Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/RNW/28-PD-/65
Food & Drugs Administration, PUNE Division
Office of the Joint Commissioner

License Retention With Products 791/93 New Gurwar Peth Lucky Bldg.
Validity Period:01/01/2022 To 31/12/2026 Punc - 411047

PO MAHARASHTRA
To: LICENSE No : 28-PD-/65
710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. (Private & Dt : 03/02/2022

Limited)

GAT. NO. 285 B, VILLAGE KASARAMBOLI,, P.O. AMBERVET, TAL -
MULSHI, DIST - -, PUNE - 411004

Taluka: Mulshi, District: Pune-Zone4

Sir,
Ref :- Your Inward Application vide Inward ID:- 188215 (RNW) Dated :- 29/12/2021

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 PD-/65 20/01/1998
31/12/2026 01/01/2022
Prod |Name of Drugs
1 Adrenaline Injection BP Export (IHS(In House))
810984 Each ml contains: - Adrenaline Bitartrate 1.8 mg Equivalent to Adrenaline Base 1 mg BP
(1mg)
- Water for Injections BP ( QS)
2. ADRENALINE INJECTION IP Domestic (IP)
389603 | ML AMPOULE,: - Adrenaline Bitartrate 1.8 mg Equivalent to Adrenaline Base 1 mg, IP
(1 mg)
- SODIUM METABISUPHITE IP (1.0 mg)
- SODIUM CHLORIDE IP (8 mg)
- Water for Injection IP (Q. S. TO 1.0 ml)
3. AMINOPHYLLINE INJECTION IP Domestic (IP)
389664 10 ML AMPOULE: - AMINOPHYLLINE IP (25 mg)
- Water for Injection IP (Q. S. TO 1.0 ml)
4. ASCORBIC ACID INJECTION IP Domestic (IP)
389668 5.0 ML AMPOULE: - Ascorbic Acid (Vitamin C) IP (100 mg)
- METHYL PARABEN IP (1.8 mg)
;"ln‘ - PROPRYL PARABEN IP (0.2 mg)
- Water for Injection IP (Q. S. TO 1.0 ml)
5. ATROPINE SULPHATE INJECTION IP Domestic (IP)
389672 10 ML VIAL: = ' - Atropine Sulphate IP (1 mg)
= =% - PHENOL IP (5.0 mg)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
6. ATROPINE SULPHATE INJECTION IP Domestic (IP)
389673 1.0 ML AMPOULE: - ATROPINE SULPHATE IP (0.64 mg)
- Water for Injection IP (Q.S. TO 1.0 ml)
7. DEXTROSE INJECTION IP Domestic (IP)
389697 25.0 ML AMPOULE: - DEXTROSE (ANHYDROUS) IP (250 mg)
- - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
8. DEXTROSE INJECTION IP Domestic (IP)
9 _25.0 ML AMPQULE: —— - DEXTROSE (ANHYDROUS) IP (500 mg)
Fﬂ-ﬂ. Wﬁ-{.d R Ab l"lf T R A - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
9. Diclofenac Sodium Injection I.P. Domestic (IP)
572425 Each ml contains: - Diclofenac Sodium IP (75.00 mg/mi)
- Benzyl Alcohol IP (4.0 % V/V)
10. Dopamine Hydrochloride Injection IP, 40.0 mg/ml Domestic (IP)
512156 Each ml contains: - Dopamine Hydrochloride IP (40.0 mg/mi)
- Water For Injection IP (- QS)
11 Frusemide Injection IP Domestic (IP)
554178 Each ml contains: - Frusemide IP (10 mg/mi)

Fee Payment(s) : DB-1d: 417135 - 29/12/2021 (Amt: 64750) (Application for License Renewal) ,Balance : 14800

This License/Certificate is eSIGNED. Physical Signature is NOT Required No. of Products: 48 , No. of Ingredients: 119
Division MFG ID No Type:License Renewal License No Issue Date
PUNE (PZ4) 710299 RNW-188215-29/12/2021 28-PD-/65 03/02/2022

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:1/4 03/02/22 I



12. GENTAMICIN INJECTION IP Domestic (IP)
389716 2 ML, 10ML, 20ML VIAL: - GENTAMYCIN SULPHATE EQUIVALENT TO GENTAMICIN BASE
IP (40 mg)
- METHYL PARABEN IP (1.8 mg)
- PROPYL PARABEN IP (0.2 mg)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
13. GLYCOPYRROLATE INJECTION USP Domestic (USP)
148156 1.0 ML AMPOULE: - GLYCOPYRROLATE USP (0.2 mg/mi)
-BENZYL ALCOHOL IP (0.9 % V/V)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
14. Heparin Injection IP 1000 IU/ ML Domestic (IP)
510849 Each ml contains Heparin Sodium IP 10001U: - Heparin Sodium IP (1000 IU/m)
- Benzyl Alcohol IP (1.0 % V/V)
15. HEPARIN INJECTION IP 5000 IU/ML Domestic (IP)
509232 Each ml contains Heparin Sodium IP 5000 1U: - Heparin Sodium IP (5000 IU/mi)
- Benzyl Alcohol IP (1.0 % V/V)
16. INJ. OF CALCIUM GLUCONO GALACTO GLUCONATE Domestic (IHS(In House))
187233 10 ML AMPOULE: - CALCIUM GLUCONO GALACTO GLUCONATE ANHYDROUS (In
House) (137.5 mg/ml)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
17. INJECTION OF PRALIDOXIME IODIDE Domestic (THS(In House))
185850 20 ML AMBER AMPOULE: - 2 PYRIDINE ALDOXIME METHIODIDE (In House) (25 mg/mi)
- METHYL PARABEN 1P (1.8 mg/mi)
- PROPYL PARABEN IP (0.2 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
18. IRON SUCROSE INJECTION USP Domestic (USP)
535816 Each ml contains: - IRON SUCROSE EQUIVALENT TO ELEMENTAL IRON (20 mg)
- WATER FOR INJECTION IP (Q.S. )
19. LIGNOCAINE & ADRENALINE INJECTION IP Domestic (IP)
148195 30 ML VIAL: - Lignocaine HCL 1P21.3 MG Eq. To Anhydrous Lignocaine HCL IP
(20.0 mg/m)
- ADRENALINE (as Adrenaline Acid Tartrate 0.009 mg) IP (0.005
mg/mi)
- SODIUM CHLORIDE IP (6.00 mg/mi)
- SODIUM METABISULPHITE IP (1.00 mg/m)
- METHYL PARABEN IP (1.0 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
20. LIGNOCAINE HYDROCHLORIDE AND DEXTROSE INJECTION IP Domestic (IP)
148157 2.0 ML AMPOULE: - LIGNOCAINE HYDROCHLORIDE IP (63.3 mg/ml)
- DEXTROSE MONOHYDRATE IP (75.0 mg/ml)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
21. LIGNOCAINE HYDROCHLORIDE INJECTION IP Domestic (IP)
144916 30 ML VIAL: - Lignocaine HCL 1P21.3 MG Eq. To Anhydrous Lignocaine HCL IP
(20.0 mg/mi)
- SODIUM CHLORIDE IP (6.0 mg/mi)
- SODIUM METABISULPHITE IP (1.0 mg/ml)
-METHYL PARABEN IP (2.0 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
22. MAGNESIUM SULPHATE INJECTION IP Domestic (IP)
144893 2.0ML AMPOULE: " - MAGNESIUM SULPHATE IP (500.0 mg/mi)
4 . - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
23. MENADIONE SODIUM BISULPHITE INJ. IP 1966 Domestic (IHS(In House))
187168 | ML AMBERAMPOULE:~ ~ =% - Menadione Sodijum Bisulphite eq to menadione 5.2 MG (In House)
(10 mg/ml)
- SODIUM METABISULPHITE IP (0.2 % W/V)
» - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
24. METHYLENE BLUE INJECTION USP Domestic (USP)
148129 1.0 ML AMPOULE: - Methylene Blue USP (10 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
25. METHYLENE BLUE INJECTION USP Domestic (USP)
413954 0.0 ML AMPOULE: ; - METHYLENE BLUE USP (10.0 mg/ml)
F:r__-- A B S SR e @ S5 dWES M - WATER FOR INJECTION IP (Q. 8. TO 1.0 mi)
26. Midazolam Injection IP 5.0 mg/ml /(1 ml Ampoule) Domestic
753221 Each ml contains: - Midazolam IP (as hydrochloride) (5.0 mg/mi)
- Water for Injection IP ( QS)
27. Midazolam Injection IP 1.0 mg/ml /(5 ml Vial) Domestic
753222  Each ml contains: - Midazolam IP (as hydrochloride) (1.0 mg/mi)
- Benzyl Alcohol IP (1.0 % V/V)
- Water for Injection IP ( QS)
28. Midazolam Injection IP 1.0 mg/ml (10 ml Vial) Domestic (IHS(In House))

Fee Payment(s) : DB-1d: 417135 - 29/12/2021 (Amt: 64750) (Application for License Renewal) ,Balance : 14800

This License/Certificate is eSIGNED. Physical Signature is NOT Required No. of Products: 48, No. of Ingredients: 119
Division MFG ID No Type:License Renewal License No Issue Date
PUNE (PZ4) 710299 RNW-188215-29/12/2021 28-PD-/65 03/02/2022

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV
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757113  Each Vial contains: - Midazolam IP (as hydrochloride) (1.0 mg/mi)
- Benzyl Alcohol IP (1.0 % V/V)
- Water for Injection IP ( QS)
29. Neostigmine Injection IP Domestic (IP)
555468 Each ml contains: - Neostigmine Methylsulphate IP (0.5 mg/mi)
30. ONDANSETRON INJECTION IP Domestic (IP)
144907 2.0 MLAMPOULE: - Each ml Contains: Ondansetron Hydrochloride Dihydrate Eq. to
anhydrous Ondansetron IP (2 mg)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
3L PAPAVERINE HYDROCHLORIDE INJECTION USP Domestic (USP)
591947 Each ml contains: - PAPAVERINE HYDROCHLORIDE USP (30 mg/ml)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
32. Prednisolone Acetate Injectable Suspension USP Domestic-Veterinary (USP)
732491 Each ml contains: - Prednisolone Acetate IP (10 mg)
- Benzyl Alcohol IP (0.945 % V/V)
33. RANITIDINE HYDROCHLORIDE INJECTION IP Domestic (IP)
148152 2.0 ML AMPOULE: - RANITIDINE HYDROCHLORIDE EQUIVALENT TO RANITIDINE IP
(25 mg/ml)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
34. RINGER LACTATE SOLUTION IP Domestic (IHS(In House))
187541 20 ML AMPOULE: - LACTIC ACID (AFTER 25 TIMES DILUTION) IP (0.24 % V/V)
- SODIUM CHLORIDE (AFTER 25 TIMES DILUTION) IP (0.6 % W/V)
- POTASSIUM CHLORIDE (AFTER 25 TIMES DILUTION) IP (0.04 %
w/v)
- CALCIUM CHLORIDE DIHYDRATE (AFTER 25 TIMES DILUTION)
IP (0.027 % W/V)
- SODIUM HYDROXIDE (AFTER 25 TIMES DILUTION) IP (0.115 %
w/v)
- WATER FOR INJECTION IP (Q. S. TO 100 ml)
3. SODIUM BI CARBONATE INJECTION IP Domestic (IP)
144052 10.0 ML AMPOULE: - SODIUM Bl CARBONATE IP (75 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
36. SODIUM BI CARBONATE INJECTION IP Domestic (IP)
412526 25 ML AMPOULE: - SODIUM BI CARBONATE IP (75 mg/mi)
- WATER FOR INJECTION IP (Q. 5. TO 1.0 mi)
37. Sodium Bicarbonate Injection BP (10 ml Ampoule) Export
813898 Each ml Contains: - Sodium Bicarbonate BP (84 mg)
- Water For Injections BP ( QS)
38. SONATE 8.4% / Sodium Bicarbonate Injection BP 8.4% w/v Export
825914 - Sodium Bicarbonate BP (8.4 % W/V)
- Water for injection BP ( QS)
39. SODIUM BICARBONATE INJECTION BP 8.4% W/V (50 ml Vial) Export
825030 Each ml Contains: - Sodium Bicarbonate BP (84 mg)
- Water for Injections BP ( QS)
40. SODIUM BICARBONATE INJECTION IP Domestic (IP)
413937 25 ML AMPOULE: - SODIUM BICARBONATE IP (84.0 mg/ml)
- - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
41. Sodium Bicarbonate Injection IP Domestic
787862 Each ml contains: * . - Sodium Bicarbonate IP (8.4 %)
f » - Water For Injections IP (g.s. to 1.0 ml)
42. Sodium Chlorlde InJectlon BP (10 ml Ampoule) Export
813899  Each ml Contains:" - Sodium Chloride BP (9 mg)
- Water For Injections BP ( QS)
43. SODIUM CHLORIDE INJECTION IP Domestic (IP)
144049  10.0 ML AMPOULE: - SODIUM CHLORIDE IP (9 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
44. SODIUM CHLORIDE INJECTION IP Domestic (IP)
412509 25 MLAMPOULE: - SODIUM CHLORIDE IP (9 mg/mi)
> - WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
Sterile Noradrenaline Concentrate IP, 2.0 m; Domestic (IP)
FE@ MM& H A‘b H ?R A - Noradrenaline Bitartrate IP (2.0 mg/mi)
- Water For Injection IP (- QS)
46. STERILE POTASSIUM CHLORIDE CONCENTRATE BP Domestic (BP)
144064 10.0 ML AMPOULE: - POTASSIUM CHLORIDE IP (150.0 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
47. Sterile Potassium Chloride Concentrate BP (10 ml Ampoule) Export
813900 Each ml Contains: - Potassium Chloride BP (150 mg)
- Water For Injections BP ( QS)
48. VERAPAMIL INJECTION IP Domestic (IP)

This License/Certificate is eSIGNED. Physical Signature is NOT Required

Fee Payment(s) : DB-1d: 417135 - 29/12/2021 (Amt: 64750) (Application for License Renewal) ,Balance : 14800

No. of Products: 48 , No. of Ingredients: 119

Division MFG ID No Type:License Renewal License No Issue Date
PUNE (PZ4) 710299 RNW-188215-29/12/2021 28-PD-/65 03/02/2022
For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:3/4 03/02/22 I




580597 Each ml contains: - VERAPAMIL HYDROCHLORIDE IP (2.5 mg/mi)
- WATER FOR INJECTION IP (Q. S. TO 1.0 ml)
PAN No. Staff Name Section Designation Qual
skt k3)6 B DIPAK PRAKASH LOKHANDE Parenteral preparations Production Manager |MSC
wREEELGIYR HARIBHAU SHANKAR BHAGWAT Parenteral preparations EMP BSC
EEEEEES J V) 4 KESHAV PRABHAKAR DUKHANDE Chemical & Instrumentation Chemical and BSC
Instrumental Testing

whEEER3540) MAHESH MADHUKAR PAGE Quality Assurance EMP MSC
skt 545 SANTOSH JAGANNATH KASAT Microbiology Testing, Sterility Sr. Executive Q.C BSC
wdkREEIIOM SUSHAMA VASANT KADAM Chemical & Instr tati EMP BPH

This License has been Retained wef 01/01/2022 and valid up to 31/12/2026

Terms and Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or as and
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,
Additions and excipient used in the formulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

S. B. PATIL

Dugrtaiid Sigwm

SURESH BABURAO PATIL
e-Signed on 03-02-2022 13:00 Licensing Authority
Food & Drugs Administration
TPAYV # JS1UF99C68 PUNE Division, Maharashtra State
Applicant :
T. WALKER'S PHARMACEUTICALS PVT. LTD(710299)
GAT. NO. 285 B, VILLAGE KASARAMBOLI,, P.O. AMBERVET,
TAL - MULSHI, DIST - -, PUNE -411004
Taluka: Mulshi, District: Pune-?one4 y
sh— SRR ™
-
FoA MAHARASHTRA
Fee Payment(s) : DB-1d: 417135 - 29/12/2021 (Amt: 64750) (Application for License Renewal) ,Balance : 14800
This License/Certificate is eSIGNED. Physical Signature is NOT Required No. of Products: 48 , No. of Ingredients: 119
Division MFG ID No Type:License Renewal License No Issue Date
PUNE (PZ4) 710299 RNW-188215-29/12/2021 28-PD-/65 03/02/2022

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:4/4 03/02/22 I



Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1094275

Food & Drugs Administration, PUNE Division

Office of the Joint Commissioner

Additional Product Permission 791/93,New Gurwar Peth Lucky Bldg.
Pune - 411042

FOM MAHARASHTRA

710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1094275
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 30/03/2022
PUNE - 411004 :

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 193101 Dated :- 05/02/2022

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

Prod |Name of Drugs

1. Enoxaparin Sodium Injection IP (3 ml Vial) Domestic
843621 Each ml contains: - Enoxaparin Sodium IP (10,000 anti Xa .U.) (100 mg)

- Benzyl Alcohol (15 mg)

- Water For Injections IP ( QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

S :&_@ﬁ_ﬂ

.4 /
bW
—

Driavfanily Fn;:.n
SURESH BABURAO PATIL
e-Signed on 30-03-2022 11:43

S. B. PATIL

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV # IM2LI3YED

FDA MAMHARASHIRA

Fee Payment(s) : DB-Id: 419940 - 05/02/2022 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent
Product) Balance : 7800

This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No | Type:Additional Product Permission PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-193101-05/02/2022 1094275 30/03/2022




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1098297

Food & Drugs Administration, PUNE Division

Office of the Joint Commissioner

Additional Product Permission 791/93 New Gurwar Peth Lucky Bldg.
Pune - 411042

FDM MAHARASHTRA
710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1098297
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 27/07/2022
PUNE - 411004 :

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 204692 Dated :- 24/06/2022

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, (258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 Injection of Etofylline and Theophylline Domestic
853802 Each ml contains: - Etofylline (84.7 mg)
- Theophylline IP Anhydrous Equivalent to Theophylline IP Hydrate
(25.3 mg)

- Water for Injections IP ( QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority
4 '

it A— jégpah
Prigifaily "'.lln;n T T - i
SURESH BABURAO PATIL S. B. PATIL
e-Signed on 27-07-2022 14:12 State Licensing Authority
i - Food & Drugs Administration
TPAV.# 9JSLPCUL28 PUNE Division, Maharashtra State
r v T F
FoA MAHARASHTRA
Fee Payment(s) : DB-Id: 430481 - 24/06/2022 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 1100
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No | Type:Additional Product Permission PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-204692-24/06/2022 1098297 27/07/2022

A Qn > > A




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1098576

Food & Drugs Administration, PUNE Division

Office of the Joint Commissioner

Additional Product Permission 791/93 New Gurwar Peth Lucky Bldg.
Pune - 411042

FDM MAHARASHTRA

710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1098576
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 02/08/2022
PUNE - 411004 :

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 206547 Dated :- 14/07/2022

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, (258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 Atropine Sulphate Injection IP Domestic
854315  Each ml contains: - Atropine Sulphate IP (0.6 mg)
- Water for Injections IP ( QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

Covip. i&j&ﬁl

Bugifaiy "'.lq'n "'__' - N o s =

SURESH BABURAO PATIL S. B. PATIL

e-Signed on 02-08-2022 13:28 State Licensing Authority
: Food & Drugs Administration

TPAV # J56XJJF7WA PUNE Division, Maharashtra State

r v T F
FoA MAHARASHTRA
Fee Payment(s) : DB-Id: 432002 - 14/07/2022 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 1100
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No | Type:Additional Product Permission PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-206547-14/07/2022 1098576 02/08/2022
ine Third Pa A > aharachtra oavin & 1 Po- (1R/22) m T




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1099966

Food & Drugs Administration, PUNE Division

Office of the Joint Commissioner

Additional Product Permission 791/93,New Gurwar Peth Lucky Bldg.
Pune - 411042

FDM MAHARASHTRA

710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1099966
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 16/09/2022
PUNE - 411004 :

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 210230 Dated :- 01/09/2022

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 ONDANSETRON INJECTION IP Domestic
857961 Each ml contains: - Ondansetron Hydrochloride Dihydrate Eq. to anhydrous
Ondansetron IP (2.0 mg)
- Water for Injections IP ( QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any 'd~eletion therefore will not be carried out without permission of Licensing Authority

Foolut]

.

... A

: p - =
Bughtailly Sigm 2 A T -

SURESH BABURAO PATIL S. B. PATIL

e-Signed on 16-09-202212:52 State Licensing Authority
Food & Drugs Administration

TPAV #996YGEABSU PUNE Division, Maharashtra State

r v T F
FoA MAHARASHTRA
Fee Payment(s) : DB-Id: 435452 - 01/09/2022 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 1350
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-210230-01/09/2022 1099966 16/09/2022

A Qn > ah




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1108389

Food & Drugs Administration, PUNE Division

Office of the Joint Commissioner

Additional Product Permission 791/93,New Gurwar Peth Lucky Bldg.
Pune - 411042

FDM MAHARASHTRA
710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1108389
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 17/06/2023

PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 232723 Dated :- 31/05/2023

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs
1. CARBODOL / Carbachol Intraocular Solution USP 0.01 % W/V, 1.5ml (Ampoule) Export
882183 - Carbachol USP (0.01 % W/V)
- Water For Injection USP ( QS)
2. CARBODOL / Carbachol Intraocular Solution USP 0.01 % W/V, 1.5ml (Vial) Export
882184 - Carbachol USP (0.01 % W/V)
- Water For Injection USP ( QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used ifi the formulation

7) Any addition thereto or.any deletion therefore will not be carried out without permission of Licensing Authority

)@A yor

D"glra."f 1'.|:'|M. . =1 ,

SHYAMSUNDER VAIJNATH PRATAPWAR SV PRATAPWAR

e-Signedion 17-06-2023.13:06 State Licensing Authority
Food & Drugs Administration

TPAYV # 8F2KT286V7 ; PUNE Division, Maharashtra State

4 ‘g X
FoAa MAMHARASHTRA
Fee Payment(s) : DB-Id: 466207 - 31/05/2023 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 700
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-232723-31/05/2023 1108389 17/06/2023
ine Third Pa A > arachtra cavin & 10k Po- N6/23) m T




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1110537
Food & Drugs Administration, PUNE Division
Office of the Joint Commissioner

Additional Product Permission 791/93 New Gurwar Peth Lucky Bldg.
Pune - 411042

FDM MAHARASHTRA
710299- T. WALKER'S PHARMA CEUTICALS PVT. LTD. PERMISSION No : 1110537
GAT. NO. 285 B, VILLAGE KASARAMBOLIL, P.0. AMBERVET, TAL - MULSHI, DIST - -, Dt : 21/08/2023

PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 239089 Dated :- 09/08/2023

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, (258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 Potassium Chloride for Injection IP /(10 ml Ampoule) Domestic
887802 Each ml contains: - Potassium Chloride IP (150 mg)
- Water for Injections IP (QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

=
*
e g # .
Pragifaily "':I.q.ﬂ r*'—- 4 - o
SHYAMSUNDER VAIJNATH PRATAPWAR SV PRATAPWAR
e-Signed on 21-08-2023 16:14 State Licensing Authority
- Food & Drugs Administration
TPAV # XPWCJ4V1DF PUNE Division, Maharashtra State
4 yp X
FOo A MAMHARASHTRA
Fee Payment(s) : DB-Id: 481629 - 09/08/2023 (Amt: 1250) (Application For Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 4450
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No | Type:Additional Product Permission PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-239089-09/08/2023 1110537 21/08/2023
ine Third Partu A : aharachtra gav in & Cli pg- YO . B




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1126800
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Permission Sec-4, FDA Bhavan, Moshi
Pune 411070

FOA MAHARASHTRA
710299- T. WALKER'S PHARMACEUTICALS PVT. LTD. PERMISSION No : 1126800
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 10/12/2024

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 280447 Dated :- 25/11/2024

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMISSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue /
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, (258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -Immense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 ATROPINE INJECTION BP Export
999044 Each 10 ml Vial: - Atropine Sulfate BP (1 mg)

- Phenol BP (5.0 mg)

- Water for Injections BP (Q. S.)
2. ATROPINE INJECTION BP Export
999047 Each 1 ml Ampoule: - Atropine Sulfate BP (0.6 mg)

- Water for Injections BP (Q. S.)
3. ATROPINE SULFATE INJECTION USP Export
999045 Each 1 ml Ampoule: - Atropine Sulfate USP (0.6 mg)

- Water for Injection USP (Q. S.)
4. ATROPINE SULFATE INJECTION USP Export
999046 Each 10 ml Vial: - Atropine Sulfate USP (1 mg)

- Phenol USP (5.0 mg)

- Water for Injection USP (Q. S.)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply witl_l\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 net manufacture any drug/cosmetic by a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it is included in the approved list of product, if it is or
as and 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,
Additions and excipient used in the formulation

7) Any:addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

AAIAR

Prgeaii "".l:]ﬁ | ' r
GIRISH DINESH HUKARE G.D. HUKARE
e-Signed on 10-12-2024 12:53 State Licensing Authority
Food & Drugs Administration
TPAV # THPH917GIN PUNE Division, Maharashtra State
Fee Payment(s) : DB-Id: 689449 - 25/11/2024 (Amt: 5000) (Application for Additional COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

Product) Balance : 4450
This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No | Type:Additional Product Permission PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-280447-25/11/2024 1126800 10/12/2024

A Qn > > A




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1128375

Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Sec-4, FDA Bhavan, Moshi

Pune 411070

Additional Product Permission

FOM MAHARASHTRA

710299- T. WALKER'SPHARMACEUTICALSPVT.LTD.

GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL -
MULSHI, PUNE - 411004

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 284216 Dated :- 02/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

PERMISSION No: 1128375
Dt : 28/01/2025

Type Form [ LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge I ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 ASCORBIC ACID INJECTION BP Export (BP)
1013307 Each ml contains: - Ascorbic Acid (Vitamin C) BP (100 mg)

- Methylparaben BP (1.8 mg)

- Propylparaben BP (0.2 mg)

- Water for Injections BP (Q. S.)
2 ASCORBIC ACID INJECTION USP Export (USP)

1013308 Each ml contains: - Ascorbic Acid (Vitamin C) USP (100 mg)
- Methylparaben USP (1.8 mg)
- Propylparaben USP (0.2 mg)

- Water for Injection USP (Q.S.)

Termsand Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 manufapt.ure any drug/cosmetic by a name bel ong| ng to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it is or
as and when banned by Licensing Authorlty or Drugs Controller Genera of Indiaor Government of India.
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient-used in the formuletion
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€.

P JIrJ Vi 'ﬂlqn

GIRISH DINESH HUK,ARE

ELR RPN LA RASHTRA

TPAV #32VDYBJIWK

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 712753 - 02/01/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent

Product) Balance : 4950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No Issue Date

Type:Additional Product Permission| PERMISSION No

PUNE (Pz4) 710299 PRP-284216-02/011 2025 28/01/2025

1128375




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1128394
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Permission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1128394
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 30/0]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 284512 Dated :- 07/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form [ LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge I ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 LIDOCAINE HYDROCHLORIDE INJECTION USP Export (USP)
1013341 Each ml contains: - Lidocaine Hydrochloride USP 21.3 mg equivalent to Anhydrous
Lidocaine Hydrochloride USP (20 mg)
- Sodium Chloride USP (6 mg)
- Sodium Metabisulphite USP (1 mg)
- Methyl Paraben USP (2 mg)
- Water for Iniection USP (Q.S.)
2. LIDOCAINE INJECTION BP Export (BP)
1013342 Each ml contains: - Lidocaine Hydrochloride BP 21.3 mg equivalent to Anhydrous
Lidocaine Hydrochloride BP (20 mg)
- Sodjum Chloride BP (6 mg)
- Sodium Metabisulphite BP (1 mg)
- Methyl Paraben BP (2 mg)
- Water for Injections BP (Q.S.)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 Y

4) Licensee should not manufacture any drug/cosmetic by a name belonging to another manufacturer

5) Licensee shoul d'not manufacture or drugs/cosmetics even if it isincluded in the approved list of product, if itisor
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€~

AAIAR

Pigaly 'ﬂl:‘n YEE ,
GIRISH DINESH HUKARE G.D.HUKARE
e-Signed on 30-01-2025 13:25 State Licensing Authority
Food & Drugs Administration
TPAV # STLRPS8UAMA4 PUNE Division, Maharashtra State
Fee Payment(s) : DB-ld: 713109 - 07/01/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent

Product) Balance : 4950
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No | Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-284512-07/01/2025 1128394 30/01/2025

Nto rTdamia manharacntra an al. a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1128395
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Permission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1128395
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 30/0]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 284354 Dated :- 03/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form [ LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge I ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 GLYCOPYRROLATE INJECTION USP Export (USP)
1013343 Each ml contains: - Glycopyrrolate USP (0.2 mg)

- Benzyl Alcohol USP (0.9% v/v)

- Water for Injection USP (Q.S.)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any ’g@letion therefore will not be carried out without permission of Licensing Authority

L -
p':alr.].'.'._l "i|.qn 4 2y r

GIRISH DINESH HUKARE G.D. HUKARE

e-Signed on 30-01-202513:26 State Licensing Authority
Food & Drugs Administration

TPAV #UKXVUA47BEA PUNE Division, Maharashtra State

r «. T F
FoA MAMHARASHTRA
Fee Payment(s) : DB-ld: 712843 - 03/01/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent

Product) Balance : 4950
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No | Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-284354-03/01/2025 1128395 30/01/2025

Nto rTdamia manharacntra an al. a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1128670
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1128670
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 06/022025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 284097 Dated :- 02/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs
L AMINOPHYLLINE INJECTION BP /10ml Export (BP)
1014007 Each ml contains: - Aminophylline BP (25 mg)
- Water for Injections BP (g.s)
2 AMINOPHYLLINE INJECTION USP /10ml Export (USP)
1014006 Each ml contains: - Aminophylline USP (25 mg)
- Water for Injection USP (q.s)

Termsand Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor
as and 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,
Additions and excipient used if the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

e : == —=
D":Jlr.].'.'__l 'ﬂl:‘n c b r ot O

GIRISH DINESH HUKARE G.D.HUKARE

e-Signed,on 06-02-2025.14:08 State Licensing Authority

Food & Drugs Administration

TPAV #9L HE71P133 PUNE Division, Maharashtra State

FOA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 712709 - 02/01/2025 (Amt: 2500) (Application for additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
products) Balance : 4950
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-284097-02/01/2025 1128670 06/02/2025

~ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1129121
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070
FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1129121
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 17/022025
MULSHI, PUNE - 411004 '

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 284847 Dated :- 08/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 ENOXAPARIN SODIUM INJECTION BP Export (BP)
1015485 Each ml contains: - Enoxaparin Sodium BP (100 mg) (10,000 anti Xa 1U)

- Benzyl Alcohol BP (15 mg)

- Water for Injections BP (Q.S.)
2. ENOXAPARIN SODIUM INJECTION USP Export (USP)

1015486 Each ml contains: - Enoxaparin Sodium USP (100 mg) (10,000 anti Xa IU)
- Benzyl Alcohol USP (15 mg)
- Water for Injection USP (Q.S.)

Termsand Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 a name 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
as and when banned by Licensifg 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 usein context of pharmaceutical Aids,
Additions and excipient used in the formulation

7) Any addition thereto or any del etlon %dore will not be carried out without permission of Licensing Authority

e,

P JIrJ Vi 'ﬂlqn

GIRISH DINESH HUK ARE s G.D. HUKARE
e-Signed on 17-02-2025 17:42 State Licensing Authority

Food & Drugs Administration

W-ﬂ RASHTRA PUNE Division, Mahar ashtra State

Fee Payment(s) : DB-ld: 713238 - 08/01/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 4950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (Pz4) 710299 PRP-284847-08/OJJ 2025 1129121 17/02/2025




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1129116
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1129116
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 17/022025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 284308 Dated :- 07/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4
706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4
707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,

Pirangut, Pune-412115 (MH)- PZ4
754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs
1 HEPARIN INJECTION BP Export (BP)
1015474 Each ml contains: - Heparin Sodium BP (5000 IU)
- Benzyl Alcohol BP (1.0% v/v)
- Water for Injections BP (Q.S.)
2. HEPARIN INJECTION BP Export (BP)
1015477 Each ml contains: - Heparin Sodium BP (1000 IU)
- Benzyl Alcohol BP (1.0% v/v)
- Water for Injections BP (Q.S.)
3. HEPARIN SODIUM INJECTION USP Export (USP)
1015475 Each ml contains: - Heparin Sodium USP (5000 IU)
- Benzyl Alcohol USP (1.0% v/v)
- Water for Injection USP (Q.S.)
4. HEPARIN SODIUM INJECTION USP Export (USP)
1015476 Each ml contains: - Heparin Sodium USP (1000 IU)
- Benzyl Alcohol USP (1.0% v/v)
- Water for Injection USP (Q.S.)

Termsand Conditions

1) Licensee should comply withwll the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dit.
2) Licensee should comply,wnh al the provisions of Drugs (Price Control) Order 2013 as amended up to dt (wherever
applicable).

3) Licensee should abi de by al the prov_s_;ens of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 &
Rules 1955 as amenJm‘DD to date -

4) Licensee should not manufacture any drug/cosmetic by a name belonging to another manufacturer

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

6) The permissionis granted subject to the condition that, the product is safe, for usein context of pharmaceutical Aids,
Additions and excipient used in the formul ation

7) Any addition thereto or any deletion therefore will not'be carried out without permission of Licensing Authority

.

€c

Prugebaiiy 'ﬂl:‘n

GIRISH DINESH HUKARE G.D. HUKARE
e-Signed on 17-02-2025 17:16 State Licensing Authority

Food & Drugs Administration
TPAV # JFV32A5Y 1A PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 713147 - 07/01/2025 (Amt: 5000) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 4950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (Pz4) 710299 PRP-284308-07/ OJJ 2025 1129116 17/02/2025




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1129117
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1129117
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 17/022025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 284717 Dated :- 08/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 LIDOCAINE & ADRENALINE INJECTION BP Export (BP)
1015478 Each ml contains: - Lidocaine Hydrochloride BP 21.3 mg equivalent to Anhydrous

Lignocaine Hydrochloride BP (20 mg)

- Adrenaline (as Adrenaline Acid Tartrate 0.009mg) BP (0.005 mg)

- Sodjum Chloride BP (6 mg)

- Sodium Metabisulphite BP (1 mg)

- Methyl Paraben BP (1 mg)

- Water for Injections BP (Q.S.)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and when banned by Licensing Authority or Drugs Controller General of Indiaor Government of India.

6) The permission is granted subjeet to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion Egrefore will not be carried out without permission of Licensing Authority

e,

p':alr-].'.'._l "i|.qn - Y _ o
GIRISH DINESH HUKARE G.D. HUKARE
e-Signed on 17-02-2025 17:25 State Licensing Authority
Food & Drugs Administration

PR anASHTRA PUNE Divison, Maharashira Siate

Fee Payment(s) : DB-ld: 713206 - 08/01/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 4950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-284717-08/01/2025 1129117 17/02/2025

~ilala Aamia manhar asn ~Wala a a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1129118
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1129118
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 17/022025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 284773 Dated :- 09/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

L MIDAZOLAM INJECTION BP Export (BP)
1015480 Each ml contains: - Midazolam BP (as Hydrochloride) (5 mg)

- Water for Injections BP (Q.S.)
2 MIDAZOLAM INJECTION BP Export (BP)
1015482 Each ml contains: - Midazolam BP (as Hydrochloride) (1 mg)

- Benzyl Alcohol BP (1.0% v/v)

- Water for Injections BP (Q.S.)
3. MIDAZOLAM INJECTION USP Export (USP)
1015479 Each ml contains: - Midazolam USP (as Hydrochloride) (1 mg)

- Benzyl Alcohol USP (1.0% v/v)

- Water for Injection USP (Q.S.)
4. MIDAZOLAM INJECTION USP Export (USP)
1015481 Each ml contains: - Midazolam USP (as Hydrochloride) (5 mg)

- Water for Injection USP (Q.S.)

Termsand Conditions

1) Licensee should comply with all the 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). e}

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 net manufacture any drug/cosmetic by a name 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
as and 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,
Additions and excipient used in the formulation

7) Any. addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

AAIAR

Prugebaiiy 'ﬂl:‘n
GIRISH DINESH HUKARE G.D. HUKARE
e-Signed on 17-02-2025 17:31 State Licensing Authority
Food & Drugs Administration
TPAV #JBLOUE17JG PUNE Division, Maharashtra State
Fee Payment(s) : DB-ld: 713267 - 09/01/2025 (Amt: 5000) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 4950
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-284773-09/01/2025 1129118 17/02/2025

~ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1129187
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1129187
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 20/022025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 283936 Dated :- 01/01/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

L Glycopyrrolate I njection IP Domestic (IP)
1015641 Each ml contains: - Glycopyrrolate IP (0.2 mg)

- Benzyl Alcohol IP (0.9% v/v)

- Water for Injections IP (q.s)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any ’g@letion therefore will not be carried out without permission of Licensing Authority

p— =
p':alr.].'.'._l "i|.qn el y .

GIRISH DINESH HUKARE G.D.HUKARE

e-Signed on 20-02-202516:39 State Licensing Authority
Food & Drugs Administration

TPAV #XS1Q83PCix. PUNE Division, Mahar ashtra State

e T
FoA MAMHARASHTRA
Fee Payment(s) : DB-ld: 712619 - 01/01/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 4950
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-283936-01/01/2025 1129187 20/02/2025

= ilala Aamia manharasn ~Wala a a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1131748
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Permission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1131748
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 09/05/2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4
Ref :- Your Inward Applicationvide Inward ID :- 293222 Dated :- 14/04/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form [ LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge I ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

1 FERRON INJECTION/ IRON SUCROSE INJECTION USP Export (USP)
1021650 Each 5 ml contains: - Ferric Hydroxide in Complex with Sucrose eq. to Elemental lron (100
mg)
- Water for Injections BP (QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any ’qleletion therefore will not be carried out without permission of Licensing Authority

E":Jlrdu'u'._l ";I.qh
GIRISH DINESH HUKARE
e-Signed on 09-05-202514:55

G.D.HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV #F8SV2DL XGE,

FOA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 721032 - 14/04/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent
Product) Balance : 7950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No | Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-293222-14/04/2025 1131748 09/05/2025




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1132600

Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Sec-4, FDA Bhavan, Moshi

Pune 411070

Additional Product Permission

FOM MAHARASHTRA

710299- T. WALKER'SPHARMACEUTICALSPVT.LTD.

GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL -
MULSHI, PUNE - 411004

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Applicationvide Inward ID :- 297251 Dated :- 03/06/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

PERMISSION No: 113260C
Dt : 08/06/2025

Type Form [ LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge I ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

L NASOGIN-N/ M etamizole Sodium, Pitofenone Hydrochloride & Fenpiverinium Bromide Export (IHS(In House))

Injection //CDSCO NOC No. :NA/NOC-Export/2025/007065, Dt : 29-M AY-2025, Country : Turkmenistan,
Qty - not mor e than 10000000 I njection)
1033674 Each ml contains: - Metamizole Sodium (In House) (500 mg)
- Pitofenone Hydrochloride (In House) (2 mg)
- Fenpiverinium Bromide (In House) (0.02 mg)

- Water for Injection BP (QS)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€

Pugibaiil Sigw

GIRISH DINESH HUKARE
e-Signed on 08-06-2025 18:26

TPAV #V2IH53PM3A _

FDA MAMHARASHTIRA

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

Fee Payment(s) : DB-1d: 734449 - 03/06/2025 (Amt: 1250) (Application for Additional
Product) Balance : 6700

COL-Colour, FLV-Flavour,PRV-Preservative, REA-Reagent

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No

Type:Additional Product Permission| PERMISSION No

Issue Date

08/06/2025

PUNE (PZ4)

PRP-297251-03/06/2025

1132600




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1133626
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1133626
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 04/07/2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 300119 Dated :- 02/07/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod |Name of Drugs

L Tranexamic Acid Injection IP Domestic
1036007 Each ml contains: - Tranexamic Acid IP (100 mg)
- Water for Injections IP (q. s.)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

p':alrdu'u'._l ";I.qh "'__' -
GIRISH DINESH HUKARE
e-Signed on 04-07-2025 17:36

G.D. HUKARE
State Licensing Authority
Food & Drugs Administration

TPAV #95L6ULH879 PUNE Division, Maharashtra State

FOA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 737296 - 02/07/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 4450

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-300119-02/07/2025 1133626 04/07/2025

= ilala Adamiag manhnarasn A_00 N & a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1138531
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1138531
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 27/1]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 312158 Dated :- 19/11/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs
L Frusemide I njection IP Export (IP)
1067608 Each ml contains: - Frusemide IP (10 mg)
- Water For Injections IP (QS)
2. INJECTION OF CALCIUM GLUCONO GALACTO GLUCONATE Export (IHS(In House))
1067609 10 ML AMPOULE: - CALCIUM GLUCONO GALACTO GLUCONATE ANHYDROUS (In
House) (137.5 mg/ml)
- WATER FOR INJECTIONS IP (Q. S. TO 1.0 ml)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor
as and when banned by Licensifng Authority or Drugs Controller General of Indiaor Government of India
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in the formulation
7) Any addition thereto or any deletion 't_hgrefore will not be carried out without permission of Licensing Authority

€,

Doy 'ﬂlﬁn -
GIRISH DINESH HUKARE
e-Signed on 27-11-2025 15:06

G.D. HUKARE
State Licensing Authority
Food & Drugs Administration

Ty 99V E -ﬂ.r'-? “ : PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 788266 - 19/11/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7450
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-312158-19/11/2025 1138531 27/11/2025

= ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1138534
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1138534
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 27/1]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 311824 Dated :- 18/11/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L IRON SUCROSE INJECTION USP Export (USP)
1067613 Each ml contains: - IRON SUCROSE EQUIVALENT TO ELEMENTAL IRON (20 mg)

- WATER FOR INJECTIONS IP (Q.S.)
2. Midazolam Injection IP 1.0 mg/ml (10 ml Vial) Export (IP)
1067614 Each Vial contains: - Midazolam IP (as hydrochloride) (1.0 mg/mi)

- Benzyl Alcohol IP (1.0 % V/V)
- Water for Injections IP (QS)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor
as and when banned by Licensifng Authority or Drugs Controller General of Indiaor Government of India
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in the formulation
7) Any addition thereto or any deletion 't_hgrefore will not be carried out without permission of Licensing Authority

€,

Doy 'ﬂlﬁn -
GIRISH DINESH HUKARE
e-Signed on 27-11-2025 15:15

G.D. HUKARE
State Licensing Authority
Food & Drugs Administration

%%ﬂ =y : PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 788148 - 18/11/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7450
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-311824-18/11/2025 1138534 27/11/2025

= ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1138533
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1138533
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 27/1]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 312182 Dated :- 19/11/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L LIGNOCAINE HYDROCHLORIDE INJECTION IP Export (IP)
1067612 30 ML VIAL: - Lignocaine HCL IP 21.3 MG Eq. To Anhydrous Lignocaine HCL IP
(20.0 mg/mi)
- SODIUM CHLORIDE IP (6.0 mg/mi)
- SODIUM METABISULPHITE IP (1.0 mg/m)
-METHYL PARABEN IP (2.0 mg/ml)
- WATER FOR INJECTIONS IP (Q. S. TO 1.0 ml)

2. Sterile Noradrenaline Concentrate | P Export (IP)

1067611 Each ml contains: - Noradrenaline Bitartrate IP (2.0 mg)
- Water For Injections IP (QS)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics evenif it isincluded in the approved list of product, if it is or
as and 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,
Additions and exci used inthe formulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€

Doy 'ﬂl_ "
GIRISH BlNESH HUKARE
eSigned om227-11:202516:134 = =

TPAV #4343318PXQ

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 788267 - 19/11/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7450
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-312182-19/11/2025 1138533 27/11/2025

= ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1138535
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1138535
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 27/1]]2025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 311825 Dated :- 18/11/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L SODIUM Bl CARBONATE INJECTION IP Export (IP)
1067615 25 ML AMPOULE: - SODIUM BICARBONATE IP (84.0 mg/mi)

- WATER FOR INJECTIONS IP (Q.S. TO 1.0 ml)
2. SODIUM Bl CARBONATE INJECTION IP Export (IP)
1067616 10.0 ML AMPOULE: - SODIUM Bl CARBONATE IP (75 mg/ml)

- WATER FOR INJECTIONS IP (Q.S. TO 1.0 ml)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor
as and when banned by Licensing Authority or Drugs Controller General of India or Government of India.
6) The permission is granted stibject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in theformulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

a3 s =N
Ce - '

Doy 'ﬂlﬁn
GIRISH DINESH HUKARE
e-Signed on 27-11-2025 15:16

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV #I5AF37TL49 . s

FoA MAHARASHTRA

Fee Payment(s) : DB-ld: 788178 - 18/11/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7450

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-311825-18/11/2025 1138535 27/11/2025

= ilala Aamia manar asn ~Wala a a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1138748
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070
FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1138748
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 03/122025
MULSHI, PUNE - 411004 )

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 312293 Dated :- 01/12/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L Bupivacaine I njection | P, 5.0 mg/ml, 20 ml Vial Domestic (IP)
1068099 Each ml contains: - Bupivacaine Hydrochloride IP Equivalent to Anhydrous Bupivacaine
Hydrochloride (5 mg)
- Methyl Paraben IP (1 mg)

- Sodium Chloride IP (8 mg)
- Water for Injections IP (Q.S.)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€

Prugebaiiy 'ﬂl:‘n
GIRISH DINESH HUKARE

K G.D. HUKARE
e-Signed on 03-12-2025 17:22

State Licensing Authority
Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV #2YVY2VW74X

FOA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 789183 - 01/12/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent
Product) Balance : 3700

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-312293-01/12/2025 1138748 03/12/2025
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1139019
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1139019
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 10/122025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 312294 Dated :- 01/12/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 Phytomenadione I njection I P, 1.0 mg/0.5ml, Iml Ampoule Domestic (IP)
1068680 Each 0.5 ml contains: - Phytomenadione IP (1 mg)

- Water for Injections IP (QS)
2. Phytomenadione I njection I P, 10 mg/ml, Iml Ampoule Domestic (IP)
1068681 Each ml contains: - Phytomenadione IP (10 mg)

- Water for Injections IP (QS)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor
as and when banned by Licensing Authority or Drugs Controller Genera of India or Government of India.
6) The permission is granted silbject to the condition that, the product is safe, for usein context of pharmaceutical Aids,
Additions and excipient used in theformulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

s -
€,

Doy 'ﬂlﬁn
GIRISH DINESH HUKARE
e-Signed on 10-12-2025 16:15

G.D. HUKARE
State Licensing Authority
Food & Drugs Administration

TPAV-#9D234T9OL GF = PUNE Division, Maharashtra State

FDA MAMHARASHIRA

Fee Payment(s) : DB-ld: 789184 - 01/12/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 3700

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-312294-01/12/2025 1139019 10/12/2025
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1139422
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070
FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1139422
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 19/122025
MULSHI, PUNE - 411004 '

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 314694 Dated :- 18/12/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 Atracurium Besylate I njection 1P, 20mg/ml 5ml Ampoule Domestic (IP)
1069636 Each ml contains: - Atracurium Besylate IP (10 mg)
- Water for Injections IP (QS)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

e

Prugebaiiy 'ﬂl:‘n
GIRISH DINESH HUKARE
e-Signed on 19-12-2025 17:16

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV #4AJ71U2EJ4"=

FOA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 790652 - 18/12/2025 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 9950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-314694-18/12/2025 1139422 19/12/2025
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1139423
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1139423
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 19/122025

MULSHI, PUNE - 411004
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 314695 Dated :- 18/12/2025

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 Octreotide I njection, 100 mcg 1ml Ampoule Domestic (USP)
1069638 Each ml contains: - Octreotide Acetate USP Equivalent to Octreotide (100 mcg)

- Water for Injections IP (QS)
2 Octreotide I njection, 50 mcg 1ml Ampoule Domestic (USP)
1069637 Each ml contains: - Octreotide Acetate USP Equivalent to Octreotide (50 mcg)

- Water for Injections IP (QS)

Termsand Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

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

6) The permission is granted stibject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in theformulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

- .

Doy 'ﬂlﬁn
GIRISH DINESH HUKARE
e-Signed on 19-12-2025 17:17

G.D. HUKARE
State Licensing Authority
Food & Drugs Administration

TPAV # M2CX9VA4SB8 - PUNE Division, Mahar ashtra State

FOA MAMHARASHIRA

Fee Payment(s) : DB-ld: 790653 - 18/12/2025 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product b) Balance : 9950

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (Pz4) 710299 PRP-314695- 18/ 12/ 2025 1139423 19/12/2025




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1141760
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1141760
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 24/022026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 318810 Dated :- 11/02/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L MAGNESIUM SULFATE INJECTION BP 500mg/ml, (10 ml Ampoule) Export
1075074 Each ml contains: - Magnesium Sulfate BP (500 mg)

- Water for Injections BP (QS)
2 MAGNESIUM SULFATE INJECTION BP, 500mg/ml, (2 ml Ampoule€) Export
1075073 Each ml contains: - Magnesium Sulfate BP (500 mg)

- Water for Injections BP (QS)
3. MAGNESIUM SULFATE INJECTION USP, 500mg/ml, (10 ml Ampoule) Export
1075075 Each ml contains: - Magnesium Sulfate USP (500 mg)

- Water for Injection USP (QS)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.
2) Licensee should comply with al 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 manufagture any drug/cosmetic by a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics evenif it isincluded in the approved list of product, if it isor
as and when banned by Lieensing 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,
Additions and exci pient.used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€.

Fugitaity Sigm - e \ -. ;o8
GIRISH DINESH HUKARE . G.D. HUKARE
i (o] 4-%—3?6 :46 o r State Licensing Authority
W’&Z s ii-t.-ﬂ PA:’ T IRA Food & Drugs Administration
TPAV # 8UFK1288U4 PUNE Division, Maharashtra State
Fee Payment(s) : DB-ld: 794950 - 11/02/2026 (Amt: 6250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 7200
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-318810-11/02/2026 1141760 24/02/2026

~ilala a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1141761
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1141761
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 24/022026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 320562 Dated :- 20/02/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L RENOGAMMA Injection / Thioctic Acid Solution for Infusion 600mg/24ml // (Export NOC No: Export
NA/NOC-Export/2025/019238, Qty - 125000 | njection, For Export - Azerbaijan)
1075076 Each ml contains: - Meglumine Salt of Thioctic Acid equivalent to Thioctic Acid (25 mg)
- Meglumine (28.75 mg)

- Macrogol 300 (0.14 gm)
- Water for Injection (QS)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formul ation

7) Any addition thereto or any del etion 1therefore will not be carried out without permission of Licensing Authority

e F — -
E‘-:;.ru.‘.‘._. ";IFH arasnt 2 s S

GIRISH DINESH HUKARE G.D.HUKARE

e-Signed on 24-02-2026 11:47 State Licensing Authority
- Food & Drugs Administration

TPAV #2275VSP8E9 | 3 PUNE Division, M ahar ashtra State

J e T
FoA MAMHARASHTRA
Fee Payment(s) : DB-ld: 795860 - 20/02/2026 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 7200
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-320562-20/02/2026 1141761 24/02/2026

~ilala Aamia manhar asn ~Wala ) a




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1142272
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT. LTD. PERMISSION No : 1142272
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 10/03/2026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 321342 Dated :- 07/03/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L FUROSEMIDE INJECTION BP 10mg/ml, (2 ml Ampoule) Export
1076140 Each ml contains: - Furosemide BP (10 mg)

- Water for Injections BP (QS)
2 FUROSEMIDE INJECTION USP 10mg/ml, (2 ml Ampoule) Export
1076141 Each ml contains: - Furosemide USP (10 mg)

- Water for Injection USP (QS)

Termsand Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

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

6) The permission is granted stibject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient used in theformulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

e == -

Doy 'ﬂ@n —Charas o £t o

GIRISH DINESH HUKARE G.D. HUKARE
e-Signed on 10-03-2026 17:05 State Licensing Authority

: Food & Drugs Administration
TPAV # 9K5BFJ6L2T7 = 3 PUNE Division, Maharashtra State
——y
FoA MAMHARASHTRA
Fee Payment(s) : DB-ld: 796915 - 07/03/2026 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent

Product) Balance : 4700
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-321342-07/03/2026 1142272 10/03/2026
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1142724
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1142724
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 25/03/2026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 322539 Dated :- 16/03/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

L NORADRENALINE INJECTION BP 2.0mg/ml (2 ml Ampoule) Export
1077134 Each ml contains: - Noradrenaline Acid Tartrate BP (2 mg)

- Sodium Metabisulphite BP (1 mg)

- Sodium Chloride BP (6 mg)

- Water for Injection BP (QS)
2. NOREPINEPHRINE BITARTRATE INJECTION USP 2.0mg/ml (2 ml Ampoule) Export
1077135 Each ml contains: - Norepinephrine Bitartrate USP (2 mg)

- Sodium Metabisulphite USP (1 mg)

- Sodium Chloride USP (6 mg)

- Water for Injection USP (QS)

Termsand Conditions
1) Licensee should comply with all the 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 a name belonging to another manufacturer
5) Licensee should not manufacture or sell drugs/cosmetics evenif it isincluded in the approved list of product, if itis or
as and 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,
Additions and exci used inthe formulation
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority
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Doy 'ﬂ@n S harasnn "‘*f . o
GIRISH DINESH HUKARE —— G.D.HUKARE
Saiedonizs WAL A P A S i T A StateLicensing Authority
Food & Drugs Administration
TPAV # 8XV54794X3 PUNE Division, Maharashtra State

Fee Payment(s) : DB-ld: 797708 - 16/03/2026 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 12200
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-322539-16/03/2026 1142724 25/03/2026
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1143436
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1143436
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 17/04/2026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 324021 Dated :- 07/04/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs
L IRON SUCROSE INJECTION BP 20mg/ml, (5 ml Ampoule) Export
1078898 Each ml contains: - Ferric Hydroxide in complex with Sucrose Eq. to Elemental Iron (In
House) (20 mg)
- Water for Injection BP (QS)
2 IRON SUCROSE INJECTION USP 20mg/ml, (5 ml Ampoule) Export
1078897 Each ml contains: - Ferric Hydroxide in complex with Sucrose Eq. to Elemental Iron (In
House) (20 mg)
- Water for Injection USP (QS)

Termsand Conditions

1) Licensee should comply with all the 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 a name belonging to another manufacturer

5) Licensee should not manufagture or sell drugs/cosmetics even if it isincluded in the approved list of product, if itisor
as and when banned by Licensing:A uthority 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,
Additions and excipientused in the formul ation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority
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Doy 'ﬂlﬁn s SmiTauL
GIRISH DINESH HUKARE G.D.HUKARE
e-Signed on 17-04-2026 13:48 . State Licensing Authority

- = Food & Drugs Administration
MM& PA:’ l"“l‘ IRA PUNE Division, Mahar ashtra State

Fee Payment(s) : DB-ld: 799337 - 07/04/2026 (Amt: 2500) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent
Product) Balance : 9700
ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (PZ4) 710299 PRP-324021-07/04/2026 1143436 17/04/2026
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1145737
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FO MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No: 1145737
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 10/06/2026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 329759 Dated :- 03/06/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 NASOGIN-N / M etamizole Sodium, Pitofenone Hydrochloride & Fenpiverinium Bromide Export (IHS(In House))

| nj ection / Export NOC No.: NA/NOC-Export/2026/008584, Quantity: NMT 150000 injection, Exporting
Country : Haiti, Approved on : 15/05/2026
1083267 Each ml contains: - Metamizole Sodium (In House) (500mg)
- Pitofenone Hydrochloride (In House) (2 mg)
- Fenpiverinium Bromide (In House) (0.02 mg)
- Water for Injection BP (g.s.) (- )

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.

2) Licensee should comply with al 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor

as and when banned by Licensi.rq 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 usein context of pharmaceutical Aids,

Additions and excipient used in the fermulation

7) Any addition theretoor any deletion ‘t_hgrefore will not be carried out without permission of Licensing Authority
_—
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Prigufa _l'ﬂlqn i Lo _. A
GIRISH DINESH HUK ARE G.D.HUKARE
e-Signed on 10-06-2026 12:35 State Licensing Authority

Food & Drugs Administration

Y 3L M1Q6S8W. PUNE Division, Maharashtra State
B R P A I ARASHTRA

Fee Payment(s) : DB-ld: 804182 - 03/06/2026 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7450

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required
Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (Pz4) 710299 PRP-329759-03/ 06/ 2026 1145737 10/06/2026




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1146600
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070
FDA MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT.LTD. PERMISSION No : 1146600
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 10/07/2026
MULSHI, PUNE - 412108 )

Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 332949 Dated :- 04/07/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABS PVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), MIRA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI-400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge Industrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 Sodium Bicarbonate Injection 1P, 8.4% wi/v, (25 ml Ampoule) Domestic-Veterinary
1085057 Each ml contains:: - Sodium Bicarbonate IP (84 mg)
- Water for Injections IP (g.s.)

Terms and Conditions

1) Licensee should comply with all the 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 a name 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
as and 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,
Additions and excipient used in the formulation

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority

€. . :

Pugifasiy Sigw
GIRISH DINESH HUKARE
e-Signed on 10-07-2026 14:52

G.D. HUKARE

State Licensing Authority

Food & Drugs Administration
PUNE Division, Maharashtra State

TPAV #890Q69950QK 9=

FDA MAMHARASHTIRA

Fee Payment(s) : DB-ld: 806964 - 04/07/2026 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour PRV-Preservative,REA-Reagent
Product) Balance : 5900

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date
PUNE (PZ4) 710299 PRP-332949-04/07/2026 1146600 10/07/2026

~ilala Adamia maharasn ~Nalal n &




Food & Drugs Administration (Maharashtra State)

Letter No: MH/PZ4/PRP/1146956
Food & Drugs Administration, PUNE Division
Office of Joint Commissioner (Pune)

Additional Product Per mission Sec-4, FDA Bhavan, Moshi
Pune 411070

FDA MAHARASHTRA
710299- T. WALKER'SPHARMACEUTICALSPVT. LTD. PERMISSION No : 1146956
GAT. NO. 285/A, PLOT NO. 10+11, VILLAGE KASARAMBOLI, AT POST AMBEDVET, TAL - Dt : 22/07/2026

MULSHI, PUNE - 412108
Taluka: Mulshi, District: Pune-Zone4

Ref :- Your Inward Application vide Inward ID :- 333986 Dated :- 15/07/2026

With reference to your Inward application,we have to inform you that your said application is considered &
following PRODUCTS PERMI SSION have been granted, under the following LICENSES.

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 28 PD-/65 20/01/1998

31/12/2026 01/01/2022

PTL laboratory: 705021 -Chemo Test Laboratory, C258, MIDC Pawane, TTC Industrial Area, Navi Mumbai, Navi Mumbai-400705 (MH)- PZ4

706047 -BEE PHARMO LABSPVT LTD, C-2, Hatkesh Udyog Nagar, Mira Bhayander Road, Mira Road (E), M| RA ROAD-401107 (MH)- PZ4

707734 -Rajaswa Pharmaceuticals Private Limited, Shop No. 1 and 2, Ground Floor, Trimurti Complex, Milkat No. 1926, Ward Number 3, Lavale Road, Lavale Phata,
Pirangut, Pune-412115 (MH)- PZ4

752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD, 135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI-67, MUMBAI -400067
(MH)- PZ4

754777 -lmmense Culture Pvt. Ltd., Sr. No.14, First Floor, Dhadge | ndustrial Estate, Nanded, Pune-411041 (MH)- PZ4

Prod [Name of Drugs

1 STENORA NASOGIN / M etamizole Sodium, Pitofenone Hydrochloride & Fenpiverinium Export (IHS(In House))

Bromide Injection (2 ml Ampoul€) /Export NOC No.:NA/NOC-Export/2026/014073, Quantity: NMT
12500000 injection, Exporting Country : Turkmenistan, Approved on : 13/07/2026
1085858 Each ml contains: - Metamizole Sodium (500 mg)
- Pitofenone Hydrochloride (2 mg)
- Fenpiverinium Bromide (0.02 mg)
- Water for Injection BP (Q.S.)

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dt.

2) Licensee should comply with al 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 a name belonging to another manufacturer

5) Licensee should not manufacture or sell drugs/cosmetics even if it isincluded in the approved list of product, if it isor

as and 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 usein context of pharmaceutical Aids,

Additions and excipient used in the formulation

7) Any addition thereto'or any deletion t_hirefore will not be carried out without permission of Licensing Authority
_——

€.

D'_;||rd T
GIRISH DINESH HUKARE
e-Signed on 22-07-2026 16:49

G.D. HUKARE
State Licensing Authority
O Food & Drugs Administration

WAH&RA:& 77 I‘R‘a PUNE Division, M aharashtra State

Fee Payment(s) : DB-ld: 807852 - 15/07/2026 (Amt: 1250) (Application for Additional COL-Colour, FLV-Flavour, PRV-Preservative,REA-Reagent
Product) Balance : 7650

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Division MFG ID No |Type:Additional Product Permission| PERMISSION No| Issue Date

PUNE (Pz4) 710299 PRP-333986- 15/ 07/ 2026 1146956 22/07/2026




