
Status of Form 10 License as on 03-10-2022

S.NO. Product
License 

issued in the 
name of 

Manufacturer Valid From Valid To Status

1 Heparin Sodium BP IP USP EP and Enoxaparin 
Sodium IP EP SGIPL Yantai Dongcheng Biochemical 

Co.Ltd. 1-Jun-21 29-May-24 valid

2 Chondroitin Sulfate Sodium USP SGIPL Yantai Dongcheng Biochemical 
Co.Ltd. 22-Nov-21 29-May-24 valid

3 Mifepristone IP SGIPL Hubei Gedian Humanwell 
Pharmaceutical Co Ltd. China 7/7/21 5/31/24 valid

4 Levocarnitine IP USP EP & L-carnitine L-
Tartrate SGIPL Chengda Pharmaceuticals Co Ltd. 1-Sep-21 25-Aug-24 valid

5 Orlistat USP SGIPL Shandong New Time Pharmaceutical 
Company Limited China 26-Aug-22  29-Jul-2025 valid

6 Efavirenz USP, Atorvastatin Calcium Trihydrate 
IP USP EP & Levetiracetam IP USP E) SGIPL Zhejiang Jiangbei Pharmaceutical 

Co Ltd China 6/4/20 5/24/23 valid

7 Lactulose Solution BP USP EP SGIPL Lacsa (Pty) Limited South Africa 4/20/20 9/19/22 valid

8 Tacrolimus Hydrate IP USP EP JP SGIPL CERES F&D Incorporated South 
Korea 4/1/20 3/11/23 valid

9 Panreatin (Pancreas Powder) IP  & Pepsin IP EP SGIPL Chongqing Quanxinxiangsheng 
Biopharmaceutical Co Ltd. China 3/18/20 12/15/22 valid

10 Tranexamic Acid IP SGIPL Hunan Dongting Pharmaceutical Co 
Ltd., China 5/15/20 3/27/23 valid

11 Acarbose  IP SGIPL CSPC  Shengxue Glucose Co Ltd., 
China 7/15/21 6/20/24 Valid

12 Enoxaparin Soidum I.P. SGIPL Hubei Enoray Biopharmaceutical Co 
Ltd. China 9/15/20 5/27/23 valid

13 Simvastatin IP, PH.EUR., USP SGIPL Zhejiang Jianbei Phrmaceutical Co 
Ltd. China 11/17/20 5/24/23 valid

14 Pepsin I.P. SGIPL Sichuan Deebio Pharmaceutical Co 
Ltd. China 2/4/21 1/11/24 valid

15 Alpha Lipoic Acid USP SGIPL Jiangsu Tohope Pharmaceutical Co., 
Ltd. China 2/15/21 11/5/23 valid

16 Pancreatin I.P. SGIPL
M/s. 
DEYANG SINOZYME 
PHARMACEUTICAL CO., LTD.,

6/15/21 3/21/24 valid

17 Posaconazole SGIPL M/s. Zhejiang 
Ausun Pharmaceutical Co.Ltd., 9-Jun-21 11-Dec-22 valid

18 Moxidectin (vet) I.P. SGIPL M/s.Livzon New North River 
Pharmaceutical Co Ltd., China

7/30/21 01.06.2023 valid

19 Trypsin  Chymotrypsin SGIPL Sichuan Deebio Pharmaceutical Co 
Ltd. China 10-Sep-21  01-Sep-2024

valid

20
Heparin sodium I.P.,U.S.P.

SGIPL M/s. Ningbo Renjian 
Pharmaceutical Group Co., Ltd. 13-Jan-22 11-Mar-23

valid

21
Amphotericin B I.P.,U.S.P.,E.P.,In-house

SGIPL M/s. Zhejiang 
Tiantai Pharmaceutical Co.Ltd. 10-Jun-22 20-Apr-25

Valid
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Status of Registration Certificate  As on 03-10-2022

S No Name of product
License issued in 

the name of Manufacturer Registration Re-registration

1 Chondroitin Sulfate Sodium USP SGIPL
Yantai Dongcheng Biochemicals Co 
Ltd. China 22.09.2021 31.05.2021 22.09.2021

2 Mifepristone I.P. SGIPL Hubei Gedian Humanwell 
Pharmaceutical Co Ltd. China 16/06/21 31/05/24 16-Jun-21

3 Hydrochlorothiazide IP/USP/EP SGIPL
Paid Registration fee on 19-12-2017. 
Testing fee Rs.4680/- paid on 
26-12-2018

4

Efavirenz USP                        
Atrorvastatin Calcium Tryhydrate IP 
USP EP                                  
Levetiracetam IP USP EP. 

SGIPL Zhejiang Jiangbei Pharmaceutical 
Co. Ltd. China 5/25/20 5/24/23

5 Tacrolimus Hydrate  IP  JP USP Ph.Eur SGIPL CERES F&D Republice of Korea 3/12/20 3/11/23

6 Lactulose Solution BP/USP/ESP SGIPL Lasca (Pty) Limited, Durban S.Africa 9/20/19 9/19/22
Could not re-register the product due recall 
issue. Need to start fresh registration

7 Entecavir Monohydrate SGIPL Zhejiang Ausun Pharmaceutical 
Co.Ltd. China 12/12/19 12/11/22

8 Tranexamic Acid I.P. SGIPL Hunan Dongting Pharmaceutical Co 
Ltd., China 5/15/20 3/27/23

10 Simvastatin IP, PH.EUR., USP SGIPL Zhejiang Jianbei Phrmaceutical Co 
Ltd. China 10/9/20 5/24/23

11 Levocarnitine IP USP EP & L-carnitine L-
Tartrate SGIPL Chengda Pharmaceuticals Co.Ltd. 

China 8/26/21 8/25/24

12 Posaconazole SGIPL M/s. Zhejiang 
Ausun Pharmaceutical Co.Ltd., 6/7/21 12/11/22

13 Amphotericin I.P.,U.S.P.,E.P.In-house SGIPL M/s. Zhejiang 
Tiantai Pharmaceutical Co.Ltd. 21-Apr-22 20-Apr-25

14 Trypsin Chymotrypsin SGIPL Sichuan Deepio Pharmaceutical Co 
Ltd., China 9/2/21 9/1/24

15 Sitagliptin Monohydrate Phosphate 
I.P.,U.S.P.,E.P. SGIPL

M/S. Zhejiang Yongtai Pharmaceutical 
Co., Ltd. in process
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Status of Registration Certificate  As on 03-10-2022

Re-registration Remark

29.05.2024 * Re-registered 
by Emcure

31-May-24

Paid Registration fee on 19-12-2017. 
Testing fee Rs.4680/- paid on 
26-12-2018

Could not re-register the product due recall 
issue. Need to start fresh registration

re-registration 
process going on

re-registration 
process going on
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Status of On-going registration License as on 03-10-2022
S.NO. Product Manufacturer

1 Sitagliptin Phosphate 
Monohydrate I.P., U.S.P., E.P.

M/S. Zhejiang Yongtai 
Pharmaceutical Co., Ltd. 

2 Entecavir & Posaconazole Zhejiang Ausun 
Pharmaceutical Co.Ltd. 
China

3 Rosuvastatin Shangyu Jingxin 
Pharmaceutical Co., Ltd. 

4

Tranexamic Acid I.P

Hunan Dongting 
Pharmaceutical Co Ltd., 
China

5
6
7
8
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Status of On-going registration License as on 03-10-2022
Status

Samples need to receive from 
Mfr. To submit CDTL

Re-registration documentation 
initiated

Registration Documentation 
initiated

Addition of USP,EP/BP 
monograph in existing RC is 
processed
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