CinTon Xicnanis

Ceprudikar BignosigaocTi

Micuesa Toprosa Hassa: Bopuxonason-Bicra (Voriconazole-Vista)
Homep mapketunrosoi peecrpaii: | UA/16138/01/01

Homep Bupoby Cinrou: 378101

Homep cepii: 2101217A

Konuenrpauis: 200 mr / Bopukonason

Jlikapceka (opma: IIOPOILOK A1 pO3UHHY s iH(y3ik
Po3Mip i THII yTaKOBKH: 1 ¢naxon y xapToHHIH Kopobui
BupoGuuua xinekmms AL MCH Jla6opatopues Ilpusat JlimiTen

Ornsanosuit Ne 317&323, Pynpapam (cenuiue), [Tatanxepy
(Manpan), Menak {ucrpikt, Tenanrana, [Tinkon 502 329,

Homep niueHsii Ha BUPOOHHIITBO

BpoB a0y Alnss AL 10/MD/AP/2004/B/CC (ML) / 1184/E(R)/TS/2019 (GMP)

Medap Innag Canai A.C.
Bupobuuua ninsuuus "in bulk": Pamazanorny Max, Encap Kan Ne20

Kyprxoii/llenqux/Crambyn, 34906,
Typeuunna

Homep miuensii Ha BAPOOHULTBO

BUpoOHMKa BINOBIAANILHOIO 32 2008/01 (ML) TR/GMP/2021/146 (GMP)
supobuuuTeo "in bulk™:

KBIHTA-AHAJIITIKA C.P.O.

BupoGuuk BianosifansHuii 3a IMpaxceka 1486/18C
tectyBanHs "in bulk": 102 00 ITpara 10
YECBKA PECITYBJIIKA

Homep niuensii Ha BupoOHUUTBO

BHpOOHHKA BiAMOBIAANEHOIO 32 sukls 163688/2020 (ML) / sukls 98815/2021 (GMP)
tectTysanna "in bulk":

Medap Innay Canai A.C.

[lepsuune naxysanus: Pamasanoriny Max, Encap Kag Ne20
Kyptxoit/TTennux/Crambyi, 34906,
Typeuunna

Homep niuensii Ha BUPOSHHLITBO
MiCIsl MEPBUHHOT MaKyBaHHs:

2008/01 (ML)/TR/GMP/2021/146 (GMP)

Bepein: MCOC.ES01 .VCN.lyo200.Mistral Capital Management.UA.378101.19.doc
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Ciaron Xicnanis

CeprudikaT BinmoBigHoCTI

Crop. 2/2

Joxu [ Gapmaceiorikans JIT/I.
BTOpUHHE NaKyBaHH:: Inaycrpiansaa 308a, Yexaniua [lisgennui paiton
Boresrpan, 2140, Bonrapis

Hortounwuii nilichuit Homep B Ykpaiui:

Howmep niuensii va supobunurso micus| BG/MIA-0107 (ML) / 078/2019/ GMP (GMP)
BTOPUHHOT NAKYBAHHS! ITorounuit piltcuuit nomep B €C:

BG/MIA-0258 (ML) / BG/GMP/2018/121 (GMP)

BixnosinansHuit 3a BHITYCK cepil: Cinron Xicranis C.JL Iemanis
K/ Kacrenno, 1, Caur Boi zie Jlo6perar
bapcenona, 08830, Icnanis

Homep niuensii na BUpOOHULTBO

srpo0HMKa BIANIOBIAAABHOIO 38 0438 (ML) / NCF / 1931/001/CAT (GMP)
BUITYCK CEePil:

Poamip cepii: 8907 yraxoBkH

Kinbxicts BiINOBIAHAX BIIXHIIEHE: NA

1lum 3acpinuyio, HIO HaseZeHa iH(OPMALLIS € AYTEHTHYHO | JOCTOBIPHOI0.

Bupofuuurso i€l cepii npofyKTy, 4 TAKOXK 3ilcHeNHs naxyBaHHs (SKILO 3aCTOCOBYCTHCA) T4 KOHTPOMO AKOCTI y
3a3HAYenIX BuLe Micnsax sinOynocs Bixnopiguo ro BuMor crannapty GMP €C micuesoro peryaoouore opraiy ra
crenmdiikatii, 3a3HaueHnX y 20380 Ha peanizauiio GapmanesTHuHOTo (NiKapceKoro) 3acoby kpainu-imnoprepa, Ta
HINNX AOJATKOBKX BHMOT, NOTODKEHNX B YTOAI NP0 AKICTH.

Jlikapeska peyomia «BOPHKOHA30/1) BUTOTOBNSETHER BiANORI O J0 unHHOTO cTantapty GMP.

BipoGunuTso cepil, nakysanna Ta aHass sarvicis Gyno nepesipeno Ta Betanosnexo Ix pipnosingicts puMoram GMP
eC.

[ponykr sinnosinae norounum npasuiam BSE / TSE.
Byaw-ake siaxuwienns Gyno ouiHeno Ta 3aoKyMenTosako. CTOCOBHO OYAB-AKOrO BIAXIICHHS, AKE MOKE BINHHYTH

fia skicrs Ta / abo Gesnexy npomykty (sizmosinne simxunenns), Oymo ckianeso 3mit nmpo BiAXHIeHHHA, AKHMH
Aonactees Ao Cepradikary pinnosiaHocTi.

Pasow i3 sizanosinnumM Ceprudiratom ananizy 1oKyMeHT cTaHOBNTE cepTudikar skocti, skuil nae no3Bin Ha BuIyCK
cepifl ns npoaxy BHLIEsasHaueHol cepii npoaykris 3a nosuiismu. Cepin Biznosizac CFPS.NUS.29915 (1,0) 1
sunymena s Mistral Capital Management, UA.

Hignue: pidnuc Jara: 11 sxonTas 2021 p.
/Tamn: Kasmino Papeia

Ynoguosamena ocoda
Creuianicr cayxon sixecri komnanii Synthon Hispania S.L.

Bepein MCOC ESOI .VCN Iya200.Mistral Capital Management.UA.378101.19.doc

«Clurou Xicnania C.JLs (Synthon Hispania S.1.) | CiF: ES-61 739645
Azpeca 8 lonanil: Kappep Kacrenno 1 { .1 Nec Caninec | 08830 Canr-Bodi-ae-NnoBperar | Bapcenona | lenanis | Ten.: +34 936 401 516 Qaxe: +34 936
401 146
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Ceprudikart aHagisy Crop. 132

Bopukonasoj-Bicra 200 mr, mopourox st indysiii

Homep cepil: 2101217A

Homep Brpoby: 378101 Hara surorosnenss: 25 yepsug 2021 p.
Tepmin npupatHoeTi: yepsens 2024 p. Homep ananizy: 1, 394,059
Crannaprauii apasox: CFPS.NUS.29915 (1.0)
Tectu Pesyabratn Kpurepil npuiimanua
3osniwmii Burnag Biamosinae Tlopomox Ginoro aGo Maibke GinOro KOJILOPY B

cknsomy (uakomi 3 rymosow  npofkolo  Ta
amominicsum xosuaukom cicremu flip-off.

Yac BiztHOBIEHHS <2 XB. <3 xs.

pH BijiHOBNEHOTO powmy

pH (Binwosieroro posauny) 53 4,0-6,5
QuuopinuicTs MO30BAHIX OAHHHLL
OJIHO{}E,{{HICTB JO30BaHNX Ozmnnub (aapm)imfmf Mam)u “ anoamae o amﬁémaé Néavpoﬁéé;:mii‘i @apkakgﬁ&? 2.9.40
Minimym (% Bia 3asBsieHOro Ha emxﬁma) 99,1 %
' Maxcumym (%o Biz saganeuom Ha e’mxeiul) ' V N - 99,5% -
Cepenus senuina (Yo Biji 3as4BACHOTO HA mtﬁé’mi) 99,3%
BianocHe cTanuapTHE BIAXUIEHHS 0,1 %
[lpuliManbHe 4ucio - ” o W{}S 4 glsww
ICinbKicTh NPOTECTOBAHHX OARIHID 10
BMlC'rBo;m <0,4% <2,0%
Maxamlmi Bxﬂm%ﬂﬁs& N - Bu:(nom.ﬂaé ] meHDBiRﬂG Cspaﬂeﬁczamﬁ d)apmaxone] 2.9, 19
CepelHilt BMicT yacTok >= 10 MKM 8 <6000 10 Mxm vacTok
Cepeniiil BMicT HacTox >= 25 MKM 1 =600 25 mxm wacTok

InenTudikanis Bopukonasony

yac yrpumysanis metojom BEPX | Bipnosinae Taxk camo, sk i ﬂ,rm CTAHAAPTHOTO POSUMHY
qac yrpumysasus merogom BEPX 11 Bignosinae Tak camo, #K i JUIA CTAHAAPTHOIO POIUHHY
Kinpxicne BusnaderHs Boprkonasony : '
Merogom BEPX | ' 9.9 mr/mn 9,5+~1‘(}_,5 ME/MIE
Meroaom BEPX 1 (% Big 3a#BReHOro Ha e’mxe'rui)“ 99 % " 95-105 %
Jlomikn (Mgi’rd,nom BEPX I} ' - .
AC.1160 (€pponeiicska Papmakornes, JoMilKa A) <0,05 % <02 %
M#1001 (Esponelickka Gapmakones, sioMiuka C) <0,05% <02 %
Haiibinsiua neinenTidikosara froMinika <0,05 % <02 %
Cyma foMiLIOK <0,05% < <0,5%
CrepuiibHiCTh Bignosinae Crepunbauft
Bakrepianbi ex10TOKCHHN < 1,67 MO/Mr < 1,67 MO/yr Bopukonaszony

Jain: 174646 dama: 08 owcoemus 2021p/15:17:27 Bid: LW7_Production




Ceprudikar anajizy Crop. 232

Bopuxonasos-Bicra 200 mr, nopomok aus ingysiii Homep cepii: 2101217A

JiAsIHKA KOHTPOJIIO SIKOCTI

Hazea oinsnuyi: KBIHTA-AHAJITHKA C.P.O.
MPAXKCBHKA 1486/18C
162 00
HPATA-10
Yeebua Peenybuira
Hoxep doszsony: sukls 1636882020
Hoaep cepmucpivamy GMP: sukls 98815/2021

Bopukonazon 200 Mr nopowok ais posunny s indyaiit, Cepis Ne: 2101217A sinnosinac Creundixauii CFPS.NUS.29915 (1.0).
S migreepmkyio npasunexicTs sMicty usoro Ceprudikary ananisy.

Kum sunyiero: Mowrree Apaca Hara sunycky: 08 xostag 2021p.
crietfiasticT cyKOM SKoCTI Le enextponnn#i nignuc.

3eim: 174646 Jama: 08 scoemun 2021p./15:17:27 Bid: LW7_Production
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Synthon Hispania S.L.

Certificate of Conformance

Local trade name: Voriconazole-Vista

Marketing Authorization number: UA/16138/01/01

Synthon item number: 378101

Batch munber: 2101217A

Strength: 200mg / Voriconazole

Dosage form: powder for solution for infusion

Packaging size and type:

1 vial per carton box

Manufacturing site APL

MSN LABORATORIES PRIVATE LIMITED
Sy. No. 317&323, Rudrsram (Village); Patancheru

(Mandal), Medak District, Telangana, Pincode: 502 329

Authorization number of Manufacturing
site APL: :

10/MD/AP/2004/B/CC (ML) /1 184/E(R)/TS/2019 (GMP)

Manufacturing site Bulk Drug Product:

Mefar Uac Sanayii A.S.

i Ramazanoglu Mah. Ensar Cad. No: 20,

Kurtkoey/Pendik/Istanbul, 34506,
Turkey

Authorization number of Manufacturing
site Bulk Drog Product:

2008/01 (ML) / TRIGMP/2021/146 (GMP)

Testing site Bulk Drug Product:

QUINTA-ANALYTICA S.R.O.
Prazska 1486/18C

102 00 Prague-10

CZECH REPUBLIC

Authorization number of Testing site Bulk
Drug Product:

sukls 163688/2020 (ML) / sukls 98815/2021 (GMP)

Primary packaging site:

Mefar [lac Sanayii A.S.

Ramazanoglu Mah. Ensar Cad. No: 20,
Kurtkoey/Pendik/Istanbul, 34906,
Turkey

Manifacturing  Authorization number of
primary packaging site:

2008/01 (ML) / TRIGMP/2021/146 (GMP)

e

Vorsion: MCOC.ESO1. VON.lyo200. Mistsal Capital Management UA378101.19.doc
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Synthon Hispania S.L.

Certificate of Conformance

i
page 2/2
3; Secondary packaging site: GE Pharmaceuticals Ltd.
| Industrial Zone, Chekanitza South Area,
‘i Botevgrad, 2140, Bulgaria
! Manufacturing  Authorization number of | Current valid number in UA:
| | Besondicy gackaging it NeBG/MIA-D107 (ML) / 078/2019/GMP (GMP)
3 Current valid number in EU:
| BG/MIA-0258 (ML) / BG/GMP/2018/121 (GMP)
:_ Responsible  for  batch  release | SYNTHON HISPANIA, S.L. |
. | documentation and address: CiCastello, n°1, Sant Boi de Llobregat, ‘i
a Barcelona, 08830, Spain
Authorization number of site responsible | 0438 (ML) NCF/1931/001/CAT (GMP)
for batch release docimentation:
Batch size ﬁnish@d-préwduat: 8@67 packs
Number of relevant deviations: i

I hereby certify that the above information is authentic and accurate. '
This batch of product has been manufactured including packaging (if applicable) and quality control at
the shove mentioned site(s) in full compliance with EU GMP requirements of the local Regulatory
. Authority and with the specifications in the Marketing Authorization of the Importing country, and any
. additional requiremers as agreed upon ina Quality Agreemient,

The drug substance Voriconazole is produced according to current GMP.

The bawch processing, packaging/labeling and analysis records were reviewed and found to be in
comphance with EU GMP,

The Product eomplies with the current BSE/TSE puidelines.

| Any deviation has been assessed and documented. For any deviation that might have an influence on the
quality and/or safety of the product (relevant deviation), a deviation report is added to the CoC.

In combination with the corresponding Certificate of Analysis the document forms the quality batch
| release certification for sales for the above detailed product batch. The batch complies with
CFPS,NUS.29915 (1.0) and is released for Mistral Capital Management Ltd, UA.

Signature:; ///[),;;j i1 ﬁﬁ? 2922

Version: MOOC, ESO 1. YON Jve200 Mistral Capital Management. VA 378101, 19.doc

Synthon Hiseania S.L | OFF 8561739645
& Camtelia 1124 Las Sasnas | DBET0 Sant Bar de Lichregat | Barcelona | Spainf Tet +34 HA6-401 316 Fax «34 936 401 146

cevows SR som | Insoriia en of Fegisn Mereantit de Barcelonn s e haja noners B- 184,023, fotia 48, wmo 30.987, inscipeiin 3




Certificate of Analysis

Page 1 of 2

Yoriconazole-Vista 200 mg powder for infusion

Lot Nunber 1 2101217A

Item Number 1 378101 Date of Manufacture . 25-Jun-2021

Expiry Date ¢ Jun-2024 Analysis Number o 1,394,059

Reference : CFPS.NUS.29915 (1.0)

Tests Results Acceptance Criteria

Appearance Complies White to off white powder ina

glass vial with rubber stopper
and aluminum cap with flipoff.

Reconstitution time’ <2 min £ 3 mimites

pH of reconstituted solution
pH (of reconstituted solution) 53 4065

Uniformity of dosage units
Uniformity of dosage units (mass variation) Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 99.1 %

Maximum (% of label claim) 99.5 %

Average (% of Inbel claim) 993 %

RSD 1%

Acceptance Value 0.3 <15.0
Number of Units Tested 10

Water content <0.4 % £20%

Particulate contamination Complies Complies with Ph. Eur, 2.9.19
Avg. Volue of Particles >= 10 ym 8 <6000 of 10 prs or larger
Avg. Value of Particles >= 25 pm 1 <600 0f 25 pm or larger

Tdentification Voriconazole
HPLC 1 retention time Complies The sam¢ as standard prep.
HPLC I retention time Complies The same as standard prep.

Assay Voriconazole
HPLCT 9.9 mg/mL 9.5 - 10.5 mg/m}

HPLC I (% of label claim) 99 % (95 % - 105 %)
Impurities (HPLC)
AC.1160 (Ph.Eur. imp A) £0.05% £02%
M#1001 (Ph.Eur. imp C) <0.05% <02%
Largest unspecified impurity <0.05 % <0.2%
Total impurities 20.058% <05%
Sterility Complies Sterile
Bacterial endotoxins <1.67 FJimg £ 1.67 11}fmg Voriconazole

Report: 174646 Dute: 08 Oct 2021/15:17:27 From: LP7 Production




Certificate of Analysis Page 20f2

Voriconazole-Vista 200 mg powder for infusion Lot Number: 2101217A
Quality Control Sites
Site Name: QUINTA-ANALYTICA S.R.0.
PRAZSKA 1486/18C
102 00
PRAGUE-10
cz

Authorisation Number: sukls 163688/2020
GMP Certificate Number: sukls 98815/2021

Voriconazole 200 mg powder for solution for infusion Lot No: 2101217 A complies with the Specification CFPS.NUS.29915(1.0). 1

confirn: that the content of this CoA is cotrect.

Issued by : Montse Arasa
QA CMO Specialist

Date of Issue:  08/0ct/2021
This is an electronic signature

Report: 174646 Daie: 08 Oct 2021/15:17:27 From: LW7 Production




