JEPXIJIIKCITYKBA
NAEPKABHA CJYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By.1. bepesnskiBebka, 29, Kuie, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua. Koa €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOr0 B Y KpaiHy JiKapcbKoro 3acody

12.07.2022 Ne 26417/22/26

BOPHUKOHA3O0JI-BICTA

(nafimenyBanng nikapcbkoro 3acoby 3riano 3 peceTpauifitam nocsiayenisnm)
NopoWoK Aast po3unHy aaa iHdy3ii no 200 mr y duakoni; no 1 gpuakony v KapToHuii nayni

(bopma BHMyCKy, K03yBaHIA. BUA NAKYBaIL% JiKapcLKoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/16138/01/01 crpok nii peectpauiiivoro nocsiguenns 16.08.2022
Cepia aikapeskoro 3acoby Ne 2100761 A KiabkicTs BBe3eHoro nikapcskoro 3acoby 6849

Bupobuux Cinton Xicmanis, C.J1., Icnanis

(naiimenysanns supobimka nikapcekoro 3acody. kpailla noxXoxels)

BseseHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BLATITOBIJIAJIBHICTIO
"BYCT MAPMA", inent. koa: 44107410

(uaimenysanus ta koa 3a CAPITOY wopuauyiot ocobu abo npizsuile. iM's, no 6atskosi (izutnol
ocobu - mianpuemua, ii Miclie npoxuMealing Ta pecctpauifini nomep oBaikosol KapTKH NaTIMKa
noaatkis abo cepis Ta HOMep nacnopTa)

3a pesynbTaTamMu  [AePKABHOIO KOHTPOMK) BCTAHOBAEHO, IO Jikapchkuii 3aci0 BBeseHo B YkpaiHy 3
JlOTpHMﬂHHH

1-#MMOt-30KOHOAABCTBA LWOAO 3a0e3nedeHHs AKOCTi nixap/e{xnx 3acodis.
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Synthon

Cinron XicIIaHis

Ceprudikar BIIOBIHOCTI

MiciieBa ToproBa Ha3pa:

Bopukonazon-Bicra (Voriconazole-Vista)

Homep MapkeTnHroBoi peectparni: | UA/16138/01/01
Howmep BupoOy CiHTOH: 378101
Howmep cepii: 2100761A

KoHrenTparis:

200 mr / BopukoHa3o.1

JlikapcbKa ¢opma:

MTOPOIIIOK IS PO3THHY JIUIS 1H Y31

Po3Mip 1 THIT yITaKOBKH:

1 gmakoH y KapTOHHII KOopoOITl

Bupobunua mimpamIs ADI:

MCH Jlabopatopue3 IIpuBat JlimiTen
Ornsosuit Ne 317&323, Pyapapam (cenmre), [Tatauxepy
(Mannan), Menak J{uctpikrt, Temmanrana, ITinkox 502 329,

Howmep mirten3ii Ha BUpOOHHIITBO
BHpoOHMUOI nuTsHuI ADI:

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

Bupobumua numsHmI "in bulk":

Crepicaiterc C11. 3 0.0.
Byn. JlanimeBceka 10
Bapmiasa, 03-230, ITonbira

Howmep mineH3ii Ha BUpOOHHIITBO
BHpPOOHUKA BIIIOBIIaIHHOIO 32
BupoOHUITRO "in bulk":

053/0326/15 (ML)
IWSF.405.88.2021.IP.1 WTC/0326 01 01/224 (GMP)

IlepBuHHe MakyBaHHA:

Crepicaiierc CI1. 3 0.0.
Byn. Jlanimesceka 10
Bapmasa, 03-230, ITonbima

Howmep mireH31i Ha BHPOOHHUIITBO
IMICITSI TIEpPBUHHOI TIAKyBaHHS :

053/0326/15 (ML)
TWSF.405.88.2021.IP.1 WTC/0326 01 _01/224 (GMP)

BTopHHHe IaKyBaHHA:

Jlxu I @apmacerotikans JIT/I.
InnyctpianpHa 30Ha, Uekanina [TiBenHmil paiton
Boresrpan, 2140, Boirapis

Homep miteH31i Ha BHPOOHHUIITBO
IMICIISI BTOPHHHOI TaKyBaHHS :

ITotounwmil miiicHuit HOMep B YKpaiHi:
BG/MIA-0107 (ML) / 078/2019/ GMP (GMP)
ITotounmii miiicHuit HoMmep B €C:

BG/MIA-0303 (ML) / BG/GMP/2022/197 (GMP)

Bepcia: MCOC.ES01 .WVCN.1lyo200.Mistral Capital Management.UA.378101.22.doc

«CiHTOH Xicnanis C.J.» (Synthon Hispania S.L.) | CIF: ES-61739645

Anpeca B IcnaHii: Kappep Kactenno 1| M. Nlec Canivec | 08830 CaHT-Boit-ae-NnoGperat | Bapcenona | lcnaris | Ten.: +34 936 401 516 dakc: +34 936 401 146
(CiCastelld 1| P.I. Las Salinas | 08830 Sant Boi de LLobregat | Barcelona [ Spain)

www synthon.com | 3apeecTpoBaHa y ToBapHOMy peecTpi BapcenoHu 3a HoMepoM B-184. 023, cTopitka 43, ToM 30,987, 3anuc 1



Synthon

CinToH XicnaHiga

CepTtudikaT BIAIOBIIHOCTI

Crop. 2/2

BiamoBiianbHHI 32 BHITYCK Cepii:

Cinron Xicmasig C.JI. Icmanig
K/ Kactemno, 1, Canr Boi jie JIooperat
Bapcenona, 08830, Icnanis

[Homep minen3ii Ha BHPOOHUIITBO
BHPOOHNKA BIIMOBIIAIEHOIO 32
BHUITYCK Cepii:

0438 (ML) / NCF / 1931/001/CAT (GMP)

Po3mip cepii:

6849 dmakoniB

K1IBKICTE BIAIOBIIHIX BIAXUIEHD:

N/A

ITiM 3acBiTdyrO, 110 HaBeIeHa iH(OpMaIlisa € ayTeHTHYIHOIO 1 JOCTOBIPHOIO.

BupoOHIITBO i€l cepil IPOAYKTY, a TAKOXK 3MiiICHEHHS MaKyBaHHA (SKIIIO 3aCTOCOBYETHCH) Ta KOHTPOIIO AKOCTI ¥V
3a3HaYCHIX BHINE MICIISX BigOylIocd BiAMOBITHO mo BIMOT cTaHZapTy GMP €C MiCIEBOTO PETryiIIIY0ro OpraHy Ta
crenmgikaIiii, 3a3HaYCHIX Y J03BOJII Ha peaiizaliio (hapMalleBTIIHOTO (JIiKapchKOTO) 3ac00y KpaiHH-iMIIopTepa, Ta
IHIIMIX JOJATKOBIX BIMOT, IIOTOKEHIIX B YTO/Ii TIPO IKICTh.

JlikapceKa pedoBiHa «BopIHKOHA307» BUTOTOBIAETHCA BiIOBIIHO 10 YIHHOTO cTaHaapTy GMP.
BupoOHIITBO cepii, MaKyBaHHA Ta aHali3 3aIiciB 0yJI0 IIepeBipeHo Ta BCTAHOBICHO iX BiNMOBiTHICTE BiMoraMm GMP
€cC.

IIpoaykT BiAmoBigae motogrmM npasiuiaM BSE / TSE.

Byas-aKe BiIXIUIeHHS OYTIO OIIHEHO Ta 3aJ0KyMeHTOBaHO. CTOCOBHO OV/IB-SKOTO BiAXIUICHHS, SKe MOXKe BIUTHHYTH
Ha fAKicTh Ta / abo Oe3meKky IpoayKTy (BiAMOBINHE BiAXIJICHHS), OVI0 CKIageHO 3BIT MPO BiOXIUICHHS, SKIII
nmomaeTbed 10 CepTikaTy BiOIOBI THOCTI.

PazoM i3 BigmoBigaiM CepTigikaToM aHali3y JOKYMEHT CTaHOBHTE CepTH(IKAT AKOCTI, KT Ja€ JO3BiT Ha BHITYCK
cepii as mpoJaky BHIIe3a3HaueHOT cepil MpodyKTiB 3a mo3nmiamMiL. Cepis Bimmopigae CFPS.NUS.29915 (1,0) i
BummymieHa Jug Mistral Capital Management Ltd, UA.. Ta TepuToil VKpaidmn

Ilimgmic: nionuc Jata: 23 vepeHa 2022 p.
MItamn: Anaa MapTines

YnoBHOBaxkeHA 0c06a

CrheniagicT cay:x0H ssikocTi kommagii Synthon Hispania S.L.

ITeil cepmugbicam 6ionoeioHocmi 3aMiHIOE nONEPeOHIll Uepe3 NOMUTKY 6 adpeci upodHuuoi dineHuyi "in bulk"
ma NEPEUHHO20 NAKYEAHHA
nionuc Jata: 23 vepHa 2022 p.

Bepcia: MCOC.ESOI] .WCN.lyo200.Mistral Capital Management. UA.378101.22.doc

«CiHTOH XicnaHis C.J1.» (Synthon Hispania S.L.) | CIF: ES-61739645
Anpeca B Icnanii: Kappep Kactenno 1 | ML INec Canidec | 08830 CaHr-Boit-ge-inoBperat | bapcenoHa | Icnania | Ten.: +34 936 401 516 ®akc: +34 936
401 146
(CiCastell6 1]  PJ.Las Salinas | 08830 Sant Boi de LLobregat | Barcelona | Spain)
www synthon.com | 3apeecTpoBaHa y ToBapHOMy peecTpi BapcenoHi 3a HoMepom B-184.023, cTopitka 43, Tom 30.987, 3anuc 1




Synthon

Ceprudikar anamiszy Crop.132

Bopukona3zoa-Bicra 200 mr, mopomox as iHgy3iii
Howmep cepii: 2100761A

HomMmep BupoOy: 378101 Jata BurotrornenHs: 02 6epe3ns 2022 p.
Tepmin npugatHocTi: 6epezeHb 2025 p. Howmep anamizy: 1, 450,403
CranpapTauii 3pa3zok: CFPS.NUS.29915 (1.0)
TecTHn Pesyabtatn KpuTepii npuiiMaHHs
30BHIIIHIN BHITIAT Bigmnosinae Tlopomok 6Gimoro afo wmaibke 6idoro Komeopy B

CKIfHOMY (IakoHI 3 TIYMOBOK IpoOKoH Ta
ATFOMiHi€BIIM KOBIa4YKoM crcTeml flip-off.

Yac BiTHOBIIEHHA 1 xB. <3 XB.

pH BiZTHOBIEHOTO PO3UHHY

pH (BiTHOBIEHOT O PO3UHHY) 4.6 4,0-6,5
OTHOPiTHICTE T030BaHNX OJIMHHITh
OIHOPITHICT J030BaHIX OJIHILE (BapitoBaHHA MacH)  Bimmosigae Bigmnosinae €spomneiicekiil ®apmakoei 2.9.40
MiziMyM (% Bij 3asSBISHOTO HA eTHKETIIL) 98,9 %
MaxkcumyMm (% BiJI 3a9BI€HOTO HA €THKETIIL) 100,2 %
Cepens BemmuiiHa (% Bij 3asBIeHOTO HA eTHKETIII) 09,8%
BigHocHe cTaHIapTHE BiIXIIeHHS 0.4 %
IIpuiiMansHe THCIO0 0.9 <15
KinmpKicTh IpoTecTOBaHNX OJNHUITD 10
BMicT BoIH <04 % <2.0%
MexaHiuHi BKITIOUeHHA Biamosigae Bingmosigae €pponeiichKiit @apmakornei 2.9.19
Cepe/Hiil BMICT 9acTOK >= 10 MKM 279 < 6000 10 MKM 9acTOK
Cepe[Hiil BMICT 9aCTOK >= 25 MKM 3 < 60025 MKM 9acTOK

InenTudikanis BoprkoHazomy

uyac yrpumyBaHHa MeTogoM BEPX 1 Biamosigae Tak caMo, K i [UIS CTAHJaPTHOT'O PO3YIHY
uac yrpumyBanHs MeTogoM BEPX 11 Biamosigae Tak camo, K i U1 CTAHJAPTHOT'O PO3UIHY
KinskicHe BU3HaueHHS BoprikoHa30Iy
Metomom BEPX 1 10,0 Mr/™ma 9,5-10,5 Mr/™MI
Metogom BEPX I (% Bif 3asgBIeHOT0 Ha eTHKETIIL) 100 % 95-105 %
Jomimkn (MeTogom BEPX I)
AC.1160 (€rpomeiicrka @apMakornes, JOMilIKa A) <0,05 % <02 %
M#1001 (E€Bpomneiicbka ®@apMakones, aoMimka C) <0,05 % <0,2%
Haiibinsma HeineHTH(hiKOBaHA IOMIITKa <0,05 % <0,2%
Cyma JOMIIIoK <0,05 % <0,5%
CTepHIbHICTh Bigmnosinae CTepIbHIil
BakrepianbHi eHJI0TOKCHHI <042 MOMTr < 1,67 MO/Mr BopukoHaszony

3eim: 190637 Jama: 14 vepena 2022p./11:29:00 Bio: LW7 Production




Synthon

Ceprudikar aHaII3y Crop 232

Bopuxona3soa-Bicra 200 mr, nopomoxk a.is iHy3ii Howmep cepii: 2100761A

JIITHKa KOHTPOJIIO SIKOCTI
Hazea dinenuyi: Steriscience Sp. z o.0.

Byn. Jlanimesceka 10
03-230

Bapmrasa
ITonpmia

Homep dozeony. sukls 053/326/15
Homep cepmucgpixamy GMP: IWSF.405.88.2021 IP.IWTC/0326 01 01/224

Bopuxkorazon 200 MT IOPOIIOK I po3dnHy i iHgy3iil. Cepig Ne: 2100761 A Binnorizae Cremudikamii CFPS.NUS.29915 (1.0).
51 miaTBEpKYIO IPABIUIBHICTE 3MICTY Iboro CepTudikaTy aHami3y.

Kum eumymieno: Mipiam Bpago, Jata Bumrycky: 14 geppua 2022p.
CTIETIIATTICT CITY7KOH SIKOCTI Ile eneKTpOHHMIT IT1IIIHC.

3eim: 190637 Jama: 14 veperna 2022p./11:29:00 Bio: LW7 Production




Synthon Hispania S.L.

Certificate of Conformance

Local trade name:

Voriconazole-Vista

Marketing Authorization number: UA/16138/01/01

Synthon item number: 378101

Batch number: 2100761A

Strength: 200mg / Voriconazole

Dosage form: powder for solution for infusion

Packaging size and type: 1 vial per carton box

Manufacturing site API: MSN LABORATORIES PRIVATE LIMITED

Sy. No. 317&323, Rudraram (Village), Patancheru
(Mandal), Medak District, Telangana, Pincode: 502 329

Authorization number of Manufacturing
site API:

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

Manufacturing site Bulk Drug Product:

Steriscience Sp. z 0.0.
Ul Daniszewska 10,
Warszawa, 03-230, Poland

Authorization number of Manufacturing
site Bulk Drug Product:

053/0326/15 (ML)
IWSF.405.88.2021.1P.1 WTC/0326_01_01/224 (GMP)

Primary packaging site:

Steriscience Sp. z 0.0.
Ul Daniszewska 10,
Warszawa, 03-230, Poland

Manufacturing Authorization number of
primary packaging site:

053/0326/15 (ML)
IWSF.405.88.2021.1P.1 WTC/0326_01_01/224 (GMP)

Secondary packaging site:

GE Pharmaceuticals Ltd.
Industrial Zone, Chekanitza South Area,
Botevgrad, 2140, Bulgaria

Manufacturing Authorization number of
Secondary packaging site:

Current valid number in UA:
NeBG/MIA-0107 (ML) / 078/2019/GMP (GMP)
Current valid number in EU:

BG/MIA-0303 (ML) / BG/GMP/2022/197 (GMP)

Version: MCOC.ESO1.VCN.lyo200.Mistral Capital Management.UA.378101.22.doc



Synthon Hispania S.L.

Certificate of Conformance

Synthon

page 2/2

Barcelona, 08830, Spain

Responsible for batch release | SYNTHON HISPANIA, S.L.
documentation and address: C/Castello, n°1, Sant Boi de Llobregat,

for batch release documentation:

Authorization number of site responsible | 0438 (ML)/ NCF/1931/001/CAT (GMP)

Batch size finished product: 6.849 vials

Number of relevant deviations: NP

I hereby certify that the above information is authentic and accurate.

additional requirements as agreed upon in a Quality Agreement.

The drug substance Voriconazole is produced according to current GMP.
compliance with EU GMP.

The Product complies with the current BSE/TSE guidelines.

release certification for sales for the above detailed product batch.

UK, and for territory: Ukraine.

Date:

Qualified Person Synthon Hispania S.L.

e Coc wuprndey K ?&uiow
ok s of loull wouwfeduser

This batch of product has been manufactured including packaging (if applicable) and quality control at
the above 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

The batch processing, packaging/labeling and analysis records were reviewed and found to be in

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

The batch complies with CFPS.NUS.29915 (1.0) and is released for Mistral Capital Management Ltd,

23 JUN 202

duoto au ewor u

I40 ) 23 JUN 2022
Version: MCOC,ESOI.VCN,ly&OO,Misml%am{ gement.UA.378101.22.doc
Synthon Hispania S.L. | CIF: ES-61739645
C/ Castelld 1 | Pl. Las Salinas | 08830 Sant Boi de Llobregat | Barcelona | Spain | Tel +34 936 401 516 | Fax +34 936 401 146

www.synthon.com | Inscrita en el Registro Mercantil de Barcelona en la hoja numero B-184.023, folio 43, tomo 30.987, inscripcion 1

adresS



Certificate of Analysis

Synthon

Page | of 2

Voriconazole-Vista 200 mg Powder for infusion

Lot Number 1 2100761A

Item Number : 378101 Date of Manufacture . 02-Mar-2022

Expiry Date © Mar-2025 Analysis Number 1,450,403

Reference © CFPS.NUS.29915 (1.0)

Tests Results Acceptance Criteria

Appearance Complies White to off white powder in a

glass vial with rubber stopper
and aluminum cap with flipoff.

Reconstitution time 1 min < 3 minutes

pH of reconstituted solution
pH (of reconstituted solution) 4.6 40-6.5

Uniformity of dosage units
Uniformity of dosage units (mass variation) Complies Complies with Ph. Eur. 2.9.40
Minimum (% of label claim) 98.9 %

Maximum (% of label claim) 100.2 %

Average (% of label claim) 99.8 %

RSD 04 %

Acceptance Value 0.9 =15.0
Number of Units Tested 10

Water content <0.4 % =2.0%

Particulate contamination Complies Complies with Ph. Eur. 2.9.19
Avg. Value of Particles == 10 pm 279 = 6000 of 10 um or larger
Avg. Value of Particles >= 25 um 3 < 600 of 25 pm or larger

Identification Voriconazole
HPLC I retention time Complies The same as standard prep.
HPLC II retention time Complies The same as standard prep.

Assay Voriconazole
HPLC 1 10.0 mg/mL 9.5-10.5 mg/ml
HPLC I (% of label claim) 100 % (95 % - 105 %)

Impurities (HPLC)

AC.1160 (Ph.Eur. imp A) =0.05 % =02%
M#1001 (Ph.Eur. imp C) =0.05% =0.2%
Largest unspecified impurity =0.05 % =0.2%
Total impurities =0.05% <0.5%
Sterility Complies Sterile

Bacterial endotoxins

<0.42 IU/mg

= 1.67 IU/mg Voriconazole

Report: 190637 Date: 14 Jun 2022/ 11:29:00 From: LW7T Production




Synthon

Certificate of Analysis Pags 2082

Voriconazole-Vista 200 mg Powder for infusion Lot Number:  2100761A

Quality Control Sites

Site Name: Steriscience Sp. z o.0.
ul. Daniszewska 10
03-230
Warszawa
PL
Authorisation Number: 053/0326/15
GMP Certificate Number: IWSF . 405.88.2021.1P.1WTC/0326_01_01/224

Voriconazole 200 mg powder for solution for infusion Lot No: 2100761 A complies with the Specification CFPS NUS.29915 (1.0). 1
confirm that the content of this CoA is correct.

Issued by : Miriam Bravo Date of Issue :  14/Jun/2022
QA CMO Specialist This is an electronic signature

Report: 190637 Date: 14 Jun 2022/ 11:29:00 From: LW7T Production




Laboratorio Controlio Qualita di Verdellino

R —

FINEFOODS ; ;
Quality Control Dpt. Verdellino
i ’ gt 3 Pagina 1 di 1
T u— Cerhﬂc;ato di Analisi Nr.: 202306810 9 ;
Phmensacsndtonts Analytical Certificate No.
Codice / Code Prodotts / Product Lotto / Lot .
301088 ARTROSULFUR C sachet 5,2 g G04546
Provenienza / Origin LottoFor. / Supplier's Lot Quantita / Quantity UM
Kg
Specifica Riferimento / Reference Rev.Caplt./ Spec. rev.  Metodo di analisi | Method of Analysis Data Prod. / Men. Date  Data Scadenza ! Exp, Date
Capitolato interno 1 03/2023 03/2028
] Unita di misura Limiti / Limits Rife li
Saggio / Test Unit ik i Risultato / Resuit m%t%ggmm

Appearance ivory granular powder with spots Complies
Organoleptic properties orange suspension with orange flavor Complies
(5,2g/150mIH20)
Lactose ppm 5100 <10
Gluten ppm £20,0 <5,0
Heavy metals

Lead ppm 3,00

Cadmium ppm $1.00

Mercury ppm =010
PAH

TOTALS PAH ppb <50

Benzopyrene ppb s10
TAMC cfu/g £ 12000 <10
TYMC cfuig <1200 <10
Enterobacteriaceae cfufg s 100 <10
Escherichia coli cfulg absent Complies
Staphylococcus aureus cfulg 510 <10
Naote ! Notes :

Code 301088 corresponds to code 400586 related to the finished product.

Dowanssl’ 280312023 APPROVATO / APPROVED

Controllo Qualita’ / Quality Control
Dr. Danijela Vucinic

Fine Foods & Pharmaceuticals N.T.M. S.p.A.

Jede legale: 24040 Zingonia-Verdellino (BG) via Berino, 39 - fel. 0039 035.4821382 fax 0039 035.4821 588 - www.finefoods.it - E-mail:info@finefoods.it
Cap. Soc. euro 22.770.445,02 i.v. - PIVA IT 09320600949 - Registro Imprese e Cod Fisc, 09320600969
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