QUALITY CONTROL DEPARTMENT

3 E l u p@ Pharmaceuticals and cosmeties, Tne.
Ulica Danica $, 48 000 Koprivnica, Croatia

Beryno, JKy 18 KOCMETHKIL il
syn. Janina 5, 48000 Konpusuuita, Xopearis

BIUILT KOHTPOIO SKOCT

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPTH

Product name: GENEROLON, Marnufacturing date: 8.2024
cutancous solution, 3 %, 60 ml in bottle
Nel with dosage pump and spray nozzle in box
Haitsenysanns apoyKkTy: TEHEPOJIOH, Jara supobrusa {18.2024
posUKHE HAUKIpHEL 5 %, 10 60 sy
durakoni; no | paakowy B koMILIEKT 3
MIDHHM HACOCOM ‘T8 POSTHIO KU
HUCLIKOH B Kaptonulid navi
Bateh No: X304 Expire date: 08.2027
Cepin Ne: X304 IMprgmarimit ao: 08.2027
Quantity: 7.484 pes o' 60 ml Cropinga 132

Kinpkicts: 7.484 vy 110 60 M

Strength of action/activity: 1 mlof solution contains minoxidil 50 mg

Crzta AiT/aKTHEHICT: 1 MII POSHHILY MiCTIrTD MinokeHITy 50 r

Marketing Authorization in Ukraine: UA/ITS08/01/02, valid till 11,12.2024

Peccrpaiiine nocsiayenus 3 Yrpoiud: UA/ 17808/01/02, nic no 11.12.2024

Conclusion of confirmation GMP: Ne 497/2023/C-1001 from (7.09.2023

Bucrorok riigrsepipkennd ceprndikara GMP: Ne 497/2023/C-1001 8in 07.09.2023

Manu facturing authorization: Ne381-10-05/162-17-16

flineszin Ha Bupodaminso: Ne381-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, 1nc., Croatia (secondary packaging, quality control and batch
release)

Industrial Earmaceutica Cantabria, $.A.. Spain (manufucturer of bulk-product, primary packaging)

BupoGuuk: Beayno, SR T KOCMETHKE, L. Kopsaris (BTOPHHAC NAKYBBHNA. KOHTPONbL AROCTE 14 BHITYCK COpif)
Tusacrpiar Papaacerorika Kawrafipia, CA., Tonmanis  (RUPOBHIITEO FOTOBOrO  AKAPCHKOTO sacofy, TEPRIHHE
TAKYBAHHHA)

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia (Belupo, pharmaceuticals and cosmetics, ne.)
Carretera de Cazona-Adarzo, s/, Santander, 3901 1 Cantabria, Spain Industrial Farmaceutica Cantabria, S.A)

Aapeca supobmmsa: sy, Janina 5, 48000 Konprsunis, Xopaatia (be:ayno, MK 1a KOCMETHKA, /L)

Kaperepa ze Kasona-Ajapso, ¢/, CanTaniep, 39011 Kanralpia, fenanix (Traacrpiay Bapyacsiorica Kaprabpia, C.A.)

PARAMETERS

REQUIREMENTS

RESULTS

ITAPAMETPH BUMOI'H PEIVILTATH
APPEARANCE Hydroaleoholic, transparent, colourless or slightly vellowish solution Complies
with aleoholic odour.
OIMC Boago-crnprosii, nposopuil, Geadapsuii 400 31 BHCTKL KOBLYBATHM Biaosinae
BT HKOM DOZHIH 13 321X 0N SHUPTY.
pH 6.0 - 90 7.9
DUNSITY 0,980 - 0,990 g/mi 0.986 gt
HUNBHICTH 0,980 ~ (0,990 r/va 0.986 r/ma
FILLING WEIGHT Average filling volume of 10 containers is not less than declared volume, 62,0 ml
and the volume of individual container is not less than 90 % of declared Complics

OBCAT BMICTY TTAKVHKA

volume,

Cepeniili ofcar puicty 10 yrakonox He Menue nosinansuore, 1 obedr
sMicTy iFpmiBlAy@ibHOT YIAKOBKH CTAHOBIYL HC MEHUIC 90% it
FA3HANCHOTO Hil CLHKCTHE

62,0 s
Bianosijae

IDENTIFICATION OF
MINOXIDIL (HPLC)

AEHTADIKALILS
MIHOKCHIHAY (BEPX)

The elention Gime of the minoxidil peak in the chromatogram obtained
with the sample solution corresponds to the retention time of the
minoxidil peak in the chromatogram obtained with standard solution for
content.

UYate yrpuMyBRREAA 1KY MIHORCHAMILY Ha sposMarorpaMi sunpodyBanoro
POHY MAC BIANOBIAATH MaCy YIPUMysanms TRY MIHORCHAMRY 114
XPOMITOrpaMi CTUUGPTIONG POIITLY 01 KINLKICHOIQ BI3HAYEI,

Complies
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QUALITY CONTROL DEPARTMENT

BIALIT KOHTPOINO AKOCT

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPTI

Produet name: GENEROLON, Manufacturing date: 8.2024
cutaneous solution, 5 %, 60 ml in bottle
Nel with dosage pump and spray nozzle in box
Halveirysating npojtysry: I'EHEPOJIOH, Jara pupodisirsa: 08.2024
posun nawkipuwit, 3 %, o 60 »ury
Qrakoni; no | drakory 8 komnuexri 3
MIPHIM FACQCHM T8 POITTHITHOUOH
HACAAKOK B RAPTOHRATH nav i
Batch No: X304 Expire date: 08.2027
Cepig Ne: X304 TMpuaaranii ao: 08.2027
Crropimat 232
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOI' PEIYJLTATH
IDENTIFICATION OF MINCGXIDIL UVespeetrum of the minoxidil peak obtained with the sample Complics
(UV) solution corresponds to UV-spectrum of the minoxidil peak obtained
witlt standard solution for content.
FIEHTHOIKALI MIHOKCHINAY | Vde-orextp niky Minokeuy, orpusanit s BEIpOSYBAHOIO Biarnosinae
{Yb) posumy, nomkeH sianosiaary Yd-cuekrpy niky MIHORCHIIY,
OTPHMATIOTe A GTAIIAPTHOTO  DORUANY  JUIR  KILKICHOTO
BHIAUCTTI,
RELATED SUBSTANCES Impurity 15 <02 % <LOQ*
Impurity B: <0,15% Not detected
Linidentified impurities: < 0,19 for each impurity < LOQH
Total impurities: < 03% < LOQ?*
CYIIYTHI JOMIUKH Hominmen E: 50,2 % <LOQ*
Jomimka B: <0,153% He s Ho
Heinenmdivonani aostingn: < 0.1 % 1aa Koot 0MIIKY <LOQH*
Cyma gomimox: 0,3 % < LOQ*

CONTENT OF MINOXIDIL
KUTSKICHE BI3HAMEHH A
MIMOKCHIITY

1 mi of the solution contains: 47,5 ~ 52,5 mg of minoxidil
(95,0 - 103,0 % of declared content)
1 M posuany MicTiek: 47,5 - 52,5 MU MIHOKCHETY

S041 mg/ml
1008 %
50,41 Mrimn

(95,0 - 105.0 % pia 301810610 KINbKOCT]) 1008 %
MICROBIOLOGICAL PURITY TAMC: 10 cluly <l
TYMC: 10! cfulg <1
Pseudomonas aeruginosa in | g absence Absence
Staphylococcus aureys in b g absence Absence
MIKPOBIOHOITYHA YHCTOTA TAMC TP KY O <l
TYMC: 1 KYO/r <1
Pseudomonas acruginosa » 1 13 pincyriiif Bizncyrniit
Stuphviecoccus aureus 31 1 BiACy Tl Bijevrnaiit

# 1O - Meska KHILERICHONO BHIHAYCHRS

Conclusion: 1 liereby certify (hat the above information is authentic and accurate.

This batch of product has been produced, including

packaging, fabeling und quality control. and released at e above mentioned site in full compliance with the GMP requirenents and

with the specificalions in the Marketing Authorization of the importir

compliance with GMP.

Bucsonor:, Ul sacsiauyio, no nanex

BEIOUAIONH MAKYBAHIIL, MADKYBATS

sintor GMP Ta crierdirandil, 3aspauennx y peeerpartiinony nocsiauenti kpatup-isnoprepa. Janue npo cepito &

1g country. The batch record was reviewed and found to be in

etta BHIE inopManis ¢ joctosiphoio i rouno. L cepisi npoayxry Gyma supobiena,

Ta ROTTPONGL AKOCTL, | munyniens ua sineasnareniil o y nosnii sianosinocri po

BCTHHORICHD, 1O BORA BiANosiaue suMoran GMP,

Qualificd Person:

1. Kalgic¢, M.Se¢.Spee.
YHOBHOBAKCHA 0co0a:
[Kanuuy, Mp.ciLenc,
Date/lara: 19.11,2024

yito tepesipeno i




