As on 15th November, 2020

STATUS OF APPLICATIONS FOR RETAIL PRICE

. . Date of
SL Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company L.
application
1. Betadine Alcoholic Hand Rub  |Betadine Alcoholic Hand Rub (Povidone M/s G.S. Pharmbutor Pvt. 13.07.2020 Discussed in Expert
(Povidone lodine 1g+2- Iodine 1g+2-Propanol 50g in 100ml Ltd.M/s Win-Medicare Pvt. Ltd. Committee and to be
Propanol 50g in 100ml solution) placed before Authority
solution) Solution Meeting
2. Contains: ; ;
. . Discussed in Expert
. . i -lodi i M/s Windlas Biotech Pvt. Ltd. .
Povidone-lodine Gargle 0.5% Povidone-lodine IP 0.5% w/v (available . Committee and to be
RPON2020090042 w/v Iodone 0.06% w/v) /.M(s Mankind Pharma 29.09.2020 placed before Authority
Limited .
Injection Meeting
3. Each uncoated tablet contains: Discussed in Expert
Trihexyphenidyl Hydrochloride IP 1mg : .
RPOF2020100048 | Trihexyphenidyl Tablet M/s D.D. Pharmaceuticals PVt | 1507 | Committeeand to be
Ltd. placed before Authority
Tablet Meeting
4. . o Each Suppository contains: M/s Bliss GVS Pharma Ltd. / .
RPON2020100055 |Mesalazine Suppositories BP 1g Mesalazine IP 1g Suppositories |M/s Cipla Limited 07.10.2020 | Working Sheet Uploaded
5. Each uncoated bilayered tablet contains: Tablet DI dinE .
Vildagliptin + Metformin Vildagliptin 50mg, M/s Exemed Pharmaceuticals Colrsncrlrllsi::eel:ndx'g)ege
RPOF2020100056 |, & }?1 \de Tabl Metformin Hydrochloride IP 500mg (As / M/s Eris Life Sciences 08102020 | e Authori
ydrochloride Tablet sustained release form) Limited placed before uthority
Meeting
6. Each uncoated bilayered tablet contains: Tablet Di dinE .
Vildagliptin + Metformin Vildagliptin 50mg, M/s Exemed Pharmaceuticals C(:rsrlc:lsi:feel:ndxt]?)elr)e
RPOF2020100057 APt Metformin Hydrochloride IP 1000mg (As / M/s Eris Life Sciences 08.10.2020 ,
Hydrochloride Tablet . L placed before Authority
sustained release form) Limited ;
Meeting
7. Each film coated tablet contains: Tablet
Telmisartan + Chlorthalid N Telmisartan IP 40mg,
RPOF2020100058 eumisartan OrHalidone ™ chlorthalidone IP 6.25mg, M/s Micro Labs Limited 20.10.2020 | Working Sheet Uploaded
Amlodipine Tablet L . L
Amlodipine Besilate IP eq. to Amlodipine
5mg
8. Each film coated bi-layered tablet Tablet M/s Synokem Discussed in Expert
Azelnidipine + Telmisartan contains: Pharmaceuticals Limited / Committee and to be
RPOF2020100059 Tablet Azelnidipine IP 8mg M/s Torrent Pharmaceuticals 20.10.2020 placed before Authority
Telmisartan IP 40mg Ltd. Meeting
9. Each film coated bi-layered tablet Tablet M/s Synokem Discussed in Expert
Azelnidipine + Telmisartan contains: Pharmaceuticals Limited / Committee and to be
RPOF2020100060 Tablet Azelnidipine IP 8mg M/s Torrent Pharmaceuticals 20102020 placed before Authority
Telmisartan IP 80mg Ltd. Meeting
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10.

RPON2020100061

Ceftiazone + Sulbactum
Injection (ZIFI SB)

The Combipack contains:

(a) Each vial contains:

Ceftiazone Sodium IP eq. to Ceftriaxone
1000mg

Sulbactum Sodium IP eq. to Sulbactum
500mg

(b) One ampoule of:

Sterile Water for Injections IP 10ml

Injection

M/s Zen Pharma (P) Limited /
M/s FDC Limited

22.10.2020

Working Sheet Uploaded

11.

RPON2020100062

Diclofenac Diethylamine +
Thiocolchicoside + Virgin
Linseed + Virgin Linseed +
Menthol Gel

Contains:

Diclofenac Diethylamine BP 1.16%w/w
(eq. to Diclofenac Sodium 1.0%w/w),
Thiocolchicoside IP 0.125%w/w,
Virgin Linseed Oil BP 3.00% w/w,
Methyl Salicylate IP 10.00%w/w
Menthol IP 5.00%w/w

Preservative - Benzyl Alcohol IP
1.00%w/w Gel Base

Tablet

M/s Pure and Cure Healthcare
Pvt. Ltd. / M/s Zydus
Healthcare Limited

26.10.2020

Working Sheet Uploaded

12.

RPON2020100063

Ciprofloxacin + Dexamethasone
Eye Drops

Composition:

Ciprofloxacin Hydrochloride IP Eq. to
Ciprofloxacin 0.3% w/v,
Dexamethasone IP 0.1% w/v,
Benzalkonium Chloride Soluthion IP
0.02% v/v (As Preservative)

Drops

M/s Skymap Healthcare Pvt.
Ltd. / M/s Glensmith Labs Pvt.
Ltd.

27.10.2020

Working Sheet Uploaded

13.

RPON2020100064

Ciprofloxacin + Dexamethasone
Eye Drops

Composition:

Ciprofloxacin Hydrochloride IP Eq. to
Ciprofloxacin 0.3% w/v,
Dexamethasone IP 0.1% w/v,
Benzalkonium Chloride Soluthion IP
0.02% v/v (As Preservative)

Drops

M/s Skymap Healthcare Pvt.
Ltd.

27.10.2020

Working Sheet Uploaded

14.

RPON2020100065

Moxifloxacin Hydrochloride +
Dexamethasone Sodium
Phosphate Eye Drops

Each ml contains:

Moxifloxacin Hydrochloride IP eq. to
Moxifloxacin 0.5% w/v

Dexamethasone Sodium Phosphate IP eq.
to Dexamethasone Phosphate 0.1% w/v,
Benzalkonium Chloride Soluthion IP
0.01% v/v (As Preservative)

Drops

M/s Skymap Healthcare Pvt.
Ltd. / M/s Glensmith Labs Pvt.
Ltd.

27.10.2020

Working Sheet Uploaded

15.

RPON2020100066

Ofloxacin + Dexamethasone
Sodium Phosphate Eye Drops

Composition:

Ofloxacin IP 0.3% w/v,
Dexamethasone Sodium Phosphate IP
0.1% w/v,

Benzalkonium Chloride Soluthion IP
0.02% v/v (As Preservative)

Drops

M/s Skymap Healthcare Pvt.
Ltd. / M/s Glensmith Labs Pvt.
Ltd.

27.10.2020

Under Examination
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16. Composition: Drops
Ofloxacin IP 0.3% w/v,
i D th Sodium Phosphate IP
RPON2020100067 Oﬂo.xacm + Dexamethasone eiame asone Sodium Phosphate M/s Skymap Healthcare Pvt. 27.10.2020 Under Examination
Sodium Phosphate Eye Drops  [0.1% w/v, Ltd.
Benzalkonium Chloride Soluthion IP
0.02% v/v (As Preservative)
17. Phenviephrine HCl + Each 5ml contains: Injection
Chf;lry Esnir;;l;ine Maleate + Phenylephrine HCI IP 5mg, M/s Enicar Pharmaceuticals
RPON2020100068 orpaer Chlorpheniramine Maleate IP 1mg Pvt. Ltd. / M/s Group 28.10.2020 | Working Sheet Uploaded
Sodium Citrate + . . :
Menthol Iniecti Sodium Citrate IP 60mg, Pharmaceuticals Ltd.
enthol tnjection Menthol IP 1mg
18. Each uncoated Chewable Tablet Contains: Tablet
Ascorbic Acid IP 100mg, Ak 2
A bic + Zinc Citrat Sodium Ascorbate IP 450mg eq. to glh/s umst].)r111g; ¢ Lid
+ . . . Ltd.
RPON2020100070  |.>corPIc + Zinc Litrate Ascorbic Acid 400mg, armaceuticals v / 29.10.2020 | Working Sheet Uploaded
Chewable Tablet . . . M/s Abbott Healthcare Pvt.
Zinc Citrate USP eq. to Elemental Zinc 5mg. Ltd
19. Each film-coated bilayer tablet contains: Tablet
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformi eq. to Dapagliflozin Smg, M/s Savi Health Sci M Referred to DCG (1) f
RPOF2020110071 apagliflozin + etformin Metformin Hydrochloride IP 500mg (As /s Savi Healt cience /M/s 03.11.2020 eferre to : (D) for
Hydrochloride Tablet Alkem Laboratories Ltd. clarification
Extended release form)
20. Each film-coated bilayer tablet contains: Tablet
Dapagliflozin Propanediol monohydrate
liflozi f . eq. to Dapagliflozin 5mg, Savi Ith Sci ‘ d G (N £
RPOF2020110072 Dapagli ozin + Metformin Metformin Hydrochloride IP 1000mg (As M/s Savi Healt clence /M/s 03.11.2020 Referre to D : (1) for
Hydrochloride Tablet Alkem Laboratories Ltd. clarification
Extended release form)
21. Each film-coated bilayer tablet contains: Tablet
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformi eq. to Dapagliflozin 10me, M/s Savi Health Sci M Referred to DCG (1) f
RPOF2020110073 apagliflozin + Metformin Metformin Hydrochloride IP 500mg (As /s Savi Health Science / M/s 03.11.2020 eferred to (D for

Hydrochloride Tablet

Extended release form)

Alkem Laboratories Ltd.

clarification
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22. Each film-coated bilayer tablet contains: Tablet
Dapagliflozin Propanediol monohydrate
liflozi formi eq. to Dapagliflozin 10mg, Savi Ith Sci ferred G (N £
RPOF2020110074 Dapagli 021_n + Metformin Metformin Hydrochloride IP 1000mg (As M/s Savi Healt _Clence / M/s 03.11.2020 Referre to D : (D for
Hydrochloride Tablet Alkem Laboratories Ltd. clarification
Extended release form)
23. Each vial contains: Injection M/s Gufic Biosciences Ltd. /
RPON2020110075 [Doxycycline Injection Doxycycline Hydrochloride IP eq. to M/s Abbott Healthcare Pvt. 06.11.2020 Referred to DC.G () for
. clarification
Doxycycline 100mg Ltd.
24. Each vial contains: Injection
Each vial contains: M/s Skymap Healthcare Pvt.
RPON2020110076  |Omeprazole Injection . . Ltd. / M/s German Remedies 05.11.2020 | Working Sheet Uploaded
Omeprazole IP (Sterile) 40mg (As Sodium .
. Pharmaaceuticals Pvt. Ltd.
Suitably buffered)
25. Each 100ml contains: Injection
Metronidazole IP 0.2 i
RPOF2020110077 | Metronidazole Injection etronicazote It 0.2gm M/s Aculife Healthcare Pvt. | 514 5099 | TObe placed before
Dextrose IP (as anhydrous) 5.0 gm water Ltd. Expert Committee
for injection
26. Each film coated controlled released table Tablet M/s Akums Drugs &
. contains: Pharmaceuticals Ltd. / M/s .
RPOF2020110078 Norethisterone Acetate Tablet Norethisterone Acetate BP 10mg Tablet Cadila Pharmaceuticals 05.11.2020 | Working Sheet Uploaded
Limited
27. Each ml contains: Injection
Metoprolol Tartrate I[P 1mg water for M/s Skymap Healthcare Pvt.
RPON2020110079 Metoprolol Injection iniection Ltd. / M/s German Remedies 06.11.2020 | Working Sheet Uploaded
) Pharmaaceuticals Pvt. Ltd.
28. Each ml contains: Injection M/s Sk Healthcare Pyt
Cholecalciferol IP 600000 IU § okymap Healthcare Fvt.
RPON2020110080 |Cholecalciferol Injection olecaldtiero Ltd. / M/s German Remedies | 09.11.2020 |  Under Examination
Pharmaaceuticals Pvt. Ltd.
29. Each uncoated bilayered tablet contains: Tablet
. L . Vildagliptin 50mg, M/s Exemed Pharmaceuticals
RPON2020110081 |V dagliptin + Metformin Metformin Hydrochloride IP 500mg (As / M/s Zydus Healthcare 09.11.2020 | 1O beplaced before
Hydrochloride Tablet . L Expert Committee
sustained release form) Limited
30. Each uncoated bilayered tablet contains: Tablet
. L . Vildagliptin 50mg, M/s Exemed Pharmaceuticals
RPON2020110082 | Vidagliptin + Metformin Metformin Hydrochloride IP 1000mg (As / M/s Zydus Healthcare 09.11.2020 | 10 beplaced before
Hydrochloride Tablet . L Expert Committee
sustained release form) Limited
31. b fen + P camol Each uncoated tablet contains: Tablet M/s Vapi Care Pharma Pvt.
RPOF2020110083 uproten + raracetamo Ibuprofen IP 400mg Ltd. /M/s Alembic 09.11.2020 | Working Sheet Uploaded

Tablet

Paracetamol IP 325mg

Pharmaceuticals Lmited
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STATUS OF APPLICATIONS FOR SEPARATE PRICE UNDER PARA 11 (3)
S1 Name of the Formulation / Manufacturer & Marketin Date of
’ Reference Number Strength Unit g receipt of STATUS
No. Brand Name Company L
application
1. RPON2020080017 Pheniramine Maleate [P 22.75 |Each 33ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020 Discussed in Expert
mg/ml (Avilin® Vet) Pheniramine Maleate IP 22.75 mg/ml Committee and to be
(Avilin® Vet) placed before Authority
Meeting
2. RPON2020080018 Pheniramine Maleate IP 22.75 |Each 100ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020

mg/ml (Avilin® Vet)

Pheniramine Maleate IP 22.75 mg/ml

(Avilin® Vet)

Discussed in Expert
Committee and to be
placed before Authority
Meeting




