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ADMINISTRATION OF DAMAN & DIU (UT)
DRUGS LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT

PRIMARY HEALTH CENTER

DAMAN - 396 220
53 No. DCD / D&D / LA / 2018-2019 /2 2 Y DATED: - 0.5 JO1/2019.

WHO-GMP CERTIFICATE

B [is 1s 10 CERTIFY THAT M/S. BRUCK PHARMA PRIVATE LIMITED, PLOT No.
188/1 1O 6, 189/1, 190/2 TO 4, ATHIYAWAD, DABHEL, DAMAN- 396210, INDIA IS
“4 HOLDING VALID DRUG MANUFACTURING LICENCES IN FORM No. 25 & FOorM No. 28
BEARING LICENCE No. DD/793 & DD/794, DATED 28/04/2017 RESPECTIVELY,
ISSUED BY THIS ADMINISTRATION UNDER THE PROVISIONS OF DRUGS & COSMETICS
A Act, 1940 AND RULES THEREUNDER. UNDER THE SAID LICENCES THE FIRM IS
é‘f: PERMITTED TO MANUFACTURE AND SELL THEIR PRODUCTS COVERED UNDER THE
CATEGORIES OF ANTICANCER - LIQUID INJECTIONS, LYOPHILIZED INJECTIONS AND ORAL

SOLID DOSAGE.

,THE FIRM HAS EMPLOYED COMPETENT PERSONS IN MANUFACTURING AND QUALITY
CONTRGL DEPARTMENTS. THE FIRM IS FOLLOWING GOOD MANUFACTURING PRACTICES
' 45 PER WORLD HEALTH ORGANIZATION RECOMMENDATIONS IN THE MANUFACTURING

8 AND TESTING OF THE SAID CATEGORIES OF ANTICANCER - LIQUID INJECTIONS,

Biq LvoPiuLIzED INJECTIONS AND ORAL SOLID DOSAGE.

5 THE MANUFACTURING PLANT IS SUBJECT TO REGULAR INSPECTION BY THE COMPETENT

%8 AUTHORITY UNDER THE ACT.

(Dr. V. K. DAS)
anL TR . DIRECTOR,
P, Hmilaman o MEDICAL & HEALTH SERVICES

‘?/,‘ V7 gt ‘(fi’\q} DRUGS LICENSING AUTHORITY,
F DA{{!B.\\% UT oF DAMAN & Dy,
DAMAN,




CERTIFICATE OF PHARMACEUTICAL PRODUCTS!
This certificate conforms to the Tormat recommended by the World Health Organization

No of Certificate: DD/793/11B/2020-1-211-1 Valid Up to: 04/01/2022
Exporting (Certifying) Country ; Indis
Importing (Requesling) Counlry : As per Annexure-2
1 Name and dosage form of Product ¢ Lomustine Capsule USP 40 mg
11 Active ingredient(sy and amount(s) per unit dose? ¢ Composition:
Each capsule contains:
Lomustine USP R TSTRTTTTTVPSPRPRRPIPTSCSRN | ([T
Excipients............ 8.

Color: Approved coi;x‘;.l;;;d in cs;;s;;l.c: ;hclls )
For complete qualitative composition including excipients, see attached!  Annexure - 1
12 Is this product licensed 10 be placed on the market for use in the exporting country?® t Yes
13 Is this product actually on the market in the exporting country ? toYes
If the answer to 1 2 is yes, continue with section 2 A and omit section 2 B

IF the answer 10 | 2 is no, omil section 2 A and continue scction 2 BE

2Al Number of product licence” and date of issue s DIDM/793 Dated 05/08/2019

2A2 Product Licence holder (Name & Address) ¢ Bruck Pharma Pvi. Ltd.
Survey No. 188/l to 6, 1.89/1, 19072 (o0 4,
Atiyawad, Dabhel, Daman - 396210

2A3  Siatus of product ticence holder # i

2A31 For categories b and < the name and address of the manulacturer producing the T Nt appd
dosage form is®

———
WG Ay

SV N

Joowigw

2A4  Is s summary basis for approval appended?™® t
2AS5  Isthe attached, officrally approved product information complete and consonant
with the licence? ! ;

o o
2A6 Applicant for certificate, if difcrent from licence holder (name and address)'? M{:F“-jlpiiﬁuﬁ;ﬂ;g -

2B Applicant for certificate (Name & Address) WA K=

2B2 Status of applicant NAYL: ;g;;;dﬁ,zz;, e

2B 21 For categories (b) and (c) the name and address of the manu facturer producing the N&%; s "
dosage form is:® 5

W b y R
PR T TRA

y ‘i el izati <ine? s W 0 OO T
2B3  Whyis markeling avthorization lacking? r ARy U QAmm ; ’,r
2B4  Remak " T XA s
3 Does ke certifying authority arrange for periodic mspection of the manufacturing plani in which the dosage t Yo
form i produced? (yes/no/not applicable) "
[F Not or Not applicable proceed to question 4
31 Periodicity of routine inspection (years) : Yearly
32 Has the manufacture of this type of dosage form been inspected ? I (1
33 Do the facilities and operation confirm lo GMP as recommended by World Health 1 Yes
Organization 7%
4 Docs the informalion submitted by the applicant satisfy the cenifying authority on ¢ Yes
all aspects of the manufacture of ihe produst 7%
If No, explain :  Not Applicable
Address of certifying authority
Drug Licensing Autherity,
Administration of Daman & Diu, Drugs Control Dept., o
Primsry Health Center, Daman (UT) - 396 220. o
Telcphone No. ; 0091 -- 0260 — 2230470 ‘,_L;ﬁ"
Fax No. 1 (091 - 0260 - 2230570 )
Name of Authorized Person: Dr: K. [145
DRUGS LICENSING AUTHORITY
Signature st engdy wrER
Stamp and Date DRUGS CONTROL DEPARTMENT
e B fem

<, UT OF DAMAN & DU, DAMAN
1 5 J UN EGLU'_ﬁ'm"mTia vhy, wowm
Page 10f3




Explanatory notes:

1,

b

10

11

12

13.

5

16

This certificalcs which is in the format rccommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificale in the exporting country [t is for a single product only since manufacturing arranpgements and approved
information for different dosage form and different strenglhs can vary

Use, whenever passible, intemational Nonproprielary Names (INNs) or national nonproprielary names

The formula (complete composilion) of the dosage form should be given on the certificate or be appended
Details of quantitative composition are preferred, but their provision is subject lo the agreement of the product licence holder.

When applicable, append details of any restriction applied lo the sale, distribulion cr administration of the product that is specified
in the product licence

Section 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional, or the product has not yct been approved
Specify whether the person responsible for placing the product on the market:

a) Manufaciures the dosage form,
b) Packages and / or labels a dosage form manufactured by an independent company, or
¢y Is involved in none of the above.

The information can be provided only with the consent of the product licence holder or, in the case of non-registered products, the
sgplicant, non-campletion of the section indiesses THst e party concensal ez notagreed we Incdusion of this afuraation
It shiwdd b poted thad nforwmtion, conceming e $ie of praduction is part of the product licence. If the production site is changed.

the licence must be vpdated or it is no longer valid..

This refers to the documents, prepared by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed,

This refers fo product information approved by the competent national regulatory autherity, such as a Summary Product
Characleristics (SPC), :

In this circumslance, permission for issuing the certificate is required from the product-iicence holder. This permission has to be
provided to the authority by the applicani,

Please indicure the resson that the uppliciat bus provided Tar nil reguesting reglitration. .

b The prodiuct hus been deselaped exelusively Foe the trentment of the conditions panticularty trogioal diseases - nol endemc in
the country of export,

k) The product has been reformutaled with a view 10 improving its stabilily under tropical condilions;

¢) The product has been reformulated to exclude excipients not approved for us¢ in pharmaceutical product in the country of
import;

d) The product has been reformulated to meet a different maximum dosage limit for an active ingredient

¢) Any other reason, please specify

. Not applicable means that the manufacture is taking place in a country other than that issuing the procuct certificate and inspection

is conducted under the aegis of the country of manufacture

The requirement 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 Preparation, WHO Techonical Report Senes
No. 823,1992 Annex | Recommendation specifically applicable to biological products have been formnlated by the WHO Expert
Committee on Biological Standardizalion (WHO Technical Report Series No. 822,1952 Annex 1 ).

This section is 10 be completed when the product- licence holder or applicant conforms to status (b) and ( ¢} as described in the note
8 above It js of particular importance when foreign contraclors ar¢ involved in the manufacture of the product In these
circumstances the applicant should supply the certifying 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 exercise over cach of these

parties

>k
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No. of Certificate : DD/793/11B/2020-1-211-1

ANNEXURE-11

Name of the Product: Lomustine Capsule USP 40 mg

Valid up 10: 04/01/2022

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

| Afghanistzn 44 Cuba 85 Iran 128. Moroceo 171 South Korea

2 Albania 45. Cyprus 86 Irag 120, Mozambique 172 Spain

3 Algeria 46. Czech Republic 87 lreland #30. Mvanmar 173, Sri Lanka

4 Angola 47 Czechoslovakia' 48 Israel 131 Namibia 174 Sudan

S_Argentina 48 Demogratic Republic 39 Traly 132, Nepal 175 Suriname

6 _Armmenia of Congo 90 Ivory Coast 133. Netherlands Antiltes 176 Swaziland

7 Aruba 49. Denmark 9} Jamaica 134 Netherlands §77 Sweden

8 Australia 50. Dibouli 92 Japan 135, New Zcaland 178 Switzerland

9 Auvustnia 51 Dominica 93 Jordan 136. Nicaragua £79 Syria

10_Azerbaijan 52 Dominican Republic 94 Kazakhsian 137 Niger 180 Tadzhikislan

11 Bshamas 53. Ecuador 95 Kenva 138 Nigeria 181 Taiwan

12, Bahrain 54 Egypt 96. Kingdom of Tonga 139. North Korea 182_Tajikistan

13, Baltic 55 El Salvador 97 Kiribati 140. Norway 183, Tanzania

14 Bangladesh 56_Equatorial (uinea 98 Korea 141. Oman 184 Thailand A

15 Barbados 57. Eritrea 99. Korea Republic of 142 Pakistan 185. Tobago

16 Belarus 58, Estonia 100 Kosova 186. Togo

17_Belgium 59. Ethiopia 101 Kuwait 187. Tonga

18 Belize 60._European Community 102. Kyrgyzsian | 188 Trnidad

19 Benin 61. Fili 103 Laos y 25 £, 189 Tunisia

30. Bhutan 62 Finland 04 Latvia £S5 P, ey R NIOO. Turkey

31 Bolivia 63 France 05 Lebanon {48 Puighifico -~ * | ¥o1 Turkmenisian

22 Bosnia 64 Gabon 05 Lesotho 49, Philippines pos) 12 UAE

23 Botswang 65. Gambia 107, Liheria © 50. Pofand > a3 Uganda

24 Brazil 66.Gualermala 108, Libya 151. Roripgal )4 Ukraine

25 Brunei 67. Georgia 109, Libait Arab \ 152 Oatug, ~ S, Luawn of Sove

.26, Bulgaria | 68. German Democratic lnusahiriya _ 17433 Republi¢of Besh Soninlist Mepubtics’

27 Burkina Faso Republic? I10. Liechtenstein % < [s 159 Republic ity 196 United Arab Emirales

28 Burundi 69. Germany Federal 111, Liochtonstoin. W y?.hv it o j@a o | 197 Uniled Kingdom

29. Byelorussia Republic of* 112 Lilhuania ‘\T‘E;m F 7 398 Uniled States

30. Cambodia 70. Germany 113. Luxemboorg 137, Rk 199 Uiniguay

31. Cameroon 71.Ghana 114 Macau 158 Rwanda 200 USA

32 Canada 72 Greece 115, Madagascar 159 Saudi Arabia 201 Uzbekistan

33 Central Alrican 73. Grenada 116, Malawi 160, Sencgal 202, Vanuaty
Republic 74 Guinea 117 Malaysia 161 Serbia and 203 Venezuela

34 Chad 75. Guinea Equatorial 118 Maldives Monltenegro 204. Vietnam

35. Chile 76. Guyana 119 Mali 162 Seychelles 203, West Indies

36_China 77._Haiti 120 Malta 163 Sierra Leone 206, World

37. Cook Islands 78 Holland 121. Marshall Islands 164. Singapore 207. Yemen

38. Colombia 79. Honduras 122 Maurilania 165 Slovakia 208. Yuposlavia'

39. Columbia 80. Honeg Kong 123 Maurilivs 166 _Slovenia 209. Zaire

40 Congo 81. Huneary 124 Mexico 167 Solomon Jslands 210 Zambia

41, Costa Rica 82. Iceland 125 Moldova 168 Somalia 211 Zimbabwe

42. Council of Europe 83. india 126 Monaco 169 Somaliland

43 Croatia 84 Indonesia 127 Mongolia 170 South Africa

Address of certifying avthority:

Director Medical and Health Services,

Drugs Licensing Authority,

Admigpistration of Daman and Diu.

DAMAN - 396 220.

Telephone Number: (0260) 2230470

Fax Number:

{0260) 2230570

A

Name of the authorized personi P, Vo R, AN
DRUGE LICENSING AUTHORITY

Shrach #midn Tt
DRUGS CONTROL DEPARTMENT
areedt P gy
UT OF DAMAN & DIU, DAMAN

Signature:

Stamp and date:

15 JUN 2020

U N7 v @ 2R, T
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CERTIFICATE OF PHARMACEUTICAL PRODUCTS!
This certificate conforms to the format recommended by the World Health Organization

No. of Certificate: DD/793/24A/2020-1-21 {-] Valid Up to: 04/01/2022

Exporting (Certifying) Country ¢ India

Importing (Requesting) Country : As per Annexure-2

I Name and dosage form of Product ¢ Melphalan Tablet BP 2 mg

1.1 Active ingredient(s)? and amount(s) per anit dose® : Composition:
Each film coated tablet contains:
Melphalan BP.......ccooevvvrennnnnnne, [PTRUN frrvernenervanan 2mg
EXCIipients, .o seenissnnnns

12
1.3

2.A1
A2

2A3
2.A31

2.A4
2A5

2A6
2.B.1
2.B.2
2.B.21

2B3
2B4

31
3.2
33

For complete qualitative composition including excipients, see attached*.  Annexure - |

Is this product licensed to be placed on the market for usc in the exporting country?® : Yes
Is this product actually on the market in the exporting country ? i Yes
1f the answer to 1.2 is yes, continue with section 2 A and omit section 2 B

If the answer to 1.2 is no, omit section 2 A and continue section 2 B®

Number of product licence” and date of issue ¢ DD/793 Dated 15/65/2019

Product Licence holder (Name & Address) ¢ Bruck Pharma Pvt, Lid.
Survey No. 188/1 to 6, 139/1, 190/2 10 4,
Atiyawad, Dabhel, Daman - 396210

Status of product ficence holder * :oa

For categories b and ¢ the name and address of the manufaciurer producing the : a gy
dosage form is’

Is a summary basis for approval appended?®® : > R 51 ,J;f‘,;.;
- &Y

Is the attached, officially approved product information complete and consonant

with the licence? I’ 14:’.‘: : Wy :

Applicant for certificate, if different from licence holder (name and address)®? Not Kpplicab;e“;; e

Applicant for certificatc (Name & Address) NA ﬂ‘jwﬂ, .
F/

i ca . e T iy el
Status of applicant NA S e Do G

R RN
AL O SN
Aé.,?‘ 7 7o <« S" '

i1,

For categories (b) and (c) the name and address of the manufacturer producing the ¢~
dosage form is:*

' AL
Why is marketing authorization lacking? : NA 0£ gﬂ?ﬁg\;m“
P
Remark P 1 NA

Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage ¢ Yes
form is produced? (yes/no/not applicable)

1f Not or Not applicable proceed to question 4
Periodicity of routine inspection (years) : Yearly
Has the manufacture of this type of dosage form been inspecied ? : Yes

Do the facilities and operation confimm to GMP as recommended by World Health  : Yes
Organization '

Does the information submitted by the applicant satisfy the centifying authority on 1 Yes
all aspects of the manufacture of the product 716

If No, explain : Not Applicable

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 yd
Fax No. : 0091 - 0260 - 2230570
Name of Authorized Person: Dr. VX, DAS

SING AUTHORITY
Signature DRUGS LICENSING

Stamp and Date afreft Tt Smfﬁ*ﬁ“-}w -
DRUGH CUNTROL O PARTMEN

0 1JuL 202&,15_:
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Explanatory notes:

1.

14,

15.

This certificates 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. It is for a single product only since manufacturing arrangements and approved
information for different dosage forr: and different strengths can vary.

Use, whenever possible, internationa. Nonproprietary Names (INNs) 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 product licence holder.

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

Section 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licer.ce 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) Isinvolved in none of the above.

The information can be provided only with the consent of the product licence holder or, in the case of non-registered producis. the
applicant, non-completion of the section indicates that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product licence. 1f the production site is changed,
the licence must be updated or it is no longer valid.

This refers to the documents, prepared by some nationa) regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

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

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has to 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 the 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;

¢) The product has been reformulated to exclude excipients not approved for use in pharmaceutical product 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 the 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 requircrent for Good practice in the manufacture and quality control of drugs referred 10 in the certificate are those included in
the thirty second report of the Expert Committee on Specifications for Pharmaceutical Preparation, WHO Technical Report Series
No. 823,1992 Annex 1. Recommendation 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 ).

This section is to be completed when the product- licence holder or applicant conforms to status (b) and ( ¢) as described in the note
8 above. it is of particular importance when forcign contractors are involved in the menufacture of the product. In these
circumstances the applicant shouid supply the certifying 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 exercise over each of these
parties.

Rk
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No. of Certificate : DD/793/24A/2020-1-211-1

Name of the Product: Melphalan Tablet BP 2 mg

ANNEXURE-II

Valid up to: 04/01

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

/2022

1. Afghanistan 44. Cuba 85. Iran 128. Morocco 171. South Korea

2. Albania 45. Cyprus 86. Iraq 129. Mozambique 172. Spain

3. Algeria 46. Czech Republic 87. Ireland 130. Myanmar 173. Sri Lanka

4. Angola 47. Czechoslovakia® 88. Israel 131. Namibia 174. Sudan

3. Argentina 48. Democratic Republic 89. Italy 132, Nepal 175. Suriname

6. Armenia of Congo 50. Ivory Coast 133, Netherlands Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden

8. Australia 50. Djibouti 92, Japan 135. New Zealand 178. Switzerland

9. Austria 51. Dominica 93. Jordan 136. Nicaragua 179. Syria

10, Azerbaijan 52, Dominican Republic 94. Kazakhstan 137, Niger 180. Tadzhikistan

11. Bahamas 33. Ecoador 95, Kenya 138. Nigeria 181. Taiwan

12. Bahrain 54. Egypt 96. Kingdom of Tonga 139. North Korea 182. Tajikistan

13. Baltic 55. El Salvador 97. Kiribati 140, Norway 183. Tanzania

14. Bangladesh §6. Equatorial Guinea 98, Korea 141. Oman 184, Thailand

15. Barbados 57. Eritrea 99, Korea Republic of 142, Pakistan 185. Tobago

16. Belarus 58. Estonia 100. Kosova 143, Palau 186. Togo

17. Belgium 59. Ethiopia 101, Kuwait 144. Panama 187. Tonga

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

19, Benin 61. Fiji 103. Laos 146. Paraguay 189, Tunisia

20. Bhutan 62. Finland 104, Latvia 147, Peru — 190. Turkey

21. Bolivia 63. France 10S. Lebanon 148. P, 91. Turkmenistan

22. Bosnia 64. Gabon 106. Lesotho 14 i UAE

23. Botswana 65. Gambia 107, Liberia 0 T8 panda

24. Brazil 66. Guatemala 108. Libya o b (Rraine

25. Brunei 67. Georgia 109. Libyan Arab ¥ & _ﬂmm‘}n of Soviet

26. Bulgaria 68. German Democratic Jamahiriya 153, Republic of3eHin 2 Socklist Republics!

27. Burkina Faso Republic? 1]0. Liechtenstein 54. Republic déiidinee 196 Lnitfd Arab Emirates

28. Burundi 69. Germany Federal 111. Liochtonstoin 5. Republic ofttdives | 197. Uniged Kingdom

29, Byelorussia Republic of? 112, Lithuania 156. Romanig o= A+ 498. Unffed States

30. Cambodia 70. Germany 113. Luxembourg 157, Risias =1 Data it o700 Tphigugy

31. Cameroon 71. Ghana 114. Macau S8, Bwhida A 2.

32. Canada 72. Greece 115. Madagascar N BAAATSbE TN ), U@ Uzbekistan

33.Central African 73. Grenada 116. Malawi lédx&n(gi_g_gaqm K 202 Vanuatu
Republic 74. Guinea 117. Malaysia 161, SM' - 203. Venezuela

34, Chad 75. Guinea Equatorial 118. Maldives Montenegro 204. Vietiam

35. Chile 76. Guyana 119. Mali 162, Seychelles 205. West Indies

36. China 77. Haiti 120. Maita 163. Sierra Leone 206. World

37. Cook Islands 78. Holland 121. Marshall Islands 164. Singapore 207. Yemen

38. Colombia 79. Honduras 122, Mauritania 163, Slovakia 208, Yugoslavia'

39. Columbia 80. Hong Kong 123. Mauritius 166. Slovenia 209, Zaire

40. Congo 81. Hungary 124. Mexico 167. Solomon Islands 210. Zambia

41. Costa Rica 82. Iceland 125. Moldova 168. Somalia 211 Zimbabwe

42, Council of Europe 83. India 126. Monaco 169. Somalitand

43. Croatia

84. Indonesia

127. Mongolia

170. South Africa

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. :

0091-0260-2230470
0091-0260-2230570

Signature

ﬁ’%/

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

DRUGS LICENSING A

UTHORITY

aftafy weedthe svReerdt

DRUGS CONTROL DE

PARTMENT

sthrpdy Pedgue Bogm

Stamp & Date UT OF UAMAS & BIU DAMAN

AN W Aoy o e aue

0 1JUL 2020

Page 1 of'




12
1.3

2Al
2A2

2.A3
2.A31

2.A4
2AS

2.A.6
2B.1
2B2
2B21

2B3
2.B4

31
32
33

CERTIFICATE OF PHARMACEUTICAL PRODUCTS?
This certificate conforms to the format recommended by the World Health Organization

No. of Certificate: DD/793/15B8/2020-1-211-1 Valid Up te: 04/01/2022

Exporting (Certifying) Country ¢ India

Importing (Requesting) Country ¢ Asper Annexure-2

1. Name and dosage form of Product : Thalidomide Capsule USP 100 mg

1.1 Active ingredient(s)* and amount(s} per unit dose’ : Composition:
Each hard gelatin capsule contains:
Thalidomide USP ........ [P URR .
Exuplenlsqs

Color: Approved color used in capsule shells.
For complete qualitative composition including excipients, see attached®,  Annexure - I
Is this product licensed to be placed on the market for use in the exporting country?* : Yes
Is this product actually on the market in the exporting country 7 : Yes
If the answer to 1.2 is yes, continue with section 2 A and omit section 2 B

If the answer to 1.2 is no, omit section 2 A and continue section 2 B¢

Number of product licence” and date of issue :  DD/793 Dated 14/10/2019
Product Licence holder (Name & Address) Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 190/2 to 4,
Atiyawad, Dabhel, Daman - 396210

..

Status of product licence holder * : a

For categories b and ¢ the name and address of the manufacturer producing the :  Not applicable
dosage form is®

Is a summary basis for approval appended?*® : NO

Is the attached, officially approved product information complete and consonant :  Not Provided
with the licence? !

Applicant for certificate, if different from licence holder (name and address)" :

Applicant for certificate (Name & Address) :

Status of applicant

For categories (b) and (c) the name and address of the manufacturer producing the  ; °
dosage form is: °

Why is marketing authorization lacking? :

Remark 1 :

Does the certifying authority arrange for periodic inspection of the manufacturing plant in which
form is produced? (yesfno/not applicable) ¥

If Not or Not applicable proceed to question 4

Periodicity of routine inspection (years) : Yearly
Has the manufacture of this type of dosage form been inspected ? ¢ Yes
Do the facilities and operation confirm to GMP as recommended by World Health  :  Yes

Organization 7'*

Does the information submitted by the applicant satisfy the certifying authority on ~ :  Yes
all aspects of the manufacture of the product 76

If No, explain ¢ Not Applicable

Address of certifying authority

Drug Licensing Authority,

Adninistration of Daman & Diu, Drugs Control-Dept,,

Primary Health Center, Daman {UT) -396 220.

Telephone No. : 0091 — 1268 — 2230470 ‘

Fax No. : 0091 - 0260 - 2230570 -
Name of Authorized Pers(mliéeﬁsmg AUTHORITY
. 3 st wrdda sl
Signature DRUGS CONTROL DEPARTMENT

Stamp and Date 1
At B fprm
UT OF DAMAN & DI, DAMAN

—————— T*EJUN7U70_ - Yoo A 78 v
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Explanatory notes:

1.

10.

11.

12

13.

14,

15.

16.

This certificates 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. It is for a single product only since manufacturing arrangements and approved
information for different dosage form and different strengths can vary.

Use, whenever possible, international Nonproprietary Names (INNs) 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 product licence holder.

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

Scction 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence 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 desage form manufactured by an independent company, or
¢) Isinvolved in none of the above.

The information can be provided only with the consent of the product licence holder or, in the case of non-registered products, the
applicant, non-completion of the section indicates that the party concerned has not agreed to inclusion of this information.

1t should be noted that information concerning the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it is no longer valid.

This refers to the documents, prepared by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

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

In this circumstance, permission for issuing the certificate is required from the product-licence: holder. This permission has to 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 the conditions particularly tropical diseases - not endemic in
the country of export; T

b) The product has been reformulated with a view to improving its stability under tropical conditions;

¢) The product has been reformulated to exclude excipients not approved for use in pharmaceutical product in the country of
import;

d) The product has been reformulated to meet a different maximum dosage limit for an active ingrediznt.

e) Any other reason, please specify.

Not applicable means that the 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 requirement 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 Preparation, WHO Technical Report Series
No. 823.1992 Annex 1. Recommendation specifically applicable 1o biological products have been formulated by the WHO Expert
Committee on Biological Standardization (WHO Technical Report Series No. 822,1992 Annex | ).

This section is to be completed when the product- licence holder or applicant conforms to status (b) and ( ¢) as described in the note
8 above. It 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 identify the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercise over each of these
parties.
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ANNEXURE- I
No. of Certificate : DD/793/14B/2020-1-211-1 WValid up to: 04/01/2022
Name of the Product: Thalidomide Capsule USP 50 mg

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

)

1. Afghanistan 44, Cuba 85. Iran 128. Morocco 171, South Korea

2. Albania 45. Cyprus 86. lraq 129, Mozambique 172. Spain

3. Alperia 46. Czech Republic 87, Ireland 130, Myanmar 173, :Srt Lanks

4. Angola 47. Czechoslovakis' §8. [srael 131. Namibia 174, Sudan

5. Argentina 48. Democratic Republic 89. laly 132. Nepal 175, Suriname

6. Armenia of Congo 90. Ivory Coast 133. Netherlands Antilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177, Sweden

8. Australia 50: Diibouti 92. Japan 133, New Zealand 178, Switzerland

9. Austria 51, Dominica 93. Jordan 136. Nicaragua 179. Syria

10. Azerbaijan 52. Dominican Republic 94, Kazakhstan 137. Niger 180. Tadzhikistan
1.1, Bahamas 53, Ecuador 95. Kenya 138. Nigeria 181. Taiwan

12, Bahrain 54 Egypt 96. Kingdom of Tonga 139, North Korea 182, Tajikistan

13 Baltic 55, El Salvador 97. Kiribati 140. Norway 183. Tanzanis

14. Bangladesh 56. Equatorial Giinea 98. Korea 141, Oman 184, Thailand

15. Barbados 57, Eritrea 99. Korea Republic of 142. Pakistan 185. Tobago

16. Belarus 58. Estonis 100, Kosova 143. Palan 186. Togo

17. Belgium 59, Ethiopia 101, Kuwait 144, Panama 187. Tonga

18. Belize 60. Furopean Community 102, Kyrgyzstan 145. Papua New Guinea 188, Trinidad

19. Benin 61. Fiji 103. Laos 146. Paraguay 189. Tunisia

20. Bhutan 62. Finland 104, Latvia 147, Peru 190, Turkey

21, Bolivia 63. France 105, Lebanon 148, Puerto Rico ’g! urkmenistan
22. Bosnia 64. Gabon 106. Lesotho 149, Philippines \

23. Botswana 65. Gambia 107, Liberia 150. Poland /Eg\if{ /

24. Brazil 66. Guatemala 108 Libya sh. &N 01t 4 UK

25. Brunei 67. Georgia 109, Libyan Arab MRGAMERT R ofg_v 1
26. Bulgaria 68, Gierman Demiocratic Jamahiriya fmin v e Sodiglist Kep Rtics!
27. Burkina Faso Republic? 110. Liechtenstein 154, Rbfublic dg'Suince 739196, United-Arab Efirates
28. Burundi 69. Germany Federal 111, Liochtonstoin 155. Refublic of Maldives 44 487, United Kingdo
29, Byelorussia Republic of? 112. Lithuania 156. R 4 “wt~£08, United States
30. Cambodia 70. Germany 113. Luxembourg 157.R it FET 1997 Truguay

31, Cameroon 71. Ghana 114. Macau 158, Rw. NIRRT R {
32, Canada 72, Greece 113, Madagascar 159, Sau B i 201, Wzbekdand
33.Central African 73. Grenada 116. Malawi RN SRE T A vd

Republic 74. Guinea 117, Malaysia 161. Serbia andey F 0A Seglfla

34. Chad 75. Guinea Equatorial 118, Maldives Montenegro am

38. Chile 76. Guyana 119, Mali 162. Seychelles 205, West Indies
36. China 77. Haiti 120. Malta 163. Sierra Leone 206. World

37. Cook Islands 78. Holland 121. Marshall Istands 164. Singapore 207. Yemen
38, Colombia 79. Honduras 122, Mauritania 1635, Slovakia 208, Yugoslavia'
39, Columbia 80. Hong Kong 125, Mauritius 166, Slovenia 209, Zaire

40, Congo 81. Hungary 124. Mexico 167. Solomon Islands 210. Zambia

41. Costa Rica 82. lceland 125. Moldova 168. Somalia 211. Zimbabwe
42, Council of Europe 83. India 126, Monaco 169, Somaliland

43. Croatia 84. Indonesia 127. Mongolia 170, South Africa

Address of certifying authority: e
Director Medical and Health Services, M

Drugs Licensing Authority,

Administration of Daman and Diu.

DAMAN - 396 220.

Telephone Number: (0260) 2230470

Fax Number:

(0260) 2230570

Name of the authorized pe r&g: Dr! V. K. DAS

Signature:

Stamp and date:

1.5 JUN 20920

LICENSING AUTHORITY

) wrfde i

DRUGS CONTROI. DEPARTMENT

UT OF DAMAN & DIU, DAMAN

W RN v va i, Tw

Page 1 of 1




CERTIFYCATE OF PHARMACEUTICAL PRODUCTS!
This certificate conforms to the format recommended by the World Health Organization

No. of Certificate: DD/794/82C/2020-1-211-1 Valid Up to: 04/01/2022

Exporting (Certifying) Country India

Importing (Requesting) Country As per Annexure-11

1. Name and dosage form of Product t MESNA INJECTION 400MG/4ML

1.1 Active ingredient(s)* and amount(s) per unit dose’ Composition:
Each ml contains:
Mesns USP..iiiiiiiiiconrcccrrinniere e rvevencencenns 100mg
Water for Injection USP......coovvveimeeiivesineenn, q.s.

For complete qualitative composition including excipients, see attached*.  Annexure - |

12 Is this product ticensed to be placed on the market for use in the exporting country?* Yes
1.3 Is this product actually on the market in the exporting country? Yes

If the answer to 1.2 is yes, continue with sectiont 2 A and omit section 2 B

If the answer to 1.2 is no, omit section 2 A and continue section 2 BS

2A1 Number of product licence and date of issue DD/794 Dated 09/10/2019
2.A2 Product Licence holder (Name & Address) Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 139/1, 190/2 to 4,
Atiyawad, Dabhel, Daman - 396210

2A3  Status of product licence holder ® a
2.A3.1  For categories b and ¢ the name and address of the manufacturer producing the : Not applicable

dosage form is’
2.A4 Is a summary basis for approval appended?’” NO
2.AS Is the attached, officially approved product information complete and consonant Not Provided

with the licence? ! ———ry,
2.A6 Applicant for certificate, if different from licence holder (name and address)'? N &{“& A U'/'t
2B.1  Applicant for certificate (Name & Address) Q‘Q‘ ,ﬁ\ﬂ Jf,n ’g’

& .
2B2 Status of applicant Q@ ? k;l ’}/:\ /‘
“~s L. S

2820 For categories (b) and (c) the name and address of the manufacturer producing the  § NAI'; ’fei'k el

dosage form is: ) 3
2B3 Why 1s marketing authorization lacking? L TNA i XA P

iyl
234 Remark NA A> ‘nIDama" 3&
(‘/"x Cey st

3 Does the certifying authority arrange for periodic inspection of the manufacturing plant in wWhgh thél}esz,;i \{\ ¥ qé

form is produced? (yes/no/not applicable) '* . Y

: P 4

If Not or Not applicable proceed to question 4
RN Periodicity of routine inspection (years) Yearly
32 11as the manufacture of this type of dosage form been inspected ? Yes
33 Do the facilities and operation confirm to GMP as recommended by World Health Yes

Organization 7
4. Does the information submitted by the applicant satisfy the certifving authority on Yes

all aspects of the manutacture of the product %

{f No, explain

Address of certifying authority

Drug Licensing Authority,

Administration of Daman & Diu, Drugs Controf Dept.,
Primary Health Center, Daman (UT) - 396 220,
Telephone No. : 0091 - 0260 — 2230470

Fax No. 1 0091 - 0260 - 2230570

Not Applicable

/
X

Name of Author utbhw L%éﬁsipr&)umm

Signature
Stamp and Date

DRUGS CONTROL OE%RT&EM
shwd} Frra fonmm
UT OF DAMAN & DIV DAMAN
v g T g &g, T

25 MAR 2021
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Explanatory notes:

(3]

10.

16.

This certificates which is in the format recommended by WHO, establishes the status of ths pharmaceutical product and of the
applicant for the certificate in the exporting country. It is for a single product only since manufacturir g arrangements and. approved
information for different dosage form and different strengths can vary.

Use, whenever possible, international Nonproprietary Names (INNs) 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 product licenee holder.

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

Section 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
Specily 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
¢} Isinvolved in none of the above.
The information can be provided orly with the consent of the product licence holder or, in the case of non-registered products. the
applicant, non-completion of the section indicates that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it is no longer valid.

This refers to the documents, prepared by some national regularory authorities, thal summarizes the technical basis on which the
product has been licensed.

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

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has o be
provided to the authority by the applicant.

Please indicate the reason that the applicant has provided for not requesting registration.

o

) The product has been developed exclusively for the treatment of the 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;
¢) The product has been reformuiated to exclude excipients not approved for use in pharmaccutizal product in the country of
import;
d)  The product has been reformulated to mect a differéiit maximum dosage limit for an active ingredient.
€)  Any other reason, please specify,

Not applicable means that the manufacture is taking place in a country other than that issuing the product certificate and inspection
is conducted under the acgis of the country of manufacture.

The requirement 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 Preparation, WHO Technical Report Series
No. 823,1992 Annex 1. Recommencation specifically applicable to biological products have been formulated by the WHO Expert
Committee on Biological Standardization (WI1O Technical Report Serics No. 822,1992 Annex 1),

This scetion is to be completed when the product- Heence holder or applicant conforms to status (b) and ( ¢) as described in the note
8 above. It 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 identify the contracting parties responsible
for cach stage of manufacture of the finished dosage form, and the extent and nature of any controls exercise over each of these
parties

Hok Rk
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No, of Certificate

: DD/794/82C/2020-1-211-1

ANNEXURE-II

Name of the Product: MESNA INJECTION 4060MG/4ML

Valid up to: 04/01/2022

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

1. Afghanistan 44, Cuba 85, Iran 128. Morocco 171. South Korca
2. Albania 45. Cyprus 86. Irag 129. Mozambique 172. Spain
3. Algeria 46. Czech Republic 87. Ireland 130. Myanmar 173. Sri Lanka
4. Angola 47. Czechoslovakia' 88 Israel 131. Namibia 174. Sudan
5. Argentina 48, Democrztic Republic 89, Italy 132. Nepal 175. Suriname
6. Armenia of Congo 90. Ivory Coast 133, Netherlands Antilles 176. Swaziland
7. Aruba 49. Denmarx 91, Jamaica 134. Netherlands 177, Sweden
8. Australia 50. Djibouti 92, Japan 135. New Zealand 178. Switzerland
9. Austria 51. Dominica 93. Jordan 136, Nicaragua 179. Syria
10. Azerbaijan 52. Dominican Republic 94, Kazakhstan 137, Niger 180, Tadzhikistan
| |, Bahamas 53. Ecuador 95. Kenya 138, Nigeria 181, Taiwan
12. Bahrain S4. Egypt 96. Kingdom ¢f Tonga 139. North Korea 182, Tajikistan
13. Baltic 55. El Salvador 97. Kiribati 140. Norway 183. Tanzania
14, Bangladesh 56. Equatoral Guinea 98, Korea 141. Oman 184. Thailand
15. Barbados 57. Eritrea 99. Korea Republic of 142, Pakistan 185, Tobago
16. Belarus 58. Estonia 100. Kosova 143, Palau 186. Togo
17 Belgium 59. Ethiopia 101, Kuwait 144, Panama 187. Tonga
18. Belize 60. European Community 102, Kyrgyzstan 145 Papua New Guinea 188. Trinidad
19. Benin 61. Fiji 103. Laos 146 Paraguay 189, Tunisia
20, Bhutan 62. Finland 104, Latvia 147, Peru 190. Turkey
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 anda o
24. Brazil 66, Guatemala 108. Libya 151. Portugal Z EL_ "
25. Brunei 67. Georgia 109. Libyan Arab 152, Qatar /(.\ b OO Vist
26. Bulgaria 68. German Democratic Jamahiriya 153, Repugfl ohBoRIn < v 17, S50 &»}}c blics
27. Burkina Faso Republic? 110. Liechtenstein 154. Repll g derymact ' | 196 A kked MM N irates
28. Burundi 69. Germany Federal 111. Liochtonstoin 155, Reghbiwe Madives A&lg7 Un¥y KAlEdo
29, Byelorussia Republic of* 112. Lithuania 156. Rdnam? i~ 4@8. Unie®States
30. Cambodia 70. Germany 113. Luxembourg 157. Rfssia /¢ 5199 Uruguay
31. Cameroon 71. Ghana 114. Macau 158, aﬂ: w1200 USA *
32, Canada 72, Greece 115, Madagascar 159. Squdi Arabia 201, Uzbekistan
33 Central African 73 Grenads 116, Malawi 160 Schegal w1900, Yanugy
Republic 74, Guinea 117, Malaysia 161, Sen'&and A T Venezuelp
34, Chad 75. Guinea Equatorial 118. Maldives MonNueggs, . 204, NEemphe £
35, Chile 76. Guyana 119. Mali 162. &evche\%f T THRS, éfgtzmg e
36. China 77. Haiti 120. Malta 163. Sierra Leo™y ﬁ? 11 Ao ;
37. Cook Islands 78. Holland 121. Marshall Istands 164. Singapore e, 202 en
38, Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yugoslavia'
39. Columbia 80. Hong Kong 123, Mauritius 166. Slovenia 209. Zaire
40. Congo 81. Hungary 124, Mexico 167. Solomon [slands 210. Zambia
41 Costa Rica 82 Iceland 125, Moldova 168 Somalia 211 Zimbabwe
42 Council of Europe 83 India 126. Monaco 169. Somaliland
43, Croatia 84 Indonesa 127. Mongolia 170, South Africa

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,

: 0091-0260--2230470
: 0091-0260-2230570

~_

Name of Authorize&&ikigxu&%kéwﬁﬁmm

st enfda writeerld
DRUGS CONTROL DEPARTMENT
wieeet Pysior e
UT OF DAMAN & DIty DAMAN
R v o A, .

2 5 MAR 2021

Signature
Stamp & Date
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No. of Certificate: DD/794/14C/2020-1-211-1
Exporting (Certifying) Country :
Importing (Requesting) Country :

1.
11

1.2
13

2A1
1A2

2.A3
2.A3.1

2.A4
2AS

2.A6
2B.1
2B2
2.B21

2B3
2.B4

3.1
3.2
33

CERTIFICATE OF PHARMACEUTICAL PRODUCTS'
This certificate conforms to the format recommended by the World Health Organization

India

Name and dosage form of Product

Active ingredient(s)? and amount(s) per unit dose® Composition:

Each ml contains:

As per Annexure-2

Valid Up te: 04/01/2022

Vincristine sulphate Injection USP 1mg/1 mi

Vincristine sulphate USP .......... sreerieiesenenes roeraresssns. G
Water for Injection USP .......ccccueenenn. verrsresereisnratsnanes q.s.

For complete qualitative composition including excipients, see attached?.

Is this product licensed to be placed on the market for use in the exporting country?’

Is this product actually on the market in the exporting country ?
If the answer to 1.2 is yes, continue with section 2 A and omit section 2 B

If the answer to 1.2 is no, omit section 2 A and continue section 2 BS

Number of product licence” and date of issue
Product Licence holder (Name & Address)

Status of product licence holder ®

For categories b and ¢ the name and address of the manufacturer producing the
dosage form is’

Is a summary basis for approval appended?"®

Is the attached, officially approved product information coraplete and consonant
with the licence? !

Applicant for certificate, if different from licence holder (name and address)'?
Applicant for certificate (Name & Address)
Status of applicant

For categories (b) and (c) the name and address of the manufacturer producing the
dosage form is:°

Why is marketing authorization lacking?

Remark 2

Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage' Srow;

form is produced? (yes/no/not applicable) '

If Not or Not applicable proceed to question 4

Periodicity of routine inspection (years)

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

Do the facilities and operation confirm to GMP as recommended by World Health
Organization ?**

Does the information submitted by the applicant satisfy the certifying authority on
all aspects of the manufacture of the product 7'

If No, explain

Address of certifying authority

Drug Licensing Authority,

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

Fax No. : 0091 - 0260 - 2230570

Anuoexure - 1

DD/794 Dated 16/08/2019

Bruck Pharma Pvt. Ltd.
Survey No. 188/1 to 6, 189/1, 190/2 to 4,
Atiyawad, Dabhel, Daman - 396210

a

Not applicable

ik

Yearly
Yes

Yes

Not Applicable

Name of Authorized Persgay PreY JoidSine AUTHORITY

Signature

Stamp and Date

15 JUN-2020

DRUGS CCNTROL DEPARTMENT

Arech fimao faame
UT OF DAMAN 8 DIU, DAMAN

G 2w o - TE
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Explanatory notes:

1.

10.

1.

12

13.

This certificates 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. It is for a single product only since manufacturing arrangements and approved
information for different dosage form and different strengths can vary.

Use, whenever possible, internatiorial Nonproprictary Names (INNs) or national nonproprietary names.
The formula (complcte 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 product licence holder.

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

Section 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence 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 indcpendent company, or

¢) Isinvolved in none of the above.

The information can be provided only with the consent of the product licence holder or, in the case of non-registered products, the
applicant, non-completion of the section indicates that the party concerned has not agreed to inclusion of this information.

It should be noted that information conceming the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it is no longer valid.

This refers to the documents, prepared by some national regulatory authorities, that summarizes ths technical basis on which the
product has been licensed. .

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

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has to 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 the 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;

¢) The product has been reformulated to exclude excipients not approved for use in pharmaceutical product in the country of
import; :

d) The product has been reformulated to meet a different maximum dosage limit for an active ingredient.

¢}  Any other reason, please specify.

. Not applicable means that the 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 requiremerit for Good practice in the manufacture and quality control of drugs referred to in the certificate are those included in

the thirty sccond report of the Expert Committee on Specifications for Pharmaceutical Preparation, WHO Technical Report Scries
No. 823,1992 Annex 1. Recommendation 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 ).

This section is to be completed when the product- licence holder or applicant conforms to status (b) ¢nd ( ¢} as described in the note
8 above. It 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 identify the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercise over each of these
parties.

LE 223
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NNEXURE-II
No. of Certificate : DD/794/14C/2020-1-211-1 Valid up to: 04/01/2022
Name of the Product: Vincristine sulphate Injection USP 1mg/ 1ml

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

1. Afghanistan 44. Cuba 85, Iran 128. Morocco 171. South Korea
2. Albania 45. Cyprus 86. Iraq 129. Mozambique 172. Spain

3. Algeria 46. Czech Republic 87. Ireland 130. Myanmar 173. Sri Lanka

4. Angola 47, Czechoslovakia’ 83. Israel 131. Namibia 174. Sudan

5. Argentina 48. Democratic Republic 89, laly 132. Nepal 175. Suriname

6. Armenia of Congo 9). Ivory Coast 133. Netherlands Antilles 176. Swaziland

7. Aruba 49. Denmark 91, Jamaica 134. Netherlands 177. Sweden

8. Australia 50. Djibouti 92. Japan 135. New Zealand 178. Switzerland
9. Austria 51. Dominica 93. Jordan 136. Nicaragua 179. Syria

10. Azerbaijan 52. Dominican Republic 94. Kazakhstan 137. Niger 180. Tadzhikistan
11. Bahamas 53. Ecuador 95. Kenya 138. Nigeria {81. Taiwan

12. Bahrain 54. Egypt 96. Kingdom of Tonga 139. North Korea 182. Tajikistan

13. Baltic 55. El Salvador 97. Kiribati 140. Norway 183. Tanzania

14. Bangladesh 56. Equatorial Guinea 98. Korea i41. Oman {84, Thailand

15. Barbados 57. Eritrea 99. Korea Republic of 142, Pakistan 185. Tobago

16. Belarus 58. Estonia 100. Kosova 143. Palau 186. Togo

17. Belgium 59. Ethiopia 101. Kuwait 144. Panama 187. Tonga

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

19. Benin 61. Fiji 103. Laos 146. Paraguay 189. Tunisia

20. Bhutan 62. Finland 104. Latvia 147. Peru 190. Turkey

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 tal23. Uganda

24, Brazil 66. Guatemala 108. Libya 151. P ) ﬁ q Jkraine

25. Brunei 67. Georgia 109. Libyan Arab 152. #%of Soviet
26. Bulgaria 68. German Democratic Jamahiriya 15 Qp‘]b‘hc ofj,ﬂérﬁﬁ i AopNist Republics’
27. Burkina Faso Republic? 110. Liechtenstein 1. Regtblidde Guiniee . | +196. Tl RArab Emirates
28. Burundi 69. Germany Federal 111. Liochtonstoin 5. Repuliiic of Maldivi 192 United§ingdom
29. Byelorussia Republic of® 1i2. Lithuania 6. Roméinia e l98~—Umled tates
30. Cambodia 70. Germany 113. Luxembourg S AR ussia ;:"’-f?" 199. U

31, Cameroon 71. Ghana 114, Macau 8. Rwanda 200. USA

32. Canada 72. Greece 115. Madagascar 139. SauMabxqm ‘Ha _:‘ 20 p-Uzbek gtan
33.Cental African 73. Grenada 116. Malawi

Republic 74. Guinea 117. Malaysia

34. Chad 75. Guinea Equatorial 118. Maldives

35. Chile 76. Guyana 119. Mali

36. China 77. Haiti 120. Malta

37. Cook Islands 78. Holland 121, Marshall Islands 164. Singapore 207. Yemen
38. Colombia 79. Honduras 122. Mauritania 165. Slovakia 208. Yugoslavia'
39. Columbia 80. Hong Kong 123. Mauritius 166. Slovenia 209. Zaire
40. Congo 81. Hungary 124. Mexico 167. Solomon Islands 210. Zambia
41, Costa Rica 82. Iceland 125. Moldova 168. Somalia 211. Zimbabwe
42. Council of Europe 83. India 126. Monaco 169. Somaliland
43. Croatia 84. Indonesia 127. Mongolia 170. South Africa

Address of Certifying Authority:
Drug Licensing Authority,
Administration of Daman & Diun, Drugs Control Dept.,
Primary Health Center, Daman (UT) - 396 220.
Telephone No. : 0091-0260-2230470 : s
Fax No. : 0091-0260-2230570 &%7

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

DRUGS LICENSING AUTHORITY

st amfifa Tired
DRUGS CONTROL DEPARTMENT

&D et Privor fopmm
Stamp & Date UT OF DAMAN & DIU, DAMAM

LEoUN T T

Signature
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CERTIFICATE OF PHARMACEUTICAL PRODUCTS'
This certificate conlorims to the formal recommended by the World Health Organization

No. of Certificate: DD/793/128/2020-1-211-1 Valid Up to: 04/012022

Exporning (Centifying) Country : India

Importing (Requesting) Country :  Asper Annexure-2

i Name and dosage form of Product i Procarbezine Hydrochloride Capsule USP 50 mg
11 Aclive ingredient(s)? and amount(s) per unit dose® :  Compuosition:

Each capsule contains:
Procarbazine hydrochloride USP equivalent to
Procarbazine e e s e s SOME
Excuplcnls..qs
Color: Approved color used in capsule shells.
For comiplete qualitative composition mcluding excipieats, see attached.  Annexure - I
12 Is this product licensed 1o hie placed on the market for use in the exporting country?® T Yes
13 Is ihis product actually on the marke! in the exponting country ? i Yes
If the answer to 1.2 is yes, continue with section 2 A and omit section 2 B

If the answer 10 1 2 is no, omit section 2 A and continue section 2 BS

2Al  Number of product licence’ and date of issue DD/793 Dated 1901/2019
( ~A2  Product Licence holder (Name & Address) ¢ Bruck Pharma Pvt. Lid.
Survey No. 188/1 to 6, 18Y/1, 19072 10 4,
Atiyawad, Dabhel, Daman - 396210

2A3  Slatus of product licence holder ? oA
2A3 1 For categories b and ¢ the name and address of the manufacturer producing the ¢ Nol applicable
dosagg form is”
2A4  Isasvmmary basis for approval appendeds™ tOND -
2.A5 s the attached, officially approved product information complete and consonant : Not Provide G ] U
with the licence? V! X \\". T, )
i - i di - )12 , ST s 9B
2A6  Applicant for certificate, if different from licence holder (name and address) i NotA G LN
A oy >
2B1  Appiicant for cerificate (Name & Address) i NA . U'br
YA
2B2 Slatus of applicant : NA ,,“},: G
2B21  For categories (b) and (c) the name and address of the manufacturer producing the ¢ NA St
dosage form is:® ey TR
T DT a2t

283 Whyis marketing suthonzation lacking? : NA
2B4 Remark ™ t NA

( Does the cerifying authority arrange for periodic inspection of the manufacturing plant in which (he dosage ™
form s produced? (yes/no/not applicable) '*

If'Not or Nol applicable proceed to question 4

31 Periodicity of routine inspection (years) : Yesrly
32 Has the manufacture of this type of dosage form been nspected ? : Yes
33 Do the facilities and operation confirm 1o GMP as recommended by World Healh ¢ Yes

Organizatipn 7"

4, Does the information submitted by the applicani satisfy the certifying authority on~ @ Yes
alt aspects of the manufacture of the product 7%

If No, explain ¢ Not Applicable

Address of certifying authority

Drug Licensing Authority, r g
Administration of Daman & Diu, Drugs Control Dept., a
Primery Health Cenier, Daman UT)- 396 220. [ /
Telephone No. : 0091 — 0260 - 2230470 % !
Fax No. : 0091 - 0260 — 2230570
Name of Authorized Pevsani: [, VK. DAS
“DRUGE | ICENSING AUTHORITY
Signature et amidw gl

Stamp and Date DRUGS CONTROL DEPARTMENT
1 5 J UN %QG“UTW DAMA:Z;[T)I:JTSAM

WY W T g2 O T Page [ of 3
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Explanatory notes:

1.

10.

1.

12.

13.

14

13,

This certificates which is in the format recommended by WHO, establishes the status of the: pharmaceutical product and of the
applicant for he certificate in the exporting country. It is for a single product only since manufacturing arrangements and approved
information for different dosage form and different sirengths can vary

Use, whenever possible, international Nonproprietary Names (INNs) or national nonproprietary names.
The formula (complele 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 sroduct licence holder.

When applicable, append details of any restriction applied 1o (he sale, distribution or administration of the product that is specified
in the product licence.

Section 2A and 2B are mutvally exclusive

Indicate, when applicable, if 1he licence is provisional, or the product has not yet been approved
Specify whether the person responsible for placing the product on the market:

ay  Manufactures the dosage form;
b) Packages and / or labels a dosage form marwufaclured by an independent company, or
¢} Isinvolved in none of the above.

The information can be provided only with the consent of the product Jicence holder or, in the case o non-registered products, the
applicant, non-compietion of the section indicates that the party concerned has not agreed to inclusion of this information

It should be noted 1hat information concerning the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it is no longer valid,

This refers to the documents, prepared by some national regulatory authorities, (hat summarizcs the technical basis on which the
product has been licensed

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

In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has to be
provided 1o 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 the conditions particularly tropical diseases - not endemic in
the country of export,

b)  The product has been reformulaied with a view to improving its stabjlity under tropical conditions;

¢) The product has besn reformulated to exclude excipients not approved for use in pharmacentical product in the country of
impert;

d) The product has been reformulated to meet a different maximum dosage limit for an active ingredient,

e} Any other reason, please specify.

N
Not applicable means that the manufacture is taking place in a country other than that issuing the procluct certificate and ‘mspection
is conducied under the aggis of the country of manufacture.

The requirement for Good practice in the manufacture and quality control of drugs referred to in the certificate are these included in
the thirty second report of the Expert Commitiee on Specifications for Pharmaceutical Preparation, WHO Technical Report Series
No. 823,1992 Annex 1, Recommendaiion specifically applicable to biological products have been formulated by the WHO Expert
Commitiee on Biologicat Standardization (WHO Technical Report Series No. 822,1992 Annex 1 ).

This section is to be compleied when the product- licence holder or applicant conforms to status (b) and ( c) as described in the note
8 above It is of particular importance when foreign contraclors are involved in the manufacture of the product. In these
circumstances the applicant should supply the certifying 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 exercise over each of these
parties,

*x&kd
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No. of Certilicate

Name of the Product: Procarbazine Hydrochloride Capsule USP 50 mg

: DD/793/12B/2020-1-211-1

ANNEXURE- II

Valid up to: 04/01/2022

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

27 Burking Faso

Republic?

1. Afghanistan 44, Cuba 85 Jran 128 Morocco 171, South Korea
2 Albania 45, Cyprus 86 Iraq 129 Mozambigue 172. Spain

3 Algeria 46.Czech Republic 87. Ireland 130 Myanmar 173. Sri Lanka

4 Angola 47 Czechoslovakia' 88 Tsrael 131 Namibia 174 Sudan

S Argentina 48. Democratic Republic 89 lialy [32. Nepal 175. Suriname

6 _Armenia of Congo 90, Ivory Coast 133 Netherlands Antilles 176 Swaziland

7 Aruba 49 Denmark 91. Jamaica 134, Netherlands L77. Sweden

8 Ausimlia 50. Djibouti 92 Japan 135 New Zealand 178 Switzerland
9 Austna 51. Dominica 93 Jordan 136. Nicaragua £79. Syria
10._Azerbaijan 52 Dominican Republic 94. Kazakhstan 137. Niger 180 Tadzhikislan
11_Bahamas 53. Ecuador 95 Kenya 138 Nigeria 181 Taiwan

2. Bahrain 54. Eevpt 96 Kingdom of Tonga 139. North Korea 182. Tajikistan

13. Baltic 55, El Salvador 97 Kidbai 140 Norway 183 Tanzania

14. Bangladesh 56. Equatorial Guinea 98 Kora 14} Oman 184 Thailand

15. Barbados 57, Eritrea 99, Korea Republic of 142 Pakistan 185. Tobago

16. Belarus 58. Estonia 100 Kosova 143 Palau 186. Togo

17 Belgium 59. Ethiopia 101, Kuwait 144 Panama 187. Tonga

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

19 Benin 61. Fiji 103. Laos 146. Paraguay 189 Tunisia

20. Bhutan 62. Finland 04, Latvia 147 Peru 190 Turkey

21 Bolivia 63. France 035, Lebanon 148 Puero Rico 191. Turkmenistan
22 Bosnia 64, Gabon 0¢. Lesotho 149 Philippines 192 UAE

23 Botswana 65. Gambia 107, Liberia 150 Poland 193 Uganda

24 Brazil 66. Gualemnala 10§ Libya 151. Portugal 164 Ukraine

25 Brunci 67. Georgia 105, Libyan Arab 152. Qatar 195 Union of Soviet
26 Bulgaria 68 German Democratic Jarmahiriva 153 Republic of Benin Socialist Repablics'

110 Liechtenstcin

154 Republic de (J

aiited Arab Emirates

28 Burundi 69 Germany Federal 111. Liochlonstoin 155 Republic oL rglingdom

29 Byelorssia Republic of? 112 Lithuania 156. Romanj, :\\‘ 87 ¥ V (23

30 Cambodia 70. Germany 117, Luxembourg, T e i

31 Cameroon 71, Ghana 114 Macau o7 2200 USA "4

32 Canada 72, Greece 115, Madagascar T ed * 1101 Ughheaan

33 Central Aftican 73. Grenada 116 Malawi z 1202 Vanuaw
Republic 74. Guinea 117 Malaysia 3 Venezuela ¥

34 Chad 75. Guinea Equatorial 115 Maldives 204, Viemam

35 Chite 76. Guyana 119 Mali o i, Westdudies f

36 China 77. Haiti 120 Malta b U068 Worll o f

37_Cook Islands 78. Holland 12]_Marshall Islands S gl | 20LY m@&“’ /.

38 Colombia 79. Honduras 122 Maurilania 165 Slovakit_* /. ,{" T

3% Columbia 80. Hong Kong 123 Maurilius 166 Slovenia Ny Y !} AEY

46. Congo 81. Hungary 124 Mexico 167. Solomon Islan

41, Costa Rica 22 Iceland 125 Moldova 168. Somalia 211 [Imb"lbwt

42 Council of Europe 83, India 126 Monaco 169 Somaliland

43 Croalia 84. Indonesia 127 Mongolia 170. South Africa

Address of cerlifying authority:

Director Medical and Health Services,

Drugs Licensing Authority,

Administration of Daman and Diu.

DAMAN - 396 220.

Telephone Number: (0260) 2230470
Fax Number: (6260) 2230570

Name of ihe authorized per&-ﬁag L?MG AUTHORITY

shwch réit

DRUGS CONTROL DEFARTIMENT]
shyet fagsm fwm
UT OF DAMAN & DIU, DAMAN
we yov 7w ua 4w, T

Signature:

15 JUN 2020
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CERTIFICATE OF PIIARMACEUTICAL PRODUCTS!

This certificate conforms to the format recommended by the World Health Organization

No. of Certificate: DD/793/294/2020-1-211-1
Exporting (Certifying) Country

Importing (Requesting) Country

| Name and dosage form of Product
1.t Active ingredient(s)? and amount(s) per unit dese?

Valid Up to: 04/01/2022

India
As per Annexure-I1
SORAFENIB TABLET 200MG

Composition:
Each film coated tablet contains:
Sorafenib Tosylate

Eq. to Sorafenib...oiiiiiiiiiiiiiii e, 200mg

Excipients......ooo...
Colors: Titaniun Dioxide & Ferric Oxide Red.

For complete qualitative composition including excipients, see attached®,

Annexure - 1

1.2 Is this product licensed to be placed on the market for use in the exporting country? i Yes
1.3 Is this product actually on the market in the exporting courtry 7 5 Yes
It the answer to 1.2 is yes. continue with section 2 A and omit section 2 B
If the answer to 1.2 is no. omit section 2 A and continue section 2 B
_AL Number of product licence” and date of issue DD/793 Dated 21/03/2020
2.A2 Product Licence holder (Name & Address) Bruck Pharma Pvt. Lid.
Survey No. 188/1 to 6, 189/1, 190/2 to 4,
Atiyawad, Dabhel, Daman - 396210
2A3 Status of product licence holder * a
2.A3.1  For catcgories h and ¢ the name and address of the manufacturer producing the Not applicable
dosage form is’ -
2.A4 Is a summary basis tor approval appended?"” NE \\\G A U}b’
2.A5 Is the atached, officially approved product information complete and consonant ‘0®w%ﬁ\ 1 ’»U/" ‘2"
with the licence? V! S
\“ ]f, - '/:,\
2.A.6 Applicant for certificate, if different from licence holder (name and address)" NO m)hublcviwﬁi o
k
281 Applicant for certificate (Name & Address) NA *’J:) »
\"
282 Staws of applicant NA e AT b
: TN "wDamar‘ #
2.B.2.1  Forcategorics (h) and (¢) the name and address of the manufacturer producing the NA ,}A g2
dosage form is: : 5
2.B3 Why is marketing authorization lacking? of‘ ' ," y N
2134 Remark P Eﬁm
3 Does the certifying authority arrange for periodic inspection of the manu facturing plant :n which the dosage : Yes
form is produced? (yes/mo/mot applicable)
I Nat or Not applicable proceed to question 4
3.1 Periodicity of routine inspection (years) Yearly
32 Has the manutacture of this type of dosage form been inspected ? Yes
33 Do the facilitics and operation confirm to GMP as recommended by World Health @ Yes
Organization 7'
4 Does the information submitted by the applicant satisfy the certifving authority on 1 Yes

all aspects of the manufacture of the product 2

1'No, explain

Address of certifving 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. 20091 - 0260 ~ 2230570

Signalure
Stamp and Date

Not Applicable

7 5 MAR 2021
Name of Authorized m@ﬂhi@ﬁ% UTHORITY

sty wn{de witsmd
DRUGS CONTROL DEPARTMEN
et FrgTo firam
UT OF DAMAN & DitJ DAMAN
e wiw zav 1Y P, v
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Explanatory notes:

. This certificates 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. It is for a single product only since manufacturing arrangements and approved
information for different dosage form and different strengths can vary.,

2. Use, whenever possible, international Nonproprictary Names (INNs) 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 preferred, but their provision is subject to the agreement of the product licence holder.

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

6. Section 2A and 2B are mutually exc'usive.
7. Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
8. Specity 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 hy an independent company, or
¢) Isinvolved in none of the above.

Y. The information can be provided only with the consent of the product licence holder or, in the case o non-registered products. the
applicant, non-completion of the seclion indicates thet the party concerned has not agreed to inclusion of this information.
It should be nated that information concerning the site of production is part of the product licence. If the production site is changed,
the licence must be updated or it is no fonger valid.

10. This refers to the documents, prepared by some national regulatory authoritics, that summarizes the technical basis on which the
product has been licensed.

1. This refers to product information ‘approved by he competent national regulatory authority, such as a Summary Product
Characteristics (SPC), '

12 In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has to be
providad to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration.

a)  Tae product has been developed exclusively for the treatment of the 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;

¢) The product has been reformulated to exclude excipients not approved for use in pharmaceutical product in the country of
mport;

d)  The product has been reformulated to meel a different maximum dosage limit for an active ingredient,

€)  Any other reason, please specifly.

I4. Notapplicable means that the manufacture is taking place in a country other than that issuing the procuct certificate and inspection
is conducted under the aegis of the country of manufacture.

I5. The requirement for Good practice in the manufacture and quality control of drugs referred to i the certificate are those included in
the thirty second report of the Exper: Committee on Specifications for Pharmaceutical Preparation, WHQ Technical Report Series
No. 823,1992 Annex 1. Recommendation specifically applicable to biological products have been formulated by the WHO Expert
Committee on Biological Standardizztion (WHO Tecanical Report Series No. 822,1992 Annex 1 ).

16, This scction is to be completed when the product- Heence holder or applicant conforms 1o stalus (b) and ( ¢) as described in the note
8 above. It 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 identify the contracting parties responsible
for cach stage of munulacture of the finished dosage form, and the extent and nature of any controls exercise over cach of these
parties.

L

Page 2 of 2




ANNEXURE-IT
No. of Certificate : DD/793/29A/2020-1-211-1 Valid up to: 04,01
Name of the Product: SORAFENIB TABLET 200MG

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

/2022

1. Afghanistan 44 Cuba 8S. Iran 128. Morocco 171. South Korea

2. Albania 45. Cyprus 86. Iraq 129, Mozambique 172. Spain

3. Algeria 46. Czech Republic 87, Ireland 130. Myanmar 173. Sri Lanka

4. Angola 47. Czechoslovakia' 88 Isracl 131, Namibia 174. Sudan

5. Argentina 48. Democratic Republic 89, Italy 132. Nepal 175. Suriname

6. Armenia of Congo 90. Ivory Coast 133. Netherlands Antilles 176. Swazilanc

7. Aruba 49. Denmark 91. Jamaica 134. Netherlands 177. Sweden

8. Australia 50. Djibouti 92, Japan 135. New Zealand 178. Switzerland

9. Austria 51. Dominica 93. Jordan 136. Nicaragua 174. Syria

10. Azerbaijan 52. Dominican Republic 94. Kazakhstan 137 Niger 180. Tadzhikistan

1 1. Bahamas 53. Ecuador 95. Kenya 138. Nigeria 181. Taiwan

12. Bahrain 54. Egypt 96. Kingdom of Tonga 139. North Korea 182. Tajikistan

13. Baltic 55. El Salvador 97 Kiribati 140. Norway 183, Tanzania

14. Bangladesh 56, Equatorial Guinea 98. Korea 141. Oman 184, Thailand

15. Barbados 57. Eritrea 99. Korea Republic of 142. Pakistan 185. Tobago

16. Belarus 58. Estonia 100. Kosova 143. Palau 186, Togo

17, Belgium 59. Ethiopia 101, Kuwait 144. Panama 187. Tonga

18. Belize 60. Europcan Community 102. Kyrgyzstan 145. Papua New Guinea 188. Trinidad

19. Benin 61. Fiji 103. Laos 146. Paraguay 189, Tunisia

20, Bhutan 62 Finland 104. Latvia 147 Peru 190. Turkey

21 Bolivia 63. France 105. Lebanon 148 Puerto Rico 191, Turkmenistan

22. Bosnia 64, Gabon 106. Lesotho 149. Philippines 192, UAE

23. Botswana 6S. Gambia 107. Liberia 150. Poland 193. Upanda

24, Brazil 66. Guatemala 108. Libya [51, Portugal g reine

25, Brunei 67. Georpia 109. Libyan Arab 152. Qatar g &3 0% Wf nmgof Soviet

26. Bulgaria 63. German Democratic Jamahiriya 133, et éﬂigl epublics'

27. Burkina Faso Republic? 110. Liechtenstein 1354, RgUbEN® Curgko | W 196 UndIeAp Emirates

28. Burundi 69. Germany Federal 111. Liochtonstoin 155, ¥ 0 'Bgﬂdives} 19% Ly led inklom |

29. Byelorussia Republic of* 112. Lithuania 156. in st "';"‘é% 198. Uried State

30. Cambodia 70. Germany 113. Luxembourg 1 S7T4Russia A~ W 199, Urugtiay

31. Cameroon 71. Ghana 114. Macau 1 SefRwanda 334200, USA 3

32, Canada 72. Greece 115. Madagascar | SRSl Arabia Nwed” 201 Uzbekistan

33.Central African 73. Grenada 116. Malawi 160 $encgal 173 | TER. Vaneatu
Republic 74. Guinea 117. Malaysia 161 ,&bia ol mun DpR@rVeezuels

34. Chad 75. Guinea Equatorial 118, Maldives nienegred., 204 Nicmpg £

35, Chile 76. Guyana 119, Mali 162, SeNheldsy oy ~redrd05. Wasitngfs

36, China 77. Haiti 120, Malta 163 SierMNgne g ' @g Qorld®

37. Cook Islands 78._Holland 121. Marshall Islands 164. Singapowg 11} ST1BOT Yeefen

38. Colombia 79. Honduras 122, Mauritania 165, Slovakia _eneamd®® Vuoosiavia'

39. Columbia 80. Hong Kong 123. Mauritius 166. Slovenia 209. Zaire

40. Congo 81. Hungary 124. Mexico 167. Solomon Islands 210. Zambia

41 Costa Rica 82 Iceland 125. Moldova 168. Somalia 211. Zimbabwe

42, Council of Europe 83. India 126. Monaco 169. Somaliland

43 Croatia 84. Indoncsia 127. Mongolia 170. South Africa

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.

: 0091-0260-2230470
: 0091-0260-2230570

Name of Authorized l’e&g&&ru\égngﬂ% AUTHORITY

st srédin witrerd
DRUGS CONTRCL DEPARTMENT
Signature: vt Frgerer P
Stamp & Date: UT OF DAMANM 3 DIU DAMAN
we na e G G, v

2 5 MAR 2021

Page { of 1




No. of Certificate: DD/793/15A/2020/-1-211-1

CERTIFICATE OF PHARMACEUTICAL PRODUCTS!
This certilicate conforms to the format recommended by the World Health Organiza ion

Valid Up to: 04/01/2022

Exporting (Certifying) Country :  India

Importing (Reques(ing) Country © AS per Annexure-2

1
il

12
13

2.A3
2A31

2A4
2A5

246
2B
B2
2B21

2B3
2B4

L¥S B S
S

(8]
(¥

Name and dosage form of Product

Active ingredient(s)? and amouni{s) per unit dose® ;. Compaosition;
Each film coaled tablet

Chiorambucil BP .......
Excipients..........c.veue.

For complete qualitative composition including excipicnls, see atlached*.  Annexure - I
Is this product licensed to be placed on the market for use in the exporting country?®

Is this product actually on the market in the exporiing country ?

Il the answer to 1.2 is yes, continue with section 2 A and omit section 2 B

If the answer (o 1 2 is no, omit section 2 A and continue section 2 B

Number of product licence” and date of issue

Product Licence holder (Name & Address)

-t

Status of produc! ticence holder

For categorics b and ¢ Lhe name and address of the manufaciurer producing lhe
dosage form is?

Is a summary basis [or approval appended?'? 3

Is the attached, officially approved producl informalion complete and consonant H
with the licence?

Applicant for certificate, if different from, licence halder (name and address)” :
Applicant for certificate (Name & Address) H
Status of applicam E

For categories (b) and (c) the name and address of the manu{actorer producing the =
dosage form is:*

Why is markeling authorization lacking?

Remark

Chlorambucil Tablet BP 2 mg

contains:

[ TR X ) 324

Yes

DD/793 Dated 15/0572019

Bruck Pharma Pvt. Ltd.
Survey No. 185/1 to 6, 189/1, 1902 to 4
Atiyawad, Dabhel, Daman - 396210

Not applicable

Does (he certifying authority arrange for periodic inspectior: of the manufacturing plant in which (he dosage © o Yes

form is produced? (yes/no/not apphicable) ¥

If Not or Not applicable proceed to question 4

Periodicity of routine inspection (years)

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

Do the facitities and cperation confitm (0 GMP as recommended by World Health
Organization ?'*

Does the information submitted by the applicant salisfy the vedifying authorityon
all aspects of the manufacture of the product "¢

1fNo, explain :

Address of certifying authority
Drug Licensing Authority,
Administration of Daman & Diu, Drugs Conirol Dept.,
Primary Heaith Center, Daman (UT) - 396 220.
Telephone No. : 0091 — 0260 — 2230470
Fax No. 10091 ~ 0260 — 2230570
Name of Authorized

Signature

Yearly
Yes
Yes
Yes

Not Applicable

s

)

Person: Dr. VK DAS

DRUGS LICENSING AUTHORITY

s endam wRATY

Senmnp ad Tade DRUGE SORTROL DEPARTRENT

15 JUN 2020

sraedt Fparest i
UT OF DAMAN 3 DIU, DAMARN
W g2 raw g da, T
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Explanatory notes:

],

10

14.

This certificates which is in the format rccommended by WHO, establishes the status of the pharmaceutical product and of the
applicant for the certificale in the exporting country, It is for & single product only since manufacturing arrangements and approved
information for different dosage form and different strengths can vary.

Use, whenever possible, international Nonproprietary Names (INNs) or national nonproprielary names.
The formmula (complele composition) of the dosage form should be given on the certificate or be appencied.
Details of quantilative composition are preferred, but their provision is subject to the agreement of the product licence holder

When applicable, append dclails of any restriction applied to the sale, distribution or administration ol the product that is specified
in the product licence

Section 2A and 2B are mutually exclusive
Indicate, when applicable, if the licenice is provisional, or the product has not yet been approved.
Specify whether the person responsibile for placing the product on the market:

a) Manufacturcs the dosage form;
b) Packages and / or labels a dosage form manufactured by an independent company, or
¢ lsinvolved in none of the above.

The information can be provided only with the consent of the product licence holder or, in the case of non-registered products, the
applicant, non-completion of the section indicates that the party concerned has not agreed 10 mclusion of this informatien

It should be noted that information concerning the site of production is pant of the product licence If the production sile is changed.
the licence must be updated or il is no longer valid.

This refers to the documents, prepaced by some national regulatory auvthorities, (hat summarizes the technical basis on which the
product has been licensed.

This refers 1o product information approved by the competent national regulatory authority, such as a Summary Producl
Characteristics (SPC)

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

Please indicale the reason that the applicant has provided for not requesling registration.

a) The product has been developed exclusively for the treatment of the 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;

¢} The product has been reformulated o exclude excipienls not approved for use in pharmaceutical product in the coumry of
import;

d) The product has been reformulated 1o meet a different maximum dosage limit for an active ingredient.

¢}  Any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the product certificale and inspection
is conducted under the aegis of the counlry of manufacture.

The requirement for Good practice in the manufacturs and quality control of drugs referred to in the certificate are those included in
the thinty second report of the Expert Committee an Specifications for Pharmaceutical Preparation, WHO Technical Report Series
No. 823,1992 Annex 1. Recommendation specifically applicable 1o biological products have been formulated by the WHO Expent
Committee on Biological Standardization (WO Technical Report Series No. 822,1992 Annex 1 ).

This section is to be completed when the product- licznce holder or applicant conforms to status (b) and ( c) as described in the note
8 above. It i1s of particular importance when foreign confraclors are invelved m the manufacture of the product. in these
circumstances the applicant should supply the certifying authority with mformation to identify the contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercise over each of these
parties

ok

Page 2 of 3




No. of Certificate : DD/793/15A/2020-1-211-1

ANNEXURE- If

Name of the Product: Chlorambucil Tablet BP 2 mg

Valid up to: 04/01/2022

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

1 _Afghanistan 44 Cuba 85 Jran 128 Morocco 171 South Karea

2 _Albania 43 Cyprus 86 Irag 129. Mozambique 172 Spain

3_Algeria 46 Czech Republic 87 ireland 130. Myanmar 173. Sri Lanka

4. Angola 47 _Czechoslovakia' B8 Isracl 131. Namibia 174. Sudan

5. Argentina 48. Democralic Republic 89 laly 132. Nepal 175. Suriname

6. Armenia of Conpo 90.Jvory Coast 133, Metherlands Antilles 176 Swaziland

7. Aruba 48 Denmark 9! Jamaica 134, Netherlands 177 Sweden

8. Ausiralia { 50 Dijibouti 92 Japan 135. New Zealand 178 Swilzerland

9 Austria 51 Dominica 23 Jordan 136 Nicaragua 179 Syria

10. Azerbajan 52. Dominican Republic 94 Kazakhstan 137 Miger 180. Tadzhikistan

11. Bahamnas 53 Ecuador 95 Kcenya 138. Migeria 181. Taiwan

12 Bahrain 54.Egypt 96. Kingdom of Tonga 139. North Korea 182. Tajikistan

13 Ballic 55 EI Salvador 97. Kiribati 140. Norway 183 Tanzania

14 Bangladesh 56 Equalorial Guinea 93_Korea #4] Oman 184 Thailand

15. Barbados 57. Eritrea 99 Korea Republic of 142, Pakistan 185, Tobago

16 Be]m 58. Eslonia 100 Kosova e 186 Tog,o

L7 Belgium 59 Ethiopia 10) Kuwait

18 Belize 60_European Community 102 Kyrgyzstan

19. Benin 61. Fiji 193. Laos

20 Bhutan 62 Finland 104 Latvia

21 Bolivia 63, France 105 Lebanon

22 Bosnia 64 Gabon 106. Lesatho ..

23 Botswana 65, Gambia 107 Libena £oeth 193 Ugaeyde

24 Braz)| 66. Guatemala 108 Libya . ’:“' ) 1134 Ukraine

23 Brunej 67 Georgia 109 Libyan Arab .1 Qatag e S Jy

26 Bulearia 68 Geaman Democralic Jamahiriya 13 %wﬁmﬂmrw “T’g.ﬂ Henildiry

27 Burkina Faso Repubtic? 110. Liechtenstein 134, AR e %ﬁg& cfiiab Ernirates

28 Burundi 69 Germany Federal 111 Liochtonsioin i35, A ESIM d Kingdom

29 Byelorussia Republic of* 12. Lithvania 156 __DAM 1 R Mited States

30 Cambodia 70 Germany 13_Luxembourg 157 — Uruguay

31 Cameroon 71 Ghana 114. Macau 158 Rwands 200 USA

32 Canada 72. Greece 115. Madagascar 159. Saudi Arabia 201 Uzbekistan

33 Central African 73. Grenada 116, Malawi 160. Senegal 202 Vanualu
Repuhlic 74 Guinea 117. Malaysia 16}. Serbia and 203, Venezuela

34 Chad 75. Guinea Equatonal 118 Maldives Montenegro 204 Vietnam

33. Chile 76. Guyana 119 Mali 162. Sevchelles 205, Wesl Indies

36 China 77 Haiti $20. Malla 163 Sierva Leone 206 World

37_Cook Islands 78 Holland i2), Marshall Islands 164 Singapore 207 Yemen

38. Colombia 79 Honduras 122. Maurilania 165. Slovakia 208 Yugoslavia'

39. Columbia 8¢ Hong Kong §23. Mauriting 166. Slovenia 209. 7 zire

40. Congo 81 Hunpary 124 Mexico 167. Solomon lslands 210. Zambia

41. Costa Rica 82 Iceland 125 Moldova 168. Somalia 211 Zimbabwe

42. Council of Europe 83 India ¥25. Manaco 169, Somaliland

43, Croalia 84 Indonesia §27 Manpolia 170 _S$outh Africa

Address of cenifying authority:

- . s <
Name of the suthorized persyptn &) b DA% NG ALTHORM

Director Medical and Health Services,
Drugs Licensing Authority,
Administration of Daman and Diu.

DAMAN - 396 220, stroft wmida wi
Signature: DRUGS CONTROL DEPANTMERT
A Fermm farm
Telephone Number: (0266) 2230470 LT OF DAMAN & DU, DAKN
Fax Number: (0260) 2230570 Stamp and date: Ay v T o e, T

1§ JUN 2020
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CERTIFICATE OF PHARMACEUTICAL PRODUCTS!
This certificate conforms to the format recommended by the World Health Organizat on

No. of Certiftcate: DD/794/44C/2020-1-211-1 Valid Up to: 04/01/2022
Exparting (Certifying) Country : Indin
Importing (Requesting) Country :  As per Annexure-2
1 Name and dosage form of Product :  Cylarabine Injection BP 1600mg/10 m!
11 Active ingredient{s)* and amouni(s} per unit dose’ : Composition:
Each ml contains:
Cytarabine BP ......ocoieviiiiiiiiiiieiic e, 100mg

For complete qualitalive composition including excipients, see attached®  Annexure - I
12 Is this product licensed to be placed on the market for use in the exporting country?® P Yes
13 Is this product actually on the market in the exporting country 7 T Yes
If the answer to 1 2 is yes, continue with section 2 A and ornit section 2 B

If the answer 1o 1.2 is no, omil section 2 A and contimue section 2 B¢

2A1 Number of product licence’ and dale of issue :  DD/794 Darted 05/08/2019

2A2  Product Licence holder (Name & Address) Bruck Pharms Pvt. Ltd,
Survey No. 188/1 to 6, 189/1, 19072 to 4,
Atiyawad, Dabhel, Damuan - 396210

P

2A3  Siatus of product licence holder * .

2A31 Forcategories b and ¢ the name and address of the manofachirer producing the #  Nat applicable
dosage form is®

2A4  Isasumimary basis for approval appended?™ y o NGy

2A5  Isthe atlached, officially approved product information complete and consonant i Nar b
with the licence? !

2A6  Applicant for certificate, if different from licence holder (name and address)"” + Notd

2B.1  Applicant for certificale (Name & Address) t NA'

2B2 Status ¢f applicant : NA

2B21  Forcategories (b) and (c) the name and address of the manufacturer producing the = NA
dosage form is:®

2B3 Why is marketing authorization lacking? : NA

2B4  Remak " ! NA

3 Doss the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage i Yes

form is produced? (ves/no/not applicable) ¥
If Not or Not applicable proceed Lo question 4

il Periodicity of routine inspection (years) : Yesrly
32 Has the manufacture of this type of dosagz form been inspected ? : Yes
33 Do the facililies and operation confirm to GMP as recommended by World Health @ Yes

Organization 7'

4 Does the information submitted by the applicant satisfy the certifying authority on~ :  Yes
all aspects of he manufacture of the product 916

1f No, explain : Nol Applicable

Address of certifying authority
Drug Licensing Authority,
Administration of Daman & Diu, Brugs Control Dept.,

Primary Health Cenrter, Daman (UT) - 396 220, 4 s
Telephone No, : 0091 — 0260 - 2230470 =7
Fax No. : 0097 — 0260 ~ 2230570

Nuzoe of Asthorizcd Fr@i&‘i&%& ALTHORITY

Signature e i TR
Stamp snd Date DRUGS CONTROL DEPARTMENT

aﬂmﬂﬁiﬂqmmw
15 JUN 2020 urorommn e o

Pape 10f3




Explanatory nofes:

1. This certificates which is in the formal recommended by WHO, establishes the status of the pharmnaceutical product and of the
applicant for the certificate in the exporting country. It is for a single product only since manufacturing arrangemenis and approved
information for different dosage form and different strengths can vary

jS

Use, whenever passibte, intemational Nonproprietary Names (INNs) or nalional notproprietary names
3. The formula (complete composition) of the dosage form should be given on the cerlificate or be apper ded.
4. Details of quantitative composition are preferred, but their provision is subject to the agreement of the product $icence holder

5. When applicable, append delails of any restriction applied to the sale, distribulion or adminisiration of the product that is specified
in the preduct licence

6. Section 2A and 2B are mutually exclusive
7. Indicate, when applicable, if the licence is provisional, or the producl has not yet been approved.
8. Specify whether the person respoasible for placing the product on the market:

3) Manufactures the dosage form;
b) Packages and / or labels a dosage form manufactured by an independent company, or
¢} Isinvolved in none of the above

9. The information can be provided only with the consent of the product licence holder or, in the case of non-registered products, the
applicant, non-completion of the seclion indicates that the party concemed has not apreed to inclusion of this information.
It should be noted that information ¢onceming the site of production is part of the product licence. If he production site is changed,
the licence must be updated or iL is no longer valid.

10, This refers to the documents, prepared by some national regulatory authorities, thal summarizes the technical basis on which the
product has been licensed.

1t This refers to product information approved by the competent national regulatory authority, such as a Summary Product
Characteristics (SPC)

12. In this circumstance, permission for issuing the cerificate is required from the product-licence holder. This permission has to be
provided 1o the autherity by the applicant.

3. Please indicate the reason that the applicant has provided for not requesting registralion.

a) The product has beea developed exclusively for the treatment of the conditions particularly tropical diseases - not endermic in
the country of export;

b)  The product has been reformulated with a view to improving its stability under tropical cemditiors;

¢) The preduct has been reformulated to exclude excipients not approved for use in pharmaceulical preduct in the conntry of
import;

d) The product has been reformulated (o meet a dilferent maximum dosage limit for an active ingredient.

e} Any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing the preduct certificale and inspection
is conducted under the aegis of the countrv of manufacture

15, The requirement for Good practice in the manufacture and quality control of drugs referred 10 in the certificate are lhose included in
1he thirty second report of the Expert Cornmiitee or Specifications for Pharmaceutical Preparation, 'WHO Technical Report Series
No. 823,1992 Annex 1. Recommendalion specifically applicable to biological products have been formulated by the WHO Expert
Commilttee on Biological Standardization {WHO Technical Report Series No. 8§22,1992 Annex 1 ).

16. This seclion is to be completed when the product- licence holder or applicant conforms to status (b) and ( ¢) as described i the note
§ above It is of particular importance when foreign contraciors are involved in the manufaciure of the product In these
circumstances the applicant should supply the certifying authority with informatien to identify the contracting parties responsible
for each stage of manufacture of Ihe finished dosage form, and the extent and nature of any contrels exercise over each of these
parties.

[ 231}
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Ne. of Centificate

: DD/794/44C/2020-1-211-1

ANNEXURE- It

Name of the Product: Cytarabine Injection BP 1000mg/10 m|

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

Valid up to: 04/01/2022

1. Afghanistan 44 Cuba £5 lran §28 Moroceo 171 South Korea
2. Albania 43 Cyprus £6.Jraq 29 Mozambigue 172 Spain ;
3 Algena 46. Czech Republic 87 Ireland 30 Myanmar 173 Sri Lanka i
4 Angola 47 Czechoslovakia® 88 Israel i3l Namibia 174 Sudan
5 Argentina 48 Democratic Republic 89 laly 132 Nepal 175 Sunname
6 Armenia of Congo 90 lIvory Coast 33 Nelherlands Antilles 176 Swaziland
i 7 Aruba 49. Denmark 91 Jamaica 34 Nelherlands 177 Sweden
§_Ausiralia 50 Diibouli 92 Japan 35 New Zealand 178 Switzerland
9. Auslria 51 Dominica 93 Jordan 36 Nicaragua 179 Syna
10_Azerbatjan 52 . Dominican Republic 94 Kazakhstan 37 Niger 180. Tadzhikistan
11 Bshamas 33 Ecuador 95, Kenya 138 Nigeria 18], Taiwan
12 Bahrain 54. Egypt 96 Kingdom of Tonga 139 North Korea 182 Tajikistan
13. Baltic 55 El Salvador 97 Kiribati 140 Norway 183 Tanzania
14 Bangladesh 56 _Equalorial Guinea 98 Korea 141 Oman 184 Thailand
15 Barbados 57. Eritrea 99 Korea Republic of 142 Pakistan 185 Tobago
16 Belarus 58. Eslonia 100 Kosova 143 Palay e
17 Belgium 59 Ethiopia 101 Kuwait x\ﬂ; i
18 Belize 60 Evropcan Community 102. Kyrgyzstan {itiinea
19 Benin 61 Fiji $03. Lacs y oA
20. Bhutan 62 Finland 104 Latvia Ay iy
21 Bolivia 63 France 305, Lebanon 1 b 198, Turkm&is:an
22 Bosnia 64 Gabon 106. Lesotho i s
23 Bolswana 65 Gambia 107 Liberia Yt
24 Brazil 66, Guatemala 108. Libva L] N
25 Brunei 67 Georgia 109 Libyan Arab IR Gatary Sovict
26. Bulgaria 68 German Democratic Jamezhiriya 5% ,'R:m?ﬁ{?f Bgl?ﬁﬁmw Sagis® Republics!
1.27 Burkina Faso Republic? 110 Liechlenslein 154 icdy Guinee , 414 i Arah Emirates
28 Burundi 69- Germany Federal 111 Lioghtonstoin Ral Muhfitey  Lfited Kingdom
29 Byelorussia Republic of? 112 Lithuania [56 Re i/ !ﬁ‘T S 1 inited Stales
30 Cambodia 70. Gemnany 113 Luxembourg 157 Russia "o e Uruguay
31 Cameroon 71 _Ghana 114 Macau 158 Rwanda 200 USA
32 Canada 72 Greece 1§35 Madagascar 159 Saudi Arabia 201, Uzbekistan
33 Central African 73 Grenada 116 Malawi 160 Senegal 202 Vanuatu
Republic 74_Guinea 117 Malaysia 16} Serbia and 203 Venezuela
34 Chad 75. Guinea Equatorial 118. Maldives Monlenegro 204 Vielnam
35 Chile 76_Guyana 119 Mali 162 Sevchelles 205 West Indies
36.China 77. Haiti 120 Malta 163..5ierra Leone 206. World
ST Cook Islands 78. Holland 121 Marshall Islands 164 Singapore 207 Yemen
38. Colombia 79. Honduras 122 Mauritania 165 Slovakia 208 Yugoslavig*
39 Columbia 80 Hong Konp, 123 Mauntivs 166 Slovenia 209 Zaire
40. Congo 81. Hungary i 124 Mexico 167. Solomon Islands 210 Zambia
41 Costa Rica 82 Jceland 125 Moldova 168 Somalia 211 Zimbabwe
42 Council of Europe 83 India 126 Monaco 169, Somaliland
43 Croatia 84, Indonesta 127 Mongolia 170 South Africa

Address of certifying authority:

Director Medical and Heaith Services,

Drugs Licensing Authority,

Administration of Daman and Diu.

DAMAN - 356 220.

Telephone Number: (0260) 2230470

Fax Number:

(0260) 2230570

Name of the authorized person: Dr, V, K. DAS

Signature:

Stamp and date:

15 JUN 2020

o

DRUGS LICENSING AUTHORITY

#roft angdy e
DRUGS CONTROL DEPARTMEHT

el thuzm favm
UT OF DAMAK & DIU, DAMAMY

wu wy waw 7 i, T
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CERTIFICATE OF PHARMACEUTICAL PRODUCTS!
This certificate conforms to the format recommended by the World Health Organizalion
No of Certificaie: DD/794/37C/2020-1-211-1 Valid Up to: 04/0172022
Exporting (Centifying) Country : India
importing (Requesting) Counlry ¢ AS per Annexure-2
1 Name and dosage form of Product Doxorubicin Hydrochloride Injection USP 10mp/5 ml
1] Active ingredient(s)® and amouni(s) per unit dose? Composition:
Each ml conlains:
Doxarubicin hydrochoride USP .........c.coccceceeieivernnn 2
Sodiurn Chloride USP ........cvcieneriiennnenee. wend mg
Water for Injection USP......cocceininiimieniccnciiiincimrenns oS
For complete qualitative composition including excipienls, see attached’.  Annexure - I
12 Is this product licensed to be placed on the market for use in the exporting country?® Yes
13 Is this product actually on the market in the exporling country ? Yes
If the answer to 1.2 is yes, conlinue with section 2 A and omit section 2 B
If the answer lo 1 2 is no, omil section 2 A and continue section 2 BS
2.A 1 Number of product licence” and date of issue +  DD/794 Dated 16/08/2019
lr 2A2  Product Licence holder (Name & Address) i Bruck Pharma Pvt. Ltd.
E Survey No. 188/1 lo 6, 189/1, 19072 to 4,
Atiyawad, Dabhel, Dsman - 396210
2A3  Status of product licence holder ? a
2A31 For categories b and c the name and address of the manufacturer producing the t Mol uppliesdd )
dosage form is® - !a {3 A ,
2.A4  Is a summary basis for approval appended?!® ‘%‘%\t ) ﬁ]’ gs;
& T e e
2AS5  Isthe attached, officially approved product information complele and consonant ﬁ(wig" 1 "‘_ f“ra',, :
with the licence? ! ’ ":‘ iy -
! Fall L
2A6  Applicant for certificate, if dilferent from licence holder {name and address)" o Mok Jhpplmhh‘?ﬁ{‘?
. ey
281 Applicant for certificate (Name & Address) 1 *:_m;_;g
2B2  Status of applicant NA ab B
wEOR B
2B21  For satcgories (b) and (c) the name and address of the manufacturer producing the  : { XA "\;*)% st
dosage form is.® 6?) oy e
2B3  Why is marketing authorization Jacking? : /3 D[.l M NQ %
2B4  Remark " Do N
wep Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosape Yes
(A form is produced? (yes/no/not applicable) **
If Not or Not applicable proceed to question 4
B Periodicity of routine inspection (years) Yearly
32 Has the manufacture of this type of dosags form been inspected ? : Yes
33 Do the facilities and operation confim to GMP as recommended by World Health Yes
Organization 7
4 Docs the information submiticd by the applicant salisfy the certifying authority on Yes
all aspects of the manufacture of the product 7'
[f No, explain : Not Applicable
Address of certifymg authority
Drug Licensing Authority, -
Administration of Dumaan & Diu, Drugs Control Dept., 4
Primary Health Cenier, Daman (UT)— 296 220.
Telephone No. : 0091 - 0260 — 2230470
Fax No. 1 91 - 0260 - 2230570
Name of Authorized Person: Dr VK DAS
Signature DRUGS LICENSING AUTHORITY
Stamp and Date S orfi i)
. DRUGS CONTROL DEPARTMENT
165 JUN 204 stmed Prioer P
UTOF DAMAN & OiU. DAMAN .. _
Y 7N Tow o, Tw Page 1 of 3
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Explanatory notes;

1. This certificates 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. It is for a single product only since manufacturing arrangements and approved
information for different dosage form and different strengths can vary,

2. Use, whenever possible, international Nonproprietary Names (INNs) or national nonproprieiary 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 preferred, bul their provision is subject to the agreement of the product licence holder

5. When applicable, append details of any restriction applied 1o the sale, distribution or administration of the product that is specified
in the product licence

6. Section 2A and 2B are mutually exclusive.
7. Indicaie, when applicable, if the licence is provisional, or the product has not yet been approved.
3. Specity whether the person responsilile for placing the product on the market:

3) Manufactures the dosage form,
b) Packapes and / or labels a dosage form marufactured by an independent company, or
¢} Isinvolved in none of the above.

9. The information can be provided only with the consent of the product Licence holder or, in the case o non-registered preducts, the
applicant, non-completion of the seclion indicates that the party concerned has not agreed to inclusion of this information.
[t should be noted that information concerning the site of preduction is part of the product licence. If the production site i« changed,
the licence must be updated or it is no longer valid.

10. Thus refers lo the documents, prepared by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

I1. This refers to product information approved by the competent national regulalory authority, such as a Summary Product
Characteristics (SPC).

12 In this circumstance, permission for jssuing the cerlificate is required from the product-licence holder. This permission has to be
provided to the autharity 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 the conditions particularly tropical diseases - not endemic in
the country of export;

b) The product has been reformulated with a view to improving iis stability under tropical condilions;

¢)  The product has been reformulated to exclude excipients not approved for use in pharmaceutical product in the country of
import;

d) The product has been reformulated 10 meet a diflerent maximum dosage limit for an active ingredient

¢}  Any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing Lhe product certificate and inspection
is conducted under the aegis of the conntry of manufacture.

15. "The requirement 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 Preparation, WHO Technical Report Series
No. 823,1992 Annex 1. Recommendation specifically applicable to biological producls have been formulated by the WHO Expert
Commirtee on Biological Standardization (WHO Technical Report Series No. 822,1992 Annex 1).

16. Ths section is to be completed when the product- licence holder or applicant conforms to status (b) and ( ¢) as described in the note
8 above. It 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 identify the contracting parties respornsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercise over each of these
parties.

LR LAl
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ANNEXURE- H

No. of Certificate : DI}/794/37C/2020-1-211-1 Valid up to: 04/01/2022
Name of the Product: Doxorubicin Hydrochloride Injection USF 10mg/S m!

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

| Afphanistan 44. Cuba 85 Iran £28 Moroceo 171 Soulh Korea

2 _Albania 45 Cyprus 86 Irag 129 Mozambigue £72. Spain

3 _Algeria 46 Crech Republic 87 Ircland 130 Myanmar 173 Sni Lanka

4_Angola 47 Crechoslovakia' 88 Isracl 131 Namibia 74. Sudan

S _Argentina 48 Democratic Republic 89. italy §32 Nepal 75, Suriname

6 _Armenia of Congo 90 Ivory Coast 133 Netherlands Antilles 76. Swaziland

7 Aruba 49 Denmark 91. Jamaica £34 Nctherlands $77. Sweden

8. Australia 50 Diibouti 92 Japan $35 New Zealand 178, Swikerland

9 Austria 51 Dominiea 93. Jordan 136. Nicaragua £79 Syria

10._Azerbaijan 52 Domirmcan Republic 94 Kasakhstan 37. Niger §80. Tadzhikistan

11 Rahamas 53 Ecuador 95 Kenya 38, Nigeria 181 Taiwan

12. Bahram 54 Epypl 96_Kingdom of Tonga 36 North Korea 182 Tajikistan

13. Baldc 55 El Salvador 97, Kinbati 140. Norway 183 Tanzania

14 Bangladesh 56 Equatorial Guinea 98 Korea 14| . Oman 184 Thailand

15 Barbados 57. Erirrea 99. Korca Republic of 142, Pakistan 185 Tabago

16. Belarus 58. Estonia 100 Kosova 143. Palau 186 logo

17 Belgium 59 Elhiopia 101 Kuwait 144 Panama

18 Belize 63 Furopean Comnunity 102 Kyrpgyrstan 145. Papua New. jo

19 Benin 61 _Fiji 103, Laos 146 Para

20 Bhulan 62 Finjand 104 Lavia 147 Per A

21 Bolivia 63 France 105 Lebanon 148, Py 0 3

22 Bosnia 64_Gabon 106 Lesotho 149, ilglies

23 Botswana 63 Gambia 107 Liberia 130 foland s wix] 193 UBapda

24 Brazil 66 _Gualemala 108 Libya 151 Pcrtugal - o] 194 Ukfaine

25 Brunei 67 Georpia 109 Libyan Arab £52 XM L2 1195 Union ofSodiel

26 Bulgaria 68. German Democratic Jamahuriva §53. Republic of Benin . b Socialist Regublics’

27 Burkina Faso Republic? 110 Liechtenstein 154. Yepublictle Guipge ¢ ool Upited Araff Emirates

28 Burundi 69 Germany Federal 111, Liochlonstoin 134 T wptdnlbives 197 United Khgdom

29 Byelorussia Republic of 112 Lithvania §56. Ri ~‘——‘~+J*F 198, Urtdd Aates

30 Canbodia 70 _Germany 113. Luxembourg 157 RussMy * /g 7 1198 Urhogday

31, Cameroon 71 Ghana 114 Macay 158 Rwanda vy UﬂmsWx

32. Canada 72 Greece 115 Madagascar 159 Saudi Arabia_ rsemumee 0T, [1/bekislan

33.Central African 73 Grenada 116_Malawi 160 Senegal 202 Vanuaw
Republic 74 Guinca 117 Malaysia 161 Serbia and 203 Venezuela

34, Chad 75 _Guinea Equztorial 118 Maldives Monignegro 204 Vietnam

335 Chile 76 Guyvana 119 Mahi 162 Seychelles 205 Wesl Indies

36 China 77 Ham 120 Malta 161 Sierra Leong 206 World

37 Cook Islands 78 Holland 121 Marshall Islands 164 Singapore 207 Yemen

38 Colombua 79 Honduras 122 Mauritania 165 Slovakia 208 Yugoslavia'

39 Columbia 80 Hong Kong 123 Mauridus 166 Slavenia 209 Zaire

40. Congo $1. Hungary 12¢ Mexico 867 Sclomon islands 210 Zambia

41 Cosla Rica 82 Iceland 125 Moldova 168 Somalia 211 Zimbabwe

42 Council of Eurape $3 India 126 Monaco 169_Scmakiland

43 Croatia _ 84 Indonesia 127 Mongolia 170 South Alrica o

Address of certtfying authority:

Director Medical and Health Services,
Drugs Licensing Authority,
Administration of Daman and Diu.
DAMAN - 396 220.

Mume of thie warhoeleed "im‘&ﬁtkﬁm AUTHORETY

st Sriaa THEER
CRUGS CONTROL DEPARTMENT

sy Frawor faam
UT OF DAMAN & DIU, DANMN
Y w3 o o O, T

Signature:

Telephone Number: (0260) 2230470

Fax Number: (0260} 2230570 Stamp and datc:

15 JUN 2000
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CERTIFICATE OF PHARMACEUTICAL PRODUCTS
This certificate conforms to the format recommended by the World Healih Organizition

No of Certificate: DD/794/20C/2020-1-211-1 Yalid Up to: 04/01,2022
Exporting (Certifying) Country : India
imperting (Requesting) Country : As per Annexure-2
1 Name and dosage form of Product :  Eprubicin Hydrochloride for Injection 10mg/vial
1] Active ingredienl(s)® and amouni(s} per unit dose” ¢ Composition:
Each visl contains:
Epirubicin hydrochloride .....v..................10mg
Lactose monohydrate.....c..ocueeeoioooeeun.n. .50 mg

12
13

2A1
2A2

A3
2A3.1

2A4
2AS

2A6
2B1]
2B2

2B21

2B3
2B4

For complete qualitative composifion including excipients, see attached'.  Annexure - [

Is this product licensed 10 be placed on the marke! for use 1n the exporting country?® t Yes
Is this product actualiy on the markel in the exparting country ? i Yes
If the answer lo 1 2 is yes, continue with section 2 A and omit seclion 2 B

tf the answer to 1.2 is no, omit section 2 A and continue section 2 B

DD/794 Dated 11/1272019

Bruck Pharma Pvi. Ltd.

Survey No. 188/1 to 6, 1189/1, 190/2 to 4,
Aliyawad, Dabhel, Daman - 396210

e

Number of product licence” and dale of issue
Product Licence holder (Name & Address)

ix

Status of product licence holder * : 2

For categories b and ¢ the name and address of the manufacturer producing the ¢ Nol applicable
dosage form s’

Is a summary basis for approval appended?'® :

Is the attached, officially approved product information complete and consonant P
wil¥ the licence? !

Applicanl for cerlificate, if different from licence holder (name and address)’* t
Applicant for certificate (Name & Address) Y a
Status of applicant 2

For categories (b) and (¢) the name and address of the manufacturer producing the =
dosage form is; *

Why is markeling autharization lacking? 2
Remark © :
Does the certifying authority arrange for periodic inspection of the manufaciuring plant in which the dosage 1

form is produced? (yes/no/nol applicable)

If Not r No! applicable proceed 1o question 4

Periodicity of routine inspeciion (years) i Yearly
Has the manufacture of this type of dosage form been inspected 7 : Yes

Do the facilities and operation confirm to GMP as recommended by World Health  :  Yes
Organizstion ?'°

Does the information submitted fy the applicani satisfy the cenifying authorityon~ + Yes
all aspects of the manufacture of the product 96

[f No, explain : Not Applicable

Address of certifying authority
Drug Licensing Au thority,
Administration of Daman & Diu, Drugs Control Dept..

Primary Health Center, Daman (UT) - 396 220, f/‘“
Telephone No. : (091 — 0260 - 2230470 Fa:"/’
Fax No. : 0091 - 0260 — 2230570
Name of Authorized Person: Dr. VX DAS
DRUGS LICENSING AUTHORITY
Signature Ay efda Wit
Stamp and Date DFIUGS CONTROL DEPARTMENT

15 JUN 2000y or e

wm‘ﬂ‘ ] q'éla‘_u__fﬂ“l
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Explanatory notes:

. This certificales 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. It is for a single product only since manufacturing arrangements and approved
mformation for different dosage form and different strengths can vary.

2. Use, whenever possible, infernational Nenproprietary Names (INNs) or national nonproprietary names.
3. The formula (complete composition) of the dosage form should be given on the cerlticate or be appended.
4. Deails of quanlitative composilion are preferred, but their provision is subject to the agreement of the product licence holder

5. When applicable, append delails of any restriclion appled to the sale, distribution or administration of the product that is specified
in the product licence

6. Section 2A and 2B are mutually exclusive.
7. Indicate, when applicable, if the licence is provistonal, or the product has not yel been approved.
8. Specify whether the person responsitile for placing the product on the market:

a)  Manufactures the dosage form;
b} Packages and / or [abels a dosage form manufactured by an independent company, or
¢) Is involved in none of the above

9. The information can be provided only with the consent of the preduct licence holder or, in the case of non-registered products, the
applicant, non-completion of the section indicates thar the party concemed has not agreed 10 inclusion of this information
[t should be nated 1hat information concerning the site of production is part of the product licence. Jf tte production site is changed,
the licence must be updated or it is no longer valid

10. This refers 1o the documents, prepar=d by some national regulatory authorities, that summarizes the technical basis on which the
product has been licensed.

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

12, In this circumstance, permission for issuing 1he certificate is required from the product-licence holder. This permission has to be
provided 1o 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 the conditions particularly (ropizal diseases - not endemic in
the country of export;

b)  The product has been reformulated with a view to improving its stability under tropical coaditions;

©) The product has heen reformulited 1o exclude excipients not approved for use in pharmaceutical preduct in the coumry of
import,

d)  The product has been reformulated 10 meet a different maximum dasage limit for an active ingredient

e) Any other reason, please specify.

14. Not applicable means that the manufaclure 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 requirement for Good practice 1n the manulacture and quality control of drugs referred to in the ce-tificate are those included in
the thirty sccond report of the Expert Committee on Specificalions for Pharmaceutical Preparation, WHO Technical Report Series
No. 823,1992 Annex 1. Recommendation specificaliy applicable to biological products have been formulated by the WHO Expert
Commiittec on Biological Standardizarion {WHO Technical Report Series No. 822,1952 Annex 1 ).

16. This section is to be completed when the product- licence holder or applicant conforms to status (b} and { ¢} as described in the note
8 above. It is of particular importance when foreign contraclors are involved in the manufacture of the product. In these
circumstances the applicant should supply the certifying authority with information 1o identify (he contracting parties responsible
for each stage of manufacture of the finished dosage form, and the extent and nature of any controls excrcise over each of these
parlies.
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No. of Certificate

Name of the Product: Eprubicin Hydrochloride for Injection 10mg/vial

: DD/794/20C/2020-1-213-1

ANNEXURE-II

Valid up to: 04/01/2022

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

{. Afphanislan 44 Cuba 85 Iran 128 Morocco 171 Soulh Korea

2_Albania 45 Cvprus 86 Iraq 129 Mozambique 172 Spain

3 Algeria 46 Czech Republic 87 Ireland 130. Myanmar 173 Sr Lanka

4 Angola 47 Czechoslovakia' 88 lsrael 131 Nanibia 174 Sudan

5 Argentina 48. Democratic Republic 89 Ttaly 132 Nepal 175 Suriname

6. Armenia of Conpo 90 Ivory Coast 133 NMetherlands Anlilles 176. Swaziland

7. Aruba 49. Denmark 91. Jamaica 134 Netherlands 177. Sweden

8 Australia 50 Djibouti 92 Japan 135 New Zealand 178 Switzerland

9. Austria 51 Dominica 93. Jordan 136 Nicaragua 179 Syria

10, Azerbaijan 32 Dominican Republic 94 Xazakhslan 137 Niger 150 Tadzhikistan

1] Bahamnas 53. Ecvador 95 Kenya 138 Nigena 18] Taiwan

12 Bahrain 54 Egypt 96, Kingdom of Tonga 139 North Korea 182 Tajikisian

13 Balic 55. El Salvador 97 Kiribali 140 Norway 183, Tanzania

14 Bangladesh $6. Equatorial (Guinea 98 Korea 141 Oman 184 Thailand

15 Barbados 57 Erilrea 99 Korea Republic of 142 Pakistan 185 Tobago

16 Belarus 58 Estonia 100. Kosova 143 Palau 186 Togo

17 Belgium 59 Elhigpia 101. Kuwail ¥44_ Panama 187 Tonga

£8 Belize 60 European Community 102 Kyrgyzsian 45. Papua New Guinea 188 Tnmdad

19 Benin 61 Fiji 103 Laos 46. Paraguay 189 Tunisia

20 Bhulan 62 Finland 104, Latvia 47, Fery e 190 _Turkey

21 Bolivia 63 France 105. Lebanon 48, Puerlo . "h’,- urkmenisian

22 Bosma 64 Giabon 106 Lesotho 129 Phili j _j[f&

23 Bolswana 65 Gambia 107. Liberia £50.F wl.;u;,l“;‘. e

24 Brazil 66 Gualemala 108. Libya 51, T, Lk

25 Brunei 67 Georgia 109 Libyan Arab 152, e | 19“”1&:&' m&*w

26. Bulgaria 68 German Democralic Jamahiriva 153 Rep e Sritinlist lics'

27. Burkina Faso Republic? £10. Liechlenstein 541 epubﬂc de Gumﬁ gt 196 Uniled 4 m‘ Emirates

28 Burundi 69 Germany Federal £11, Liochtonstoin l51ﬁw11c of Malllsadew? 197 Unite dnm

29 Byelorussia Republic of’ $12. Lilbuania Romania oo, 198 Unjted St

30, Cambodia 70, Germany 113. Luxembourg ES?‘\uma e 2289 Sluguay

31. Cameroon 71 Ghana 14, Macau 58 Wwanda ™/, 1 200,08 o

32 Canada 72 Greece £15. Madagascar 139, SH{;%@V» et 20), Rieldlan

33 Central African 73.Grenada t16. Malawi 160 Sen . 2 ) i
Republic 74 Guinea [17_Molaysia 161 Lem%\ R

34, Chad 75 Guinea Equalorial Li8. Maldives Monlenegro [

35 Chile 76. Guvana 119. Mali 162. Seychelles 205. Wesl Indies

36 China 77 Haii 120_Malia 163. Sierra Leone 206 World

37 Cook Islands 78 Holland [21. Marshall Islands 164 Singapore 207. Yemen

38. Colombia 79 Honduras 122. Maudtania 165. Slovakia 208. Yugoslavia'

39 Columbia 80 Hong Kong 23. Maudtius 166. Slovenia 209. Zaire

40. Congo 81, Hungary 24. Mexico 167. Solomon Islands 210. Zambia

41. Costa Rica 82 lceland 25. Moldova 168. Somalia 211. Zimbapwe

42. Council of Europe 83. India 126. Monaco 169 Somaliland

43_ Croalin 84 Indonesia 127 Mongolia 170 South Africa

Address of Certifying Authority:
Drug Licensing Aulhority,

Administration of Daman & Diu, Drugs Conirol Dept.,
Primary Health Center, Daman (UT) — 396 220.

Telephone No.
Fax No.

: 0091-0260-2230470
: 0091-6260-2230570

Name of Authorized Person: Dr. V.
DRUGS LK:ENSNG AUTHORITY

Signature

Stamp & Date

t"y
"

v TréElE MR
DRUGS CONTROL DEPARTMENT

Aot Prarge faam)
UT OF DAMAN & DIU, DAMAN

Y Yw W g U, vam

15 JUN 2020
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