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Ly i-ﬁ,j il Pharmaceuticals and cosmetics, Inc.,
Ulica Danica 3, 48 000 Koprivnica, Croatia
Benyria, iKH Ta KOCMETHKA, A.1.,

syi1. Hanina 5, 48000 KonpusHuia, XopsaTtia

QUALITY CONTROL DEPARTMENT

OTAEN KOHTPOJIS KAHECTBA

Product name:

HauMeHORaHME MDOLVKTA:

Batch No:
Cepus Ne:
Quantity:
Komyectro:

BATCH CERTIFICATE
CEPTHOHUKAT KAYECTBA CEPHU

GENEROLON, Manufacturing date:
cutaneous solution, 2 %, 60 mi in botile

Nel with dosage pump and sprayv nozzle in box

CEHEPOJIOH, Jlata mpou3BOACTRA!
PO34KH HAmKipHui, 2 %, no 60 My
dnaxoui; 1o | QprakoHy B KOMITIEKTI 3
MIpHHM HaCOCOM Ta PO3IIHIEOIIION
HACa/KOK B KAPTOHHIR na4ii

P287

P287

7.971 pes &' 60 ml

7.971 yn. mo 60 ma

Expire date:
Iozen po:
Crpannua 1 w3 2

Marketing Authorization in Ukraine: UA/17808/01/01, valid till 11.12.2024
Perucrpangoutoe ynoctosepenue 8 Yxrpaure: UA/17808/01/01, nefictayer no 11.12.2024
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020

3aKToveHHe NOATBePIKIcHUA cepTHdukata GMP: N 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16

JIunensus Ha npomssogcTeo: Ne3B1-10-05/162-17-16

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

release)

industrial Farmaceutica Cantabria, S.A., Spain (manufacturer of bulk-product, primary packaging)
[TpouzsoanTeas: beayno, TikH Ta KOCMETHKE, 1.1., XOPBaTiA (BTOPHHHE TIAKYBAHHA, KOHTPOAL AKOCTI Ta BUITYCK cepil)
Innactpian Papmacsrotika Kanrabpia, C.A., Icnasis (3upo0HHMUTBO TOTOBOrO Jikapchkoro 3acoly, NepBUHHE

MaXyBaHHI)

12.2019

12.2019

122022
12.2022

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

Anpec nponseoactsa: Bya. Janina 5, 48000 Konpusuuug, Xopeatis (benyno, miky Ta KOCMeTHKa, 1.1.)

Kaperepa ae Kaszona-Aaapso, o/u, Cantanaep, 39011 Kaurafpia, Ienanis (funactpian Qapmackiotiva Kantadpia, C.A.)

YACDKIMBAHHA [THKAa MWHORCHAHIZ Ha XPOMATOrpaMMe CTaHAapTHOro
PACTBORA A8 KCIMMECTBEHHOTD ONPCACICHHA,

PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPBI TPEBOBAHHA PE3VJILTATEHI
APPEARANCE Hydroalcoholic, transparent, colourless or slightly vellowish solution Complies
with alcoholic odour.
OIMHMCAHUE Boano-cniuproseit, npospaunsif, Oecusernnif  MaH  co  caerka CooTBeTCTBYCT
HEITOBATEIM OTTEHKOM PAcTBOP C 3alIANOM CIIHPTE.
pH 6,0-9.0 8,1
DENSITY 0,890 - 0,900 g/ml] 0.893 g/ml
TUIOTHOCTE 0,890 - 0,900 raun 0.893 r/vn
FILLING WEIGHT Average filling volume of 10 containers is not less than declared volume, 61.0 ml
and the volume of individual container is not less than 90 % of deciared Complies
volume.
OBDBEM COAEPAHUMOI G | Cpearuii o0bem conepiunoro 10 ymaxoBoxk He MEHBUIE HOMHAHRIBHOID, 61,0 Ma
YTIAKOBKH U 0o0beM COZSpPKHMOTO WHIMBUAYATBHOM VIIAKOBKM COCTABIZCT HC CooTBeTCTBYET
vieree 90 % OT yKa3aHHOTO HA ITMKETKE.
IDENTIFICATION OF The retention time of the minoxidil peak in the chromatogram obtained Complics
MINCXIDIL (HPLC) with the sample solution corresponds to the retention time of the
minoxidil peak in the chromatogram obtained with standard solution for
content.
HIEHTHGHK AL BpeMs  yaepxMBAHHE THKA MMHOKCHIMIZ Ha  XPOMATOTPamMMe CooTaeTcTRyeT
MUHOKCUIHIIA (BDWX) HCTIBITYEMOIO  pacTBOpa  JIGMKHO COOTRETCTROBATh BPEMEHH
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Pharmaceuticals and cosmetics, Inc.,

Ulica Danica 3, 48 000 Koprivnica, Croatia
Beayno, nixy T2 KOCMETHKA, I.4.,

Byn. Haniua 5, 48000 Konpusruws, Xopsatis

QUALITY CONTROL DEPARTMENT

OTAEN KOHTPOJIA KAUECTBA

BATCH CERTIFICATE
CEPTHOHNKAT KAYECTBA CEPUU
Product name: GENEROLON, Manufacturing date: 12.2019
cutaneous solution, 2 %, 60 ml in bottle
Nel with dosage pump and spray nozzle in box
HauMeHoBaKKe NpoayKIa: FEHEPOIJIOH, Jata npoy3BOACTRE: 12.2019
PO34HH HAlIKipHul, 2 %, mo 60 Mny :
brakoHi; o | (IakOHY B KOMIDIEKTI 3
MIPH#AM HACOCOM T& POIMATIONTOH
HACaAKOK B KAPTOHHIH naynl
Batch No: P287 Expire date: 12.2022
Cepus Ne: pP287 lNozer ao: 12.2022
Crpannua 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
[TAPAMETPDBI TPEGOBAHHA PE3YJLTATHI
IDENTIFICATION OF MINOXIDIL UV-spectrum of the minoxidil peak obtained with the sample Complics
(UV) solution corresponds to UV-spectrum of the minoxidil peak
obtained with standard solution for content.
HIEHTHOHUKALKA Y@-criekTp nuka MHHOKCHINIE, TONYYEHHBIH IM8 WCIOBITYEMOro COOTBCTCTBYST
MHHOKCH/IHIIA (V) pacTBopa,  JOMAKSH  COOTBCICTBOBATE  YD-criekIpy  THKA
MHHOKCHANIE, NOJIYHEHHOTO ANf CTAHARPTHOTO pacTeopa A1
KO.IMYECTBEHHOTO ONpeeIeHHs.
RELATED SUBSTANCES Impurity E: £0.2 % <LOQ*
Impurity B: £0,13% Not detected
Unidentified impurities: < 0.1% for each impurity < LOQ*
Total impurities: < 0,3% <LOQ*
COMYTCTBYIOIIHE IMPUMECH Flpumecs [: £0.2 % <LOQ*
lipumecs B: £0.15% He oSHapyxena
Henzentnduanposantsic npmvccu: < 0.1 % ana xaxnol npmecu < LOQ*
Cynmma nprveceii: < 0,3 % Lo
CONTENT OF MINOXIDIL 1 ml of the solution contains: 19,0 — 21.0 mg of minoxidil 20.54 mg/ml
KOJHYECTBEHHOE (95,0 — 103,0 % of declared content) 102.7 %
ONMPEAENEHHE MUHOKCHIRITA 1 M1 pactnopa comepsxit: 19,0 — 21,0 M MutOKCHARNA 20.54 mr/ma
(95,0 — 105,0 % ot 3a9BACHHOID KOIHYECTEA) 102.7 %
MICROBIOLOGICAL PURITY TAMC:10" cfivg <1
TYMC: 10' cfu/g <l
Pseudomonas aeruginosa in 1 g: absence Absence
Staphylococeus aurens in | g absence Absence
MHKPORMONOIMYECKAST TAMC:10° KOE/r <}
YHCTOTA TYMC: 10' KOE/r <l
Pseudomonas aeruginosa B 1 17 0TCYTCTBYCT O1eyrersyeT
Staphylococcus aureus 8 1 T: OTCYTCIBYET OrcyTeTayer

* LOQ — npesen KOAHYCCTBEHHOG ONPEICHers

Conclusion: T hereby certify that the above information is authentic and accurate. This batch of product has been released at the
above mentioned site in full compliance with the GMP requirements and with the specifications in the Marketing Authorization of
the importing country. The batch record was reviewed and found to be in compliance with GMP.

3akmoucHMe: HacToAMM FOITBEKIASM, YI0 BRINSYKaZaHHas WHQODMAIMS #BIAETCS ZOCTOBepHOH M TouxOH. [lauuas cepnsa
npedykra ObUia BBIIYUIEHA HA BLILCYKA3AHHOH MPOM3BOACTEEHHON Nocmanke B MOMHOM COOTBETCTEBHN ¢ TpeGopanusmu GMP u
HOpMaMH crietQHRALMH PerHCTPAKCHHOTO YAOCTOBEPEHNS CTPaHEl WMnopTepa. T1poToxon Ha ceprio Ouil NPoBEpeH W NPHIHAH
cooTBercreyiomum tpebosannsa GMP.

Qualified Person:

1. Kzal¢ié, M.Sc.Spec.
VIonHOMO%EHHOS IO
H. Kamauy, mp.cu. cnei
Date:  22.04.2020
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/L,-—-\;{&&E‘&V.&L A




3

JEPXKIIIKCIIYXBA YKPATHH
AEPKABHA CJIVIKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKIN OBJIACTI

npocnekT Banepis Jlobanoseskoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPITIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acoby

17.08.2020 Ne 39231/20/10

I'EHEPOJIOH

(naliMcHyBaHHS NKAPCHKOrO 3aC00y 3riHO 3 peecTpaLiHuuM NOCBIAYEHHAM)
PO34HH HAMKipHU, 2 %, 00 60 M y drakoni, o 1 duraxony B Kapronuiii nauni

(dopma BAMYCKY, NO3YBAHHS, BHII TAKYBAHHS NiKapChKOTO 32c00y)

Howmep peectpauiitnoro nocsimenns UA/17808/01/01 crpox mii peecrpaniiinoro noceimuesma 11.12.2024

Cepia nixapcekoro 3aco6y Ne P287 Kinexicts BBE3€HOTO Tikapebkoro 3acoby 2000
Brpo6uuk Benymo, mikm Ta KocMeTHKa, J1.1., XopBaris
(natimeHyBanHs BUPOGHHKA TiKAPCHKOTO 3ac06y, KpaiHa IOXOMKEHH:)
Breseno B Vkpainy CroinbHe yKpaiHChK0-€CTOHCHKE NIIPHEMCTBO y ¢opmi ToBapucTBa
3 00MeKeHo10 BiInoBiaabHiCTIO "OnTimMa-Dapm, JITA", izenr. kox:
21642228

(naiivenyBanus Ta koz 3a €JIPIIOY ropuanuHoi 0co6u aGo NpisBULLE, IM'S, 110 OITHKOBL diznanol
0COOH - NianpueMLs, i MicLie IPOKUBAHHS Ta peecTpauiitumuit HOMep 001ik0BOT KapTKH IIaTHHKA
noparkis abo cepis Ta HoMep nacnopTa)

IpoToxon BizyasnnHoro koutrpomo eix 06.08.2020 Ne 2509/14.

3a pesynpTaTaMH JNEpXKABHOTO KOHTPOMO BCTAHOBNCHO, IO nikapceKkuit 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHHAM grMor 3akOHOJABCTBA IO/0 3a0e3MEYeHR IKOCT] TIKApChKUX 3ac06iB.

A Onexciit COJIOJIPAN

Hc) (ininiam Ta npiseuie)
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