IIEIUIAPAIIHH O COOTBETCTBP[P[

JEKJAPAHT, IIPI/IHHMAIOIIlI/Iﬁ JAEKJAPALIMIO 0 COOTBETCTBHH

000 "ITHC-PYC”

3apezucmpuposano : MeoicpailonHaa UHCHEKYUA ®HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Aopec: 1 21108, 2. Mockea,yx. Heana Ppanxo ,0.8. Tenegon:8(495 )223-01—04.qbaxc:8(495 )223-01-50
B nuye: I eHepanbHblil Qupexmop Duopenvu Tamaut

Jlogepenoe ruyo: Bacunenxo M.H., 008eperHOCI® p-012 om 07.06.2017 &

3ASIBJISIET, UTO

| Py Ne Il NOI 5678/01 om 20.03.2009 (0ama 3ameHbl 25.08.2016) 8b10GHO 340 "CDapmauesmuuecxuﬁ 30600

Ne 5450572 om 14.05.2018

COOTBETCTBYET TPEBOBAHHAM

JEKJIAPAITHSL [IPMHSITA HA OCHOBAHHH
HpOMOKON ucnwmanuii Ne 3111 m om 23.05.2018 HII 000 HL "pAPMOBOPOHA", ammecmam
akkpedumayu POCC RU.0001.21 ®J140, Cepmucgpuxam POCC ES. OM08.C14528 om 23.05.2018

ikl TRy,

M, IEKIAPATTAN 24.05.2018
FAPALUAS AEHCTBUTEIBHA 1O 01.02.2021

ﬁ 52 Bacunenko M.
AHCH OB R0

CBEJJEHUSA O PEIACTPAIINA

TUOUKAIIHH, 3APETACT PHPOBABIIII‘W'I llEKJIAPAIJ.ﬂIO
| RA.RU.11®MO08 OPIAH IIO CEPTH@HKALIHH HPO,HYKUHH OBLLECTBO C or. PAfﬂf"JE1“1’1‘1’01‘5f
OTBE TCTBEHHOCTBIO nOKPYXKHOH LIEHTP KOHTPOJIA KAYECTBA",
adpec op2anHusayui 115280, 2. Mocksea, y2. Macmeproéa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opeana no
cepmuuKayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxo8a, O. 4, sm. 5., men.:(495 )788-02-88, gefi-
caiim: oyxi.po.
JEKJIA AU O COOTBETCTBPIH 3APEFHCTPI’IPOBAHA M POCC ES. OM08.701730

P ERAIIAU 24.05.2018

Junenxo U.b.

NOAMUCE PykoBOAHTEND oC

Ao
LEeHTP KOHTPOIA

JlexapcmeeHnoe cpeocmeo: Janaun kpem O HAPYHCHOZ0 npuMeHeHud 29 20 2, mybuoi 1), nauKu KapmoHHvle,
ArUC", cepus MO003, napmus 48325 ynaxosoxk, 200en 00 01 102.2021, npouseodcmea deppep HumepHacuoHan

A.0., Henanus, Ferrer Internacional S.A., Joan Buscalla, 1-9, 08190 Sant Cugat del Valles, Barcelona, Spain,
xod OKII/2 21.20.10.151, 00 TH BaI 3004900002, Koumpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unéotc

HA 42-12076-03 uam. Ne 1, 2, usm. Ne 3 om 29.03.2013, w3m. No 3 om 28.06.2013, uam. Ne 4 om 19.12.2013, uam. Ned om 19.02.2014, uzm. Ne 56




Ferrer lnfemacionsl S A.

¢/ Joan Buscalla 148

08473 Sant Cugat del Valks
Barcelona - Espania/ Spein

CERTIFICATE OF RELEASE AND GMP COMPLIANCE

) - S
\Pmduct ] ZALAIN@ cream for external use 20 G EGIS RUSO VT li
Mmm———"——”‘——-—"——'—_d——'—‘” S _____—....,—--—v-——""'""- __..,__--.-a—-—'—v__..__——a——— ———
| Codet 1008019
ey ——— e G QR
[Bs’tch: M003 _ |
r_,m___“_.__-ﬁ#—_._.,-__.__”ﬂ,—-— T e S
| Manufacturing date:  15-02-2018 Delivery: 0000026447
e e By e T
| Expiry date: p2-2021 ! Amount: 48325,000 UN !
s e MMMMW'M e it e e
Release date: 05-03-2018 \ &

.,,,,__»___,__H“___M._M_M_.___,—a— e ————— P

[CERTIFICATION STATEMENT: \
\l hereby certify that the above informafion is authentic and accurate. This batch of product has peen manufactured, |

tincluding packagingllabelling 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 Autho risation of the
iimpoﬂing gountry or product specification file for Investigational Medicinal Products. The batch processing,
’ipackaging and analysis records were reviewed and found 1o be in compliance with GMP.

|

P el i e
— T .,,,._-——___.-_..-.__.,_—--.....__.—__._.-. e = —

i;Cenﬁ. GMP compliance: NCF/1718/001/CAT \
]

e e

e e——
e

i Release notes /| Comments: x
\ MANK 1 N 015678/01 "

. \
|

s
This certificate has been electronically approved by the Leboratory (nformation Managemant Syslem. This is a printed copy ofthe data
elactronically signed, that contalns this system. Valid without handwritten signature.

Quality Control Quality Assurance Quallfied Person - FERRERINTERHANONAL. SA.
APPROVED APPROVED QP APPROVED

Beatriz Wuest Gimeno Erancisco Cerrato E. Javier Texidd

061032018 10:23 01/03/2018 06:35 06/03/2018 13:22

Certifcado_iberacion_fiea_mi.rep /3.7 (GMP Tipo 1) pag. 1de1




Ferrer Intemacicnal SA

f : 7 Ci Joan Buscalta 1-9
. ; i -(8173 Sant Cugat del Vallés
e r re r Barcelona - gspafia / Spain
Certificate of analysis FERRER INTERNACIONAL, S.A.
[ s )
| Materiak: ZALAIN® cream for external use 20 G EGIS RUSO \'Al \
|
| Code: 1008019 Batch:  MO0O3 J
{Amount: 48326,000 UN ' Manufacturing date: 15-02-2018 \
\Deﬁvery: 0000026447 Expiry date: 02-2021 5
|semi finished balch: 000888 2005438 \
L___,..__.—--—-—'——‘_"—‘ ‘—'—//‘——-__‘ e _M__MJ
Components ————— Resub Requirements O
PHYSSCAL-GHEMICAL CONTROL
APPEARANCE PASS SEMI-SOUD WHITE CREAM WITHOUT OR WITH
AFAINT FATTY ODOUR
IDERTIFLCAT!OH
SERYAGONAZD[E lDENT!FlCAT\ON POSITIVE RESPECT STANDARD BY HPLC
NITRATE lDENTEFlCATION POSITIVE RESPECT STANDARD BY HPLC
TESTS
pH 3.2 25-35
VISCOSITY 302000 200000 - 580000 (cps)
PARTICLE Si7E 80 85% OF PARTICLES <= 80 (pm)
RELATED SUBSTANCES (HPLC)
(‘IRS)-t-(Z,$-D%GHLORGPHEN'\’L)-2-[1H-IMIDAZGLA - <0.05 <=5 (%)
YL)ETHANOL: (F|-7001)
(?vCHLORO-LBENZDTHEGPHEN-}YL] METHANOL: {FI—TOH) (.05 <=05 (%}
ANY UNKNOWN IMPURITY <0,05 <=01(%)
TOTAL IMPURITIES <0.05 <=15 (%)
ASSAY (HPLC)
SERTACONAZOLE NITRATE ASSAY 20 {95-105%) 19-21 {moig)
PRESERVATIVES ASSAY {HPLC)
SORBIC ACID 1.02 (80-1 10%) 0.50-1.10 {mgfg)
METHYLPARABEN 1.04 (9‘3.0-110.0%) 080-110 {mafg)
MlCRGBlOLOGlGAL CONTROL
TOTAL AEROBIC MICROBIAL COUNT <10 <= 40? (cfufg)
TOTAL COMBINED YEASTS/MOULDS COUNT <10 <= 10" {chuig)
ST.A?HYLOCOGCUS AUREUS PASS ARSENCE IN 13 SAMPLE
PSEUDOMONAS AERUGINOSA PASS ABSENCE IN 1g SAMPLE
FILLING CONTROL
APPEARANCE QF PRODUCT PASS SEMI-SOLID WHITE CREAM WITHOUT OR WITH
AFAINT EATTY ODOUR
INDIVIDUAL WEIGHT 199 »=18(g)
AVERAGE WEIGHT (AV. W) 20 »=20(g)
PRIMARY PACKAGING - ASPECT PASS RESPECT CURRENT STANDARD
PRIMARY PACKAGING - TYPE ALUMINUM TUBES ALUMINIUM TUBE
Analysis date: 06-03-2018 Specification: 1008019ZALAIN CREMA 20GR EGIS RUS (gen/ver: a1)
Status APPROVED 2005438 SERTACONAZOL CR.EGIS RUSO (genfver: 20

Beatriz Wuest Gimeno
Quality Control

Eiectronically generated certificate, valid without signature

ju] gm Comprat \y
|“{ 19 terref a-\

oot

i b

9003973131

Ceﬂiﬁcado_gbbaLFlSA‘ml.rep IRLS

Fecha impresian / Print date. 07.03-201807:53

page1of2
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ferrer

Certificate of analysis

e —— ——

[Material.  ZALAING —am for extemal use 20 G EGIS RusOVT

e

Eerrer Intemaciona! S.A.

¢/ Joan Buscalla 1-9

08473 Sant Cugat del Valiss
Barcelona - Espafia / Spain

FERRER INTERNACIONAL, S.A.

' Code: 1008019 Batch:  M0O03 B
\Kﬁmun!; 48326,000 UN Manufaciuring date: 15-02-2018 !\
iDelivery: 0000026447 Expiry date: 02-2021 1_
"Semi finished paich: 000868 2005438 |
Components Resut Requirements

PRIMARY PACKAGING - BATCH MARKING PASS EASILY LEGIBLE

PRIMARY PACKAGING - EXPIRY DATE MARKING PASS RESPECT CURRENT EXPIRATION LIST
PACKAGING CONTROL

PRODUCT PACKAGING - ASPECT PASS RESPECT CURRENT STANDARD

PRODUCT PACKAGING - TEXT PASS RESPECT CURRENT STANDARD

PRODUCT PACKAGING - BATCH MARKING PASS EASILY LEGIBLE

PRODUCT PACKAGING - MANUFACTURING DATE PASS EASILY LEGIBLE

PRODUCT PACKAGING - EXPIRATION MARKING PASS RESPECT CURRENT EXPIRATION LIST

PRODUCT PACKAGING - BAR CCDE PASS EXISTING

LEAFLET pASS RESPECT CURRENT STANDARD

Analysis date 06-03-2018 Specification: 1008019ZALAIN CREMA 20GR EGIS RUS {geniver: 911)

Status APPROVED 2005438 SERTACONAZOL CR.EGISRUSO (gendver: 21)

% N G -*"‘T""“_"‘m\
Beatriz Wuest Gimeno o o i\\ 4 @%ﬁ mﬁiﬂ?@\
Quality Control i Q’ J

Eiectronically generated cerificate, valid without signature

500397313 1

Cedificado_global_FISA_mirep [ v

<
N
i

Focha impresién { Print dale: 07-03-201807:53

page 2 of 2




«Peppep WHTe pHACHOHAND, C.A»
yn. Wyan-Byckanes, 18,

g 08173, Caur-KyraT-Aeananbec
; Bapcenona (Mcnanwr)

CepTudpmkat aHanu3sa «DEPPEP WHTEPHACWOHATD,
C.Ao

A

pen [ins HapyKHOro npUMeHeHns 20T EGISRUSO VT

Kon: 1008019 Cepusa:
KONW4EeCTEO: 48326,000 en. [laTa npousBoAcTEa: 15-02-2018
HaknanHas: 0000026447 FopeH Ao 02-2021
Cepws HepacgacoBaHHoro npoayKTa: 000868 2005438

Mokalatend PeayneTar Cneyundusauns
mwsnxo-xvmmecxm KOHTPONb
ONACAHVE YJIOBNETBOPAET BEFLI MATKUVA KPEM BE3 JATAXA W CO
CrABHIM SAMAXOM WAPA
MJZ\EHTHOIAKAHMF!
MﬂEHTmMKAuMﬂ CEPTAKOHASOTA NONOKUTENBHAR COOTBETCTBYET CTAHLOAPTY {BIXX)
MQEHTWDMKALMH HATPATA ﬂOﬂO)KMTEﬂbHAﬂ COOTBETCTBYET CTAHOAPTY (BIHR)
WCTbITAHWA
pH 3.2 25-35
BA3KOCTR 302000 200 000 — 580 000 (¢T3}
PASMEP YACTWLY 60 g5% YACTWL <= 80 {Mrm)
POACTBEHHBIE NPAMECH (BIXX)
(1RS} -(2.4-}1MXHOP¢EHMﬂ)—Z—(1H~MMMﬂ.A30Ii-1 - <005 <=05 (%)
YN3TAHON: (FI-7001)
(7->(F10P-1-BEHSOTMO¢EH-3-MH} METAHOM: (FI-7011) <0,08 «=05(%)
MIOBAR HEW3BECTHAR NPUMECH <0,00 <=0,1{%)
CyMMA BCEX NPAMECEN <0,08 <=15(%)
KOMUHYECTBEHHOE ONPEAENEHVE (BIXX)
K%HM:ECTBEHHOE COREPXAHVE CEPTAKOHABONA 20 {95-105%) 19 - 21 (marfr)
HUTPATA
KONWYECTBEHHOE COREPHAHME KOHCEPBAHTOB
(BINX)
COPBKHOBAR KWCNOTA 1.02 (50 - 110%) 0,50 - 1,10 {wrr)
METHNNAPABEH 1.04 {80,0 - 110,0%) 0,80~ 1,10 {mrfr)
MMKPOEMOHO!"M‘!ECKAR UUCTOTA
OBILEE 4MCNoe ASPOBHBIX MMKPDOPI’AHMSMOB <10 <= 102 (KOE/T)
OBIWEE COREPKAHVE [POXOKEBBIX U MNECHEBLIX <10 <= 101 (KOE/T})
rPUE0B
STAPHYLOCOCCUS AUREUS YOOBNETBOPAET OTCYTCTBYETBr OEPA3LA
PSEUDOMONAS AERUGINOSA VQOBHETBOPRET OTCYTCTBYETB1T OBPA3LA
KOHTPOIb JANONHEHMA
OMUCAHIE TIPENAPATA YAOBNETBOPAET BENbIN MATKIV| KPEM BE3 ZAMAXA MW CO
CIABbIM 3ANAXOM HWPA
MACCA ORIHOW TYBE! 199 >= 18 (r)
CPELHAR MACCA (CP. MACC.) 20 >=20 (1)
NEPBUYHARA YMAKOBKA - BHELLIHWIA BVA Y,{}OBHETBOFHET COOTBETCTBYET JlEl?lCTEViOﬂiEMY
CTAHOAPTY
MEPBUHHAR YNAKOBKA - ™o ANOMUHVEBLIE TYBbI ATOMWHWEBAS TYBA
Jlata asanuaa: 08-03-2018 CrieupdrKauna: 1008019ZALAIN CREMA 20GR EGIS RUS {genfver: o)
Cratyc VTREPWEHO _ - e «3;;}\2\005438 SERTACONAZOL CR. EGIS RUSO {genfver. 21)
; N sk (N g = FE{":’;“;
Beatpuc BrocT XMMEHO {Beatriz Wuest Gimeno)~ o i—’_‘i‘” . "f'\\

KoHTponk Kauecraa !
ANEKTPOHHLIA CEPTUUKAT, pencrsutened Bea noanvck
900384012 1

Ceriificado _globaI_FlSA_m\.rep fvdd c.1ua2




«@eppep VHTepHACHOHANE, C.A»
yn. Wyau-Byckanss, 1-9,

s fzmamn ' 08173, Canr-KyraT-pens-Banbec
o Bapcenona {Mcnanua)

CepTuduKar aHannsa «DEPPEP UHTEPHACUOHATb,
C.A.»

Matepviar.  SAJIAMH® kpem ans HapyKHOro NpUMeHeHns 20 T EGIS RUSO VT

Kog: 1008019 Cepus. M003
KonWJeCTBO: 48326,000 en. JlaTa NpOM3BOACTEE: 15-02-2018
HawnapHas: 0000026447 lopeH [o 02-2021

Cepus HepacacoBaHHoro nponyxra: 000868 2005438

Moxazartenn PesynbTar Cneumdrkayus
TEPRAUHAS YTAKOBKA - MAPKAPOBKA CEPUK YOOBNETBOPHET TETKO P0G T BIBAETCA
MEPBULHAR YNAKCBKA - MAPKUPOBKA CPOKA yAOBNETBOPAET COOTBETCTBYET ,HEE'/ICTBYEOMEMY
[QAHOCTH MEPEYHIO CPOKOB FOHOCTH
KOHTPONb YIAKOBKU
YNAKOBKA MPEMAPATA - BHELLHWA BAL VﬂOBnETBOPF%ET COOTBETCTBYET ﬂEﬁCTBYPOMEMY
CTAHOAPTY
YTAKOBKA NPENAPATA - TEKCT VﬂOBHETBOPﬂET COOTBETCTBYET nEﬂUBY%OLuEMY
CTAHOAPTY
YTAKOBKA NPENAPATA - MAPKAPOBKA CEPUK YD.OBHETBOPHET NEMKO NPOYUTLIBAETCA
YNAKOBKA MPEMAPATA - [IATA MPOM3BOOCTBA VﬂGBﬂETBOPFiET NErKO NPOYUTBIBAETCA
VTIAKOBKA NPEMAPATA - MAPKAPOBIA CPOKA' ‘!,[iOBJ‘lETBOPﬂET COQTBETCTBYET nEMCTEY}OHJ.EMY
rOAHOCTH MEPEYHIO CPOKOB rOAHOCTH
VNAKOBHKA MPEMAPATA ~ WTPKUX-KOL YNOBNETBOPAET WMEETCAH
NMACTOK-BKNAGGIL VHOBHETBOPF{ET COOTBETCTBYET }JEVICTBY?O%L{EMY
CTAHOAPTY
[lata aHanwsa. 06-03-2018 Creuvdukauys: 100B019ZALAIN CREMA 20GR EGIS RUS (gen/ver: 1)

Crarye YTREPWAEHO 2005438 SERTACONAZOL CR EGIS RUSO (genfver: 211)

Lqg>
AN

Bearpuc BrocT XMMeHO (Beatriz Wuest Gimeno) AT
KoxTponb Kayecyea

AneKTPOHHEIA cepradvkart, pedcTBUTENEH Ees NOARUCH
©003840121

Cartificado_global_FISA_mi.rep { v4.1 c.2m?




