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IMTAA AR Idd HATNH

(sitwer faam)
i it e fefzoer grfrewen)

9T

98 faoell, 13 FAgwR, 2020

FIAT. 4088(H).—ath TP ug FoF Agixor yrieewer (Tadidiu) &t emaar &9
29 e, 1997 THIT 3T IJa<h HATAT il H&AT 33/7/97 /-HraMs-1 § AT T & Hahed GIHT gs AF
S| oe7 aTdl & ATI-ATT gk ° Sty 67 AR F gedt w7 FEd wAr 67 S9H g aTe aadrar
FT SATIT=AT IAT, AR FE T AT, 7 -srg=a qaren e AR & geat fir AT w2 qor
sirafer (e i), straer (STHETeT) & ITaeT=l & FATaaT 6l a@@ HLAT ATHA g

2. A Staf s 30 7S, 2013 T THTAT 3T IALF HATAT & F1.37 1394 (37) F AT |, AF9TF
FEq AT, 1955 Fir &7 3 ST 5 T T& «Tihal & YA Fd gU srdrErar, 2013, & afAfEe &=
& Tae § oAt aTed g1 s i IR i AT ¥ UAGT g 3 e & 97 11(3) F AT AT
ST oA g

3. T Safe gadu 9, ARET =T seaad (TASreE) 9 THHST Iid g 120
uHereTE, & forw ' Oemshy Tear Rawa & oww ¥ fiva & form fuww fuer o 9 =

AT aA/AFTI G ITed ERiRl

5529 GI/2020 (1)
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4. siie starfer, fadis 20.10.2020 #1 sgfawas afafa £ 23 of Jox & fFewsi f aghos afafa %
aHer 499 [Faer forfies & sraed W@ U 2| qufa 7 FgT1 & Figefie Fam=me & agmar o & fow s
HAT o 9T A= AT ST 96T g1 GaqaT, A SrrEter 2013 % 977 11 (3) & dgd 499 fer
rfires & oo "Rty sagee Rarea" £ Fow fiaa fi e 6

5. Y Safh, I sivy gou fuRer miiewer (R wferg wa § gadidiy @81 Sirer ®) 9
FuT 80 AT 93 H faAF 26.10.2020 v Fue AT ferfiaes & swaeAr / srvmaes 9 A=re-fagst G
e faw et fofies % o "femsiy sager Rara” it sonr § i\ o & o et i ag-
oo mfafa i frrfert v Sfihsr 2013 % =7 11 (3) F aga === #¥ form

6. ARd AR & WA AR IdG AFTGI gRT AR $H10 30 1394(31) di@ 30 3,
2013 & W1 ufsa sitwer (@a fFvn) e, 2013 @ 8 11(3) T Uswd wfdaal &1
YANT $Rd gU, UK vy e freiver yifdewer, e @) Rl & ww (5) 94 fafifds
e $l Saad 9arvfl & WY (3) &R (4) H g ufafca 4 fafafds sis, sorg (gFe)
IR HT & 9 Gfgd WA (2) 7 @ g yfafe ¥ 9 9dS @), 9%g ¢9 991 @, afQ
B3 B, Bl Bled Y Fraa ol 2

Tt
. . Rarzg #F1am IRe et T (%)
(1) (2) (3) (4) (5)
1 EEIE IR R wta I+ e g e f. 67.20

e

(F) SUw AT & wad (2) # e Raea faw fuer Tftee S9F o ety s=aw
Rarw g A REMER F Uz seoa (TAElens) 9 TRHIST Jid g 120 THSIES, AR
ELE

(@)  Fag e e s om sww arfersr F wtaw (2) # RS Rarea g 3 v dw arfersr
& wiaw (5) # AfAEe gox #1 A= RERTER * o aeias seoad (TASerE) 9 THESt Iid g
120 THSTAE, Afersd® o aF S T 8, 597 3 @0 2T 2l

M &9 Ffuer Tfees ST a&q e & fiaq (5) § Ieded Jod 9%, |6 ST JaT FT A1 Tahd
El

(@) g uer e aEdiEiuaueg & qreaq F STETeT, 2013 F IR 24 % AqHT SATeEr
i [T & ®E-V ¥ goF g7 TANdU A7 ST RS S T UF T o e = v Haeni
T TEIT HAT

() attwe (qea Prizvn anee, 2013 F 9°7 16 F AN oF Tod IiF (SSUTEE) F e 9T
TEMTed o 3Rl a9 | Ik arfersl & &iead (5) # Ay & =7 § BedEle srgax Raeq &t
FHT T AR F0E

(@) &g (fea AT 3Meer 2013 @& AT 24 (4) & SUSHT & ITIAR TAS Heax fIaar ik
faaxe fafrmiar gRT for 7 ®u ¥ 09 RER, 98l RISR @ 39 9K fHar o1 &1 & &
S WY @ 39S (il afea @ fag uga e 81, 981 Sua fodl Jewged 9T R ad
g4 R & g, afe <13 3, &1 gushRia sm)

@ Raca &1 ST Seated geF Faq fa9 fuar ©ofiees & o o 8 s 9w g
Fatfa ot o anfas smaeawarst ft ofF F sefiw el @t faat % qga, Sar & &6/
TS ATSHIEN  TTEH0T % TG0 ATIRNT G Aelhaa i dedd Asil & dgd "ataq Aem
Amtar/Aaue FafaaT ST SquTed w3l § 9 AN g1 ddr gl
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) SwWa agyfaa AR @1 S /e &k @9 & wweg § F99 e
forffes &1 sftwg (o FRIFm) amew, 2013 & A 11 & i 11 &1 nsfiEigagd & areaw
4 Wax Y &1 & o & Raid yxga a3 | Swaa srggfaa fafafifeay @ o
$I By AT IR 9 $A &1 398 @l dl sHdl a1 v &1 @Td SR |
s W ¥ R gyfua ARl & Sarea iR ™ 1 9 SR B /S © dl
< o3 @ [l 9 8 98 ugd agqA [ & »id [V § wRax iy &l yegd s |

(3@) AR T god aAfegEer & Ay qe & aqaw Raea &t fiaq &1 aqarea T@t
FaT Stmar €, a1 799 foaer faee sraeas aequ afafaaw, 1955 % a7 9fq Srdreran, 2013 &
TTALTHL 6 STl SATST ATgd AT TTT9 T STHT FHA o (70 Iea<ardl givl

[®1.4. /212 /80/2020 / V% / BI. 4. 8(80) /2020 / SI4T / gAdIfig—fSdI-11]

UHASld &, HEdd BENE?

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 13" November, 2020

S.0. 4088(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-
PLI 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 Commodities Act, 1955 has
delegated the powers in respect of specified paras of the DPCO, 2013, including para 11(3) of the said
Order to be exercised by the NPPA on behalf of the Central Government.

3. And whereas NPPA had received an application from M/s Cipla Ltd for separate price of
‘Synchrobreathe Inhaler Device’ for its formulation Tiotropium inhalation (MDI) 9mcg/dose 120 MDL.

4. And whereas, the application of M/s Cipla Limited was placed before the Multidisciplinary
Committee of Experts in its 23rd meeting held on 20.10.2020. The Committee noted that a separate price
could be considered to promote incremental innovation. Accordingly, it recommended special price of
“Synchrobreathe Inhaler Device” for M/s Cipla Limited under para 11(3) of DPCO 2013.

5. And whereas, NPPA in its 80th meeting held on 26.10.2020 deliberated upon the applications/
representations of M/s Cipla Limited and accepted the recommendations of the Multidisciplinary

Committee of Experts to give separate price of “Synchrobreathe Inhaler Device” for M/s Cipla Limited
under para 11(3) of DPCO 2013.

6. Therefore, in exercise of powers, conferred by paragraph 11(3) of the Drugs (Prices Control) Order,
2013, read with S.O. No. 1394(E) dated the 30th May, 2013 issued by the Government of India in the
Ministry of Chemicals and Fertilizers, NPPA, hereby fixes, the price as specified in column (5) of the Table
herein below as the price, exclusive of Goods and Services Tax, if any, in relation to the device specified in
the corresponding entry in column (2) of the said Table with the unit and name of company, as specified in
the corresponding entries in columns (3) and (4) thereof;

Table
SI. No. Name of the device Unit Company Price (Rs.)
(@) 2 (©)) 4 (6)
1 Synchrobreathe Inhaler Device Per Unit M/s Cipla Ltd Rs. 67.20




4 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

Note:

(a) The device as specified in column in (2) of the above said table would be applicable to the
formulation Tiotropium inhalation (MDI) 9mcg/dose 120 MDI of M/s Cipla Ltd.

(b) M/s Cipla Ltd may add the price as specified in column (5) of the above Table to the ceiling price,
as applicable, of the formulation Tiotropium inhalation (MDI) 9mcg/dose 120 MDI to the device as
specified in column (2) of the above said table.

(c) M/s Cipla Ltd may add Goods and Services Tax, as applicable, on the price mentioned in column
(5) of the above said table.

(d) M/s Cipla Ltd shall issue a price list in Form—V from the 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.

(e) The price revision based on Wholesale Price Index (WPI) as per para 16 of DPCO, 2013 would be
applicable on the price of the Synchrobreathe Inhaler Device as specified in column (5) of the
above said Table from the next year.

(f) 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, in the conspicuous part of the
premises where he/she carries on business in a manner so as to be easily accessible to any person
wishing to consult the same.

(g) The above mentioned price of the device is applicable only to M/s Cipla Ltd 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.

(h) M/s Cipla Ltd shall furnish quarterly return to the NPPA, in respect of production / import and sale
of the device with the formulation as stated hereinabove in Form-III of Schedule-II of the DPCO,
2013 through IPDMS. Any manufacturer intending to discontinue production of above said
scheduled formulation shall furnish information to the NPPA, in respect of discontinuation of
production and / or import of scheduled formulation in Form-IV of Schedule-II of the DPCO, 2013
at least six months prior to the intended date of discontinuation.

(i) In case the price of the device is not complied with, as per instant price notification and notes
specified hereinabove, then M/s Cipla Ltd 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.

[PN/212/80/2020/F/F. No. 8(80)/2020/ DP/NPPA/Div-II]
PRASENIIT DAS, Asstt. Director

AT
T feeett, 13 7awaT, 2020

FT.3T. 4089(37).—ATLT FALHTT F THIAT 3T IACH HATAT FILT AT FT. 3. 1394(37) ardrE 30
<, 2013 3 & 3. 701(37) arre 109TH, 2016 F a1 qfsa sirwer (Fraa f[g=ron) swaer, 2013 F 4=
5,11 3T 15 g1 Y& ATRAT &1 TANT Fd g0, TS Siroe goF Haior yrfeemon(Seer |ted =9 +
TASTHTT Fgl SATAT ) 1= T At & wqw(6) ¥ Ay gawr goa &1 I amolt & ww(3),(4) 3T (5) &
T Tiateat ¥ ARty vyaerar, w9 (IHe) i AfAutar siv @ safaet F am aga waw(2) o
T qeedTel Tfafe § | I 61,95 Ud HaT Y, A(R S &, B SSH ATTHTH a0 IoF & &9 7 [Faq
FATE
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HILT T TSI . AHTYTL

qreoft
w8, | At awste w1 am
Saerdr THE fafaatar sie oo suy G o d
(=)
(M (2) (3) (4) (5) (6)
1. T AT FaT AT e #H: 3.82
. e {dE UiEE srEdt 100 e, FHE % H 3 U
- fﬁfﬁ;f% | e e e 450 Frefr o | T
(W_%W) TERifa® ThE 400 fAefum, F aerEw O o HIF AT T
i wreee guadft vedew 5% 5 forfes
[EEIRICEEICRE S
2. TRIRCHETEE + ek T forfoer arerer et & : HH FFH 3 0T 14.76
AR+ THFATRATR+ | ATARTARETES dredt 4 et NP wTHTEfeweT forffes 7 /o9
EEE D THEFATATR redt 100 fefme e wmierferen frfes
ffiere st 325 faefhrme
3. TR + e fre i arsaae weft # e 9 3 UT 2252
T + THaeThaTh | graEeEes aredr 8 i NS wrHTE e forfes 7 /0w
et THFATRATE et 100 fHefrrm Ffear wHtegfewew fafies
g et 325 faefum
4. THTR TR o+ e fare Tt et & wea 5 fefiefier 50 fieft | #& wEiftRTaE 181.50
FAGATS AR TEI A | TR H: KEd wHTefeRer fafiee
fr (stmifeT € uw) TR zrzarEE 759.04 frefmy
THTTEfer it Ufie 652.78 fasfum %
ERACES
TefrTH FAgAqe 61.48 e
Frgee e 50.41 FeRm F axaw
5. SATFATFTIRI T A TRISAT ZeTHha< . 4.76
+ TCHITH T HEhe Tt et ferfies
s/ $AT 3| 0.3% ==/ At 1 foeft
TEHATEE  HITH Hiewe medr 0.1%
o /AT

e :

(@) swaa <1 3 faffds wifdy & fafmiar srerfa o <8 g7 SdRAeT, 2013 & RS 2(Y)
$ dsd Sudad 4 2 At @ wWH (6) W fafifds gawu gea fufRa a3 |

(@) FATET UL I ATl & FHiad (&) § Sfeatad gavT od I a1 axq 37 94T FT S Ta6d

(1) sitwer (e fE=or) amRw, 2013 & WETH 11 ¥ Ay ¢ yr@g=l & dgd fFHfael & Swed
ol @ wWH (6) ¥ fafifdse a1 [ @ IR w® sgyfaa fafifte @ dof @ fag g1 1o
frafRa 3| frfar sitwe (qea FaF0) e, 2013 & RS 24 @ dgd Bid V # sifrgaem &)
T 4 P 4ed Al AT 31 AENSITATE & A1egd 9 SR R ael SHa! 1l Iy ey
izl @i fatmtar faavat &t o & |

(@) sitvg (qea fE=wn) e, 2013 @ 24 (4) & IUSHT B ITAR IS [ fIodr iR faas
fafitar g1 fag 17 w9 § ¢ gRER, o8 FRIR & 39 SR fHar o w1 2 & Sud wret @
g3 Sl aafed @ fay 189 e &8, T8 Sue fHdl 4guged 9 R oFd Al iR =& g4,
afes #1g 81, 1 GuRfa s

(3) Sudw@ iR AIfrean I (G Jou) dad Sugad Fmfar/fuvm & fag @ @ <ar &
SI4 vy (qea FEF) IR, 2013 @ JEd Iadds Yod fERe/deed & fag »id [ w oo
foar war o &R WwerR gr1 fuiRa @t anp daite smawasaet ) gfd @ = yRife
faftral /et @ sl o fe ala/wsw aafiT ataiRE @ weam yitery gRT
AYHFERT A o & ded wdfta fafaffa fmiar / fauvm swufrn s srgures st 21
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@) fafmtar @1 fauvm s, Swiqa fafafifen st fafafdsc eaf &1 groa 8 o<t @ @t 9
amaedd dw¢ AfEm, 1955 & Wi ufsa SidRAeN, 2013 @ y@uEl @ el @ w@fEa
AftrgRa ¥ &t o v @ foag gl BT

(B) 39 IRy ¥ IWidd aRe & WY (2) ¥ @ g gfafe § fafafde At @ 4o @&

e}l a1 fraa g9 @ aRomreey, ey ol f& 39 ey 4 yd o gY °, Wa: @ R @l
ST |

[fru/212/80/2020/T% /%T1.7.8(80)/2020/F .11 /uadTd -2, 47 -11]

gl 1, 9eRe ffeued

ORDER
New Delhi, the 13" November, 2020

S.0. 4089(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
SL Name of the Strength Unit Manufacturer & Retail
No. | Formulation / Brand Marketing Company Price
Name (Rs.)
@ 0)) 3 4 6) (6)
L. Each uncoated Chewable tablet 3.82
. . contains:
Asporb}c Acid . Ascorbic Acid IP 100mg M’s Akums .Drugs &
(Vitamin C) + Zinc . 1 Pharmaceuticals Ltd. /
Sodium Ascorbate IP 450mg eq.
Chewable Tablet ) . Tablet | M/s Blue Cross
(Bluvit-CZ Chewable) to Ascorbic Acid 400mg Laboratories Pvt. Ltd
Zinc Citrate USP eq. to Elemental T
Zinc Smg
2. Thiocolchicoside + Each film coated tablet contains: M/s Akums Drugs & 14.76
Aceclofenac + Thiocolchicoside IP 4mg 1 Pharmaceuticals Ltd/ M/s
Paracetamol Tablet Aceclofenac IP 100 mg Tablet | Cadila Pharmaceutical
Paracetamol IP 325 mg Limited
3. Thiocolchicoside + Each film coated tablet contains: M/s Akums Drugs & 22.52
Aceclofenac + Thiocolchicoside IP 8mg 1 Pharmaceuticals Ltd/ M/s
Paracetamol Tablet Aceclofenac IP 100 mg Tablet | Cadila Pharmaceutical
Paracetamol IP 325 mg Limited
4. Amoxycillin + Each 5ml powder for Each 50 | M/s GlaxoSmithkline 181.50
Potassium Clavulanate | reconstitution into suspension ml Pack | Pharmaceuticals Ltd.
Oral Suspension IP contains:
(Augmentin ES) Amoxicillin Trihydrate 759.04mg
eq. to Amoxcillin Free Acid
652.78 mg
Potassium Clavulanate 61.48mg
eq. to Clavulanate Acid 50.41mg
5. Ofloxacin + Composition: M/s Skymap Healthcare 4.76
Betamethasone Ofloxacin IP 0.3% w/v | ML Pvt. Ltd.
Sodium Phosphate Betamethasone Sodium Phosphate
Eye/Ear Drops IP 0.1% w/v
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Note:
(a)

(b)

(©

(d)

(e)

®

(2

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 as applicable 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-I 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/212/80/2020/F/F. No. 8(80)/2020/D.P./NPPA-Div.-II]
PRASENIJIT DAS, Asstt. Director
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