Food & Drugs Administration (Maharashtra State)

Letter No: MH/TZ1/RNW/25-K D/536
Food & Drugs Administration, KONKAN Division
OFFICE OF JOINT COMMISSIONER [K.D]

License Retention With Products 4TH FL.ESIC BLD WAGLE ESTATE

Validity Period:01/11/2023 To 31/10/2028 ’ -
o ey y Thane - 400604
To: LICENSE No: 25-KD/536
705183- APAR INDUSTRIESLTD. (Public Limited) & Dt : 25/10/2023

18, T.T.C.M.I1.D.C. INDUSTRIAL AREARABALE, NAVI MUMBAI,
GHANSOLI - 400701
Taluka: RABALE, District: Thane-Zonel

Sir,
Ref :- Your Inward Application vide Inward ID:- 239167 (RNW) Dated :- 15/08/2023

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

Type Form | LIC No/ Validity First Issue/
Rnw

Own: At my OWN Manufacturing Premises 25 KD/536 01/11/2003

31/10/2028 01/11/2023

Prod |Name of Drugs

L LIGHT LIQUID PARAFFIN (LLP) B.P Domestic
123388 - LIGHT LIQUID PARAFFIN BP (100 %)
2. LIGHT LIQUID PARAFFIN (LLP) E.P Domestic
123387 - Light Liquid Paraffin BP (100 %)
3. LIGHT LIQUID PARAFFIN (LLP) I.P Domestic
121584 - 5)light liquid paraffin oil IP (100 % W/V)
4. POWEROIL PEARL M150/ LIGHT LIQUID PARAFFIN EP Export (EP)
515536 API: - Paraffin oil (White Mineral Oil) - 150 SUS EP (99.999 %)

- Vitamin E (Tocopherol) EP (0.001 %)
S. POWEROIL PEARL L110/ LIGHT LIQUID PARAFFIN EP Export (EP)
515539 API: - Paraffin Oil (White Mineral Oil) - 70 SUS EP (39.999 %)

- Paraffin Oil (White Mineral Oil) - 150 SUS EP (60.000 %)
- Vitamin E (Tocopherol) EP (0.001 %)

6. POWEROIL PEARL L85/ LIGHT LIQUID PARAFFIN EP Export (EP)
515547 API: - Paraffin Oil (White Mineral Oil) - 70 SUS EP (84.999 %)

- Paraffin Oil (White Mineral Oil) - 150 SUS EP (15.000 %)

- Vitamin E (Tocopherol) EP (0.001 %)

7. LIGHT MINERAL Oll Export (USP)
121581 API: # - - light liguid paraffin USP (-)
8. POWEROIL PEARL L85/ LIGHT MINERAL OIL USP Export (USP)
515537 API: - Paraffin Oil (White Mineral Oil) - 70 SUS USP (99.999 %)

s - — - Vitamin E (Tocopherol) USP (0.001 %)
9. POWEROIL PEARL L50/ LIGHT MINERAL OIL USP Export (USP)
515540 API: - Paraffin Oil (White Mineral Oil) - 60 SUS USP (99.999 %)

- Vitamin E (Tocopherol) USP (0.001 %)

10. POWEROIL PEARL L60/ LIGHT MINERAL OIL USP Export (USP)
515541 API: - - Paraffin Oil (White Mineral Oil) - 70 SUS USP (50.000 %)

- Paraffin Oil (White Mineral Oil ) - 60 SUS USP (49.999 %)
- . - Vitamin E (Tocopherol) USP (0.001 %)
11 POWEROIL PEARL L70/ LIGHT MINERAL OIL USP Export (USP)
PI: — K - Paraffin Oil (White Mineral Oil) - 60 SUS USP (79.999 %,
F—ﬁﬂ\ *“M RA ‘b T IR A - Paraffin Oil ;Wh/'te Mineral 0/7j - 70 SUS USP ;20. 000 %j
- Vitamin E (Tocopherol) USP (0.001 %)
12. POWEROIL PEARL L110/ LIGHT MINERAL OIL USP Export (USP)
515543 API: - Paraffin Oil (White Mineral Oil) - 70 SUS USP (39.999 %)

- Paraffin Oil (White Mineral Oil) - 150 SUS USP (60.000 %)
- Vitamin E (Tocopherol) USP (0.001 %)

13 POWEROIL PEARL M150/ LIGHT MINERAL OIL USP Export (USP)
515544 API: - Paraffin Oil (White Mineral Oil) - 150 SUS USP (99.999 %)

- Vitamin E (Tocopherol) USP (0.001 %)

Fee Payment(s) : DB-1d: 482019 - 15/08/2023 (Amt: 35250) (FDA License Renewal For 05 Years) ,Balance: 11750
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14. LIQUID PARAFFIN (LP) B.P Domestic
123389 - 1) Liquid paraffin BP (100 %)
15. LIQUID PARAFFIN (LP) B.P Domestic
123390 - 1) Liquid paraffin Oil IP (100 %)
16. LIQUID PARAFFIN (LP) I.P Domestic
121583 - Liquid Paraffin - IP 1P (100 %)
17. POWEROIL PEARL H350/ LIQUID PARAFFIN EP Export (EP)
515548 API: - Paraffin Oil (White Mineral Oil) - 150 SUS EP (19.999 %)

- Paraffin Oil (White Mineral Oil) - 500 SUS EP (80.000 %)

- Vitamin E (Tocopherol) EP (0.001 %)
18. MINERAL OIL - U.SP Domestic
120224 - Mineral Oil USP (100 %)
19. POWEROIL PEARL M250/ MINERAL OIL USP Export (USP)
515538 API: - Paraffin Oil (White Mineral Ol ) - 150 SUS USP (59.999 %)

- Paraffin Oil (White Mineral Oil) - 500 SUS USP (40.000 %)

- Vitamin E (Tocopherol) USP (0.001 %)
20. POWEROIL PEARL H350/ MINERAL OIL USP Export (USP)
515545 API: - Paraffin Oil (White Mineral Oil) - 150 SUS USP (19.999 %)

- Paraffin Oil (White Mineral Oil) - 500 SUS USP (80.000 %)

- Vitamin E (Tocopherol) USP (0.001 %)
2L POWEROIL PEARL H500/ MINERAL OIL USP Export (USP)
515546 API: - Paraffin Oil (White Mineral Oil) - 500 SUS USP (99.999 %)

- Vitamin E (Tocopherol) USP (0.001 %)
22. PETROLEUM JELLY -|.P(WHITE PETROLEUM JELLY) Domestic
120237 - PARAFIN OIL (BASE) USP (70 %)

- Praffin Wax USP (18 %)

- Microcrystalline Wax USP (12 %)
23. POWEROIL PETROLEUM JELLY -E.P(WHITE PETROLEUM JELLY) Export
120236 - White Soft Parafffin BP (100 %)
24. POWEROIL PETROLEUM JELLY - USP Export,Domestic
128144 - PARAFIN OIL (BASE) USP (70 %)

- Praffin Wax USP (18 %)

- Microcrystalline Wax USP (12 %)
25. POWEROIL WHITE OIL PHARMA - 100 (MINERAL OIL - U.SP) Export
120235 - Mineral Oil USP (100 %)
26. POWEROIL WHITE OIL PHARMA - 15 (LIGHT LIQUID PARAFFIN - E.P) Export
120225 - LIGHT LIQUID PARAFFIN BP (100 %)
27. POWEROIL WHITE OIL PHARMA - 15 (LIGHT LIQUID PARAFFIN - U.S.P) Export
120226 - Light Mineral Oil USP (100 %)
28. POWEROIL WHITE OIL PHARMA - 22 (LIGHT LIQUID PARAFFIN - E.P) Export
120227 - LIGHT LIQUID PARAFFIN BP (100 %)
29. POWEROIL WHITE OIL PHARMA - 22 (LIGHT MINERAL OIL - U.S.P) Export
120228 - Light Mineral Oil USP (100 %)
30. POWEROIL WHITE OIL PHARMA - 32 (LIGHT LIQUID PARAFFIN - E.P) Export
120229 - LIGHT LIQUID PARAFFIN BP (100 %)
3L POWEROIL WHITE OIL PHARMA - 32 (LIGHT MINERL OIL - U.SP) Export,Domestic
120230 - Light Mineral Oil USP (100 %)
32. POWEROIL WHITE OIL PHARMA - 46 (LIQUID PARAFFIN - E.P) Export
120231 - 1) Liquid paraffin BP (100 %)
33. POWEROIL WHITE Ol L PHARMA - 46 (MINERAL OIL - U.S.P) Export
120232 - Mineral Oil USP (100 %)
34. POWEROI L WHITE OIL PHARMA 68 (LIQUID PARAFFIN - E.P) Export
120233 - 1) Liquid paraffin BP (100 %)
35. POWEROIL WHITE OIL PHARMA - 68 (MINERAL OIL - U.S.P) Export
120234 - Mineral Oil USP (100 %)
36. POWEROIL WHITEOIL PHARMA-10 (LIGHT MINERAL OIL-USP) Export
59274  Light Minerdl Qil: - Light Mineral Oil USP (100 %)
37. POWEROIL WHITEOIL PHARMA-12 (LIGHT MINERAL OIL-USP) Export
59275 Light Mineral Oil: - Light Mineral Oif USP (100 %)
38. POWEROIL WHITEOIL PHARMA-76 (L1QUID PARAFFIN-EP) Export

F mlqw“w HA: rY : e .F-‘ - 1) Liquid paraffin BP (100 %)

39. POWEROIL WHITEOIL PHARMA-76 (MINERAL OIL-USP) Export
59277 Mineral Qil: - Mineral Oil USP (100 %)
40. POWEROIL WHITEOIL PHARMA-8 (LIGHT MINERAL OIL-USP) Export
59273  Light Mineral ail: - Light Mineral Oil USP (100 %)
4L WHITE PETROLEUM JELLY - BP Domestic
128146 - Paraffin Oil BP (70 %)

- PARAFFIN [Paraffin Wax] BP (18 %)

- Microcrystalline Wax BP (12 %)
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a2. Yellow Soft Paraffin Export (USP)
708120 API: - Yellow Soft Paraffin IP (- )
43. Yellow Soft Paraffin IP Domestic (IP)
707517 Composition: - Yellow Soft Paraffin IP (- )
PAN No. Staff Name Section Designation Qual
FHRAE**393C AVINASH DANGAR Chemical & I nstrumentation Sr. Officer - QC BSC
FHRRE**184D CHANDRASHEKHAR BALARAM PATIL| Chemical & Instrumentation Asst. Manager,QC MSC
* &Kk k% DI DILIP SKUDTARKAR Bulk Drugs/ API Sr. AGM - Production [BSC
**F*** 444H GANESH RAJAMANI Chenmical & [nstrumentation Sr. Dy Gen Manager - (MSC
QC
*x %% %% ()32E JEEVAN M KOLI Bulk Drugs/ API Production Officer BSC
FHRxx TR GTAK NANDAKUMAR SMORE Chemical & Instrumentation Dy Manager - QC BSC
*HFFX* 423D PRAKASH DHONDU YADAV Bulk Drugs/ API Asst. Manager - MSC
QA/Production
Fxxx w0360 RB SSENGAR Chemical & Instrumentation Dy Manager - QC BSC
*xxx %% Q788 RAJESH A SINGH Excipient Sr. AGM - Production |B.E
*Hxx k%3340 RAJKUMAR RAJU S Excipient, Chemical & Instrumentation Sr. DGM - Production B.E
*kkkkx QIO RAVI R SOLANKI Chemical & Instrumentation QC OFFICER MSC
FHERFEEGITA SANDHYA S BODKE Chemical & Instrumentation Chemist - QC BSC
**F*F*570R SANTOSH KURHADE Chemical & [nstrumentation Manager - QC BSC
*xxx%xx Q37N VISHAL RAMESH BAGUL Chemical & Instrumentation QC Officer MSC

ThisLicense hasbeen Retained wef 01/11/2023 and valid up to 31/10/2028

Termsand Conditions
1) Licensee should comply with all 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 Genera 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 thereto orany deletiontherefore will not be carried out without permission of Licensing Authority

Ce= .

Digitaily S

DUSHYANT BHAMRAY
e-Signed on 25-10-2028 10:48

D.M.BHAMRAY

Licensing Authority

Food & Drugs Administration
KONKAN Division, Maharashtra State

TPAV #7DV6F238L 1

FDA MAMHARASHIRA

ThisLicense/Certificateis eSIGNED. Physical SignatureisNOT Required

Applicant :

APAR INDUSTRIESLTD. (705183)

18, T.T.C.M.I.D.C. INDUSTRIAL AREARABALE, NAVI
MUMBAI, GHANSOLI - 400701

Taluka: RABALE, District: Thane-Zonel

Fee Payment(s) : DB-1d: 482019 - 15/08/2023 (Amt: 35250) (FDA License Renewal For 05 Years) ,Balance: 11750

No. of Products: 43, No. of Ingredients: 70

Division MFG ID No Type:License Renewal License No Issue Date
KONKAN (TZ1) 705183 RNW-239167-15/08/2023 25-KD/536 25/10/2023
For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV ~ Pg:3/3 25/10/23 I




