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Certificate of Pharmaceutical Product(s)’
This Certificate conforms to the format recommended by the World Health Organization
(General instruction and explanatory notes attached)

No. of Certificate : 17P/1/48/2010/ [Ho 3¢ Date : 12/3(/q
Exporting (Certifying) Country : INDIA
Importing (requesting) Country : ALL COUNTRY
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1.

1.3 Iz this product setuaily on the market in the exporting country?’

Name and dosage form of product : VERMOR SR-60 [Morphine Sulphate Prolonged Release Tablets BP |
I Active ingredient(s)” and amount(s) per unit dose’: Each Film coated prolonged release tablet contains:

Morphine Sulphate BP

Excipients
Colour : Red Oxide of Iron & Tartrazine

Yes No I:l
Yes III No D

60 mg
q.s

2 Is thisproductl:censed to be placed on the market for use inexportingcountry?’

The answer to 1.2 1s Yes continne with section 2A and omit section 2B
I'he answer to 1.2 1s No Omit Section 2A and Continue with section 2B

|

E' [‘2.‘\ i Number of product license’  33/UA/2010 (Form-25) | 2B.1  Applicant for cortificate (name and address :

5!' And date of issue 25/03/2010 2B.2  Status of Applicant

fli 242 Product License holder (Name & Address) 28.2.1 For categories b and ¢ the name and

- I . % .

ME Verve Homan carz Laboratories, address of the manufacturer producing

zfi Plot No. 15-A, Pharmacity, Selaaui, dosage form are’

ok Dehradus, Uttarakhand (India).

E:E 2A.3 %tatuc of pi )ducl L.cense holder®: 2B.3  Why is marketing authorization lacking?

Eg' a[V]o[ ] el _
| - \ . . P
¢ 2A.3.1 For cetegories b and ¢ the name and address of the K
1 ] : s H
'H| manufacturer producing the dosage form are” @ M.A ! :
¥ 2A.4 I Suramary Basis of Approval appended?®  : No | 2B.4  Remarks" : Ff
4l 2A'5 15 the autached, officially approved product !
! y app ! X
tl Infoiratici comolete and consonant with the i
ol License? : Not Frovided l&
E;" 1A.6  Applicant {or ceruficare'different from license holder i
: 3 22N IE
|_ (nam'* and address) " N.A N o = B E
,z: 3. Does tue certifying authorlty arrange lor periodic inspection of the manufacturing plant in which the dosage form is ;
g produced? . Yes |
1!+ 3.1 Periodicity of routine inspections (years): " Annual

" 3.2 Has the manufacturer of this wype oi dosage form been inspected? Yos

;E‘ 3.3 De the facilities and operations coafirm to GMP as recornriended by World fealth Orgenization?' Yo

i‘i 4. I.)O(-u the information submitted t by the applicant saiisfy I'IC certifying authority on all espects of the manufacture

) of the product?"” N.A

g] I po, ¢xplain @

This ecertificaie valid upto : 28-08-2021

Address of éertitying nutherity:

Drug Coniroller,

Directerate General of Health Services,
Sahastradizara Road, Dehraaun, Uttfamkn.md lnd:a
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