
No. HFW-NZ(Drugs)2021 - ? aL-
Health & Family Welfare Deparment H.P.

Drugs Confol Administration HB
O/o CMO's Office Dharmshala-176215, H.P.

Date: ,? lrlrr, ,

FREE SALE CERTIFICATE

Certified that M/s, Kwality Pharmaceuticals Limited, Situated at, 7-A Industrial Area, Raja Ka Bagh,

Tehsil Nurpur Himachal Pradesh, INDIA is licensed to manufacture drugs for sale or for distribution, under

license No. Form 252 NNZ/08/ 0 and Form 28: BNZ/08/4f issued by this Department on 28.72.2020 and is

renewed up- to 27.72,2025, under the provisions of the Drugs and Cosmetics Act, 1940 and rules 1945 made

there under.

L. The said licensee is permitted to manufacture for sale or distribution drugs freely, in the domestic

market subject to the provision of the Drugs and Cosmetics Act, 1940 and rules 1945, made there under.

2. The said licensee is permitted to manufacture for sale or distribution drugs freely for export purpose,

the drug as detailed below, to the various countries, subject to the rules and regulation of the importing

countries, as per Annexure -"A" duly signed.

3. This certificate is issued to the firm, on their request, for registering the aforesaid product in the

overseas countries.

Asstt. Drugs\{ntrollea
Cum- Drug Licensing Authority,

O/o the chief Medical Officer,
Distt lGngra at Dharmshala H.P. INDLA

No. HFW-NZ [Drugs) 2o2r- 3a L ,Dated: Dharmshala, u," 931 o p I no2 t

Issued to:

M /s, Kwality Pharmaceuticals Limited,
7-A Industriol Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, IN DIA
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S. No. GENERIC NAME &DOSAGE FOR]I{ COMPOSITION

01. Oxaliplatin For Iniection Each ml contains:
Oxaliplatin BP Zmg
Water for Iniection BP q.s.

02. Methotexate Iniection BP
1000 mg/ 10mI

Each ml contains:
Methotrexate BP 100 mg
Water for Iniection BP q.s.

03. Methotrexate Iniection BP Each ml contains:
Methotrexate BP 2.5 mg
Water for Iniection BP q.s.

04. Tretinoin Capsules 10mg Each hard gelatin capsule contains :

Tretinoin 10 mg
Excipients q.s.

Approved colour used in empty capsule shell
05. Thiotepa For Iniection USP Each vial contains :

Thiotepa USP 100 mg
Excipients q.s.

06. Fludarabine Phosphate Tablets 10mg Each film coated tablet contains:
Fludarabine Phosphate USP 10 mg
Excipients q.s.

Colour: Approved colours used
07. Fulvestrant Iniection Each ml contains:

Fulvestrant BP 50 mg
Water for Iniection BP q.s.

08. Bevacizumab Iniection
100mg/4mI

Each ml contains:
Bevacizumab 25 mg
Water for Iniection BP q.s.

09. Bevacizumab Iniection
a00mg/ 16lrrn

Each ml contains:
Bevacizumab 25 mg
Water for Inlection BP q.s.

10. Trastuzumab For Iniection
44l0mg/ vial
(As Lyophilized)

Each vial contains :

Trastuzumab 440 mg
Excipients q.s.

Free SaIe Certificate
Annexure -A

Asstt. Drugs
Cum- Druglicensing

O/o the chief Medical Officer,
IGngra at Dharmshala H.P. INDLA

No. HFW-NZ (Drugs) zozl- ja> ,Dated: Dhr.;;;"'ir{ * )"lZ',

Issued to:

M /s, Kwality Pharmaceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, IN DIA
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tt. Trashrzumab For Iniection
150 mgl vial
[As Lvophilized)

Each vial contains :

Trastuzumab 150 mg
Excipients q.s.

!2. Azathioprine Tablets USP 50mg Each film coated tablet contains:
Azathioprine USP 50 mg
Excipients q.s.

Colour : Approved colours used
13. Chlorambucil Tablets USP 2mg Each film coated tablet contains:

Chlorambucil USP 2 mg
Excipients q.s.

Colour: Approved colours used
L4. Daunorubicin Liposomal Iniection

50mg/25m1
Each ml contains:
Daunorubicin Citrate
Eq. to Daunorubicin 2 mg
Water for Iniection BP q.s.

15. Methofexate Iniection BP Each ml contains:
Methotrexate
Sodium Hydroxide
Water for Iniection

BP

BP
BP

25 mg
q.s.
q.s.

t6. Cytrabine Iniection BP Each ml contains:
Cytrabine BP 20 mg
Water for Iniection BP q.s.

Free SaIe Certificate
Annexure -A

Asstt. Drugs Cddtrolldr,
Cum- Drug Licensing Authority,

O/o the chief Medical Officer,
Distt lGngra at Dhannshala H.P. INDIA

No. HFW-NZ (Drugs) ZOzt-'JbL .Dated: Dharmshala,theL3

Issued to:

M/s, Kwality Pharmaceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, IN DIA



CERTIFICATE OF PHARMACEUTICAL PRODUCTI
This certilicale conlorms to the fornrat recommended by the World Health Organizalion

No. of certificate

(General inslructions and exp analory noles allached)

I oc AIDML|KW Lt 2022t025

Llann lol USP 50nr9

VALID UPTO] 16 02 2024

Exporting (certifying) country : INOIA
lmporting (requesting) country : As per Annexure

1. Name and dosage form ofpr(iucr : Leuprolide Acetate For lnjection 3.75m9 (As Lyophilized)
1.1 Active ingredient(s)'zand amount(s) per untt dose3 :a) Each vialcontains:

Leuprolide Acetale USP 3.75m9
Excipients q.s.

b) Solvent 2ml ampoulo (diluent)
Erch mlcontalns:
CarboxymethylcelluloseSodium USP 0.625m9

Polysorbate 80 USP 5mg
Waler for lnjection USP q.s.

For complele qualitatrve composilion including excipients, see atlached.l NA

lf no or not applicable proceed to question 4

3.1 Periodicity al routine inspections (years): Once in a Yoa.

3.2 Has the manulaclure ol this lype of dosage form been inspecled? yes

E] "o f_l unknown E

Name of the ALrthorized Person:

Signaturei
Stamp and date:

3. Does lhe

Yes

4.

certifyrngE aulhorily arrange for periodic inspeclion ofthe nranufacluflng plant in which the dosage form is produced?

No f ruot aonricaotera I

F-l *" Ll
Do the lacilities and operations conform to GI\.4P as recommended by World Health Organisation?l5

ves F-l ruo l---l Nor appricabb E
Does the informatron submitled by lhe applicant satisfy the certifying aulhority on all aspecls of lhe manulaclure ofthe product?r6

Yes E ro . f lor 
"ncticable f]

lf no, expla n

Address of certifying authority:
State 0rugs Controller,
Controlling -cum- Licensing Authority,

H.P.. Baddi. Distt. Solan-'173205
01 795-244288, sdc4hp@gmait.com

'li,

1.2 ls this product licensed to be placed on the market for use in the exporting country?5 yes F--] N" l--l
1.3 ls lhis producl aclually on the market in the exporting country? yes

lf lhe answer to 1 2 is Yes. conlinue with section 2A and omit section 28
lf the answer to 1 2 is No, omil section 2A continue section 286

A.1 Number of product licenseT NNZ08/40 & BNZ08/4'l
and date of issue 28.12 2020

A.2 Product lrcense holder: KWALITY PHARMACEUTICALS LTD.
(Name and address) 1-A, lndustrial Aroa, Raja Ka Bagh

Teh: Nurpur, Distl: Kangra (H.P.)
PIN:176201

A.3 Status of product license

a I,_] uf_l
HoldeP

cf_-]

43.1 For calegories b and clhe name and address ofthe
Manufaclurer producing the dosage
form aree : Not Applicalrle

A.4 ls summary basis of approval appondgd ?10
Yes T-----t No T------_'lrlt'l

A.5 ls the altached, offlcially app.oved producl information
Complele and consonant with the license ?1'

r"" l--l ruo [-l Not nroviaeo I
A.6 App rcatron for cen flcate if drfferenl from

license holder r': : Not Applicable

28
8.1 Applicant for certificale (name and address)

8.2 Stalus ofaf_lb application

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

manufacturer producing the dosages form ares

8.3 Why is marketing aulhorization lacking

EEEE
Not Not undor rqfused

Requirgd Requested consideration

8.4 Remark ri3

t/./
-.-_--.-_{
il;.-rade$



ANNEXURE

No. of Certificate: OCNOML1KWLI2O22IO2S VALTD UPTO 16 02.2024

Narne orlhe Product Leuprolide Acetate For lnjection 3.7gmg (As Lyophilized)

Lisl of Countries/ lnstltution to which lhe above producl wi be Exporled / localy supplied

'(4

1 A geria 29 Denmark 57 Japan 85 Niger 113
2 Albania 30Dominican Repubtic I 58. Kazakhslan 86. Nlgeria 114 Talikistan
3. Argenlina 31 Ecuador 59 Kenya 87 Nelherland 115 Ta wan

32.Egypt 60. Klwail 88 Newzealand 116 Tanzania
5 Azerbajan 33 El Salvador 61 Kyrgyzslan 89. Oman 1T 7 Tha land
6 Afganistan 34.Estonia 62. Korea 90. Pakrstan 118 Togo
7 AustraLa 35.Elhiopla 63 Laos 91. Panama 1'19 Tonga
I Bahrain 36 Fil 64. Lalvia 92. Papua New Guinea '120 Irinidad & Tobago

s Bangladesh l:zl'"*' 65 Lebanon 93 Paraguay 121 Tunisia
ru. betarus

l l Belize

36 Gabon 166 Libera

3rretrana T6? Lbr/a

94. Peru

,5flrtppioes
122. fwkev,)
123 UAE i

12 tselorussta 40 Gualemala 68. Lilhuania 96 Poland -124 Uganda
13 Benin 41 Guinea 69 Ma awr 97. Oatar 125 llkraine
14 BoIvia 42. Gambia 70. Mataysia 98 Romania 126 Unrted Kingdom
15 Erazrt 

I
43. Goorgia 71. i,4ate 99 Rlrssia 127 Uruguay

o Eu gana 44. cermany | 72. Mati 100 R\r'/afda 128. USA
'17 tshulan 45 Hal 73 IVauritan a 101 Samoa 129 tlzbekislan
6 Burk na Faso 46. Honduras 74. l,4aurdius 102 SaudiArabia 130. Venezuala

19 Cambodta 47 H!ngary 75 Mexico 103 Senegal 131 V elnam
20 Cameroon 48. lndonesia 76. Moldova 104 Sierra Leone 132. Yemen I

49. lran 77 l\,4ongo ia 105 Slovakia 133 Za te
22 t )li,l1z 50. lraq 78 Morocco T06 Slovef a 134 Zambia
23 Columbia 51 ls.ae 79. Myanmar 107 South Africa 135 Zimbabv,,o
24. Congo 52 lvory Coast I eO. l/ozamUique 108 South Korea 136. Solrth
25 Cosla Rica 53. lreland 81 Namibia 108 Sri Lanka 137 Democralic Republtc OfLaos
2b Cuba 54. la y 82. Nepal T10 Suda11 138 Brunei
27. Czech Republic 55. Jamaica 83. New Zealand 111 Suriname 139 lceland
28 Curacao 56 Jordan 84. lnd a 112 Syria 140 Turkmen stan
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