AEKJIAPAIIUSL O COOTBETCTBUH

AEKJAPAHT, IPHHHAMAIOUIAN JEKJIAPAITHIO O COOTBETCTBHH

AO "ThaxcoCmumKaaiin Tpeiiounz"

Ceedenus o pecucmpayuu opeanusayuu: Mesjicpaiionsas unenexyus Dedepanvroii nanozoeoti cayoctvt Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739011486, dama npuceoenus, OT'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, . 374, kopnyc 4, smasic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B muye: I'enepanvnerii Oupexmop Jy6sncruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocme 18-09.08.2019 om 09.08.2019 =

3ASBJGIET, UTO
Aexapemeennoe cpedemso; [lyodapm, kancymvi ¢ Modughuyuposannsim evicaoboncoenuen 0.5 ymz + 0.4 ymz 90

uem., praxonsi (1), nauku xapmonnwie, PY Ne JIIT-002650 om 08.10.2014 (0ama samenwst 12,03.2019) surdano
AO "TraxcoCmumKnsiin Tpeiioun2", cepus 3702894A, napmun 15370 ynaxoeok, 200en 0o 31.08.2021,
npouseoocmea Kamaneum I'epwanu Uloproopgh TmbX, T epmanus, Catalent Germany Schorndorf GmbH,
Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany, xod OKIIJI2 21.20.10.174, xod TH B3/T 3004900002,
Hucmpubviomop. coznawenue 6/n om 01.01.2013, unsoiic Ne 4083197073 om 22.10.201 9

COOTBETCTBYET TPEBOBAHUSAM

JIT-002650-141117 uam. Nel

AEKJIAPAITHSA ITPHHSITA HA OCHOBAHUH

npomoxon ucnvimanuti Ne 7100m om 05.11.2019 HJT 000 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmucpuxam POCC DE. ®MO8.C53049 om 05.11.2019
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CBEJEHUS O PETUCTPAIIIH

OPT'AH 110 CEPTHO®UKAIIUH, SAPETUCTPHPOBABIIUI JEKJIAPAITHIO

RA.RU.11®MO8 OPI'AH [10 CEPTHOHKAIIHH IIPOYKIHH OBLECTBO C OFPAHHYEHHOI
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom, 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmeproea, 0. 4, sm. 5., men. :(495)788-02-88, ge6-
catim: oyxx.peh.
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KarasieHr

Kamanexm @apma Comowenc

Kamonenm lepmanu tlopHdope FmbX
imetinbeticumpacce 1-2, Wopxdopd, Nepmanus 73614
Ten, +49 (0) 7181-0000-0, axc +49 (0) 7181-70000-100

www. catalent.com

Ceprudurar ananusa — 100022940

Lyoaapt NMorpeburensckan Ynakosxa

Tecr

O6uwmii 6aok
OnucaHue

NMoanvuHHOCTh
- pyTactepua {BIMX)

MogNMHHOCTL
- Tamcynozunaruapoxnopug, (BIHX)

KonuuecTseHHoe onpegenexHune
[ytactepua (BIHX)

Oyracrepua (BIHKX)

Tamcynosus ruapoxncpug (BIHX)
Tamcynosnxa rugpoxnopug (BIMHKX)

OpHOPOAHOCTD AO3MPOBAHUA
TamcynoanHarnapoxnopu (B3HX)

Kputepuit npuemaemacty (AV)

PacTBopenue gyracrepuaa

Knuent:

Homep cepun Knuenra:
BHYTPEHHUI HOMED CRpUI:
BHYTpEHHKA HOMED Ceprn
Bank-nposlyKTa:

Homep HauMeHOBaHUA!
3axas:

[ata npoussoacrea:

HAata ucreyelna CpoKa
roAHOCTH:

[ata ananuaa:
WHCTPYKLUMA K TECTY!
Cneundurauna:

Cneunduraumnn

NpoAOATOBATLIE TBEPAbIE KancyAb! ¢
KOPWUHEBLIM KOPNYCOM M OPaHMesoi
KPbILWEUKOH, Ha KOTOPON HYEPHLIMK
YepHUNAMU HaHeceH Ko «GS 7CZ»
Bpema yaepHnBaHWa OCHOBHOMO NUKa Ha
XpOMaTorpamme WCrbITYeMoro pactaopa
LO/MHHO COOTBETCTBOBATL BREMEHM
VAEPHMBAHMA OCHOBHOMO NWUKA Ha
XpomaTorpamme CTaHAapTHOrD pacTeopa
ayracrepuaa

Bpema yAepKUBaHWA OCHOBHOIO NKMKa Ha
XpOMaTorpamMmme WCNbITYEMOro pacTsopa
[OMKHO COOTBETCTBOBATL BPEMEHMN
YAEPMMBAHUA OCHOBHOTO NUKA Ha
XpOMaTOTPaMMe CTaHAARTHOTO pacTeopa
TAMCYNO3WMHA TMAPOXN0PNAE.
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KaTaﬂ eHT Kamanenm ®apmo Comowenc

Kamaneunm Fepmanu Wopndopd ImEX
lmeinbeticuimpacce 1-2, (opudop, Nepmonus 73614
Ten. +49 (0) 7181-0000-0, ®axc +49 (G) 7181-70000-100
www.catalent.com

Ceptudmrar avanmsa — 100022940

Oyopapr Notpebutensckan YnakosKa

MpoGa 1 B coovsercTemu ¢ ®.CLUA {711) v EBp.®. 103 %
(2.9.3), Q=80%
MNpota 2 102 %
Mpoba3 100 %
Mpo6a 4 97 %
MNpoba 5 101 %
MNpoba 6 100 %
CpegHee 3Ha4eHKue 101 %

PacTeOpeHMe TamcynosnHa
rupapoxnopuaa yepes 2 4

Npoba 1 B cooTsetcTeuu ¢ P.CLUA (711) u EBp.®. 2 %
(2.9.3), Qs10%
MNpofa2 2 %
Mpoba 3 4 %
MNpoba 4 3 %
Npoba 5 2 %
MNpoBa 6 1 %
CpepHee 3HauyeHue 2
PacTBOpeHue Tamcy03unHa
rugpoxnopuaa yepes 3 4
Mpoba 1 40-68% 50 %
MNpobta2 51 %
Mpoba 3 52 Yo
MNpoba 4 53 %
MNpoba 5 51 %
MNpoba & 52 %
CpepgHee 3Havyenue 52 %
PacrsopeHmne TamCyno3uHa
rnapoxncpuaa yepes 7 4
fMpoba 1 280% 91 %
fipofa 2 91 %
Mpoba 3 93 %
MNpoba 4 94 %
Npoba 5 93 %
MpobBa & 92 %
CpepHee 3HaveHue 92
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