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e L e Food & Drugs Administration (Maharashtra State)

Letter No: MH/TZ7/GMP/6080699

Food & Drugs Administration, KONKAN Division
OFFICE OF JOINT COMMISSIONER [K.D]
4TH FL.ESIC BLD,WAGLE ESTATE

Thane - 400604

FDA MAHARASHTRA

. ~CERTIF§CATE No : 6080699

 Issue & Valid Upto Dt:22/03/2018 - 21/03/2019

GMP CERTIFICATE

This is to certify that ANUH PHARMA LTD (752802), A-3 SHIVSAGAR ESTATE,
NORTH WING,, DR. ANNIE BESANT ROAD,, MUMBALI - 400018, Dist - MUMBAI-

ZONE2 is holding valid Drugs Manufacturing License in
Form 284, Licence No. KD/1343 A , Iss Dr: 01/10/2001, Val Dt: 30/09/2021, Ren Dt: 01/10/2016

issued by this administration under the provision of DRUGS & COSMETICS ACT 1940 &
RULES THERE UNDER. Under the said licenses the firm is permitted to manufacture and
sell their products covered under the

Categories of : Bulk Drugs / API

The firm has employed competent technical persons in manufacturing and quality
control departments. The said firm observes GOOD MANUFACTURING PRACTICES
(GMP) in the manufacturing and testing of the said categories of products by and large as laid
down in revised Schedule 'M' of the Drugs & Cosmetics Rules 1945.

The manufacturing plant is subject to regular inspection by the Competent Authority
under The Act.
This Certificate is issued for : purpose of PURPOSE OF BUSINESS AND CUSTOMER
REQUIREMENT, . (RENEWAL OF GMP CERTIFICATE)
This Certificate is Valid for a period: 22/03/2018 - 21/03/2019
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V.T Paunikar

Licensing Authority

Food & Drugs Administration
KONKAN Division,Maharashtra State

VIRAJ TUKARAM PAUNIKAR
e-Signed on 22-03-2018 22:29

TPAV # 71 T2NASFHM

Being Manufactured at:

Applicant :

ANUH PHARMA LTD (752802) GREAT PACIFIC EXPORTS PVT. LTD. 710957)
A-3 SHIVSAGAR ESTATE, NORTH WING,, DR. ANNIE BEPANJT NO. D-5/8,D-5/9,,MIDC TURBHE,NAVI MUMBAI-400703
ROAD,, MUMBAI - 400018 Taluka: WORLI District: WORLI
Taluka: WORLI District: MUMBAI-ZONE2 Mobile: 9821230378

Fee Payment(s) : DB-1d: 294883 - 07/03/2018 (Amt: 3500) Balance : 54750
This License/Certificate is eSIGNED. Physical Signature is NOT Required

" Division MFGIDNo |  Type:GMP Certificate | CERTIFICATE No | Issue Dt/ Validity Dt
KONKAN (TZ7) 752802 GMP-89049-07/03/2018 | 6080699 |22/03/2018 -21/03/2019

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV Pg:1/1 (22/03/18) 1 n_




Food & Drugs Administration (Maharashtra State)
Letter No: ME/MZ2/RNW/28A-KD/1343 A
. Food & Drugs Administration, KONKAN Division
OFFICE OF JOINT COMMISSIONER [K.D}

S : License Renewal Products 4TH FL.ESIC BLD,WAGLE ESTATE
Gl kA, Validity Period:01/10/2016 To 30/09/2021 . Thane -400604
To: LICENSE No : 28A-KD/1343 A

752802- ANUH PHARMA LTD (Public Limited) & Dt : 28/11/2016

A-3 SHIVSAGAR ESTATE, NORTH WING,, DR ANNIE BESANT ROAD,,
MUMBALI - 400018
Taluka: WORLI, District: Mumbai-Zone2-

Sir,
Ref :- Your Inward Application vide Inward ID:- 52900 (RNW) Dated :- 01/10/2016

With reference to your Inward application,we inform you that your said application is considered & fo]lowmg
& l (, "ENSE has been RENEWED.

L.-GREAT PACIFIC EXPORTS PVT, LTD. (TZ7-NAVI MUMBAI)(710957) KD/1343 A 01/10/2001
i : : 30/69/2621 01/10/2016
L BECLOMET! NE DIPROPIONATE : Domestic (IF)
534990  BECLOMETHASONE DIPROPIONATE:
2 BECLOMETHASONE DIPROPIONATE Export (BY)
534991 BECLOMETHASONE DIPROPIONATE:
3. BECLOMETHASONE DIPROPIONATE ‘ Expart (USP)
534992 BECLOMETHASONE DIPROPIONATE:
- BECLOMETHASONE DIPROPIONATE ' ’ Expert @R)|" ~
1534994 BECLOMETHASONE DIPROPIONATE:
{5 BECLOMETHASONE DIPROPIONATE (MICRONISED) ‘ Domestic (17}
535767 BECLOMETHASONE DIPROPIONATE (MICRONISED): i
6 BECLOMETHASONE DIPROPIONATE (MICRONISED) Export (8P)
535768 BECLOMETHASONE DIPROPIONATE (MICRONISED):
7- BECLOMETHASONE DIPROPIONATE (MICRONISED) Export (EP)
535769 BECLOMETHASONE DIPROPIONATE (MICRONISED):
8 BECLOMETHASONE DIPROPIONATE (MICRONISED) Export (USP)
§35770 BECLOMETHASONE DIPROPIONATE (MICRONISED):
o BETAJM%]‘)!KSONE (MICRONISED) Domestic (1P)
§35033  BETAMEPHASONE (momsw)

" o, Esxport (EP)
/535034
HAS Export (USP)
| 535035
2 Export (BP}
535036 ! .
13. BF_TAMETHASONE ACETATE Export (8P)
534995  BETAMETHASONEACETATE:

Ha BETAMETHASON'E ACETATE Export (USP)
) BETAMETHASONE ACETATE Export (EP)
97-“BETAMETHASONE ACETATE: G

Export (BP)

. BETAMETHASONE DIPROPIONATE Export (USP)
-1 534515 BETAMETHASONE DIPROPIONATE:

18, BETAMETHASONE DIPROPIONATE Export (EF)
534517 BETAMETHASONE DIPROPIONATE:

19, BETAMETHASONE DIPROPIONATE Domestic (1P)
535771 _BETAMETHASONE DIPROPIONATE:

20. Betamethasone Sodium Phosphate ‘ Douestic (1P)

534518  Betamethasone Sodium Phosphate:
21 Betamethasone Sodiam Phosphate Export (BP)

Pow P(gvnent(s) DB-1d: 148901 - 01/10/2016 (Am¢: 49500) Balance : 1250

) l(OI\KAN (TZ7) 752802 -52900-01/16/2016 | 28A-KD/1343 A 28/11/2016
i online Third Party Approval Verification;Go to xInindia.gov.in & Click TPAVbutton. Pg:1/3 29/11/16 fI




ive Paymentt(s) : DB-Id: 148901 - 01/10/2016 (Ame: 49500) Balance : 1250
This License/Certificate is eSIGNED with Sceding from AADHAR via UIDAI Ser

! 534520 _Betamethasone Sodium Phosphate: . .
2 Betamethasone Sodium Phosphate Bxpore (0SE)
' 534521 Betamethasone Sodiin Phosphate:
23 Betamethasone Sodium Phosphate Export (EP)
34529  Betamethasone Sodium Phosphate:
BETAMETHASONE VALERATE Pomestic (IF)
534 mz BETAMETHASONE VALERATE:
125, BETAMETHASONE VALERATE Export (BP)
534535 BETAMETHASONE VALERATE:
26. BETAMETHASONE VALERATE Export (USP)
534542 BETAMETHASONE VALERATE:
27 BETAMETHASONE VALERATE Expect (EF)
534972 BETAMETHASONE VALERATE:
28, CLOBETASOL PROPIONATE Export (BP)
534978 CLOBETASOL PROPIONATE:
29, CLOBETASOL PROPIONATE Export (USP)
! 534982 CLOBETASOL PROPIONATE:
10, CLOBETASOL PROPIONATE Export (EF)
534983 CLOBETASOL PROPIONATE:
3 CLOBETASOL PROPIONATE Domestic ({F)
538261 CLOBETASOL PROPIONATE:
32, CLonmgsONE BUTYRATE Export (87)
535021 CLOBETASONE BUTTRATE:
33. DEF LAZ&‘K{'UI‘TY Domestic ((HS(In House))
535024 DEFLAZACORT:
M. DEXAMETHASONE (MICRONISED) Export (BP)
535017 _DEXAMETHASONE (MICRONISED): 2
3 DEXAMETHASONE ACETATE Export (BP)
. 833003 DEXAMETHASONE ACETATE:
136 DEXAMETHASONE SODIUM PHOSPHATE Domestic (1P)
534986 DEXAMETHASONE SODIUM PHOSPHATE: /
3 DEXAMETHASONE SODIUM PHOSPHATE Export (BP)
534987 DEXAMETHASONE SODIUM PHOSPHATE:
38, DEXAMETHASONE SODIUM PHOSPHATE - Export (USP)
534988 DEXAMETHASONE SODIUM PHOSPHATE:
39. DEXAMETHASONE SODIUM PHOSPHATE . Export (EP)]
| 534989 DEXAMETHASONE SODIUM PHOSPHATE:
[0, DEXAMETHASONE SODYUM PHOSPHATE (MICRONISED) Domestic (IP)
535018 DEXAMETHASONE SODIUM PHOSPHATE (MICRONISED):
41 DEXAMETHASONE SODIUM PHOSPHATE (MICRONISED) Expart (USP)
1535019 DEXAMETHASONE SODIUM PHOSPHATE (MICRONISED):
42, FLUTICASONE PROPIONATE Domestic (IP)
535029 FLUTICASONE PROPIONATE: :
43. FLUTICASONE PROPIONATE (MICRONISED) - Export (USP)
535028 _FLUTICASONE PROPIONATE (MICRONISED): :
4. HALOBETASOL PROPIONAAE, (IHS) Export 1HS(In House))|
563330 99 - 101:
|45, HYDROCORTISONE (MICRONISED) X Export (BP)
535020 HYDROCORTISOMC@BED)
4. HYDROCORTISONE ACETATE >( Domestic (P
1534999 HYDROCORILISONEACET
. METHYL PREDNISOLONE() lCRONlSED) Dowestic (IP)
| 335761 METHYE PREDNISOTONEMICRO)
'4}, METHYL PREDNISOLONE (MlCRONlSED) Export (BP)
535762 METHYEBREDNISOLONE {MICRONISED) it
o, METHYL PREDNISOLONE ACETATE Export (BP)
* METHYH:RREDNISG) oBlE ACETAHE:
Export (BP)
Export (USP)
|52. VIOMETASONE FUROATE Domestic (IP)
538263 MOMETASONE FUROATE:
i3, MOMETASONE FUROATE MONOHYDRATE N-A (IHS@n House)
535814 MOMETASONE FURQATE MONOHYDRATE:
54 PREDNISOLONE (MICRONISED) )( Domestic (IP)
535037 PREDNISOLONE (MICRONISED):
55, PREDNISOLONE (MICRONISED) Export (BP)
535038 _PREDNISOLONE (MICRONISED):
" |s6. PREDNISOLONE (MICRONISED) Export (USP)

" ""KONKAN (TZ7) 752802

RNW-52900-01/10/2616

A-KD/1343 A

28/11/2016

to¢ online Third Party Approval Verification;Go to xinindia.gev.in & Click TPAY button.

Pg:2/3 29/11/16 I




535039 PREDNISOLONE (MICRONISED):

5% PREDNISOLONE ACETATE )( Export (BF)

535004 PREDNISOLONE ACETATE:

158 PREDNISOLONE ACETATE Export (EF)

1535008 PREDNISOLONE ACETATE:

59, PREDNISOLONE ACETATE (MICRONISED) Domestic (IF)

: 335763 PREDNISOLONE ACETATE (MICRONISED):

i), PREDNISOLONE ACETATE (MICRONISED) Export (BP)
335764 PREDNISOLONE ACETATE (MICRONISED):

f;t.i 1. PREDNISOLONE ACETATE (MICRONISED) Export (USP)

1335765 PREDNISOLONE ACETATE (MICRONISED):

62. PREDNISOLONE ACETATE (MICRONISED) Export (EP)

535766 PREDNISOLONE ACETATE (MICRONISED):

63. PREDNISOLONE SODIUM PHOSPHATE Export (BF)

535026 _ PREDNISOLONE SODIUM PHOSPHATE: Y

64. PREDNISOLONE SODIUM PHOSPHATE Export (EP)

535027 _ PREDNISOLONE SODIUM PHOSPHATE:

165. PREDNISOLONE SODIUM PHOSPHATE Domestic (TP}

1535030 _PREDNISOLONE SODIUM PHOSPHATE:

I'(' PREDNISOLONE SODIUM PHOSPHATE Export (USP)

1 535032 PREDNISOLONE SODIUM PHOSPHATE:

24td % & A
AFCPS2331D Chakrapani R. Shirke Quality Assurance 0A Mm{agar MSC

ANSPK4232D | Dr. Yogendra S. Khushwah Bulk Drugs /API, Researcll & Develop Prod, PHD
ANBPJ3559P HEMANT LAXMAN JADHAV ical & Instr 0QC EXECUTIVE BSC
ANAPC8164A Mr. Mahesh G. Chambharge Bulk Drugs/ APl Production Officer - |MSC
ASIPJ1854H Mpr. Nivasrao Vitthal Jadhay Chemical & Instrumentation Quality Control BSC

Chentist
AOQLPMO025Q | Mr. Sndhakar Niventti Mane Buik Drugs / API Production Officer BSC

AQUPPOS70E | Prabhakar V. Patil Bulk Drugs / AP Production Manager | BSC
AGFPJ0846C | Sampat B. Jadhay Microbiology Testing, Chemical & Insts ion | QC M BSC
“{/TPK3328E Sangita A. Kalel . Microbiology Testing QC Microbiologi MSC
BCVPK2716H eera Murali Rama Krishna Puppala Bulk Drugs / API Production M BSC
AHEPT8442D | Vijay S. Thombare Bulk Drugs / API Production Superviser | BSC

This License has been renewed on 01/10/2016 and valid up to 30/09/2021

Terms and Conditions

1) Licensee shouid 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
app]lcable)

3) Licensee should abide by all the provisions of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules
I‘)SS as amended up to date
4) Licensce should not manufacture any drug/cosmetic by & 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 Llcensmg Authority or Drugs Controller General of India or Government of India.
6) The permission is granted s t to the condition that, the product is safe, for use in context of pharmaceutical Aids,
Additions and excipient use; formulation

7) Any addition thereto ¢ erefore witl not be carried out without permission of Licensing Authority
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b4 T Paunikar

Licensing Authority

Food & Drugs Administration
KONKAN Division, Maharashtra State

Applicant: Bei :
ANUH PHARMA LTD(752802) GREAT PACIFIC EXPORTS PVT. LTD. 710957)

4-3 SHIVSAGAR ESTATE, NORTH WING,, DR. ANNIE

PLOT NO. D-5/8,0-5/9,,MIDC TURBHE,NAVI MUMBA1400703
HESANT ROAD,, MUMBALI - 400018 District: Thane-Zone7
faluka: WORLI, District: Mumbai-Zone2
Fee Paymem(s) + DB-Id: 148901 - 01/10/2016 (Amt: 49500) Balance : 1250

KONKAN (TZ7) 751802 RNw-sz900-01/i0)2016
cniine Third Party Approval Verification;Go to xInindia.gov.in & Click TPAVbutton, Pg:3/3 29/11/16 T




