
No. HFW-N Z(Drugs)2026 -
Health & FamilyWelfare D"pr.-uniil

Drugs Control Administration Hp,O/o CMO's Office Iex, Dharm shala- L7 621 S, Kangra, H.p.

Date: 0Cl, t lg{
FREE SALE CERTIFICATE

certified that M/s, Kwality Pharmaceuticals Limited, situated at, 7-A Industrial Areo, 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/08/4I issued by this Departmen t on r7.77.202s and isrenewed up- to 27'72'2030, under the provisions of the Drugs and cosmetics Act, 1940 andrules 1945 made
there under.

L' The said licensee is permitted to manufacture for sare or distribution drugs freely, in
market subject to the provision of the Drugs and cosmetics Act, 1g40 and rules 1g45, made

the domestic

there under.

2' The said Iicensee is permitted to manufacture for sale or distribution drugs
the drug as detaired berow, to the various countries, subject to the rures and
countries, as per Annexure _,,A,, duly signed.

freely for export purpose,

regulation of the importing

3' This certificate is issired to the firm, on their request, for registering the aforesaid product in the
overseas countries.

-o}l" 
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Asstt. Drugs Coritroller,

__ 
Cum- Drug Licensing Authority,

Distt. Kangra at Dharmshala H.p.INDIA

Arst, Dnrys Controller Cum
pruc ! ;^:-ri:sing 

Aufirority
Lr' . . ,.c,,iiit al Charamsha/a (H pl

No' HFW-NZ [Drugs) zozo- L/ o / L , Dated: Dharmsha]a ,rn" o4o tf M
Issued to:

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



Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM COMPOSITION

01. Carboplatin Iniection BP
15Omg /15m1

Each ml contains :

Carboplatin BP 10 mg
Water for Injection BP q.s.

02. Carboplatin Iniection Bp
450mg /4Sml

Each ml contains :

Carboplatin BP 10 mg
Water for Injection BP q.s.

03. Cisplatin Injection BP 10mg /LDml Each ml contains :

Cisplatin BP 1mg
Water for Injection BP q.s.

04. Cisplatin Injection Bp 50mg /S0ml Each ml contains :

Cisplatin BP 1 mg
Water for Injection BP q.s.

05. Cytarabine Iniection Bp 100mg /ml Each ml contains :

Cytarabine BP 100 mg
Water for Injection BP q.s.

06. Oxaliplatin Injection USp 50mg /ZSml
I Oxaliplatin BP 2 mg

I Water for Injection Bp q.s.

07. Oxaliplatin Iniection USp
100mg /50m1

Each ml contains :

Oxaliplatin BP 2 mg
Water for Injection BP q.s.

08. Calcium Folinate Injection Bp
50mg/Sml

Each ml contains :

Calcium Folinate Bp
Eq. to Folinic Acid 10 mg
Water for Injection BP q.s.

09. Leucovorin Calcium Iniection USp
50mg /Sml

Each 5mlcontains :

Leucovorin Calcium USP
Eq. to Leucovorin 50 mg
Water for Injection USP q.s.

10. Etoposide Iniection USP 100mg /Sml Each ml contains ;

Etoposide USP 20 mg
BenzylAlcohol USP 30 mg
(As PreservativeJ
Ethyl Alcohol USP 30.So/ov/v
Sterile non aqueous vehicle q.s.

LL, Vinblastine Iniection BP 10mg /L0ml Each ml contains :

Vinblastine Sulfate BP 1 mg
Sodium Chloride BP 9 mg
Benzyl Alcohol BP 0.9o/ov/v
Water for Iniection BP q.s.

o,,P,St?io[,?#tr".,
Cum- Drug Licensing Authority,

Distt. Kangra at Dharmshala H.P.INDIA
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, Dated: Dharmshala, the

Issued to:
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Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM COMPOSITION

,-2. Doxorubicin Hydrochloride Liposome
Injection (As Pegylated Liposome)
Z0mg/ LOml

Each ml contains :

Doxorubicin Hydrochloride Bp 2 mg
(As Pegylated LiposomeJ
Water for Injection BP q.s.

13.

Solvent For Docetaxel Iniection USp
20mg/ 0.5m1

Docetaxel Injection USp 20mg/ O.Sml Each single dose vial contains :

DocetaxelTrihydrate USp
Eq. to anhydrous Docetaxel ZO mg
Polysorbate B0 USp q.s. to 0.5m1
Each vial contains :

Alcohol (95o/ov/v) USP L30/ow/v
[Absolute Alcohol content 15.25o/o v /v)
Water for Injection USp q.s. to 1.5 ml

14. Docetaxel Injection USp BOmg/ 2ml

Solvent For Docetaxel Injection USp
B0mg/ 2ml

Each single dose vial contains :

DocetaxelTrihydrate USp
Eq. to anhydrous Docetaxel B0 mg
Polysorbate B0 USp q.s. to 2ml
Each vial contains :

Alcohol (95o/ov/v) USP 1.3ohw/v
[Absolute Alcohol content 15.25o/o v /v)
Water for Injection USp q.s. to 6 ml

15. Docetaxel Injection USp 120me/ 3ml

Solvent For Docetaxel Iniection USp
\Z0mg/ 3ml

Each single dose vial contains :

DocetaxelTrihydrate USp
Eq. to anhydrous Docetaxel
Polysorbate B0 USp
Each vial contains :

Alcohol (950/ov/v) USP

120 mg
q.s. to 3ml

1-3o/o w /v
[Absolute Alcohol content 1,5.25o/o v / v)
Water for Injection USP q.s. to 9 ml

L6. Irinotecan Hydrochloride Iniection
USP 40mg /2ml

Each mlcontains:
Irinotecan Hydrochloride USp Z0 mg
Water for Injection USp q.s.

17. Irinotecan Hydrochloride Iniection
USP 100mg /SmI

Each ml contains :

Irinotecan Hydrochloride USP Z0 mg
Water for Injection USp q.s.

18. Vinorelbine Injection USp 10mg / ml Each ml contains :

VinorelbineTartrate USP
Eq. to Vinorelbine 10 mg
Water for Injection USP q.s.

^rr,.tr*hCum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.P.INDIA

No. HFW-NZ [DrugsJ 2026- L$lL ,Dated: Dharmshata, the

Issued to:

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

S, No. GENERIC NAME & DOSAGE FORM COMPOSITION

Each ml contains :

Paclitaxel USP 6 mg
Polyoxyl35 Castor Oil USp NF 527 mg
Dehydrated Alcohol I ISp NF Le 7o/^ v t

79. Paclitaxel Iniection USp 30mg / Smi

20. Paclitaxel Iniection USp
100mg /L6.7ml

I Each ml contains :

Paclitaxel USP 6 mg
Polyoxyl 35 Castor Oil USp NF 527 mg
lehydr_ated Alcohol USp NF 49.7%lL
Eachmlcontaf
Paclitaxel USP 6 mg
Polyoxyl35 Castor Oil USp NF SZ7 mg
Dehydr.ated Alcohol USp NF 49.T%rylL
EachmlcontainF
Paclitaxel USP 6 mg
Polyoxyl35 Castor Oil USp NF S2T mg
lehydr_ated Alcohol USp NF 49.70/ov/v
Eachmlcontrf
Epirubicin Hydrochloride Bp 2 mg
Water for Injection Bp q.s.

2r. Paclitaxel Iniection USp
260mg / 43.4m1

.,, Paclitaxel Injection USp
300mg / 50ml

23. Epirubicin Injection Bp 10mg / Sml

24. Epirubicin Injection Bp 50mg / ZSml Each ml contains :

Epirubicin Hydrochloride Bp 2 mg
lVaLer fur IlJectlon Bp q.s.

25. Mitoxantrone Injection USp
Z0mg / L0 ml

Each ml contains :

Mitoxantrone Hydrochloride USp
Eq. to Mitoxantrone Z mg
Water for Injection USp q.s.

26. Fulvestrant Injection 250mg / Sml Hach ml contains ;

Fulvestrant 50 mg
Water for Injection Bp q.s.

27.

28.

29.

Methotrexate Iniection Bp
50mg / 2ml

Each ml contains :

Methotrexate Bp 25 mg
Sodium Hydroxide Bp q.s.
Water for Injection BP q.s.

Doxorubicin Hydrochloride pegylated
Liposomal Injection 50mg/ 2Sml

Each mlcontains :

Doxorubicin Hydrochloride Bp Z mg
[As Pegylated LiposomalJ
Water for Injection Bp q.s.

Pegaspargase Injection 3750 IU/ SmI Each Sml contains :

Pegaspargase 3750 IU
(Pegylated L-Asparaginase)

M
.o.(l ol \14o

Asstt. Drug\ Corltroller,
Cum- Drug Licensing Authority,

Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ fDrugs) 2026- US l[ , Dated: Dharmshala, the
Asstt. Drugs Controller Cum
Urug Licensing Aufrority
usft. f€ngra at Dfraramsliab|(fplIssued to:

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



Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM COMPOSITION

30. Cytarabine Injection Bp 100mg / Sml Each ml contains :

Cytarabine BP 20 mg
Water for Injection BP q.s.

31. Vincristine Sulfate Iniection USp
1mg / ml

Each ml contains :

Vincristine Sulfate USP 1 mg
Water for Injection USP q.s.

32. Vincristine Sulfate Iniection USp
Zmg / 2ml

Each ml contains :

Vincristine Sulfate USP 1 mg
Water for Injection USp q.s.

33. Vinorelbine Iniection USp S0mg/ Sml Each ml contains :

VinorelbineTartrate USp
Eq. to Vinorelbine 10 mg
Water for Injection USp q.s,

34.

35.

Topotecan Injection Concentrate
4mg / 4ml

Each mlcontains :

Topotecan Hydrochloride
Eq. to Topotecan 1 mg
Water for Injection BP q.s.

Cladribine Iniection USp 10mg / t0,ml Each mlcontains :

Cladribine USp 1mg
Sodium Chloride BP 9 mg
Water for Iniection USP q.s.

36. Fluorouracil Iniection Bp
250mg/ Sml

Each ml contains :

Fluorouracil BP 50 mg
Sodium Hydroxide BP 10 mg
Water for Injection BP q.s.

37. Fluorouracil Injection Bp
500mg / lDml

Each ml contains :

Fluorouracil BP 50 mg
Sodium Hydroxide BP 10 mg
Water for Injection BP q.s.

38. Docetaxel Iniection USp 40mg/ ml

Solvent For Docetaxel Injection USp
40mg/ ml

Each single dose vial contains :

DocetaxelTrihydrate USp
Eq. to anhydrous Docetaxel 40 mg
Polysorbate B0 USP q.s. to 1ml
Each vial contains :

Alcohol (95o/ov/v) USP 13o/ow/v
[Absolute Alcohol content 1,5.250/o v /v)
Water for Injeqtion USP q.s. to 3 ml

39. Goserelin Acetate Iniection
3.6 mgl ml

Each ml contains :

Goserelin Acetate
Eq. to Goserelin 3.6 mg
Water for Injection BP q.s.

.e l"r( >ao
Asstt. orugb Con\roller,

No. HFW-NZ fDrugs) zoza- ttO I t , Dated: Dharmshala, the

Issued to:

M/s, Kwolity Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA
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Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM COMPOSITION

Each ml contains :

Carboplatin Bp
Water for Injection Bp

Each ml contains :

Mesna BP 100 mg
Water for Injection Bp

10 mg
q.s.

q.s.

Each ml contrins
Vinblastine Sulfate Bp 1 mg
Sodium Chloride Bp 9 mg
Benzyl Alcohol Bp 0,9%o v/v
Waler for Iniection Bp q.s.
Each mlcontains :

Vinblastine Sulfate Bp 1 mg 
I

Sodium Chloride Bp 9 mg 
I

Benzyl Alcohol Bp 0. 9Vo v /v I

Water for Iniection RP n c I

40. Carboplatin Iniection fn SOmg 7 Sml

4L. Mesna Iniection 200mg / Zml

42. Vinblastine Iniection Bp Smg / Sml

43. Vinblastine Injection nn f Omg / 10rnl

44. Docetaxel Iniection USp 2Omg/ m- Each ml contains :

Docetaxel Anhydrous USp Z0 mg
Citric Acid Anhydrous USp 4 mg
Polysorbate B0 USp 520 mg
Dehydrated Alcohol USp 395 mg45. Docetaxel Injection USp aOmg/ 2ml J Eacn mt contains :

I Docetaxel Anhydrous USp Z0 mg
Citric Acid Anhydrous USp 4 mg
Polysorbate B0 USp 520 mg
Pe_\ydrated Alcohol USp 395 mi46. Docetaxel Injection USp B0mg/ 4ml I Eacn mt contains :

I Docetaxel Anhydrous USp ZO mg

I Citric Acid Anhydrous USp 4 mg
Polysorbate B0 USp 520 mg
Pehvdrated Alcohol USp 395 mg
Each ml contains :

DocetaxelAnhydrous USp 20 mg
Citric Acid Anhydrous USp 4 mg
Polysorbate B0 USp 520 mg
Dehydrated Alcohol USp 395 mg

47. Docetaxel Injection USp 120mg/ 6ml

48. Oxaliplatin Iniection USp Smg / Sml Each ml contains :

Oxaliplatin USp 5 mg
Water for Injection USp q.s.

No. HFW-NZ (Drugs) 2026- LL0t0- .Dated: Dharmshala, the

Issued to:

M/s, Kwality Pharmaceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Oxaliplatin Injection USf SOmg 7 f Ornt Each ml contains :

Oxaliplatin USp 5 mg
Water for Injection USp q.s.

Oxaliplatin Injection USp
100mg / Z0ml

Each ml contains :

Oxaliplatin USp 5 mg
Water for Injection USp q.s.

Oxaliplatin Injection USp
200mg / a0ml

Each ml contains :

Oxaliplatin USp 5 mg
Water for Injection USp q.s.

Cisplatin Iniection Bp 25mg / ZSml Each ml contains :

Cisplatin Bp 1mg
Water for Injection Bp q.s.

Leucovorin Calcium Iniection USp
10mg/ml

Each mlcontains :

Leucovorin Calcium USp
Eq. to Leucovorin 10 mg
Water for Injection USp q.s.

Docetaxel Iniection 2omg/ 0.5mi

Solvent For Docetaxel Iniection
Z0mg/ 0.5m1

Each single dose vial contains :

DocetaxelTrihydrate Bp
Eq. to anhydrous Docetaxel
Polysorbate B0 Bp

Water for Injection Bp q.s. to 1.5 ml

Each vial contains :

Alcohol (95o/ov/v) Bp L30/ow/v
[Absolute Alcohol content 15.2So/o v / v)

Docetaxel Iniection BOmg/ Zml

Solvent For Docetaxel Injection
BOmg/ 2ml

Each single dose vial contains :

DocetaxelTrihydrate Bp
Eq. to anhydrous Docetaxel
Polysorbate B0 Bp
Each vial contains :

Alcohol (95o/ov/v) Bp L3%ow/v
fAbsolute Alcohol content LS.Z5o/o v /v)
Water for Ini on BP q.s. to 6 ml

Docetaxel Iniection l?Omg/ Zml

Solvent For Docetaxel Iniection
L20mg/ 3ml

Water for Ini on BP q.s. to 9 ml

Each single dose vial contains :

DocetaxelTrihydrate Bp
Eq. to anhydrous Docetaxel 120 mo
Polysorbate B0 Bp q.s. to 3ml
Each vialcontains :

Alcohol (95o/ov/v) Bp 13o/ow/v
(Absolute Alcohol content lS.2So/o v /v)

Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ [DrugsJ 2026- t0 [{ , Dated: Dharmshal 
^,tn" 0 t ltflgt Drug Licensing Autiority

Diett, Kangna at Oharmshal. (H.Issued to:

M/s, Kwality Pharmoceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA
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Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM COMPOSITION
57. Carboplatin Injection Bp Each ml contains :

Carboplatin Bp 10 mg
Water for Injection Bp q.s.

Oxaliplatin USp 2 mg
Water for Injection USp q.s.

58. Oxaliplatin Iniection USp
50mg /2Sml

59. Oxaliplatin Iniection USp
100mg /50m1

Each ml contains :

Oxaliplatin USp 2 mg
Water for Injection USp q.s.

Each ml contains :

Cytarabine BP 20 mg
Water for Injection Bp q.s.

Each ml contains :

Oxaliplatin BP Z mg
Water for Injection Bp q,s.

60. Cytarabine Iniection Bp

61. Oxaliplatin For Injection

62. Methotrexate Injection Bp
1000 mg / l0ml

Each ml contains :

Methotrexate Bp 100 mg
Water for Injection Bp q.s.

63. Bevacizumab Iniection
100mg/ 4ml

Each ml contains :

Bevacizumab 25 mg
Water for Injection Bp

Each ml contains :

Bevacizumab 25 mg
Water for Injection Bp

q.s.

q.s.

64. Bevacizumab Iniection
4OOmg/ L6ml

65.

66.

Fulvestrant Injection 250mg / Sml Each ml contains :

Fulvestrant BP 50 mg
Ethanol [96 per cent) Bp t Oo/ow/v

Goserelin Acetate Injection Each ml contains :

Goserelin Acetate USp
Eq. to Goserelin 10.8 mg
Water for Injection USp q.s.

67. Methotrexate Injection Bp
50 mg / Sml

Each ml contains :

Methotrexate BP 10 mg
Water for Injection Bp q.s.

68. Paclitaxel Iniection USp
150mg / 25 ml

Each ml contains : 

-
Paclitaxel USP 6 mg
Polyoxyl35 Castor Oil USp NF 52T mg
Dehydrated Alcohol USp NF 49.7o/ov/v

oslot
Asstt. Dru$s Co

Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ [Drugs) ,oru- \OtL , Dated: Dharmshala, the

Issued to:
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Mesna Iniection 400mg / aml Each ml contains :

Mesna BP 100 mg
Water for Injection Bp q.s.

Busulphan Iniection 60mg / tDml Each mlcontains :

Busulphan USp 6 mg
N, N-Dimethyl Acetamide Bp 0.33m1
Polyethylene Gl 0 USP NF 0.67mtDoxorubicin Hydrochloride ln;ection

BP 50mg/25m1
Each ml contains:
Doxorubicin Hydrochloride Bp Z mg
Water for Injection Bp q.s.

Daunorubicin Liposomal Injection
50mg/ vial
Zmg/ml (50mg/2Smt)

Water for Iniection Bp

Each mlcontains :

Daunorubicin Citrate
Eq. to Daunorubicin Z mg

Zoledronic Acid Iniection SmgTf OOrnt Each ml contains:
Zoledronic acid monohydrate
Eq. to Zoledronic acid anhydrous 0.05 mg
Water for Injection USp q.s.

Arsenic Trioxide Injection 1mg/mt Each ml contains :

Arsenic Trioxide 1 mg
Water for Injection USp q.s.

Methotrexate Iniection ne SgmTSOmt Each ml contains :

Methotrexate Bp 100 mg
Water for Injection Bp q.s.

Octreotide Acetae Iniection Each ml contains :

Octreotide Acetate USp
Eq. to Octreotide 100 mcg
Water for Injection USp

Octreotide Acetae Iniection Each ml contains :

Octreotide Acetate USp
Eq. to Octreotide 50 mcg
Water for Injection USp q.s.

Doxorubicin Hydrochloride Liposome
In j ecti on 2 Omg / t0mt (Zmg / mt)

Each ml contains :

Water for Iniection Bp

Doxorubicin Hydrochloride Bp 20 mg
(As Pegylated LiposomeJ

Octreotide Acetae Inf ection
200mcg/ml

Each ml contains :

Octreotide Acetate USp
Eq. to Octreotide 2OO mcg
Water for Injection USp q.s.

Cum- Drug Licensihg Authority,
Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ [Drugs) ?026- \t ll .Dated: Dharmshar 
^, 
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Free Sale Certificate

GENERIC NAME A DOSACT}ONIVr COMPOSITION
Cisplatin Injection Bp
100mg/100ml

Each ml contains :

Cisplatin BP 1 mg
Water for Injection Bp q.s.

Clofarabine tnlection. Orngp Omt Each ml contains :

Clofarabine 1 mg
Water for Injection USp q.s.

Vinorelbine Injection USp2 Omg/zml Each mlcontains :

Water for injection USp

Vinorelbine Tartrate USp
Eq. to Vinorelbine 10 mg

vinorelbinetnle@
Each mlcontains :

Vinorelbine Tartrate USp
Eq. to Vinorelbine 10 mg
Water for iniection USp q.s.Vinblastine Sulfate SoluJionlor

Injection Bp 10mg / t0,ml
Each mlcontains :

Vinblastine Sulfate Bp 1 mg
Sodium Chloride Bp 9 *g
BenzylAlcohol Bp 0.9%v/v
Water for Injection Bp q.s.Doxo_rubicin Hydrochtoriae tnjEction

USP 50mg/25m1 Doxorubicin Hydrochloride USp 2 mg
Water for injection USp q.s.

Each ml contains:

Cisplatin Injection USp 50mg750ml Each ml contains :

Cisplatin USp 1 mg
Water for injection USp q.s.

Mitoxantrone Iniection USp
Zmg / ml
(10mg/5mt)

Each mlcontains :

MitoxantroneHydrochloride USp
Eq. to Mitoxantrone Z mg
Water for injection USp q.s.

Calcium Folinate tnyection Af f Omffi
(300mg/30mt)

Each ml contains:
Calcium Folinate Bp
Eq. to Folinic Acid 10 mg
Water for Injection Bp q.s.Methotrexate Iniection U.f S Omg/2 ml Each mlcontains :

Methotrexate USp 25 mg
Water for injection USp q.s.

No. HFW-NZ [DrugsJ 2026- \a tl ,Dated: Dharmshara, the
Issued to;

M/s, Kwolity Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Pemetrexed For Iniection USp Each vial contains:

PemetrexedDisodium USp
Eq. to Pemetrexed 500 mg
Excipients q.s.

Plerixafor Iniection ZOmg/ ml
(zamg/t.zml)

Each ml contains:
Plerixafor 20 mg
Water for injection USp q.s.

Cyclophosphamide for tnyection nn
100mg/vial
(As Lyophilized)

Each vial contains :

Cyclophosphamide Bp
Eq. to anhydrous Cyclophosphamide 100 mg
Excipients q.s.

No. HFW-NZ [Drugs) ,orU- 14O I Q. , Dated: Dharmshata, the

Cum- Drug Licensing Authority,
Distt.^Kangra at Dharmshala H.p. INDIA

4.iU As$r, Druss conrrorercum
' UtUg LicensinoAut?rorilv

Dirtt Kangra aiDtraramsiah (H.pt

Issued to:

M/s, Kwality Pharmaceuticals Limited,
7-A Industrial Area, Rajo Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA



Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Capecitabine Tablets USp S00 rng Each film coated tablet contains :

Capecitabine USp 500 mg
Excipients q.s.
Colour: Approved colours usedGefitinib Tablets 2S0 mg Each film coated tablet contains :

Gefitinib 250 mg
Excipients q.s.
Colour: Approved colours usedImatinib Tablets 400 mg Each film coated tablet contains :

Imatinib Mesylate Bp
Eq. to Imatinib 400 mg
Excipients q.s.
Colour: Approved colours usedMethotrexate Tablets Bp 2.S mg Each uncoated tablet contains :

Methotrexate Bp 2.5 mg
Excipients q.s.

Letrozole Tablets USp 2.S mg Each film coated tablet contains :

Letrozole USP Z.S mg
Excipients q.s.
Colour : Approved colours used

Dasatinib Tablets 50mg Each film coated tablet contains :

Dasatinib 50mg
Excipients q.s.
Colour: Approved colours used

Dasatinib Tablets 70mg Each film coated tablet contains :

Dasatinib 70mg
Excipients q.s.
Colour : Approved colours used

Dasatinib Tablets 100mg Each film coated tablet contains :

Dasatinib 100mg
Excipients q.s.
Colour : Approved colours used

Mercaptopurine Tablets Bp S0mg Each uncoated tablet contains :

Mercaptopurine Bp 50 mg
Excipients q.s.

Tamoxifen Tablets Bp 10mg Each uncoated tablet contains :

Tamoxifen Citrate Bp
Eq. to Tamoxifen 10mg
Excipients

o6l.t\l>L
Asstt. Drugs eontroller,

Cum- Drug Licensing Authority,
Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ (Drugs) 2026- U,0lg Dated: Dharmshar 
^,rn" 

0( f ttlU
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM

Tamoxifen Tablets Bp 20mg Each uncoated tablet contains :

Tamoxifen Citrate Bp
Eq. to Tamoxifen ZOmg
Excipients

Tamoxifen Tablets Bp 40mg Each uncoated tablet contains :

Tamoxifen Citrate Bp
Eq. to Tamoxifen 40mg
Excipients

Capecitabine Tablets USp 150mg Each film coated tablet contains :

Capecitabine USp 150 mg
Excipients q.s.
Colour: Approved colours used

Melphalan Tablets Bp 2mg Each film coated tablet contains :

Melphalan Bp Zmg
Excipients q.s.
Colour : Approved colours used

Melphalan Tablets Bp 4mg Each film coated tablet contains :

Melphalan BP 4mg
Excipients q.s.
Colour: Approved colours used

Flutamide Tablets 2S0 mg Each uncoated tablet contains :

Flutamide USP 25Omg
Excipients q.s.

Lapatinib Tablets 250 mg Each film coated tablet contains :

Lapatinib Ditosylate
Eq. to Lapatinib
Excipients
Colour: Approved colours used

Chlorambucil Tablets Bp 2mg Each film coated tablet contains :

Chlorambucil Bp 2mg
Excipients q.s.
Colour: Approved colours used

Chlorambucil Tablets Bp Smg Each film coated tablet contains :

Chlorambucil Bp 5mg
Excipients q.s.

lplqur : Approved colours used
Sorafenib Tablets ZOOmg Each film coated tablet contains :

Sorafenib Tosylate
Eq. to Sorafenib 200mg
Excipients q.s.
Colour: Approved colours used

M.---"_--{

Asstt. Drug's Cohtroller,

No.HFW-NZfDrugs) 2026- Ll,clL ,Dated:Dharmshara,th" 0 {f ,thl
Issued to:
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Free Sale Certificate

GENERIC NAME & DOSAEETORM COMPOSITION
Imatinib Tablets 100 mg Each film coated tablet contains :

Imatinib Mesylate Bp
Eq. to Imatinib 100mg
Excipients q.s.
Colour : Approved colours uiedCyclophosptrm@
Each film coated tablet contains :

Cyclophosphamide USp
Eq. to anhydrous Cyclophosphamide 50mgExcipients q.s.
Colour : Approved colours usedErlotinib Tablets 100 mg Each film coated tablet.ontri-,. 

.*

Erlotinib Hydrochloride
Eq. to Erlotinib 100mg
Excipients q.s.
Colour: Approved colours usedErlotinib Tablets 1S0 mg
Erlotinib Hydrochloride
Eq. to Erlotinib 15Omg
Excipients q.s.

Each film coated tablet .ontrin*

Colour: Approved colours usedAfatinib Tablets ZO-g
Afatinib dimaleate 29.S6mg
Eq. to Afatinib 2Omg
Excipients q.s.

Each film coated tablet contains ,

Colour: Approved colours usedAfatinib Tablets 3Omg Each film coated tablet .ontri.,s ,

Colour: Approved colours used

Afatinib dimaleate 44.34mg
Eq. to Afatinib 30mg
Excipients q.s.

Afatinib tabtets 40mg Each film coated tablet cortri,,- .*

Colour : Approved colours used

Afatinib dimaleate 59.l2mg
Eq. to Afatinib 40mg
Excipients q.s,

Afatinib Tablets S-mg
Afatinib dimaleate T3.9mg
Eq. to Afatinib 50mg
Excipients q.s.

Each film coated tablet.ontri.,s ,

Colour: Approved colours used

ntroller,
_ Cum- DrugLicensingAuthority,

Distt. Kangra at Dharmshala H.p.INDIA

No. HFW-NZ [DrugsJ ,orl- 40tg- ,Dated: Dharmshala, the
Issued to:
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Anastrozole Tablets USp lmg Each film coated tablet contains :

Anastrozole USp 1mg
Excipients q.s.
Colour: Approved colours used

Thioguanine Tablest USp 40rng Each uncoated tablet contains :

Thioguanine USp 40mg
Excipients q.s.

Cyclophosphamide Tablets Bp S0mg Each sugar coated tablet contair,, .-

Cyclophosphamide Bp
Eq. to anhydrous Cyclophosphamide 50mgExcipients q.s.
Colour: Approved colours usedLetrozole Tablets USp 2.5 mg Each uncoated tablet contains :

Letrozole USp 2.Smg
Excipients q.s.

Bedaquiline Tablets 100 mg Each uncoated tablet contains :

Bedaquiline Fumarate
Eq. to Bedaquiline 100mg
Excipients

Pazopanib Tablets 200mg Each film coated tablet contains :

Pazopanib Hydrochloride 2L6.7mg
Eq. to Pazopanib 20Omg
Excipients q.s.
Colour: Approved colours used

Pazopanib Tablets 400mg

Excipients q.s.
Colour: Approved colours used

Pazopanib Hydrochloride 433.4mg
Eq. to Pazopanib 400mg

Each film coated tablet contains :

Dasatinib Tablets ZOmg Each film coated tablet contains :

Dasatinib 20 mg
Excipients q.s.
Colour : Approved colours used

Fludarabine Phosphate tablets tOmg Each film coated tablet contains:
Fludarabine Phosphate USp 10 mg
Excipients q.s.r,xclplents q.s.
Colour : Approved colours used

Azathioprine Tablets USp SOmg Each film coated tablet contains:
Azathioprine USP 50 mg
Excipients q.s.
9qlour: Approved colours used

A,,ft.f.ftJ8,1[]&,
Cum- Drug Licensing Authority,

Distt. Kangra at Dharmshala H.p.INDIA

No' HFW-NZ [Drugs) 2026- q il L ,Dated: Dharmshar a,tn" 0 (
Issued to;
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Free Sale Certificate

GENERIC NAME & DOSAG}-FORM COMPOSITION
Chlorambucil taUtets USp Z.nS Each film coated tablet contain-*

Chlorambucil USp 2 mg
Excipients q.s.Excrplents q.s.
Colour: Approved colours usedAbiraterone Acetate fabtets USp

250 mg
Each uncoated tablet contains :

Abiraterone Acetate USp 250 mgExcipients q.s.
Methotrexate Tablets nn fO rng Each uncoated tablet contains :

Methotrexate Bp 10 mg
Excipients q.s.

Exemestane Tablets ZSmg Each film coated tablet cortai.," .,-

Exemestane ZS mg
Excipients q.s.
Colour: Approved colours usedLeflunomide Tablets USp 2Orng Each film coated tablet contains :

Leflunomide USp 20 mg
Excipients q.s.
Colour: Approved colours usedAbiraterone Acetate rautets usp Each film caoted tablet contair,. .-

Abiraterone Acetate USp 250 mg
Excipients q.s.
Colour: Approved colours usedEnzalutamide Tablets 40 mg Each film coated tablet contair,. .*

Enzalutamide 40 mg
Excipients q.s.
Colour: Approved colours usedEnzalutamide Tablets B0 mg Each film coated tablet contair,. .-

Enzalutamide B0 mg
Excipients q.s.
Colour : Approved colours usedRegorafenib Tablets 40mg Each film coated tablet contains :

Regorafenib 40 mg
Excipients q.s.
Colour: Approved colours usedEverolimus Tablets 5 mg Each uncoated tablet contains :

Everolimus S mg
Excipients q.s.

Everolimus Tablets 10 mg Each uncoated tablet contains :

Everolimus 10 mg
Excipients q.s.

Ass,, rzs\:$kl
Cum- Drug Licensing Authority,

Distt. Kangra at DharmstraliU.p. INDIA

No' HFW-NZ fDrugs) 2026- 140 t9- .Dated: Dharmshara, the Drugs ControllerCttfo
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1-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA



Free Sale Certificate

GENERIC NAME & DOSAGE FORIT,I COMPOSITION
Tamoxifen Tablets Bp 20mg Each uncoated tablet contains :

Tamoxifen Citrate Bp
Eq. to Tamoxifen ZO mg

Calcium Folinate Tablets Bp l5rng Each uncoated tablet contains :

Calcium Folinate Bp
Eq. to Folinate Acid 15 mg
Excipients q.s.

Sunitinib Maleate Tablets Somg Each film coated tablets contains:
Sunitnib Maleate
Eq. to Sunitinib 50 mg
Excipients q.s.
Colour: Approved colours used

Everolimus Tablets 10 mg Each film coated tablets contains:
Everolimus 10 mg
Excipients q.s.
Colour: Approved colours used

Everolimus Tablets S mg Each film coated tablets contains:
Everolimus 5 mg
Excipients q.s.
Colour : Approved colours used

Vandetanib Tablets 100mg Each film coated tablets contains:
Vandetanib 100 mg
Excipients q,s.
Colour : Approved colours used

Tofacitinib Tablets 5mg Each film coated tablets contains:
Tofacitinib Citrate
Eq. to Tofacitinib 5 mg
Excipients q.s.
Colour: Approved colours used

Bicalutamide Tablets USp Somg Each film caoted tablet contains :

Bicalutamide USp 50 mg
Excipients q.s.
Colour: Approved colours used

Bicalutamide Tablets USp 150mg Each film caoted tablet contains :

Bicalutamide USp 150 mg
Excipients q.s.
Colour : Approved colours used

Abiraterone Acetate Tablets USp Each uncoated tablet contains :

Abiraterone Acetate USp 500 mg
Excipients q.s.

No. HFW-NZ (Drugs) 2026- WtL ,Dated: Dharmshala, the
Issued to:

M/s, Kwality Pharmaceuticals Limited,
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM

Methotrexate Tablets nf fS rng Each film coated tablet contains :

Methotrexate Bp 15 mg
Excipients q.s.
Colour : Approved colours usedMelphalan Tablets USp 2rng Each film coated tablet contains :

Melphalan USp 2 mg
Excipients q.s.
Colour: Approved colours usedRuxolitinib Tablets lSm[ Each uncoated tablet contains :

Ruxolitinib 15 mg
Excipients q.s.

Tamoxifen Citrate faUlets USFTO mg Each film coated tablet contains:
Tamoxifen Citrate USp
Eq. to Tamoxifen 20 mg
Excipients q.s.
Colour: Approved colours usedTamoxifen Citrate fantets USpTO rng Each uncoated tablet contains:
Tamoxifen Citrate USp
Eq. to Tamoxifen 20 mg

Apalutamide Tablets 60mg Each film coated tablet contains :

Apalutamide 60 mg
Excipients q.s.
Colour: Approved colours usedEverolimus Tablets 0.2 Smg Each film coated tablets contains
Everolimus 0.25 mg
Excipients q.s.
Colour: Approved colours usedEverolimus Tablets 0.5mg Each film coated tablets contain-*
Everolimus 0.5 mg
Excipients q.s.
Colour: Approved colours usedEverolimus Tablets 0. TSmg Each film coated tablets containi
Everolimus O.7S mg
Excipients q.s.
Colour: Approved colours usedEverolimus Tablets lmg Each film coated tablets contains:
Everolimus 1mg
Excipients q.s.
Colour: Approved colours used

No. HFW-NZ (Drugs) 2026- Ll A f 9- , Dated: Dharmshata, the
Issued to:

M /s, Kwality pharmaceuticqls Limited,
1-A Industrial Area, Raja Ka Bagh,
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COMPOSITION
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t

Free Sale Certificate

GENERIC NAME & DOSAGE}ORM COMPOSITION
Everolimus faUlets-Srng Each film coated tabletJcontai.,s

Everolimus 2.5 mg
Excipients q.s.
Colour: Approved colours usedCabozantiniU fattets ZOmg Each film coatediablet conGi,,. .*

Cabozantinib (S) -Malate
Eq. to Cabozantinib 20 mgExcipients q.s.
Colour: Approved colours usedCabozantiniU tablets a0mg Each fi Im coardi;bler ;onra, r," ., 

*
Cabozantinib [S)-Malate
Eq. to Cabozantinib 40 mgExcipients q.s.
Colour: Approved colours usedVinpocetine Tablets Smg Each uncoated tablet contains :

Vinpocetine 5 mg
Excipients q.s.

Vinpocetine Tablets 10rng Each uncoated tablet contains :

Vinpocetine 10 mg
Excipients q.s.

Axitinib Tablets Smg Each film coated tablet.ontri.,*
Axitinib 5 mg
Excipients q.s.
Colour: Approved colours usedCabozantiniU fantets OOrng Each film coated tablet .ontai.,- .-

Cabozantinib ISJ-Malate
Eq. to Cabozantinib 60 mg
Excipients q.s.
Colour: Approved colours usedPalbociclib faUtets ZSmg Each film coated trnt"t .o.,tain-*
Palbociclib 75 mg
Excipients q.s.
Colour: Approved colours usedPalbociclib faUtets f OOmg Each film coated tablet contai.,s
Palbociclib 100 mg
Excipients q.s.
Colour: Approved colours usedPalbociclib fablets tZSmg Each film coated tablet contains
Palbociclib L25 mg
Excipients q.s.
Colour: Approved colours used

No. HFW-NZ fDrugs) ZOzo- Q I l2 .Dated: Dharmshata, the
Issued to;

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



Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Enzalutamide Tablets 160mg Each film coated tablet contains:

Enzalutamide 160 mg
Excipients q.s.
Colour: Approved colours used

Vandetanib Tablets 300mg Each film coated tablet contains:
Vandetanib 300 mg
Excipients q.s.

!g&qr : Approved colours used
Temozolomide Capsules 20 mg Each hard gelatin capsule containi

Temozolomide USp 20 mg
Excipients q.s.
Approved colour used in em capsule shellTemozolomide Capsules 100 mg Each hard gelatin capsule contains :

Temozolomide USp 100 mg
Excipients q.s.
Approved colour used in empty capsule shellTemozolomide Capsules 2S0 mg Each hard gelatin capsule contains :

Temozolomide USp 250 mg
Excipients q.s.
Approved colour used in em capsule shellHydroxyurea Capsules USp S00 mg Each hard gelatin capsule contains :

Hydroxyurea USp 500 mg
Excipients q.s.

colour used in empty capsule shellLenalidomide Capsules 15 mg Each hard gelatin capsule contains :

Lenalidomide 15 mg
Excipients q.s.
Approved colour used in em ty capsule shellSunitinib Maleate Capsules S0mg Each hard gelatin capsule contains :

Sunitinib Maleate
Eq. to Sunitinib 50 mg
Excipients q.s.
Approved colour used in em ule shellSunitinib Maleate Capsules Zimg Each hard gelatin capsule contains :

Sunitinib Maleate
Eq. to Sunitinib 25 mg
Excipients q.s.

ed colour used in empty capsule shellSunitinib Maleate Capsules 12.Smg Each hard gelatin capsule contains :

Sunitinib Maleate
Eq. to Sunitinib IZ.S mg
Excipients q.s.

ed colour used in empty capsule shell

e*tt. r.,[* .'II"F\o\\
Cum- Drug Licensing Authority,

Distt. Kangra at Dharmshala H.p.INDIA
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Free Sale Certificate

GENERIC NAME & DOSACE FORM COMPOSITION
Etoposide Capsules USp 100 mg Each hard gelatin capsule contair.- .-

Etoposide USp 100 mg
Excipients q.s.Excrljrenfs q.s.
Approved colour used in em capsule shellN i I oti n i b cap s u t e sIo o m g- Each hard gelatin capsule conGnil
Nilotinib 200 me
Excipients q.s,

roved colour used in em capsule shellAprepitant Capsules USp B0 mg Each hard gelatin capsule cortrir,, .*

Aprepitant USp B0 mg
Excipients q.s..prtrrrLs q,S.

roved colour used in em ule shellAprepitant Capsules USp 12S mg Each hard gelatin capsuleiortriri,
Aprepitant USp 1,ZS mg
Excipients q.s.
Approved colour used in em ty capsule shellComiback of one capsule oieprepitant

Capsules USp 12S mg & two capsules
of Aprepitant Capsules USp B0 mg

A) Each hard gelatin crprrle condi-," .*

Approved colour used in em capsule shell

Aprepitant USp B0 mg
Excipients q.s.
Approved colour used in empty capsule shell
B) Each hard gelatin capsule contains :

Aprepitant USp 125 mg
Excipients q.s.

Imatinib Capsules 100 mg Each hard gelatin capsule contai.r*
Imatinib Mesylate Bp
Eq. to Imatinib 100 mgExcipients q.s,
Approved colour used in empty capsule shellImatinib Capsules 400 mg Each hard gelatin capsule .ontai.rs ,

Imatinib Mesylate Bp
Eq. to Imatinib 400 mgExcipients q.s.D^LrprtruLs q.S.
Approved colour used in e ty capsule shellNilotinib Capsules 1S0 mg Each hard gelatin capsule .ortrir," .*Nilotinib 150 mg
Excipients q.s.
Approved colour used in empty capsule shellTemozolomide Capsules USn fOO mg Each hard gelatin capsule contair,. .*

Temozolomide USp 100 mg
Excipients q.s.
Approved colour used in em

,o& lvL
lfer,

No. HFW-NZ [DrugsJ zOzo- l4ttL 
, Dated: Dharmshala, the

Issued to;

M/s, Kwality Pharmaceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradeih, I NDIA



Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Etoposide Capsules USp 50 mg Each hard gelatin capsule contains ,

Etoposide USp 50 mg
Excipients q.s.
Approved colour used in empty capsule shellTretinoin Capsules 10mg Each hard gelatin capsule .ontri.r, ,

Tretinoin USp 10 mg
Excipients q.s.
Approved colour used in em capsule shellEnzalutamide Capsules 40 mg Each hard gelatin capsule contains :

Enzalutamide 40 mg
Excipients q.s.
Approved colour used in e capsule shellProcabazine Hydrochloride Capsutes

USP 50 mg
Each hard gelatin capsule contains :

Procabazine Hydrochloride USp
Eq. to Procabazine 50 mg
Excipients q.s.
Approved colour used in emLenalidomide Capsules S mg Each hard gelatin capsule contains :

Lenalidomide 5 mg
Excipients q.s.

d colour used in em ule shellLenalidomide Capsules 10 mg Each hard gelatin capsule contains :

Lenalidomide 10 mg
Excipients q.s.
Approved colour used in empty capsule shellLenalidomide Capsules 25 mg Each hard gelatin capsule contains :

Lenalidomide 25 mg
Excipients q.s.

colour used in empty capsule shellLenvatinib Capsules 4mg Each hard gelatin capsule contains:
Lenvatinib Mesylate
Eq. to Lenvatinib 4 mg
Excipients q.s.

colour used in empty capsule shellLenvatinib Capsules 10mg Each hard gelatin capsule contain$
Lenvatinib Mesylate
Eq. to Lenvatinib 10 mg
Excipients q.s.
Approved colour used in empty capsule shell

No. HFW-NZ fDrugs) 2026-

Issued to;

M/s, Kwolity Pharmaceuticals Limited,
7-A Industrial Area, Raja Ka Bagh,
Tehsil Nurpur Himachal pradesh, INDIA

Dated: Dharmshala, the

Ass*. Drugs .?SIIJ



Free Sale Certificate

S. No. GENERIC NAME & DOSAGE FORM
rrL^qt t -n

COMPOSITION
200. Pomalidomide Capsules 4mg Each hard gelatin capsule contains:

Pomalidomide 4 mg
Excipients q.s.
Approved colour ttsed in ernnt\/ cencrrlo chall

20L. Thalidomide Capsule USp S0 mg tacn narcl gelatin capsule contains :

Thalidomide USp 50 mg
Excipients q.s.
Approved colour used in empty capsule shell202. Thalidomide Capsule USp 100 mg bach hard gelatin capsule contains :

Thalidomide USp 100 mg
Excipients q.s.
Approved colour used in empty capsule shell203. Hydroxycarbamide Capsules Bp

500 mg
Each hard gelatin capsule contains :

Hydroxycarbamide Bp 500 mg
Excipients q.s.
Approved colour used in emntv cancrrlp chpll

204. Miltefosine Capsules 10mg Each hard gelatin capsule contains :

Miltefosine L0 mg
Excipients q.s.
Approved colour used in emnt\/ cancrrlp choll

205. Miltefosine Capsules S0mg Each hard gelatin capsule contains :

Miltefosine 50 mg
Excipients q.s.
Approved colour used in empty capsule shell206. Lomustine Capsules Bp 40mg Each hard gelatin capsule contains :

Lomustine BP 40 mg
Excipients q.s.
AppfOVed COIOUT used in emnfv c:nsrrlp chpll

207. Palbociclib Capsules ZSmg Each hard gelatin capsule contains:
Palbociclib 75 mg
Excipients q.s.
Approved colour used in emntv r-ansule chpll

208. Palbociclib Capsules 100mg Each hard gelatin capsule contains:
Palbociclib 100 mg
Excipients q.s.
Approved colour tlsed in trmnt\/ r-rncrrlp choll

209. Palbociclib Capsules t?Smg Each hard gelatin capsule contains:
Palbociclib 7ZS mg
Excipients q.s.
Approved colour used in empty capsule shell

No. HFW-NZ [Drugs) 2026- 11012 ,Dated: Dharmshala, the

Issued to:

M/s, Kwality Pharmaceuticals Limited,
1-A Industrial Area, Raja Ka Bagh,
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Free Sale Certificate

GENERIC NAME & DOSAGE FORM COMPOSITION
Pomalidomide Capsules 2mg Each hard gelatin capsule contains

Pomalidomide 2 mg
Excipients q.s.
Approved colour used in emEstramustine phosphate Capsules

140mg
Each hard gelatin capsule contains:
Estramustine Sodium phosphate
Eq. to Estramustine phosphate
Excipients q.s.

roved colour used in empty ca

. OQ'\or
Asstt. Drugs Contrbli
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