[Regd. AD | By Hand Delivery |

Validity Period:01/01/2018 To 31/12/2022

FOM MAHARASHTRA

Food & Drugs Administration (Maharashtra State)

Letter No: MH/TZ2/RNW/28-K D/867
Food & Drugs Administration, KONKAN Division
. . . OFFICE OF JOINT COMMISSIONER [K.D

Thane - 400604

To:

705472- ADORE PHARMACEUTICALSPVT.LTD. (Private Limited)

LICENSE No: 28-KD/867

5/6, KHOKANI IND.COMPLEX NO.2,, NR. SAIBABA TEMPLE, SATIVALI,
VASAI (E), SATIVALI VASAI (E) - 401208
Taluka: Vasai (East), District: Thane-Zone2

Sir,

& Dt : 28/02/2018

Ref :- Your Inward Application vide Inward ID:- 81889 (RNW) Dated :- 26/12/2017

With reference to your Inward application,we inform you that your said application is considered & following
LICENSE has been Retained

Type Form | LIC No/ Validity First Issue/
Rnw
Own: At my OWN Manufacturing Premises 28 KD/867 26/02/1987
31/12/2022 01/01/2018
Prod |Name of Drugs
L ABTHER- 150 INJECTION (ALPHA-BETA ARTEETHER INJECTION 150 MG) Export (IHS(In House))
49885 2ml: - Alpha - Beta Arteether IHS (150 MG)
-ARACHIS OIL BP ( QS)
2 ABTHER INJECTION (ALPHA-BETA ARTEETHER INJECTION 150 MG) Export,Domestic
8051 2ml: - Alpha-Beta Arteether IP (75 MG)
-ARACHIS OIL BP ( QS)
3. ABTHER-225 INJECTION (ALPHA-BETA ARTEETHER INJECTION 225 MG) Export
8053 3mi: - Alpha-Beta Arteether IP (225 MG)
-ARACHIS OIL BP ( QS)
4. ABTHER-75INJECTION (ALPHA-BETA ARTEETHER INJECTION 75 MG) Export
49884 ml: - Alpha - Beta Arteether IHS (75 MG)
- Arachis Oil B.P BP ( QS)
S. ZIFAM ASIST INJECTION/ACETYLCYSTEINE SOLUTION USP Export (USP)
537019 Each ml contains:: - Acetylcysteine USP (200 mg)
- Water for Injections BP (- QS)
6. ALPHA BETA ARTEETHER INJECTION Domestic
75852 ML: -ARTE-ETHER IP (75 MG)
-ARACHIS OIL IP ( QS)
7. Abitar 150 Injection / Alpha Beta Arteether Injection 150 mg Export (IHS(In House))
525321 Each 2ml contains: N - Alpha Beta Arteether (In House) (150 mg)
- Ethyl Oleate BP (-- QS)
8. Abitar 225 Injection / Alpha Beta Arteether Injection 225mg Export
525326 Each 3ml contains: - Alpha Beta Arteether (In House) (225 mg)
- Ethyl Oleate BP (- QS)
9. ABITAR 300 INJECTION/ ALPHA BETA ARTEETHER INJECTION 300 MG /DCGI REF. Export (IHS(In House))
NO. 35-2/WZ-2017/Adore/3586 dt. 30/05/17
605697 Each:3ml contains: - Alpha Beta Arteether (In House) (300 mg)
- Fractionated Coconut Oil (- QS)
10. Abitar 75 Injection / Alpha Beta Arteether Injection 75 mg Export
525322 Each ml.contains: - Alpha Beta Arteether (In House) (75 mg)
¢ = - Ethyl Oleate BP (-- QS)
11 ALPHA-BETA ARTEETHER INJECTION 75 MG Domestic
8050 ml: - Alpha-Beta Arteether IP (75 MG)
’ ¥ - ARACHIS OIL BP ( QS)
Flz- AMIKACIN INJECTION BP 100 MG Export
BOA01T ML T R ET R SRS R W W W W mes L Amikacin Sulphate BP Eq. to Amikacin BP (100 MG)
- Methyl Paraben (As preservative ) BP (0.08 % W/V)
- Propyl Paraben ( As Preservative ) BP (0.02 % W/V)
- Water for Injections B.P BP ( QS)
13 AMIKACIN INJECTION BP 250M G Export
59399 2ML: - Amikacin Sulphate BP Eq. to Amikacin BP (250 MG)
- Methyl paraben ( Preservative ) BP (0.08 % W/V)
- Propyl Paraben (as preservative) BP (0.02 % W/V)
14. AMIKACIN INJECTION BP 500 MG Export
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50398 2ML: - Amikacin Sulphate BP Eq. to Amikacin BP (500 MG)
- Methyl Paraben ( As Preservative ) BP (0.08 % W/V)
- Propyl Paraben ( As Preservative ) BP (0.02 % W/V)
- Water for Injections BP
QSBP(QS)

75863  ML: - Amikacin Sulphate IP Equivalent to Amikacin IP (50 MG)
- SODIUM METHYL PARABEN IP (0.18 % W/V)
- SODIUM PROPYL PARABEN IP (AS PRESERVATIVE) IP (0.02 %
w/v)
- WATER FOR INJECTION IP ( QS)

15. AMIKACIN SULPHATE INJECTION IP 100MG/2ML VIAL Domestic

75805 2ML VIAL: - AMIKACIN SULPHATE IP EQ. TO AMIKACIN IP IP (250 MG)
- METHYL PARABEN IP (0.08 % W/V)
- PROPYL PARABEN IP (0.02 % W/V)
- Sodium Metabisulphite IP (0.33 % W/V)
- Sodium Citrate IP (1.25 % W/V)

16. AMIKACIN SULPHATE INJECTION IP 250 MG Domestic

- CONCENTRATED SULPHURIC ACID IP (AS 10% SOLUTION ) TO

ADJUST pH TO 4.0 IP ( QS)
- WATER FOR INJECTION IP ( QS)
17. AMIKACIN SULPHATE INJECTION IP 250M G/ 2ML VIAL Domestic
75864  ML: - Amikacin Sulphate IP Equivalent to Amikacin IP (125 MG)

- SODIUM METHYL PARABEN IP (0.18 % W/V)
- Sodium Propyl Paraben (as preservative) IP (0.02 % W/V)
- WATER FOR INJECTION IP ( QS)

75865  ML: - Amikacin Sulphate IP Equivalent to Amikacin IP (250 MG)
- SODIUM METHYL PARABEN IP (0.18 % W/V)
- Sodium Propyl Paraben (as preservative) IP (0.02 % W/V)
- WATER FOR INJECTION IP ( QS)

18. AMIKACIN SULPHATE INJECTION IP 500 MG/2ML VIAL Domestic

75808 2ML VIAL: - Amikacin Sulphate IP Eq. to Amikacin IP (500 MG)
- METHYL PARABEN IP (0.04 % W/V)
- PROPYL PARABEN IP (0.01 % W/V)
- Sodium Metabisulphite IP (0.66 % W/V)
- Sodjum Citrate IP (2.5 % W/V)
- CONCENTRATED SULPHURIC ACID IP (AS 10% SOLUTION) TO
ADJUST pH TO 4.0 IP ( QS)
- WATER FOR INJECTION IP ( QS)

10. AMIKACIN SULPHATE INJECTION IP 500M G Domestic

76111  2ML: - Amikacin Sulphate USP Equivalent to Amikacin USP (100 MG)
- METHYL PARABEN IP (0.08 % W/V)
- PROPYL PARABEN IP (0.02 % W/V)
- WATER FOR INJECTION IP ( QS)

20. AMIKACIN SULPHATE INJECTION USP 100 MG/2M L Export

76112 2ML: - Amikacin Sulphate USP Equivalent to Amikacin USP (250 MG)
- METHYL PARABEN IP (0.08 % W/V)
- PROPYL PARABEN IP (0.02 % W/V)
- WATER FOR INJECTION IP ( QS)

21 AMIKACIN SULPHATE INJECTION USP 250 MG/2M L Export

76114  2ML: - Amikacin Sulphate USP Equivalent to Amikacin USP (500 MG)
-METHYL PARABEN IP (0.04 % W/V)
- PROPYL PARABEN IP (0.01 % W/V)
- WATER FOR INJECTION IP ( QS)

22. AMIKACIN SULPHATE INJECTION USP 500 MG/2M L Export

23 APMOL 500 (PARACETAMOL INJECTION 500 MG/5ML) Export
76143  ML: o - Paracetamol BP (100 MG)
5 - Benzyl Alcohol BP (2 % V/V)
£ . - WATER FOR INJECTIONS BP ( QS)
24. APMOL 600 (PARACETAMOL INJECTION 600 MG/5ML) Export
76144  ML: - Paracetamol BP (120 MG)
F — . - Benzyl Alcohol BP (2 % V/V)
- WATER FOR INJECTIONS BP ( QS)
25. AZELASTINE HYDROCHLORIDE AND FLUTICASONE FUROATE NASAL Domestic
SPRAY
76097 .SPRAY: -AZELASTINE HYDROCHLORIDE BP (140 MCG)
- Fluticasone Furoate IHS (27.5 MCG)
- - Fluticasone Furoate IHS (0.02 % W/V)

- Azelastine Hydrochloride BP (0.10 % W/V)
- Benzalkonium Chloride (As Preservative) IP (0.02 % W/V)

26. AZELASTINE HYDROCHLORIDE AND FLUTICASONE FUROATE NASAL Domestic (IP)
SPRAY
F 506860 Each Prayfofiansa SIS D Fy F i~ - Azelastine Hydrochloride IP (140 mcg)
- Fluticasone Furoate (27.5 mcg)
- Azelastine Hydrochiride IP (0.10 % W/V)
- Fluticasone Furoate (0.02 % W/V)
- Benzalkonium Chloride (as preservative) IP (0.02 % W/V)

530427 Each spray contains: - Azelastine Hydrochloride BP (140 mcg)
- Fluticasone Furoate (In House) (27.5 mcg)
- Azelastine Hydrochloride BP (0.10 % W/V)
- Fluticasone Furoate (In House) (0.02 % W/V)
- Benzalkonikum Chloride IP (0.02 % W/V)

21. Azelastine Hydrochloride and Fluticasone Furoate Nasal Spray Domestic (IHS(In House))
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28.

Azelastine Hydrochloride and Fluticasone Furoate Nasal Spray / Thisproduct isapproved Domestic (IHS(In House))
withDCGI under Form 44. However Azelastine Raw material has come under | P monographs 2015. So we have
applied the product with Azelastine Hydrochloride I P. Copy of DCGI attac

547166 Each spray contains: - Fluticasone Furoate (In House) (0.02 % W/V)

- Azelastine Hydrochloride IP (140 mcg)

- Fluticasone Furoate (In House) (27.5 mcg)
- Azelastine Hydrochloride IP (0.10 % W/V)
- Benzalkonium Chloride IP (0.02 % W/V)

29. AZITHROMYCIN EYE DROPS 1% W/V Export
55884  ML: - Azithromycin BP (10 MG)
- Benzalkonium Chloride (As Preservative) BP (0.01 % W/V)
- Sterile aqueous vehicle . g.s. IHS ( QS)
30. BESIFLOXACIN OPHTHALMIC SUSPENSION 0.6% W/V Domestic (IHS(In House))
539258 Each ml contains: - Besifloxacin Hydrochloride Equivalent to Besifloxacin (In House) (6
mg)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)
3L BETAMETHASONE , NEOMYCIN AND HYPROMELLOSE EYE/EAR DROPS Domestic
75903 - Betamethasone Sodium Phosphate IP (0.1 % W/V)
- NEOMYCIN SULPHATE IP (0.5 % W/V)
- Hydroxypropyl Methyl Cellulose IP (0.25 % W/V)
- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % V/V)
- IN STERILE AQUEOUS BASE IHS ( QS)
32. BETAMETHASONE AND HYPROMELLOSE EYE/EAR DROPS Domestic
75907 - Betamethasone Sodium Phosphate IP (0.1 % W/V)
- Hydroxypropyl Methy! Cellulose IP (0.25 % W/V)
- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % V/V)
- IN STERILE AQUEOUS BASE IHS ( QS)
33 Brimonidine Tartrate Plus Timolol Ophthalmic Solution Domestic
644199 Each ml contains: - Brimonidine Tartrate IP (0.15 % W/V)
- Timolol Maleate IP Eq to Timolol (0.5 % W/V)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.02 % V/V)
34. BRINZEM-T/ BRINZOLAMIDE 1% + TIMOLOL 0.5% EYE DROPS Export
609812 Each ml contains: - Brinzolamide USP (1 % W/V)
- Timolol Maleate BP Eq. to Timolol (0.5 % W/V)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chlorde NF USP (0.01 % W/V)
35. Brinzolamide and Timolol Ophthalmic Suspension Domestic
580181 Composition: - Timolol Maleate IP Equivalent to Timolol IP (0.5 % W/V)
- Brinzolamide IP (1.0 % W/V)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)
36. BRINZOLAMIDE OPHTHALMIC SUSPENSION IP 1.0% W/V Domestic (IP)
553731 Each ml contians: - Brinzolamide IP (10 mg)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)
37. BRINZEM / BRINZOLAMIDE OPHTHALMIC SUSPENSION USP 1.0% W/V Export
609889 composition: - Brinzolamide USP (1 % W/V)
- Sterile Aqueous Vehicle (- QS)
- Benzalknonium Chloride USP /NF (0.01 % W/V)
38 BROMFENAC OPHTHALMIC SOLUTION 0.09% W/V Export
55879  ML: - Bromfenac Sodium 1.035 mg equivalent to Bromfenac free acid
IHS (1.035 MG)
. - Benzalkoium Chloride(AS PRESERVATIVE) BP (0.005 % W/V)
» - Sterile aqueous vehicle : g.s. IHS ( QS)
39. Carboxymethylcellulose Eye Drops I P Domestic (IP)
515133 Each ml contains: . - Carboxymethylcellulose Sodium IP (0.5 % W/V)
" - Pumnified Water (- QS)
| _ - . - Stabilized Oxychloro Complex (0.005 % W/V)
40. CARMELLOSE SODIUM EYE DROPS BP Domestic (BP)
515626 Each ml contains: - Carmellose Sodium BP (10 mg)
- Purified Water (- QS)
- Stabilized Oxychloro Complex (In House) (0.075 mg)
41. CHLORAMPHENICOL EYE DROPSBP 0.5% W/V Export
76118  ML: — - Chloramphenicol BP (0.5 % W/V)
- Phenyl Mercuric Nitrate (As Preservative) BP (0.002 % W/V)
= - - WATER FOR INJECTION BP ( QS)
42. CHLORAMPHENICOL EAR DROPSBP 5.0% W/V Export

- Chloramphenicol BP (5.0 % W/V)

6 L ML: -
Fﬁ,ﬂ BT A M8 B A S e T A - PrenyiMercurc Niate (As Preservative) BP (0.002 % W)

- WATER FOR INJECTION BP ( QS)

43 CHLOROQUINE PHOSPHATE INJECTION B.P. Export,Domestic
76101  ML: - Chloroquine Phosphate BP eq. to chloroquine base BP (40 MG)
- ORTHO PHOSPHORIC ACID (FOR pH ADJUSTMENT) BP ( QS)
- WATER FOR INJECTION IP ( QS)
44. Ciprofloxacin 0.3% wi/v + Dexamethasone 0.1% wi/v Eye drops Domestic
508164 Composition: - Ciprofloxacin (as Ciprofloxacin Hydrochloride IP) IP (0.3 % W/V)
- Dexamethasone IP (0.1 % W/V)
- Aqueous buffered vehilce (- QS)
45. CIPROLEX (CIPROFLOXACIN EYE/EAR DROPS5ML) Export
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76128  ML: - Ciprofioxacin Hydrochloride USP eq. to Ciprofloxacin USP (0.3 %
wiv)
- Benzalkonium Chloride Solution (As Preservative) USP (0.02 % V/V)

- Sterile aqueous base IHS ( QS)

46. CIPROMAX (CIPROFLOXACIN OPHTHALMIC SOLUTION USP) Export
76115  ML: - CIPROFLOXACIN HYDROCHLRIDE BP EQ. TO CIPROFLOXACIN
BASE BP (3.0 MG)

- Benzalkonium Chloride Solution IP (0.02 % V/V)
- WATER FOR INJECTION BP ( QS)

41. CYCLOPENTOLATE EYE DROPSBP Domestic
76018 - Cyclopentolate Hydrochloride BP (1.0 % W/V)

- Chlorbutol (As preservative) IP (0.5 % W/V)

- Sterile aqueous vehicle IHS ( QS)

48. CYCLOPENTOLATE EYE DROPSIP Domestic (IP)
416022 Each ml contains:: - Cyclopentolate Hydrochloride IP (10 mg)

- Aqueous buffered vehicle (- QS)

- Benzalkonium Chloride solution IP (0.0002 ml)

49. Dehydrated Alcohol Injection USP Export
623231 Each ml contains: - Dehydrated Alcohol USP (98 % V/V)
- Water for Injection USP (- QS)
0. DESMORIGHT / Desmopressin Intranasal Solution Export (BP)
624217 Each ml contains: - Desmopressin Acetate Equivalent to Desmopressin BP (0.07 %
w/v)

- Each spray delivers 10 microgram of desmopressin Acetate
(10micro/dose) (-)

- Benzalkonium Chloride Solution BP (0.1 mg)

- Water for Injections BP (- QS)

5L DESMORIGHT / DESMOPRESSIN INTRANASAL SOLUTION Export (BP)
636856 Composition: - Desmopressin Acetate (0.01 % W/V)

- Equivalent to Desmopressin BP (0.0089 % W/V)

- Each spray delivers Desmopressin Acetate (10 mcg)

- Equivalent to Desmopressin BP (8.9 mcg)

- Benzalkonium Chloride Solution BP (0.02 % W/V)

52. DESMOPRESSIN NASAL SOLUTION (NASAL SPRAY) Export (BP)
548523 Each ml contains: - Desmopressin Acetate Equivalent to Desmopressin (0.1 mg)
- Water for Injections BP (- QS)
- Each spray delivers 10 microgram of Desmopressin Acetate (10
Microg/Dose) (- )
- Benzalkonium Chloride solution BP (0.1 mg)

53. DESMOPRESSIN NASAL SOLUTION (NASAL SPRAY) Export (BP)
551914 Each ml contains: - Desmopressin Acetate (0.1 mg)
- Water for Injections BP (- QS)
- Excipients (- QS)
- Each spray delivers 10 microgram of desmopressin Acetate )10
Microg/Dose) (-)
- Benzalkonium Chloride solution BP (0.1 mg)

S4. DESMOPRESSIN NASAL SPRAY SOLUTION Export (IHS(In House))
605013 Each ml contains: - Desmopressin Acetate (In House) (0.1 mg)
- Each spray delivers 10 microgram of Desmporessin Acetate (10
microg/dose) (-)
- Water for Injection BP (- QS)
- Benzalkonium chloride Solution (50%) BP (0.2 mg)

S5. DESMOPRESSIN NASAL SPRAY SOLUTION USP Export (USP)
603206 Each ml contains: - Desmopressin Acetate USP (0.1 mg)
Lo - Each spray delivers 10 microgram of Desmopressin Acetate
L (10Microg/Dose) (- )
d - - Water for Injection BP (- QS)
o s - Benzalkonium Chloride Solution BP (0.1 mg)
56. DEXACIN EYE DROPS Export
76129  ML: A— = —— - NEOMYCIN SULPHATE BP EQ. TO NEOMYCIN BASE 0.35%W/V)

BP (0.5 % W/V)

- Dexamethasone Sodium Phosphate BP (0.1 % W/V)
- Phenyl mercuric nitrate BP (0.002 % W/V)

- Sterile aqueous buffered vehicle IHS ( QS)

57. DEXAMETHASONE SODIUM PHOSPHATE INJECTION IP Domestic
75794  ML: - - DEXAMETHASONE SODIUM PHOSPHAE IP EQ. TO
DEXAMETHASONE PHOSPHATE IP (4 MG)
- . -METHYL PARABEN IP (0.15 % W/V)
} i - Propyl Paraben (As Preservative) IP (0.02 % W/V)

- - WATER FOR INJECTION IP ( QS)

EloA AMAMHARASH TR A - sodunMeabisupnie 1P(QS)
- Sodium Citrate Anhydrous IP ( QS)

- SODIUM HYDROXIDE (FOR pH ADJUSTMENT) IP ( QS)

8. Dexamethasone Sodium Phosphate | njection USP 4mg/ml Export (USP)
407508 Each ml contains: - Dexamethasone Sodium Phosphate Equivalent to Dexamethasone
Phosphate USP (4 mg)
- Water for Injections BP (- QS)
- Methyl Paraben BP (0.15 % W/V)
- Propy! Paraben BP (0.02 % W/V)

9. DEXAMETHASONE SODIUM PHOSPHATE OPHTHALMIC SOLUTION USP Export
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76126  ML: - Dexamethasone sodium phosphate USP Eq. to Dexamethasone
phosphate USP (0.1 % W/V)
- Phenyl mercuric nitrate BP (0.001 % W/V)
- WATER FOR INJECTION IP ( QS)
60. DIAZEPAM INJECTION IP Domestic
75855  ML: - Diazepam IP (5 MG)
- Benzyl Alcohol IP (2 % W/V)
- WATER FOR INJECTION IP ( QS)
61. DICLOFENAC INJECTION IP Domestic (IP)
515138 Each ml contains: - Diclofenac Sodium IP (75 mg)
- Water for Injections IP (- QS)
- Benzyl Alcohol IP (2 % V/V)
62. DICLOFENAC SODIUM INJ.IP25MG/ML 3ML AMPOULES, Domestic
75771 ML: - DICLOFENAC SODIUM IP (25 MG)
- Benzyl Alcohol IP (4.0 % W/V)
- WATER FOR INJECTION IP ( QS)
- Mannitol IP ( QS)
- Sodium Metabisulphite IP ( QS)
- sodium hydroxide IP ( QS)
63. DIcLOCAN / Diclofenac Sodium Injection 75 mg/ 3 ml Export (IHS(In House))
602436 Each ml contains:: - Diclofenac Sodium BP (25 mg)
- Water for Injections BP (- QS)
- Benzyl Alcohol BP (4 % W/V)
64. DICLOFENAC SODIUM OPHTHALMIC SOLUTION IP 0.1% Domestic
75999 ML: - DICLOFENAC SODIUM IP (0.1 % W/V)
- SORBIC ACID (AS PRESERVATIVE) IP (0.2 % W/V)
- WATER FOR INJECTIN IP ( QS)
- Sodium Metabisuiphite IP ( QS)
- Disodium EDTA IP ( QS)
- Sodium Chloride IP ( QS)
65. DIGOXIN INJECTION BP Export
76131  ML: - Digoxin BP (0.25 MG)
- WATER FOR INJECTIONS BP ( QS)
- ethanol IP ( QS)
- Propylene Glycol IP ( QS)
- SODIUM PHOSPAHTE BP ( QS)
66. DOBUTAMINE INJECTION USP Domestic
76032  ML: - Dobutamine Hydrochloride USP equivalent to Dobutamine USP (50
MG)
- WATER FOR INJECTIONS IP ( QS)
67. SANMINE 50/ DOBUTAMINE INJECTION USP 50MG/M L Export
609927 Each ml contains: - Dobutamine Hydrochloride USP Equivalent to Dobutamine (50 mg)
- Water for Injection USP (- QS)
68. DOLPROX 20 (PIROXICAM INJECTION 20 MG/ML) Export
76155 ML: - PIROXICAM USP (20 MG)
- Benzyl Alcohol (as preservative) USP (20 MG)
- Ethanol content IHS (12.68 % V/V)
- WATER FOR INJECTIONS USP ( QS)
69. DOPAMINE HYDROCHLORIDE INJECTION USP Domestic
76024  ML: - Dopamine Hydrochloride USP (40 MG)
- WATER FOR INJECTIONS IP ( QS)
70. poPASYS/ DOPAMINE HYDROCHLORIDE INJECTION USP 40M G Export
609871 Each ml contains: - Dopamine Hydrochloride USP (40 mg)
- Water for Injections BP (- QS)
71 DOPAQARD (DOPAMINE HYDROCHLORIDE INJECTION BP) Export
76140 ML - Dopamine Hydrochloride BP (40 MG)
¥ - WATER FOR INJECTIONS BP ( QS)
72. DOR-B-COMPLEX INJECTION Export
76135  ML: * - Thiamine Hydrochloride BP (10 MG)
=~ - i - Riboflavin Sodium Phosphate BP (2 MG)
- PYRIDOXINE HYDROCHLORIDE BP (2 MG)
- NICOTINAMIDE BP (100 MG)
- Cyanocobalamine BP (4 MCG)
- D-Panthenol BP (3 MG)
- Benzyl Alcohol (as preservative) BP (0.9 % W/V)
- WATER FOR INJECTIONS BP ( QS)
73. DOR- NAC INJECTION (DICLOFENAC INJECTION 75MG/3ML) Export
76133 ML: - - DICLOFENAC SODIUM BP (25 MG)
- Benzyl Alcohol BP (4.0 % W/V)
- WATER FOR INJECTIONS BP ( QS)
74. D-PANTHENOL AND SODIUM HYALURONATE OPHTHALMIC SOLUTION Domestic (IHS(In House))
542659 Composition: - D-Panthenol IP (50 mg)
- Sodium Hyaluronate BP Equivalent to Hyaluronic Acid BP (1 mg)
- Sterile Aqueous Vehicle (- QS)
- Stabilized Oxychloro Complex (0.01 % W/V)
7. Drotaverine Hydrochloride I njection 20mg/ml Domestic (IHS(In House))
636335 Each ml contains: - Drotaverine Hydrochloride (In House) (20 mg)
- Absolute Alcohol IP (8 % V/V)
- Water for Injection IP (- QS)
76. DROTAVERINE INJ 20 MG/M L Domestic
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75854  ML: - Drotaverine Hydrochloride IHS (20 MG)
- Sodium Metabisulphite IP (1 MG)
-ABSOLUTE ALCOHOL IP (8 % V/V)
- WATER FOR INJECTION IP ( QS)
. ENROFLOXACIN INJECTIN 5% (VETERINARY) Export
67449  ML: - Enrofloxacin IHS (50 MG)
- Benzyl Alcohol BP (1.5 % W/V)
- Propylene Glycol BP (10 % V/V)
78. ENROFLOXACIN INJECTION 10% (VETERINARY) Export
67450 ML: - Enrofloxacin IHS (100 MG)
- Benzyl Alcohol BP (1.5 % W/V)
- Propylene Glycol BP (10 % V/V)
- WATER FOR INJECTIONS BP ( QS)
7. ERGOMETRINE MALEATE INJECTION BP Export
76106  ML: - ERGOMETRINE MALEATE BP (0.5 MG)
- Sodium Chloride BP (0.5 %)
- MALEIC ACID BP (0.0108 %)
- WATER FOR INJECTION IP ( QS)
80. ETAMSYLATE INJECTION Domestic
75862  ML: - Etamsylate BP (125 MG)
- WATER FOR INJECTION IP ( QS)
- Hydrochloric acid IP ( QS)
8L FLUOROMETHOLONE OPHTHALMIC SUSPENSION USP Domestic (USP)
419738 Each ml contains:: - Fluorometholone USP (1 mg)
- Sterile Aqueous base (- QS)
- Benzalkonium Chloride Solution IP (0.04 mg)
82. Fluphenazine Decanoate | njection USP 25mg/ml Export (USP)
513250 Each ml contains: - Fluphenazine Decanoate USP (25 mg)
- Benzyl alcohol USP (1.5 % W/V)
- Sesame Oil USP (- QS)
83. FLUROMETHOLONE OPHTHALMI|C SUSPENSION USP Export
76169  ML: - Flurometholone USP (0.1 % W/V)
- Benzalkonium Chloride USP (0.004 % W/V)
- Purified Water USP ( QS)
- Polyvinyl Alcohol USP (1.4 % W/V)
- Sodium Chloride USP (0.768 % W/V)
- Sodium phosphate dibasic USP (0.431 % W/V)
- Sodium Phosphate Monobasic USP (0.055 % W/V)
- Polysorbate 80 USP (0.0275 % W/V)
- Edetate Disodjum USP (0.127 % W/V)
84. FLUTICASONE FUROATE NASAL SPRAY Export
55891  SPRAY: - Fluticasone Furoate IHS (27.5 MCG)
- Fluticasone Furoate IHS (0.055 % W/V)
- Benzalkoium Chloride (preservative) BP (0.02 % W/V)
85. Zinir Nasal Spray / Fluticasone Nasal Spray Export (BP)
540030 Each spray delivers: - Fluticasone Propionate BP (50 mcg)
- Fluticasone Propionate BP (0.05 % W/V)
- Benzolkonium Chloride BP (0.01 % W/V)
- Phenylethyl Alcohol USP (0.25% % V/V)
86. FRUSEMIDE INJECTION -BP Domestic
75819  ML: - Frusemide BP (1 % W/V)
- Sodium Chloride IP ( QS)
- sodium hydroxide IP ( QS)
- WATER FOR INJECTION IP ( QS)
ar. GATIFLOXACIN AND DEXAMETHASONE EYE DROP Domestic (IP)
477385 Each ml contains: T - Gatifoxacin IP (3 mg)
P & - Dexamethasone Sodium Phosphate IP Equivalent to
. Dexamethasone Phosphate IP (1 mg)
o . - Aqueous Buffered Vehicle (- QS)
i - - Benzalkonium Chloride Solution IP (0.01 % V/V)
88. GATIFLOXACIN AND DEXAMETHASONE EYE DROPS Domestic (IP)
425291 each ml contains: - Dexamethasone Sodium Phosphate IP equivalent to
Dexamethasone IP (0.1 % W/V)
- Gatifloxacin IP equivalent to Gatifloxacin Anhydrous IP (0.3 % W/V)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.02 % V/V)
89. GENTAMICIN EYE DROPS BP 0.3% Export
106429 ML: = ’ - Gentamicin Sulphate BP Eq. To Gentamicin base BP (0.3 % W/V)
- Benzalkonium Chloride Solution BP (0.02 % V/V)
» : - WATER FOR INJECTION BP ( QS)
F90- GENTAMICIN & HYPROMEL LOSE EYE/EAR DROPS Domestic
Toolier = FEEFS AT BTl ¥ § F RS - Gentamicin Sulphate IP equivalent to Gentamicin base IP (0.3 %
wv)
- Hydroxypropyl Methyl Cellulose IP (0.25 % W/V)
- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % V/V)
- Sterile aqueous vehicle IHS ( QS)
9L GENTAMICIN EYE / EAR DROPSBP Export
103570 ML: - GENTAMICIN SULPHATE BP EQ. TO GENTAMICIN BASE (3 MG)
- Benzalkonium Chloride Solution BP (0.02 % V/V)
- WATER FOR INJECTION IP ( QS)
92. GENTAMICIN EYE/EAR DROPS BP Export (BP)
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510888 Each ml contains: - Gentamicin Sulphate BP Eq. to Gentamicin Base BP (3 mg)
- Benzalkonium Chloride Solution BP (0.02 % V/V)
- Water for Injections BP (- QS)
8. GENTAMICIN INJECTION BP 80 MG/2M L Export
76160 ML: - Gentamicin Sulphate BP Equivalent to Gentamicin base BP (40 MG)
-METHYL PARABEN BP (0.18 % W/V)
- Propyl Paraben (As Preservative) BP (0.02 % W/V)
- WATER FOR INJECTIONS BP ( QS)
94. GENTAMICIN- INJECTION IP Domestic
75777 ML: - GENTAMYCIN AS SULPHATE IP EQ. TO GENTAMICIN BASE IP
(40 MG)
-METHYL PARABEN IP (1.8 MG)
- PROPYL PARABEN IP (0.2 MG)
- WATER FOR INJECTION IP ( QS)
- Disodium EDTA IP ( QS)
- SOIDUM METABISULPHITE IP ( QS)
95. GENTAMICIN SULPHATE & DEXAMETHASONE SODIUM PHOSPHATE EYE Domestic
DROPS
75901  ML: - Gentamicin Sulphate IP Eq. to Gentamicin base IP (0.3 % W/V)
- DEXAMETHASONE PHOSPHATE (AS DEXAMETHASONE
SODIUM PHOSPHATE ) IP (0.1 % W/V)
- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % V/V)
- WATER FOR INJECTION IP ( QS)
9. GENTAMICIN SULPHATE EYE DROPSB.P Export
76121  ML: - Gentamicin Sulphate BP Eq. To Gentamicin base BP (3 MG)
- Benzalkonium Chloride Solution BP (0.02 % V/V)
- WATER FOR INJECTION IP ( QS)
97. GVITHER 20 INJECTION (ARTEMETHER INJECTION 20 MG) Export
8072 mi: -ARTEMETHER IHS (20 MG)
- ETHYL OLEATE BP( QS)
98. GVITHER 40 INJECTION (ARTEMETHER INJECTION 40 MG) Export
8055 ml: - ARTEMETHER IHS (40 MG)
-ETHYL OLEATE BP(QS)
99. GVITHER-80 (ARTEMETHER INJECTION 80 MG) Export
8048 mi: -ARTEMETHER IHS (80 MG)
-ETHYL OLEATE BP ( QS)
- Sterilised Disposalble Syringe & Sterile Needle IHS (2 ML)
- EACH KIT CONTAINS : ARTEMETHER INJECTION 80MG IHS (
MG)
100. HEPARIN INJECTION 1000 U Domestic
76089 ML: - HEPARIN SODIUM IP EQ. TO HEPARIN UNITS 1000 IU/ML IP (
)
- Benzyl Alcohol IP (0.95 % V/V)
- WATER FOR INJECTIONS IP ( QS)
101 HEPARIN INJECTION IP Domestic
76084 ML: - HEPARIN SODIUM IP EQ. TO HEPARIN UNITS 5000 IU/ML IP ( IU)
- Benzyl Alcohol IP (0.95 % V/V)
- WATER FOR INJECTIONS IP ( QS)
102. HEPARIN INJECTION IP (5SML AMP) Domestic
76086 ML: - HEPARIN SODIUM IP EQ. TO HEPARIN UNITS 2000 IU/ML IP (
)
- Benzyl Alcohol IP (0.95 % V/V)
- - WATER FOR INJECTIONS IP ( QS)
103. HEPARIN SODIUM INJECTION IP Domestic (IP)
528568 Each ml contains. & % - Heparin Sodjum (Derived from Porcine Intestinal Mucosa) IP (5000
N )
: " - Benzyl alcohol IP (0.95 % W/V)
r 3 - Water for Injections IP (- QS)
104. HEPARIN SODIUM INJECTION IP Domestic (IP)
528570 Each ml contains: - Heparin Sodium (Derived from Porcine Intestinal Mucosa) IP (1000
)
- Benzyl alcohol IP (0.95 % W/V)
- Water for Injections IP (- QS)
105. Hypromellose Ophthalmic Solution USP Domestic (USP)
511308 Each ml contains: - Hydroxypropylmethyicellulose IP (3 mg)
- . - Aqueous Buffered Vehicle (- QS)
- Stabilised Oxychloro Complex (0.005 % W/V)
106. IRON SUCROSE INJECTION USP Domestic (USP)
F @ﬁacmw H A 5 r-" J P > 'q - Ferric Hydroxide in Complex withSucrose Eq. to elemental Iron (20
mg)
- Water for Injection BP (- QS)
107. SORBIKARD / | SOSORBIDE DINITRATE INJECTION BP Export
609918 Each ml contains: - Isosorbide Dinitrate (1 mg)
- Sodium Chloride BP (9 mg)
- Water for Injections BP (- QS)
108. KARDEX (DOPAMINE HYDROCHLORIDE INJECTION BP) Export
76141  ML: - Dopamine Hydrochloride BP (40 MG)
- WATER FOR INJECTIONS BP ( QS)
109. SHAYLOK 0.4% /| KETOROLAC TROMETHAMINE 0.4% EYE DROPS Export
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645431 Each ml contains: - Ketorolac Tromethamine USP (4 mg)
- Benzalknium Chloride BP (0.12 mg)

110. FREEPAIN/ KETOROLAC TROMETHAMINE INJECTION USP 30MG/ML

Export (USP)

223238 - KETOROLAC TROMETHAMINE USP (30 mg)
- WATER FOR INJECTIONS IP (. QS)

111. LATANOPROST EYE DROPS

535726 Each ml contains: - Latanoprost (In House) (50 mcg)
- Aqueous Buffered Vehicle (- QS)
- Potassium Sorbate NF IP (4.70 mg)

Domestic (IHS(In House))

112. LATANOPROST EYE DROPS

598659 Each ml contains: - Latanoprost (In House) (50 mcg)
- Aqueous Buffered Vehicle (- QS)
- Benzalkonium Chiride NF (0.02 % W/V)

Domestic (IHS(In House))

- Water for Injection BP (- QS)
- Benzyl Alcohol BP (1.5 % V/V)

113. XYLOCAN/ Lidocaine Injection BP 2% wi/v Export (BP)
602417 Each ml contains:: - Lidocaine Hydrochloride BP (2 % W/V)

- Water for Injections BP (- QS)
114. LIDOCAINE INJECTION BP 1% W/V Export
49890 ML: - Lidocaine Hydrochloride BP (1 % W/V)

- WATER FOR INJECTIONS BP ( QS)
115. LIDOCAINE INJECTION BP 1% W/V (4ML AMPOULE OF LIDOCAINE 1% W/V) Domestic
75867  DILUENT AMPOULE OF 4ML: - Lidocaine Hydrochloride BP (1 % W/V)

- WATER FOR INJECTION BP ( QS)
116. LINCOMYCIN INJECTION BP Export (BP)
537021 Each 2ml contains: - Lincomycin Hydrochloride BP Equivalent to Lincomycin BP (600 mg)

- Sterile Aqueous Buffered Vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.02 % V/V)

17. LOTEPREDNOL ETABONATE AND MOXIFLOXACIN OPHTHALMIC Domestic (IHS(In House))
SUSPENSION
536979 Composition: - Loteprednol Etabonate (In House) (0.5 % W/V)
- Moxifloxacin Hydrochloride IP Equivalent to Moxifloxacin IP (0.5 %
W)
- Sterile Aqueous vehicle (- QS)
18 LOTEPREDNOL ETABONATE OPHTHALMIC SUSPENSION Export
55886  ML: - Loteprednol Etabonate IHS (5 MG)
- Benzalkonium Chloride (As Preservative) BP (0.01 % W/V)
- Sterile aqueous vehicle IHS ( QS)
119. L oteprednol Etabonate Ophthalmic Suspension Domestic
595720 Each ml contains: - Loteprednol Etabonate (In House) (5 mg)
- Sterile Aqueous Buffered Vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.01 % V/V)
120. L oteprednol Etabonate Ophthalmic Suspension Domestic (IHS(In House))
595721 Each ml contains: - Loteprednol Etabonate (In House) (0.2 % W/V)

121. METHYLERGOMETRINE MALEATE INJECTION IP IML AMPOULE

75817  ML: - Methylergometrine Maleate IP (0.2 MG)
- MALEIC ACID IP (0.0086 % W/V)
- EDTA Disodium IP (0.01 % W/V)
- WATER FOR INJECTION IP ( QS)

Domestic

IM/IV USE ONLY

122. METOCLOPRAMIDE HYDROCHLORIDE INJECTION IP 2ML AMPOULE FOR

Domestic

75811  ML: Lot - METOCLOPRAMIDE HYDROCHLORIDE IP EQ. TO
METOCLOPRAMIDE IP (5 MG)
F - - BENZALKONIUM CHLORIDE SOLUTION IP EQ. TO
r . BENZALKONIUM CHLORIDE (AS PRESERVATIVE) IP (0.02 % V/V)
- Sodjum Chloride IP (7.8 % W/V)
s . - Sodium Metabisuiphite IP (1.48 % W/V)
- Sodium Acetate IP (3 % W/V)
- Disodijum EDTA IP (1 % W/V)
- WATER FOR INJECTION IP ( QS)

123. METOCLOPRAMIDE INJECTION BP5MG/ML

Export

76109  ML: - Metoclopramide Hydrochloride (Anhydrous) BP (5 MG)
- - WATER FOR INJECTION IP ( QS)
- Sodium Metabisulphite IP ( QS)
= g - disodium edetate IP ( QS)
- Sodium Acetate IP ( QS)
- Glacial Acetic Acid IP ( QS)

F 124. MOMETASONE FUROATE AQUEOUS NASAL SPRAY (EACH SPRAY
DELIVERS50 MCG MOMENTASONE FUROATE PER ACTUATION)

55894 SPRAY: - Mometasone Furoate BP (0.05 % W/V)
- Benzalkonium Chloride (as preservative) BP (0.02 % W/V)
- Phenyl Ethyl Alcohol (as preservative) USP (0.25 % W/V)
- Aqueous buffered vehicle IHS ( QS)

Export

DROPS

125. MOXIFLOXACIN 0.5% AND DEXAMETHASONE PHOSPHATE 0.1% EYE

Domestic (IHS(In House))
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mg)

608494 Each ml contains: - Moxifloxacin Hydrochloride IP Equivalent to Moxifloxacin Base (5

- Dexamethasone Sodium Phosphate IP Equivalent to
Dexamethasone Phosphate (1 mg)

- Sterile Aqueous Vehicle (- QS)

- Benzalkonium Chloride IP (0.01 % W/V)

126. MOXIFLOXACIN AND DIFLUPREDNATE EYE DROPS

mg)

- Difluprednate (In House) (0.5 mg)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)

Domestic (IHS(In House))

539270 Each ml contains: - Moxifloxacin Hydrochloride IP Equivalent to Moxifloxacin Base IP (5

127. MOXIFLOXACIN AND KETOROLAC TROMETHAMINE OPHTHALMIC

Domestic (IHS(In House))

SOLUTION
644198 Each ml contains: - Moxifloxacin Hydrochloride IP eq. to Moxifloxacin (5 mg)
- Ketorolac Tromethamine IP (5 mg)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.02 % V/V)
128. M oxifloxacin and L oteprednol Etabonate Ophthalmic Suspension Domestic (IHS(In House))
596837 Each ml contains: - Moxifloxacin Hydrochloride Eq. to Moxifloxacin IP (5 mg)

- Loteprednol Etabonate (In House) (56 mg)
- SterileAqueous buffered Vehicle (- QS)
- Benzalkonium Chloride Solution IP (0.02 % V/V)

129. MOXIFLOXACIN AND PREDNISOLONE ACETATE EYE DROPS

mg)

- Prednisolone Acetate USP (10 mg)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chloride NF (0.01 % W/V)

Domestic (IHS(In House))

598658 Each ml contains: - Moxifloxacin Hydrochloride Equivalent to Moxifloxacin base BP (5

130. MOXIFLOXACIN AND PREDNISOLONE ACETATE OPHTHALMIC SOLUTION

603110 Each ml contains: - Prednisolone Acetate IP (10 mg)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)

Domestic (IHS(In House))

76127  ML: - Hydrocortisone Acetate BP (1.5 % W/V)
- NEOMYCIN SULPHATE BP (0.5 % W/V)
- Benzalkonium Chloride Solution (As Preservative) USP (0.02 % V/V)

- Sterile aqueous vehicle IHS ( QS)

131 MOXIFLOXCIN EYE DROPSIP 5ML Domestic (IP)
490612 Each ml contains: - Moxifloxcin Hydrochloride IP Equivalent to Moxifloxcin IP (5 mg)

- Sterile Aqueous vehicle (- QS)
132. NEO-HYCOLEX EYE, NOSE & EAR DROPS5ML Export

133. NEOMYCIN SULPHATE & DEXAMETHASONE SODIUM PHOSPHATE Domestic
OPHTHALMIC SOLUTION USP
75917  ML: - Neomycin Sulphate IP Eq. to Neomycin Base IP (0.5 % W/V)

- Dexamethasone Sodium Phosphate IP Eq. to Dexamethasone
Phosphate IP (0.1 % W/V)
- Phenyl mercuric nitrate IP (0.002 % W/V)
- WATER FOR INJECTION IP ( QS)

134. NETILMICIN SULFATE INJECTION USP (2ML AMP) Domestic
76028 ML: - NETILMICIN SULPHATE USP EQUIVALENT TO NETILMICIN USP
(100 MG)
- Benzyl Alcohol (as preservative) IP (1 % V/V)
- WATER FOR INJECTIONS IP ( QS)
135. NITROGLYCERIN INJECTION 5Mg/ml Export (USP)
519587 Each ml contains. & . - Diluted Nitroglycerin USP Equivalent to Nitroglycerin USP (5 mg)
" - Alcohol (absolute) USP (30 % V/V)
- : - Propylene Glycol USP (30 % V/V)
r = - Water for Injection USP (- QS)
136. NITROSAN / Nitroglycerin I njection USP Export
623230 Each ml contains: - Diluted Nitroglycerin USP Equivalent to Nitroglycerin (1 mg)
- Absolute Alcohol USP (10 % V/V)
- Propylene Glycol USP (10 % V/V)
- Water for Injection BP (- QS)
137. NITROGLYCERIN INJECTION USP 1IMg/MI Export (USP)
519574 Each ml contains: - Dilute Nitroglycerin USP equivalent to Nitroglycerin USP (1 mg)
- - Alcohol (absolute) USP (5 % V/V)
- Propylene Glycol USP (40 % V/V)
! - Water for Injection USP (- QS)
F138- NITROGLYCERIN |NJECT|ON USP IMG/ML Domestic (USP)
Bo8753 "Each mil Eofitaing. ™7 7 & W Wleasw ® W = W= Dilute Nitroglycerin USP Equivalent to Nitroglycerin USP (1 mg)
- Alcohol (Absolute) USP (5 % V/V)
- Propylene Glycol USP (40 % V/V)
- Water for Injection USP (- QS)
139. NITROGLYCERIN INJECTION USP5MG/ML Export (USP)
470765 Each ml contains: - Diluted Nitroglycerin USP Equivalent to Nitroglycerin USP (5 mg)
- Alcohol (Absolute) USP (30 % V/V)
- Propylene Glycol USP (30 % V/V)
- Water for Injection USP (- QS)
140. NITROGLYCERIN INJECTION USP 5MG/ML Domestic (USP)
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- Propylene Glycol USP (30 % V/V)
- Alcohol (Absolute) USP (30 % V/V)
- WAter for Injection USP (- QS)

525450 Each ml contains: - Diluted Nitroglycerin USP equivalent to Nitroglycerin USP (5 mg)

75921  ML: - Norfloxacin IP (0.3 % W/V)

- WATER FOR INJECTION IP ( QS)

141. CORAL'SNITROGLYCERIN INJECTION/ NITROGLYCERINE INJECTION USP 5 Export (USP)
MG/ML
469485 Each ml contains: - Diluted Nitroglycerin USP Equivalent to Nitroglycerin USP (5 mg)
- Alcohol (Absolute) USP (30 % V/V)
- Propylene Glycol USP (30 % V/V)
- Water for Injection USP (- QS)
142. NORADRENALINE INJECTION IP (10ML AMP) Domestic
76092  ML: - NORADRENALINE BITARTARATE EQ. TO NORADRENALINE IP
(1 MG)
- WATER FOR INJECTIONS IP ( QS)
143. NORFLOXACIN EYE DROPSBP Domestic

- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % V/V)

144. NUVENTA INJECTION

- NICOTINAMIDE BP (20 MG)
- DEXPANTHENOL USP (5 MG)

- WATER FOR INJECTIONS BP ( QS)

Export

76145  ML: - Vitamin B1 (as Thiamine HCL) BP (33.3 MG)
- Vitamin B6 (As Pyridoxine HCL) BP (33.3 MG)
- VITAMIN B12(AS CYANOCOBALAMIN ) BP (333 MCG)
- Benzyl Alcohol (as preservative) BP (2 % V/V)

- Overages of vitamins added to compensate loss on storage IHS (

75878  ML: - OFLOXACIN USP (0.3 % W/V)
- DEXAMETHAZONE IP (0.1 % W/V)

Qs)
145. OFLOMAX (OFLOXACIN OPHTHALMIC SOLUTION USP) Export
76122  ML: - OFLOXACIN USP (3 MG)

- Benzalkonium Chloride Solution IP (0.02 % V/V)

- WATER FOR INJECTION IP ( QS)
146. OFLOXACIN & DEXAMETHASONE OPHTHALMIC SOLUTION Domestic

- Benzalkonium Chloride Solution (As Preservative) IP (0.02 % W/V)

- Benzyl Alcohol BP (2 % V/V)
- Water for Injections BP (- QS)

147. OFLOXACIN EYE/EAR DROPS Domestic
75925  ML: - OFLOXACIN USP (0.3 % W/V)
- Benzalkonium Chloride (As Preservative) NF (0.01 % W/V)
- STERILE AQUEOUS VEHILCE IHS ( QS)
148. ONDANSETRON INJECTIN USP Domestic
75824  ML: - Ondansetron Hydrochloride eq. to Ondansetron USP (2 MG)
- WATER FOR INJECTION IP ( QS)
149. OXYTETRACYCLINE DIHYDRATE LA 20% INJECTION (VETERINARY) Export
67451 ML: - OXYTETRACYCLINE DIHYDRATE BP EQUIVALENT TO
OXYTETRACYCLINE IN 2-PYROOLIDONE VEHICLE SYSTEM BP
(200 MG)
150. ADORE'SPARACETOMOL 600 INJECTION / PARACETAMOL INJECTION 600M G/5M L Export (IHS(In House))
539966 Each ml contains: - Paracetamol BP (120 mg)

- Propylene Glycol IP (40 % V/V)
- Ethanol IP (10 % V/V)
- Water for Injection IP (- QS)

151. PHENYTOIN INJECTION BP Export
76132  ML: - Phenytoin Sodium BP (50 MG)
- Propylene Glycol BP (40 % V/V)
e - ethanol BP (10 % V/V)
& - WATER FOR INJECTIONS BP ( QS)
152. Phenytoin I njection BP Export
623228 Each ml contains: ., - Phenytoin Sodium BP (50 mg)
- Propylene Glycol BP (40 % V/V)
~ - — - Ethanol BP (10 % V/V)
- Water for Injection BP (- QS)
153 ETON/PHENYTOIN INJECTION BP 50MG/ML Export
609798 Each ml contains: - Phenytoin Sodium BP (50 mg)
- Propylene glycol BP (40 % V/V)
- Ethanol BP (10 % V/V)
- - Water for Injection BP (- QS)
154. SANTON/PHENYTOIN INJECTION BP 50MG/ML Export
609884 Each ml contains: . - Phenytoin Sodium BP (50 mg)
} L - Propylene Glycol BP (40 % V/V)
- Ethanol BP (10 % V/V)
FM&MH FEr S8  woaterror /n/{sction BP)/— Qs)
155. ETON/PHENYTOIN INJECTION BP 50MG/ML Export
635997 Each ml contains: - Phenytoin Sodium BP (50 mg)
- Propylene Glycol BP (40 % V/V)
- Ethanol BP (10 % V/V)
- Water for Injection BP (- QS)
156. Phenytoin I njection |P Domestic (IP)
635826 Each ml contains: - Phenytoin Sodium IP (50 mg)
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157. Phenytoin Sodium I njection USP Export
623229 - Phenytoin Sodium USP (50 mg)

- Propylene Glycol USP (40 % V/V)

- Ethanol USP (10 % V/V)

- Water for Injection USP (- QS)

158. PHYTOMENADIONE INJECTION BP 10MG/ML Domestic (BP)
422414 Each ml contains: - Phytomenadione BP (10 mg)

- Water for Injection IP (- QS)
159. PHYTOMENADIONE INJECTION BP Dometic (BP)
407570 Each 0.5ml contains: - Phytomenadione BP (1 mg)

- Water for Injection IP (- QS)
160. VITAL VITK1/ PHYTOMENADIONE INJECTION BP Export (BP)
645427 Each 0.5ml contains: - Phytomenadione BP (1 mg)

- Water for Injection BP (- QS)
161. PIROXICAM INJECTION IM Export
76102  ML: - PIROXICAM BP (20 MG)

- Benzyl Alcohol IP (20 MG)

- ALCOHOL (ABSOLUTE ALCOHOL CONTENT 12.68% V/V) IP
(13.34 % V)

- WATER FOR INJECTION IP ( QS)

162. POLYETHYLENE GLYCOL 0.4% W/V + PROPYLENE GLYCOL 0.3% W/V EYE Dometic (IHS(In House))
DROPS
511307 Each ml contains: - Polyethylene Glycol 400 (In House) (0.4 % W/V)

- Propylene Glycol IP (0.3 % W/V)
- Sterile Aqueous vehicle (- QS)
- Stabilized Oxychloro Complex (0.01 % W/V)

163. POTASSIUM |ODIDE+SODIUM CHLORIDE+CALCIUM CHLORIDE EYE Domestic
DROPS
75912 - Potassium lodide IP (3.3 % W/V)
- Sodjum Chloride IP (0.83 % W/V)
- Calcium Chloride dihydrate IP (1 % W/V)
- SODIUM METHYL HYDROXYBENZOATE IP EQ. TO METHYL
HYDROXYBENZOATE (AS PRESERVATIVE) IP (0.023 % W/V)
- SODIUM PROPYL HYDROXYBENZOATE EQ. TO PROPYL
HYDROXYBENZOATE (AS PRESERVATIVE) IP (0.011 % W/V)
- IN STERILE BUFFERED BASE IHS ( QS)

164. PREDNISOLONE ACETATE OPHTHALMIC SUSPENSION USP Domestic
75920 ML: - Prednisolone Acetate USP (10 MG)
- BENZALKONIUM CHLOIRDE SOLUTION (AS PRESERVATIVE) IP
(0.02 % V/V)
- Sterile aqueous vehicle IHS ( QS)

165. PREDNISOLONE ACETATE PLUSOFLOXACIN OPHTHALMIC SUSPENSION Domestic
75879  ML: - Prednisolone Acetate USP (10 MG)
- OFLOXACIN USP (3 MG)

- Benzalkonium Chloride Solution IP (0.02 % W/V)
- Sterile aqueous base IHS ( QS)

166. SHYPED 25/ PREDNISOL ONE SODIUM PHOSPHATE 25 MG/ML INJ Export (USP)
642360 Each ml contains: - Prednisolone Sodium Phosphate USP Equivalent to Prednisolone
(25 mg)
- Water for Injections BP (- QS)
167. SHYPED 25/ PREDNISOL ONE SODIUM PHOSPHATE 25M G/ML INJECTION USP Export
645430 Each ml contains:
168. PREDNISOLONE SODIUM PHOSPHATE INJECTION U.SP Export
76105 ML: Y - PREDNISOLONE PHOSPHATE USP EQ. TO PREDNISOLONE
s PHOSPHATE USP (30 MG)
# : - WATER FOR INJECTION IP ( QS)
169. PROMETHAZINE HYDROCHLORIDE INJECTION IP Domestic
75858 ML: 7 ¥ - Promethazine Hydrochloride IP (25 MG)
i . - WATER FOR INJECTION IP ( QS)
170. PROTAMINE SULPHATE INJECTION IP 50MG/5M L Domestic (IP)
513510 Each.ml contains: - Protamine Sulphate IP (10 mg)
- Water for Injection IP (- QS)
171 QUININE DIHYDROCHLORIDE INJECTION Export
76130 ML: - Quinine Dihydrochloride BP (300 MG)
J - - Benzyl Alcohol (as preservative) BP (0.5 % W/V)
- WATER FOR INJECTIONS (FOR IV USE ONLY) BP ( QS)
172. RANITIDINE HYDROCHLORIDE INJECTION IP Domestic
75799 ML: i - RANITIDINE HYDROCHLORIDE IP EQ. TO RANITIDINE IP (25

MG)

FDA ,HM R AS H r R A - Benzyl Alcohol (as preservative) IP (1.5 % W/V)

- WATER FOR INJECTION IP ( QS)

173. Sodium Hyaluronate Eye Drops Domestic (IHS(In House))
552509 Each ml contains: - Sodium Hyaluronate BP (0.1 % W/V)

- Aqueous Buffered Vehicle (- QS)

- Stabilized Oxychloro Complex (0.05 % W/V)

174. STERILE WATER FOR INJECTION IP 2ML,5ML ,10ML AMPOULES Domestic
75859 - &amp,amp,; Water for Injections IP (0)

175. STERILE WATER FOR INJECTION BP 2ML /5ML /10 ML AMPOULES Export
76139 - &amp, Water for Injections (9:1) BP (0 )
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176. TAFLUPROST EYE DROPS 0.0015% W/V
535338 Each ml contains: - Tafluprost (In House) (0.015 mg)
- Sterile Aqueous vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)

Domestic (IHS(In House))

177. TAFLUCOM / Tafluprost Eye Drops 0.0015% wi/v
603331 Each ml contains: - Tafluprost (In House) (0.015 mg)
- Sterile Aqueous Vehicle (- QS)
- Benzalkonium Chloride IP (0.01 % W/V)

Export (IHS(In House))

- WATER FOR INJECTION IP ( QS)

- Monobasic Sodium Phosphate IP ( QS)
- sodium hydroxide IP ( QS)

178. TERLIPRESSIN INJECTION 1 MG/ 10ML AMP Domestic
76038  ML: - Terljpressin (as acetate) IHS (0.10 MG)

- Sodium Chloride IP (9 MG)

- WATER FOR INJECTIONS IP ( QS)
179. TIMOLOL MALEATE EYE DROPSIP 0.5% Domestic (IP)
608482 Each ml contains: - Timolol Maleate IP Equivalent to Timolol IP (0.5 % W/V)

- Water for Injection IP (- QS)

- Benzalkonium Chloride IP (0.02 % W/V)
180. TIMOLOL MALEATE OPHTHALMIC SOLUTION BP 0.25% Export (BP)
76125 ML: - TIMOLOL MALEATE BP EQ. TO TIMOLOL BP (0.25 % W/V)

- Benzalkonium Chloride (As Preservative) BP (0.02 % W/V)

- DISODIUM HYDROGEN PHOSPHATE IP ( QS)

- Sterile aqueous vehicle : g.s. IHS ( QS)

181. TIMOLOL MALEATE OPHTHALMIC SOLUTION BP 0.5% Export
76124  ML: - TIMOLOL MALEATE BP EQ. TO TIMOLOL BP (0.5 % W/V)

- Benzalkonium Chloride (As Preservative) BP (0.02 % W/V)

- WATER FOR INJECTION IP ( QS)

- DISODIUM HYDROGEN PHOSPHATE IP ( QS)

- Monobasic Sodium Phosphate IP ( QS)

- sodium hydroxide IP ( QS)
182. TOBRACID- DM EYE DROPS Export
106926 mi: - Tobramycin Sulphate USP equivalent to Tobramycin USP (0.3 %

wn)

- Dexamethasond Sodium Phosphate USP (0.1 % W/V)

- Benzalkonium Chloride Solution (As Preservative) BP (0.02 % V/V)

- Sterile aqueous base ( QS)
183. TOBRA-D EYE DROPS (TOBRAMYCIN & DEXAMETHASONE EYE DROPS) Export
76123  ML: - TOBRAMYCIN SULPHATE USP EQ. TO TOBRAMYCIN USP (0.3

% W/V)

- DEXAMETHASONE SODIUM PHOSPAHTE USP EQ. TO

DEXAMETHASONE PHOSPHATE USP (0.1 % W/V)

- WATER FOR INJECTION BP ( QS)

- Benzalkonium Chloride Solution (As Preservative) BP (0.02 % V/V)
184. TOBRAMY CIN AND FLUOROMETHOL ONE OPHTHALMIC SUSPENSION Domestic
419418 Each ml contains:: - Tobramycin Sulphate USP eq. to Tobramycin (3 mg)

- Fluorometholone USP (1 mg)

- Sterile Aqueous base (- QS)

- Benzalkonium Chloride Solution IP (0.0001 ml)
185. TOBRAMYCIN OPHTHALMIC SOLUTION USP Domestic (USP)
419384 Composition: - Tobramycin Sulphate USP Eq. to Tobramycin (0.3 % W/V)

- Sterile Aqueous base (- QS)

- Benzalkonium Chloride Solution IP (0.01 % V/V)
186. TRAMADOL HYDROCHLORIDE INJECTION Export
76104  ML: - TRAMADOL HYDROCHLORIDE IHS (50 MG)

= - WATER FOR INJECTION IP ( QS)
187. TRANEXAMIC ACID INJECTION Export (BP)
645429 Each ml contains. - - Tranexamic Acid BP (100 mg)
. - Water for Injections BP (- QS)

188. TRAVOPROST EYE DROPS 0.004% W/V Export
55887  ML: s -l - Travoprost IHS (40 MCG)

- Benzalkonium Chloride NF (as preservative) BP (0.015 % W/V)

189. TRAVOPROST EYE DROPS 0.004% W/V W/V

Domestic

76100 ML: - Travoprost IHS (40 MCG)
- Benzalkonium Chloride (As Preservative) NF (0.015 % W/V)
i — - Sterile aqueous vehicle IHS ( QS)
190. D-CORT 40/ TRIAM CINOL ONE ACETONIDE INJECTION BP 40MG/ML Export (BP)
416245 Each ml contains: r - Triamcinolone Acetonide BP (40 mg)
) 1 - Water for Injections BP (- QS)
— A T . e - Benzyl Alcohol BP (0.9 % V/V)
Flgl. TRIAMCINOLONE ACETONIDE INJECTION IP -40MG/ML Domestic
75832  ML: - Triamcinolone Acetonide IP (40 MG)
- Benzyl Alcohol IP (0.9 % V/V)
- WATER FOR INJECTION IP ( QS)
192. TRIAMCINOLONE ACETONIDE INJECTION IP-10MG/ML (IM USE ONLY) Domestic
75829  ML: - Triamcinolone Acetonide IP (10 MG)
- Benzyl Alcohol IP (0.9 % V/V)
- WATER FOR INJECTION IP ( QS)
193. TROPICAMIDE EYE DROPS P Domestic
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76022 - Tropicamide IP (1.0 % W/V)
- Chiorbutol (As preservative) IP (0.5 % W/V)
- Sterile aqueous vehicle IHS ( QS)
194. VITAMED INJECTION Export
76108  2ML: - Thiamine Hydrochloride BP (20 MG)
- Riboflavin Sodium Phosphate BP (4 MG)
- PYRIDOXINE HYDROCHLORIDE BP (4 MG)
- NICOTINAMIDE BP (200 MG)
- Cyanocobalamine BP (8 MCG)
- D-PANTEHNOL BP (6 MG)
- Benzyl Alcohol (as preservative) BP (0.9 % W/V)
- WATER FOR INJECTION BP ( QS)
195. VITAMIN B COMPLEX INJECTION Export
76107  ML: - Thiamine Hydrochloride BP (10.0 MG)
- RIBOFLAVIN SODIUM PHOSPHATE BP EQ. TO RIBOFLAVIN BP
(1.5 MG)
- PYRIDOXINE HYDROCHLORIDE BP (3.0 MG)
- NICOTINAMIDE BP (25.0 MG)
- WATER FOR INJECTION BP ( QS)
- OVERAGES OF VITAMINS ARE ADDED TO COMPENSATE LOSS
ON STORAGE IHS (QS)
196. VITAMIN B COMPLEX INJECTION Export (IHS(In House))
525323 Each ml contains: - Ribofiavin (As Riboflavin Sodium Phosphate) BP (4.0 mg)
- Nicotinamide BP (20.0 mg)
- Thiamine Hydrochloride BP (5 mg)
- Pyridoxine Hydrochloride BP (4.0 mg)
- Dexpanthenol USP (5.0 mg)
- Benzyl Alcohol BP (1.5 % V/V)
- Water for Injections BP (- QS)
PAN No. Staff Name Section Designation Qual
** k%% * G068 AJAY KUMAR TIWARI Chemical & Instrumentation CHEMIST BSC
xHxxxx )38N ASHOK A AJWANI Ophthalmic Preparation, Parenteral preparations |QA MANAGER BPH
* kK xxk Q] GG MR ASHISH P VARTAK Ophthalmic Preparation, Parenteral preparations |PRODUCTION BSC
MANAGER
*xkkx*378E MR JACOB SEBASTINE Microbiology & Sterility, Chemical & QC MANAGER BSC
MASCARENHAS Instrumentation
*xk**k*x5E7C MR RAKESH KUMAR PANDEY Ophthalmic Preparation, Parenteral preparations |PRODUCTION BSC
CHEMIST
* %Kk *x % GEAE MR SUNIL P GURAV Ophthalmic Preparation, Parenteral preparations |PRODUCTION BSC
CHEMIST
*FEEFHAQTF RAJAN KUDALE Microbiology & Sterility, Chemical & QA/QCMANAGER  [MSC
Instrumentation
*rxxEXT719] RAMANAND M YADAV Ophthalmic Preparation PRODUCTION BSC
CHEMIST
*kxx k%560 VILAS GANPAT ZAGADE Microbiology & Sterility, Chemical & Q.C. INCHARGE BSC
Instrumentation

ThisLicensehasbeen Retained wef 01/01/2018 and valid up to 31/12/2022

PTL laboratory: 752629 - MANISHAA’QALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67,
MUMBAI-400067 (MH)- TZ2

B Terms and Conditions

1) Licensee should cemply with all ];he provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.

2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended up to dt (wherever
applicable).

3) Licensee should abide by all the provisions of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules
1955 as amended up to date

4) Licensee should.not manufacture any drug/cosmetic by aname belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if itisor asand
when banned by Licensing Authority or Drugs Controller General of India or Government of India.

6) The permission is granted subject to the condition that, the. product is safe, for use in context of pharmaceutical Aids,

e K |
Fmﬂﬁmnmmmm ge‘&nﬁut without permission of Licensing Authority
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Digitally Sigm > 4
VIRAJ TUKARAM PAUNIKAR i ~V.T Paunikar
e-Signed on 28-02-2018 09:14 Licensing Authority
Food & Drugs Administration
TPAYV # 822498W3Q9 KONKAN Division, Maharashtra State
Applicant :

ADORE PHARMACEUTICALSPVT.LTD. (705472)

5/6, KHOKANI IND.COMPLEX NO.2,, NR. SAIBABA TEMPLE,
SATIVALI, VASAI (E), SATIVALI VASAI (E) - 401208

Taluka: Vasai (East), District: Thane-Zone2

FDA MAMHARASHIRA
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