F. No, ?-5!2013!EUMC-0135
Guvernment of India
Directorate General of Health Services
Cantral Drugs Standard Control Crganisation
{internationg| Cell)

FDA Bhawan, Kotia Road
New Dalhi-ﬂﬂnuz

Pated: 04 OCT 208
To

M/s Dishman Carbogan Amcig Limited,,

Survey No.47,48 paik; sub Plot No.1,

Village Lodariyail, Ta) -Sanand,

Dist - Abmeda had-aszzzn,

Gujarat, India,

SUB: Writton Confirmation of M/s Dishman Carbogen Amcig Limited., Survey
No.47, 48 Paikl sub Plot Nu.1.ViIiaga~ Lodariyal,TaIﬁanand. Dist Ahmedabag-
382220, Gujarat, India as per requirement of EU for Import of active Substances
importad into the Eurapean Union {EU)} for medicinal prodycts for human use, in
Accordance with Article 46b{2)(b) of Directive 200M/83/EC from india-reg,

Sir,
 Please refsr to your application submitted tn COSCo, Ahmedabad Zone and the
recommendation received from DpC (). Abmedabad zone ©en the above noted subject.

Written Confirmation a5 fequired for active substances imported into the
European Unign (EU} for medicinal prodyets for human use, in accordance with Articia
46b({2)(b} of Diractive 2001/8%/EC from India is herawith granted subject to the foliowing
conditions:-

L The Active Pharmaceutical Ingredients shaj confirm to Good Manufacturfng
Practices mentioned in the Ey directives or other equivalent {GMP of WHO/CH

Q7).

2. The manufacturer ig Subject to regular, sirict and transparent controls ard to the
effective enforcement of Good Manufacturing Practice, ncluding repeated and
unannounced inspections, so asg 10 ensure a profection of pubiic health
equivalent to that in the EL.

3 The Manufacturer i required to follow the Guidance document for lssue of
Written Confirmation as issued by CDSCO.

4. Written Confimation shail be produced by the Authorize Exporter as and when
required by the Drug Reguiatory Authority,

3. The Written Confirmation wili pg withdrawn in the evants of nan-compliance of
Standards.

6. This Written Confirmation, unless it is sooner Suspended or cancelled, shall ba
valid for a pericd of three years,




—_— TremSee L

7. In the event of any Non-Compliance observed during inspections conducted by
Local or Internationa Drug Authorities, the same shall be forwarded to this office
within 7 gays of receipt of repart,

8. In the event of any drug found net of standarg quality, the samea shail be reparteqd
to this pifice within 7 days of receipt of report.

Annexure Ng. No. of Products Dats of Issyg Valid upte
-I- 22 22.07 2019 21.07.2022
_E_ 08 22.07.2019 21.07.2022

[ |

Yours falthfuliy,

Vi

(Pr.v. G. Somani)
Drugs Controller General {india)
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Annexure-03
WC-0135 %
MINISTRY OF HEALTH 3 FAMILY WELFARE :'-‘.

GOVERNMENT OF (NDI&,

=== Central Drugs Standard Contro] Organization CERTIFICATE NO, :

Written confirmation for active substances imported Into the European Union (EV) for medicinal
preducts for human usa, in accordance with Article 46b{2}(b) of Directive 2001/83/EC

t. Name and address of site: M/s Dishman Carbogen Amcis Limlted.,
Survey No.47, 48, Paiki sub Piot No.1, wl
Village Lodariyal, Taf Sanand,
Dist Ahmedabad-382220,

List of AFls:

Gujarat, Indla. L

| SLNo. [ Name of the Active Substances

Activitia{s) ]

Aripiprazole IH

Manufacturing and Packing

Benzocaine BRP/USP/Ph Eor

Manufacturing and Packing

Cetirizine Hydrochloride BP/USP/Ph.Eur

Manufacturing and Packing

Desloratadine iH

Manufacturing and Packing

Fluvastatin sodium USP

Manufacturing and Packing

Linezolid [H

Manufacturing and Packing

Quetizpine Fumarate (H

Manufacturing and Packing

|~ o 1| ] 13| |

Vr::r'rc._onaznle iH

| Manufacturing and Packing

ITEM(S} Eiant {08] Only

The Written Confirmation rermains valid until: 21.07.2022

Signafure \J e

e

Ol {mn ‘7/

Stamp af the

i Mt Lo
e ﬁ.'ﬁm ‘-f L N
S

L, .
o -,
¢ 1--..!{{-5:_!:;-_ iy
|ﬂ'l =) |
-’ ..

- )

& Al
rity and date

R

e

it i
WA U.,-/"/




S Y S o
Annexure-D4
GOVERNMENT OF INDIA WC-0135
H ILY F
MINISTRY OF HEALTH & FAMILY WELFARE CERTIFICATE NO. :

vow. Centrai Drugs Standard Control Organlzation

Writtan confirmation for active substances imperted into the European Unlon (EU) for medicinal
products for human use, in accordance with Article 46b{2){b) of Directive 2001/83/EC

1. Nama and address of site: M/s Dishman Carbogen Amcis Ltd.,
Survey No.47,48,Paiki sub Plot No.1,
Lodariyal, Sanand,

J Ahmaedabad-382220,
J Gujarat, India
List of AP|s;

|] SL No. [ Name of the Active substance(s) Activitie{s)
{' i Niraparib Tosylate Monohydrate |H Manufacturing & Packing |
| 'z ' Dihvdrotachysterol IH Manufacturing & Packing |
i ITEM(S} Two (02) Only
1 This certificate is being issued subject to condition that the firm shall obtained NOG from
| the Compatent Authority, on case to case basls, to manufacture the above mentloned
I active substance for the purpose of export only, as the above menticned active
! substance is not approved for manufacture for sale In India
i
: The Written Confirmation remains valid until: 21.07.2032
i
! e
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