
Certificate No.
Exporting (Certifting) Country
Im porting (Requesting) CountrY

l Nameanddosageform ofproduct

Certilicate of a Phermeccuticrl Producd
This certificate confonns to the format recommended by the world Health organization

(General instuctions and explanatory notes atached)

: HFW-H [DCA1130,09
: INDIA
: VIETNAM

: MEROPENEM T GMUSP

Velid up to:02.01J014

l.l Active ingredient (s)2 and amount (s) per unit doses : Each Vial ContainS:

Meropenem Trihydrate USP
eq. to Meropenem anhydrous 1GM
Sodium Carbonate IP

eq.to Sodium (sterile mixture of MeroPenem 90.2 GM
& Sodium Carbonate)

Golour: Caramet USP for complete qualitativs composition including excipients : 
q.1'--

,t.2 ts this product licensed to be placed on the market for use in the exporting Punry ?" Vg: E No
1.3 ls this producl actually on the market in the_exporting .country ?^ Yes tr No o Unknown

lf the answerlo 1.2 is yes, cpntinue with sediod 2 A and omit sec{io-n 28,
lf the answer to r.i ii ilo.i omit sedion 2A and continue seclion 280

tr
n

2 A
A.l Number of product licence? .MBfi9n56

And date of issue : 02.122011

A.2 Product license holder : IWsProspcrity 6 Phermrccutics '
Plot No. 23, EPIP, Phrse-Il, Thana, Brddi (tLP')

A.3 Status of product-license Holder8

a E  b o c t r
A.3.1 For categories b and c the name and address of the

manufacturer producing the dosage
' 

form aree : Not aPPlicable
A.4 ls summary basis of approval appended ?'"

Y e s l  N o  t r
A.5 Is the attache4 officially approved ploduct

information complete -i *ntonarrt with the liccnce?rr

Yes tr No n Not Provided Ex
4.6 Application for certificate if different from

license holderrz : Not aPPlicable

the product?1o
YesB No.D

lf no explain:
Address of certifying authoritY
Health & Family Welfare Department
Baddi , Distt.- Solan ' ( H.P. )

P.No, :01795 244288
Fax. N0. :01795 244288

28
B.1 Applicant for certificate (nanre and address):

82 Status of applicant:

a o  b a  c o  d o

B2.lFor categories b and c ttre name and address of ^
ttre manifacturer producing the dosage form aree

B3 Why is marketing authorization lacking ?

Not Not under
required requested consideration

B4 Remark : 13

tr
refused

Name of the authorizcd Penson :

3.1
3.2
3.3

poes the certitoins authorig aranse for periodic insp"l::r",4" tff5"n"n*3f:i';,.gffinTosase form is produced ?

lf no or not applicable proceed to question 4
.Periodicity of ioutine inspections (years) : Yearly -
Has the manufacture of this type of dosage from been inspected ? Y9! tr No D

Do the facilities ano operaiions conformio GMP as recommended by Wortd Health Organization ?15

Yes E] No. D^- Not aPPlicable D
Does the information sGmitted by ihe applicant satisfy the certiffing authority on atl aspecds of tre manufadure on

Signature:
Stamp and date:

State. f)
^ . " " ; ^ ^ ' , t L . . r

-  - C r l ) i ' r l  - . r 1 ,  ,  .

B;idi, Dist



GENERAL INSTRUCTION

please refer to the guidelines for full instruction on how to complete this form and information on the implementation of the

scheme.
The forms are available for generation by computer. They should always be submitted as hard copy, with responses

presented in type rather than hand written'
Additional sheets snoufO-Oe appended, as nqcessary' to accommodate remarks and explanations'

EXPLANATORY NOTES

r, establishes the status of the pharmaceutical product and
; for a single product only since manufacturing
forms and different strengths can vary
(INNS) or national nonproprietary names'
ld be given on the certificate or be appended'
lvision-is subject to the agreement of the product - Licence

holder.
When applicable, append detrails of any restriction applied to the sale, distribution, or administration of the product that.

I product has not yet been approved.
lct on the market :

Y an indePendent company : or

4

2.
3.
4.

t

6.
7 .
8.

(c ) is involved in none of the above .
e. ii,i li,l,ili"ii.i ;ilHft;i;;;iy *itn tn" consent.of the pl.odu.d,. L'.TT"-^h:r9"-'-11 'lI:=:: lll?1; ;

l$ilifi'ffiil;:: fi"ffi8;i:'iG;il;iion or this seciion indicates that the partv concemed has not asreed to

lroduction is part of the product Licence' lf the production
: to be valid
;ulatory authorities, that summarizes the i

ptent national regulator, authority , such as

I required from the product Licence holder '
r applicant .
I for not requesting registration : '
ment of conditions - particularly tropical

g its stability under tropical conditions
,ot approved for use in pharmaceutical products in the

country of import : ,,_:r i^- ^- ^ri,a i-aaz{ianr
(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient

(e) any other reason , please specify .
14. Not appticabt" r.i"nr in"t'the manufacture is taking place in a country other than that issuing the

'manufacture .
r and quality control of drugs refened to the certificate are
Sommittee on specifi cations for Pharmaceutical
1992 , Annex 1 ) Recommendations specifically appltcable to
Expert Committ6e on Biological Standardization (WHO

;e holder or applicant conforms to status (b) or (c) as
when foreiqn contractors are involved in the manufacture of
J suppty thicertifying authorig with information tp identify the
*urd bftne nnished dosage form , and the extent and nature

The layout for this Model certificate is available on diskette in word Perfect from the Division of Drug Management

and p6licies . World Health Organization , 1211 Geneva 27, Switzerland.


