List of Additional Products Applied to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No. 59,
60 & 61 Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 W.E.F. 19.06.2019

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Sr.

Brand Name & Generic

Approved/Rej ected

N
& .
{';;_.;‘j

No. | 'Nome Composition Spec. Qty. Umf
Gemcitabine For Injection Brieh Ylal 'contams : : e
, USP 200 mg/Vial Gemcitabine Hydrochloride BP «BﬁRﬂ? 7_:"":‘}
( As Lyophilized) eq. to Gemcitabine 200 mg 4 i PNV L
(For Export) Excipients q.s.
Each vial contains :
Gemcitabine For Injection £ Yla f:on ol = g
. USP 1000 mg/Vial Gemcitabine Hydrochloride BP PPP (\.'}TA o
( As Lyophilized) eq. to Gemcitabine 1000 mg AL N2 3
(For Export) Excipients q.s.
Doxorubicin Hydrochloride | Each vial contains :
For Injection BP . . | ; 4
3 50 mg / vial Doxorubicin Hydrochloride BP 50 mg R?PQOX]ED
( As Lyophilized) Bxcinicnt :
(For Export) xcipients q.s.
Doxorubicin Hydrochloride | Each vial contains :
For Injection BP s : G PR
D b hl BP 1 L e
4 10 mg / vial oxorubicin Hydrochloride 0 mg JAPPR(«% VWEB
s = A W]
( As Lyophilized) Excipients g.s. ey
(For Export) ]
Bendamustin For Injection | Each vial contains : e
i ' : YT AT
s | 100 mg/vna.l. Bendamustin Hydrochloride 100 mg lﬁlp}" o4 {J{'&\ f ED
(As Lyophilized) Naniital BP 170
(For Export) e me
L-Asparaginase For Each vial contains : -
Injection 5000 IU/ vial L-Asparaginase 5000 IU | 2ROV I
6" | (Ad Lyophilized) LT \PPROVE]
(For Export) xcipients q.s. o
}J—{&slt).ara%(i)ng;g fl‘};’ ” Each vial contains :
njection 10, via 5 : ™7 .
7 (As Lyophilized) L-Asparaginase 10,000 | IU p&P{"& { ‘E‘/ E D
(For Export) Excipients 95
Bortezomib For Injection Each vial contains : :
. 5 : M7
v BSiT: 20 | mAPPROVED
\no u_yupllllm\?u}
(For Export) Mannitol BP 20 mg
Paclitaxel Each ml contains : 3
(protein bound particles) ;
9 For Injectable Suspension Leciucl] USE 0
100 mg / vial :
H Alb BP S.
(For Export) uman Albumin q.s
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. 1 ist of Additional Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., KKhasra No.
‘59 60 & 61 Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manuchtuung
“Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 W.E.F. 02.07.2019

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Sr. Brand Name & Generic A .
No. N Composition Spec Qty Unit pproved/Rejected
Fluorouracil I Li‘leCliGu BP Each ml contains ;
12 250 mg/10 ml Fluorouracil BP 25 mg APPROVED
(For Export) Water for Injections BP {.S.
Fluorouracil Injection BP | Each ml contains :
13 250 mg /5.0 ml Fluorouracil BP 50 mg APPROVED
(For Export) Water for Injections BP q.S.
Irinotecan Hydrochloride HACi L COntains:
14 | Injection USP 40 mg /2.0 ml IT‘::}?;S‘:::; Hydrochloride USP 20 o APPROVED
(oribyrony Water for Injections BP q.s.
Each ml Contains:
Irinotecan Hydrochloride : -
15 | Injection USP 100 mg/ 5 ml Irinotecan Hydrochloride USP 20 mg APPROVED
(Box‘Export) Water for Injections BP q.s.
- ; s Each ml Contains:
itoxantrone Injection Mitoxantrone Hydrochloride usp
16 20 mg /10 ml Eq. to Mitoxantrone 2.0 mg APPROVED
(For Export) = '
Water For Injection BP q.s.
Fulvestrant Injection Each ml Contains :
17 250 mg/ S ml Fulvestrant 50 mg APPROVED
(For Export) Water for Injections BP q.s.
o . - Each ml contains:
lethotrexate Injection Methotrexate BP 25 mg "
18 50 mg/2 ml Sodium Hydroxide BP q.S. APPROVED
(For Export) A e
Water for Injections BP q.s.
Cytarabine Injection BP Each ml contains : 0 P ;
19 100 mg/5 ml Cytarabine BP 20 mg PROVED
oy txroa) Water for Injections BP q.s.

Asstt. Drugs Con
Drug Licensing Authority

O/o Chief Medical QOfficer

Distt. Kangra at Dharamshala (H.P )
E-mail: ashishraina25gmail.com
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No.
59, 60 & 61 Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 W.E.F. 02.07.2019
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Approved/Rejected

lii) Brand Name & Generic Name Composition Spec. | Qty. | Unit.
i J2ach film coated tablet contaips’
0 /S@"enib Tablets 250 mg :Oll?éelslétqi:g??gme 2500 e
(For Export) b B O =
Excipients q.s

KET éafé)

Colour: Approvéd Colour Used

Tamoxifen Tablets BP

Each uncoated Tablets Contains :

Tamoxifen Citrate

BP

2 (FoiOET;éor ) |_Eq. to Tamoxifen 20 mg ! d PROVED
i Excipients q.s.
Each uncoated Tabfets Contains : L /
Tatoxifen Tablets BR40 mg | Tamoxifen Cigedte BP =
L / (For Expoy Eq. to Tamekifen 40 mg (ﬁf@@?&;p
/ / Excipienfs D q.S. %
Mercaptopurine Tablets BP 50 | Each uncoated tablet contains:
14 mg Mercaptopurine BP 50 mg APPROVED
(For Export) Excipients : q.S.
Each film coated tablet contains: :
Dasatinib Tablets 50 mg Dasatinib 50 mg
o (For Export) Excipients q.s. APPROVED
Approved Colours Used
Each film coated tablet contains:
, Dasatinib Tablets 70 mg Dasatinib 70 mg
L (For Export) Excipients q.s. APPROVED
. Approved Colours Used
Each film coated tablet contains:
Dasatinib Tablets 100 mg Dasatinib 100 mg
& (For Export) Excipients q.s. APPROVED
Approved Colours Used
Each film coated tablet contains:
) 1 - D
i Chlor dmbllClrlnTable(S BP 2.0 ot Bp 50 e APPROVED
(For Ef ort) Excipients q.s.
! Approved Colours Used Noo
Each fil t contains: 5 /
Chlorambucil Tablets BP 5.0 C]ﬁ(l)]rallnll?uz(i)la d tablet contains BP 5. D u% APPROVE
4 (For r];lf ) Excipients q.s D
l Approved Colours Used
Each filim coated tablet contains
Bicalutamide Tablet BP 50 mg | Bicalutamide BP 50 | mg
2 (For Export) Excipients q.s. APPROVED

Approved Colours Used

Asstt. Drugs Controller

um

Drug Licensing Authority
Olo Chief Medical Officer

Distt. Kangra at Dharamshala (H.P )
£-mail: ashishraina2bgmail.com
Tei. Nu, 01892-224874



~ List of Additional Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No.
59, 60 & 61 Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
" Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 W.E.F. 02.07.2019

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

;;’ Brand Name & Generic Name Composition Spec. | Qty. | Unit. | Approved/Rejected
Daunorubicin Hydrochloride | pach vial contains i
T{‘ § i 2t % y ’J.( - e .
20 or ]""(.(;tlo;loglilliffdl)“u‘m Daunorubicin Hydrochloride BP 20 mg AP PROVED
(F&r Export) Mannitol USP | 100 mg
j Hosfamide For injection USP Each vial contains
2 1.0gm/vial (as lyophilized) N Bl APPROVED
For Export Ifosfamide BP 1.0 gm
[fosfamide For injection USP | Each vial contains
2.0gm/vial A P ]
22
S (as lyophilized) Ifosfamide BP 2.0 gm PROVED
(For Export)
Carmustine For Injection USP | Each vial contains:
2 N ‘ 7 7o
23 100 mg/\ﬂml (as ly 0phlhzcd) CitictinG UsP | 100 i APPROVED}
(For Export) &
Mitomyein For Injection USP | Each vial contains:
. 5 vial (as lyophilize : : '
24 2.0 mg/(‘l;(::'(];;l[))o(:.[t))"h“d) Mitomyin USP | 2.0 mg APPROVED
3 Mitomycin For Injection USP | Each vial contains:
25 5.0 mg/vial (as lyophiliz . ; :
. m{.,/(‘l;(::.(]5‘;:))0(:‘];)1111110(1) Mitomycin USP | 5.0 mg APPKOVED
Mitomycin For Injection USP | Each vial contains:
26 ) mg/vial (as lyophilizec : :
& & mh/‘;;‘:)}r(gfx;i:?zh”"Ld) Mitomycin USP 10 mg APPROVED
; Mitomycin For Injection USP | Each vial contains:
2 1g/vial (as lyophilize . .
e 2] n‘g’“/zll?;ll_(]:,:g(;)l!z;"h“d) Mitomycin usSp 20 mg APPROVED
Methotrexate For Injection USP | Each vial contains:
2 2 mg/vlg(l)Sxé;:qx:;g:?tpluhzed) Methotrexate BP 50 mg APPROVED)
Methotrexate For Injection USP | Each vial contains:
250 mg/vial
. (As Lyophilized)- Methotrexate BP 250 mg APPROVED'
For Export
Methotrexate For Injection USP | Each vial contains: ‘
q 500 mg/vial
30 (As Lyophilized) Methotrexate BP 500 mg APPROVED’
For Export ;
Pemetrexed For Injection USP Ezﬁi]e;*lea\!eilon[)t?slg:iilln1 USP
3 ial (As Lyophilize ;
2 Lo mg/\(/;;:)r(;}; onr(:‘;) atlized;) eq. to Pemetrexed 100 mg APPROVED
e Excipients q.s.
Asstt. Drugs Controller Cum
Orug Licensing Authority

O/o Civief Medical Officer

Listt. Kangra at Dharamshala (H.P }
E-mail: ashishraina25gmail.com
Tel No, 01892-224874



. List of Additional
59, 60 & 61 Bela

‘Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 W.E.F. 02.07.2019

Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd.; Khasra No.
Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under M

anufacturing

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945
13:)’ Brand Name & Generic Name Composition Spec.| Qty. | Unit. Approved/Rejected
i Daunorubicin Citrate Liposome | Bach vial contains:
| Injection 50 mg/25 ml » -
e 10n‘ 'mg : e Daunorubicin Citrate BP 50 mg APPROVED
For Export
PEG L-Asparaginase For Each vial contains:
Injection 750 TU/ ml (As
2 ‘ :
Liposomal) PEG L-Asparaginase T508[s “IU APPROVED
For Export
Epirubicin Hydrochloride For | Each vial contains :
3 Injection 50 mg / vial Epirubicin Hydrochloride BP 50 mg APPROVE
(As Lyophilized) Excipients q.S. q
Epirubicin Hydrochloride For | Each vial contains -
Injection 10 mg / vial Epirubicin Hydrochloride BP 10 mg )
& (As Lyophilized) Excipiont APPROVE
(For Export) xcipients q.s. 4

Assit. Drugs Controll

Drug Licensing Authority

OJo Civief Medical Officer

Disit. Kangra at Dharamshala (H.P )
£-mail: ashishraina26gmail.com
Tel. No. 01892-224874



List of Additional Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No.
: 59, 60 & 61, Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
Licenses Nos. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 valid up to 18.06.2024
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

—
;‘(;’ Brand Name & Generic Name Composition Spec | Qty. | Unit. | Approved/Rejected
Each film coated tablet contains
Exemestane Tablets 25 mg Exemestane 25 mg :
’ (For Export) Excipients g.s. AP P ROVE D
Colour: Approved colour used
Each uncoated tablet contains
5 Nilutamide Tablets 150 mg | Nilutamide 150 mg
(For Export) Excipients q.s. APP ROVE D
Colour: Approved colour used
Each film coated tablet contains :
Letrozole Tablets USP 2.5 mg | Letrozole USP | 2.5 mg
> (For Export) Excipients q.s. APP ROVE D

Colour: Approved Colour used

Each uncoated tablet contains

4 Flutamide Tablets 250 mg F Iut.an.lide USP | 250 mg APP ROVED
(For Export) Excipients g.s.

Colour: Approved colour used

Each film coated tablet contains

Sorafenib Tablets 200 mg | Soraionid Tosylate

(For Export) Eq. to Sorafenib 200 | mg APP ROVE D

Excipients q.s.
Colour: Approved colour used

/o Chief Medical Offioer

Distt, Kangra at Dharamshala (H.F }
=.mail: ashishraina25gmail.com

fel. No. 01892-224874



 List o1 Additional Products to be Approved for manutacture by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No.
59, 60 & 61, Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 valid upto 18.06.2024
Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

Ii:) Brand Name & Generic Name Composition Spec. Qty. Unit.
Vincristine Suifate Injection USP 1.0 | Each ml contains |
I. | mg/ml Vincristine Sulfate USP 1.0 mg
i (For Export) Water For Injection BP q.s
Methotrexate Injection BP 5.0 Each ml contains:
2 | gm/50 ml Methotrexate BP 100 mg
(For Export) Water for Injections BP q.s.
Octreotide Acetate Injection 1000 Each ml Contains
3 | meg/5ml (0.2 mg/ml) Octreotide Acetate USP
N (For Export) Eq. to Octreotide base 0.2 mg
Each ml contains :
Docetaxel Anhydrous USP 10 mg

Docetaxel Injection USP

4 |20 mg/2.0ml Pgl}fsorba}te 80 BP 260 mg
(For Export) Citric Acid Anhydrous BP 4.0 mg
Dehydrated Alcohol BP 23 % v/v

' Polyethylene glycol 300 USNF q.s

Each ml contains :

Docetaxel Anhyd USP 10
Docetaxel Injection USP SETARe ANyerous o
Polysorbate 80 BP 260 mg
5 | 80 mg/ 8.0ml . ; - :
(For Export) Citric Acid Anhydrous BP 4.0 mg
Dehydrated Alcohol BP 23 % v/v

Polyethylene glycol 300 USNF q.s




\

List of additional Products Approved to be Manufactured by M/s. Biozenta Lifescience Pvt. Ltd., Khasra No.
59, 60 & 61 Bela Bathri, Tehsil Haroli, Distt. Una, Himachal Pradesh-174301 India, Under Manufacturing
Licence No. Form 25: NNZ/2019/144 & Form 28: BNZ/2019/145 valid upto 18.06.2024

Pack size as per Schedule — P-1 of the Drugs and Cosmetics Rules, 1945

;2'. Brand Name & Generic Name Composition Spec. Qty. Unit.
Each ml contains
1 Methotrexate Injection BP 500 mg/20 ml Methotrexate BP 25 mg
(For Export) Sodium Hydroxide BP q.s.
Water for Injections BP q.s.
Each ml contains
o | Methotrexate Injection BP 1000 mg/40 ml Methotrexate BP 25 mg
(For Export) Sodium Hydroxide BP q.s.
Water for Injections BP q.s.
Each ml contains
3 Vinblastine Injection BP 10 mg/10 ml ;lmplastme Sglfate Ik L0 s
(For Export) odium Chloride BP 9.0 mg
Benzyl Alcohol BP 0.9 % v/v
Water For Injection BP q.s

Olo Chief i/
Distt,
E-maij



List of Additional Products Approved to be manufacture by M/s Biozenta Lifescience Pvt. Ltd., Khasra
No. 59, 60 & 61, Bela Bathri, Haroli, Una, Himachal Pradesh 174301 India Under manufacturing

License No. Form 25: NNZ/2019/144 and Form 28: BNZ/2019/145 W.E.F 19.06.2019

Pack size as per schedule-P-1 of the Drugs and Cosmetic Rules 1945

Sr. Brand Name & Generic 3 ;
No. Name Composition Spec. Qty. | Unit. Reference
Each hard gelatin Capsule Contains
Procarbazine Hydrochloride | Procarbazine Hydrochloride USP
25. | Capsules USP 50 mg Eq. to Procarbazine 50 mg USP 40, Page
B —  No. 5845
(For Export) Excipients q.8
Approved colour used in empty capsule shell
Each hard gelatin capsule contains CDSCO
26 Enzalutamide Capsules 40 Enzalutamide 40 | mg Approved
" | mg (For Export) Excipients q.s Date:
Approved colour used in empty capsule shell 18.12.2015
iz
Asstt. Drugs Contxglier

Drug 'ucon;lnp Autherity
Ole Chief Medical Officer

Distt. Kangra at Dharamshala (H,P )

E-mail: ashishraina25gmail.com
Tel. No, 01892-224874




List of Additional Products Approved to be manufacture by M/s Biozenta Lifescience Pvt. Ltd., Khasra
No. 59, 60 & 61, Bela Bathri, Haroli, Una, Himachal Pradesh 174301 India Under manufacturing
License No. Form 25: NNZ/2019/144 and Form 28: BNZ/2019/145 W.E.F 19.06.2019

Pack size as per schedule-P-1 of the Drugs and Cosmetic Rules 1945

:2'. BLany N;’:;? SEIC Composition Spec. Qty. Unit. Reference
Epirubicin Hydrochloride Each vial contains ’
36 | For Injection 100 mg/vial Epirubicin Hydrochloride BP 100 mg Prgdi‘t‘f]:al\lf‘o'ge'
(as lyophilized) b T prB o
(For Export) xcipients q.s g By: Onkos
Each combi pack contains Product Name:
) gt Each vial contains [fosfamide For
37 {}‘gs;an.nde HoL Inje.ctlo.n Ifosfamide USP 1.0 gm Injection USP
with Mesna Injection : :
(For Export) Each ml contains W]t]'] M;sna
Mesna USP 100 mg Injection
Water For Injection BP q.s Mfg By: Bextar
Each combi pack contains Product Name:
; L Each vial contains [fosfamide For
MosfAmICeAorInjection [fosfamide USP | 20 | em | Injection USP
38 | USP with Mesna Injection : :
(For Export) Each ml contains W1tlj Mesna
Mesna USP 100 mg Injection
Water For Injection BP q.s Mfg By: Bextar
Dactinomycin For Injection | Each vial contains
39 | USP 0.5 mgjvial Dactinomycin USP 0.5 mg USP 40
E:}l?solry](;i)l[::)lz;zd) Mannitol USP 20 mg HaEElNe. 5627
Each vial contains Product Name:
40 ?gserlinFAc%ate Injection Goserlin Acetate Zoladex3.6
.6 mg (For Export) ; Mfg By:
Eq. to Goserlin 3.6 mg Astiaensea
Each vial contains Product Name:
A1 ﬁ)o;erlin(i:cetgte Inj;ction Goserlin Acetate ZOlade)}iBIO.S
.83 mg (For Export : Mfg By:
Eq. to Goserlin 10.8 mg Tl -
Dacarbazine For Injection Each vial contains BP 2017
42 | BP 100 mg/vial (As Dacarbazine BP 100 mg Vol.3 Pg No. 440
Lyophilized) (For Export) Excipients q.s. ) '
Vinblastine Sulfate For Each vial contains BP 2017
43 | Injection BP 10 mg/vial (As | Vinblastine Sulfate BP 10 mg Vol 3, Pg No.
Lyophilized) (For Export) Excipients q.s 1289

Asstt. Drugs C
Drug Lic

E-mai
Tek No. 0

na

i
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