F. No. 19(78)/2014/DP/NPPA/Div.II
ART DR
Government of India
IAF (g SRS HATGd
Ministry of Chemical and Fetilizers
aiteer fwmr

Department of Pharmaceuticals ¥
st ety e fEiRer wifeeR g
National Pharmaceutical Pricing Authority

5th/3rd Floor,

YMCA cultural Centre Building

1, Jai Singh Road, N. Delhi- 11001
Dated: 20.9.2017

OFFICE MEMORANDUM

Subject: Status of Form - I application of new drug under Para 2(u) of DPCO, 2013.

I am directed to refer to the minutes of the 49t Authority Meeting dated 19.09.2017
wherein the status of form I applications of new drugs under Para 2 (u) of DPCO, 2013 received
on or before 19.07.2017 were put up for the consideration of the Authority. The Authority
directed NPPA to upload the status of these applications on its website. In compliance of the

direction of the Authority, list of the cases as per Annexure II are uploaded on the web site.

(APS Sawhney)
Director (Pricing)

Copy to: All Apex Pharma Organizations / Associations i.e. OPPI, IDMA, AISSPMA, PICC],
CIlL, IPA and FOPE for necessary action please.
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Annexure - II

List of Form -1 applications received on or before 19.07.2017 pending for reasons other than complete documents/information.

SI. No.

F.No.

Name of the Company/ Formulation

Date of
application

receipt

of

Status

553

M/s Pure and Cure Healthcare Pvt. Ltd. and marketed by M/s
Jenburkt Pharmaceuticals Ltd.

Nervijen D3 tablet

Each coated tablet contains:

Alpha Liopic Acid 200mg

Vitamin D3 1000 IU

Pyridoxine HCl 3mg

Mecobalamin 1500mcg

Folic Acid 1.5mg

Biotin 200mcg

18.7.2016
December, 2015

IPDMS Issue

692

Marketed by M/s Magnet Labs Pvt. Ltd. and manufactured by
M/s Mankind Pharma Ltd.

Omegaful Capsule (Omega-3- Acid Ethyl Esters, Mecobalamin,
Vitamins and Minerals)

Each soft gelatine Capsule contains:

Omega-3 Acid Ethyl Esters 60 BP providing Elcosapentaenoic
Acid - 90mg, Docosahexaenoic Acid- 60mg, Mecobalamine-
500mcg, Pyridoxine Hydrochloride IP - 3mg, Folic Acid-
1.5mg, Vitamin-E- 251U, Vitamin- C- 100mg, and Zinc
Sulphate IP eq. to Elemental Zinc 15mg sodium selenite
pentahydrate BP eg. to Elemental Selenium - 60mcg

03.5.2016
October, 2015

PHARMACOECOMICS

707

Manufacturer & Marketed by M/s Ajanta Pharma Ltd.
Each ml contains:

Brinzolamide IP 1.0 w/v

Timolol Maleate IP eq. to Timolol 0.5% w/v,
Benzalkonium Chloride IP 0.01% w/v (as preservative)

05.5.2016
October, 2015

PHARMACOECOMICS/IPD
MS issue

729

Manufacturer by M/s Tirupati Medicare Limited & marketer
By M/s Pfizer Limited

Autrin - XT

Each film coated tablet contains:

Ferrous Ascorbate eq. to Elemental Iron 100mg,

Folic Acid IP 1.5mg,

Cyanocobalamin IP 15 mcg,

Zinc Sulphate Monohydrate IP eg. to Elemental Zinc 22.5mg

30.5.2016
October, 2015

IPDMS Issue

741

Manufacturer And Marketer by M/s Albert David Limited
Sioneuron F Tablet

Each film coated tablet contains:
Thiamine Mononitrate IP 10mg,
Pyridoxine Hydrochloride IP 3mg,
Cyanocobalamin IP 15mcg,
Nicotinamide IP 100mg,

Calcium Pantothenate IP 50mg,
Riboflavin IP 10mg,

Vitamin C IP 150mg,

Folic Acid IP 1500mcg

06.6.2016
November, 2015

PHARMACQECOMICS/IPD
MS issue

786

Manufacturer and Marketer by M/s Panacea Biotech Ltd.
Each ml contains:

Diphtheria Toxoid 20Lf (30 IU),

Tetanus Toxoid 7.5Lf (60 IU),

Inactivated w-B. pertussis bulk 10 [OU (4 IU), Hib (PRP-TT)
(Hib PRP Conjugated with carrier protein Tetanus Toxoid) 10
ug,

Aluminium content (A13+) (as Aluminium Phosphate Gel)
0.25mg, Thiomersal 0.025mg,

22.7.2016
December, 2015

PHARMACOECOMICS

796

Manufactured by Aeon Formulation Pvt. Ltd. and marketed by
M/s USV Private Limited

Roseday CV 10

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin (As granules)
10mg,

Clopidogrel Bisulphate IP eq. to Clopidogrel (As a film coated
tablet) 75mg

28.12.2016
May, 2016

WPA

807

marketed by Centaur Pharmaceuticals Pvt. Ltd. and
manufactured by M/s Glenamark Pharmaceuticals Ltd. Ten20
M 1000 tablet

Each uncoated bilayered tablets contains:

Teneligliptin Hydrobromide hydrate eq. to Teneligliptin 20mg
Metformin HCL 1000mg

(as extended release)

30.8.2016
January, 2016
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817

Marketed by M/s Mankind Pharma Ltd. and Manufactured by
M/s Pharma Force Lab.

contains:

Clobetasol Propionate IP 0.05%w/w,

Clotrimazole IP 1.00% w/w,

Neomycin Sulphate IP 0.50%w/w

209.2016
February, 2016

WPA

10.

834

Manufacturer M/s Malik Lifesciences Pvt. Ltd. And Marketer
M/s Macleods Pharmaceuticals Ltd.

Moximac Plus Tablets

Each Coated Sustained Release tablet contains:
Moxifloxacin Hydrochloride BP eq. to Moxifloxacin 400mg,
Cefixime IP (as trihydrate) eq. to Ahydrous Cefixime 400mg

19.10.2016
March, 2016

Under Process

11,

835

Manufacturer M/s Malik Lifesciences Pvt. Ltd. And Marketer
M/s Macleods Pharmaceuticals Ltd.

Macflox Plus Tablets

Each Coated Sustained Release tablet contains:
Moxifloxacin Hydrochloride BP eq. to Moxifloxacin 400mg,
Cefixime IP (as trihydrate) eq. to Ahydrous Cefixime 400mg

19.10.2016
March, 2016

Under Process

r

12

849

Manufacturer And Marketer by M/s Anglo French Drugs &
Industries Ltd.,

Each Film Coated tablet contains:

Tramadol Hydrochloride IP 37.5mg,

Paracetamol IP 325mg

15.11.2016
April, 2016

WPA/IPDMS issue

13.

851

Manufacturer by M/s Safetab Life Science & Marketer by M/s
Intas Pharmaceuticals Limited

Each film coated bilayered tablet contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg,

Aspirin IP 75mg,

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg

15.11.2016
April, 2016

WPA/IPDMS issue

857

Manufacturer and Marketer by M/s Mankind Pharma Ltd.
Ceftriaxone + Tazobactum injection

One glass vial contains:

Ceftriazone Sodium (Sterile) eq. to

Anhydrous Cetriaxone 500mg

Tazobactam sodium (Sterile) eq. to

Anhydrous Tazobactum 62.5mg and

One FFS Ampoule contains:

Sterile Water for Injection IP S5ml

17.11.2016
April, 2016

WPA

15.

859

Marketed by M/s Cadila Pharmceuticals Ltd. and
Manufactured by M/s Synokam Pharma limited

Each uncoated bilayered tablets contains:

Teneligliptin Hydrobromide hydrate eq. to Teneligliptin 20mg
Metformin HCL 500mg

(as extended release)

17.1.2017
June, 2016

WPA/IPDMS issue

16.

860

Marketed by M/s Cadila Pharmceuticals Ltd. and
Manufactured by M/s Synokam Pharma limited

Each uncoated bilayered tablets contains:

Teneligliptin Hydrobromide hydrate eq. to Teneligliptin 20mg
Metformin HCL 1000mg

(as extended release)

17.1.2017
June, 2016

WPA/IPDMS issue

17.

862

Manufactured by M/s Accent Pharma and Marketed by M/s
Lupin Limited.

Tripinom 40

Each uncoated tablet contains:

Olmesartan Medoxomil IP 40mg,

Amlodipine Besylate IP eq. to Amlodipine Smg,
Hydrochlorothiazide IP 12.5mg

28.11.2016
April, 2016

WPA/IPDMS issue

18.

864

Manufactured and Marketed by M/s Biochem Pharmaceutical
Industries Ltd.

Each uncoated tablet contains:

Paracetamol IP 500mg,

Caffeine (Anhydrous) IP 30mg Phenylephrine Hydrochloride
I[P Smg,

Diphenhydramine Hydrochloride IP 25mg

17.11.2016
April, 2016

Under Process

19.

871

Manufactured and marketed by M/s Eris Lifesciences Pvt. Ltd.
Cyblex MV 40.2

Each uncoated tablet contains:

Gliclazide IP 40mg,

Metformin Hydrochloride IP 500mg

Voglibose IP 0.2mg

14.12.2016
May, 2016

(RTI) Launched without
price approval
PHARMACOECOMICS

20.

872

Manufactured and marketed by M/s Eris Lifesciences Pvt. Ltd.

Cyblex MV 40.3
Each uncoated tablet contains:

14.12.2016
May, 2016

(RTI) Launched without
price approval
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Gliclazide IP 40mg,
Metformin Hydrochloride IP 500mg
Voglibose IP 0.3mg

PHARMACOECOMICS

21

878

Manufactured and marketed by M/s Torrent Pharmaceuticals
Limited

Rozucor Asp 20 Forte

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As film
coated tablet),

Aspirin IP 150mg (As enteric coated tablet)

08.12.2016
May, 2016

Under Process

22

879

Manufactured and marketed by M/s Lupin Limited
Each uncoated tablet contains:

Ramipril IP 5mg,

Amlodipine Besilate IP eq. to Amlodipine 5mg

13.12.2016
May, 2016

WPA/IPDMS issue

23.

880

Manufactured by M/s Lupin Limited and marketed by M/s
Unichem Laboratories Ltd.

Each Film uncoated bilayer tablet contains:

Teneliglitptin Hydrobromide Hydrate 20mg eq. to Tenegliptin
20mg,

Metformin Hydrochloride IP 1000mg

(In Sustained Release form)

13.12.2016
May, 2016

IPDMS Issue

881

Manufactured and marketed by M/s Zydus Healthcare
Limited

Each hard gelatin capsule contains:

Alpha Lipoic Acid USP 100mg,

Mecobalamin IP 1500mcg,

Pyridoxine Hydrochloride IP 3mg,

Vtamin D3 (As Stabilized) 10001U,

Folic Acid IP 1.5mg

13.12.2016
May, 2016

WPA/IPDMS issue

25.

888

Manufactured by M/s Lupin Ltd. and marketed by M/s
Unichem Laboratories Ltd.

Teneligliptin and Metformin HCL tablet

Each uncoated bilayer tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCl 1000mg

28.02.2017
July, 2016

IPDMS Issue

26.

889

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s Unichem Laboratories Ltd.

Unistar Gold 10/75

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg (As
Pellets),

Aspirin IP 75mg (As Enteric Coated Pellets),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as Pellets)

28.02.2017
July, 2016

IPDMS Issue

27

890

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s Unichem Laboratories Ltd.

Unistar Gold 20/75

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As
Pellets),

Aspirin IP 75mg (As Enteric Coated Pellets),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as Pellets)

28.02.2017
July, 2016

IPDMS Issue

28.

892

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s Unichem Laboratories Ltd.

Roistar CV 10/75

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg (As
Pellets),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as Pellets)

23.12.2016
May, 2016

IPDMS Issue

29

893

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s Unichem Laboratories Ltd.

Roistar CV 20/75

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As
Pellets),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as Pellets)

23.12.2016
May, 2016

IPDMS Issue

30.

895

Manufacturer and marketer by M/s Cadila Healthcare Ltd.
Each ml contains:
Diclofenac Sodium IP 75mg Injection

30.12.2016
May, 2016

WPA/IPDMS issue

3L

896

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Atorvastatin Calcium IP eq. to Atorvastatin Smg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (asto film

09.01.2017
June, 2016

WPA/IPDMS issue
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coated tablets)

32.

897

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Atorvastatin Calcium IP eq. to Atorvastatin 10mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

09.01.2017
June, 2016

WPA/IPDMS issue

898

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Atorvastatin Calcium IP eq. to Atorvastatin 20mg (As
granules)

Aspirin [P 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

09.01.2017
June, 2016

WPA/IPDMS issue

34.

899

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 5mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

09.01.2017
June, 2016

WPA/IPDMS issue

35.

900

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s MedoPharm,

EFIGLIN M tablet

Each uncoated Bilayered tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCl 500mg

10.01.2017
June, 2016

IPDMS Issue

36.

909

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As
granules)

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

03.01.2017
June, 2016

WPA/IPDMS issue

37.

910

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

03.01.2017
June, 2016

WPA/IPDMS issue

38.

911

Manufacturer by M/s GKM New Pharma and marketer by M/s
Cadila Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

03.01.2017
June, 2016

WPA/IPDMS issue

39.

914

Manufactured by M/s Aqua Vitoe Laboratories and marketed
by M/s Claris Injectable Limited,

Each Vial contains:

Methylprednisolone Sodium Succinate USP. Eg. to
Methylprednisolone 125mg

08.02.2017
July, 2016

Under Process

40.

915

Manufactured by M/s Aqua Vitoe Laboratories and marketed
by M/s Claris Injectable Limited,

Each Vial contains:

Methylprednisolone Sodium Succinate USP. Eq. to
Methylprednisolone 500mg

08.02.2017
July, 2016

Under Process

41.

916

Manufactured by M/s Aqua Vitoe Laboratories and marketed
by M/s Claris Injectable Limited,

Each Vial contains:

Methylprednisolone Sodium Succinate USP. Eq. to
Methylprednisolone 1000mg

08.02.2017
July, 2016

Under Process

42.

917

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s USV Pvt. Ltd,

Roseday CV 20

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin (As Pellets)
20mg,

07.02.2017
July, 2016

WPA
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Clopidogrel Bisulphate IP eq. to Clopidogrel (As Pellets)
75mg

43.

922

Manufactured M/s Windlas Biotech Ltd. and Marketer M/s
Intas Pharmaceuticals Pvt. Ltd.

Each uncouted Bi- Layered tablet contains:

Glimepiride IP 1mg,

Metformin HCL IP 850mg (As sustained release form)

06.03.2017
August, 2016

WPA/IPDMS issue

44.

923

Manufactured M/s Windlas Biotech Ltd. and Marketer M/s
Intas Pharmaceuticals Pvt. Ltd.

Each uncouted Bi- Layered tablet contains:

Glimepiride IP 1mg,

Metformin HCL IP 850mg (As sustained release form)

06.03.2017
August, 2016

WPA/IPDMS issue

45.

924

Manufactured M/s Safetab Life Science and Marketer M/s
Intas Pharmaceuticals Pvt. Ltd.

Each film couted Bi- Layered tablet contains:

Cilnidipine 10mg,

Metoprolol Succinate IP 23.75mg eq. to Metoprolol Tartrate
25mg (ER)

06.03.2017
August, 2016

WPA/IPDMS issue

46.

926

Manufactured M/s Safetab Life Science and Marketer M/s
Intas Pharmaceuticals Pvt. Ltd.

Each film couted Bi- Layered tablet contains:

Cilnidipine 10mg,

Metoprolol Succinate IP 23.75mg eq. to Metoprolol Tartrate
50mg (ER)

06.03.2017
August, 2016

WPA/IPDMS issue

47.

929

Manufacturer M/s Synokem Pharmaceuticals Ltd. and
marketer M/s Emcure Pharmaceuticals Ltd.
Teneligliptin 20mg+Metformin HCL 500mg tablet

Each uncoated bilayer tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCL 500mg (as sustained release)

30.03.2017
August, 2016

WPA

48,

930

Manufacturer M/s Synokem Pharmaceuticals Ltd. and
marketer M/s Emcure Pharmaceuticals Ltd.
Teneligliptin 20mg+Metformin HCL 1000mg tablet
Each uncoated bilayer tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCL 1000mg (as sustained release)

30.03.2017
August, 2016

WPA

49.

933

Manufacturer M/s Sunglow Pharmaceuticals Pvt. Ltd. and
marketer M/s Intas Pharmaceuticals Ltd.

Metformin HCI (SR), Glimepiride and Voglibose tablets
(LFDA permission is attached)

Each tablet contains:

Metformin HCL 500mg

(as sustained release form)

Glimepiride 2mg

Voglibose 0.3mg

23.03.2017
August, 2016

WPA/IPDMS issue

50.

934

Manufacturer M/s Sunglow Pharmaceuticals Pvt. Ltd. and
marketer M/s Intas Pharmaceuticals Ltd.

Metformin HCI (SR), Glimepiride and Voglibose tablets
(LFDA permission is attached)

Each tablet contains:

Metformin HCL 500mg

(as sustained release form)

Glimepiride 1mg

Voglibose 0.3mg

23.03.2017
August, 2016

WPA/IPDMS issue

51.

935

Manufacturer and marker M/s Lupin Ltd.
Tiotropium Bromide, Formoterol Fumarate & Ciclesonide
Powder for Inhalation

Each capsule contains:
Tiotropium (as Tiotropium Bromide Monohydrate) 18mcg

Formoterol Fumarate Dihydrate 12mcg
Ciclesonide 400mcg

23.03.2017
August, 2016

WPA/IPDMS issue

52;

937

Manufacturer M/s Windlas Biotech Ltd. and marketer M/s
Abbott Healthcaere Pvt. Ltd.

Sorbitrate HF (Isosobide Dinitrate 20mg+Hydralazine HCl
37.5mg

Each film coated tablet contains:

Diluted Isosorbide Dinitrate eq. to Isosorbide Dinitrate 20mg
Hydralazine Hydrochloride 37.5mg

27.03.2017
August, 2016

WPA

53.

938

Manufacturer M/s Staywell Formulation Pvt. Ltd. and
marketer M/s Profic Organic Ltd.

Glimepiride & Metformin tablet

Each uncoated bilayered tablet contains:

Glimepiride 1mg

Metformin Hydrochloride 500mg

31.03.2017
August, 2016

WPA
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(as sustained release form)

54.

939

Manufacturer M/s Aeon Formulations Pvt. Lt d. and marketer
M/s USV Pvt. Ltd.

Glycomet 500mc tablet

Each film coated tablet contains:

Metformin HCL 500mg

(as sustained release form)

Methylcobalamin 750mcg

23.01.2017
June, 2016

WPA

941

Manufacturer / marketer M/s Hetero Labs Ltd.
Sofosbuvir 400 +Velpatasvir 100mg tablet
Each film coated tablet contains:

Sofosbuvir 400mg

Velpatasvir 100mg

10.04.2017
September, 2016

Launched without price
approval
PHARMACOECOMICS

56.

942

Manufacturer M/s Akums Drugs and Pharmaceutical Ltd. and
marketer M/s Zuventus Healthcare Limited

Each film coated tablet contains:

Olmesartan Medoxomil IP 40mg,

Amlodipine Besylate IP eq. to Amlodipine 5mg,
Hydrochlorothiazide IP 12.5mg,

17.4.2017
September, 2016

WPA

57.

943

Manufacturer M/s Akums Drugs and Pharmaceutical Ltd. and
marketer M/s Zuventus Healthcare Limited

Each film coated tablet contains:

Olmesartan Medoxomil IP 20mg,

Amlodipine Besylate IP eq. to Amlodipine 5mg,
Hydrochlorothiazide IP 12.5mg,

17.4.2017
September, 2016

WPA

58.

944

Manufacturer M/s Pure and Cure Healthcare Pvt. Ltd. and
marketer M/s Strassenburg Pharmaceuticals Ltd.

Each tablet contains:

Paracetamol IP (as Immediate Release) 300mg,
Paracetamol IP (as Sustained Release) 700mg

17.4.2017
September, 2016

WPA

59.

946

Manufacturer by M/s Virchow Biotech Private and marketer
By M/s Cadila Pharmaceuticals Ltd.

Each 5ml contains:

PEG L-Asparaginase 750 IU/ml Injection

27.4.2017
September, 2016

WPA

60.

947

Manufacturer by M/s Rivpra Formulation Pvt. Ltd. and
marketer By M/s Cadila Pharmaceuticals Ltd.

Each Tablet contains:

Aceclofenac IP 100mg

Paracetamol IP 325mg

27.4.2017
September, 2016

WPA/IPDMS issue

61.

948

Manufacturer by M/s Synokem Pharmaceuticals Ltd. and
marketer By M/s Cadila Pharmaceuticals Ltd.

Each Hard gelatin capsule contains:

Rosuvastatin 10mg

Clopidogrel 75mg

27.4.2017
September, 2016

WPA/IPDMS issue

62.

949

Manufacturer by M/s Akums Drugs & Pharmaceuticals Ltd.
and marketer By M/s IPCA lab. Ltd.

Pecimol Spas Tablet

Each uncoated tablet contains:

Paracetamol 500mg

Dicyclomine HCI 20mg

2742017
September, 2016

WPA/IPDMS issue

63.

950

Manufacturer by M/s Synokem Pharmaceuticals Ltd. and
marketer By M/s Cadila Pharmaceuticals Ltd.

Each Hard gelatin capsule contains:

Rosuvastatin 20mg

Clopidogrel 75mg

27.4.2017
September, 2016

WPA/IPDMS issue

64.

951

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s MedoPharm,

EFIGLIN M 1000 tablet

Each uncoated Bilayered tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCl 1000mg

01.5.2017
October, 2016

IPDMS issue

Manufactured by M/s Accent Pharma and marketed by M/s
USV Pvt. Ltd,,

CENSPRAM MINI tablet

Each film coated tablet contains:

Escitalopram Oxalate IP eq. to Escitalopram Smg,
Clonazepam IP 0.5mg

02.5.2017
October, 2016

WPA

66.

67.

953

Manufacturer M/s Synokem Pharmaceuticals Ltd. and
marketer M/s Zuventus Healthcare Limited

Each film coated tablet contains:

Olmesartan Medoxomil IP 20mg,

Amlodipine Besylate 1P €g. to Amlodipine S5mg,

11.4.2017
September, 2016

WPA

954

Manufacturer M/s Synokem Pharmaceuticals Ltd. and
marketer M/s Zuventus Healthcare Limited

11.4.2017
September, 2016

WPA
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Each film coated tablet contains:
Olmesartan Medoxomil IP 40mg,
Amlodipine Besylate IP eg. to Amlodipine Smg,

68.

955

Manufacturer by M/s Hetero Labs Limited and marketer By
M/s Cadila Healthcare Ltd.

Each film coated tablets contains:

Velpatasvir 100mg,

Sofosbuvir 400mgF

09.5.2017
October, 2016

Launched without price
approval /
PHARMACOECOMICS

69.

956

Manufacturer And Marketer by M/s Aristo Pharmaceuticals
Pvt. Ltd.

Each hard gelatin capsule contains:
Atorvastatin Calcium eg. to Atorvastatin 10mg (as two film-
coated tablets of 5mg each),

Aspirin 150mg (as two enteric coated tablets of 75mg each)

09.5.2017
October, 2016

WPA

70.

957

Manufacturer And Marketer by M/s Eurolife Healthcare Pvt.
Ltd.

NS 100ML Injection

Each 100ml contains:

Sodium Chloride IP 0.9% w/v,
Water for Injection IP g.s. to 100ml

11.5.2017
October, 2016

Under Process

71,

958

Manufacturer by M/s Venus Remedies Ltd. And Marketer by
M/s Cadila Healthcare Ltd.

Docetaxel [P 120mg/3ml Injection

Each ml of concentrate contains:

Docetaxel (as anhydrous) 40mg,

Polysorbate 80 - 566mg,

Ethanol Anhydrous 326mg,

Citric Acid Monohydrate 2mg (for PH adjustment), water for
injection

19.5.2017
October, 2016

WPA/IPDMS issue

72

959

Manufactured by M/s Hetro Labs Ltd. and marketed by M/s
Abbott India Ltd.

Velpaclear tablet

Each film coated tablet contains:

Sofosbuvir 400mg,

Velpatasvir 100mg,

25.5.2017
October, 2016

Launched without price
approval /
PHARMACOECOMICS

73.

962

Manufacturer M/Akums Drugs and Pharmaceuticals Ltd. And
Marketer Blue Cross Laboratories Pvt Ltd.

Xstan-Beta 25mg Tablets

Each film coated tablet contains:

Telmisartan IP 40mg,

Metoprolol Tartrate [P 25mg (ER)

245.2017
October, 2016

WPA

74.

963

Manufacturer M/Akums Drugs and Pharmaceuticals Ltd. And
Marketer Blue Cross Laboratories Pvt. Ltd.

Xstan-Beta 50mg Tablets

Each film coated tablet contains:

Telmisartan IP 40mg,

Metoprolol Tartrate IP 50mg (ER)

24.5.2017
October, 2016

WPA

75.

964

Manufactured by M/s GKM New Pharma and marketed by
M/s Zuventus Healthcare Limited

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg (As
granules),

Aspirin IP 75mg (As Enteric Coated tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as two
film coated tablets)

10.4.2017
September, 2016

WPA

76.

965

Manufactured by M/s Windlas Biotech Pvt. Ltd. and marketed
by M/s Zuventus Healthcare Limited

Each uncoated bilayered tablet contains:

Voglibose IP 0.2mg,

Glimepride IP 1mg,

Metformin HCL IP 500mg (SR}

10.4.2017
September, 2016

WPA

966

Manufactured by M/s GKM New Pharma and marketed by
M/s Zuventus Healthcare Limited

Each hard gelatin capsule contains:

Rosuvastatin Calcium 1P eq. to Rosuvastatin 20mg (As
granules),

Aspirin IP 75mg (As Enteric Coated tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as two
film coated tablets)

10.4.2017
September, 2016

WPA

78.

967

969

Manufactured and marketed by M/s Natco Pharma Limited
Each film coated tablet contains:

Sofosbuvir 400mg,

Velpatasvir 100mg

15.5.2017
October, 2016

Launched without price
approval /
PHARMACOECOMICS

Manufactured by M/s Synokem Pharmaceuticals Ltd. and
marketed by M/s Aristo Pharmaceuticals Pvt. Ltd.

08.5.2017

October, 2016

WPA
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Atchol CV 10mg Capsules

Each hard gelatin capsule contains:

Atorvastatin Calcium eq. to Atorvastatin (as pellets) 10mg,

Clopidogrel (as pellets) 75mg.

80. 970 Manufactured by M/s Safteb Life Science and marketed by 16.5.2017 WPA/IPDMS issue
M/s Lupin Limited October, 2016

Each filmcoated tablet contains:

Cilnidipine 10mg,

Telmisartan IP 40mg

Manufactured by M/s Natco Pharma Limited and marketed 15.5.2017

by M/s Maylan Pharmaceuticals Ltd. October, 2016

Each film coated tablet contains:

Sofosbuvir 400mg,

Velpatasvir 100mg

81. 971 Launched without price

approval /
PHARMACOECOMICS

82. 972 Manufactured by M/s Natco Pharma Limited and marketed 15.5.2017

by M/s Cipla Limited October, 2016
Each film coated tablet contains:
Sofosbuvir 400mg,
Velpatasvir 100mg

Launched without price
approval /
PHARMACOECOMICS

83. 973 Manufactured by M/s Windlas Biotech Pvt. Ltd. and marketed | 10.4.2017 WPA

by M/s Zuventus Healthcare Limited September, 2016
Each uncoated bilayered tablet contains:
Voglibose IP 0.2mg,

Glimepride [P 2mg,
Metformin HCL IP 500mg (SR)

84. 974 Manufactured by M/s Mascot Health Series Pvt. Ltd. and 06.6.2017 WPA/IPDMS issue
marketed by M/s Zydus Healthcare Limited November, 2016
Levetiracetam 1000mg Table
Each film coated tablet contains:
Levetiracetam IP 1000mg

85. 975 Manufactured by M/s Windlas Biotech Limited and marketed | 07.9.2017 WPA
by M/s Abbott India Limited February, 2017

OBIMET-TG Tablet !

Each uncoated bilayered tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin

20mg

Metformin HCl 500mg (SR)

86. 976 Manufactured by M/s Windlas Biotech Limited and marketed | 07.9.2017

by M/s Abbott India Limited February, 2017
OBIMET-TG Forte Tablet

Each uncoated bilayered tablet contains:

Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin
20mg

Metformin HCl 1000mg (SR)

WPA

87. 977 Manufacturer by M/s Synokem Pharmaceuticals Ltd., and 07.6.2017
marketed by M/s Wockhardt Ltd., November, 2016
TYTIN M 500mg tablet

Each uncoated bilayered tablet contains:

Teneligliptin Hydrobromide hydrate eq. to Teneligliptin 20mg
Metformin HCl 500mg tablet (as extended release)

WPA/IPDMS issue

88. 978 Manufacturer and marketed by M/s Centaur Pharmaceutical November, 2016 WPA
Pvt. Ltd.

Occupol Eye Drops
Each ml contains:
Chloamphenicol,
Polymyxn B

89. 979 Manufacturer and marketed by M/s Centaur Pharmaceutical November, 2016 WPA
Pvt Ltd.

: Occupol DX Eye Drops
i Each ml contains:
Chloamphenicol,

¢ Dexamethasone,
Polymyxn B

‘ 90. 984 Manufacturer M/s Mascot Health Series Pvt. Ltd. and 21.6.2017

! marketer M/s Zydus Healthcare Limited. November, 2016
Doxycyclilne and Lactic Acid Bacillus capsules

Each hard Gelatin capsule contains:

Doxycycline Hyclate eq. to Doxycycline (Pellets) 100 mg
Lactic Acid Bacillus (enteric coated Pellets) 5 Billion Spores

WPA/IPDMS issue -

IAE LY,
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91

985

Manufacturer & Marketer by M/s Emcure
Pharmaceuticals Ltd,

Tacrolimus Capsule 0.25mng

Each Hard gelatin capsule contains:
Tacrolimus IP 0.25mg Capsule

19.6.2017
November, 2016

WPA

92.

988

Manufacturer by M/s Alkem Healthscience (A Unit of Alkem
Laboratories Ltd.) and marketer M/s Alkem Laboratories
Limited

Clavam Forte DT

Each uncoated dispersible tablet contains Amoxicillin
Trihydrate IP eq. to Amoxicillin 400mg,

Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 57mg

23.6.2017
November, 2016

wWPA

q3

989

Manufactured by M/s Natco Pharma Limited and marketed
by M/s Sun Pharmaceuticals Ltd.

Each film coated tablet contains:

Sofosbuvir 400mg,

Velpatasvir 100mg

28.6.2017
November, 2016

Launched without price
approval /
PHARMACOECOMICS

Manufacturer by M/s Synokem Pharmaceuticals Ltd. and
marketer by M/s Zydus Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

03.7.2017
December, 2016

WPA/IPDMS issue

95.

993

Manufacturer by M/s Synokem Pharmaceuticals Ltd. and
marketer by M/s Zydus Healthcare Ltd.

Each hard gelatin capsule contains:

Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As
granules)

Aspirin IP 75mg (As EC tablet),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film
coated tablets)

03.7.2017
December, 2016

WPA/IPDMS issue

96.

1007

Manufacturer by M/s J. K. Print Packs (Pharma Division) and
marketer by M/s Mankind Pharma Ltd.

Each uncoated bilayer tablet Contains:

Telmisartan [P 80mg,

Amlodipine Besilate IP 5mg

11.7.2017
December, 2016

WPA

97.

1008

Manufacturer by M/s Akums Drugs & Pharmaceuticals Ltd.
and marketer by M/s Lifestar Pharma Pvt. Ltd.

Each 5 ml Contains:

Phenylephrine Hydrochloride IP Smg,

Chlorpheniramine Maleate IP 2mg

11.7.2017
December, 2016

Under Process

98.

1011

Manufacturer and marketer by M/s Sun Pharma Laboratories
Limited

Tigatel AM 40 Tablet

Each film coated tablet contains:

Telmisartan IP 40mg,

Amlodipine Besylate IP eq. to Amlodipine 5mg

19.7.2017
December, 2016

WPA

Scanned by CamScanner




