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No. of Certificate
Exporting (Certifying) Country
lmporting (Requesting) Country
1. Name and dosage form ofProduct

Administration of Daman & Diu,
Drugs Licensing AuthoritY'
Drugs Control DePartment,
Primary Health Centre, Daman - 396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached)

: DD 17 941 34C I 2022-1 -21 1 -2
: INDIA
: As per Annexure-ll
: Epirubicin Hydrochloride for lnjection 10mg/vial

Vaf id up to: 0410312025

(

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Gomposition :

Each Lyophilized Vial Contains:
Epirubici n hydrochloride USP......................'. 1 Omg

Lactose monohydrate NF......'.......................50m9

For complete qualitative composition including Excipients, see attached 4 : Annexure - |

1.2 ls this produc{ licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this product actually on the market in the exporting country? Yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28'

lf the answer to 1 2 is no, omit section 2A and continue section 28 6.

2A
A,1 Number of product licenseT : DDl794

And date of issue :11/1212019

A.2 Producl license holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 19012to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

ls the attached, officially approved product information

complete and consonant with the license?1 1

Not provided

Applicant for certificate if different from license

holder: 12 : Notapplicable.

4.5

A.6

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the

Yes
lf no or not applicable proceed to question 4.

3.1 Periodicity of routine inspections (years): Yearly

3.2 Has the manufacture of this type of dosage form been inspected?

3.3 Do the facilities and operations conform to GMP as recommended by Yes

the World Health Organization ?15

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the the product?16

Yes lf no, explain

Siqnature: i:t{- DRU{j r.rL |MEM
s:i'Fr,f fti{jqftrTA

UT OF DAMAN & DIU, DAIIIAT{
Stamp and date: se !-l$<qqq{ fr. q;ry

(

Address of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Control Department,
Primary Health Centre,
Daman - 396220.
Tefephone Number: ( 0260 ) 2230470
Fax Number: ( 0260 ) 2230570

2 B Not applicable.

B.1 Application for certificate: (Not applicable.)

(Name and address)

8.2 Status of applicant (Not applicable.)

B,2.1 For categories b and c the name and address of the

Manufacturer producing the dosage form are9
: Not applicable

B. 3 Why is marketing authorization lacking?
: Not applicable

*" nilrnr*tu9

| 2 APR 2022



ANNEXURE - I

GERTI FIGATE NO. DD1T 94t34C12022-1 -21 1 -2 VALID UPTO O4IO3I2O25

AGT|VEANDINAGT|VEcoMPoS|T|oN-QUAL|TAT|VEANDQUANT|TAT|VE

Name of Product

ComPosition

Epirubicin Hydrochloride for Injection 1Omg/vial

Each LYoPhilized Vial Contains:

Epirubicin hydrochloride USP""' ""10m9
l-l"to"t monohydrate NF"""" """'50m9

(

Address of GertifYing ority:

( Name of Authorized Perso

Signature
StamP & Date

DRUGS i.ICENFi146 AUIIIOR|.TY

;ti.t;-i tr,-iii]"i
o*u6j gD:o"l iiDL ^ 

il,lENI

sft-{C'l i.{"- -fi lu riTtl

u'r or onrvnru & Diu' DAIJIAN

cl rktscqr{<ffa'ufl

1 2 APR 2022

QuantitY InPut
(mg I ml)_Sr. No.

1.

,
3.

Ingredients

Epirubicin HYdrochloride

Lactose MonohYdrate

Methvl Paraben
rA/i.+ar f^r iniaafinn

Specifications

USP 4re .334

/ ..;
,?i

4

Auth
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No. of Certificate

Name of the Product

ANNEXURE-II

= 
DD 17 9 4t 3 4C t 2022-1 -21 1 -2

: Epirubicin Hydrochloride for Injection 10mg/vial

Signature
StamP & Date

Valid uP to: 04/03/2025

;ii,i., :'"'- jt,.("i t'1f il:::': f.i

DRUC{i Cili:! I ii.i.: i- i.)i: ii.-\R

ItYqd hix'z l"r\lPt

UT OF DAMAI{ E DIU, DAfuTAN

6q rtfl qqqt {fi frq, lcq

| 2 APR 2022

List of countraes / Institution to which the above product will be Exported / Locally supplied'

(

Address of CertifYing AuthoritY:
Drug Licensing AuthoritY'
laillnl"tt"tion-of Oaman & Diu, Drugs Control Dept"

il;;t Health center, Daman (UT) --396 220'

i"l"ffton" r.fo. t 0091-0260-2230470
Fax No. : 0091-0260'2230570

28. Morocco 171. South Korea
,l7t qh.in

2. Albania 45. Cvprus
130. Mvanmar
131. Namibia

73. Sri Lanka
3. Algeria
4 Anoola

46. Czech RepuQlic-
47, Czechoslovakia'

'174. Sudan
'175. Suriname

5. Argentina 48. Democratic
Republic

of Conqo

E9. ltaly
133. Netherlands
Antilles

176. Swaziland
6. Armenia 90. lvory Coast

7. Aruba
8. Australia

49, Denmark
135. New Zealand
4?6 Nicaraoua

178. Switzerland
179. SYria

9. Austria 137. Niger tan

10. Azerbaijal 138. Nigeria
1't. Bahamas
12. Bahrain

)nga ,t,lo Nnrth Korea
54. Egypt
55. El Salvador 140. Norway

13. Baltic
14. Banglac
15. Barbadt
't5- Belarus

141. Oman
142. Pakistan
143. Palau

184. Thailand
185. Tobago
186. Toqo
187. Tonqa

56. Equatorial urnea 98. Korea

57. Eritrea
58. Estonia

99.. Korea Repubttc or
100. Kosova

59. EthioPia 101. nuwalr
'145. Papua New Guinea 188. Trinidad

18. Belize
60. European
Communitv

102. KYrgyzstan

103. Laos
1U9. I Unlsla

61. Fiii

20. Bhutan
21. Bolivia
22. Bosnia
23. Botswat

62. Finland 104. LaWia 4q'l Turkmer ristan

la

63. France
64. Gabon
65. Gambia
66. Guatemala
A7 Geordie

105. Lebanon
106. Lesotho
107. Liberia

24. Brazil 1O9libyan Arab
JamahiriYa

152. Qatar

153. RePublic of Benin

195. Union of Soviet
Socialist

Reoublicsl
26. Bulgaria 68. German Democratic

Republic2 110. Liechtenstein
154. Republic de
Guinee

-196.United Arab
Emirates

27. Burkina Faso

-155. 

Republic of
Maldives

rgdom
28. Burundi 69. GermanY Federal

RePublic of
111. Liochtonstoin

156. Romar
157. Russia

30 Cambodia 70. Germany
n'

lS'At/t,''r/.
31. Cameroon 71. Ghana Qarrdi Ar liaY A n'A
32. Canada 72.Grcece

73. Grenada
74. Guinea

ieneoal
33.Gentral African

Reoublic
161. Serbia q

Montenl
ts:
ro *

34. Chad 162. Seyche s P. e;5

35. Chile 163. Sierra Lel ne c. 206,i M

lmeF(36. China
121. Marshall lslqn-qe- 207. Y

17 cn^k lslands $).f
38. Colombia 79. Honduras 122, Maurltanli

123. Mauritius
124. Mexico
125. Moldova
126. Monaco
127. Mongolia

39. Columbia
40. Conqo
41. Costa Rica

80. Hong Kong
81. Hungary
82. lceland

167. Solomon lslands '(
168. Somalia
46q somaliland

42. Council of Europe 83. hdla
84. Indonesia

.t70 Sdrtth Africa
43. Groatia



Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman - 396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes aftached)

No. of Certificate
Exporting (Certiffing) Country
lmporting (Requesting) Country
'1. Name and dosage form of product

: DD 17 941 5'l C I 2022-1 -21'l -2
: INDIA
: As per Annexure-ll
: IFOSFAMIDE FOR INJECTION USP 1 cM / VIAL

Vafid up to:0410312025

C

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Gomposition :

Each Lyophilized Vial Contains:
lfosfamide USP (Sterile) ...................1 gm
Excipients .....................q.s.

For complete qualitative composition inctuding Excipients, see attached 4 : Annexure - |

1.2 ls this product licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this product actually on the market in the exporting country? Yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28.

lf the answer to 1.2 is no, omit section 2A and continue section 28 6.

2A
A.1 Number of product licenseT : DDt794

And date ofissue :18/09/2019

A.2 Producl license holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 19Ol2to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

ls the attached, officially approved product information

comDlete and consonant with the license?1 1

Not provided

Applicant for certificate if different from license

holder: 12 : Notappticabte.

A.5

A.6

Does the certifying authority arrange for periodic inspection of the manufacl

Yes lf no or not applicable proceed to question 4

Periodicig of routine inspections (years): Yearly

Has the manufacture of this type of dosage form been inspected? Yes

Do the facilities and operations conform to GMP as recommended by Yes

the World Health Organization ?15

C
3.

3.1

3.2

3.3

Signature:

Stamp and date:

ORI'GS LICENSING AUTHORITY

$rqdFrIffr€vIffi
DRUGS CONTROL DEFA.RTMEMI

.d}qttr ftitut fqqTq
UT OF DA'UAN & DIU, DAMAX

Eq y}5i @t (r?r'fu, qc"t

2 B Not applicable.

B.1 Application for certificate: (Not applicable.)

(Name and address)

8.2 Status of applicant (Not applicable.)

8.2.1 For categories b and c the name and address of the

Manufacturer producing the dosage form are9
: Not applicable

B. 3 Why is marketing authorization
: Not applicable ,/

qTtf;r 1l'rA .\
^  ,---^- {"

manufacturing plant in which the dosage

4. Does the information submifted by the applicant satis! the certifying authority on all aspects of the manufa duct?16

Yes lf no, explain
Name of authorized person: Dr. V.K. DAS

Address of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Control Department,
Primary Health Centre,
Daman - 396220.
Tefephone Number: ( 0260 ) 2230470
Fax Number: ( 0260 ) 2230570 2 3 l.{AY 2022



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than
handwritten.
Additional sheet should be appended, as nec€ssary, to accommodate remarks and explanations.

1

Explanatorv notes

This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufacturing arrangements and
approved information for different dosage forms and different strengths can vary.
Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

Details of quantitative composition are preferred, but their provision is subject to the agreement of the
oroduct-license holder.
When applicable, append details of any restric{ion, applied to the sale, distribution or administration of the product that is specified in

the product license.
Sections 2A and 28 are mutually exclusive.

$,"i'#;1"*"'1ff*1J::',:'fffi"''1,il,1l;iTiL",l,T.""n'Jfijl',Hret 
been approved (

(a) manufaclures the dosage form :

(b) Packages and/or labels a dosage form manufactured by an independent company; or
(c) is involved in none of the above.
This information can be provided only with the consent of the product-license holder or, in the case of non- registered products, the
applicant. Non-completion of this section indicates that the party concerned has not agreed to inclusion of this information. lt should be
noted that information concerning the site of production is part of the produc{ license. lf the production site is changed, the license has
to be updated or it is no longer valid.

This refers to the document, prepared by some national regulatory authori-ties that summarizes the technical basis on which the
product has been licensed.
This refers to product information approved by the competent national
of Product Characteristics (SPC).

regulatory authority, such as a Summary

In this circumstance, permission for issuing the certificate is required from the producuicense holder. This oermission must be
provided to the authori$ by the applicant.
Please indicate the reason that the applicant has provided for not requesting registration:
(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemic in the country of export; .

(b) the product has been reformulated with a view to improving its stability under tropical conditions;
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products

in the country of import;
(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient;
(e) any other reason, please specify-
Not applicable means that manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under ufacture.
The requirements for good praciice in the ma drugs referred to in the certificate
are those included in the thirty-second report ecifications for Pharmaceutical Preparations (WHO \
Technical Report Series, No. 823, '1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the WHO Expert Committee on Biological Standardizatton
(WHO Technical Report Series. No. 822. 1992, Annex 1).

This section is to completed when the productJicense holder or applicant conforms to status (b) or (c) as
described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the product. In

these circumstances the applicant should supply the certifoing authority with information to identify the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these
parties.

The layout for Model Certificate is available on diskefte in World Perfect from the Division of Drug Management and policies, World Health

Organization, 1211 Geneva 27, Switzerland.

2.
3.
4.

5.

6.
7.
8.

9.

13

10.

11.

12.

14.

15.

16



ANNEXURE - I

cERTf FTCATE NO. DD t7 94t 51 Ct2022-1 -21 1 -2 vALtD UPTO- 04t03t2025

ACTIVE AND INACTIVE COMPOSITION - QUALITATIVE AND QUANTITATIVE

Name of Product :

Composition :

IFOSFAMIDE FOR INJECTION USP 1GM / VIAL

Each Lyophilized Vial Contains:
lfosfamide USP (Sterile).......................1 gm
Excipients ............q.s.

('

Address of Gertifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Genter, Daman (UT) - 396 220.
Telephone No. : 0091 -0260-2230470
Fax No. : 0091-0260-2230570

(

gc Ytn qcq qa fi' g{

stamp&Date 2 3l'|AY 20?2

Sr. No.
Ingredients

Specifications Quantity Input
(mg / vial )

1 lfosfamide* USP 1005

2 Mannitol USP 502.5
3. Sodium Hydroxide USP qs



(

ANNEXURE.II

No. of Gertificate 
= 

DDl794l51Cl2O22-1-211-2

Name of the Product : IFOSFAMIDE FOR INJECTION USP 1cM / VIAL

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. : 0091-0260-2230470
Fax No. : 0091-0260-223A570

Vaf id up to= 0410312025

Name of Authorized Person: Dr. V.K. DAS

Signature

ORUGS LICENSING AUTHORITY
gMf ar{ille rffrcrfr

DRUGS CONTROL. DEPARTMEN]

Efltidrfl7ifl" fuflq

Stamp & Date ur oF DANl'Atr & iJlu' DAllAl{

rr*n'qqqqd tt{, ul"q

List of countries / Institution to which the above product will be Exported / Locally supplied"

1. Afqhanistan 44. Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. Cvorus 86. lraq 129. Mozambique 172. Spain
3. Alqeria 46. Czech Reoublic 87. lreland 130. Myanmar 173. Sri Lanka
4. Anqola 47. Czechoslovakial 88. lsrael 131. Namibia 174. Sudan
5. Aroentina 48. Democratic

Republic
of Conqo

89. ltaly 132. Neoal 175. Suriname

6. Armenia 90. lvory Goast 133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 91, Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Japan 135. New Zealand 178. Switzerland
9. Austria 51. Dominica 93. Jordan 136. Nicaraqua 179. Svria
10. Azerbaiian 52. Dominican Republic 94. Kazakhstan 137. Niqer 180. Tadzhikistan
11. Bahamas 53. Ecuador 95. Kenva 138. Nioeria 18't. Taiwan
12. Bahrain 54. Eqvpt 96. Kinodom ofTonoa 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norway 183. Tanzania
14. Banqladesh 56. Eouatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Republic of 142. Pakistan 185. Tobaqo
16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Toqo
17. Belqium 59. Ethiopia 101. Kuwait 144.Panama 187. Tonqa

18. Belize 60. European
Commrrnifv 102. Kyrgyzstan 145. Papua NewGuinea 188. Trinidad

19. Benin 61. Fiii 103. Laos 146. Paraq Tr rnicia
20. Bhutan 62. Finland 104. Latuia 147.Per .ilti A
21. Bolivia 63. France 105. Lebanon 148. 'l enistan
22. Bosnia 64. Gabon 106. Lesotho A9?: \
23, Botswana 65. Gambia 107. Liberia 'l5 O/:] .ii.H)!n ls$. af,
24. Brazil 66. Guatemala 108. Libva '15r. 't#ff
25. Brunei 67. Georqia 109. Libyan Arab

Jamahiriya
151. Qa I 195.

26. Bulgaria
68. German Democratic

Republic227. Burkina Faso 110. Liechtenstein

28. Burundi 69. Germany Federal
Republic of

111. Liochtonstoin 155
Mat /;:1{rl Kingdom

29. Bvelorussia 112. Lithuania 156. Ro vf nI States
30. Cambodia 70. Germany 113. Luxembourq 157. Russia \r . Uruquav
31. Cameroon 71. Ghana 114. Macau 158. Rwanda 200. usA
32. Canada 72. Greece '115. Madaqascar 159. Saudi Arabia 201. Uzbekistan
33.Central African

Reoublic
73. Grenada 116. Malawi 160. Seneqal 202. Vanuatu
74. Guinea 117. Malavsia 161. Serbia and

Monteneoro
203. Venezuela

34. Chad 75, Guinea Equatorial 118. Maldives 204. Vietnam
35. Ghile 76. Guvana 119. Mali 162. Sevchelles 205. West lndies
36. China 77. Haiti 120. Malta 163. Sierra Leone 206. World
37. Cook lslands 78. Holland 121. Marshall lslands 164. Sinqapore 207. Yemen
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yuqoslavial
39. Columbia 80. Hono Kono 123. Mauritius 166. Slovenia 209. Zaire
40. Conqo 81. Hunqary 124. Mexico 167. Solomon lslands 2lO.Zambia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211.Zimbabwe
42. Gouncil of Europe 83. India 126. Monaco 169. Somaliland
43. Croatia 84. Indonesia 127. Monqolia 170. South Africa

? 3 MAY ng?.2



Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman - 396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the world Health organization

(General instructions and explanatory notes aftached)

Vafid up to:. O4lO3l2O25

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Composition:
Each ml contains:
Mesna USP... ....100 mg
Water for Injections USP.............. q.s.

For complete qualitative composition including Excipients, see attached 4 : Annexure - |

1.2 ls this product licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this product actually on the market in the exporting country? yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28.

lf the answer to 1 .2 is no, omit section 2A and continue section 28 6.

2A
A.1 Number of producl licenseT : DDll94

And date of issue :0911012019

A.2 Product license holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 'l90l2to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of .Approval appended?10

No

ls the aftached, officialty approved product information

complete and consonant with the license?1 1

Not provided

Applicant for certificate if diffurent from license

holder: 12 : Notappticabte.

Does the certifoing authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?

Yes lf no or not applicable proceed to question 4.

Periodicity of routine inspections (years): Yearly

Has the manufacture of this type of dosage form been inspected? yes

Do the facilities and operations conform to GMP as recommended by yes

the World Health Organization ?15 -.,-4" Does the information submitted by the applicant satisfo the certiffing authority on all aspeits of the manpfg>t uyrafttn" product?16

Yes lf no, explain M
Address of certifying authority , 

Name of authorized

Drugs Licensing Authority, signature: o^,r6aHrffiR-rT
Administration of Daman & Diu, dlt1||fi;ir;
Drugs Gontrol Department, uT tr IlArAi t Dtu, IIAIAI
B:fr:fli?lliocentre, shmp and dare: - ;'1''6 q1f, 1
Tefephone Number: ( 0260 ) 2230470Faxiirumber:(o26oi223os7o q n JUN Z0Zz

No. of Certificate
Exporting (Certifying) Country
lmporting (Requesting) Country
1. Name and dosage form ofproduct

: DD 17 9417 5C I 2022-1 -21 1 -2
: INDIA
: As per AnnexureJl
: MESNA INJECTION 400 MG/4ML

t

3.1

3.2

3.3

2 B Not applicable.

B.1 Application for certificate: (Not applicable.)

(Name and address)

B.2 Status of applicant (Not applicable.)

B.2.1 For categories b and c the name and address of the
Manufacturer
: Not applicable

B. 3 Why is marketing

Required

8.4 Remark: 13



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than
handwritten.

Additional sheet should be appended, as necessary, to accommodate remarks and explanations.

Explanatory notes

1 . This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufacluring arrangements and
approved information for different dosage forms and different strengths can vary.

2. Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

3. The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition atg prefened, but their provision is subject to the agreement of the
product-license holder. . :

5. When applicable, append details of any restriction, bpplied to the sale, distribution or administration of the product that is specified in
the product license.

6. Sections 2Aand28 arernutually exclusive.

7 . Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market.
(a) manufactures the dosage form :

(b) Packages and/or labels a dosage form manufactured by an independent company; or
(c) is involved in ncine of the above.

9. This information can be provided only with the consent of the product-license holder or, in the case of non- registered produc;ts, the
applicant. Non-completion of this section indicates that the pa y concerned has not agreed to inclusion of this information. lt should be
noted that information concerling the site of production is part of the product license. lf the production site is changed, the license has

to be updated or it is no longer valid.

10. This refers to the document, prepared by som-e- national regulatory authori-ties that summarizes the technical basis on which the
oroduct has been licensed.

'11. This refers to product information approved by the competent national regulatory authority, such as a Summary
of Product Characteristics (SPC).

12. In this circumstance, permission for issuing the certificate is required from the producuicense holder. This permission must be
provid"ed to the authority by the applicant.

13. Pleasd indicate the reason that the applicant has provided for not requesting registration:
(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemic in the country of export;
(b) the product has been qeformulated with a view to improving its stability under tropical conditions;
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products

in the country of import;
(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 applicable means that manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

15. The requirements for good practice in the manufacture and quality control of drugs referred to in the certificate
are those included in the thirty-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 823, '1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the WHO Expert Committee on Biological Standardization
(WHO Technical Report Series. No. 822. 1992, Annex 1).

16. This section is to completed when the product-license holder or applicant conforms to status (b) or (c) as

described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the product. In

these circumstances the applicant should supply the certifying authority with information to identiff the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these
Parties'

The layout for Model Certificate is available on diskette in World Perfect from the Division of Drug Management and policies, World Health
Organization, 1211 Geneva 27, Switzerland.

(t
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ANNEXURE. I

CERT|FIGATE No.: DD1794175C12022-1-211-2 VALTD UPTO 04to3t2o2s

ACTIVE AND INACTIVE COMPOSITION - QUALITATIVE AND QUANTITATIVE

Name of product : MESNA INJECTION 400MG/4ML
Composition : Each mlcontains:

Mesna USP.......... .....100 mg
Water for Injection USP....... .......q.s.

Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220"
Telephone No. : 00914260-2230470
Fax No. :0091-0260-2230570

C
Name of Authorized

2 0 JUN 2022

Signature

Stamp & Date

Sr. No. Ingredients Specifications Quantity lnput (mg/ml)

1. Mesna USP 100

2 Disodium EDTA USP q.s

3. BenzylAlcohol USP q.s

4. Sodium Hydroxide
-.-

lltrl \ qs

Address of Gertifying Authority:
Drug Licensing Authority,
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ANNEXURE-II

No. of Certificate : DDI794|75C|2O22-1-211-2 Valid up to:0410312025

Name of the Product : MESNA INJECTION 400MG/4ML

List of countries / Institution to which the above product will be Exported / Locally supplied.

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Tefephone No. : 0091-0260-2230470
Fax No. : 0091-0260-2230570

(

Name of Authorized P

sisnature **$$,ffiN1*r.r
d|rrfr fr{t frrF

Stamp & Date uyof 9AHAN s OtU, g6rlt
rrrkr 1qr1 qr(h, rn

2 0 JUN 2022

1. Afqhanistan 44. Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. Cvprus 86. lraq 129. Mozambique 172. Spain
3. Aloeria 46. Czech Republic 87. lreland 130. Mvanmar 173. Sri Lanka
4. Anoola 47. Gzechoslovakiar 88. lsrael t31. Namibia 174. Sudan
5. Aroentina 48. Democratic

Republic
of Conqo

89. ltaly 132. Nepal 175. Suriname

6. Armenia 90. lvory Coast 133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Japan 135. NewZealand 178. SwiEerland
9. Austria 5'1. Dominica 93. Jordan 136. Nicaraqua 179. Svria
10. Azerbaiian 52. Dominican Reoublic 94. Kazakhstan 137. Niqer 180. Tadzhikistan
11. Bahamas 53. Ecuador 95, Kenva 138. Niqeria 181. Taiwan
12. Bahrain 54. Eqypt 95. Kinodom ofTonqa 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norwav 183. Tanzania
14. Banqladesh 56. Equatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Republic of 142. Pakistan 185. Tobaqo
16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Toqo
17. Beloium 59. EthioDia 101. Kuwait 144. Panama 187. Tonqa

18. Belize 60. European
Communitv 102. Kyrgyzstan 145. Papua New Guinea 188. Trinidad

19. Benin 61. Fiii 103. Laos 146. Paraquav 189. Tunisia
20. Bhutan 62. Finland 104. Latvia 147. Peru 190. Turkey
21. Bolivia 63. France 105. Lebanon 148. Puerto Rico '- urkmenistan
22. Bosnia 64. Gabon 106. Lesotho 149. Philippin . n tl92
23. Botswana 65. Gambia 107. Liberia 150. Polan ^C\Irr' !
24. Brazil 66. Guatemala 108. Libva 1 51. Portttal:\p- -5t11 ri

25. Brunei 67. Georoia 109. Libyan Arab
Jamahiriya

152.QaIr Ss' ..t'--' iet

26. Bulgaria
68. German Democratic

153. R

27" Burkina Faso Republic2 110. Liechtenstein

28. Burundi 69. Germany Federal
Republic oF

111. Liochtonstoin

29. Bvelorussia 112. Lithuania 156. RorDnia- rh. 198.Ilhi s
30. Cambodia 70. Germanv 113. Luxembourq 157. Russl Z D .Jl t
31. Cameroon 71. Ghana 114. Macau 158. Rwan ' 0E ;) .2
32. Canada 72. Greece 115. Madaqascar
33.Central African

Reoublic
73. Grenada 116. Malawi 160. Seneqal Vanuatu
74. Guinea 117. Malavsia 161. Serbla and

Monteneoro
203. Venezuela

34. Chad 75. Guinea Equatorial 118. Maldives 204. Vietnam
35. Chile 76. Guyana 119. Mall 162. Sevchelles 205. West Indies
36. China 77. Hatti 120. Malta 163. Sierra Leone 206. World
37. Cook lslands 78. Holland 121. Marshall lslands 164. Sinoaoore 207" Yemen
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yuqoslavial
39. Columbia 80. Hono Konq 123. Mauritius 166. Slovenia 209. Zaire
40. Conqo 81. Hunoarv 124. Mexico '167. Solomon lslands 210.7anbia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211"Zinbabwe
42, Council of Europe 83. lndia 126. Monaco 169. Somaliland
43. Croatia 84. lndonesia 127. Monoolia 170. South Africa



No of Certificate
Exporting (Certifying) Country
lmporting (Requesting) Country
1. Name and dosage form of product
'1 .1 Active ingredient (s)2 and amount (s) per

Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman - 396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached)

: DD 17 93 I 21 Al 2022-1 -21 1 -2
:lNDlA
: As perAnnexure-ll
:Sorafenib Tablets BP 200m9

unit dose3 : Composition :

Each film coated tablet contains:
Sorafenib Tosilate BP
Equivalent to Sorafenib 200 mg
Excipients q.s.
Golor: Titanium Dioxide & Ferric Oxide Red.

Name of authorized

Signature:

Vaf id up to:0410312025

Dr. V.K. DAS
LEETSFAIJI}f,ITV

aiFftrHl

(

For complete qualitative compositicn including Excipients, see attached 4 : Annexure - |

1 2 ls this product licensed to be placed on the market for use in the exporting country?s Yes

'1 3 ls this product actually on the market in the exporting country? Yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28.

lf the answer to 1 2 is no, omit section 2A and continue section 28 6.

2A
A.1 Number of product licenseT : DD/793

And date of issue :2110312020

A.2 Product lieense holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 19012to4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

ls the attached, officially approved product information

complete and consonant with the license?1 1

Not provided

Applicant for c€rtificate if different from license

holder: 12 : Notapplicable.

4.5

A.6

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which

Yes lf no or not applicable proceed to question 4

3.1 Periodicity of routine inspections (years): Yearly

3.2 Has the manufacture of this type of dosage form been inspected? Yes

3.3 Do the facilities and operations conform to GMP as recommended bv Yes

the World Health Organization ?15

4. Does the information submifted by the applicant satisfy the certifoing authority on all aspects of the

Yes lf no, explain

Address of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Gontrol Department,
Primary Health Centre,
Daman - 396220.
Telephone Number: ( 0260 ) 2230470
Fax Number: ( 0260 ) 2230570

oitJos @rlrq- tEnRlErl
triHntclr

Stamp and date: UT OF Dr{A|| I UU' Unf
rr*FFl.t

2B

Not applicable.

8.1 Application for certificate: (Not applicable.)

(Name and address)

8.2 Status of applicant (Not applicable.)

8.2.1 For categories b and c the name and address of the

Manufacturer producing the dosage form are9.
: Not applicable

B. 3 Why is marketing

8.4 Remark: 13

1aq/!16P6 qf

2 3 MAY 2A22



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than
handwritten.

Additional sheet should be appended, as necessary, to accommodate remarks and explanations.

Explanatorv notes

This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufacturing arrangements and
approved information for different dosage forms and different strengths can vary.
Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

Details of quantitative composition are preferred, but their provision is subject to the agreement of the
oroduct-license holder.
When applicable, append details of any restriction, applied to the sale, distribution or administration of the product that is specified in
the oroduct license.
Sections 2A and 28 are mutually exclusive.

Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

Specify whether the person responsible for placing the product on the market.
(a) manufactures the dosage form :

(b) Packages and/or labels a dosage form manufactured by an independent company; or
(c) is involved in none of the above.
This information can be provided only with the consent of the product-license holder or, in the case of non- registered products, the
applicant. Non-completion of this section indicat'es that the party concerned has not agreed to inclusion of this information. lt should be
noted that information concerning the site of production is part of the product license. lf the produc{ion site is changed, the license has
to be updated or it is no longer valid.
This refers to the document, prepared by some national regulatory authorities that summarizes the technical basis on which the
oroduct has been licensed.
This refers to product information approved by the competent natiorial regulatory authori$, such as a Summary
of Product Characteristics (SPC).
In this circumstance, permission for issuing the certificate is required from therproduct-license holder. This permission must be
provided to thelauthority by the applicant.
Plea-sb indicate the reason that the applicant has provided for not requesting registration:
(a) the produc,t has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemlgln the country of export; ' '

(b) the producl-Has been reformulated with a view to improving its stability under tropical conditions;
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products
' in the country of import;
(d) the product has been reformulated to meet a different maximum dosage limit for an aclive ingredient;
(e) any other reason, please specify.
Not applicable means that manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.
The requirements for good practice in the manufacture and qualig control of drugs refened to in the certificate
are those included in the thirty-second report of the Expert Commiftee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 823, 1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the \/VHO Expert Committee on Biological Standardization
(WHO Technical Report Series. No. 822. 1992, Annex 1).
This section is to completed when the product-license holder or applicant conforms to status (b) or (c) as
described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the product. In
these circumstances the applicant should supply the certifuing authority with information to identify the contracting parties responsible
for each stage of manufaclure of the finished dosage form, and the extent and nature of any controls exercised over each of these
oarties.

The layout for Model Certificate is available on diskette in World Perfect from the Division of Drug Management and policies, World Health
Organization, 1211 Geneva 27, Switzerland.

(

10.

11.

12.

13

(
14

15

16



ANNEXURE. I

c ERTf FTCATE NO. DD t7 93t 21 At2022-1 -21 1 -2 vALfD UPTO 04t03t2025

ACTIVE AND INACTIVE COMPOSITION _ QUALITATIVE AND QUANTITATIVE

Name of Product

Gomposition
: Sorafenib Tablets BP 200m9

: Each film coated tablet contains:
Sorafenib Tosilate BP
Equivalent to Sorafenib ................ 200m9
Excipients .........q.s.
Golor: Titanium Dioxide & Ferric Oxide Red.

Name of Authorized

( Address of Gertifying Authority:t Drug Licensing Authority,
Administration of Daman & Diu, Drugs Gontrol Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. : 0091 -0260-223047 0
Fax No. : 0091-0260-2230570

. oitcscorflRotoEnRTEllstgnarure JYI{l-lrr
uTtro l rluu.uI l

rl rlnrcg fi, F

Sr. No.
Ingredients

Specifications Quantity lnput
Mg/Tablet

1 Sorafenib Tosilate BP 274.00

2. Microcrystalline cellulose BP 1 10.00
? Croscarmellose sodium BP 15.00

4 Sodium LaurylSulfate BP 14.00
5 Hypromellos" .f,} BP\ 13.72

6 Croscarmellose sodium ^ZC}!] 
n_ur_lfl .\ BP 17.28

7 Microcrystalline cellulose I.-g ^<iA,-\''rot,-
.'4.lep

35.00

I Magnesiumstearate t-i!l. If ilt BP 11.00
I Opadry Brown | _ Nt 

db. . ltH 14.70

10 lsopropyl alcohol I - drl*, .r?r BP 117.60

11. Dichloromethane \ Ao "t tBP 176.40wg,

iDr. V.K. DAS
LTEi{TFruT}SITT

Stamp & Date 2 3 MAY 2022





(

(

No. of Gertificate

ANNEXURE.II

: DD I 7 93 I 21 Al 2022-1 -21 1 -2 Valid up to:0410312025

Name of the Product : Sorafenib Tablets BP 200m9

List of countries / Institution to which the above product will be Exported / Locally supplied.

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. : 0091-0260-2230470

Signature

Stamp & Date

NUTLGCr!GruT}N'TY
flf,*ff

tnLoscoirrq- rnmEn
fi{frFlrrr

urc tAIAtt otu. Drrl|
tft;tFt,11Il

2 3 l'{AY 2022

1. Afqhanistan 44. Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. Cyprus 86. lraq 129. Mozambioue 172. Soain
3. Aloeria 46. Czech Republic 87. lreland 130. Mvanmar 173. Sri Lanka
4. Anoola 47. Gzechoslovakial 88. lsrael 131. Namibia 174. Sudan
5. Aroentina

48. Democratic
Republic of Congo

89. ltalv 132. Nepal 175. Suriname

6. Armenia 90. lvory Coast 133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Jaoan 135. NewZealand 178. SwiEerland
9. Austria 51. Dominica 93. Jordan 136. Nicaraqua 179. Svria
10. Azerbaiian 52. Dominican Reoublic 94. Kazakhstan 137. Niqer 180. Tadzhikistan
11. Bahamas 53. Ecuador 95. Kenya 138. Niqeria 181. Taiwan
12. Bahrain 54. Eovot 96. Kinqdom of Tonqa 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norwav 183. Tanzania
14. Banqladesh 56. Eouatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Erltrea 99. Korea Reoublic of 142. Pakistan 185. Tobaoo
16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Tooo
17. Beloium 59. Ethiopia 101. Kuwait 144.Panama 187. Tonsa

18. Belize 60. European
Communitv 102. Kyrgyzstan 145. Papua New Guinea 188. Trinidad

19. Benin 61. Fill 103. Laos 146. Paraouav 189. Tunisia
20. Bhutan 62. Finland 104. Latvia 147. Peru 190. Turkev
21. Bolivia 63. France 105. Lebanon 148. Puerto Rico 191. Turkmenistan
22. Bosnia 64. Gabon 106. Lesotho 149. Philippines 192. UAE
23. Botswana 65. Gambia 107. Liberia 150. Poland 193. Uqanda
24. Brazil 66. Guatemala 108. Libva 151. Portuqal 194. Ukraine
25. Brunei 67. Georqia 109. Libyan Arab

Jamahiriya
152. Qatar 195. Union of Soviet

Socialist
Renrrblicsl

26. Bulgaria
68. German Democratic

Republic2

153. Republic of Benin

27. Burkina Faso 110. Liechtenstein lff; 
^a

d Arab

28. Burundi 69. Germany Federal
Republic of

111. Liochtonstoin Kingdom

29. Bvelorussia 112. Lithuania States
30. Cambodia 70. Germany 113. Luxembouro t.t a 1 ruqr v
31. Cameroon 71. Ghana 114. Macau 8. R da Jl'n 200. usA
32. Canada 72. Grcece 115. Madaoascar audi Arabi 201. UzGl fan
33.Gentral African

Reoublic
73. Grenada 116. Malawi 0. Seneqal tEla-., arfi 202^Vanui
74. Guinea 't17 Malavsia 1 lotm lela

34. Chad 75. Guinea Equatorial I
'118. Maldives eUFm

35. Ghile 76. Guyana 119. Mali 162n 16lr <r 2 lndies
36. China 77. Haiti 120. Malta 163. r1-'-.rl
37. Gook lslands 78. Holland 121. Marshall lslands 164. Sin 4||ml.t
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yuqoslavial
39. Columbia 80. Honq Konq 123. Mauritius 166. Slovenia 2O9.hire
40. Gonqo 81. Hunqarv 124. Mexico 167. Solomon lslands 2'l0.Zambia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211. Zimbabwe
42. Council of Eurooe 83. India 126. Monaco 169. Somaliland
43. Croatia 84. Indonesia 127. Monoolia 170. South Africa

Fax No. : 00914260-2230570





Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman - 396220.

certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached)

Vaf id up to:0410312025No. of Certificate
Exporting (Certifying) Country
lmporting (Requesting) Country
1. Name and dosage form of product

: DD 17 931 1 58 I 2022-1 -21 1 -2
: INDIA
: As perAnnexureJl
: Temozolomide Gapsules USP 20 mg

(

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Composition :

Each Hard Gelatin Capsule contains:
Temozolomide USP ............. ......20 mg
Excipients..... ........... q.s.
Approved colors used in capsule shell.

For complete qualitative composition including Excipients, see attached 4 : Annexure - |

1.2 ls this product licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this product actually on the market in the exporting country? Yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28.

lf the answer to 1.2 is no, omit section 2A and continue section 28 6

2A
A.1 Number of product licenseT : DD/793

And date of issue : 05/08/2019

A.2 Product license holder:
Bruck Pharma PW. Ltd.
Survey No. 188/1 to 6, 189/1, 190l2to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address ot

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

A.5 ls the attached, officially approved product information

complete and consonant with the license?1 I

Not provided

Applicant for certificate if different from license

holder: 12 : Notapplicable.

A.6

Does the certifoing authority arrange for periodic inspection of the manufacturing plant in which the

Yes lf no or not applicable proceed to question 4

Periodicig of routine inspections (years): Yearly

Has the manufacture of this type of dosage form been inspected? Yes

Do the facilities and operations conform to GMP as recommended by Yes

the World Health Organization ?15

(

3.1

3.2

3.3

4. Does the information submitted by the applicant satisry the certifying authority on all aspects of the

Yes lf no, explain

'ure of the product?16

Name of authoriz

Signature: fftrtrrH
Address of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Control Department,
Primary Health Centre,
Daman - 396220.
Tefephone Number: ( 0260 ) 223O47O
Fax Number: ( 0260 ) 2230570

oiLcscorlror DCn||'En
*r{tHrtrl

stamD and date: UT * r\Ar..{t r Du. untl
r!-tttrll rI

2B

Not applicable.

B.1 Application for certificate: (Not applicable.)

(Name and address)

B.2 Status of applicant (Not applicable.)

8.2.1 For categories b and c the name and address of the

Manufacturer producing the dosage form areg
: Not applicable

B. 3 Why is marketing authorization lacking?
: Not applicable

Required Requested

B.4 Remark ' 13 -(Not

5'*.l,^"o,:dxlitr srri'Qq

i #ffi#in *>

2 3 MAY WLz



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should ah^,ays be submitted as hard copy, with responses printed in type rather than
handwriften.

Additional sheet should be appended, as necessary, to accommodate remarks and explanations.

Explanatorv notes

1 . This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufacturing anangements and
approved information for different dosage forms and different strengths cztn vary.

2. Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

3. The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition are prefened, but their provision is subject to the agreement of the
product-license holder.

5. \A/hen applicable, append details of any restriclion, applied to the sale, distribution or administration of the product that is specified in (
the product license. \

6. Seclions 2Aand28 are mutually exclusive.

7 . Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market.
(a) manufaclures the dosage form :

(b) Packages and/or labels a dosage form manufactured by an independent company; or
(c) is involved in none of the above.

9. This information can be provided only with the consent of the product-license holder or, in the case of non- registered products, the
applicant. Non-completion of this section indicates that the party concerned has not agreed to inclusion of this information. lt should be
noted that information concerning the site of production is part of the product license. lf the produclion site is changed, the license has
to be updated or it is no longer valid.

10. This refers to the document, prepared by some national regulatory authori-ties that summarizes the technical basis on which the
product has been licensed.

11. This refers to product information approved by the competent national regulatory authority, such as a Summary
of Product Characleristics (SPC).

12. In this circumstance, permission for issuing the certificate is required from the producl-license holder. This permission must be
. provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration:
(a) the produci has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemic in the country of export;
(b) the product has been reformulated with a view to improving its stability under tropical conditions;

, (c) the product has been reformulated to exclude excipients not approved for use in pharmaccutical products
in the country of import;

(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 applicable means that manufacture is taking place in a country other than that issuing the product
certifibate and-inspection is conducted under the aegis of the country of manufaclure.

15. 
'' 

The requirements for good practice in the manufacture and quality control of drugs referred to in the certificate
are those included in the thirty-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 823, 1992, Annex l). Recommendations specifically applicable to biological products have been
formulated by the \&HO Expert Committee on Biological Standardization
(WHO Technical Report Series. No. 822.'1992, Annex 1)-

16. This section is to completed when the productJicense holder or applicant conforms to status (b) or (c) as
described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the product. In
these circumstances the applicant should supply the certifoing authority with information to identiff the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these
parties.

The layout for Model Certificate is available on diskette in World Perfect from the Division of Drug Management and policies, World Health
Organization, 1211 Geneva 27, Switzerland.



ANNEXURE - I

cERT| FTCATE NO. DD/793/1 58 t2022-1 -2',1 1 -2

ACTIVE AND INACTIVE COMPOSITION - QUALITATIVE AND QUANTITATIVE

Name of product ; Temozolomide Capsules USP 20 mg

Compositiol I Each Hard Gelatin Capsule Contains:
Temozolomide USP ....20 mg
Excipients. .... q.s.
Approved colors used in capsule shell.

vALfD UPTO- 04t03t2025

Sr. No.
Ingredients

Specifications Quantity Input
Mg/Capsule

1. Temozolomide USP 20.000

2 Anhydrous lactose USP 218.20

3 Sodium starch glycollate USP 12.000

4 L (+) Tartaric acid USP 3.600
5 Hydrophobic Colloidalsilicon dioxide jtF * r- usP 0.200

6 Stearic acid ^/-<tllu AP 6.000

7. EmpV hard gelatin capsule (size 2) //C{1rN': rrys": qs

Address of Certifying Authority:
Drug Licensing Authority,

(

Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Genter, Daman (UT) - 396 220.
Telephone No. : 0091-0260-2230470
Fax No. : 0091{260-2230570

.,/v,/
"YName of Authorized Percon: Dr. V.K. DAS

OTII'STEEI'CIGAJT}OilTT
ffillHl

Signature crrucS@rrRcr-tEnlltErr
1;11ht{i

uTc oAr^x t olu' (HAr'
rctitsgfi.t

stamp&Date ? 3 $'{,AY 2A22
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No. of Gertificate

Name of the Product

ANNEXURE.II

: DD/793/1 5Bl 2022-1 -21 1 -2

: Temozolomide Gapsules USP 20 mg

Valid up tol. 04lO312O25

(

C

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. :

Fax No. :

0091{260-2230470
00914260-2230570

Name of Authorized Person: Dr. V.K. DAS

OiIIIS LG€IIIIG A'TIfr'TY
tl*rfr

tnLctcol.rrq- DEn|TETI
fftirln

UTG mrel r tlu, tnnx
il*rrgth.u

Signature

Stamp & Date

List of countries / Institution to which the above product will be Exported / Locally supplied.

1. Afqhanistan 4.Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. CvDrus 86. lraq 129. illozambique 172. Soain
3. Aloeria 46. Czech Reoublic 87. lreland 130. Mvanmar 173. Sri Lanka
4, Anoola 47. Czechoslovakial 88. lsrael 131. Namibia 174. Sudan
5. Aroentina 48. Democratic

Republic
of Conqo

89. ltalv 132. Neoal '175. Suriname

6. Armenia 90. lvory Goast 133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Jaoan 135. New Zealand 178. Switzerland
9. Austria 51. Dominica 93. Jordan 136. Nicaraqua 179. Syria
10. Azerbaiian 52. Dominican Reoublic 94. Kazakhstan 137. Nioer 180. Tadzhikistan
1'1. Bahamas 53. Ecuador 95. Kenya 138. Nioeria 181. Taiwan
12. Bahrain !|. Eqvpt 96. Kinqdom ofTonga 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norway 183. Tanzania
14, Banqladesh 56. Equatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Republic of 142. Pakistan 185. Tobaoo
16, Belarus 58. Estonia 100. Kosova 143. Palau 186. Tooo
17. Beloium 59. Ethiooia 101. Kuwait 144. Panama 187. Tonqa

18. Belize
60. European
Communitv 102. Kyrgyzstan 145. Papua New Guinea 188. Trinidad

19. Benin 61. Fiii 103. Laos 146. Paraguay 189. Tunisia
20. Bhutan 62. Finland 104. Latvia 147. Peru 190. Turkev
21. Bolivia 63. France 105. Lebanon 148. Puerto Rico 191. Turkmenistan
22. Bosnia 64. Gabon 106. Lesotho 149. Philippines 192. UAE
23. Botswana 65. Gambia 107. Liberia 150. Poland 193. Usanda
24. Brazil 66. Guatemala 108. Libva 151. Portuqal 194. Ukraine
25. Brunei 67. Georoia 109. Libyan Arab

Jamahiriya
152. Qatar 195. Union of Soviet

Socialist
Renrrblicsl26. Bulgaria

68. German Democratic
153. Republic of Benin

27. Burkina Faso Republic2 110. Liechtenstein 13f. Reoublic de
Guinee -t

28. Burundi 69. Germany Federal
Republic of

111. Liochtonstoin 155. Republic
Maldives

29. Bvelorussia 112. Lithuania 156. RomaniJ Sr- ^i :198;ut \
30. Gambodia 70. Germanv 113. Luxembourq 157. Russiaf Y 3".
31. Cameroon 71. Ghana 114. Macau 158. Rwand rI A a\^
32. Canada 72.Grcece 115. Madaoascar 159. Saudilrebia jllzbekisEflt
33.Central African

Reoublic
73. Grenada 116. Malawi 160. Sener nuatu t
74. Guinea 117. Malavsia 161. t . ezuilla

34. Chad 75. Guinea Equatorial 118. Maldives !!0! napD
35. Chile 76. Guvana 119. Mali 205. Wesll s I
36. China 77. Haiti 120. Malta 163.SierraL a:e ^lN)./
37. Cook lslands 78. Holland 121. Marshall lslands 164. Sinoapore \ (/f
38. Golombia 79. Honduras 122. Mauritania 165. Slovakia \-
39. Columbia 80. Hono Kono 123. Mauritius 166. Slovenia
40. Conoo 81. Hunoarv 124. Mexico 167. Solomon lslands 21O.7ambia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211.Zimbabwe
42. Council of Europe 83. India 126. Monaco 169. Somaliland
43. Groatia 84. lndonesia 127. Mongolia 170. South Africa

2 3 l'4AY 2A22
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Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman - 396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

No. of certificate 
(Generar instru:)i#,;#it"111iry notes attached)

Valid up to: O4lO3l2O25
Exporting (Certifying) Country : INDIA
lmporting (Requesting) Country : As per Annexure-ll
1. Name and dosage form of product : Thalidomide Capsules USP 100 mg

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Composition :

Each hard gelatin capsule contains:
Thalidomide USP ............. .100 mg
Excipients..... ......................... q.s.
Approved colors used in capsule shell.

For complete qualitative composition including Excipients, see attached 4 : Annexure - |

1.2 ls this produC licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this produci actually on the market in the exporting country? Yes

lf the answer to 1.2 is yes, continue with section 2A and omit section 28.

lf the answer to | .2 is no, omit section 24 and continue section 28 6.

(
2A
A.1 Number of product licenseT : DD/793

And date of issue :'1411012019

A.2 Produc{ license holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 19Ol2to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

ls the attached, officially approved product information

complete and consonant with the license?11

Not provided

Applicant for certificate if different from license

holder: 12 : Notapplicable.

2B

Not applicable.

8.1 Application for certificate: (Not applicable.)

(Name and address)

8.2 Status of applicant (Not applicable.)

8.2.1 For categories b and c the

Manufacturer
: Not applicable

B. 3 Vt/hy is marketing

Required Requested

8.4 Remark , 13 -(Not

0anran rf:'

rrnl{s
;|r nnwrntl}

(
3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?

Yes lf no or not applicable proceed to question 4

3.1 Periodicig of routine inspections (years): Yearly

3.2 Has the manufaciure of this type of dosage form been inspected? Yes

3.3 Do the facilities and operations conform to GMP as recommended by Yes

the World Health Organization ?15

4. Does the information submitted by the applicant satisfo the certifoing authori$ on all aspeds of the manu(gfpoftfe produd?16

Yes lf no, explain ry/
Name of authorized 

urHoRrrvAddress of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Control DeparUnent
Primary Health Gentre,
Daman - 396220.
Telephone Number: ( 0260 ) 2230470
Fax Number: ( 0260 ) 2230570

Signature: dhq4er4'+€vrffi
DRUGS CONTROL OEPARTMENT

ffift{irqf+tT'l
rrr OF DAli,AN & DlU, DAMAN

Stamp and date:
{cc}$ ccqsa {s. zF

2 3 HAY 2A22



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than
handwritten.

Additional sheet should be appended, as necessary, to accommodate remarks and explanations.

1

Explanatorv notes

This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufacturing arrangements and
approved information for different dosage forms and different strengths can vary.
Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

Details of quantitative composition are prefened, but their provision is subjec{ to the agreement of the
product-license holder.
\A/hen applicable, append details of any restriction, applied to the sale, distribution or administration of the product that is specified in

the oroduct license.
Sec{ions 2A and 28 are mutually exclusive.

Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

Speciff whether the person responsible for placing the product on the market.
(a) manufactures the dosage form : :

(b) Packages and/or labels a dosage form manufactured by an ihdependent company; or
(c) is involved in none of the aboie.
This information can be provided only with the consent of the product-lieense holder or, in the case of non- registered products, the
applicant. Non-completion of this section indicates that the party concerned has not agreed to inclusion of this information. lt should be
noted that information concerning the site of production is part of the product license. lf the production site is changed, the license has
to be updated or it is no longer valid.

This refers to the document, prepared by some national regulatory authori-ties that summarizes the technical basis on which the
producl has been licensed.
This refers to product information approved by the competent national regulatory authority, such as a Summary
of Product Characteristics (SPC).
In this circumstance, permission for issuing the certificate is required from the product-license holder. This permission must be
provided to the authority by the applicant.
Please indicate the reason that the applicant has provided for not requesting registration:
(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemic in the country of export;
(b) the product has been reformulated with a view to improving its stability under tropical conditions;
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products

in the country of import;
(d) the product has been reformulated to meet a different maximum dosage limit for an aclive ingredient;
(e) any other reason, please specify-
Not applicable means that manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufac{ure.
The requirements for good practice in the manufacture and quality control of drugs referred to in the certificate
are those included in the thirty-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 823, 1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the \A/HO Expert Committee on Biological Standardization
(WHO Technical Report Series. No. 822. 1992, Annex 1).
This section is to completed when the productJicense holder or applicant conforms to status (b) or (c) as
described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the producl. In

these circumstances the applicant should supply the certifying authority with information to identiry the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these
parties.

2.
3.
4.

5.

10.

11.

12.

13.

(
6.
7.
8.

9.

(
14.

15.

16.

The layout for Model Certificate is available on diskefte in World Perfect from the Division of Drug Management and policies, World Health
Organization, 1211 Geneva 27, Switzerland.
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ANNEXURE. I

GERTIFICATE NO.: DD/793/19812022-1-211-2 VALID UPTO 0410312025

ACTIVE AND INACTIVE COMPOSITION - QUALITATIVE AND QUANTITATIVE

Name of Product ; Thalidomide Capsules USP 100 mg

Gompositiol I Each hard gelatin capsule contains:
Thalidomide USP ......100m9
Excipients. .................. q.s.
Approved colorc used in capsule shell.

Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Tefephone No. : 0091-0260-2230470
Fax No. :0091-0260-2230570

( Name of Authorized Pe
THORITY

Signature

dlq66rfihnM
DRUGS CONTROL DE PARTTIENT

.fMft{i{urF-!ni

"ffffiL'#H*
stamp&Date z 3MAy 2ozz

Sr. No.
Ingredients

Specifications Quantity Input
Mg/Capsule

1. Thalidomide USP 100.00

2 Maize starch USP 342.O0

3 Cross povidone USP 12.00

4. Colfoidalsilicon dioxide .dcEE h usP 2.O0

5 Magnesium stearate 1*f$S fi ISP 4.0

6. Empty hard gelatin capsule (siz 
^aftt] '/ ri^, q.s.

Address of Certifying Authority:
Drug Licensing Authority,



ANNEXURE-II

No. of Certificate : DD/793/19812022-1-211-2

Name of the Product : Thalidomide Capsules USP 100 mg

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Gontrol Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. : 0091-0260-2230470
Fax No. : 00914260-2230570

Vafid up to:0410312025

(

(

Name of Authorized ruTy

Signature DRUG MENI

stamp & Date "gmltfi'"#*

List of countries / Institution to which the above product will be Exported / Locally supplied.

1. Afqhanistan zl4. Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. Cvorus 86. lraq 129. Mozambioue 172. Soain
3. Aloeria 46. Czech Reoublic 87. lreland '130. Mvanmar 173. Sri Lanka
4. Anoola 47. Czechoslovakia' 88. lsrael 131. Namibia 174. Sudan
5. Argentina

48. Democratic Republic
of Congo

89. ltalv 132. NeDal 175. Suriname

6. Armenia 90. lvory Coast
133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 9'1. Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Jaoan 135. NewZealand 178. Switzerland
9. Austria 51. Dominica 93. Jordan 136. Nicaraqua 179. Syria
10. Azerbaiian 52. Dominican Republic 94. Kazakhstan 137. Niqer 180. Tadzhikistan
11. Bahamas 53, Ecuador 95. Kenva 138. Niqeria 181. Taiwan
12. Bahrain 54. Eqypt 96. Kinodom ofTonoa 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norwav 183. Tanzania
14. Banqladesh 56. Eouatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Republic of 142. Pakistan 185. Tobaqo
16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Toqo
17. Beloium 59. EthioDia 101. Kuwait 144. Panama 187. Tonqa

18. Belize 60. European Community 102. Kyrgyzstan 145. Papua New
Guinea

188. Trinidad

19. Benin 61. Faii 103. Laos 146. Paraouav 189. Tunisia
20. Bhutan 62. Finland 104. LaWia 147.Peru F key
21. Bolivia 63. France 105. Lebanon 148. Pue .rtC
22. Bosnia 64. Gabon 106. Lesotho 149. Phiri6i
23. Botswana 65. Gambia 107. Liberia 150. PaF -.1tr\ r\
24.Brczil 66. Guatemala 108. Libva 151.P5 l^t *194. fi&rei \
25. Brunei 67. Georoia 109. Libyan Arab

Jamahiriya
152.eahr- ["' 'i

o''iifeoublicsl {

riet

l26. Bulgaria
68. German Democratic

Republic2

1s3. bll9of
Ben t

27. Burkina Faso 110. Liechtenstein
96.United Arab
[$l'r]ates'-

28. Burundi 69. Germany Federal
Republic of

111. Liochtonstoin
155.
Mald

29. Bvelorussia 112. Lithuania 156. Ro i6 n- 198. Unfte tes
30. Cambodia 70, Germanv 113. Luxembourg 157. Russi -r lln tUY
31, Cameroon 71. Ghana 114. Macau 158. Rwanda \*,
32. Canada 72. Greece 115. Madagascal 159. Saudi Arabia 201. Uzbekistan
33.Central African

Reoublic
73. Grenada 116. Malawi 160. Seneoal 202. Vanuatu
74. Guinea 117. Malavsia l6l. Serbia and

Monteneqro
203, Venezuela

34. Chad 75. Guinea Eouatorial 118. Maldives 204. Vietnam
35. Chile 76. Guvana 119. Mali 162. Seychelles 205. West Indies
36. China 77. Haiti 120. Malta 163. Sierra Leone 206. World
37. Cook lslands 78. Holland 121. Marshall lslands 164. SinqaDore 207. Yemen
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yuqoslavia'
39. Columbia 80. Honq Konq 123. Mauritius 166. Slovenia 2O9. Zaire
40. Conqo 81. Hunqarv 124. Mexico 167. Solomon lslands 210. Zambia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211.Zimbabwe
42. Council of Eurooe 83. India 126. Monaco 169. Somaliland
43. Groatia &4. lndonesia 127. Monqolia 170. South Africa

2 3 |t4AY 2s22









Administration of Daman & Diu,
Drugs Licensing Authority,
Drugs Control Department,
Primary Health Centre, Daman -396220.

Certificate of a Pharmaceutical Productl
This certificate conforms to the format recommended by the World Health Organization

(General instructions and explanatory notes attached)

Vafid up to:0410312025No. of Certificate
Exporting (Certifoing) Country
lmporting (Requesting) Country
'1. Name and dosage form of product

: DD 17 941 68C I 2022-1 -21 1 -2
: INDIA
: As per AnnexureJl
: Vincristine Sulfate Injection USP 1 mg/ ml

1.1 Active ingredient (s)2 and amount (s) per unit dose3 : Composition :

Each ml contains:
Vincristine sulfate USP ......................1m9
Water for Injection USP ............. .........q.s.

For complete qualitative composition including Excipients, see attached 4 : Annexure - |

1.2 ls this product licensed to be placed on the market for use in the exporting country?s Yes

1.3 ls this producl actually on the market in the exporting country? Yes

lf the answer to | .2 is yes, continue with section 2A and omit seclion 28.

lf the answer to 1.2 is no, omit section 2A and continue section 28 6.

(

2A
A.1 Number of oroduc{ licenseT : DDt794

And date of issue :1610812019

A.2 Product license holder:
Bruck Pharma Pvt. Ltd.
Survey No. 188/l to 6, 189/1, 190l2to 4,
Atiyawad, Dabhel, Daman - 396210

A.3 Status of product license holder 8 : a

Manufacturing of Dosage forms
A.3.1 For categories b and c the name and address of

the manufacturer producing the dosage form are9
: Not applicable

A.4 ls summary basis of Approval appended?10

No

ls the aftached, officially approved product information

complete and consonant with the license?1 1

Not provided

Applicant for certificate if different from license

holder: 12 : Notapplicable.

A.5

A.6

Address of certifying authority :

Drugs Licensing Authority,
Administration of Daman & Diu,
Drugs Control Department,
Primary Health Centre,
Daman - 396220.
Tefephone Number: ( 0260 ) 2230470
Fax Number: ( 0260 ) 2230570

2B

Not applicable.

B.l Application for certificate: (Not applicable.)

(Name and adclress)

8.2 Status of applicant (Not applicable.)

8.2.1 For categories b and c the name and address of the

Manufacturer producing
: Not applicable

B. 3 Why is marketing
: Not applicable \-

Required Requested

B.4 Remark 13 -(Not

;tt\F-

j*

.\. _-s,{i'#-

DRTJGS L|c€ T.{SII{G AUTHORITY
Signature: 3ftTrngdfr.TTflfto'd

DR tiGS COnifRCL ciPI\RTMENT
.;,i,"rf=f *rTTr |}.d:rri

Stamp and date: UJ OF i'rri:'r'ltti -?' i:rli'J ll'Aful'AN

R-!i Td?l .iqr{ tA €14. E{BI

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?

Yes lf no or not applicable proceed to question 4.

3.1 Periodicity of routine inspections (years): Yearly

3.2 Has the manufaclure of this type of dosage fom been inspected? Yes

3.3 Do the facilities and operations conform to GMP as re@mmended by Yes

the World Health organization ?15 --'
4. Does the information submitted by the applicant satisff the certifying authority on all aspects of the manufQglu ryffi produa?16

7z/
Yes lf no' explain 

Name of authorized person: Dr. v.K. DAS

2 3 MAY ?022



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.
The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than
handwritten.

Additional sheet should be appended, as necessary, to accommodate remarks and explanations.

Explanatorv notes

1 . This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificate in the exporting country. lt is for a single product only since manufaciuring arrangements and
approved information for different dosage forms and different strengths can vary.

2. Use, whenever possible, international Nonproprietary Names (lNNs) or National Nonproprietary names.

3. The formula (Complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition are prefened, but their provision is subject to the agreement of the
productlicense holder.

5. When applicable, append details of any restriction, applied to the sale, distribution or administration of the product that is specified in

the product license.

6. Sections 2Aand28 are mutually exclusive.

7 . Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the produci on the market-
(a) manufactures the dosage form :

(b) Packages and/or labels a dosage form manufactured by an independent company; or
(c) is involved in none of the above.

9. This information can be provided only wilh the consent of the product-license holder or, in the case of non- registered products, the
applicant. Non-completion of this seption indicates that the party concerned has not agreed to inclusion of this information. lt should be
noted that information concerning the site of production is part of the product license. lf the production site is changed, the license has
to be updated or it is no longer valid.

10. This refers to the document, prepared by some national regulatory authori-ties that summarizes the technical basis on which the
oroduct has been licensed.

11. This refers to product information approved by the competent national regulatory authority, such as a Summary
of Product Characteristics (SPC).

12. In this circumstance, permission for issuing the certificate is required from the product-license holder. This permission must be
provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration:
(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases.

not endemic in the country of export;
(b) the product has been reformulated with a view to improving its stability under tropical conditions;
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products

in the country of import;
(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 applicable means that manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufaclure.

15. The requirements for good practice in the manufacture and qualig control of drugs referred to in the certificate
are those included in the thirg-second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 823, 1992, Annex l). Recommendations specifically applicable to biological products have been
formulated by the \fiHO Expert Commiftee on Biological Standardization
(WHO Technical Report Series. No. 822. 1992, Annex 1).

16. This section is to completed when the product-license holder or applicant conforms to status (b) or (c) as
described in note 8 above. lt is of particular importance when foreign contractors are involved in the manufacture of the produc't. In

these circumstances the applicant should supply the certifuing authority with information to identify the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these
parties.

The layout for Model Certificate is available on diskefte in World Perfect from the Division of Drug Management and policies, World Health
Organization, 121 | Geneva 27, Switzerland.

(-

(.



ANNEXURE. I

CERT| Ff CATE NO. : DD1794168C12022-1 -21 1 -2 vALtD UPTO 0410312025

ACTIVE AND INACTIVE COMPOSITION - QUALITATIVE AND QUANTITATIVE

Name of Product

Composition

Vincristine Sulfate Injection USP 1 mg/ ml
Each mlcontains:
Vincristine Sulfate USP ......... .................1m9
Water for Injection USP ......... .................q.s.

(_-

C Address of Gertifying Authority:\
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Control Dept.,
Primary Health Genter, Daman (UT) - 396 220.
Telephone No. : 0091-026f2230470
Fax No. : 0091-0260-2230570

Sr. No.
Ingredients

Specifications Quantity Input
(mg/ml)

1. Vincristine sulfate USP 1.0

2. Mannitol USP 100.0

3. Methyl Paraben USP 1.3

4. Propyl paraben USP o2
5. Sodium acetate USP 0.8

6.
Glacial acetic acid

USP
zdrR

for pH
adiustment onlv

7 Water for Iniection f,t\fi Br"h q. s.

Name of Authorized Person: Dr. V.K. DAS

Signature

Stamp & Date

DRUGS LICENSING AUTHORITY
s{Fdiw.f$aul&qrn

DRUGS CONTIL\L OEPAR-I trtENI
silq.dlftilqftx{Frr

UT OF DF.MAN & DIU, DAMAN
ss s'arT <rysr € eta. liry{

2 3 F{AY ?0?2





(

ANNEXURE-II

No. of Certificate : DD1794168C12022-1-211-2 Valid up to= 041O312025

Name of the Product : Vincristine Sulfate lnjection USP 1mg/ ml

List of countries / Institution to which the above product will be Exported / Locally supplied.

Address of Gertifying Authority:
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Gontrol Dept.,
Primary Health Center, Daman (UT) - 396 22O.
Tefephone No. : 0091-0260-2230470
Fax No. : 00914260-2230570

Na me of A uth orizeo ee &o&toftEilSinodt*o^*

Signature
dtldErFsffir$m

DRUGS COilTROL DEPARTMENT
oftqdftlifii}rTFl

stamp& Date "ffmlft "#"

t

1. Afohanistan 44. Cuba 85. lran 128. Morocco 171. South Korea
2. Albania 45. Cvprus 86. lrao 129. Mozambioue 172. Spain
3. Alqeria 46. Czech Reoublic 87. lreland 130. Myanmar 173. Sri Lanka
4. Anqola 47. Czechoslovakial 88. lsrael 131. Namibia 174. Sudan
5. Arqentina 48. Democratic

Republic
of Conqo

89. ltaly 132. Nepal 175. Suriname

6. Armenia 90. lvory Coast 133. Netherlands
Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden
8. Australia 50. Diibouti 92. Japan 135. New Zealand '178. SwiEerland
9. Austria 51. Dominica 93. Jordan 136. Nicaraqua 179. Svria
10. Azerbaiian 52. Dominican Republic 94. Kazakhstan 137. Niqer 180. Tadzhikistan
11. Bahamas 53. Ecuador 95. Kenva 138. Nioeria 181. Taiwan
12. Bahrain 54. Eqvpt 96. Kinqdom of Tonqa 139. North Korea 182. Taiikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Nonrav 183. Tanzania
14. Banoladesh 56. Equatorial Guinea 98. Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Reoublic of 142. Pakistan 185. Tobaqo
16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Toqo
17. Belqium 59. Ethiooia l01. Kuwalt 144. Panama 187. Tonqa

18. Belize 60. European
Communitv 102. Kyrgyzstan 145. Papua New Guinea 188. Trinidad

19. Benin 61. Fiii 103. Laos 146. Paraquay 189. Tunisia
20. Bhutan 62. Finland 104. Latvia 147.Peru 190. Turkev
21. Bolivia 63. France 105. Lebanon 148. o- --\ .191. Turkmenistan
22. Bosnia 64. Gabon 106. Lesotho 14 st{U f At . UAE
23. Botswana 65. Gambia 107. Liberia u

i*l
'.t9 qanda

24. Brazil 66. Guatemala 108. Libya lkraine
25. Brunei 67. Georqia 109" Libyan Arab

Jamahariya
r5 tr AlFUjps

Renuhl

of Soviet
ist26. Bulgaria

68. German Democratic 153. ftepublic nin

27. Burkina Faso Republicz
110. Liechtenstein . Republi

Guinee -.r-n;r rr'.i
196.Ohl
Emiratr

rd Arab

28. Burundi 69. Germany Federal
Republic of

111. Liochtonstoin 155 rg,fDa r"n o n
Mal

29. Bvelorussia 112. Lithuania RA/ Ua United States
30. Cambodia 70. Germanv 113. Luxembouro lf, Uruquav
31. Cameroon 71. Ghana 114. Macau 158. dal.illliYlti' u00. usA
32. Canada 72. Greece 115. Madaqascar 159. Saudi Arabia^d- 201. Uzbekistan
33.Central African

Reoublic
73. Grenada 116. Malawi 160. Seneoal 202. Vanuatu
74. Guinea 117. Malavsia 161. Serbia and

Monteneoro
203. Venezuela

34. Chad 75. Guinea Equatorial 118. Maldives 204. Vietnam
35. Chib 76. Guvana 119. Mali 162. Sevchelles 205. West lndies
36. China 77. Haiti 120. Malta 163. Sierra Leone 206. World
37. Cook lslands 78. Holland 121. Marhall lslands 164. Sinqapore 207. Yemen
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yuqoslavial
39. Columbia 80. Hono Kono 123. Mauritius 156. Slovenia 2O9.Zairc
40. Conqo 81. Hunoarv 124. Mexico 167. Solomon lslands 210.7-ambia
41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211" Zimbabwe
42. Council of Eurooe 83. India 126. Monaco 169. Somaliland
43. Groatia 84. Indonesia 127. Monqolia 170. South Africa

2 3 MAY 2|j??
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