MHHHCTEPCTBO l'lPOMbllUJ\EHHOCTH H TOPI'OBJ\H
POCCHICKOU ®EJEPALIMU

3AKJIIOYEHUE
0 COOTBETCTBHH NPOM3BOAHTES (HHOCTPAHHOTO NPOH3BOAHTEISE)
JIEKAPCTBEHHBIX CPEACTB IR MEXHUMHCKOro NPHMEHEHHS TP¢GOBAHUAM
TIpaBun HajJiexamel NPOU3BOACTBEHHOMN NPAKTAKE

GMP-00892/18/IN

Mﬁﬂncrepmo TIPOMBIIIEHHOCTH U ToproBiau  Poccuiickoli  denepanun
NIOJTBEPIKIAET, UTO ’
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'Haxozmmnﬁca 110 aApecy

Caﬂo(pu Xayc, CTC Ne 117-B, JIuT busnec ITapx, Caxu Buxap Poygz, l’loBau,
MyMGan, 400 072, Unnus,

OCYHIECTRILTIONMI  TIPOU3BOJICTBO JIEKADCTBGHHBIX CPEICTB /UTS  METMUHMHCKOrO
TPUMEHCHHUS 10 azpecy '

3HxL166 Orukanc IIBT. JITA., yuyactok NeC-1, npoMBIUNICHHas 30Ha Mazutaﬁ,
Magkanm, IToct Mapaon, ITonna, Foa-403 404, nnus,

Npoliie]l MHCIEKTUPOBAaHHWE B PaMKaX JIMLEH3HOHHOTO KOHTPONS Ha COONIONEHMe
JUANEH3MOHHEIX TPeGOBaHUil NPH OCYUIECTBICHMH NESTENBHOCTU MO IPOU3BOCTBY.
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHH C JIMLICH3MEH OT FripiRaRer Ne SR
B COOTBETCTBMM  C  3aKOHOJAaTelbCTBOM ~ Poccuiickoi ﬂcbenepaunu unu
npolies WHCTEKTHPOBAHHWE B YacTH DErUC OHHOT'O(-BIX) YJOCTOBEPEHUs( -1k

Ka3BIBAIONIEro(-1X) TPOU3BOIUTENEH, DACTIONOKEHHEIX 32 IPE eﬁamu' Poccutickoit
Denepauny, B COOTBEICTBMM € TpeGOBaHMAMM IIpamm - Ha/lnesKanmed
NpOH3BOJCTBEHHON MPAKTHKH, YTBEDKACHHbIX  IPHUKA30M - Mmmcrepc'ma
NPOMBILIEHHOCTH ¥ TOprosiiu Poccuiickoit denepauuu ot 14 miomsn 2 2013 T. Ne 916.
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CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE
GUIDELINES
THE NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP. 206
Certificate No. 030/GMP/2019

Name of the facility :  Encube Ethicals Pvt. Limited

Physical address : Plot no. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa-403404, India.

On the basis of the inspection carried out on 29t and 30t November 2018, it is certified that
the facility indicated on this certificate complies with Good Manufacturing Practice for dosage
forms listed in the Table below:

No | Dosage form Category
1. | Topical semi solid preparations (creams, gels, ointments Non-Beta Lactam
and lotions)

The responsibility for the quality of the individual batches of the pharmaceutical Products

manufactured lies with the manufacturer.

This certificate remains valid until 30" November 2021. It becomes invalid if the activities
and/or categories certified herewith are changed or if the facility is no longer considered to

be in compliance with GMP.

Issue Date: 04 February, 2019.

NATIONAL DRUG AUTHORITY
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PLOT 46 - 48, LUMUMBA AVENUE
P. 0, BOX 23096, KAMPALA

avid Nahamya
DIRECTOR, INSPECTORATE AND ENFORCEMENT

b

JEPKABHA CJIYKBA YKPATHM 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH

(Jepsxiikeirysx6a)
LA b ROl gc»///vo// B

BHCHOBOK
0/10 TMiITBep/sKeHHs BiANOBIHOCTI YMOB BHPOGHHITBA JIiKaPCHKUX 32c00iB
BHUMOI'aM HaJ1€KHOI BUPOOHUYOT NPAKTHKH

Ha mingcrasi posrasmy 3assu Big 15.11.2018 Ne 540/2018/nr/v Opranocun Jlakd
Caencus IIsr. JITa., [Hmis, MOKyMEHTIB, IO JONAIOTBCS JIO Hel, Ta, BPaxOBYHOUYM
MO3UTUBHI pe3ylbTaTd [POBEACHOI CIIeliaNi3oBaHOl eKCHepTU3d (eKCrepTHAN
BUCHOBOK Bij 21.12.2018 Ne 540/2018/nr/v), Ceprudikar BiAmoBiaHOCTI BUpOOHULITBA
nikapeekux 3aco6is Bumoram GMP Ne 2018/HPF/PT/008 six 04.10.2018, Bupanuit
French National Agency for Medicines and Health Products Safety (ANSM), ®panis,
Bupobuuky Enx’106 Etikans paiisir Jliviten (Encube Ethicals Private Limited),
3a afpecor Micus mposamkeHHs gisubHOcTi: JdineHuns Ne C-1, Maaxaiim
Innacrpian Ecreiit, Majkaiim, Iloct Mapaoa, Ilonna, Foa — 403 404, Inais (Plot
No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa — 403
404, India), crpoxom aii - mo 10.11.2020, BBaXkaeTbCs TaKuM, MO HiATBEPIKYE
BiJIMOBiAHICTS BUPOOHULITBA JIIKAPCHKUX 3ac001B YuHHMM B YKpaini Bumoram GMP.

Jlist bOTO BECHOBKY PO3MOBCIOZKYETHCS Ha Taki GOPMHU JIIKapChKuX 3acobiB, AK:
1 BUPOBHUHI OITEPALT
1.2 HectepunsHi MpOXyKTH
1.2.1 Hecrepuipai npoykTH (Iepelik Jikapchkux popm)
1.2.1.5 PinuHU 1UIs 30BHIIIHBOTO 3aCTOCYBaHHS
1.2.1.11 M’sixi
1.2.2 Ceprudikaris cepiit
1.5 IlakyBaHHA
1.5.1 IlepBrHHE IaKyBaHHs
1.5.1.5 PiguHu A1 30BHILIHBOTO 3aCTOCYBaHHS
1.5.1.11 M’sixi
1.5.2 BropuHnHe naKyBaHHs
1.6 BunpoOyBaHHs KOHTPOITIO SIKOCTi
1.6.2 Mikpo6iosiorigsi: Mikpo6ionoriyHa 4ucToTa
1.6.3 ®iznuHi/ximivHI

Ilepenix nmikapchbkux 3aco6iB, mo BupobustoTsest BUpobHHKOM EnK’106 Etikans
Ipaiisit Jlimites (Encube Ethicals Private Limited) 3a anpecoro mMicus mpoBamKeHHs
nmismbHocTi: Jimeruns Ne C-1, Maakaim Ianactpian Ecteifr, MaaxaiiM, Iloct
Mappon, [Tonna, ['oa — 403 404, IHmﬂ (Plot No C-1, Madkalm Industrial Estate,
Madkaim, Post Mardol, Ponda, =
BHCHOBKY 1 € #Or0 HeBiT'eMH

B.o. T'osoBu P. Icaenko

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

{2
By Royal Charter

This is to certify that: Encube Ethicals Pvt. Ltd.
C-1, Madkaim Industrial Estate
Madkaim, Post Mardol
Ponda
Goa 403 404
India

Holds Certificate No: FM 560311
and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

The Manufacture of Topical Preparations viz. Creams, Ointments, Gels, Lotions & Solutions.

For and on behalf of BSI:

Chris Cheung, Head of Compliance & Risk - Asia Pacific

Original Registration Date: 2010-05-07 Effective Date: 2018-09-11
Latest Revision Date: 2018-09-11 Expiry Date: 2021-09-10
Page: 1 of 1

SOILEO G ..making excellence a habit”

MANAGEMENT SYSTEMS
CERTIFICATION BODY.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +91 11 2692 9000,

Further clarifications regarding the scope of this certificate and the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization.
This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
A Member of the BSI Group of Companies.

bsi.
Certificate of Registration

ENVIRONMENTAL MANAGEMENT SYSTEM - ISO 14001:2015

By Royal Charter

This is to certify that: Encube Ethicals Pvt. Ltd.
C-1, Madkaim Industrial Estate
Madkaim
Post: Mardol
Ponda 403 404
Goa
India

Holds Certificate No: EMS 612122
and operates an Environmental Management System which complies with the requirements of ISO 14001:2015 for
the following scope:

The Manufacture of Topical Preparations viz. Creams, Ointments, Gels, Lotions & Solutions.

For and on behalf of BSI:

Chris Cheung, Head of Compliance & Risk - Asia Pacific

Original Registration Date: 2014-12-31 Effective Date: 2017-12-14
Latest Revision Date: 2018-09-11 Expiry Date: 2020-12-13
Page: 1 of 1
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MANAGEMENT SYSTEMS
CERTIFICATION BODY.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +91 11 2692 9000,

Further clarifications regarding the scope of this certificate and the applicability of ISO 14001:2015 requirements may be obtained by consulting the organization.
This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



