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MOLDOVA EUROPEANA

FREE SALE CERTIFICATE

Certified that M/s, Kwality Pharmaceuticals Limited, Situated at, 1-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 25: NNZ/08/40 and Form 28: BNZ/08/41 issued by this Department on 28.12.2020 and is
renewed up- to 27.12.2025, under the provisions of the Drugs and Cosmetics Act, 1940 and rules 1945 made
there under.

1. 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 Controller,
W -Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.P. INDIA

No. HFW-NZ (Drugs) 2025-__ M &, Dated: Dharmshala, the l&l dTl 'H/

Issued to:

M/s, Kwality Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, INDIA




Free Sale Certificate
Annexure -A

S. No. | GENERIC NAME & DOSAGE FORM

COMPOSITION

01. Etoposide Injection USP 100mg/5ml

Each ml contains:

Etoposide USP 20 mg
Benzyl Alcohol USP 30 mg
Ethyl alcohol USP 30.5%v/v

Sterile Non Aqueous Vehicle qg.s.

5
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Asstt. Drugs Controller,
Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.P. INDIA

No. HFW-NZ (Drugs) 2025-_4 1€  Dated: Dharmshala, the _| £[09[D.8”

Issued to:

M/s, Kwality Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, INDIA




QUALITATIVE AND QUANTITATiVE FORMULA
TRIPTORELIN PAMOATE FOR INJECTION 3.75 MG/VIAL

PRODUCT NAME

Etoposide Injection USP 100mg/5ml

Composition: Each ml contains:

Etoposide USP 20 mg
COMPOSITION: Benzyl Alcohol USP 30 mg
Ethyl alcohol USP 30.5 % v/v
Sterile Non Aqueous Vehicle  q.s.
Single vial fill Volume :- 5.0 ml Batch Size: 1600 Vials
Each Vial | Overage | Standard Quaniity
Item Name Grade | Rational | Item Code s
e ~ Contains (%) | Required for 1000
Etoposide (Injectable |
USP API API2270 100.000 mg 5% 105.000 gm
Grade)
Macrogols (400) BP Excipient | EXP0294 | 3250.000 mg Nil 3.250 kg
Ethanol (Absolute
Alcohol/Dehydrated BP | Excipient | EXP0047 | 1241.350 mg Nil 1.241.00 Kg
Alcohol)
Polysorbate 80 . Nil
BP | Excipient | EXP0323 400.000 mg 400.000 gm
(Injectable Grade)
Benzyl Alcohol . Nil
) BP | Excipient | EXP0695 150.000 mg 150.000 gm
(Injectable Grade)
Citrle dwid BP | Excipient | EXP0384 | 10.000 mg Nil 10.000 gm
(Anhvdrous)

Issued to:
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Asstt. Drugs Controller,
Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.P. INDIA

;  No.HFW-NZ (Drugs) 2025-__Y q& , Dated: Dharmshala, the _\ § l.g(*n/

M/s, Kwality Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal Pradesh, INDIA
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