et A
AEPZKABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJIACTI

npos. CeiTnranoi Haaii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK _
PO AKICTH BRE3EHOTO B YKpaiHy JikapchbKoro 3acody

12.03.2024 Ne 9872/24/10

GIVIOHAP®

(HaliMenyBants JikapceKOTO 3ac00y 3rigHo 3 przlecrpﬁﬁiﬁﬁﬁﬁ nucmntwmmm
rejib, ,25 Mr/r, mo 15 r y Ty6i; moe 1 1y0i B kapTonniii kopooni

(thopma BHUTYCRY, AO3YBAHHA, BHA MaKyBAHHA AIKapCcLROro 3acoby)

Homep peectpaniitnoro nocsiguenns UA/2878/01/01 crpok xii peectpaniitnoro nocsiguesna 01.01.2099

Cepin mikapcskoro 3acoby Ne 306301 Kinskicts BBe3enoro nikapceskoro 3acoby 1700
Bupo6HHK. Dapmsason €nsda A.T., Tonsia . o
{(HaliMeHyBaHHA BHpOOHIKa JKAPCEKOrO 3ac00y, KpaiHa MOXOMKEH )
Baesero B Yipainy CnuisHe yKpaiHCbK0-eCTOHChKE HiJIPHEMCETRO Y (hopMi TOBapHCTBA
3-00memenoI0 BignosigaabnicTo "OnTiMa-®apm, JITA", inenr. xox:
21642228

(uaiiMenypauns Ta koj 3a €APIIOY opuawunol ocobu abo mpizsuute, iM'a, o BaTskoBi Gizmanol
ocobn - nignpuems, if Micne npoxuBakHA Ta peccTpauiiiHui Homep ofNiKOBOT KAPTKH FUIATHUKA
nojarkis abo cepid Ta HOMEp macIopTa)

Hporexkon siayansroro xourpoaso sig 11.03.2024 N= 0389/15.

34 pe3yabTaTaM¥  [EPKABHOIO KOHIPOJIIO BCTAHOBIEHO, IO JiKapcekuil 3aciG BeeseHo B VYipainy 3
AOTPHMANHAM BuMor 3aK0HOIABCTBA HOAO 3a0e3IeueHHA AKOCTI TIKAPChRUX 3ac006iB.




BAUSCH- Health #

Certificate of Batch Release / Certificate of Compliance
Ceprndikar nakernoro sunycky / Ceprudikar Binnosignocri

Release register No./ Penis peectpy Hi. RelReg008313/1 |
Product | | | L Ne1
Tiperapat : __ @JIYHHHAP@, reqe, 0,25 mr/r no _15.r.y T}iﬁax o
Pharmaceutical form gel
Jlixapceka $opma TeNb
Country of manufacturer Poland
Kpainpa - BUpoOHHK | | Honsrma
Active Pharmaceutical Ingredient strength ‘Fluocinolone acetonide 0,25 mg
Cuna i __ ©ayOUHHONOHY aueTosix 0,25 Mr
Product bulk index | a1 4'0 | o
Bitpobupuapii ingexc Hanky
Product No. finished index
. | 4140
IHnexc KIHUEBOTO NPOIYKTY
- _Batch No. I:ﬂllk 306300
‘Homep cepii Gaiky
Batch No. finished product
Homep cepii roToBol NPOMyKILil 306301
| Date of manufacturing |
aTa BHPOOHMITRA 06.2023
| Expired date
1 TepmiH npugatHOCTI 06.2026
{ Number of units released to the market 1 12 000
KIZEKICTh OJIMHHLB, BUNYLIEHUX Ha PHHOK |
Package size and type | .
| Po3wmip i THII YNIaKoRKw _ | e .15_ r y Tybax Ne 1
| Number of Marketing Authorization
HoMep peectpalliiiHOro HOCBiTISHHs UA/ 287&01’{01
Manufacturing License

JlimeH3ia Ha BHPOOHHIITBO 1210036/15

Certificate of GMP Compliancé of a manufacturer IWSF.4OS.58.-2022.MP1
Cepradikar Bignosinnocti GMP supobHuka WTC/0036 01 03/96

®apmiasoa €aeda A.T., ITonsma

HaliMeryBaHIA, MICLle3HAXOJUKCHHA Ta HOMep 58-500 m. €nens I'ypa , Byn. Bianenrero Ilona, 21, loasma :_

JHUEH3IT AIMIHKH BHPOOHAIITBA i KOHTROINO AKOCTI

Storage conditions | Store at a temperature not higher than 25°C, do not freeze
Yumosu 36epiranus 30epiraTy Npy TeMnepaTypi He B 25°C,
HE 3aMOPOKYBATH

—

In the appendix: Certificate of Quality:
Test results/ Pesynbraru BunpoGysaHp Date of issue 18.08.2023/ V momaTky: Ceprudikar aKocTi:
Hara Bumycky-18.08.2023

Certification statement

I 'hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling 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 Authorisation 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.

-3anBa npo ceprudixaniio

vy g nipTepmkyTo, MO BHNERKAZAHA iHdOpMALis € AOCTOBIpHOKO Td TouHO0. 11a cepis npoxykuii Gyna BHroronncia,
‘BKIIOYHO 3 YMAKORKOW / MAPKYBAHHSM 1 IPOReESSGGOHTPONS 1T AKkocTi Ha BHINE3ralaHuX AULTHKAX, Y MOBHIN BIATIOBI THOCTI
3 BumoramMu GMP micueporo perymapsfieedtito --'=1..~.::; STCLHPIKAIAME B JI03BONH Ha MPOAaX Kpainu-iMmoprepa 6o
‘cnenubixanii Topapy mna AoCAigds AL fR}n 2490ie. TIpOTOXONN BUPOGHHITRA, YITAKOBKH TA aHANI3iR Gynn

TepernsHyTi i BCTAHOBASHA BIATIO /’{, icMGMP...

45 o
N
Date/Jlata Qualified Person/YmoBHOBaXEHA 0CG6a
21.08.2023 ‘Signature /Tlignuc.
mgr Edyta Kozlowska

aw’/

r);/‘CQHIA 1Yoy 1FOL




BAUSCH- Health

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO

BATCH CERTIFICATE FOR MEDICINAL PRODUCT

Numer w rejestrze / Register number ReIRegQOB 852/1
| Produkt / Product FLUCINAR
'_ Postaé farmaceutyczna / Pharmaceutical form GEL

KI‘?‘] przezx;aczeme / Destination country UKRAINE

{ Substancja lecznicza /stezenie / Activ_e

Pharmaceutical Ingredient / strength

FLUOCINOLONU ACETONID 0,25 mg/g

Manufacturing Authorisation

Indeks produktu koncowego / Finished product

: 414U

index e o

Nr serii produktu koficowego / Batch No. 306301
finished product _

Data produkcji luzem / Bulk date of manufacture | 06.2023

Data waznosci / Expiry date 06.2026

Iqué opakowan zwolnionych na eksport / Number 12 000 packs
of packs releaged for export ~ y a 3
Wielkos¢ opakowania i typ / Pack size and type | Tube 15.¢
Numer pozwolenia na dopuszczenie do obrotu /

Number of Marketing Authorization_ UA/2878/01/01
Numer zezwolenia na wytwarzanie/ Number 121/0036/15

Warunki Przechowywania / Storage conditions

Storage no higher than 25°C , do not freeze

Przedsi@biorsmo Farmaceutyczne JELFA S.A.

Miegjsce wytwarzania / Manufacturing site Wincentego Pola 21
| . 58-500 Jelenia Géra. Polska
_:. Data certyfikacy / Certification date 21.08.2023

" Uw.agi/ Comments

MAH : Bausch Health Ukraine

Niniejszym certyfikuje, ze wszystkie etapy wytwarzania konicowego produktu leczniczego zostaly przeprowadzone w
pelnej zgodnosci z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami pozwolenia i dokumentacji
dotyczacej wprowadzania do obrotu produktu leczniczego docelowego kraju przeéznaczenia. |

T 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 of the destination

country. -

Signature: mgr Edyta Kozlowska
Osoba Wykwalifikowana / Qualified Person

Imi¢ i nazwisko / Name

21.08.2023

Data / Date:

Podpis:




