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APPROVED CAPSULE PRODUCTS

Product Specification

Composition

Date of
Approval

1 Omeprazole Capsule IP

Each Hard Gelatin Capsule Contains:
Omeprazole IP.......... 20mg.
(As Enteric Coated Pellets)
Excipients.......... q.s.
Colour: Titanium Dioxide IP used in pellets & Brilliant Blue,
Tartrazine used in empty hard gelatin capsule shell.

28/03/2017

Enteric Coated Rabeprazole Sodium
& Domperidone SR Capsule

Each Hard Gelatin Capsule Contains:
Rabeprazole Sodium IP.......... 20mg.
(As Enteric Coated Pellets)
Domperidone IP.......... 30mg.
(As Sustained Release Pellets)
Excipients.......... q.s.
Colour: Raddish Brown & Sunset Yellow used in pellets &
Brilliant Blue, Erythromycin & Titanium Dioxide
used in empty hard Gelatin capsule shell.

28/03/2017

Omeprazole & Domperidone
Capsules

Each Hard Gelatin Capsule Contains:
Omeprazole IP.......... 20mg.
(As enteric Coated Pellets)
Domperidone IP.......... 10mg.
(As sustained Release Pellets)
Excipients.......... q.s.
Approved Colour Used in Empty Capsule Shells.

19/01/2019

Enteric Coated Pantoprazole &
Domperidone SR Capsule

Each Hard Gelatin Capsule Contains:
Pantoprazole Sodium IP
eq. to Pantoprazole.......... 40mg.
(As a Enteric Coated Pellets)
Domperidone IP.......... 30mg.
(As sustained Release Pellets)
Excepients........ q.s.

19/01/2019

Enteric Coated Pantoprazole
& Levosulpiride SR Capsule

Each Hard Gelatin Capsule Contains:
Pantoprazole Sodium IP
eq. to Pantoprazole.......... 40mg.
(As Enteric Coated Pellets)
Levosulpiride.......... 75mg.
(As Sustained-Release Pellets)
Excepients.......... q.s.
Approved Colour Used in Empty Capsule Shells.

19/01/2019

Enteric Coated Rabeprazole Sodium
& Levosulpiride SR Capsule

Each Hard Gelatin Capsule Contains:
Rabeprazole Sodium IP.......... 20mg.
(As Enteric Coated Pellets)
Levosulpiride.......... 75mg.
(As Sustained Release Pellets)
Excepients.......... qg.s.
Approved Colour used in Empty Capsule Shells)

19/01/2019

Esomeprazole (Gastro-Resistant)
& Domperidone SR Capsule

Each Hard Gelatin Capsule Contains:
Esomeprazole Magnesium IP
eqg. to Esomeprazole.......... 40mg.
(As Sustained Release pellets)
Domperidone BP.......... 30mg.
(As Sustained-Release Pellets)
Excepients.......... qg.s.
Approved Colour Used in Empty Capsule Shells.

19/01/2019

8 Itraconazole Capsule 100mg.

Each Hard Gelatin Capsule Contains:
Itraconazole Pellets
eq. to Itraconazole BP.......... 100mg.
Excepients.......... qg.s.
Approved Colour used in Empty Capsule shells.

19/01/2019

AVIZEN BIOPHARMA PVT. LTD.




APPROVED CAPSULE PRODUCTS

Product Specification

Composition

Date of
Approval

Omeprazole & Domperidone
Capsules

Each Hard Gelatin Capsule Contains:
Omeprazole IP.......... 20mg.
(As enteric Coated Pellets)
Domperidone IP.......... 10mg.
(As Coated Pellets)
Excipients.......... q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

24/04/2019

10

Rabeprazole Sodium
(Enteric Coated) &
Itopride Hydrochloride
(Sustained Release) Capsules

Each Hard Gelatin Capsule Contains:
Rabeprazole Sodium IP.......... 20mg.
(As Enteric Coated Pellets)
Itopride Hydrochloride.......... 150mag.
(As Sustained Release Pellets)
Excepients.......... qg.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

24/04/2019

1

Pantoprazole
(Enteric Coated) &
Itopride Hydrochloride
(Sustained Release) Capsules

Each Hard Gelatin Capsule Contains:
Pantoprazole Sodium IP
e.q. to Pantoprazole.......... 40mg.
(As Enteric Coated Pellets)
Itopride Hydrochloride.......... 150mg.
(As Sustained-Release Pellets)
Excepients.......... q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

24/04/2019

12

Esomeprazole
(Enteric Coated) &
Itopride Hydrochloride
(Sustained Release) Capsules

Each Hard Gelatin Capsule Contains:
Esomeprazole Magnesium Trihydrate IP
e.q. to Esomeprazole.......... 40mg.
(As Enteric Coated Pellets)
Itopride Hydrochloride.......... 150mag.
(As Sustained Release Pellets)
Excepients.......... qg.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

24/04/2019

13

Itraconazole Capsule 200mg.

Each Hard Gelatin Capsule Contains:
Itraconazole Pellets
eq. to ltraconazole BP.......... 200mag.
Excepients.......... q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

18/05/2019

14

Lansoprazole Gastro-resistant
Capsules IP 30mg.

Each Hard Gelatin Capsule Contains:
Lansoprazole IP ....30mg.
(As enteric coated pellets)
Excipients.... g.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

18/05/2019

15

Orlistat Capsules 120mg.

Each Hard Gelatin Capsule Contains:
Orlistat Pellets
eqg. to Orlistat USP.......... 120mg.
Excipients.......... q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

18/05/2019

16

Esomeprazole Gastro-resistant
Capsules IP 20mg.

Each Hard Gelatin Capsule Contains:
Esomeprazole Pellets
eq. to Esomeprazole Magnesium IP.......... 20mg.
Excipients............ q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

18/05/2019

17

Esomeprazole Gastro-resistant
Capsules IP 40mg.

Each Hard Gelatin Capsule Contains:
Esomeprazole Pellets
eq. to Esomeprazole Magnesium IP.......... 40mg.
Excipients............ q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.

18/05/2019

AVIZEN BIOPHARMA PVT. LTD.




APPROVED CAPSULE PRODUCTS

e o i Date of
Product Specification Composition
Approval
Each Hard Gelatin Capsule Contains:
Esomeprazole Magnesium Trihydrate IP
18 Enteric Coated Esomeprazole eq. to Esomeprazole.......... 40mg. (As Enteric Coated Pellets) 21/06/2021
& Domperidone SR Capsule Domperidone BP.......... 30mg. (As Sustained Release Pellets) /06/
Excepients.......... q.s.
Approved Colour Used in Pellets & Empty Capsule Shells.
Each Hard Gelatin Capsule Contains:
. Acebrophylline.......... 100mg.
19 Acebrophylline Capsules Excipients.......... qs. 17/02/2022
Approved Colour Shall be used in Hard Gelatin Capsule Shell.
Each Hard Gelatin Capsule Contains:
. — . Methylcobalamin IP.......... 1500mcg.
ﬂiﬁzﬂfg:?\'ﬂag'c’)‘n:r'apt:a 'I;"i%;z‘;'s' Alpha Lipoic Acid USP..........100mg
20 . : Fyrao Thiamine Mononitrate IP.......... 10mg 17/02/2022
Hydrochloride and Folic Acid Pvridoxine Hvdrochlorid 3
Capsules yridoxine Hydrochloride.......... mg
Folic Acid IP ........... 1.5mg
Excipients.......... q.s.
Each Hard Gelatin Capsule Contains:
. . Methylcobalamin IP.......... 750mcg.
21 Methylcobalamin & Pregabalin Pregabalin IP..........75mg 17/02/2022
Capsules Excipi
xcipients.......... qg.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.
-~ )
|
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APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

Product Specification

Composition

Date of
Approval

Clobetasol Propionate,
Neomycin Sulphate &
Miconazole Cream

Clobetasol Propionate IP.......... 0.05% w/w
Neomycin Sulphate
eg. toNeomycin IP.......... 0.5% w/w
Miconazole Nitrate IP.......... 2% w/w
Cream Base.......... q.s.

28/03/2017

Clotrimazole,
Beclomethasone Dipropionate &
Neomycin Cream

Clotrimazole IP.......... 1.0% w/w
Beclomethasone Dipropionate IP.......... 0.025% w/w
Neomycin Sulphate
eg. to Neomycin IP.......... 0.5% w/w
Cream Base.......... q.s.

28/03/2017

Clobetasol Propionate,
Neomycin Sulphate,
Miconazole Nitrate &
Chlorhexidine Gluconate Cream

Clobetasol Propionate IP.......... 0.05% w/w
Neomycin Sulphate IP.......... 0.50% w/w
Miconazole Nitrate IP.......... 2.00% w/w

Chlorhexidine Gluconate Solution IP.......... 0.20% w/w

28/03/2017

Luliconazole Cream

Each Gram Contains:
Luliconazole USP.......... 1%w/w
in a cream base.......... q.s.

19/01/2019

Lignocaine Hydrochloride Gel

Each Gram Contains:
Lingnocaine Hydrochloride IP
e.g. to Lignoncaine Hydrochloride.......... 2.0%w/w
Methyl Paraben IP.......... 0.061%w/w
Propyl Paraben IP.......... 0.027%w/w
In a Gel Base.......... q.s.

19/01/2019

Diclofenac Diethylamine, Linseed oil,
Methyl Salicylate, Menthol Gel

Each Gram Contains:

Diclofenac Diethylamine IP.......... 1.16% w/w
e.qg. to Diclofenac Sodium.......... 1.0%w/w
Linseed oil BP.......... 3.0%w/w
Menthol IP.......... 5%w/w
Methyl Salicylate IP.......... 10%w/w
Benzyl Alcohol IP.......... 1%w/w
(As Preservative) Gel Base.......... qg.s.

19/01/2019

Aceclofenac, Oleum Lini, Methyl
Salicylate, Menthol & Capsaicin Gel

Each Gram Contains:
Aceclofenac IP.......... 1.5% w/w
Oleum Lini BP.......... 3.0%w/w
Methyl Salicylate IP.......... 10%w/w
Menthol IP.......... 5%w/w
Capsaicin USP.......... 0.01%w/w
Benzyl Alcohol IP.......... 1%w/w
(As Preservative) In a Gel Base.......... q.s.

19/01/2019

Hydroquinone, Tretinoin &
Mometasone Furoate Cream

Each Gram Contains:
Hydroquinone USP.......... 2% w/w
Tretinone USP.......... 0.025% w/w

Mometasone Furoate IP.......... 0.1% w/w
In a Cream Base.......... q.s.

19/01/2019

Clindamycin Phosphate &
Adapalene Gel

Each Gram Contains:
Clindamycin Phosphate IP
eq. to Clindamycin.......... 1% w/w
Adapalene BP.......... 0.1% w/w
In a Gel Base.......... qg.s.

19/01/2019

10

Mometasone Furoate &
Terbinafine Hydrochloride Cream

Each Gram Contains:
Mometasone Foroate IP.......... 0.1% w/w
Terbinafine Hydrochloride BP.......... 1%w/w
Methyl Paraben IP.......... 0.2%w/w
Propyl Paraben IP.......... 0.025% w/w
(As a Preservatives)

In a Cream Base.......... q.s.

19/01/2019

AVIZEN BIOPHARMA PVT. LTD.




APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

Product Specification

Composition

Date of
Approval

11

Fusidic Acid Cream IP

Each Gram Contains:
Fusidic Acid IP......2%w/w
In a Cream Base......q.s.

19/01/2019

12

Beclomethasone Dipropionate &
Neomycin Cream

Each Gram Contains:
Beclomethasone Dipropionate IP.......... 0.025% w/w
Neomycin Sulphate IP
eq. to Neomycin.......... 0.5% w/w
In a Cream Base.......... q.s.

19/01/2019

13

Mupirocin Ointment IP

Mupirocin IP......2% w/w
In a Non-Greasy Base

19/01/2019

14

Clobetasol Propionate Cream IP

Each Gram Contains:
Clobetasol Propionate IP.......... 0.05% w/w
In a Cream Base.......... q.s.

19/01/2019

15

Diclofenac Gel B.P.

Each Gram Contains:
Diclofenac Diethylamine BP.......... 1.16% w/w
e.qg. to Diclofenac Sodium........... 1.0%w/w
In a Gel Base.....q.s.

29/03/2019

16

Silver Sulphadiazine & Chlorhexidine
Gluconate Solution Cream

Each Gram Contains:
Silver Sulphadiazine I.P.......... 0.5%w/w
Chlorhexidine Gluconate Solution I.P.
e.g. to Chlorhexidine Gluconate.......... 0.2%w/w
In a Cream Base.......... q.s.

29/03/2019

17

Permethrin 5%w/w

Each Gram Contains:
Permethrin.......... 50mg
In a Cream Base.......... q.s.

29/03/2019

18

Luliconazole Cream 1%

Each Gram Contains:
Luliconazole.......... 1%w/w
In a Cream Base.......... q.s.

29/03/2019

19

Diclofenac Diethylamine, Linseed oil,
Methyl Salicylate, Menthol Gel

Each Gram Contains:

Diclofenac Diethylamine BP.......... 1.16% w/w
e.q. to Diclofenac Sodium.......... 1.0%w/w
Linseed oil BP.......... 3.0%w/w
Methyl Salicylate IP.......... 10%w/w
Menthol IP.......... 5%w/w
Benzyl Alcohol IP.......... 1%w/w
(As Preservative) In a Gel Base.......... q.s.

29/03/2019

20

Halobetasol Propionate Ointment

Each Gram Contains:
Halobetasol Propionate USP.......... 0.05% w/w
In a Cream Base.......... q.s.

29/03/2019

21

Clobetasol Propionate &
Salicylic Acid Cream

Composition:
Clobetasol Propionate IP.......... 0.05% w/w Salicylic Acid
| S 6.00% w/w
In a Cream Base.......... q.s.

24/04/2019

22

Povidone-lodine Ointment 5%

Composition: Povidone-lodine IP.......... 5%w/w
(Available lodine 0.5%w/w)
Ointment base.......... q.s.

18/05/2019

23

Povidone-lodine Ointment 10%

Composition: Povidone-lodine IP.......... 10%w/w
(Available lodine 1.0%w/w)
Ointment base.......... q.s.

18/05/2019

24

Clotrimazole Cream IP

Composition: Clotrimazole IP.......... 1% w/w
Cream Base.......... q.s.

18/05/2019

AVIZEN BIOPHARMA PVT. LTD.




APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

e o e Date of
Product Specification Composition Approval
Composition: Itraconazole BP.......... 1%w/w
25 Itraconazole Gel Gel Base.......... qss. 18/05/2019
Sertaconazole Nitrate IP.......... 2%w/w
26 Sertaconazole Nitrate Cream 2% Benzyl Alcohol IP.......... 1% w/w 18/01/2020
(as Preservative) Cream Base.......... q.s.
Fluconazole IP.......... 0.5% w/w
27 Fluconazole Gel 0.5% Gel base.......... qs. 18/01/2020
. Econazole Nitrate IP.......... 1% w/w
28 Econazole Nitrate Cream IP Cream base......... g.s. 18/01/2020
Ketoconazole IP.......... 2% w/w
29 Ketoconazole Cream 2% Cream base.......... gs. 18/01/2020
Miconazole Nitrate IP........ 2% w/w
30 Miconazole Nitrate Cream IP Chlorocresol IP........ 0.1% w/w 18/01/2020
(as Preservative) Cream Base....... q.s.
. S Salicylic Acid IP.......... 6% w/w
31 Salicylic Acid Ointment IP 6% Ointment Base.......... qss. 18/01/2020
. S Salicylic Acid IP.......... 12% w/w
0o,
32 Salicylic Acid Ointment IP 12% Ointment Base.......... qss. 18/01/2020
. . Silver Nitrate IP......... 0.2% w/w
33 Silver Nitrate Gel 0.2% Gel Base........... qs. 18/01/2020
. - Silver Sulphadiazine IP.......... 1% w/w
34 Silver Sulphadiazine Cream IP Cream Base.......... q.. 18/01/2020
L Tretinoin USP.......... 0.025% w/w
35 Tretinoin Cream Cream Base......... g.. 18/01/2020
Fluticasone Propionate IP...0.05% w/w
. Imiduria IP........... 0.2% w/w
36 Fluticasone Cream IP 0.05% (as Preservative) 18/01/2020
Cream base.......... qg.s.
. . Tacrolimus IP........... 0.1% w/w
37 Tacrolimus Ointment 0.1% Ointment base. ......... qss. 18/01/2020
. . Tacrolimus IP........... 0.03% w/w
38 Tacrolimus Ointment 0.03% Ointment base. ... qss. 18/01/2020
Framycetin Sulphate IP.......... 1.0% w/w
. Methyl Paraben IP.......... 0.08% w/w
39 Framycetin Sulphate Cream 1.0% Propyl Paraben IP........... 0.04% w/w 18/01/2020
(as Preservative) Cream base.......... q.s.
40 Mometasone Cream IP Mometasone Furoate IP.......... 0.1% w/w 18/01/2020
Cream base.......... qg.s.
Amorolfine hydrochloride IP
. eqv. to Amorolfine.......... 0.25%w/w
41 Amorolfine Cream 0.25% Phenoxyethanol IP.......... 1.0%w/w 18/01/2020
(As preservative) Cream Base.......... q.s.
Terbinafine Hydriochloride IP.......... 1%w/w
42 Terbinafine Hydriochloride Cream IP Benzyl Alchohol IP.......... 1%w/w 31/01/2020
(As preservative) Cream Base.......... q.s
. . Nadifloxafin Cream IP.......... 1%w/w
43 Nadifloxafin Cream IP Cream Base.......... q.s. 31/01/2020
|
7 e
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APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

Product Specification

Composition

Date of
Approval

Eberconazole Nitrate IP
eqv. to Eberconazole.......... 1%w/w
44 Eberconazole Cream 1% Methyl Paraben IP.......... 0.1%w/w 31/01/2020
Propyl Paraben IP.......... 0.025%w/w
(As preservative) Cream Base.......... q.s.
o)
45 Terconazole Vaginal Cream 0.4% Terconazole BP......... A%w/w 31/01/2020
Cream Base.......... q.s.
- Diltiazem Hydrochloride IP.......... 2.0%w/w
0,
46 Diltiazem Gel 2.0% In Organogel Base.......... q.. 31/01/2020
Each gram Contains
. . Cadexomer lodine.......... 500mg
47 Cadexomer lodine Ointment Equivalent to.......... 0.9%w/w lodine 31/01/2020
Excipients.......... gs.
Luliconazole.......... 1.0%w/w
48 Luliconazole Lotion 1.0% Lotion Base.......... q.s. 31/01/2020
Colour: Approved colours shall be used
Ketoconazole IP.......... 2.0%w/w
49 Ketoconazole Lotion 2% Lotion Base.......... q.s. 31/01/2020
Colour: Approved colours shall be used
Povidone-lodine IP.......... 5.0%w/w
50 Povidone-lodine Solution IP 5% (Available lodine.......... 0.5%w/w) 31/01/2020
Purified Water IP.......... qg.s.
Permethrin.......... 5.0%w/w
51 Permethrin Lotion 5% Lotion Base.......... q.s. 31/01/2020
Colour: Approved colours shall be used
Bifonazole IP.......... 1.0%w/w
52 Bifonazole IP Cream Benzyl Alcohol IP.......... 1%w/w 31/01/2020
(As preservative) Cream Base.......... qg.s.
Fluticasone Propinate IP.......... 0.05%w/w
53 Fluticasone Lotion 0.5% Lotion Base.......... q.s. 31/01/2020
Colour : Approved colours shall be used
Tacrolimus IP.....0.1%w/w
54 Tacrolimus Lotion 0.1% Lotion Base.....q.s. 31/01/2020
Colour : Approved colours shall be used
. . Beclomethasone Dipropionate IP.......... 0.025%w/w
55 Bec'°me|:‘h35°”§ ()Dz'gypmate Lotion Base..........q.s. 31/01/2020
otion ©. ° Colour : Approved colours shall be used
. . Beclomethasone Dipropionate IP.......... 0.05%w/w
56 Beclome’:_ha;om; %lsa;oplonate Lotion Base.......... q.s. 31/01/2020
otion ©.957% Colour : Approved colours shall be used
Hydrocortisone Acetate IP.......... 1.0% w/w
57 Hydrocortisone Cream IP 1% Chlorocresol IP.......... 0.12%w/w 31/01/2020
(As preservative) Cream Base.......... qg.s.
Hydrocortisone Acetate IP.......... 0.5% w/w
58 Hydrocortisone Cream IP 0.5% Chlorocresol IP.......... 0.12%w/w 31/01/2020
(As preservative) Cream Base.......... q.s.
G B H hlorid Gamma Benzene Hexachloride USP.......... 1.0% w/v
59 amma f”,f.e”eusepxac oriae Emulsion Base.......... q.s. 19/11/2020
otion Colour: Approved colours shall be used.
|
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APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

Product Specification

Composition

Date of
Approval

60

Aceclofenanc, Linseed Oil,
Methyl Salicylate, Menthol &
Capsaicin Gel

Aceclofenanc IP.......... 1.5% w/w
Linseed Oil BP.......... 3.0%
Menthol IP.......... 0.5% w/w
Methyl Salicylate IP.......... 10% w/w
Capsaicin.......... 0.01% w/w
Gel Base.......... q.s.

19/11/2020

61

Calamine Diphenhydramine
Hydrochloride & Camphor Lotion

Calamine IP.......... 8.0% w/v
Diphenhydramine Hydrochloride IP.......... 1.0% w/v
Camphor IP.......... 0.1% w/v
Aqueous base.......... q.s.

Colour: Approved colours shall be used.

19/11/2020

62

Chlorhexidine Gluconate and
Cetrimide Solution

Chlorhexidine Gluconate Solution IP.......... 1.5 v/v
and Cetrimide Solution BP
E.q. Cetrimide IP.......... 3.0w/v
Colour : Approved colours shall be used.

19/11/2020

63

Clotrimazole Menthol Ichathammol
Boric Acid and Zinc Oxide Cream

Clotrimazole IP.......... 0.5% w/w
Menthol IP..........0.2% w/w
Boric Acid IP.......... 1.0% w/w
Zinc Oxide IP.......... 5.0% w/w
Cream Base.......... q.s.

19/11/2020

64

Diclofenac Diethylamine Linseed Oil
Methyl Salicylate and Menthol Gel

Diclofenac Diethylamine BP.......... 1.16% w/w
e.g. Diclofenac Sodium.......... 1.0% w/w
Linseed Oil BP.......... 3.0% w/w
Menthol IP.......... 0.5% w/w
Methyl Salicylate IP.......... 10.0% w/w
Benzyl Alcohol IP.......... 1.0% w/w
(As Preservative)

Gel Base.......... q.s.

19/11/2020

65

Lignocaine Hydrochloride Silver
Sulphadiazine and Chlorhexidine
Gluconate Cream

Lignocaine Hydrochloride IP.......... 2.0% w/w
Silver Sulphadiazine IP.......... 1.0% w/w
Chlorhexidine Gluconate IP.......... 2.0% w/w
Cream Base.......... q.s.

19/11/2020

66

Permethrin 1% Cream

Each Gram Contains:
Permethrin 10mg
Preservatives: Methyl Paraben IP.......... 20mg
Propyl Paraben IP.......... 0.8mg
Crean Base.......... q.s.

19/11/2020

67

Salicylic Acid Gel

Salicylic Acid IP......... 2.0% w/w
Gel Base.......... q.s.

19/11/2020

68

Beclomethasone Dipropionate
Clotrimazole & Neomycin Sulphate
Cream

Beclomethasone Dipropionate USP.......... 0.025% w/w
Clotrimazole IP.......... 1.0% w/w
Neomycin Sulphate IP.......... 0.5% w/w
Chlorocresol (As Preservative) IP.......... 0.01% w/w
Cream Base.......... q.s.

19/11/2020

69

Beclomethasone Dipropionate &
Neomycin Sulphate Cream

Beclomethasone Dipropionate USP.......... 0.025% w/w
Neomycin Sulphate IP.......... 0.5% w/w
Chlorocresol (As Preservative) IP.......... 0.01% w/w
Cream Base.......... q.s.

19/11/2020

70

Clindamycin Phosphate Gel USP

Clindamycin Phosphate USP
Eqg. to Clindamycin.......... 1.0% w/w
Preservatives:

Sod. Methyl Paraben IP.......... 0.144% w/w
Sod. Propyl Paraben IP.......... 0.056% w/w
Gel Base.......... q.s.

Colour: Approved colours shall be used.

19/11/2020

AVIZEN BIOPHARMA PVT. LTD.




APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

e o i Date of
Product Specification Composition
Approval
Clobetasol Propionate USP.......... 0.05% w/w
Clobetasol Propionate Neomycin Neomycin Sulphate IP.......... 0.5% w/w
71 Sulphate & Miconazole Nitrate Miconazole Nitrate IP.......... 2.0% w/w 19/11/2020
Cream Chlorocresol (As Preservative) IP.......... 0.1% w/w
Cream Base.......... q.s.
1 0,
72 Lindane Lotion U.S.P. Gamma Benzene Hexachlorlde P 1.0% w/v 04/12/2020
Emulsion base.......... q.s.
Diclofenac Diethylamine IP.......... 1.16% w/w
73 Diclofenac Gel IP eq. to Diclofenac Sodium.......... 1.0%w/w 08/02/2021
In a Gel Base.......... qg.s.
1di 1 o,
74 Fusidic Acid Cream IP Fusidic Acid.......... 0.2% w/w 24/03/2021
Cream base.......... qg.s.
o >
75 | Minoxidil Topical Solution USP 5.0% Minoxidil..........5.0% w/v 25/03/2021
Aqueous base.......... qg.s.
- - >
76 Oxiconazole Nitrate 1.0% Cream Oxiconazole Nitrate.......... 1.0% w/w 25/03/2021
Cream base.......... qg.s.
. . Oxymetazoline Hydrochloride IP.......... 0.025% w/v
77 Oxymetazoline Hydrochloride Nasal Benzalkonium Chloride IP......... 0.01%w,/v 25/03/2021
Solution IP 0.025% .
(As Preservative) Aqueous base.......... q.s.
. . Oxymetazoline Hydrochloride IP.......... 0.05% w/v
78 Oxymetazollng Hydrochlgrlde Nasal Benzalkonium Chloride IP.......... 0.01%w/v 25/03/2021
Solution IP 0.05% .
(As Preservative) Aqueous base.......... q.s.
Each gram Contains
Clindamycin Phoshate BP
79 Clindamycin & Nicotinamide Gel equivalent Clindamycin.......... 1% w/v 17/02/2022
Nicotinamide IP.......... 4%w/v
Gel Base.......... q.s.
Each gram Contains
. . Hydroquinone USP.......... 20mg
80 I':‘I'Vd@ql;'”onz Ttre"'_'lio'”G&l Trentinoin USP.......... 0.25mg 17/02/2022
uocinolone Acetonide Ge Fluocinolone Acetonide IP.......... 0.1mg
Cream Base.......... q.s.
Each gram Contains
Mometasone Furoate & Fusidic Acid Mometasone Furoate IP.......... 0.10%w/w
81 Cream Fusidic Acid IP.......... 2%w/w 17/02/2022
Cream Base.......... q.s.
Each gram Contains
Mometasone Furoate & Fusidic Acid Mometasone Furoate IP.......... 0.10%w/w
82 Ointment Fusidic Acid IP.......... 2%w/w 17/02/2022
Ointment Base.......... q.s.
Each gram Contains
. Sucralfate IP.......... 0.07gm
83 Suc[f\lia;ceéil\\ﬂeeggrgzzﬂe & Metronidazole IP .......... 0.017gm 17/02/2022
9 Lignocaine HCI IP eq. Lignocaine.......... 0.04gm
Cream Base.......... q.s.
Each Gram Contains:
Diclofenac Diethylamine BP.......... 1.16% w/w
e.qg. to Diclofenac Sodium.......... 1.0%w/w
Diclofenac Diethylamine, Linseed oil, Linseed oil BP.......... 3.0%w/w
84 Methyl Salicylate, Menthol and Methyl Salicylate IP.......... 10%w/w 19/02/2022
Capsaicin Gel Menthol IP.......... 5%w/w
Capsaicin USP .......... 0.025%w/w
Benzyl Alcohol IP.......... 1%w/w
(As Preservative) Gel Base.......... q.s.
|
10 8

AVIZEN BIOPHARMA PVT. LTD.




APPROVED OINTMENT, CREAM, GEL & LOTION PRODUCTS

Product Specification

Composition

Date of
Approval

Each gram Contains

Colour: Approved colours shall be used.

Diclofenac Diethylamine BP.......... 2.32% w/w
Diclofenac, Methyl Salicylate and e.q. to Diclofenac Sodium.......... 2.0%w/w
85 Menthol Topical Gel Methyl Salicylate IP.......... 10%w/w 19/02/2022
Menthol IP.......... 5%w/w
Gel Base.......... q.s.
Each gram Contains
. _ Ketoconazole IP.......... 2% w/v
86 KetoconazoIE &_Zlnc Pyrithione Zinc Pyrithione (ZPTO).......... 1.0%w/v 19/02/2022
otion Lotion Base.......... q.s.

APPROVED HAND RUB PRODUCTS

Date of

Product Specification Composition
Approval
2-Propanol IP+1-Propanol Zjlli[)c;g;gglo:P """" 3339
1 IPa?rcri\oE:m?grl;heetxﬁ cfial_ﬂ'geeﬁgyl Ethyl-hexadecyl-dimethyl ammonium ethyl sulphate........ 0.29 24/03/2020
(Rub-in-Hand gisianctant) (Mecetronium Ethyl Sulphate)
Colour: Approved colours shall be used.
Chlorhexidine Gluconate Solution IP
Chlorhexidine Gluconate and eq. to Chlorhexidine Gluconate.......... 0.5% w/v
Isopropyl Alcohol IP.......... 70% v/v
2 IsopzﬁgﬁldAAcuo;\)ol P Purified Water IP.......... qg.s. 24/03/2020
with Emollients and Moisturizer
Colour: Approved colours shall be used.
- Chlorhexidine Gluconate Solution IP.......... 2.5% w/v
3 Chlorhemdmzfét;\cgr;:te and Ethyl eqg. to Chlorhexidine Gluconate.......... 0.5% w/v 24/03/2020
(Hand Rub) Ethyl Alcohol IP..........70% w/v Liquid /03/
Colour: Approved colours shall be used.
Isopropyl Alcohol IP Isopropyl Alcohol.......... 70% v/v
4 (Hand Rub Disinfectant) Colour: Approved colours shall be used. 24/03/2020
- Chlorhexidine Gluconate Solution IP.......... 2.5% w/v
Chlorhexidine Gluconate & eq. to Chlorhexidine Gluconate.......... 0.5% w/v
5 Ethyl Alcohol IP o A 28/07/2020
(Hand Rub) Ethyl Alcohol IP.......... 70% w/v Liquid
Colour: Approved colours shall be used.
|
1

AVIZEN BIOPHARMA PVT. LTD.




APPROVED CAPSULE PRODUCTS LIST FOR EXPORT

Product Specification

Composition

Date of
Approval

Each Hard Gelatin Capsule Contains:

Approved Colour Shall be used in Hard Gelatin Capsule Shell.

Dexlansoprazole.......... 60 mg
1 Dexlansoprazole MR Capsules 60 mg (As Modified Release pellets) 19/11/2020
Excipients.......... q.s.
Approved Colour Shall be used in Hard Gelatin Capsule Shell.
Each Hard Gelatin Capsule Contains:
. Pregabalin.......... 150 mg
2 Pregabalin Capsules 150 mg Excipients......... qss. 19/11/2020

APPROVED PRODUCTS LIST FOR EXPORT
(OINTMENT, CREAM, GEL & LOTION)

A i Date of
Product Specification Composition
Approval
. Clotrimazole BP.......... 1% w/w
1 Clotrimazole Cream BP Cream Base.......... gs. 19/11/2020
Clotrimazole BP.......... 2 % w/w
2 Clotrimazole, Metronidazole Cream Metronidazole BP.......... 10 % w/w 19/11/2020
Cream Base........... q.s.
Diclofenac Diethylamine BP.......... 1.16% w/w
e.qg. to Diclofenac Sodium.......... 1%w/w
. . . . . Linseed Oil BP.......... 3%w/w
Diclofenac Diethylamine, Linseed Oil
3 " ' Menthol BP.......... 5%w/w 19/11/2020
Menthol and Methy! Salicylate Gel Methyl Salicylate BP.......... 10%w/w
Benzyl Alcohol BP.......... 1%w/w
(As Preservative) Gel Base.......... qg.s.
Diclofenac Diethylamine BP.......... 1.16% w/w
. e.qg. to Diclofenac Sodium.......... 1%w/w
4 Diclofenac Gel BP Benzyl Alcohol BP.......... 1%w/w 19/11/2020
(As Preservative) In a Gel Base.......... q.s.
. . Beclomethasone Dipropionate BP.......... 0.05% w/w
5 Beclomethasoqe_ Dipropionate& Gentamicin Sulphate BP.......... 0.1% w/w 19/11/2020
Gentamicin Cream
In a Cream Base.......... q.s.
H (o)
6 Clobetasol Propionate Cream BP Clobetasol Propionate BP.......... 0.05% w/w 19/11/2020
In a Cream Base.......... q.s.
Clobetasol Propionate BP.......... 0.05% w/w
Clobetasol Propionate, Neomycin Sulphate BP.......... 0.50%w/w
7 Neomycin Sulphate, Miconazole Nitrate BP.......... 2.%w/w 19/11/2020
Miconazole Nitrate & Chlorhexidine Gluconate Solution BP /1
Chlorhexidine Gluconate Cream e.g. to Chlorhexidine Gluconate.......... 0.20% w/w
In a Cream Base.......... q.s.
-~ )
|
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