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Fearer Intemacional SA

ferrer S

Barcslona - Espafia / Spain

CERTIFICATE OF RELEASE AND GMP COMPLIANCE

Product ; ZALAIN® cream for external use 20 G EGIS RUSO VT

Code: 1008019

Batch: L.002

Manufacturing date:  19-00-2017 | Delivery: 0000024926
Expiry date: 09-2020 Amount: 48500,000 UN
Release date: 18-10-2017

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
including packaging/labelling 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 Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch pracessing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

L

Certif. GMP compliance; NCF/1718/001/CAT

Reieasérnotas { Comméﬁts:
MANr.: I N 015678/01

This certificate has been electronically approved by the Laboratory Information Management System. This is a printed copy of the data
electronically signed, that contains this system. Valid without handwritten signature.

Quality Control Quality Assurance Qualified Person - FERRER INTERNACIONAL, SA.
APPROVED APPROVED QP APPROVED

Beatriz Wuest Gimeno Mirela Mufioz F. Javier Texidd

06/10/2017 15:51 0211072017 09:19 18/10/2017 15:35

Certificado_liberacion_fisa_mil.rep / 3.7 (GMP Tipo 1) Pig.1de i




Ferrer intemacional SA.

f G/ Joan Buscalld 19
08173 Sent Cugat dal Valés
errer o e
Certificate of analysis FERRER INTERNACIONAL, S.A.
Material: ~ ZALAIN® cream for external use 20 G EGIS RUSO VT
Code: 1008019 Batch: - L002
Amount: 48500,000 UN Manufacturing date: 18092017
Delivery: 0000024926 09-2020
Semi finished batch: 000831 2005438
Components Result Requirements
PHYSICAL.CHEMICAL CONTROL
APPEARANCE PASS SEMI-SOLID WHITE CREAM WITHOUT OR WITH
AFAINTFATTY ODOUR
IDENTIFICATION
SERTACONAZOLE IDENTIFICATION POSITIVE RESPECT STANDARD BY HPLC
NITRATE IDENTIFICATION PCSITIVE RESPECT STANDARD BY HPLC
TESTS
pH 32 25-35
VISCOSITY 418333 200000 - 530000 {cps)
PARTICLE BIZE 52 85% OF PARTICLES <= 80 (m)
RELATED SUBSTANCES (HPLS)
(1RS)}1-(2,4-DICHLOROPHENYL) 2-(1H-IMIDAZOL-1- <0.05 <=05(%)
YLJETHANOL: {FI7001)
{7-CHLORO-1-BENZOTHIOPHEN-3-YL) METHANOL: (FI7011)  <0.05 <= 0.5 (%)
ANY UNKNOWN IMPURITY <0.05 <01 %)
TOTAL IMPURITIES 005 =150
ASSAY (HFLC)
SERTACONAZOLE NITRATE ASSAY 2 (85~105%) 13- 21 {malg)
PRESERVATIVES ABSAY (HFLC)
SORBIC ACID 0.99 {50-110%)0.50 - 1,10 {mgfg)
METHYLPARABEN 0.39 (80.0-110.0%) 0.80 - 1,10 {mgig)
MICROBIOLOGICAL CONTROL
TOTAL AEROBIC MICROBIAL COUNT <10 <= 102 (cfulg)
TOTAL COMBINED YEASTSIMOLLDS COUNT <10 <= 10" (clufg)
STAPHYLOCOCCUS AUREUS PASS ABSENCE IN 1g SAMPLE
PSEUDOMONAS AERUGINOSA PASS ABSENCE IN 1g SAMPLE
FILLING CONTROL
APPEARANCE OF PRODUCT PASS SEMKSOLID WHITE CREAM WITHOUT OR WITH
AFAINT FATTY ODDUR
INDIVIDUAL WEIGHT 200 =18 (g)
AVERAGE WEIGHT (AV. W) 20 3220 (g)
PRIMARY PACKAGING - ASPECT PASS RESPECT CURRENT STANDARD
PRIMARY PACKAGING - TYPE ALUMINUMTUBES ALUMINIUM TUBE
Analysis dale; 08-10-2017 Spacification: 1008018ZALAIN CREMA 20GR EGIS RUS (geniver: /1)
Status APPROVED

S
Beatriz Wusst Gimeno Ejfﬂq\

Quality Contro! ,_._.;-www .
Electronically generated certificate, vafld without signature
00384052 1 f

Carificado,_gkba! FISA_mirep / v4.1

{2 ferrar

Joan Buscalia, +-8

2005438 SERTACONAZOL CR. EGIS RUSO (genfvar: 2/1)

Focha impresién / Print déler 08-012018 1220
Page 1af2




Ferer intemadional 5.A.
oy © Joan Buscalld 1-§
1 08173 Sant Cugst dot Valkes
27 Barcslona - Espafia / Spain

Certificate of analysis FERRER INTERNACIONAL, S.A.
Materdal:  ZALAIN® cream for external use 20 G EGIS RUSO VT
Code: 1008018 Batch:  L0OZ2
Amount: 48500,000 UN Manufacturing date: 18-08-2017
Delivery: 0000024926 Expiry date: 08-2020
Sem finished batch: 000834 2005438
Components ] Result Requirements
PRIMARY PACKAGING - BATCH MARKING PASS EASILY LEGIBLE
PRIMARY PACKAGING - EXPIRY DATE MARKING PASS REBPEGT CURRENT EXPIRATION LIST
PACKAGING CONTROL
PRODUGT PACKAGING - ASPECT PASS RESPECT CURRENT STANDARD
PRODUCT PACKAGING - TEXT PASS RESPECT CURRENT STANDARD
PRODUGT PACKAGING - BATCH MARKING PASS EASILY LEGIBLE
PRODUCT PACKAGING - MANUFACTURING DATE PASS EASILY LEGIBLE
PRODUCT PACKAGING - EXPIRATION MARKING PASS RESPECT CURRENT EXPIRATION LIST
PROCUCT PACKAGING - BAR CODE PASS EXISTING
LEAFLET PASS RESPECT CURRENT STANDARD
Analysis date: 06-10-2017 Specification; 1008018ZALAIN CREMA 20GR EGIS RUS (geniver: /1)
Status APPROVED 2005438 SERTACONAZOL CR. EGIS RUSO {geniver: 211)
Beatriz Wuest Gimeno

Quality Controf
Electronically generated cerfifiats, valid without signature
00384032 9

Certificado_global FISA_mlrep / v4.1

Fecha impresién / Print cate: OR-01-2018 1220

Page2al2




«®eppep Uutepracnonans, C.A.»
yn. Xyan-Byckanes, 1.9,

08173, Canr-Kyrar-gens-Bansec
BapcenoHa (Mcnauma)

Cepruduxart aHanuaa «®EPPEP MHTEPHACUOHA/D,
C.A»

Marepuan:  3ANTAMH® kpem ons HapyxHoro npumeHenus 20 I EGIS RUSO VT

Kon: 1008019 Cepun:  L002
KonuuecTso: 48500,000 eg. [lata npoussoactea:  19.09.2017
HaknagHan: 0000024926 lopen po: 09-2020
Cepust HepacdhacosanHoro npoaykra; 000831 2005438
Moxkazarenu Pesynorar Creyutbukayua
OU3NKO-XUMAYECKIH KOHTPONB
ONUCAHKE YOOBNETBOPAET EENBIY MAMKWIA KPEM BE3 3ANAXA 1A CO
CNABBIM JATTAXOM XUPA
WOEHTUOUKALMA
WOEHTUPUKALIMA CEPTAKOHA3ONA NONOXUTENEHAR COCTBETCTBYET CTAHAPTY (BXKX)
WAEHTUOUKALIMS HUTPATA NONOXWTENBHAS COOTBETCTBYET CTAHLAPTY {BIKX)
WCNbITAHKA
pH 32 ,_ 25-35
BA3KOCTL 418333 200 000 - 580 000 {cf3)
PA3MEP YACTHL 52 95% YACTULL <= 80 (im)
POACTBEHHBIE NTPUMECH (BIXX)
{1RS}-1-{2,4-AUXTNOPOEHWM)-2-(1 H-MMUOA30N-1- < 0,05 <=0,5(%)
UNSTAHOT: (FI-7001)
(7-XNOP-1-BEH30TUODEH-3-MMN) METAHON; (FI-7011) <(,058 <=0,5 (%)
NKOBASA HEM3BECTHAA NPUMECH <0,05 <=0,1{%)
CYMMA BCEX MPUMECEW! <0,05 <= 1,5 (%)
KONM4YECTBEHHOE ONPELENEHNE {BIXKX)
KONVYECTBEHHOE COREPXAHME CEPTAKOHAZOMA 20 (85-105%) 19 - 21 (mrir)
HATPATA
KONMYECTBEHHOE COJIEPYXAHUE KOHCEPBAHTOB
{(BOXX)
COPEMHOBARA KACNOTA 0,99 (50 - 110%) 0,50 - 1,10 (mr/r)
METWUNNAPABEH 0,99 (80,0 - 110,0%) 0,90~ 1,10 (marir)
MUKPOBHONIOrMYECKAS YWCTOTA
OBLLEE YACNO ASPOBHLIX MUKPOOPTAHU3MOB <10 <= 102 (KOE/T)
OBLIEE COAEPHAHWUE IPOXOKEBBIX U NNECHEBLIX <10 <= 10! (KOEf)
TPUBOB
STAPHYLOCOCCUS AUREUS YOOBNETBOPAET OTCYTCTBYET B 1 r OBPA3LA
PSEUDOMONAS AERUGINOSA YOOBNETBORAET OTCYTCTBYET B 11 OBPA3LIA
KOHTPONb 3ATIONHEHNS . o oEN £33 -
ONWCAHKE MPENAPATA YAOBNETBOPAET CH%EH“A??XE%XOM ){{14?3% AMAXA WINKA CO
MACCA O[JHOW TYBb! 20,0 >=18(r)
CPE[IHAA MACCA (CP. MACC.) 20 >=20(r)
NEPBUYHAR YTAKOBKA ~ BHELUHWM BIA YOOBNETBOPAET COOTBETCTBYET ﬂEﬂCTBVlOmEMV
CTAHOAPTY
NEPBUYHAS YNAKOBKA - THN ANIOMUHMEBBIE TYERI ANOMUHWEBAR TYBA
Hara aHanusa; 06.10.2017 Cneundukaups:  1008019ZALAIN CREMA 20GR EGIS RUS {geniver: 9/1)
Crarye YTBEPXIEHO Iﬂ' ’ﬁ@"{‘;&gﬂ\ﬂﬂfﬂ SERTACONAZOL CR.EGIS RUSO {gen/ver: M)
2) Ny
Beavpuc Bioct Xumeno (Beatriz Wuest Gimeno) \\,;
KOHTpONb KaYecTsa 53 féff?{ ) ,
OnexTpoHHLI cepTudinkar, AeficTBuTeneH 63 NoANUCH el P ;j
500384012 1 ,{\j;:a/

M\
Certificado_giobal_FISA_ml.rap fv.4.1 : _:_,’ggf‘i» ¢ thua2




«®eppep UnTepHacuonans, C.A.»
yn. Myau-Byckanes, 1-9,

‘ 08173, Cant-Kyrar-gens-Bansec
Bapcenoxa (Menanus)

Ceprudpukar avanuasa «@EPPEP MHTEPHACUOHATB,
C.A»

Marepuan:  3AJTAWH® kpem ans HapyxHoro npumesexus 20 I' EGIS RUSO VT

Ko 1008019 Cepus:  L002
Kormyecteo: 48500,000 ep, fara npoussogetsa:  19,09.2017
HaxnagHas: 0000024926 oneH go: 09-2020
Cepus HepacdacosanHoro npogykra: 000831 2005438
MNoxasatenn Pesynetar Creundpurayus
~ TIEPBWGHAS YIAKOBKA - MAPRVIFOBKA CEFIA YIOBIETBOPRET NETKO NPOYMTEIBAETCH
NEPBAYHAR YMAKOBKA — MAPKWPOBKA CPOKA YOOBNETBOPSET COOTBETCTBYET AEACTRYIOUIEMY
FOOHOCTH MEPEYHIO CPOKOB rOGHOCTM
KOHTPOMNb YNAKOBKW
YMAKOBKA MPEMAPATA -~ BREWHMY BUZ YROBNETBOPAET COOTBETCTBYET JEHCTBYIOWEMY
CTAHOAPTY
YMNAKOBKA NPENAPATA - TEKCT YAOBNETBOPAET COOTBETCTBYET AEVICTBYIOWEMY
CTAHAPTY
YNAKOBKA NMPEMAPATA ~ MAPKWPOBKA CEPUMY YOOBMETBOPAET TIETKO NPOYUTLIBAETCA
YIAKOBKA NPEMAPATA - IATA MPOM3BOACTBA YROBMETBOPAET NEFKO NPOYKTEIBAETCH
YINAKOBKA MPEMNAPATA - MAPKMPOBKA CPOKA YOOBAETBOPAET CCOTBETCTBYET AEACTEYIOWEMY
FOOHOCTU FIEPEYHIO CPOKOB FOHOCTH
YMAKOBKA NPENAPATA - LWTPUX-KOL YAOBNETBOPAET UMEETCR
TMCTOK-BKITALBILL YOOBNETBOPAET COOTBETCTBYET JEMCTBYIOLIEMY
CTAHOAPTY
[Nara aHanusa; 06.10.2017 Creundmxauys:  1008019ZALAIN CREMA 20GR EGIS RUS (genfver: 8/1)
Craryc YTBEPXEHO ‘ SERTACONAZOL CR. EGIS RUSO {genfver: 2/1)
Bl
Bearpic Bioct Xumewo (Beatriz Wuest Gimeno) | . ,}\,A(i}\é ferrer \'|
= (B terref
KoHTpons KavecTsa e {c AR &
DnekTponHblil cepruchuxar, AeiticTauteneH Ges noanuc k&, \ y
900384012 1 e

Zeat ceiNBYL
Certificado_global_FISA_ml.rep /v.4.1 et c.2ua2




