TEKJAPAIIUSA O COOTBETCTBUH

NEKJIAPAHT, IPMHUMA O JEKJAPAIIAIO O COOTBETCTBHH
Q00 "DI'HC-PYC”
| 3apezucmpuposano : MedcpaiioHHas UHCHEKYUA GOHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007
Aopec: 121108, 2. Mockea,yi. Heana @panxo ,0.8. Teneqpor:8(495 )223-01-04, paxc:8(495 )223-01-50
B nuye: TenepansHotii Oupexmop Suopenvu Tamau
Jlosepennoe AUYO: Bacunenxo M.H., doeepeHHOCHb P-012 om 07.06.2017 2.
JAMBJISAET, UYTO .
JEKAPCMBEHHOE cpedemeo: 3anaun Kpem QNS HAPYXCHOZ0 NPUMERENUA 26, 20 2, mybbi (1), nauKu KapmoHHLIE,
PY Ne IT NO15678/01 om 20.03.2009 (dama 3amenbl 25.08.2016) awioano 340 "Papmayeemuseckuti 30600
ArUC", cepus MOOI, napmus 48623 ynaxogox, 200eH 00 01.02.2021, npouseodcmea Peppep HumepHacuonai
A.0., Henanusa, Ferrer Internacional S.A., Joan Buscalla, 1-9, 08190 Sant Cugat del Valles, Barcelona, Spain,
k00 OKII/I2 21.20.10.151, k00 TH B3/ 3004900002, xowmpakm Ne RUS 1/08.11.2013 om 08.11.2013, uneouc
No 5450571 om 14.05.2018

COOTBETCTBYET TPEBOBAHUSM
HJJ 42-12976-03 uam. Me 1, 2, uam. Ne 3 om 29.03.2013, uat Mo 3 om 28.06.2013, uzw. Ne 4 om 19.12.2013, uzm. Ned om 19.02.2014, um. e 5.6

JNEKJAPALIAS IPUHATA HA OCHOBAHHH

npomoxon ucnsrmanuii Ne 3102 m om 23.05.2018 HJ1 000 HL] "©APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21J140, Cepmugpuxam POCC ES.®M08.C14521 om 23.05.2018

THSCUEKIAPAITAN 24.05.2018
MﬂEﬁC@T BUTEJLHA [0 01.02.2021
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CBEJIEHUSA O PET'MCTPAIIMU

OPIAH IO CEPTHOUKAIINHA, 3APEFHCTPHPOBABH1HI/’I JIEKJIAPA[IHIO

RA.RU.11®M08 OPI'AH 11O CEPTHOHKALIMH ITPOAYKIIHH OBIECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

aopec Op2aHu3aAyUY; 115280, 2. Mocksa, ya. Macmepxoga, 0. 4, sm. 5, nom. I, kom. 1, adpec opaana no
cepmugpurxayuu: 115280, POCCHS, z0pod Mocksa, yn. Macmepkoed, . 4, am. 5., men.:(495)788-02-88, aed-
catim: oyxK.pep.

,HEKJIPAI,I,}([H O COOTBETCTBHHA 3APECTHCTPUPOBAHA N2 POCC ES.®M08./101733
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A Favrar irfgmacionzi SA.

i G Joan Buscalia 19

bt O 04173 Sent Cugat del Vales
R Barcelona - Espefia / Spain

CERTIFICATE OF RELEASE AND GMP COMPLIANCE

Products  ZALAIN® cream for exiemal use 20 G EGIS RUSO VT

(Code: 1008019 e S
| Batch: MOO1 B - |
fyg}i;;;}%éé};;{;fg'&;'g;?'"“3;55515?5?5”“‘”“”“""‘""””“ “Toelivery: rrererr

" Bupiry date: 02-2021 %Amcun?! 48624,000 UN

"Release date: os032018 V o 1
@Emmcmon STATEMENT: ) ;

|
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging/tabelling 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 i
importing country or product specification file for investigational Medicinal Products. The batch processing, *
packaging and analysis records were reviewed and found to be in compliance with GMP

%

Ceriif. GMP compliance: NCF/1718/001/CAT 1
i T preiierys e p————— e pain s g —— pioas s sl M_..Z,“:i
[ Release notes { Comments: 1
MANL: il N 015678101 ;

|

This certficate has besn electronically approved by the Laboratory Information Maragement System. This is a printed copy of the data
electronicaily signed, that contains this system. Valid without handwritten signature.

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

Bealiz Wuest Gimeno Mireia Mufioz F. Javier Texido

050312018 10:19 01/03/2018 09:35 05/03/2018 10:59

Cenficada_tborscion_fisa_mirap/ 3.7 (GMP Tipo 1) Pag 1 de 1




ferrer

Certificate of analysis

Earrer intemacional SA

! Juan Buscals -9

05173 Sant Cugat del Valies
Garcelona - Eepaha / Spain

FERRER INTERNACIONAL, S.A.

‘Material.  ZALAIN® cream for external use 20 G EGIS RUSC VT
- Code: 1008019 Batch: Mgﬂi
Amount: 48624000 UN Manufacturing date: 13-02-2018
Delivery 0000026458 Expiry date: 02-202
Semi finished baich: 000886 2005438
Components e Result . Requirements
PHYSICAL-CHEMICAL CONTROL
APPEARANCE PASE SEMILSOLID WHITE CREAM WITHOUT OR WITH
A FAINT FATTY ODOUR
IDENTIFICATION
SERTACONAZOLE IDENTIFICATION POSITIVE RESPECT STANDARD BY HPLC
NITRATE IDENTIFICATION POSITIVE RESPECT STANDARD BY HPLC
TESTS
pH 33 258-35
VISCOSITY 285333 200000 - 580006 (cps)
PARTICLE SIZE 1) 95% OF PARTICLES <= 80 {um)
RELATED SUBSTANCES {HPLC)
[1RS} 12 4-DICHLORGPHENYL}2-{1H-MIDAZOL-1- <008 <= 0.5 (%}
YLETHANOL. (FL7001}
[?—CHLORO~%-SENZ(}T}HDPHEN»}YL} METHANOL: (F1-701Y) <005 <= 05 (%)
ANY UNKNOWHN IMPURTTY <30S <=0.1 (%}
TOTAL IMPURITIES <105 <z 15{(%)
ASSAY {(HPLC!
SERTACONAZOLE NITRATE ASSAY 20 {95-105%) 19- 11 {mg/a)
PRESERVATIVES ASSAY {HPLC)
SORBIC ACID 097 (50-110%) 0.50 - 1.10 (maig)
METHYLPARABEN 097 {9001 10.0%)0.90 - 1. 10 {mgiq)
MICROBIOLOGICAL CONTROL
TOTAL AEROBIC MICROBIAL COUNT <10 <= 107 {chufg)
TOTAL COMBINED YEASTSMOULDS COUNT <il <= 10" {chiig)
STAPHYLOCOCCUS AUREUS PASS ABSENCE IN g SAMPLE
PSEUDOMONAS AERUGINOSA PASS ARSENCE N g SAMPLE
FILLING CONTROL
APPEARANCE OF PRODUCT PASS SEMLSOLID WHITE CREAM WITHOUT OR WITH
AFAINT FATTY CDOUR
INDIVIDUAL WEIGHT 21 »=18{g)
AVERAGE WEIGHT (AV. W} 28 >= 20 {g)
PRIMARY PACKAGING - ASPECT PASS RESPECT CURRENT STANDARD
PRIMARY PACKAGING - TYPE ALUMINUM TUBES ALUMINIUM TUBE
Analysis date: 05-03-2018 Specification: 1008019ZALAIN CREMA 20GR EGIS RUS (geniver: 9/1)
Status APPROVED 2005438 SERTACONAZOL CR. EGIS RUSO (geniver: 211}

Beatriz Wuest Gimeno

Quaiity Control

Eictronicaty genarated certficaie, vakd without signature
003971488 1

Certificado_global FISA mirep Ivdi

Facha impresion | Print data’ a7-03-2018 0750

Pags 10f2




ferrer

Materiai: *JALAING cream for extoral use 20 G EGIS RUSO VT

Certificate of analysis

Code:. 1008018
Amount: 48624000 UN
Delivery: 0000026458

‘Semifished bach: 000866 200543

Componerts - .
PRIVARY PACKAGING - BATCH MARKING
PRIMARY PACKAGING - EXPIRY DATE MARKING

PACKAGING CONTROL
PRODUCT PACKAGING - ASPECT
PRODUCT PACKAGING - TEXT
PRODUCT PACKAGING - BATCH MARKING
PRODUCT PACKAGING - MANUFACTURING DATE
PRODUCT PACKAGING - EXPIRATION MARKING
PRODUCT PACKAGING - BAR CODE

LEAFLET
Analysis date: 05-03-2018
Status APPROVED

Beatriz Wuest Gimeno
Quality Control

Elavtronivaly generated cerificae. vahd without signawie

GUgaGTIRg 1

Cedificado_qisbal FiSA mirep | vil

8

Result

PASS
PAGS

PASS
PASS
PASS
PASS
PASS
PASS
PASS

Specification:

e anafacturng date:  13:02-2018
Expiry date: 02-2021

Gt joan B }
8172 Sant Cugat et Vaies
Garcalona - Espafie / Spain

EERRER INTERNACIONAL, S.A.

Batch: MOOY

R

Requirements

EASILY LEGIBLE
RESPECT CURRENT EXPIRATION LIST

RESPECT CURRENT STANDARD
RESPECT CURRENT STANDARD
EASHLY LEGIBLE

EASILY LEGIBLE

RESPECT CURRENT EXPIRATICN LIST
EXISTING

RESPECT CURRENT STANDARD

1508019ZALAIN CREMA 20GR £6IS RUS (geniver 9/1)
2005438 SERTACONAZOL CR. £GIS RUSO {genfver: 21

Facha impresion 1 Pt date 57032018 07.50

Page Zof 2




a@eppep HnTepHacHohane, C.Ax»

ferrer

Ceprudukar aHanmaa

yn. Xyan-Bycxansn, 1-9,
08173, Canv-Kyrar-nens-Bansec
BapcenoHa {Acnanmns)

«DEPPEP MHTEPHACUOHAID,

CAn»
Marepuan:  3ATTAMH® kpem ans HapyxHoro npumenenus 20 M EGIS RUSO VT
Kon: 1008019 Cepust.  MOO1
KOrmecTso. 48624,000 en, [iata npouasoAcTea: 13-02.2018
HaknagHas. 0000026458 Togex oo (02-2021
Cepus HepactiacoBaHHOro NPoaykTa. 000866 2005438
Nokazarenu Peaynerar Creyutburauus
QRQKKO-XHN!%‘«!EC!{W! KOHTPONL
OfMCAHVE YOOBRETBOPAET BEMbI METKAY KPEM BE3 ANAXA ANW CO
ClIABLIM 3ATIAXOM MUPA
WAEHTHOUKALMA
VAEHTHOMKALIA CEPTAKCHA3CNA NONOMATENBHAR COOTRETCTBYET CTAHOAPTY (BIHK]
WOEHTHOUKALIMA HATPATA MONOKUTENBHARA COOTBETCTBYET CTAHLAPTY (BIXX)
WCTILITAHWA
pH 33 25-35
BASKOCTL 288333 200 000 ~ 580 000 {3
PASMEP UACTUY 80 85% YACTULL <= 80 {mem}
POJCTBEHHBIE MPUMECH (BIXX)
{%RS}A-{ZA*&%}(EOP@EH%R}—&{1H~H§WJIA30T¥-1~ <008 <= 0,5 (%)
WMBTAKOR: (F-7001)
(7-XNOP-1-BEHSOTHO®EH-3-UMI) METAHON: {FI-7011) <005 <= 0,5 (%)
MIOBAR HEXIBECTHAS NPUMECE <008 <= 0,1 (%)
CYMMA BCEX TIPUMECEH <008 <= 15{%)
KONWYECTBENHOE ONPERENEHUE (B3XX)
KONWMECTBEHHOE COOEPKAHUE CEPTAKOHAIONA 20 {95-105%) 19 - 21 {wri7)
HWTPATA
KOMWYECTBERHOE COREPKAHUE KOHCEPBAHTOB
(BIXX)
COPBIHOBAR KUCNOTA 0397 {50~ 110%} 0 5C - 1,10 {arlr}
METWITAPABEH 087 (90,0 - 110.0%) 0,90 - 1,10 {wrr)
MUKPOEVONOMUUECKASR YACTOTA
OBWEE “WACNC ASPOBHBIX MAKPOOPTAHKIMOB <10 «= 102 (KOst}
?gmgge COREPKAHVE [APOXKEBBIX 1 MNECHEBBIX <40 <= 107 (KOEN)
“
STAPHYLOCOCCUS AUREUS VOOBNETBOPAET OTCYTCTRYET B 11 OBPASLA
PSEUDOMONAS AERUGINOSA YAOBNETBOPAET OTCYTCTBYETB1r OBPASLA
KOHTPONL ANOAHEHUA
OMUCAHUE TIPETNAPATA YOOBRETBOPRET SENbIVE MATKAV KPEM BES 3ANAXA Wnu co
CNABBIM SATAXOM HAPA
MACCA OIHOW TYBRI 204 >= 181)
CPEHSIR MACCA (CP. MACC) 2 5= 30 {7}
MEPBKYHAR YNAKOBKA - BHELUHAV BiAD VAOBRETBOPAET COOTBETCTBYET [EACTBYIOUEMY
CTAHOAPTY
[EPBALHAR YTAKOBKA - TAN AMOMUHMEBBIE TYBb ATIOMUHUEBAR TYBA
[lara anannaa: 0503-2018 Creunduaus: 100801 3ZALAIN CREMA 20GR EGIS RUS (geniver: 9/1)
Craryc YTBEPKIEHO T 9005438 SERTACONAZOL CR{EGIS RUSO (geniver: 211)
Bearpuc Broct Xumeno (Beatriz Wuest Gimeno) { s - A
KOHTpONb K24eCTBa 2
JneKTROHLE ceprudukaT, geAcTevTentH Ge3 noAMTACH '
G00384012 1

Centificado_global_FISA_mirep /v4.!

c.im?




a@eppep UnTepHacHoHans, CA.»
yi. Kyan-Byckanes, 1-8,

i 08173, Canr-Kyrat-aens-Bansec
- Baprenona (Henauns)

CepTudbmkar aHanusa «DEPPEP UHTEPHACUOHATD,
C.A»

Matepuan,  3ATTAVH® kpem Ana HapyxHoro npumenenus 20 I EGIS RUSO VT

Koa: 1008019 Cepus:  MOOD1
Konu4ecTeo: 48624000 eg. [lara npowasonciea:  13-02-2018
HaknagHan 0000026458 l'onex ao: 02-2021
Cepus Hepacthacosansore npoaykta; 000866 2005438
okazavens Pesynbrar Creynduxaiun
FEPBUHAS YIAKDBKA - MAPKVPOBKA CEPMK YAOENETBOPHET NETKO NPOYATH BAETCH
MECBUYHAS YITAKOBKA ~ MAPKMPOBKA CPOKA YAOBINETBOPAET COOTBETCTRYET &E?}CTBY}OMEM?
rOAHOCTH NEPEYHIO CPOKOB FOOHOCT
KOHTPONL YNAKOBKK
YIIAKOBKA NPEMAPATA — BHELHWA B[ VIORNETBUPAET COOTBETCTBYET QEACTBYIGWEMY
CTAHNAPTY
YIAKOBKA NPENAPATA - TEKCT YOOBNETBOPAET COOTBETCTRYET JEACTEVIOUEMY
CTAHDAPTY
YIAKOBKA MPENAPATA - MAPKUPOBKA CEPUA YAOBNETBOPAET NEFKO NPOYATBIBAETCR
YIIAKORBKA NPENAPATA - JATA NPOU3BOLCTBA YOOBNETBOPRET NETKO NPOYATBIBAETCH
YIAKORKA NPENAPATA - MAPKMPOBKA CPOKA YOBNETBORAET COOTEETCTBYET BEACTBYIOUEMY
FONHOCTA NEPEYHID CROKOR MOaHOCTH
YIAKOBKA NPEMAPATA ~ WTPHAKOD YOOBNETBOPAET WMEETCR
MMCTOK-BKNALBILL YOOBNETBOPHET COOTBETCTRYET AEVCTEYIOWEMY
CTAHIAPTY
[lara asanuaa: (6-03-2018 Creusdurauun.  1008019ZALAIN CREMA 20GREGIS RUS (geniver: 911
Cramye YTBEPHIEHD ) 205438 SEITACONAZOL CR EGIS RUSD (geniver: 2/1)

Bearpuc Bioct Xumena (Beatriz Wuest Gimeno}

Konrpons xavecTea i
Snexrpoussil cepTdukar, AslicTBITENEH BR3 NOANNCH

8003840121
Ceriificado_glcbal_FISA mirep/v41 ' 2wl



