Ason 15.06.2021

STATUS OF APPLICATIONS FOR RETAIL PRICE

Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing r]z::iepto(ff STATUS
No. Brand Name Company I
application
Each film coated tablet contains:
1 RPON2021040195 IS-Iax;lgliptin + Metformin §Z§Z§Eggg ?;(Ii;gchlorlde ed-to Tablet M/s.Morepen Laboratories 16.04.2021 To be placed bejfore
ydrochloride Tablet Metformin Hydrochloride IP 500mg (as Limited Experts Committee
extended Realease)
Each film coated tablet contains:
2 RPON2021040196 IS-Iax;lgliptin + Metformin §Z§Z§Eggg ?;(Ii;gchlorlde ed-to Tablet M/s.Morepen Laboratories 16.04.2021 To be placed bejfore
ydrochloride Tablet Metformin Hydrochloride IP 1000mg Limited Experts Committee
(as extended Realease)
Each film coated tablet contains:
3 RPON2021040197 IS-Iax;lgliptin + Metformin §Z§Z§Eggg ?r}rll(;rochlorlde ed-to Tablet M/s.Morepen Laboratories 16.04.2021 To be placed bejfore
ydrochloride Tablet Metformin Hydrochloride IP 500mg (as Limited Experts Committee
extended Realease)
Each film coated tablet contains:
4 RPON2021040198 IS-Iax;lgliptin + Metformin §Z§Z§Eggg ?r}rll(;rochlorlde ed-to Tablet M/s.Morepen Laboratories 16.04.2021 To be placed bejfore
ydrochloride Tablet Metformin Hydrochloride IP 500mg (as Limited Experts Committee
extended Realease)
lati Composition:
5 | RPON2021050203 |Freese Dricd 1P 12001 |Human Cogulation Factor X Freeze Injection | M1/ Baxalta Bioscience India Pvt. | g 5 5059 | To be placed before
o Dried IP 1200IU Powder for Injection Ltd. / M/s Takeda Experts Committee
Powder for Injection
Each uncoated Bilayered Tablet
. . Contains :
6 | RPON2021050206 |Leimisartan+Nebivolol Telmisartan IP --40 mg Tablet | /S ERISLIFESCIENCES 19.05.2021 | under Examination
Tablet . h LIMITED
Nebivolol Hydrochloride IP
Equivalent to Nebivolol 5 mg
Each uncoated bilayered tablet contains:
Glimeperide IP 2mg
Pioglitazone Hydrochloride IP eq. to M//s Windlas Biotech Pyt
7 | RPON2021050207 |Climeperide + Pioglitazone + |Pioglitazone 15mg Tablet  |Ltd./M/s ERIS LIFESCIENCES 19.05.2021 | under Examination

Metformin HCL (SR) Tablet

Metformin Hydrochloride IP 1000mg (in
sustained release form)

LIMITED




Glimeperide + Pioglitazone +

Each uncoated bilayered tablet contains:
Glimeperide IP 1mg

Pioglitazone Hydrochloride IP eq. to
Pioglitazone 15mg

M/s Windlas Biotech Pvt.

8 RPON2021050208 Metformin HCL (SR) Tablet |Metformin Hydrochloride IP 1000mg (in Tablet Ltd./M/s ERIS LIFESCIENCES 19.05.2021 under Examination
. LIMITED
sustained release form)
Each uncoated tablet contains:
Glimeperide + Metformin HCL Glimeperide IP 2mg M/s M/s Agron Remedies Private
9 RPON2021050209 p Metformin Hydrochloride IP 1000mg (in Tablet Limited / M/s Cadila 22.05.2021 under Examination
(SR) Tablet . -
sustained release form) Pharmaceuticals Ltd.
Each uncoated tablet contains:
Glimeperide + Metformin HCL Glimeperide IP 1mg M/s M/s Agron Remedies Private
10 RPON2021050210 p Metformin Hydrochloride IP 1000mg (in Tablet Limited / M/s Cadila 22.05.2021 under Examination
(SR) Tablet . -
sustained release form) Pharmaceuticals Ltd.
Dextromethorphan Each 5ml contains:
Hydrobromide + Dextromethorphan Hydrobromide IP M/s East African (India) Overseas -
u RPON2021050211 Chlorpheniramine Meleate 10mg Syrup / M/s Cadila Pharmaceuticals Ltd. 25.05.2021 under Examination
Surup Chlorpheniramine Meleate IP 2mg
Each hard gelatine capsule contains:
Esomeprazole Magnesium IP eq. to
Esomevrazole & sustained Esomeprazole 40mg (as enteric coated M/s Skymap Pharmaceuticals Pvt.
12 | RPON2021050212 . pD idone C 1 pellets), Capsule Ltd. / M/s Jagsonpal 26.05.2021 under Examination
release Uomperidone Lapsule Domperidone IP 30mg (as sustained Pharmaceuticals Ltd.
release pellets)
Each film coated tablet contains:
Telmisartan + Amlodipine + [Telmisartan IP 40mg, M/s Akums Drugs &
13 RPON2021050214 |Hydrochlorathiazide Tablet |Amlodipine Besilate IP eq. to Tablet Pharmaceuticals Ltd. / M/s Cadila| 27.05.2021 under Examination
Amlodipine 5mg Pharmaceuticals Ltd.
Hydrochlorothiazide IP 12.50 mg
Each 2 ml respule contains:
. . SOFTDEAL PHARMACEUTICAL -
14 RPON2021050213 |Budesonide Respule Budesonide IP 0.5 mg Respule PRIVATE LIMITED 27.05.2021 under Examination
Each uncoated bilayered tablet contains:
Nebivolol Hydrochloride + Nebivolol Hydrochloride IP eq. to . . o
15 | RPON2021050218 |Telmisartan Tablet Nebivolol 5mg Tablet | /S Windlas Biotechlimited /1 g 5 5921 | ynder Examination

Telmisartan IP 40mg

M/s Eris Lifesciences Limited




16

RPON2021050219

Cholecalciferol Drops

Each ml contains:
Cholecalciferol 8001U

Drops

M/s Akums Drugs &
Pharmaceuticals Limited / M/s
Cipla Limited

28.05.2021

under Examination

17

RPON2021050220

Combipack of

A. Each multiple use vial contains:
Trastuzumab 375mg

Each ml of vial contains:
Trastuzumab (INH) 21mg, Histidine
Hydrochloride Ph, Eur 0.47mg, L-
Histidine Ph. Eur. 0.30mg, Trehalose
Dihydrate Ph. Eur 19.1mg,
Polysorborate 20 Ph. Eur. 0.09mg &
water for Injection IP q.s. 1ml

B. Bacteriostatic water for injection USP
20ml vial 1.1% w/v benzyl alcohol

Injection

M/s Intas Pharmaceuticals
Limited

30.05.2021

To be placed before
Experts Committee

18

RPON2021060221

Paracetamol - +
Methocarbamol + Diclofenac
Potassium tablet

Each Film coated tablet contains:
Paracetamol IP 325mg +
Methocarbamol IP 500mg +
Diclofenac Potassium BP 50mg tablet

Tablet

M/s Shiv Industries / M/s Profic
Organic Limited

02.06.2021

under Examination

19

RPON2021060227

Zinc Sulphate Monohydrate +
Sodium Citrate + Potassium
Chloride + Dextrose
Anhydrous Injection

Each pack of 200ml contains:

Zinc Sulphate Monohydrate IP 0.0110 g
Sodium Citrate IP 0.5800 g

Potassium Chloride IP 0.5200 g
Dextrose Anhydrous IP 2.700 g

Injection

M/s Halewood Laboratories Pvt.
Limited / M/s FDC Limited

09.06.2021

To be placed before
Experts Committee

20

RPON2021060228

Rabeprazole Sodium +
Ondansetron Hydrochloride
Tablet

Each Enteric coated tablet contains:
Rabeprazole Sodium IP 20mg
Ondansetron Hydrochloride eq. to
Ondansetron IP 4mg

Tablet

M/s Dallas Drugs Pvt. Ltd. / M/s
Alkem Laboratories Limited

09.06.2021

To be placed before
Experts Committee

21

RPON2021060229

Ofloxacin +Metronidazole
Tablet

Each film coated tablet contains:
Ofloxacin USP 200mg
Metronidazole I[P 500mg

Tablet

M/s J. B. Chemicals &
Pharmaceuticls Ltd.

09.06.2021

To be placed before
Experts Committee




Dapagliflozin + Metformin

Each film-coated bilayer tablet contains:

Dapagliflozin Propanediol monohydrate
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 1000mg

M/s Synokem Pharmaceuticals

To be placed before

22 RPON2021060231 [Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Mankind Pharma Ltd. 11.06.2021 Experts Committee
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
b liflozin + Metformi eq. to Dapagliflozin 10mg,
apaglifiozin + Metiormin Metformin Hydrochloride IP 1000mg M/s S i
. ynokem Pharmaceuticals To be placed before
23 RPON2021060232 |Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Mankind Pharma Ltd. 11.06.2021 Experts Committee
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, )
24 | RPON2021060233 |Hydrochloride (As Extended |Metformin Hydrochloride IP500mg (As | Tablet  |M/S Synokem Pharmaceuticals |, ¢ 545, | Tobe placed before
Ltd. / M/s Mankind Pharma Ltd. Experts Committee
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 5mg, ]
25 | RPON2021060234 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As | Tablet  |M/S Synokem Pharmaceuticals |, o545 | Tobe placed before
Ltd. / M/s Mankind Pharma Ltd. Experts Committee
release form) Tablet Extended release form)
Each film-coated tablet contains:
Dapagliflozin + Metformin Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
26 RPON2021060239 |Hydrochloride Extended Metformin Hydrochloride USP/IP Tablet M/s ]. B. Chemicals & 15.06.2021 Ex erIt)s Committee
release Tablet 1000mg (As Extended release form) Pharmaceuticls Ltd. P
. . . Each film-coated tablet contains: .
Dapagliflozin + Metformin Dapasliflozin 10m M/s MSN Laboratories Pvt. Ltd. / To be placed before
27 | RPON2021060240 |Hydrochloride Extended bag & Tablet  |M/s]. B. Chemicals & 15.06.2021 P

release Tablet

Metformin Hydrochloride USP/IP
500mg (As Extended release form)

Pharmaceuticls Ltd.

Experts Committee




Dapagliflozin + Metformin

Each film-coated tablet contains:
Dapagliflozin 5mg,

M/s MSN Laboratories Pvt. Ltd. /

28 | RPON2021060241 |Hydrochloride Extended Metformin Hydrochloride USP/ IP Tablet  [M/s]. B. Chemicals & 15.062021 | Lo be placed before
release Tablet 1000mg (As Extended release form) Pharmaceuticls Ltd. Experts Committee
SEPARATE PRICE UNDER PARA 11 (3)
Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing r]zz(te‘iepto(ff STATUS
No. Brand Name Company e
application
1. RPON2020080017 |Pheniramine Maleate IP 22.75|Each 33ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020 Clarification sought
mg/ml (Avilin® Vet) Pheniramine Maleate IP 22.75 mg/ml from Department of
(Avilin® Vet) Pharmaceuticals
2. RPON2020080018 |Pheniramine Maleate IP 22.75|Each 100ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020 Clarification sought

mg/ml (Avilin® Vet)

Pheniramine Maleate [P 22.75 mg/ml
(Avilin® Vet)

from Department of
Pharmaceuticals




