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T ST A HATAd
(3 fawm)
(TgH sirwer g fAertor sTieE)
T
¢ faeett, 30 frmwaw, 2020

FT. 3. 4773(3).—ITT TR F THAT AT IICH TATAT ZIT STRT FT. 3. 1394 (31) I

30 5z, 2013 i< . &1, 701(37) qT<ra 10 ATH, 2016 F A1 qiSq siwer (Frda f7zr=or) smaer, 2013 %
937 5,11 3% 15 ZRT I&T AREAT T TINT Fd g0, WL 3ol qo et srtesmon(reer dfer =7
H TAT gl STaT §) = 6 q7olt % ww(6) § Ay gaer goa it 3w Aol & &9(3),(4) i (5)
H qeeaTet stateat § AfAEE yawar, =@ () @i Bfamtar s Gom saet & @ afga ©@9(2)
H fT FeeaTr vt § ¥ wouw i, awq U 947 FY, AR FE 2, B GEHT ATTHIH GEIT qoF F FF §
T FedT 8

it

" | faff # amars EER KIS ECOEY fafawtar sic e g
FT AT Faf il
(%)
(1) (2) 3) (4) (5) (6)
1. | sTaTieTRE + e fihen ferfaa ety o , 10.60

et ST 10 fieftar 1 | T e A

ereSTES it FregrTES A (R e
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H° | fafafE « amme Seear EEEY fafamtar sk o g
FT A Fat T
(¥)
(1) (2) (3) 4) (5) (6)
e Refer et | fRetist /) 500 et
&
2. TR + FRERC AT IECRIETRCR 1226
i FraTRerers 10 fetam ,
S EElE s Aewitia gregraaee amsdr (Rrearha 1 Tt et 2r¥e wrHeLfeRe
St frefior #) 1000 fAefrume afHes
e fefisr Tt
T
3. Jou et o 1.47
. ST gethe rsdT SermTsfed s9
TR TR S| () s 3y e et ferd e ST
ST F == 1 ml
teirz arE Th SHFATHITETT TSI HIThe ATSHT ar. ferfes
- TFTHATHIN HEhe 0.1% F TLaT
skl
4. e ey 1.47
. TR + WWWWW WW%T’W
TR A | o T A e tm | o R
et STATHATHIT HTSTH FIehe Al T
- TFATHATHIN HEhe 0.1% F TLaT
e il
5. ST e fo e A ferd BT AT T | 616
. ZTE gTese AR St UAgrEgd e /g g
‘ aftsfr 100 T % aeae 1T | et sz
6. eI 5 faeft 0.36
TR fog favae dem fofee
.3ﬁ_( 1 foefy | FEH Ttea®
Wwﬂ? WW']OOW Wﬁ:{mﬁﬁ%@
frfereTaTeT sy 162.5 foefamy
7. eaw faeft 8.51
ﬁ:ﬁﬁrtﬁmoam ot 8 100 Far T 1 Rrefy AHE ATSSH godhaT
TIATT AT 30.4% A/

e

(F) T T e AR wigered & AfHwrar stara S ‘92 g9 STdETar, 2013 % TXTE 2(F) F dagd
ST &T TS AU % 69 (6) H AMTee g gog Myt w4

(F) 3T TAATATet 7 IUAE |l F T (6) | AT SATHAT HHd I TLHTL Al a1ead H R 63T 8
T 3T & A1 9 F& U AT F T SIS T 2

(3T) Siroer (e AF=ron) araer, 2013 & 9RRTE 11 § &0 T YEgm@i F qagq [araret w7 S99 9l &
w9 (6) ¥ FAMEE gaar o7 F g ¥ aagia ARt F &6 F v ga gor Fyifia #7390
famtar sfroer (qear fe=ron) sr=er, 2013 % GXTE 24 F qgd B V # A=At £ ae ¥ U goF =
mgaﬁﬁﬁw%mawﬁﬁﬁamwﬁ FTdt o sirter fe=rt sie fAfRatar et
(%) sfrorer (Yo f==ron) aaer, 2013 % 24 (4) & IS & ATAT TAH Fedh? (dahdl oAl¥ faa<eh ar=arar
3T U U w9 § UH 9T, Sgi Fa ® o] THe RAr 1 w@T 8 5 S99 el % Tege et =ik
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F o0 9g= e g, a8t S [RET Hegeged W U HIAd AT 3T I5F g, IS e 21, F G9arad
FHT

(.) STUH T ATTFHAH H9q (FET GoF) Fad STIh FAIAT/ET0 % o o) g 6T 6 320 sirver
(e f=ron) e, 2013 F q8q AqaE God Haieu/medrad & forw w6 | 9% S97 R w31 ar eiw
AL T HLTd 9T AR J9THE Sraeawdrst Hf gid & e STee Aredi/ ATt & s sar
o R IT/ATST ATSHTNT AT F TeTH TR G HeLhaFa T ATe6d ALl & qgd gated fafatad
ARTaT/RaorT FFIET ST ST T Fd gl

(=) fafFwtar a1 Ao Fraet, s BT siv AR aat &1 e 78 #7 @ g a1 T srEeaw
Feq afafaem, 1955 F |1y ufeaq Srdieftar, 2013 F sraem=i % stefi sarer afga srfdrarfa wfer #r
STHT A o o7 T g

() =TH AT § IULH A0 % €69 (2) H FT JeeArir wars § Ay it & &6 & gz g
A g9 & aiorTHEa=, Sreer S 6 39 oeer ¥ 9@ ST gU €, Ta: gl Heed g S

[TU=/214/82/2020/T%/%1.5.8(82)/2020/T. 4T /oafihu-T &1 .-11]
TEAST <19, TETIF Ao

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 30th December, 2020

S. O. 4773 (E).—In exercise of the powers conferred by paragraphs 5, 11 and 15 of the Drugs (Prices
Control) Order, 2013, read with S.O. 1394(E) dated the 30" May, 2013 and S. O. 701(E) dated 10" March, 2016
issued by the Government of India in the Ministry of Chemicals and Fertilizers, the National Pharmaceutical Pricing
Authority (hereinafter referred as NPPA), hereby fixes, the price as specified in column (6) of the table herein below
as the retail price, exclusive of goods and services tax, if any, in relation to the formulation specified in the
corresponding entry in column (2) of the said Table with the strength, unit and name of manufacturer & marketing
company, as specified in the corresponding entries in columns (3), (4) and (5) thereof;

TABLE
SI. No. Name of the Strength Unit Manufacturer & Retail
Formulation / Brand Marketing Company | Price
Name (Rs.)
(€] 2 @) (4) ®) (6)
1. Dapagliflozin + Each film-coated tablet contains: 10.60
Metformin Dapagliflozin 10mg, M/s Torrent
Hydrochloride Metformin Hydrochloride IP (In 1 Tablet | Pharmaceuticals
Extended-Release Extended release form) 500mg Limited
Tablet
2. Dapagliflozin + Each film-coated tablet contains: 12.26
Metformin Dapagliflozin 10mg, M/s Torrent
Hydrochloride Metformin Hydrochloride IP (In 1 Tablet | Pharmaceuticals
Extended-Release Extended release form) 1000mg Limited
Tablet
3. Gentamicin Sulphate | Each ml contains: 1.47
+ Dexamethasone Gentamicin Sulphate IP eqg. to
Sodium Phosphate Gentamicin base 0.3% w/v M/s Skymap
Eye Drop Dexamethasone Sodium 1ml H
ealthcare Pvt. Ltd.
Phosphate IP eg. to
Dexamethasone Phosphate 0.1%
wiv
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(b)
(©)

(d)

()

()

()]

Sl. No. Name of the Strength Unit Manufacturer & Retail
Formulation / Brand Marketing Company | Price
Name (Rs.)
)) @) ®) (4) (©) (6)
4, Gentamicin Sulphate | Each ml contains: 1.47
+ Dexamethasone Gentamicin Sulphate IP eg. to M/s Skvma
Sodium Phosphate Gentamicin base 0.3% w/v ymap
. Healthcare Pvt. Ltd. /
Eye Drop Dexamethasone Sodium 1ml .
M/s Glensmith Labs
Phosphate IP eg. to PVt Ltd
Dexamethasone Phosphate 0.1% B
wiv
5. Each film coated tablet contains: M/s Hema 6.16
Cefixime IP as Trihydrate eq. to Laboratories Pvt.
Cefixime Tablets Anhydrous Cefixime 100mg 1 Tablet | Limited /M/s Sun
Pharmaceutical
Industries Limited
6. Ibuprofen with Each 5ml contains: M/s Vivimed Labs 0.36
P Ibuprofen IP 100mg Ltd. /M/s Alembic
Paracetamol 1ml -
- Pracetamol IP 162.5mg Pharmaceuticals
Suspension L
Limited
7. . . 0 Each ml contains: 8.51
\Il_vllt\j/ocame Spray 10% Lidocaine USP 100mg 1 ml E/ilﬁ;i%g;dus Healthcare
Ethanol 1P 30.4% v/v
Note:
(@) The manufacturer of above mentioned formulations i.e. “new drug” under paragraph 2(u) of the DPCO, 2013

shall fix the retail price as specified in column (6) of the table hereinabove.

The manufacturer may add goods and services tax only if they have paid actually or it is payable to the
Government on the retail price mentioned in column (6) of the above said table.

The retail price for a pack of the aforesaid formulation shall be arrived at by the concerned manufacturer in
accordance with the retail price specified in column (6) of the above table as per provisions contained in
paragraph 11 of the DPCO, 2013. The manufacturer shall issue a price list in Form—V from date of
Notification as per paragraph 24 of the DPCO, 2013 to NPPA through IPDMS and submit a copy to State
Drug Controller and dealers.

As per para 24(4) of DPCO 2013, every retailer and dealer shall display price list and the supplementary
price list, if any, as furnished by the manufacturer, on a conspicuous part of the premises where he carries on
business in a manner so as to be easily accessible to any person wishing to consult the same.

The above mentioned retail price is applicable only to the individual manufacturer / marketer as mentioned
above i.e. who have applied for the same by submitting Form-1 for price fixation / revision as stipulated
under DPCO, 2013 and subject to fulfilment of all the applicable statutory requirements as laid down by the
Govt. under relevant statutes/ rules, including manufacturing license permission from the Competent
Authority i.e. the Central/State Licensing Authority, as may be applicable, by the concerned
manufacturer/marketing companies.

In case the retail price of any of the aforesaid formulations is not complied with, as per instant price
notification and notes specified hereinabove, then the concerned manufacturer/marketing company shall be
liable to deposit the overcharged amount along with the interest thereon under the provisions of the DPCO,
2013 read with the Essential Commodities Act, 1955.

Consequent to the issue of ceiling price of such formulation as specified in column (2) of the above table in
this notification, the price order(s) fixing ceiling or retail price, if any, issued prior to the above said date of
notification, stand(s) superseded.

[PN/214/82/2020/F/F. No. 8(82)/2020/D.P./NPPA-Div.-I1]
PRASENJIT DAS, Assistant Director
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AT
T2 fawett, 30 fewwaw, 2020

FT. M. 4774(3).—STaTF AT TR 6 THEAT AT IALF HATAT 6 [aq1F 29 3[red, 1997
Tohed &, 33/7/97-91 3E-l gRT wE e g fReiwor wrfgreer (wadidi) £ wuaraEr, s aEt F
TqTT-AT 20 siratert qor BT F gox Maifa w7 i o afmds 2y g 2, #r sfeef~a
T, AteFta siutert siw AR F geat o ae v i sive (g Fe=on) sraer (ST F
TTEALTAL T FT AT F & forw, £ 75 off)

2. 3T SETh, THAA UF 394 HATAT o fadis 30 7S, 2013 F FIATAT A<9T H. 1394(3T) F FIT ATFATF
Feq ATAHIH, 1955 & &= 3 TAT 5 FWRT T&T ATHIT FT TINT Fd g0 Srdrrar, 2013 H &fre
ITTE F Tag § I A<l  TCUTE 32 Afgd UAHHIT 7 Feg GERTC 67 A< T orfxeat searfora & 78
El

3. 3T STafeh, JOH I BAEL[ched SSEIS (o, ¥ YT Aaed a1 Srarerar, 2013 F e 4 g &
T, §TTE 32 (i) F FAeaeia S<F e § e SIS Fiaaee Reay qethesreT aredl ((ATese)
0.5% T=IT] AT FARGHASTST TqhAe 0.2% TS Usd hiF ST o 78 U FieH[EFT
AT, 1940 3T 99 F TEq FalT SHE TS dhaldl ANHTZSI (ATLd) FIT Afdad &9 9 <97 *

& H AAIR AT TAT &T| 38 AATAT T2 FATAT AT F HHH TF BIHEL[Chod SSEIS (1. Hl TH
o oifuse wETEfeawa =T e aqHTEse feas qeheared ortad g 5| 27 S 2016 & 20

YT % FHARIA & (0 Gee ATT=AH,1970 F Tgq ATHIET HEAT AT | (T2 H&aT 349599 37 A
et ¥ ¥ faf2r 20.10.2020)1

4. AT Fgfeh, TAAHT T fGATF 23.12.2020 FT7 AT 821 d% H ¥g Ioor@ FhAT FoF 499 9+

FTHTEY oot SSEEIST (o1, BT Yoqd aeqrast SIarete, 2013 % TXTh 32 (i) T sraeThal i 0 F:d 5
e fAtr foram 8 o STheiemr, 2013 % 977 32(i)F favTa 899 99 wIHTEICHed TSRS [of. HT I
SaarE fhaee S Aifraqee fea gehedresd omedl (A9MEse) 0.5% T/Es 3T FARg FaeTe
TS 0.2% So/S SITUHA | T ITANT FTA o6 (o107 g2 af ST qhel [ & |

5. oa TATIT 1.3 1394(37), faai= 30 72, 2013 Ff THEAT TH IqLh HATAT, WL TLhIT T AT

sirafer (g =) eraer, 2013 & 977 32 & Seavid W& eihdl FT YANT F3d g0, ITIh 3<h Surer
FATT 39T | Z8H ATOTTSTH TATUT *hl LT sl A | I a9 0t At & forg fhree Sier wifraem
fRreaT gethesTed edl (AAMTEse) 0.5% To/ee i FARGHaETed IadAe 0.2% T/ aruahd
I % Hae H ITH ATQLT F GXRITE 32 (i) F Avasra Srarerar, 2013 % YTaeT=l & H99 a9 A hod
TTELIS &l G2 &I TS g THE AATAT T 1A 0l TATE ATLANT Uce shl STAT o AT Hg-2 [0 g

6. Fut TAfU #1 e S FifFaved feaw aetheared smEdt (A9HTEsE) 0.5% Ssq/ss Y

FARG TSI T hIe 0.2% T/S SITUhe 0l H o ATTATAF [Aq0 i ara i< ST, 2013 &

Ted BH V § g g7 AT w37k SOt F are H FEOAr g a7 v T gaer fEAundr wi fwd
(TrETeme) oz sTferfas gaer gea T 7 i w3

[fru/214/82/2020/T/%T.5.8(82)/2020/. 1t /oA fiu-S 2t - 11]

TSI &1, HgT9F (Haerh
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ORDER
New Delhi, the 30th December, 2020

S.0. 4774(E).—Whereas the National Pharmaceutical Pricing Authority (NPPA) was established vide the
Resolution of the Government of India in the Ministry of Chemicals and Fertilizers No. 33/7/97-PI.I dated 29th
August, 1997, inter-alia, to fix prices and notify the changes therein, if any, of bulk drugs and formulations, monitor
the prices of non-scheduled drugs and formulations and oversee the implementation of the provisions of the Drugs
(Price Control) Order (DPCO).

2. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th May, 2013, in exercise of
the powers conferred by Section 3 and 5 of Essential Commaodities Act, 1955 has delegated the powers in respect of
specified paras of the DPCO, 2013, including para 32 of the said order to be exercised by the NPPA on behalf of the
Central Government.

3. And whereas an application received from M/s Sun Pharmaceuticals Industries Limited, for exemption from the
provisions of DPCO, 2013 under para 32 (i) of the said order in respect of Fixed Dose Combination (FDC) of Silver
Sulfadiazine IP (Nanonized) 0.5% w/w and Chlorhexidine Gluconate 0.2% w/w topical cream which was duly
approved by the Office of Central Drugs Standard Control Organisation (India) as ‘new drug’ under the Drugs and
Cosmetics Act, 1940 and Rules thereunder. Further, the Patent office, India has granted Patent Certificate to M/s Sun
Pharmaceutical Industries Ltd for an invention entitled ‘A stable topical Pharmaceutical composition comprising
Nanonized Silver Sulfadiazine’ for the term of 20 years from 27" July 2016 in accordance with the provisions of the
Patents Act, 1970 (Patent No. 349599 and Date of Grant: 20.10.2020).

4. And whereas the NPPA at its 82" meeting dated 23.12.2020 noted that M/s Sun Pharmaceutical Industries Ltd
meets the requirement of para 32(i) of DPCO 2013 and decided that exemption may be granted to M/s Sun
Pharmaceutical Industries Ltd under para 32(i) of DPCO, 2013 for their product Fixed Dose Combination (FDC) of
Silver Sulfadiazine IP (Nanonized) 0.5% w/w and Chlorhexidine Gluconate 0.2% wi/w topical cream.

5. Now, therefore, in exercise of the powers delegated under para 32 of the Drugs (Prices Control) Order, 2013 vide
S.0. 1394(E) dated 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and Fertilizers,
M/s Sun Pharmaceuticals Industries Limited is exempted from the provisions of DPCO, 2013 under para 32 (i) of the
said order in respect of above said drug viz. Fixed Dose Combination (FDC) of Silver Sulfadiazine IP (Nanonized)
0.5% w/w and Chlorhexidine Gluconate 0.2% w/w topical cream for a period of five years from the date of
commencement of its commercial marketing by the manufacturer in the country. Further, the period of five years is
co-terminus with the duration of Indian Patent.

6. The company shall inform NPPA the date of commercial marketing of ‘Fixed Dose Combination (FDC) of Silver
Sulfadiazine IP (Nanonized) 0.5% w/w and Chlorhexidine Gluconate 0.2% w/w topical cream’ in the country and the
Price to Retailer (PTR) and Maximum Retail Price fixed by the company in respect of above said formulation by
issuing a price list in Form V under DPCO, 2013.

[PN/214/82/2020/F/F. No. 8(82)/2020/D.P./NPPA-Div.-I1]
PRASENJIT DAS, Assistant Director
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