Mepmeny WopHdopg TmbX
WinetinGeticumpacce 1-2, lopHdop, Mepmanun 73614
Ten. +49 (0) 7181-0000-0, ®okc +49 (0} 7181-70006-100
www,catalent.com

CepTuouraTt aHanusa — 100022837

Lyopapt Notpebutenbckan YnakosKka

Mpo6a 1 B cootsetcTBMM ¢ ©.CLUA (711) v Esp.d. 101 %
(2.8.3), Q=80%
Mpoba 2 i) %
Mpo6a3 8g %
MNpo6a 4 99 %
MNpo6a s 100 %
MNpo6a 6 9g %
CpegHee 3Hayexne 100 %

PacTBopeHne Tamcyio3nHa
rnapoxnopuaa uepes 2y

MpoBal B coctseTcTaumn ¢ P.CLA (711) 1 Esp.&. 1 %
(2.9.3), Q<10%
Mpoba 1 B cooteeTcTeuM ¢ ®,.CLUA (711) n Esp.@. 2 %
(2.8.3), Q<10% %
Mpo6a2 2 %
MNpo6a2 2 %
MNpoba 3 2 %
Npoba 3 2 %
MNpo6a 4 2 %
MNpo6a 4 1 %
MpoBa 5 1 %
MNpoBa s 1 %
MNpoba 6 1 %
Mpoba &6 1 %
CpegHee 3HayeHue 2 %
CpeaHee 3HayeHne H/N %

PacTBopeHne Tamcyno3nHa

ruapoxnopuaa qepes 3 4

Mpoba 1 40-68%
MpoGa 1 40-68%
MpoGa2

Mpota2

Mpoba 3

MpoGa 3

MpoGa 4

Mpota 4

Mpoba 5

MNpo6a 5

Mpoba 6

fpcBa 6

CpeaHee 3Ha4venue

CpepaHee 3HavYeHne

PacrBopexue Tamcyno3nHa

ruapoxnopuaa yepes 7 4
Mpoba 1 >80%

CepTudmKar aHanvaa/100022837/09.08.19CTparMuUa 2 13 3Ps5-DOC-0015F22.2




Ka T EU'I e H T Kamanewm @apmao ConioweHe

Kamanenm (epmanu LlopHdopd MmGX
UimetinBeticumpacee 1-2, lHlopHdopd, fepmanus 73614
Ten. +49 (0) 7181-0000-0, ®axc +49 (0) 7181-70000-100
www.catalent.com

Ceptuduxat aHannaa - 100022837

Lyogapt MNotpeburensckan Ynakosxa

Mpoba 1 280% 93 %
Mpo6a 2 95 %
MpoGa 2 95 %
Mpo6a 3 a3 %
Mpoba 3 95 %
MNpoba 4 g2 %
MNpo6a 4 87 %
MNpoba 5 94 %
Mpoba 5 83 %
MNpoba 6 93 %
Mpoba 6 91 %
CpegHee 3HaYeHUE g3 %
CpefHee 3Ha4YeHue H/n %

Cepua 6anK-NPOAYKTa COOTBETCTBYET CeUUdUKa UMW, YTEEPKAEHO3 NeKTPOHKON noanucsioAHAP3B3iHc22.07.19.

Cepua COOTBETCTBYET CneuMdyKaLnu. YTEeDKASHO 3AeKTPOHHDIH nognMcLi0ARAP3BaHc09.08.18.

CeprvidukaT aHann3a/100022837/09.08.15CTpannya 3 13 3pss-DOC-0015F22.2



