Central Drugs Standard Contol Organisation
Uirectorate General of Heaith Services
Ministry of Haalth & Family Walfare

Food and Drug Administration Bhawan
Kotla Road. New Delhi-110002

No, 7-5013EUMNC-0169 Dated 2 § JUR 2013

Te
Mis. Avik Pharmaceuucal Limitad
A-17, 1* Phase GIDC,
Vapl-386 195, Valsad, Gujarat, india

4

SUEL- Wrilten Confinmation of Mis. Avik Pharmaceutical Lunited, A-17, 1* Phaso
GIDC, Vapl-256 195, Valsad, Gujarat, Indla, as per requirement of EU for import of
active substancos imported Into the European Union (EU) for medicinal products
for human use, in accordance with Article 46b(2){b} of Directive 2001/B3/EC fram
lnidia-Reg.
'-_:?'li N

Please refer 10 your appicaton submilted o GDECT, Almedabad Zone cifice
and the pecommendation recewed from DDC), Ahmedabad Zone, on the abuve noted
subject

Wiiten Confirmation a3 reguired for active substances mponed o the
Eurcpesan Umbn (EU} for medicinal products for human use, in accordance with Articie
ABZ2H D) of Direclive 20073/EC from India 18 herewith granted subject ta the following
CoNgGlions -

1 Tne Acive Phamaceulical Ingredients shall conlitm to Good Manufactunng
Practices meptioned (v the EU directives or other equevalent (GMP of WHOACH
Q7

[

The manulaciuier 18 sulject to reguiar, strict and fransparest controle and (o the
effective enforcement of Good Manufacturing Praclice, inclugding repeated and
unannounced Inspectiong. S0 as to ensure B protection of poblc nealth
gguivalent to thal i the EU

3 The manutsclurer s required to follow the Cuidance document tor Issue of
Vitten Confinmation as issusd by COSCO

4. Wniten Confimmation shall be produced by the Authorized Exportsl as and when
reguired by the Orug Regulatory Authonty

on

The Vimen Confirmation will be withdrawn in the events of non compliance of
Standards



4 This Written Confirmaton, umess i 5 sooner suspendad o r cancelled, shail be
vaid for @ period of thres years

in the evant of any Non Complancs observed during mspéciions conducted by
Locai or Imtemational Orug Authontiss, \he same shall be forwarded Lo this office
within 7 days of receipt of repornt

& i the evant of sy drug found not of standard quality. the same shail be reported

i this office within 7 days of recapt of repont.

Picase note that Walten Confirnation issued s lable fo ge suspended ¢
cancelied. if any of the condwions stipulated above are not compiad with of in case of

viglation of e provisions of the Drugs & Cosmetics Acl, 1840 and the Rules themeunder
45 the case may be £

Please acknowledge the recagl

Yours faithtuily,

?

\
{Or. G. N Singh)
Brugs Controlier General (india)
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1. Name and address of site! Mis. Avik Pharmaceatics! Lisited
AUT_ 1Y Phase GIOC,
Vap-386 195 Vaisad Gujarat india

2. Manulacturers licence number G/424

Hegaraing he manuiaciunng plant under (1) of he foliowing Active substanceds) expomed 1o
Wﬁummﬁmfnjmm

As per List enclosed as Annexire-1
Tha ssuing Reguistony Authomy hereby conlirms that

The siandgards of good manufaciuning praclice apphcable 1o the manulactunng piant are at igast
equvalant 16 1hoss 1aid down in the EUt= GMP of WHOIGH QT

The manufaciunng piant 16 subject 10 regular. sthet and transpasent controls and (o the affective

enfgroament of good manulactuning practice, including repeated and unannounted INSpECtony.
mntumammdpmmawmummmmm and

Ini the svent of fncings relating to non-comphancs. infarmation on such findings » suppied by
T EaporEng mm,mmmmmmsu

~

Date of Inspection of the plant. 177 August 2011
The Written Confirmation remains vahid unth 02 July, 2016
The authenticity of this writiert confemation may be venfied with the issuing regulatory authonty

Trig waitien confimanion i without préudics 10 the responsbities of the manufacturer 1o
ensune the quanty of Ihe medicinal product in accordance with Dirsctive 200183EC.

Address of the issuing reguiatory authority. Gentral Drugs Standard Control Organisation
FOA Bhawan, Kotla Road,
Mew Deliv- 110 002, India

NMame and function of responsible person:  Or &GN Singh,
Drugs Cantrojier General (india)

Evmail: JodBmcn,
Telephone 6. ~91-11-23236985
Fax no.. +91-T1-23236873



, MINISTRY OF HEALTH & FAMILY WELFARE gis: g o Annexure-1
Gormral Drugs Standard Gontral Organization CERTIFICATE NO. - WC-0168

mmmmwwmhmmmmmmmwhm
products for humen use, in sccordance with Articls 38b{2){b} of Dirvative 2001/E3E

T-Nameand address of site:  Mis. Avik al Limiled
A7, t"ﬁtm{ﬂm
Vapi-356 185, Vaisao, Gujarat, ingia.

List gt APls!
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Central Drugs Standard Control Organisation
Directomate General of Health Services
Ministry of Health & Family Weifare

Food and Drug Administration Bhawan
Kotla Road, New Dslhl-110002

No.' 7-5/2013/EUANC-0169 Dated (i Aos il
To

Mis. Avik Pharmaceutical Limitad,
A-1/7, 1* Phase GIDC,
Vapi-396 195, Valsad, Gujaral, india

SUB:- Written Conﬁrmation( of Mis. Avik Pharmaceutical Limited, A-1/7, 1 Phase
GIDC, Vapl-386 195, Valsad, Gujarat, India, as per requirement of EU for import of
actlive substances imported into the European Union (EU) for medicinal products
for human use, in accordance with Article 48b{2}(b) of Directive 2001/83/EC from
India-Reg.

S,

Please reter o your appiication submitted to CDSCO, Ahmedabad Zone office and
the recommendaton received from DDC(l). Ahmecabad Zone. on tha above nated
subject

Witten Contirmation as required for active substances imporied inlo the Eurcpean
Union (EU) for medicing! products for human use. in accordance with Article 46b(2)(b) of
Direclive 200%/83/EC from India is hwrewilh granted subject to tne foilowing conditions -

1 The Achve Pharmaceutical Ingredients shall confirm to Good Manufactuting
Practices mentioned In the EU directves or other equivalant (GMP of WHQ/ICH
Q7)

2. The manufacturer ss sulyect 1o fegular. stncl and Wansparent controls and 1o the
effecuve enforcement of Good Manulacluting Pracbce. including repeated and
unannounced INspections, o as 10 ensura a prolestion of public health equivalent
1o thal in the EU.

3. The manufacturer s required to loilow the Guidance documens for 1ssue of Watten
Confirrnation as issued by COSCO

4. Wnltenn Confirmaton shall be produced by the Authodzed Exporter as ang wien
regured by the Drug Regulatory Autharity.

5 The Writen Con&rmation will T8 withdrawn in the events of nen compliance of
Stangarads

6. This Wniten Canfirmation, untess i i3 s00ner suspendsd o  cancelled, shall be
valid for a penod of three years

— - o



7 in the evenl of any Non Compuance observed dunng inspections conducted by
Local or International Drug Authorities. the same shall be forwarded to thig office
within 7 days of receip} of repan

8 Inthe evenl of any drug found net of standard quanty, the same shall be reponted (o
this office wiihin 7 days of recep! of report,

Pizase note that Written Confirmation issued is liabie to be suspendsed / cancelied.
it any of the conditions stipulated abave are not compliad with o7 in case of violation of the
provisions of the Orugs & Cosmetes Act. 1840 and the Rules thereunder as the case may
be .

Please acknowledgs the recalpl.

| Annexure Mo. | jo of Products | Dale of issue | Valid Upto |
1 y‘-__@-d { 28/06/2013 ' 02/07/2016

g g ¢ 70lB2K772016

Yours faithfully,

Drugs Controllor Gan (Indin)

—



Annexire-2
GOVERNMENT OF INDIA
MINISTRY OF HEALTH & FAMILY WELFARE WwC-0168
Central Drugs Standard Control Organization CERTIFICATE. NO. ;

Written confirmation for active subatances imported inte the European Unioo (EU) tor medicinal
praducts for human use, in accordance with Articts 46b{2)(b) of Direclive 2001/83/EG

1. Name and address of site; M/s. Avik Phiarmaceulcal Limited
- A-1{7, 1" Phase GIOC,
Vap-306 195, Valsad, Gujaral, India,

List of APIs:

's.» No ! Actm su lmmgg{- 8} | Acl_“_g{las] 3

Eec{nmalhamne Dipropionate (BP/EPAJSP] | Manufaciuing & Packing

T Hetamethasone Vajarate (BR/EP/USP) Manufacturing & Packing |

T Clobetasol Propioriate (EP) Manoufaciuring & Packing

[ Prednisolone Sodsim thpmam & (BP/EP/USP) | Manufacluring & Packing

| Triamanaione (BP/EPL Manufectuning & Packing
“ﬁms; Five (05) ONLY

The Written Confirmation remains valid untll. 42" Jyly, 2018

Sgnatvne
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