F. No. 19(78)/2014/DP/NPPA/Div.lI
R RPN
Government of India
WA Uq 9dvd HATed
Ministry of Chemical and Fetilizers
3wy T

Department of Pharmaceuticals
ISy s e fREfver st
National Pharmaceutical Pricing Authority

YMCA cultural Ce;
1, Jai Singh Road, N. D

FFICE RANDUM

Subject: Pending Form - I application of new drug on account of
documents/information under Para 2(u) of DPCO, 2013.

On review of Form - [ application of new drug under Para 2(u) of DPCO, :
been observed that many of the applications are pending for want of documents to
from the companies. List of Form-I application pending on account of
documents/information is as per annexure-I. The company/ies are for the last tim
opportunity to submit the requisite documents by 05.8.2017 failing which
application shall be treated as rejected without making any further communic:

regard.

Copy to: All Apex Pharma organizations/Associations i.e. OPPI
CII, IPA and FOPE for necessary actien please.
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Subject:

Consolida
ted list of al)
Cases
of price fixation of new drugs received from various companies under para 5 of DPCO 2013

National pha
rmaceuticals Pricing Authori
(Pricing D‘Mm)“l ty Annexure-I

SI. No.

Name of the Company/ Formulation ARl
M/s Meridian Enterprises Pvt. Ltd. pol 1
Clotrimazole + Clindamycin Passaries '
Each suppositories contains:

Clotrimazole 200mg

Clindamycin Phosphate eq. to Clindamycin 100mg
Suppository base

M/s Synokem Pharmaceuticals Ltd. and marketed by M/s Obsurge Biotech Ltd.,
Norethisterone Acetate 10mg tablet ’

Each film coated tablet contains:

Norethisterone Acetate 10mg

Marketed by M/s Magnet Labs Pvt. Ltd. and manufactured by M/s Mankind Pharm
Omegaful Capsule (Omega-3- Acid Ethyl Esters, Mecobalamin, Vitamins and Min

Each soft gelatine Capsule contains: S R |
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 - )i

60mcg__

Manufacturer & Marketed by M/s Ajanta Pharma Ltd.
Each ml contains: vy
Brinzolamide IP 1.0 w/v o
Timolol Maleate IP eq. to Timolol 0.5% w/V,

Benzalkonium Chloride IP 0.01% w/v (as preservative)

Marketed by M/s Fourrts (India) Laboratories Pvt. Ltd, & Manufacturer by M/s Pm‘e«

Cure Healthcare Pvt Ltd. .
Rejunuron D3 tablet
Each film coated tablet contains:

Methylcobalamin 15000mcg,
Alpha Lipoic Acid USP 100mg Vitamin D3 1P 1000 IU,

Pydridozine Hydrochloride IP 3mg Folic Acid IP 1.5mg )
Manufacturer by M/s Tirupati Medicare Limited & marketer By M/s Pfizer Limits

Autrin - XT

Each film coated tablet contains: o i
Ferrous Ascorbate eq. to Elemental Iron 100mg, e
Folic Acid IP 1.5mg, . 8

Cyanocobalamin IP 15 mcg,
Zinc Sulphate Monohydrate IP eq. to Elemental Zinc 22.5mg

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, et

Nicotinamide IP 100mg, -

Calcium Pantothenate IP 50mg,

Riboflavin IP 10mg,

Vitamin C IP 150mg,

Folic Acid IP 1500mcg bl
J

Manufacturer and Marketer by M/s Panacea Biotech Ltd.
-

Each ml contains:

Diphtheria Toxoid 20Lf (30 1U), R
Tetanus Toxoid 7.5Lf (60 1U), .
Inactivated w-B. pertussis bulk 10 10U (4 1U), Hib (P
carrier protein Tetanus Toxoid) 10 ug,
Aluminium content (A13+) (as Aluminium Pho

Marketed and Manufactured by M/s Serum lm@

Each ml contains:
Rabies Human Monoclonal Antibod D

10.

Marketed and Manufactured by M/s Serum st

Each ml contains:
Rabies Human Monoclonal Antibody (rD

11.

| Moximac Plus Tablet

Manufacturer M/s Malik Lifesciences Pvt.
pharmaceuticals Ltd.
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Each Coated Sustained Release tablet contains:
Moxifloxacin Hydrochloride BP eq. to Moxifloxacin 400mg,
Cefixime IP (as trihydrate) eq. to Ahydrous Cefixime 400m,|

12,

13.

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

Manufacturer M/s Inventia Healthcare Pvt Ltd. And Marketer FDC Limited
Each uncoated bi-layer tablet contains:

Metformin Hydrochloride IP 500mg (in sustained release form)
Voglibose IP 0.2 mg

Glimepiride IP 1 mg

Excipients q.s.

Colours: Lake of Brilliant Blue and Lake of Erythrosine.

14.

Manufacturer M/s Inventia Healthcare Pvt Ltd. And Marketer FDC Limited
Each uncoated bi-layer tablet contains:

Metformin Hydrochloride IP 500mg (in sustained release form)

Voglibose IP 0.2 mg

Glimepiride IP 2 mg

Excipients g.s.

Colours: Lake of Brilliant Blue and Lake of Erythrosine.

15.

Manufacturer And Marketer by M/s Dales Remedies Private Ltd.
Sinus CM Exoectorant 60ml & 100ml

Each 5 ml contains:

Terbutaline Sulphate IP 1.25mg,

Ambroxol Hydrochloride IP 15mg,

Guaiphenesin IP 50mg,

Menthol IP 2.5mg

16.

Manufacturer by M/s Sunways Rohto Pharmaceutical Private Limited & Marketer by
M/s Sunways (India) Private Limited

Each ml contains:

Chloramphenicol IP 1% w/v,

Dexamethasone Sodium Phosphate IP 0.1% w/v,

Polymyxin B’ Sulphate BP 5000IU,

Phenyl Mercuric Nitrate IP 0.005% w/v

17.

Manufacturer by M/s Sunways Rohto Pharmaceutical Private Limited & Marketer by
M/s Sunways (India) Private Limited ?

Each gram contains:

Chloramphenicol IP 10mg,

Dexamethasone Sodium Phosphate IP 1mg,

Polymyxin B’ Sulphate BP 50001IU,

18.

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)

19.

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)

20.

Manufactured and Marketed by M/s Biochem Pharmaceutical Industries Ltd.
Each uncoated tablet contains:

Paracetamol IP 500mg,

Caffeine (Anhydrous) IP 30mg Phenylephrine Hydrochloride IP Smg,
Diphenhydramine Hydrochloride IP 25mg

240

Manufactured and marketed by M/s Dales Laboratories Pvt. Ltd.

Koligesic Suspension

Each 5ml contains:

Dicyclomine Hydrochloride IP 10mg & Simethicone Emulsion USP eq. to Simethicone

USP 40mg,
Ponceau 4R

22.

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

Each uncoated tab]et contains:
Gliclazide 1P 40mg,

Metformin Hydrochloride Ip 500mg
Voglibose IP 0.2mg

23.

Manufactured and marketed by M/s Eris Lifesciences
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24,

nglex MV 40.3
ach uncoated tab)
Gliclazide p 4omg,'Et i

Metformin H
ydrochlorid
| Voglibose [p 0.3mg e IP 500mg

Manufactured and ma

rketed by M
Bemor ke fer y M/s Torrent Pharmaceuticals Limited
Each hard gelatin capsule contains:
Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As film coated tablet),
Aspirin IP 150mg (As enteric coated tablet)

25.

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,

26.

Folic Acid IP 1.5mg

Manufactured by M/s Pure and Care Healthcare Pvt. Ltd. and marketed by M/s Wallaace
Pharmaceuticals Pvt. Ltd.

OPARA XTRA Tablet

Each Uncoted Tablet contains:

Tramadol Hydrochloride IP 37.5mg,

Acetaminophen (Paracetamol) IP 325mg

27.

Manufacturer by M/s Pure and Care Healthcare Pvt. Ltd. & marketer By M/s Indoco
Remedies Limited

Glychek M+ tablet

Each uncoated tablet contains:

Metformin Hydrochloride IP 500mg (ER)

Gliclazide IP 40mg (MR)

28.

Manufacturer By M/s ACME Generics LLP and marketer by M/s Glenmark

pharmaceutical Ltd
Each Prolonged Release Film Coated tablet contains:
Diclofenac Sodium IP 100mg

29.

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 (as to film coated tablets)

30.

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)

31

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 IP 75mg (As EC tablet),

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

32

Manufactured and marketed by M/s Skymap Pharmaceuticals Pvt. Ltd.
Cefimap-AZ tablet

Each film coated tablet contains:

Cefexime Trihydrate IP eq. to Anhydrous Cefexime 200mg,
Azithromycin Dihydrate IP eq. to Anhydrous Azithromycin 250mg

33.

Manufactured by M/s Skymap Pharmaceuticals Pvt. Ltd. and marketed by M/s Medicare

Pvt. Ltd.

Fexiwell-AZ tablet

Each film coated tablet contains:

Cefexime Trihydrate IP eq. to Anhydrous Cefexime 200mg,
Azithromycin Dihydrate IP eg. to Anhydrous Azithromycin 250mg

34.

Manufactured by M/s Albert David Limited
Ferrous Ascorbate 100mg,
Folic Acid 1.5mg tablet

35.

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

contains:

Drospirenone 3mg,

Ethinylestradiol 0.03mg

36.

Manufacturer by M/s GKM New Pharma and marketer by M/s Cadila Healthcare Ltd.
Each hard gelatin capsule contains:

Aspirin IP 75mg (As EC tablet), 3
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (as to film coated tablets)

37.

Manufactured by M/s Glenmark Pharmaceuticals Pvt. Ltd. and
Health Care Global Pvt. Ltd.. B .

Teneligliptin and Metformin HCL tablet

Rosuvastatin Calcium IP eq, to Rosuvastatin 10mg (As granules) " i 2
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38.

39.

=

Im coated tablet contains: 4
$:fxtl?g;xilptin Hydrobromide Hydrate eq. to Teneligliptin 20mg

tformin HCl 500mg
:::n:;actured by M/s Unicure India Ltd. and marketed by M/s Obsurge Biotech Ltd,,
Each tablet contains: BN
Hydroxychloroquine Sulp ate 400mg ;
Manufactured M/s Akums Drugs and Pharmaceuticals Ltd. and Marketer M/s Wallace
Pharmaceuticals Pvt. Ltd.
Walaphage Trio 1 Tablets
Each uncouted Bi- Layered tablet contains:
Glimepiride IP 1mg,
Voglibose 0.2%
Metformin HCL IP 500mg (As sustained release form)

40.

Manufactured M/s Akums Drugs and Pharmaceuticals Ltd. and Marketer M/s Wallace
Pharmaceuticals Pvt. Ltd.

Walaphage Trio 1 Tablets

Each uncouted Bi- Layered tablet contains:
Glimepiride IP 1mg,

Voglibose 0.2%

Metformin HCL IP 500mg (As sustained release form)

41.

Manufactured and Marketer M/s Intas Pharmaceuticals Pvt. Ltd.
Each film couted Extended release tablet contains:
Metoprolol Succinate IP 71.25mg eq. to Metoprolol Tartrate 75mg (ER)

42

Manufactured and Marketer M/s Infutec Healthcare Limited
Each 100ml contains:

Sodium Chloride IP 0.45g,

Water for injection

43,

Manufactured and Marketer 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

Manufacturer M/s Immacule Lifesciences Pvt. Ltd. and marketer M/s Cadila Healthcare
Ltd.

Clarithromycin 500mg injection

Each vial contains:

Clarithromycin Lactobionic acid 500mg

45.

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

Metformin HCl (SR), Glimepiride and Voglibose tablets

(LFDA permission is attached)

Each tablet contains:

Metformin HCL 500mg

(as sustained release form)

Glimepiride 2mg

Voglibose 0.3mg

46.

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

47.

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

(as sustained release form)

48.

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

49.

Manufacturer M/s Aeon Formulations Pvt. Lt d. and marketer M/s USV Pvt. Ltd.
Glycomet 1000mc tablet

Each film coated tablet contains:
Metformin HCL 1000mg

(as sustained release form)
Methylcobalamin 750mcg
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[ 50 Manufacturer / marke

; tor M/s Hete
Sofosbuvir 4004+ Vel plulvlrll oo.mg?.:.sz' -
Each film coated tablet contains:
Sofosbuvir 400mg
Velpatasvir 100m,
51 Manufacturer M/s Pure and Cure Heal »
Pharmaceuticals Ltd. CIONFa T

Each tablet contains:
paracetamol IP (as Immediate Release) 300mg,
paracetamol 1P (as Sustained Rel 7

(O— S
52. Manufacturer and marketer By M/s Zydus Cadila Healthcare Ltd
Each uncoated tablet contains: g

Methotrexate IP 20m,
53, Manufacturer by M/s Virchow Blotech Private and marketer By M/s Cadila

Pharmaceuticals Ltd.

Each 5ml contains:
750 1U/ml Injection

PEG L-Asparaginase
Manufactured by M/s Synokem Pharmaceuticals Ltd. and marketed by M/s MedoPharm,

54.
EFIGLIN M 1000 tablet

Each uncoated Bilayered tablet contains:
Teneligliptin Hydrobromide Hydrate eq. to Teneligliptin 20mg

Metformin HCl1 1000mg
55| 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 5mg,

FER—— | Clonazepam IPO.SME __————— o
56. Manufacturer And Marketer by M/s Aristo Pharmaceuticals Pvt. Ltd.
Each hard gelatin capsule contains:
Atorvastatin Calcium eq. t0 Atorvastatin 10mg (as two film-coated tablets of 5mg each),
Aspirin 150mg (as two enteric coated tablets of 75mg each)
57. 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.5. t0 100ml
58. Manufacturer And Marketer by M/s Burnet Pharmaceuticals Pvt. Ltd.
Clonet Tablet
Each uncoated tablet contains:
Aceclofenac IP 100mg,
paracetamol IP 325mg,
59. Manufacturer And Marke
Clonet Tablet

Each capsule contains:
Pantaprazole IP (as enteric coated granuales) 20mg,

Domperidone [P 10mg
60. Manufacturer M/Akums Drugs and Pharmaceuticals Ltd. And Marketer Blue Cross

Laboratories Pvt Ltd.
¥stan-Beta 25mg Tablets
Each film coated tablet contains:
Telmisartan [P 40mg,
Metoprolol Tartrate IP 25mg (ER)
61. Manufacturer M/Akums Drugs and Pharmaceuticals Ltd. An
s 7 . And Marketer Blue Cross
Xstan-Beta 50mg Tablets
Each film coated tablet contains:
Telmisartan [P 40mg,
= Metoprolol Tartrate IP 50mg (ER)
) Manufactured and marketed by M/s Natco Pharm
Each film coated tablet contains: & Lhppig
Sofosbuvir 400mg,
= Velpatasvir 100mg
; Manufactured and marketed by M
s N
Each film coated tablet contain};: /s Natco FRACTR IR
Ledipasvir 90mg,
= Sofosbuvir 400mg,
; Manufactured by M/s Nate P
ghal:maceudcals e o0 Pharma Limited and marketed b
ach film coated tablet :
SoforuvirkOOmg,
Velpatasvir 100mg

ter by M/s Burnet Pharmaceuticals Pvt. Ltd.
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%5, | Manufactured by M/s Natco Pharma Limited and marketed by M/s Cipla Limited

Each film coated tablet contains:
Sofosbuvir 400mg,
Velpatasvir 100mg

66 | 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 2mg,

Metformin HCL IP 500mg (SR)

67. Manufacturer by M/s Synokem Pharmaceuticals Ltd., and marketed by M/s Wockhardt
Ltd.,

TYTIN M 500mg tablet

Each uncoated bilayered tablet contains:

Teneligliptin Hydrobromide hydrate eq. to Teneligliptin 20mg

Metformin HCl 500mg tablet (as extended release)

and marketed by M/s Centaur Pharmaceutical Pvt. Ltd.
eDrops

M/s Gnosis Pharmaceuticals Pvt. Ltd. and marketed by M/s Neomac
vt. Ltd.

tablet contains:

ate IP eq. to Escitalopram 5mg,

25mg

ascot Health Series Pvt. Ltd. and marketer M/s Zydus Healthcare

Lactic Acid Bacillus capsules

apsule contains:

‘eq. to Doxycycline (Pellets) 100mg

ric coated Pellets) 5 Billion Spores

ter by M/s Emcure Pharmaceuticals Ltd,

contains: BN
Nifedipine IP0.3%
Lidocaine BP 1.5 % o
Imidurea IP 0.2% in a crean




\78'1 Manufacture

r By M
Limited, ¥ Ms Tirupati Medicare Ltd. and Marketer by M/s IPCA laboratories

Pacimol MF 125 Su

spensi
Each 5m] contains: i
Mefenamic Acid 1p 50mg

79. Paracetamol IP 125 Flavoured Syrup base

| Manufactu
i) Laboramn;esrl.t::ym}gds Ravenbhel Healthcare (P) Ltd. and marketer by M/s IPCA

ch film coated tablet contains:
1P6

As 1% Misoprostol Dispersion)
nova Cap Tab and marketer by M/s Brinton Pharmaceuticals

le contains:

hloride IP eg. to Doxycycline 100mg,

illion Spores

Innova Cap Tab and marketer by M/s Brinton Pharmaceuticals

jht by weight Lactic Acid IP 3.0 percent
n USP eq. to Lactic Acid 2.0 percent weight by

. and marketer by M/s Brinton

eight Salicylic Acid IP 6.00 percent
Lactic Acid IP 3.0 percent

Pharma Limited -
Each uncoated bilayer tablet Contains:
Metformin Hydrochloride IP 5
Glimepride IP 1mg

90. | Manufacturer by M/s Sunglow Pharmac . and marketer by M/s Ajanta
Pharma Limited Al

Each uncoated bilayer tablet Contains:
Metformin Hydrochloride IP 500mg SR,

Glimepride IP 2mg
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Manufacturer and marketer by M/s IPCA Laboratories Limited
Each film coated tablet Contains:
etamol IP 650mg,

ine Anhydrous IP 50mg
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