License Retention With Products

Food & Drugs Administration (M aharashtra State)

Letter No: MH/JAL/RNW/28--/470
Food & Drugs Administration, NASHIK Division
Uduog Bhavan, Hall No.23

— - Satpur Nashik
Validity Period:01/01/2023 To 31/12/2027 Nashik

FO MAHARASHTRA
To: LICENSE No : 28--/470

710999- HAFFKINE AJINTHA PHARMACEUTICALSLTD. (Others)

B- 4, M.1.D.C. AREA, AJIINTHA ROAD,, JALGAON. - 425003
Taluka: JALGAON, District: JALGAON

Sir,

& Dt : 03/01/2023

Ref :- Your Inward Application vide Inward ID:- 219900 (RNW) Dated :- 29/12/2022

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 -1470 27/09/1979
31/12/2027 01/01/2023
Prod |Name of Drugs
L AMOXYCILLIN CAPSULESIP500 MG Govt. Supplies (IP)
137122 EACH CAPSULE CONTAINS AMOXYCILLIN 500 MG: - AMOXCILLIN TRIHYDRADE IP EQUIVALANT TO AMOXYCILLIN
IP (500 mg)
- 1) STARCH / TALCUM (If required), 2) MAGNESIUM STEARATE (If
required) IP
2 -IAMOXYCILLIN ORAL SUSPENSION /1P 2018 Govt. Supp (IP)
738343 Each5ml Cont.-:: -AMOXYCILLIN TRIHYDRATE I.P IP (125 mg)
- Color Tartrazine IS IS (-)
- Sodium Carboxymethy! Cellulose IP IP (- )
- Aerosil I.P IP (-)
- Pharma Grade Sugar I.P IP (- )
- Pineapple Flavour Dry (- )
- Pineapple Flavour Dry (- )
- Sodium Benzoate I.P. IP (-)
3. AMOXYCILLIN TRIHYDRATE CAPSULESIP 250 MG Govt. Supplies (IP)
137447 EACH CAPSULE CONTAINSAMOXYCILLIN TRIHYDRATE IP - AMOXCILLIN TRIHYDRADE [.P. EQUIVALANT TO AMOXYCILLIN
EQUI. TO AMOXYCILLIN 250 MG: IP (250 mg)
- 1) STARCH/ TALCUM (If required), 2) MAGNESIUM STEARATE (If
& required) IP
4. AMPICILLIN CAPSULESIP500 MG Govt. Supplies (IP)
137068 EACH CAPSULE CONTAINSAMPICILLIN 500 MG: - AMPICILLIN TRIHYDRATE IP EQUI. TO AMPICILLIN 500 MG IP
o . (500 mg)
. - 1) STARCH / TALCUM (If required), 2) MAGNESIUM STEARATE (If
sl - required) IP
5. -IAMPICILLIN ORAL SUSPENSION /1P 2018 Govt. Supp (IP)
738344 Each’5ml Cont.-:: -AMPICILLIN TRYHYDRATE I.P IP (125 mg)

- Color Tartrazine IS IS (-)

- Sodium Carboxymethyl Cellulose I.P IP (- )
- Aerosil 1.P IP (- )

- Pharma Grade Sugar I.P IP (-)

- Pineapple Flavour Dry (- )

- Sodium Benzoate I.P IP (-)

6.
F 187428 EACHTCA G

AMPICILLIN TRIHYDRATE CAPSULESIP 250 MG
N TRIFYDRATEIPEQUI.
TO AMPICILLIN 250 MG:

Govt. Supplies (IP)
-AMPICILLIN TRIHYDRATE IP EQUI. TO AMPICILLIN IP (250 mg)
- 1) STARCH / TALCUM (lIf required), 2) MAGNESIUM STEARATE (If
required) IP

7.
137349

CEFACLOR CAPSULESIP 250 MG
EACH CAPSULE CONTAINS CEFACLOR 250 MG:

Govt. Supplies (IP)
- CEFACLOR IP EQUIVALENT TO ANHYDROUS CEFACLOR IP
(250 mg)
-LACTOSE / TALCUM / DIBASIC CALCIUM PHOSPHATE /
SODIUM CARBOXYMETHYL CELLULOSE / MAGNESIUM
STEARATE /AEROSIL (If required) IP

CEFACLOR CAPSULESIP 500 MG

Govt. Supplies (IP)

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Fee Payment(s) : DB-1d: 454174 - 29/12/2022 (Amt: 21000) (Mfg. License & amp; Product Renewal Fee) ,Balance: 0

No. of Products: 13, No. of Ingredients: 37

Division MFG ID No Type:License Renewal License No Issue Date
NASHIK (JAL) 710999 RNW-219900-29/12/2022 28--1470 03/01/2023
For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:1/2 06/01/23 I




137367 EACH CAPSULE CONTAINS CEFACLOR 500 MG: - CEFACLOR IP EQUI. TO ANHYDROUS CEFACLOR IP (600 mg)

-LACTOSE / TALCUM / DIBASIC CALCIUM PHOSPHATE /

SODIUM CARBOXYMETHYL CELLULOSE / MAGNESIUM

STEARATE /AEROSIL (If required) IP

9. CEFADROXIL CAPSULESIP 500M G Govt. Supplies (IP)
137397 EACH CAPSULE CONTAINS CEFADROXIL 500 MG: - Cefadroxil IP equivalent to anhydrous Cefadroxil IP (500 mg)

-LACTOSE / TALCUM / DIBASIC CALCIUM PHOSPHATE /
SODIUM CARBOXYMETHYL CELLULOSE / MAGNESIUM
STEARATE /AEROSIL (If required) IP

10. CEPHALEXIN CAPSULESIP 250 MG Govt. Supplies (IP)
137146 EACH CAPSULE CONTAINS CEPHALEXIN 250 MG: - Cephalexin IP equivalent to Anhydrous Cephalexin IP (250 mg)
- TALCUM / MAGNESIUM STEARATE (If required) IP
1L CEPHALEXIN CAPSULESIP500 MG Govt. Supplies (IP)
137163 EACH CAPSULE CONTAINS CEPHALEXIN 500 MG: - Cephalexin IP equi. To Anhydrous Cephalexin IP (500 mg)
- TALCUM, MAGNESIUM STEARATE IP
12 CLOXACILLIN CAPSULESIP 250M G Govt. Supplies (IP)
137310 EACH CAPSULE CONTAINS CLOXACILLIN 250 MG: - CLOXACILLIN SODIUM IP EQUI. TO CLOXACILLIN IP (250 mg)
- 1)TALCUM 2)MAGNESIUM STEARATE IP (- )
13 CLOXACILLIN CAPSULESIP500MG Govt. Supplies (IP)
137327 EACH CAPSULE CONTAINS CLOXACILLIN 500 MG: - CLOXACILLIN SODIUM IP EQUI. TO CLOXACILLIN IP (500 mg)
- 1)TALCUM 2)MAGNESIUM STEARATE IP (--)
PAN No. Staff Name Section Designation Qual
*ERAxEFRGITP P.S. NILE Capsules PRODUCTION MSC
CHEMI ST
****%%133A  |T. R. CHAUDHARI Chemical & Instrumentation QUALITY MPH
ASSURANCE
OFFICER

ThisLicense hasbeen Retained wef 01/01/2023 and valid up to 31/12/2027

PTL laboratory: 711571 -Chemo Test Laboratory, Pusalkar House, Jakeria Bunder Road, Near Sewri Railyway Stn. West Mumbai 15, Mumbai-400015 (MH)- JAL
752629 -MANISHA ANALYTICAL LABORATORIESPVT. LTD,135-A, GOVT. IND. ESTATE, CHARKOP,, KANDIVALI (W), MUMBAI&7, MUMBAI -400067
(MH)- JAL

Termsand Conditions
1) Licensee should comply with al the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended up to dit.
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 asand
when banned by Licensing Authority or Drugs Controller General of India or Government of India.
6) The permission is granted subject to the condition that, the product is safe, for use in context of pharmaceutical Aids,
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
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Digitaily Sign

F—— —%
MUKUND MANIKRAO DONGL IKAR
e-Signed on 03-01-2023 15:48

M. M.DONGLIKAR
Licensing Authority

Food & Drugs Administration
TPAV #V93DRVSHVQ NASHIK Division, Maharashtra State

Applicant :
HAFFKINE AJINTHA PHARMACEUTICALS LTD.(710999)

ELNE SNSRI S TR A

Fee Payment(s) : DB-1d: 454174 - 29/12/2022 (Amt: 21000) (Mfg. License & amp; Product Renewal Fee) ,Balance: 0

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required No. of Products: 13, No. of Ingredients; 37
Division MFG ID No Type:License Renewal License No Issue Date
NASHIK (JAL) 710999 RNW-219900-29/12/2022 28--/1470 03/01/2023

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:2/2 06/01/23 I

[,



