JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CeiTimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPIIOY 37079055

BIICHOBOK
NpO SIKICTh BBE€3€HOI0 B YKpaiHy JIIKapChbKOIo 3aco0y

10.05.2024 Ne 24418/24/26

JAYTACTEPHU/I-BICTA

(maiiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM OCBiTISHHM)
Kamncyau M'ski mo 0,5 mr, mo 10 kamncy. y 6aictepi; mo 9 6 icTepiB y KapToHHiH KopooIi

(popma BIITYyCKY, 103yBaHHS, BILI NAKYBAHHS JIKapCEKOIO 3aco0y)
Howmep peecrpaniitroro mocsimaerrs UA/18199/01/01 crpox aii peectpaniiiroro mocsiguenns 15.07.2025
Cepis mikapcekoro 3acoby Ne 241328 KinbkicTs BBe3eHOTO Iikapcbkoro 3acoby 2000

Bupo6Hix Munnea ®apma, C.JI., Icmanisa

(HaiiMeHyBaHHS BIIPOOHIIKA TiKAapCEKOTO 3ac00y, KpaiHa ITOX0DKeHH:)

Beeseno B YkpaiHy ToBapucTBo 3 06Me:keHOI0 BimnoBinanabHicTIO "BYCT ®APMA",
izenT. xox: 44107410

(maiiMeHyBaHHA Ta KoJ 3a €IPIIOV ropmamrdHoi ocodn abo mpizpimie, iM'sa, o 6aTEKOBI (izIraHOL
ocoDM - MiMpHeMITs, il MicIle IPOKIIBAHHSA Ta peecTpalliiiHiii Homep 00IiKOBOI KapTKI IUIATHIIKA
TOJATKIiB abo cepisd Ta HOMep IacIopTa)

IIpotokoa Bisyaasroro kourpo.aio Bix 10.05.2024 Ne 1665/4.

3a pesympTaTaMH JIepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKApChKHII 3acid BBeseHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOAABCTBA MO0 3a0e3MeUeHHS AKOCTI TiKapChKIX 3ac00iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mmocazioBa ocoda oprafy JiepKaBHOT'O KOHTPOIIO) (minmic) (igimiam1 Ta mpi3BIIIEe)

ML.IL



BupobHuk Appeca:
UnHgea ®apma, C.N. MoniroHo lHHAaycTpianb EminiaHo Peeinna Cans,
Cyndea (supobHMUTBO 33 NOBHUM UMKNOM) AseHiga ae Arpeaa, 31, Onsera, Copia, 42110, lenanis
YKPATHA

CepTudikar cepii Ne 241328 sig 01 keitHA 2024

HA3BA HPOAVKLI,I'I', AO03YBAHHA, CUNA ﬂ,I'I', AKOTUBHICTb TUM | PO3MIP YNAKOBAHHA
OYTACTEPWA-BICTA, kancyau m'aki no 0,5mr, ynakoeka Ne 90 y 6nictepax

PeectpaujiiHe nocig4yeHHa Ne UA/18199/01/01

Cepia Bulk Ne 241102 Po3mip cepii : 4065 ynakoBoK
Cepina rotosoro npoaykty Ne 241328 Cuna gii: 0,5 mr / QyTactepug,
Oata BupobHuuTea: 03.02.2024 TepmiH npugatHocti 01.2028
TECTHU CNELUDPIKALLIA PE3Y/IbTAT
BuaoBeHi HENPO30pi ¥OBTI M'AKi BuaoBKeHi HeNpoO30pi OBTi M'AKi
Onuc MeNATMHOBI Kancyu, Lo MiCTATb MeNaTUHOBI Kancy/u, Wo MiCTAaTb
MACNAHWUCTY ¥OBTYBaTY PianHY MaCNAHWUCTY XOBTYBaTY PiAnHY
BEPX (OAL): Bianosigae ctaHgapTHomy | BEPX ([A/): BignoBigae craHaapTHoMy
N PO3YMHY PO34UHY
laeHTuikauin Ayracrepua BEPX: Yac yTpumaHHa Bignosigae BEPX: Yac yTpumaHHsa Bignosigae
CTaHAAPTHOMY CTaHAapTHOMY
BEPX (OAL): Bianosigae ctaHgapTHomy | BEPX ([A/): BignoBigae craHaapTHoMy
laeHTHdiKaLin pPO34MHY pPO34UHY
Bytuarigpokcutonyon BEPX: Yac yTpumaHHsa Bignosigae BEPX: Yac yTpumaHHsa Bignosigae
CTaHAAPTHOMY CTaHAapTHOMY
PosnagaHHA He 6inbw Hix 30 xB. 4 xB

3676 mr+7,5%

C i 385,8
epeHA maca 3MmicTy Kancynu (340,0 mr —395,2 r) ,8 Mr
T — B cepegHbomy + 7,5% (MiH. 18 Kanc.) 20 Kanc.
AHOPIA B cepegHbomy + 15% 0 kanc.
OAHoPpIAHIcTL A030BAHMX AV. He 6inbww Hix 15,0 AV.=48
O4MWHULDb
PosunHeHHA (BEPX) He meHWw Hix 80 % 3a 30 XBUAMH 95 %
KinbkicHe BM3HauyeHHA -
95,0—-105,0% 99,8 %
Oyractepupg, (BEPX)
KinbKicHe BU3HaYeHHA 90,0 % —110,0 % 102.0 %
bytunrigpokcutonyon (BEPX) e
. . Hegigomi gomiwkm £0,5 % Hesigomi gomiwkn < LOQ*
Croponul posdluism (BEPX) Cyma gomiwok < 1,0% Cyma gomiwok < LOQ*
TAMC < 10° CFU/r
Mikpo6ionoriyHa unucrota TYMC < 10’ CFU/r N/A**
E.coligir

NMPUMITKUA:
*LOQ: Limite de Cuantificacidon / Mea KinbKiCHOro BU3HaueHHA
**N/A: Not Applicable / He 3acTocosysasca

Lis cepia npoaykty byna surotosneHa signosigHo ao sumor GMP. BunyweHo ana BUKopUCTaHHA B YKpaiHi.
Ceptudikat GMP:
Cyndea Pharma SL, Icnania - 6358/22

Hassa, agpeca Ta Homep niueHsii 4nAa Beix caliTie BUpoBHMLTBA Ta KOHTPO/IIO AKOCTI:
Cyndea Pharma SL, Icnanis (supo6HuyTEO 33 NOBHUM LLUKNOM)
Homep niueHzii: 6358

3ansa npo ceptudikauito

Livm 5 3aceiguyto, Wwo 3a3HaveHa iHdopmaLin € AocToBipHOO Ta TouHow. LA napTia npoaykTy Byna surotosneHa, BKAOYAOUH
YNakoBKy / MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BMLLLE3raAaHmx caitTax, y noeHii signosigHocTi 3 sBumoramu GMP micuesoro
peryntotouoro opraHy Ta cneundikauiamu B 4o3B0NI Ha NpoAak KpaiHu-imnopTepa abo cneundikauii Tosapy daiin ana
AocnifxyBaHWx Nikapcbkux 3acobis. 3anvcu napTiliHol 0bpobku, ynakoskM Ta aHanizy Bynu nepernaHyTi Ta BU3HaHI
signosigHumu GMP.

Bisa YnosHoBaeHoi ocobm EneKTpoHHWIA nignuc
3ATBEPOXKEHO 3acTyNHWUK YNOBHOBAXEHOI ApnpiaH lapcia EctebaH
ocobu 15.04.2024 13:51:16 +02'00’

Cyndea Pharma, S.L. Poligono Industrial Emiliano Revilla Sanz. Avda. Agreda, 31. 42110 élvega (Soria)
Tel: +34 976 64 54 74, Fax: +34 976 19 63 16. www.cyndeapharma.com
Inscrita en el Reg. Mercantil de Soria Tomo 184, Libro 133 Folio 55, Hoja SO-3.218 CIF B84363555

CarmenR. 11/04/2024 16:14 Crop.131




Cynd% CEPTUDIKAT BIAMOBIAHOCTI

TMPOLYKT: OYTACTEPWO-BICTA, kancynu m'saki 0,5 mr, Ne90
BHYTPILWHIV KO TA Ne CEPII- 001213 241328

3AMOBHUIK, KPAIHA: MICTPA,YKPAIHA

- Lum s niaTBepmxyto, WO BCi eTann BUpobHMLUTBa faHOoi cepii roTOBOI NpoaykLuii npoBeaeHi y
nosHiu BignosigHocTi o Bumor GMP €C Ta BumMor peecTpauiiHoro nocBigYeHHs KpaiHw/KkpaiH
NpU3Ha4YeHHs.

- - YciBigxuneHHs Oynu oLiHEHI Ta cxBaneHi Ha OCHOBI BCTAHOBMNEHUX BHYTPILLHIX NpoLeayp.

X Hemae BiAXWUNEHb, NOB'A3@HUX 3 BUMYCKOM

[0 Ao3BONMUTU BIANOBIAHI BIiOAXWUMNEHHSA 3rigHO 3 AoAaTKOM

[J gogaTtkoBa iHcbopMaLis Npo SKICTb 3a3Ha4YeHoi cepii AoaaeTbes

SarBepgKeHo:

YnosHosaxeHa ocoba /

3acrtynHuk YnosHoBaxeHoi ocobu

AppiaH Mapcis 15.04.2024
llignmc i gara:
EctebaH 13:51:33 +02'00"

Cyndea Pharma, S.L. Poligono Industrial Emiliano Revilla Sanz. Avda. Agreda, 31. 42110 élvega {Soria)
Tel: +34 976 64 54 74, Fax: +34 976 19 63 16. www.cyndeapharma.com
Inscrita en el Reg. Mercantil de Soria Tomo 184, Libro 133 Falio 55, Hoja SO-3.218 CIF B84363555
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Manufacturers

t. >Cyndea

Cyndea Pharma, SL (total manufacturer)

Address

Poligono Industrial Emiliano Revilla Sanz. Avenida de
Agreda, 31, Olvega 42110 (Soria), Spain

UKRAINE

Batch Certificate Ne 241328 dated 01 Apr 2024

NAME OF PRODUCT, DOSAGE FORM, STRENGTH, PACKAGE SIZE AND TYPE

DUTASTERIDE-VISTA, SOFT CAPSULES 0,5MG, PACKS NO 90 BLISTER

Marketing Authorization number: UA/18199/01/01

Bulk Batch No.: 241102

Finished Product Batch No.: 241328

Number of units in lot : 4065
Strength: 0,5mg / Dutasterid

Manufacturing Date: 03/02/2024

Expiry Date: 01/2028

DUTASTERIDE IDENTIFICATION

TESTS SPECIFICATIONS RESULTS
Oblong, opaque and yellow soft gelatin Oblong, opaque and yellow soft gelatin
DESPCRIPTION capsule, containing an oily and yellowish capsule, containing an oily and yellowish
liquid liquid
HPLC (DAD): Spectrum similar to standard Spectrum similar to standard

HPLC: Retention time similar to the standard

Retention time similar to the standard

HPLC (DAD): Spectrum similar to standard Spectrum similar to standard
BHT IDENTIFICATION
HPLC: Retention time similar to the standard Retention time similar to the standard
DISINTEGRATION < 30 min. 4 min
367.6 mg = 7.5% 385.8
AVERAGE MASS OF THE CONTENT (340.0 - 395.2 mg) 8 mg
Mean + 7.5 % (Min. 18 caps.) 20 caps
UNIFORMITY OF MASS Mean = 15 % 0 caps
UNIFORMITY OF DOSAGE UNITS AV. <150 AV.=48
DISSOLUTION (HPLC) NLT 80% in 30 minutes 95%
DUTASTERIDE ASSAY (HPLC) 95.0% - 105.0% 99.8%
BHT ASSAY (HPLC) 90.0% - 110.0% 102.0%
Unknown impurities < 0.5% Unknown impurities < LOQ*
IMPURITIES (HPLC) Total impurities < 1.0% Total impurities < LOQ*

Cyndea Pharma S.L. Poligono Industrial Emiliano Revilla Sanz. Avda. Agreda, 31. 42110 Olvega (Soria)
Tel: 434 976 64 54 74. Fax: +34 976 19 63 16. www.cyndeapharma.com
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-TAMC < 103 cfu/g

MICROBIOLOGY -TYMC < 10°cfu/g N/A**
-E. Coli: Absence in 1g

REMARKS:
*LOQ: Limit Of Quantification
**N/A: Not Applicable

This batch of product has been manufactured in compliance with GMP. Released for use in Ukraine.
GMP certificate:
Cyndea Pharma SL, Spain - 6358/22

Name, address and number of license for all sites of manufacture and quality control:
Cyndea Pharma SL, Spain (total manufacturer)
Number of license: 6358

Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/
labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

DECISION visa of Qualified Person Adrian Garcia  2024.04.15
ACCEPTED Deputy Qualified Person Esteban 13:51:16 +02'00'
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Cynd% CERTIFICATE OF COMPLIANCE

DUTASTERIDE-VISTA, SOFT CAPSULES 0,5MG, PACKS NO

PRODUCT: 90
INTERNAL CODE & BATCH No.: 001213 241328
CUSTOMER, COUNTRY: MISTRAL, UKR

- | hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with the requirements of
the Marketing Authorisation(s) of the destination country/countries.

- All deviations have been evaluated and approved based on fixed internal procedures

X no release relevant deviation
O release relevant deviations according enclosure
0 additional quality relevant information for the mentioned batch is enclosed

Approved by:

Qualified Person /
Deputy Qualified Person

Adrian Garcia 2024.04.15
Esteban 13:51:33 +02'00'

Signature and date:
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