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Pape 2 0f 3

Binuoc ryenion
Refractive index
iaexe pedparuii
pH

nH

Viscosity

B awicTn

Spray volume of 6
actuations (one dose)

08 ew posmcHug nicay &
UATHORANS (02K 038
tdentification
Laemsudrinauis

Minoxidil

MinogeH S

Related substances
Cynporiani 20simKu
Tmpurity B

Mot B

Impurity E

Hombwra E

Single unknown impurity
ORpeAta HEBINHBILNA
ACMIIKA

Total impurities
Cysa aomilex

Assay

RILKICHE BHIHBNCHHA
Minoxidil
Minokeiana

Filling content™
Baticr sanonsienna®

Microbiological quality"

Mikpodioaoringe saerora’’

Chr22s
Ph.Bur* 2.2.6
Cep* 206
Ph.Bur*, 2.3
CPp*r2.23
Ph.Eur.* 2.2.8
Ph.Eur.™ 229
{capillary viscosimeter,
20 °C)

Cpr 228,
Cpr 229

{RANLEPHET BICKOIMETP,

260
I house method
Bryrpiwsns coesisiigg

HPLC, Ph.Eur.* 2.2.29
BEPX, Cib> 2.2.29

HPL ( Ph.Eur.* 2.2.29
BEPX, Capr 2209

HPLC, PhoBEur 2.2.29
BEPX, €* 2229

weighing
Fuady nan s

Master Coh sheet VIOOSQ2

0.96 ~ 1,02 .08
135 - 145 141
L35~ 15 b
1583 8.1
15«83 L

HmPas
10 mlTa*cor.,

8- 12 mPas

§ - 12 mltarcen..

1,0+ 0.1 mi
10 = 0.4 an

complies
pinonisse

- the sample principal peak has the complies
sume retention time as the standurd
prineipal peak

- the UV tambda max of the sample
principal peak correspunds to the UV
fambda max of the standard principal
peak

= DeHoBIIEE K BIIROGYIATLHORD
POIHY MaC Teridl canni qag
YIPUMYBAIHEA, L0 | OCUORHI 1K
POIHHY AOPIBHIHIE

. Y amedaa save. s
GUMOBHOID THKY BHUEPOO
podwny sianonizas Vb ngadaa Manc.
SIS QUHOBHOTE RS POTIHEY

ARULEINEL

MUAILHGED

HOpPBHA IS
< 1.2 9%, <{h B3%
<01 % LA
<42 ~'::{}.0~;“,:‘
{} 28, "-U‘{}}”u
<2 9% < 05%%
{2 1,8
=3 % LR
(}5 o . ﬂU:’{J o

S mgiml

ace e smn(i‘s rds of German
vegulation for fintshed packy
Bianosiimo Qo crananpiia i
TAKOHOIABCTBS LR FOTORO]
Ph.Eur. * 8,144 cutinne
et 5.1,

Han nankipioro e rocy s

Prepared and checked by: Liudmyla Maistrenko
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Page3of3 Master CoA sheet VIOQUQ2

TAMC PhoEur® 2,6.12, 2.6,13 < W CFUlg
FAMI; Eb* 264224613 AP RYON
TYMC S CFL/g
TYMC S RYQr
Stupliviococcus anrens s, absentin fp
Stuphyiveocens anrens Biacyrsicrs o 1 ¢
Pseudumonas aeruginosa absencein i g

Pscidumonas avvigimosa Bixeyruierp v | ¢

Package
Yhaxoska
Bateh-deseription PV the batch-deseription of the bateh bulk no.
Onige cepiv package is complied with the 230202
bateh-documentation
Oiise cepil wa yoakosui sinnosisae Hethaconana
AGRYSENTALT i cepino cepin: 230202
Deseription of shelf life PV-G-n0t deseription of shelf life is complicd complies
Ditne repstiv Gepiransa with the batch-documentation
Lhie Tepaiiny bepiranus sianoninar AN Na
RORYMEHTRUT i veplio
Fill quantity Ferig Pack V Pvial in u paek complies
Kisbkicry npenapary o § duiarony vy naus Bilan0Bi Qe
ERRTHITY
Comments not applicable
Kuosenrapi e SECTOCORYEThO S

“eurrent cdition

by tested an every thivd bateh or a1 least arnee per year

23 can alse be adopted from the in-process contryl

3) The regulations an the mean fitting quantity are fuliitied if the determined mean vatue of the filling quantity is between $7.98 m
and 62.25 ml.

Yo Wi

FErocrvemes 1m soanol 1petod COPH RO TG P 18 pik

ZUMEHS BUTHOTIROR BIROPHCTANG 1 ROLTPRG & npostect anpotuanTag

I ansani nons s, o COPIRT S T O S 0BRSS, DO B Aewax Blg $7.75 MG 6223 8

Fhereby certify that the sbove information is authentic and accurate. This buteh of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the im porting country for Investigational Medicinal Products, The bateh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

i s sacsianyio, wo naseacua wme iHOpMALLs € 10CTOBIPHMO T8 ToYHDIO Lo cepiio npoayknii Gyno
BHPOGACH (BEION I i HARYEUHA/MAPRYBANKA) T2 BPOBEARUD KOHTPOIb 1T HKOCTI 12 BHILE3A3HATCH T HBBHL ¥
HOBHI RLAROREHOCT % uniaraai GMP, seraHonIenm u ICUCBIN PEYIIRTOPHIM OPIaHOM, 2 TAKOK BIANORIO
Ao cneihisalliit, wo sictareen v peeCTpaiiinomy qoent kpaiHR-IMTOpTepa Ha upenapat i JOCILLRY BRHOEO

Alkapeskora zacody. [pororkom BEDOSHIMTRAL (KN BANIS 13 anugiyin Gyno nepernanyTo,m

sianosiamicrs GMP

pe

Sign Quality cottral ¢F. Kopped
Fanwis’ s 4 piamie NPCACTABIERE BLWTHTY KOl skoct

B Koy

Rt 2 End of Master Sheat

! Preparad and checked by: Liadmyla Maistrenko

| signature

|_signature
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