To,

SUB:- Written Confirmation of M/s. Medigraph Pharmag
Limited), J-46, 57, M.1.D.C., Taloja-410208, Taluka: Panv
requirement of EU for import of active substances importe
(EU) for medicinal products for human use, in accordan
Directive 2001/83/EC from India-Reg.

Sir,

Please refer to your application submitted to CDSCO,

Written Confirmation as required for active subst

7-5/2015/EUMWC-0341
Government of India

Directorate General of Health Servi)ces

Central Drugs Standard Control Orga
(International Cell)

M/s. Medigraph Pharmaceuticals Pvt. Ltd
(Private Limited), J-46, 57, M.1.D.C.,
Taloja-410208, Taluka: Panvel,

District: Raigad

European Union (EU) for medicinal products for human use,

46b(2)(b) of Directive 2001/83/EC from India is herewith grantpdw#

conditions:-

1. The Active Pharmaceutical Ingredients shall confirm
Practices mentioned in the EU directives or other equiy

Q7).

2. The manufacturer is subject to regular, strict and trans aﬁerL ontrils
effective enforcement of Good Manufacturing Practic% u]'c dirig
unannounced inspections, so as to ensure a pro

equivalent to that in the EU.

3. The manufacturer is required to follow the Guidance

Written Confirmation as issued by CDSCO.

4. Written Confirmation shall be produced by the Authorized: Exp

required by the Drug Regulatory Authority.

5. The Written Confirmation will be withdrawn in the eveqlts"of '
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6. This Written Confirmation, unless it is sooner suspended or cancei'

valid for a period of three years.

7. In the event of any Non Compliance observed during ins; ections ¢
Local or International Drug Authorities, the same shall Hle rwarded
within 7 days of receipt of report. ‘

8. In the event of any drug found not of standard quality, the sarlwa shall
to this office within 7 days of receipt of report. Bk
|

cancelled, if any of the conditions stipulated above are not cor‘npjlieh@ with
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Please note that Written Confirmation issued is liable to |be TIended /
case of

violation of the provisions of the Drugs & Cosmetics Aci, 11949 and
thereunder as the case may be. L

Please acknowledge the receipt. Q ‘ '

e Rules
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GOVERNMENT oF inpj R o
MINISTRY OF ngaLTH & FAMILY we/ S I
= Central Drugs Standarg Controj OrganizAa,t!iEn CERTIFHCATE NO. ;| || WC-0341

Written confirmation fo
Products for hym

(EU) for medicinal

T active Substances imported into the Europt‘pan Union|
-;} 2001/83/EC

an use, in accordance with Article 46b(2;)(b) of Directiy

1. Name and address of site:  Mys. Medigraph Pharmaceuticals Pvt, I,:,rdg

(Private Limited), J-46, 57, M.lj.D.c;,
Taloja-41 0208, Taluka: P,anvel,
District: Raigad ‘

List of AP)s:

Active substance(s)
Oxedrine Tartrate [H
Quinfamide IH

Activity( ies)
Manufacturing & Packing

Manufacturing & Packinj
Bethanechol Chiorige H Manufacturing & Packin|
oo T ITEM(S) Three (03) ONLY R
i,: This certificate js being issued subject to condition that the firm :hali. btained
R NOC from the Competent Authority, on case to case basis, to manyf re the
e above mentioned active Substance for the Purpose of export only, as thelabove
i ] mentioned active substance is not approved for manufacture for salg in

The Written Confin+ti6n rémains valid until: 22/07/2022
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MINISTRY OF HEALTH & FAMILY WELFARE CERTIFICATE Nol | WC-0341

Written confirmation for active substances imported into the European Unif»r' EU) for medicinal

products for human use, in accordance with Article 46b(2)(b) of Direc
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1. Name and address of site:  M/s, Medigraph Pharmaceutical$ Pvi
(Private Limited), J-46, 57, M.LD.C,,
Taloja-410208, Taluka: Panvel,
District: Raigad

List of AP|s:

e 2001/83/EC

Pethidine Hyd

1]

ITEM(S) One (01) ONLY

The Written Confirmation remains yalid unt 2200712022 |
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S. No. | Active substance(s) [ \ Actlity(ies)
1 rochloride |P/ERP/USP ] Manufattiring & Packing

d date




