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Certificate of Analysis and Conformance
CepTHdHKAT aHAJM3A U COOTBETCTBUS

Russian Federation/Poccutickas (enepauus

Product name / HanMeHOBaHHE NEKAPCTBEHHOIO CPEACTEA Y ARGATEF® 150 mg soft capsules (60)/
BAPI'ATE®® msrxae xancyist 150 mr, 60 7.

Article No. / Lot No. / Aptukyn Ne/ Cepus Ne 59111219/ 500582
Marketing Authorization No. / Peructpaupontoe JII-Ne(001278)-(PT-RU)
" ymocrosepesne Ne )
API name / Haumenorauue dhapmaneBTHIECKON nintedanib / 150 mg / nusrrenanu6 / 150 mr
cy6cTannuu )
API Manufacturer / ITpoussonutens ADC Boehringer Ingelheim Pharma GmbH & Co.KG, Germany
API batch No. / Homep cepyu AGC 1113747, 1113748 '
Dosage form / JlekapcrBernas dopma soft capsules / MATKHE KanCy Bl
Container Type / Bua ynakosxu * - ALU-Blister /amomunueBbii Onuctep
Order-No. / Ne 3akaza ‘ 90445273
BIX No./ Ne-BIX . , 111219
BIX Version / BIX-sepchs 19
Quantity / KonH4eCTBO YIIaKOBOK 5792
Date of Manufacture / fata nponsBoIcTsa 07.11.2024
Date of Expiry / Cpok rogsocts : 30.11.2027
Number of Normative Documentation: / JII-Ne(001278)-(PT-RU)-031022
Homep HopMaTuBRO#MK JOKY MEHTALMH! .
EAEU GMP certificate number/ GMP/EAEURU/0IS92:2024

Homep EADC GMP-ceprudukara
I hereby certify that the.above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with GMP EAEU requirements and quality
control requirements and with the specifications in the Marketing Authorisation of the importing country. The batch processing,
- packaging and analysis records were reviewed and found to be in compliance with GMP EAEU.

HacTosmum 1 MOATBEPIKAAL0, HTO NPHUBCACHHAS BEIIE HHPOPMALHA ABASETCS AOCTOBEPHOH I ToyHOH. Jr1a cepus NPOIMYKIUN
npouspeneHa (BKMOUas yIakoeKy (MapKupOBKY) # KOHTpOIb Ka4eCcTsa) Ha BBINIEYKA3aHHON HPOM3BOACTBEHHOM! IUIOIAAKE
(unomtazkax) B HONHOM COOTBETCTBHH C tpebosanusmy IIparii Hannexaleil NpoM3BOACTREHHOR NPaKTAKY Espazuiickoro
3KOHOMMHECKOTO COMO3a ¥ TPeOOBaHUAMH KOHTPOIIA KAaueCTBA TeKaPCTBCHHBIX CPELCTB, @ TAIOKE B COOTBETCTRMH CO
cnenuduKaluIMK, COUEPKAMUMHUCA B PETUCTPALHOHHOM JOCke CTPAHEI-HMIOPTCPA. 3anucy 10 NPOM3BONCTBY, YIAKOBKE H
AHANM3Y [IPOBEPEHE], ¥ YCTAHOBJICHO BX COOTBCTCTRHE Tpedopanusm [Tpasnn Hajnexaiel NPON3BOACTBEHHOM HPAKTHK

- 'Espa3uiicKoro 3KOHOMUYECKOTO CO03a, ' *

Remarks: / Tlpumeyanns:

Temperature Exposure Time above RT / Bpems TemneparypHOro BosfeHcTaus
Up to / ao +30°C: 24h 00min '

Up to/ go +35°C: ¢1h 00min .

(nax. 168h above +26°C.up to +30°C, max. 48h above +3 1°C up to +35°C/
Makc. 168 waco ot +26°C 110 +30°C, makc. 48 uacos or +31°C g0 +35°C)

Manufacturing Site: Catalent Germany Eberbach GmbH, Gammelsbacher Str. 2, 69412 Eberbach, GERMANY /
Tpoussomutens: Karanent [epmanus D6epbax [wbX, IammenscGaxep Ip., 2, 69412 D6epbax, TEPMAHWA

Storage .
Keep in original packaging at a temperature not exceeding 25 °C.

Xpauenue
B opurunanbHoil VIAKOBKe 1Ipy TeMieparype He Boime 25 °C. : .
P y P paType He N Quality Assurance

Dr. Stefan Herrmann

02 bpril 2025

Packaging conforms to the approved Normative Documentation.
VHakoRKa COOTBETCTBYET COMNIACOBAHHON HOPMATHRHON IOKYMCHTALUH.

Labelling conforms to the approved Normative Documentation.
MapKupoOBKa COOTBETCTBYET COIVIACOBAHHOM HOPMATHBHOH JIOKY MEHTALMH &

Qualified Person

Date / Name / Signature of the Qualified Person, Quality Assurance

Jara / Vima / TTonouck yNONHOMOYCHHOFO JIHUA, 06eCHeUCHIE KauecTsa : Page 1 of 3/ Crpanuua 1 m3 3
CoAC-111219-V06




. Certificate of Analysis and Conformance

Product Name: VARGATEF® 150 mg soft capsules (60)
Batch / Lot: 500582

~\ Boehringer
"I Ingelheim

Inspection Lot: 1700006389

Registration: Russia Page 2 of 3
Test (Method) Specification Result
Description (Visual examination)
Oblong, non-transparent, brown soft gelatin Conforms
‘ capsules containing bright yellow viscous
suspension, with Boghringer Ingelheim logo and
“150” prm’ted in black on one side of the capsule.
Identification
(HPLC)
. The retention time of the principal peak in the Conforms
chromatogram of the test solution should
correspond to retention time of the principal peak in
the chromatogram of nintedanib esilate standard
solution.
(UV spectroscopy)
The UV absorption spectrum peak for the active Conforms
substance obtained with the test solution should
correspond to the UV absorption spectrum peak for
the active substance obtained with nintedanib esilate
standard solution.
Dissolution (Eur. Pharm., USP or Ph. EAEU)
Not less than 75% (Q) of the label claim in 45 98 %
minutes.
Related impurities (HPLC) ) :
Single unidentified impurity <=0.1%
no more than 0.2 % ‘
Total foreign impurities <=0.1%
_ npo more than 0.5 %
Assay (HPLC) -
95.0% to 105.0% of the label claim for nintedanib. 99.5 %
Uniformity of dosage units (Ear. Pharm., USP. HPLC)
Requirement A (n = 10) Conforms
The requirement is met, if the acceptance value for
the first 10 units is no more than 15.0%.
Requirement B (n = 30) :
If the acceptance value is more than 15.0%, the next .
20 units should be tested, and the acceptance value
should be calculated.
The requirement is met, if the acceptance value for
30 units is no more than 15.0%, and none of the
dosage units contains less than 0.75M or
more than 1.25M.
Microbiological purity (Eur. Pharm./USP or Ph EAEU)
Total aerobic microbial count (TAMC)/g
not more than 10° cfu ' <10 CFU/g
Total yeast and mould count (TYMC)/g
not more than 10% cfu <10 CFU/g
Escherichia coli/g ' :
absence absent
or Category 3A

- End of Report -
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Cepruduiat aHAJIU3A U
COOTBETCTBHA

~\ Boehringer
ll“l ingelheim

Hazpanue JexapcTBEHHOTO CPEACTBA: BAPTATE®® msarxue kancyst 150 mr, 60 wr

Cepus Ne: 500582
Perucrpanus: Poccua

Cepns Jnist apanuza: 1700006389
’ Crpanuna 3 us 3

Henprranmne (Meron) Cnemmdumxanus

Pesynbrar

Onucaune (BuzyaabHbiii)
TIpostonroBarhle HEHPO3PaTHLIE MATKHE KeENATHHOBbIE
Karncymsl KOPHYHEBOroO IBETa, COASPKAINUE APKO-
KENTYIO BA3KYIO CYCNEHZHIO, Ha OHOM CTOpOHE
KOTOPLIX YEPHEIM [{BETOM HANEYaTaH CHMBOJ
komnanuu Bepunrep Mnressxaiim u «150».
Hpenrnduxauus
(BIXKX)
: BpeMs yAepKHBaHHA OCHOBHOIO ITHKA Ha
XPOMAaTOTpaMMe HCIIBITY EMOTO PaCcTBOpa JHOJLKHO
COOTBETCTBOBATH BpEMEHH YAEPKUBAHHA OCHOBHOTO
[HKa Ha XpOMaTOrpaMMe CTaHAapTHOTO pacTBopa
) HUHTEaHKOa 33mnarTa,
(Y ®-crieKTpocKonua)
VY ®-cnexTp NOINOIECHNSA THKA aKTHBHOIO BCIIECTEA,
TIOMYHEHHOTO € HCHEBITYEMBIM PaCTBOPOM, JOJDKEH
COOTBETCTBOBATH Y P-CIEKTPY MMKa 8KTHBHOTO
BELICCTBA, MOJY4EHHOIO CO CTAHARPTHEIM PAacTBOPOM
nuHTexanuba 3mNaTA.
Pacrsopenne (Esp. ®apm./ @apm. CHIA nin ®EAIC)
He menee 75 % (Q) uepes 45 MuH OT 3aABIECHHOTO
KOJTM4ECTBA.
Pogpcreennnie npamecu (BIAKX)
. Eauvspsxas HeuaeHTadHUMpoBanHas IpUMECh: HE
Gonee 0,2 %
CymMa BCEX POCTBEHHBIX IipuMeceii: e Gonee 0,5 %
Konusecrsennoe onpeaeienue (BIXKX)
Ot 95,0 % z0 105,0 % oT 3asBJIEHHOTO COMCPIKAHHA
HaHTeaHuba.
Ommopoauocts nosnposatus (Ep. ®apm./ Gapm. CIIA
BIXX) o
TpeBopanue A (n = 10)
TpeGopanue BEINONHACTCA, €CIIU 3HAYCHAE
IpUeMIIEMOCTH I nepBhIX 10 eIMHALl MEHEE WIH
pagHo 15,0 %.
Tpebosanue B (n = 30)
Ecim 3nadenne npueMiemoctd Gonee 15,0 %,
TeCTUpYIOT clienyromwe 20 ennuHll ¥ PaCCUHTHIBAIOT
3HaUCHME NIPUEMIIEMOCTH.
TpeSosanus BLINOABAIOTCS, SCIIH 3HAUCHUE
npuemuemocTa L 30 exuBmHI Meree wiM pasHo 15,0
%, ¥ HH OQHOTO WHAHBULYANBHOTO 3HAYEHMS MEHES
qem 0,75M nau bosnee dem 1,25M.
Muxpo6uonorugeckan ancrora (Epp. ®apm./ ®apm. CIIA
unu PEADC)
_OB1nee uucio aspobrbix Mukpoopranuzmor (TAMC)
ne 6onee 10° KOE/r
Of1uee THCITO IPOAOKEBLIX U IIECHEBRIX IPHGOB
(TYMC)
e 6onee 102KOE/r
Escherichia coli
OtcyrerBueB 1 1

wim Kareropus 3A

- Konen oruera -

CoorBercTBYCT

CoOoTBETCTBYET

CooTBETCTBYET

98 o,

<=0.1 %
<=1 %

99.5 %

CooTBETCTBYET

<10 KOE/r
<10 KOE/r
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PEAEPAABHAR CAYXEBA 110 HAA30PY
B COEPE 3APABOOXPAHEHMA

«CBefieHus, BHeCEHHbIE B aBTOMaTU3MPOBaHHYIO WHgopMaunoHHylo cuctemy Poc3apaBHag3opa nepes BBOJOM B
rPaXAaHCcKnin 060pOT Cepuit, NapTWit IeKapCTBEHHBIX CPeACTB/ WHpopmMauma o BeijaHHbIX PoCc3ApaBHaA30pOM pa3peLleHnax
Ha BBOA, B rPaxAaHCKkuin 0dopoT B Poccuitckoin depepauum cepum nam NapTu MUMMYHOBVOIOMMYECKOro NeKkapcTBEeHHOro

npenapata, no coctoAHuUto Ha 09.06.2025 19:32»

Mara Becenns B TMpoussouTens Opraunsauus, Homep Howmep, mata ucsma 06
AHC Toprosoe (BBITY Crpana C O CTagusAX np Ba HopmaTHBHas JoKyMeHTauus RIS . CepHH, paspeleHus Ha u3baTan JIC
Pocanpasramsopa KOHTPOJIb) rpa::;::-xuﬁ napTHH Himn (nomep, nara)
Baprated®; xancy Bepuurep Hureasxaitm ®apma M'v6X u Ko KT, Tepmanus
warkwe 150 mr 10 . Sepancep 4 b (8 nepauayso ynaxosxy)); Beprrep 000 "Bepunre,
19.05.2025 GwcTeps (6), naTkn : Hurenpxaiv ®apma Tepmanus Hnrensxaiim @apma I'm6X 1 Ko.KT, Tep (0% /hacoBumk JITI-Ne(001278)-(PT-RU)-031022 Hremx agu" P 500582 -
xapromuie/ = I'm6X 1 Ko.KI' (BTOpHuHAs/TPeTHUHAS ynakosKa)); Katanent lepmanus D6ep6ax )
I'm6X, lepmanns (ITpoussogutens (rotosoit JId))
Baprareq®; xancy i Bepunrep Hureabxaitv ®apma ['m6X u Ko.KI, lepmanns
markue 150 mr 10 mr. Bepunrep (84 /b (B nepBHuHyIO Y y)); Bepunrep 000 "Bepunre|
14.05.2025 P ol ! Hnrenbxaiim apma Tepmanus Hnrenbxaiv ®@apma IM6X 1 Ko.KT, Tep v b JIMI-N2(001278)-(PI'-RU)-031022 ¥ ki 500582 %
phi (6), mauku Hurembxaim
KapTome/ ~ I'm6X u Ko.KI' (BTOpHUHAs/TPeTHUHAS ynakoBKa)); Katanent lepmanns D6ep6ax
I'm6X, Tepmanus (TMpoussoaurens (rotosoit JId))




