TODAY LETTER DATED 09.06.2023

NEW DRUGS DIVISION

NAME OF APPLICANT DIARY NO. TYPE OF LETTER
1. M/S. MSN LABORATORIES PVT. LTD. 2 LETTERS
2. M/S. ASTELLAS PHARMA PVT. LTD. LETTER
3. M/S. LYRUS LIFE SCIENCE PVT. LTD. LETTER
4.  M/S.SUN PHARMACEUTICALS INDUSTRIES LETTER
LTD.
BIOLOGICALS DIVISION
NAME OF FIRM REFERENCE NO. TYPE OF LETTER
M/S GSK PHARMACEUTICALS LTD 2434 CLARIFICATION & CDL LETTER
M/S CADILA PHARMACEUTICALS 5456,5210 AMENDMENT & CLARIFICATION
LTD. LETTER
M/SJ & J PVT. LTD. 9927,2756,5499 APPROVAL & CDL LETTER
M/S ZYDUS LIFESCIENES LTD 5234 APPROVAL LETTER
M/S INTAS PHARMACEUTICALS LTD  4864,4092 APPROVAL LETTER
M/S USV PVT LTD 4411,4412,1744 APPROVAL LETTER
M/S RELIANCE LIFE SCIENCES PVT 11416 APPROVAL LETTER
LTD
M/S M.J. BIOPHARM PVT LTD 6094 APPROVAL LETTER

M/S BIOCON BIOLOGICS LTD

4885,2916,3014,4397,
4400,5020,4883,2658,
5025,4882

APPROVAL & AMENDMENT &

CLARIFICATION LETTER

M/S SUN PHARMACEUTICAL 1390 AMENDMENT LETTER
INDUSTRIES LTD

M/S ASTRAZENECA PHARMA INDIA 10109 ACKNOWLEDGE LETTER
LTD

M/S ORGANON (INDIA) PVT LTD 1866 ACKNOWLEDGE LETTER
M/S PFIZER PRODUCTS INDIA PVT 11124 APPROVAL LETTER

LTD

M/S ENZENE BIOSCIENCES LTD 3065 APPROVAL LETTER

M/S BIOGENOMICS LTD 6899 APPROVAL LETTER

M/S SERUM INSTITUTE OF INDIA 4867 AMENDMENT LETTER
PVT LTD

M/S SANOFI HEALTHCARE INDIA PVT = 5267 AMENDMENT LETTER
LTD

M/S MSD PHARMACEUTICAL PVT 617 AMENDMENT LETTER
LTD

M/S IMMUNEEL THERAPEUTICS PVT. 10224 CLARIFICATION LETTER

LTD.



S.NO. COMPANY NAME

MD DIVISION

DIARY NO STATUS

1. M/S. R R MEDICAL ENTERPRISES PVT. LTD LETTER
2. M/S. ZOETIS INDIA LIMITED., 4514 LETTER
3. M/S. JOHNSON & JOHNSON SURGICAL VISION INDIA PVT. 5568 LETTER
LTD
4. M/S. ZEALMAX INNOVATION PVT. LTD., 4327 LETTER
5. M/S. UNICORN DENMART LTD. 3098 LETTER
6. M//S. ORTHO LIFE SYSTEMS PVT. LTD 3079 LETTER
7. M/S. CHICCEM MEDICAL PVT.LTD 4975 LETTER

IVD DIVISION
S.NO. COMPANY NAME DIARYNO.  STATUS
1. M/S DIA SURE IMMUNODIAGNOSTIC LLP 5457 LETTER
2 M/S SYNERGY MEDICAL SYSTEMS LLP NIL LETTER
BIOLOGICALS DIVISION

NAME OF FIRM

REFERENCE NO.

TYPE OF LETTER

M/S GSK PHARMACEUTICALS LTD 2434 CLARIFICATION & CDL LETTER
M/S CADILA PHARMACEUTICALS 5456,5210 AMENDMENT & CLARIFICATION
LTD. LETTER

M/SJ & J PVT. LTD. 9927,2756,5499 APPROVAL & CDL LETTER

M/S ZYDUS LIFESCIENES LTD 5234 APPROVAL LETTER

M/S CADILA PHARMA OM LETTER

M/S PLASMAGEN APPROVAL LETTER




FDC DIVISION

1. M/S SYNOKEM PHARMACEUTICALS LTD., NIL CT-06 (2 LETTER)
UTTARAKHAND

2. M/S G.S PHARMABUTOR PVT. LTD., NIL 2 APPROVAL LETTER
UTTARAKHAND

3. M/S AKUMS DRUGS & PHARMACEUTICALS 1513 2 (CT-23)
LTD., UTTARAKHAND

4. M/S INVENTIA HEALTHCARE LTD., THANE NIL RECOMMENDATION

LETTER

5. M/S DARWIN PLATFORM PHARMACEUTICALS NIL CT-20
LTD., MUMBAI

6. M/S HELLO TEN BRANDS PVT. LTD., NEW DELHI NIL LETTER

7. M/S GLENMARK PHARMACEUTICALS LTD., NIL CT-23



