JEPKABHA CIYKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIM OBJIACTI

tipos. Ceirnuanot Haail, 3, M.Kuis, 02099, Ten/taxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog EJIPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOTO. B YKpainy JikapcebKkoro 3acody

07.11.2023 Ne 53610/23/10

I'EHEPQJIOH

33

(HafiMeHYBaMHA AIKAPCLKOTO 3AC00Y 3rimig 3 peceTpauiliing TIOCRiIMeHHAM)
PO3UNH RAMIKIpHIEH, 2 %, o 60 Ma y aaxoni; no 1 prakony B KOMILIEKT] 3 MipHHM
HACoCOM Ta POSHIIICI Y010 HACAAKOK B KapToHHIN maumi

(thopMa BHNYEKY, ADIVBAHKS, BHA MAKYBAHHA MKAPCLEOTO 33000y}

Houep peectpauiiinoro nocsiguenns UA/17808/01/01 crpok nii peecrpaniitnoro nocsinwens 11.12.2024

Cepia nikapceroro sacofy Ne V(96 Kinskicts Bre3esora sikapeskoro zacofy 126
BhpobHuk benyno, nixud T2 KOCMETHKa, I.1., XopBaris
(walimenysanna supobHiiKa nikapcekaro sacoby, kpaina noxomsemmin)
Eacsenc B Yipainy Crinbre yrpaiHCbIKO-eCTOHCEKE TANPHEMCTRO ¥ opMi TOBApHCTBA
3 0GMeEKEH0I0 BIANOBINAILHICTIO "Onrima-Papm, ITAM, inenr. kon:
21642228

(Haiimesryanas Ta ko 3a €JPIIOY opHzitsHoi ocobi abo npisemie, s, N0 GaTekoBi thizsivnal
ocoln --niampieMuy, it Micue HpokuBanig 1a peccTpaniiiHnit HoMep 00AIKOBOT RAPTKN NRATHHEA
noxarkee abo cepia Ta Homep nacnopia)

IIporoxoen Bisyansiore kontpoaro six 07.11.2023 M 3437/17.

32 . pesynsTaTaMM  NEDAKABHOTO KOHTPOMIO BCTAHOBIACHO, INO JHKAPCHKMET 3acif  BBe3sEO B Yrpainy 3
HUTPHMEHHHM BHAMOT 32K0HOJABCTBE IMOA0 3abeancueHns AKOCTI nixapepknx sacofis,

Biraniit _.BOHII-APEHI{O

 (fHiviam T2 npisssuwe)




@ BE I.“Pu Pharmaceuticals and cosmetics, Inc..

Ulica Danica 5, 48 000 Koprivnica, Croatia
Genyno, KK Ta KOCMCTHED, LA,

gy, Maniua 5, 48000 Konpussnus, Xopsaria

QUALITY CONTROL DEPARTMENT

BT KOHTPOJIEO AKOCTI

Produet name:

Haiimenysanna npojiysTy:

Batch No:
Cepis No;
Quantity:

Kinekicrs:

BATCH CERTIFICATE
CEPTUMIKAT SIKOCTI CEPII

GENEROLOMN,

cutaneous solution, 2 %, 60 ml in bottle
el with dosage pump and spray nozzle in box

FMEHEPOIIOH, Hara supobuuiTea:
posuun namkipaiii, 2 %, no 60 ma y

drakoni; o 1 fuakony B KOMIUIEKTI 3

MIPHIM HACOCOM T4 POIMIIIOHYOK

HACAAKOIO B KAPTOUHii naswi

VG Expire date:

V096 [MpugaTnnii go:
3.965 pes a' 60 ml Cropinxa | 32

Manufacturing date:

1.965 ym. no 60 smn

Marketing Authorization in Ukraine: UA/I TR08/01/01, valid till 11.12.2024
Peecipauiiine noceiauckns 8 Y kpaini: UA/1T808/01/01, nic ao 11.12.2024
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Buciosok nigrsepaaxenns ceprndivara GMP; Ne 497/2023/C-1001 sin 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Jinewzia na supobumurso: Ne381-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia (secondary packaging. quality contrel and batch

release)

Industrial Farmaceutica Cantabria, S.A., Spain {manufacturer of bulk-product, primary packaging)
BupoGuuk: Beayno, nikn 1a kocMeTHEa, A, Xopsartia (BTOPUHEE NAKYRAHNIN, KOHTPOIL AKOCTI TH BHITYCK Cepii)
Inaacrpian Mapmaceiotika KawraGpia, C.A., lenanis (supoGHuuTso rotomoro aikapekkoro 3acoly, mnepsiuie

NAKYBAHHA)

03.2023

03,2023

03.2026
03.2026

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia (Belupo, pharmaccuticals and cosmetics, Inc.)
Carretera de Cazona-Adarzo, s/n, Santander, 39011 Cantabria, Spain (Industrial Farmaceutica Cantabria, $.A)

Agpeea supobunurea: sya. Janiua 5, 48000 Konpusunus, Xopsaria (benyno, AIKH TA KOCMETHRA, A.4.)

Kaperepa ae Kasona-Aaapso, ¢/m, Canranaep, 39011 KanraGpia, lenanin (Inaacrpian Mapmackiorika Kanrabpia, CAL)

PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH BHUMOT'H PE3YJILTATH
APPEARANCE Hydroalcoholic, transparent, colourless or slightly yellowish solution Complics
with aleoholic odour.
ONUC Boane-ciuprosuii, nposopuii, Geabapusunii alo 31 werke KOBTYBITHM Bianosiaar
BIZETTHKOM POIUII IS 331HK0M CnnpTy.
pH 6.0 - 9.0 5,0
DENSITY 0,890 - 0,900 g/ml 0.891 g/ml
I BHICTL (0,850 - 0,5HD rfsan (0891 rfsan
FILLING WEIGHT Average filling volume of 10 contamners is not less than declared volume, 61,0 ml
and the velume of individual comainer is not less than 90 % of declared Complies
volume.
OBCAT 3MICTY NAKYHEA Cepeaniit oficar nuicry 10 ynaxosox e Menuse HOMIBANLI0No, | obcar 61,0 mn
BMICTY [HMBigyansHol ynakoskd cranomuts He mewmwe 90%  min Bianosinar
ANINAYCHOND Ha ﬂ'HMHE.
IDENTIFICATION OF Complics

MINOXIDIL (HPLC)

VIEHTHERIKAILLA
MIHOKCHAMITY (BEXRX)

The retention time of the minoxidil peak in the chromatogram obtmged
with the sample solution corresponds to the retention lige :

minoxidil peak in the chromatogram obtained with standargZZoNiTcg, 6

content. .-
Yac yrpusyBaniin 1Ky MiHOKCHUY 12 xposarorpaniffis
POIMHHY M BLANOBIIATH WACY YTPHAMYBIMNS iKY
XPOMATONPilMi CTAHARPTHOND POAYITHY N4 Kinnkichoro He

B . qan/ 204 :.”/ 79 ¢0, 2023 dr-f‘{;fé




@ B El “Pﬂ Pharmaceuticals and cosmetics, Inc.,

Ulica Danica 5, 48 000 Koprivoica, Croatia
Benyno, AiKH Ta KOCMETHES, 1.1,

pyin. Janiva 5, 48000 Konpusnins, Xopearis

QUALITY CONTROL DEPARTMENT

BULALT KOHTPOJIO AKOCTI

BATCH CERTIFICATE

CEPTH®IKAT SAKOCTI CEPI
Product name: GENEROLON, Manufacturing date: 03.2023
cutaneous solution, 2 %, 60 ml in bottle
Nel with dosage pump and spray nozzle in box
Haiisenysanma npoaysry: FEHEFOJIOH, Jara supobnuurea: 03.2023
[HO3HHH HawiKipybi, 2 %o, no 60 ma y
thrakoni; no | Uakony B KOMILIEKTI 3
MIPHHM HACOCOM Tal POSTHAKNOMOK
HACAJIKOID B KApTOHIE nai
Batch No: V96 Expire date: 03.2026
Cepin N V95 MpuaaTuwii ao: 03.2026
Cropinka 232
PARAMETERS REQUIREMENTS RESULTS
NMAPAMETFPH BHMOIH PEI¥JIBTATH
IDENTIFICATION OF MINOXIDIL UV-spectrum of the minoxidil peak obtained with the sample Complics
(LUW) solution comesponds to UV-spectrum of the minoxidil peak
obtained with standard solution for content.
VIEHTHDIKALIA MIHOKCHIAHAY Yilecnektp niky siHOKCHIHIY, OTpHManuil jus senpobysanoro Bianosinar
(Wb} poasiny, noennen sianosinaty Yd-cnextpy niky MinokcHanny,
OTPHMAHOMD  AAH  CTAHAAPTHOIO  POSHHHY IR KINBKICHODO
DHIUAUCHIAL
RELATED SUBSTAMNCES Impurity E: = 0,2 % < LOg*
Impurity B: < 0,15% Mot detecied
Unidentified impuritics: < 0,1% for cach impunty < LO0Q*
Total impurities: < 0,3% < LOg*
C¥IYTHI JOMILLIEKH Josinuxa E: = 0,2 %% < LOOQ*
Josimka B: =015 % He siasneno
Heinewrndironani zosimen: < 0,1 % ana kosnol fosiuks < LOO*
Cymamin npasiecedi: < 0.3 % < LOO*
CONTENT OF MINOXIDIL 1 ml of the solution contains: 19,0 - 21,0 mg of minoxidil 19,82 mg/ml
KUILKICHE BHIHAYEHHA (95,0 = 1050 % of declared content) 99.1 %
MIHOKCHAKHITY 1 san pozummy MicTirs: 1900 = 21,0 mr Mikokcranay 19,82 mrimn
(95,0 = 1050 % sin AsneHol KikkocTi) 99.1 %
MICROBIOLOGICAL PURITY TAMC: | (¥ cfu'g =|
TYMC: 10 efw'g <]
Psendemonas aeruginesa in | g: absence Absence
Staphylococcus awrens in | g absence Absence
MIKPOBIOJIOTTHHA HHCTOTA TAMC: 107 KOE/r <l
TYMC: 10' KOEr <|
Preudomonas aeruginosa s | r: sincyrniii Bineyrnii
Stapivlococcus aurens B 1 T mincyriii Biscyrniii

* LOO) = mema KLIBKICHOTD BUIHAYNCHIS

Conclusion: | hereby certifi that the above information is authentic and accurate. This batch of produet has been produced, ineluding
packaging, labeling and quality control, and released ot the above mentioned site in full compliance with the GMP requirement s and
with the specifications in the Marketing Autherization of the importing country. The batch record was reviewed and found 1o be in

compliance with GMP.

Bucropok: Liny niarecpamycso, (0 RHILCBEAHIHA IHGOPMALLIA © J0CTORIPHOK | Touiek, Jana cepia npoaykry Byna sepodacia,
BEAKMAIGHH YNAKOBKY, MAPKYBAHNA T NCPEBIPKY AKOCTI, | BHIYIUCHD Ha BRUICOKATINOMY BHPODHIGOMY MalIaniuKy B nosiii
sinoniecTi 3 samorasn GMP 1a nopsasy crewndisanil peecrpaiiinore noceiayenna kpainn imnoprepa. Tpotokon pa cepio
OyE nepeEIpeini 1 B sianosianes shasoras GMP.

Qualified Person:
I Kal&ig, M.Sc.Spec.
YnosHoraxena ocoba:

H. Kanunu, mp.ciL. cneit.
Date:  20.09.2023

BELUPQ

liwz_m atikh, d.
ﬁ@m&mnf
| “ORAPN




