FOOD & DRUGS CONTROL ADMINISTRATION, GUJARAT

STATE
CERTIFICATE OF A PHARMACEUTICAL PRODUCT

:nded by the World Heaith Organization

This cer sie ¢ w the furmatesom
linstructions and explanatory notes attached)
% VALID UP TO: 08.08.2019
No. of .Om&zomﬁm. - MFG/WHO-COPP/WOCKHARDT/2018/
Exporting (certifying) country INDIA
z Importing (requesting) country MOLDOVA
m 1 Name and dosage form of product * Metamizole Sodium, Pitofenone Hydrochloride and Fen
WH Injection 5ml Ampoule
s m e SPASGAN INJECTION 5 ML.
Maﬂ m 11  Active ingredient(s) and Each ml contains
Ma % R Amount (s) per unit dose® Metamizole Sodium 500mg
uw,ﬂ nm s Pitofenon2 Hydiochloride 2.0 mg
5 > .ﬂwc,m Fenpiverinium Bromide 0.02mg
Mcm m m Water for Injections g.s. to 1 ml
Mm m m For complete qualitative composition including excipients, see attached®. N.A.
—_ o= 2 1
mb B m w 1.2 s this product licensed to be placed on the market for use in the exporting ooc::«bu Yes [] No X
—_ S8 O O i
AA~13 s this product actually on the market in the exporting country? Yes []  No [X Unknown []
If the answer to 1.2 is yes, continue with section 2A and omit section 28B.
If the answer to 1.2 is no, omit section 2A and continue with section 28°.
2A. 2B |
A1 No. of product license T NA B.1  Applicant for certificate i
And date of issue NA (name and address ) : Wockhardt Limited
A2 Product License holder NA At.: Zen Pharma (P) Ltd.,
A3  Status of Product-licence® by il b D c D 751, G.1.D.C., VAPI-396 195.
Holder Gujarat, India.

A.3.1 For categories b and ¢, : B.2 Status of applicant:
The name and address of the a @ b D c D
Manufacturer producing the

Dosage form are ° B.2.1 For categories b and ¢ the name
A4 s summary Basis of . Yes D No D and address of the Manufacturer
Approval appended?’® producing the dosage form are
A5 s the attached, officially : Yes[] No [J Notprovided []
B.3  Why is marketing authorization
App ATE . lacking?
Co Ber Not (] Not [ under [

Required Requested consideration

edlte

A6 AP % nt @%maaom.zm,.\
e .mwao&.@mm:mm = Refused [_J
. y uthoricad Signatory el 19 |

No. of product license: G/I28A/4612-A
and Date of Issue: 14/11/2017 |

[ No [] Not

Fol

2.6 B & ) < SN B m 40
3 mowmw om%%maism mcgwm‘mm wmwmmwm for mﬂ&ﬂﬁw%@o ofithd f & .n_md

manufacturing plant in i%%%)@&ﬁacoma
If no or not applicable, p to question

3.1 Periodicity of routine inspection (years)

3.2 Has the manufacture of this type of dosage form been inspected? : &J\mm ) No

Once in a year

3.3 Do the facilities and operations confirm to GMP as recommended X Yes [ No (] Notapplicable

by the World Health Organization'® ?

oo s S,

4. Does the information submitted byA&"app
authorty on all aspects of the fianufactur
f no, explain: o

icant satisfy the certifying . [ Yes [] No Q) Notapplicable
: ﬁﬁmm‘vnoucgoa
- (/. r,/..,...

I
Food & D
1* Floor, 8
in

Name of the authorized person: Mr. R. L. VAISHYA

-

Signature . \

Stamp and Date @ Joint OOM@_um__o_%q i :

Tel. No. : (079) 23253399 : pot Food and Drugs Control Administration
X @Gandhinagar, Gujarat State, India

Fax No. | (079) 23263417 ] i ¢
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This Cenlificate confarms to the format
{Geneéral inslructions
Certificate No.: NEW-WHOQ-GMP/CERT/AD/536 24/2017/11/118044

On the basis of the inspection carried out op 23/01/2017,
certify that the site indleated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table 1.

B e aiss el

P i

Office of The Commigsione,

Food & Drugs Adminigtration M.S.
" Bandra - Kuda Complex,

HBandra (E),

Mumbai ~ 400 051

Dalo QH‘H ‘ 9() \S)_

recommendad by the World Health Organization.
and explanatory noles atlached).

24J01/2017 and 13/04/2017 we

 Food & Drug Administrstion, M.S-
§| Bandra-kurla gqmpisx,

1. Nameofthe Firm . WOCKHARDT LIMITED i
Address s H-14/2, MIDG, WALUJ, AURANGABAD 431136
: MAHARASHTRA STATE, INDIA -
2. Licence No. i ADOBB Ify Form 25,
. ; ADOS2 In Form 28
8nNo. Dosuge Form(s). Categor(ies) Activity(ies)
B L i |General { Other than Broduction, Filling, Packing,
{Capsules |Cephalosporins, Penicillin, abelting, Quality Contral,
~ s [Cytotoxic, Hotmones ) Quiality Assurance :
T e R _|General { Other than, Production, Filling, Packing,
i%mci gVP ;raEe{:n K;Jropﬁ ’]G%M?@W% Penicitiing *iabamng, Quallity Gontrol,
Ophthalmic Propareions e totoni, Hommonos) __Qualty Assurance __
o e |General { Other than Production, Filliag, Packing,
|Tablets . \gghalosmmk;ﬂetﬁgﬂﬁn. {abelling, Quality Control,
Yo . [oyiotoxic, Hormones ) Quality Assurance

This certificate remains valid until
categories certified herewi
compliance with GMP.

Address of castifying authority :

00058, .

Tol. +91-22 Z
Fax +91-22-2659 7 Sl
SLONYI6aS IS4G
- " g’« i
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t

The responsibility for the quality of the individual batches of the pharmaceutical products
“manutactured through this process

until 23 Apr 2018 . ‘
are changed or if the site is no longer considared to be in

Name of s Authorised parson : O § SADHWARNI

lies with tha manufacturer.
It beames invalid if the activities and / or

i Date Jolnt Commissioner (HQ) & Controlling
 Authority

Food & Drug Administration, M.S.

Bandra (E), Mumbal

Maharashira Stata, India

Date:24 Apr 2017

SapN T
Authorised Signatory
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