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CONFORMITY CERTIFICATE ¢ CEPTH@IKAT BIANOBIIROCT!

No.' A&, VI
Product * Hpodyxm

Strenght/potency® Cuza dit/axmusnicme

Internal code® Brympiwniit koo
Importing country® Kpaina ivnopmep
MAH® Baacuux PIT

Marketing Authorization No./ Registration Certificate in destination
country No.”

Peccmpaniine nocsiovenna/Cepmudiixam peccmparit 8 xpatni
npUSHAveRHR Ne:

Batch No.? Cepia:

Manufacturing date® Jama supotnuymaa:

Expiry date'® Hpudannuii do:

Quantity certified’ released!! 3acanena cepmughicosana/sunyuiena
kitbKicnte

Quantity for sale/distribution'? Kirokicme das npodaxcy/ducmpréyyit:
Address of authorized manufacturing and control sites'*
Adpeca aemopusosanitx SuUpOGHINIX OIRAHOK MG KORIMPOTIO

Manufacturing Authorisation Licence No for the manufacturing and
control sites'

Ho3zsin na supoduuymeo Ne 013 6upotHuNtX QLIANOK MG KOHMPOTIO
GMP Certificate(s) No for the manufacturing and control sites'*
Cepmupicamiu) GMP Ao dan supobwuvux dingnox ma Konmpoas:

Certificate of analysis No./date attached ' Cepmugpixam Sxocmi
M/dama dodacnecs

Comments / Remarks/ Deviations'’
Kovenmapi / Tpuviimin / Bioxwnenns

I thereby certify that the above information is authentic and a X
stages of this batch of product including packaging/labelling aR\¥q
mentioned site(s) in full compliance with the GMP requirement\ay

111

Yoriconazole Rompharm, lyophilisate
for concentarte for solution for infusion
200 mg i vial, 1 vial in a carton box
Bopuxonason Posghapae, sioghirisam das
KOHyeHmpamy 011 Po3yuny 038 ingysii
no 200 m2 y gaaroni, no 1 gpraxony e
KapmonHit navyi

Voriconazole 200 mg Bopuxonazoa 200
M2

345622800

UKRAINE VKPAIHA

S.C. Rompharm Company S.R.L., Romania
K.T. Povihapat Komnawi C_P.JT., Pymynin

UA/20207/01/01

2602524
02.2026
02.2029
242

240

§.C. Rompharm Company S.R.L.

Eroilor str. No 1A, Otopeni city, 075100,
county [ifov, Romania - building Rompharm 1
and Rompharm 2

Drumul Garii Otopeni Street No 52, Otopeni
city, 075100, county IIfov, Romania;

K.T. Pouvghapm Kosinani C.P.JT.

ayr. Epoirop ANeld, m. Omonews, 073100,
okpye Inghos, Pymynin — Oydiean Povgpapw 1 i
Povihapnt 2

aya. [pywya Tepit  Omonens No32,
Omonens, 073100, oxpye Inpos, Pyxymis,

M.
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requirements of the Marketing Authorisation(s) of the destination country/countries. The batch processing,
packaging and analysis records were reviewed and found to be in complience with GMP.

Lust 5 2acsiowyio, wo nasedeng suwe ingropayia € docmosipuolo ma mounoio. Lo cepito npodysait Byso eupohiteno
(BRIIOYAION T NAKYSAHHR/MADKYBARHA) Ma pOEeOERe KOHMPOTo I AKoC na guyesasnayeniti dizoriuyi y noeuiii
sionosidnocmi 3 suvoeayu GMP, ecmanosienuvu Micyesum pezyismopris op2anoM, @ MaKoeoie 6ionosiono do
cneyupikayiil, ujo Micmaneca y peccmpariimony docee kpainu-ivnopmepa. Hpomoxosu supodringnea, naxyeanns ma
axaitizie Gvro nepeznsHymo ma ecmanoeieno eidnoaidnicms GMP.

This batch was certified and released for the market' Jana cepis npenapamy 6yna cepmugpinosl X
MO SUITYHIERT HO PHHOK

This batch of product is certified for release by another qualified person!® Jawa cepin npenapa
dyaa cepmuivosana ma summiena wa punox imow Keavighivosawow Qcobow

Qualified Person name Ksatighixoeana Ocoba: Corneanu Anamaria Kopusny Auavapis
Issue date Jama sunyexy: 25.04.2026
Signature [7idruc:

-
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Certificate of analysis for finished product no.2524
Cepmudpixam auanizy xinyeso2o npenapanry. 2524

Form code Koo doxywenmy:
CC-PelibCA-1431_F1 ed.3 rev.]

Product Voriconazole Rompharm, lyophilisate for concentarte for solution for
infusion 200 mg in vial, 1 vial in a carton box
Hpenapam Bopuronaszon Pomgpapm, nioghinizam ons Konuenmpamy OAR po3iuny Oin
ingysiit no 200 M2 y praxoni, no 1 hraxony & kapmonnii nauyi
Batch 2602524
Cepia
Manufacturing date 02.2026
Juma supobruymea
Expiry date 02.2029
Hpuoamuuii do
Ne Characteristics Acceptance limits Control Results
Haitimenysannn Lonycmunmi mexnci methods Pezynomamu
HOKG3HUKA Memoou
KOHmMporo
Appearance White or off-white powder Visual p. 1 QCM Compilies
1 Onuc TTopowox 8id Birozo do maiisice Bizyamwno n. 1
Ginozo xowopy MKA Bidnogioae
Water (KF) Not more than 2.0 % Ph. Eur.*, 2.5.12
in house CC-
Pfch-1895 p. 2
y QCM 12
Baticn sodu (KF) He Oimvwe 2,0 % Eap.gp.* 2.5.12
in house CC-
Pfch-1895 n, 2
MKRA
Appearance of Clear and colourless solution Visual p. 3 QCM Complies
reconstituted solution”
3 Josuhuniii su2ano Hposzopwii Gezbapsnuii posuun Bizvaenon. 3 Bionoeioac
gidnoanenozo MEST
pouuny”
Mechanical Practically free from visible particles Ph. Eur.*, 2.9.20 Complies
inclusions” p. 4 QCM
visible particles
4
Mexarnivni Hpaxmuuno eitonuit 6I0 UOLVIX YGCHINNOK €ap.h.* 2.9.20 Bionogidac
srTIOYeHNA"
gudumMi vacmunKl
pH of reconstituted
solution"
5 50~175
pH eidnogaenozo
pozumy”
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T 5.C. Rompharm Company S.R.L. - Ramania, Ifov, 75100 Qtopan, Str. Erclloe, Nr. 1A

Certificate of analysis for finished product no.2524
Cepmudbinam anaaizy xinyesozo npenapanity. 2524

Form code Kod doxyvenmy:
CC-PelibCA-1431 Fl ed.3 rev.]

Product Voriconazole Rompharm, lyophilisate for concentarte for solution for
infusion 208 mg in vial, 1 vial in a carton box
Hpenapam Bopuxonason Pomgpapm, niehinizam ons konuenmpamy 018 pozuuny onn
iHQy3iii no 200 m2 y Qaaroni, ne I gpraxony ¢ kapmonniii nauyi
Batch 2602524
Cepin
Manufacturing date 02.2026
Hama supobruymsa
Expiry date 02.2029
Hpudamnuii 8o
Ne Characteristics Acceptance limits Control Resuits
Haiimenysanus Honyemumi mesrci methods Pesynsmamu
ROKAIHUKA Memoou
KOHRIpOJIO
Reconstitution time!) Not more than 180 s Visual p. 6 QCM
63
6 Yac sionoerennn’ He Gimviue 180 cex. Bizyarenon. 6
MEKA
Mechanical Not more than 6000 for particles with diameter { Ph. Eur.*,2.9.19 Complies
inclusions® > 10 pm In house Method
sub-visible particles Not more than 600 for particles with diameter 1 CC-Pechip-
>25 um 1509 p. 7QCM
7
Mexaniyni He biavwe 6000 vacmunox/ghn. poavipon 210 | Esp.gh.* 2.9.19 Bionogioac
sxmouenna’ nesuduwi MKM Memod 1
NRCINE He Girvwe 600 vacmunox/pa. possipon > 25 in house CC-
o Pechip-1509
n 7 MKA
Uniformity of dosage AV<15 Ph. Eur.*, 2.9.40
units If AV>15, proceed as per Ph. Eur. 2.9.40 (mass variation) p
8 QCM
8 1.7
Odnopionicmu AV<15 Eap.. ¥, 2.9.40
00308aHUX OOUNIHL Arwgo AV> 13, npodosxcyionte sidnosions do {PBM)
gunoz €ep.gh., 2.9.40. n 8 MKA
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Certificate of analysis for finished product no.2524
Cepmudpiram anaiizy xinuegozo npenapamy. 2524

Form code Koo doxymenmy:
CC-PelibCA-1431_F1I_ed3rev.1

Product Voriconazole Rompharm, lyophilisate for concentarte for solution for
infusion 200 mg in vial, 1 vial in a carton bex
Ipenapam Bopuxonason Pompapm, aioghinizam ona kornuenmpamy 04As po3uuny oin
inghysiii no 200 mz y haaxouni, no 1 dunaxony e kapmonniit nagyi
Batch 2602524
Cepin
Manufacturing date 02.2026
Mdama supoduuumesa
Expiry date 02.2029
Hpuoamuuii 00
Ne Charaecteristics Acceptance limits Control Results
Haiimenysanun Honycmumi mexci methods Pesynemamu
ROKaInUKa Memoou
KOHmMpOTIo
Identification a) teres € (trsux 0.5) min. Complies
voriconazole b) The peak corresponding to voriconazole
absorption maximum in the test solution
spectrum, is similar to the same in the reference
solution spectrum.
9 Ioenmugbivayin &) trgew € ( tnsu+0.5) xa,
SOpHKGHTY b) Crnexmp y maxcusymi nozrunannn oas nixy Bionosioae
BOPUKOHAZOAY, O0CPICAHUN OI% L Eur.f, 2.2.29
SUNPOGOBYSAR0Z0 POIYUHY NOBUHEH (FILLC) inhouse
sidnogidamu cnexmpy, 00eprcanosmy onn CC-Fidoz-2010
CIGHOAGPIHOZO POZUUHY p-2QCM
Assay voriconazole }90.09; 2 1100(; 1;g/vial Eap.p.* 2.2.29
) ' : ;:BEPA?:.C 195.2
N in house CC-
10 f;;;::;‘::s :;nauenm i 96:; g {;2;} (; ;) Z.fi;q&ﬂ, Pidoz-2010 (98%)
™ T80 n. 9 MKA
Impurity D Ph. Eur.*, 2.2.29
<0,2% (HPLC) in house
Hoxiwiwa D CC-Ppur-2017 p.
10 QCM
i1 <0,05%
Cep.gh.* 2.2.29
(BEPX)
in house CC-

Ppur-2017 n. 10
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Certificate of analysis for finished product no.2524 Form code Kod doxyvenmy:
Cepmudbicam anarizy Kinuesozo npenapamy. 2524 CC-PelibCA-1431 F1_ed.3 rev.]
Product Voriconazoie Rompharm, lyophilisate for concentarte for solution for

infusion 200 mg in vial, 1 vial in a carton box
ITpenapam Bopuxonazon Pomdipapm, rioghinizam 0aa KoHeRmpamy oas po3wuny oaa
ingysiii no 200 me y ghraxoni, no 1 praxony ¢ kapmonnii nauyi
Batch 2602524
Cepin
Manufacturing date 02.2026
ama supobnuumea
Expiry date 02.2029
Hpuoamnuii oo
Ne Characteristics Acceptance limits Control Results
Haiimenysanna Honycmumi mesci methods Pezyremamu
ROKA3HURA Memodu
KOHMPOio
Related substances™ %
Cynposioni domimxi’ ; %
- impurity A <0,2%
- Qawiuma A <0,05%
- impurity B <0,2¢
. 0. _— Ph. Eur.*,2.2.29 <0,05%
- impurity C <0,.2% (HPLC) in house <0.05% '
- ddufing T CC-Ppur-20i1 p. :
- each unspecified <0,2% _ HQeM
12 5 ?;g:z:f; <0,05%
. Eap.gh* 2.2.29
Hecneyupivosana
) (BEPX)
Diiing in house CC-
- sum of impurities <0,5% Pour-2011 <0,05%
A, B, C, D and e
B ol a 11 MEAT
unspecified
- cyma dawviuiox A,
B C D ma
Hecreyugixosaiux
oomMitox
Sterility The product must be sterile Ph. Eur.*, 2.6.1 Complies
p. 12 QCM
13 | Cmepuronicne Tlpenapam nosunern Gymu cmepuibnum
€ep.gp.* 2.6.1 Bionogioae
n 12 MKA
Bacterial No more than 300 EU/vial Ph. Eur.®, 2.6.14,| <300 EU/vial
14 endotoxins (15.78 EU/ml) : gel-clot method p.
13 QCM s
> -
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Certificate of analysis for finished product no.2524
Cepmibicam anaiizy ginieso2o npenapamy. 2524

Forn code Koo doxymenmy:
CC-PelibCA-1431_F1_ed.3 rev.]

Product Voriconazole Rompharm, lyophilisate for concentarte for solution for
infusion 200 mg in vial, 1 vial in a carton box
Hpenapam Bopuxonason Pomapm, rioinizam onn Konyenmpamy 0an posuuny onn
inghysiii no 200 mz y pnaroni, no 1 dhnaxony ¢ kapmonnii nayuyi
Batch 2602524
Cepia
Manufacturing date 02.2026
Hama eupobruumen
Expiry date (2.2029
Hpudamunuii oo
Ne Characteristics Acceptance limits Control Results
Haitmenysannn Honycmiumi mesxnci methods Pesyromamu
ROKAINUKY Memoou
KOHMPOoo
E€ap.gh.*. 2.6.14,
Baxmepiaroni He binvue 300 EQ/ghn. zeap-mpomo <300 EO/ha
EHOOMOKCIUHY (13,78 EQ/Hw) MEnOO
n. 13 MKA

*- carrent edition

*- Jiroye auOTHHR

"I~ Reconstituted solution is obtained by dissolving the powder from one vial in 19 md. of 0.9% solution NaCl.
** Sperified impurities as per Ph. Eur. monograph no. 2576 ~Variconazole™
- impurity A: 1{2.4-difuorophenyl}-2-1H-1,2 d-triazol-1-vi)ethanone;
- impurity B: (2RS.35R)-242.4-difluorophenyl)-3-pyrimidin-4-yl-1-H-1 2 4-triazol-1 -vI)butan-2-of;
- impurity C: 4-ethyi-3-fluoropyrimidine;
- impurity Dt (25.3R)-2-(2,4-diflucrophenyl)-3-(5-fluoropyrimidin—4-v| -1 -(1H-1.2 4-triazol -1 -y1)butan-2-o! (voriconazole enamtipmer.

B gidnogsenuil POIHNY OOCPICHOND HLAXOM POIHUHENHR EMICY oowoes daxona & 1931 0.9 % poiny: NaCl.
** 3asnaveni dovhuxy 8i0nosidna do Eap.gh., vonozpadia 2576 « Bopusonasons:
- daviumwa A; 1-(2.4-Oupmopipeninj-2of 1 H-1,2 4-mpiazor-{ -ivjememon;

- daviuwa B: (2RS, I5R)-2-(2 4-0ughmopening-3-nipunidun—d-iz-1- 1 H-1, 2 4-mpiasna-1-in)Gyman-2-oa;

- Qovwinma C: 4-emner-3-pmopnipiensioun;

- Oawikwa D (25 3R)-2-12. 4-Oughmopipenin)-3-(3-gmop tipeseidten-{=i3)- 11 H-1. 2. 4-mpiazon-1-iidyman -2-on ( ep sopnKonaIon
The product complies to specification requirements
Kinyesuit npenapam eionosioac eumozam cneiudianii
Quality Contrel Director | Logofatu Raluca Signature Date
Hupexmop Konmpoaio Jlozopamy Panyra ionuc Hama
HArocmi
24.04.2026
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