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(T sirerer e ferer o sTfereReT)
=T
TS faoett, 3 97 2021

T 3. 2161 (31).— ST LT e oo [ETL0T TR0 (TAITHT) T SITIAT AT G 5
THTAT 3T A §ATAT % "ehed §eqr 33/7/97-Pl.l &R 29 eq 1997 F qga #ir T off, arfw
ZaTeh/fAfAtAtaaT & Fwdr w1 qa/Eeted, Fer qur siuter (qer =) erger (STdEe) F
FATAT T AT T ST Toh 3T T WTd TLRTE o .37, 1394(37) famh 30 7 2013 3fi¥ r.37.
1249(37) f&ATF 6 1%, 2020 FIT ST 3HWe Jo LT ITeheor (TATdT) &1 %% J¥aTe & HAT &0
TIRT F2 & o0 sraedss awq Ata==am, 1955 (1955 &7 10) FT €T 3 3 5 T T& TREAT FT TIRT
FT gU SIS, 2013 3 e 19 wiga e fvmmat % w@aer & afxeat v st G @ g,

2. AT Al saed® aeq ATaaw, 1955 H g7 3 F qga ST Srarerar, 2013 & 32T I8
AT FeAT § I3 sraeas gar0 a+f F forg ag fiaql u 3 gil

3. T STafeh, FTETEST 3T qRETE FAT0 HATAT o 1. . 648 (31) faAmF 11.02.2020 F Sy
srterg=ra T § T AT9e 31 el | ST & forw sf=ea it i S 1 339 e fifedtead
TFe 1940 F Tgd 01.04.2020 & T & ®T § HET JMT gl T FdATeh, TAYIIT T TEIHTL FI.3T.
1232(37) fadi® 31.03.2020 F IR srfegf=ra foham g & 7+t e S (siets @igs afga)
01.04.2020 & STHrHTT 2013 3 ITALTET % d&d AT gl

2996 GI1/2021 (1)
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4. AT AT, AT AFISAT U AFTF S(ad L4 24T g 3T Fa Jaeq & o qgeaqo g
THE FATAT, FAAT AT § AQ(F e HIae -19 F HLIHT ¥ TH ATHAT & A& 969 § TF
AT AT ITATT & & H ATSheT AFHISTT il JTHHT I ATAAT d gl 297 H Flfae 2.0 FgATT &
qTHEAT | STATAS TS doil F WIS SHFESTT hl HIT FTH 98 TS 2

5. 3 SafH, AfEwer siiadis it 7RT | gl & 97, 97 § Ao qigdr o 767 § gl g 2
Ftoer AT-3fe AWt i Haferd qET F HT0T, TSI qiweh fF Hrwai 4 g2 Tieawar fRars Tt 2
TH TS THhT FrAd & Faae & forw gor w9 % i et | fAfes arfeeerst sie safa
TRt (TAEUA) FT I TBRAT TAT g Tl ATt TaTesd ATt & =6 Hgea ol 997 § Jg+ 17
FTHT T ZHHT ITAGAT G 60 ST Hob|

6. Y At A= fReedt Ig = 7 9= areer f&Ai® 17.05.2021 # i & 1=t & 959
T AT § TEd §U AR Al A Fgl AT 76 "I I T T AIATRL UF G [eia owdr Ser &, ar
At o AT G od UL FTH AT ST a1 § ST TSl T Jod F T=13T ST 9FaT 271

7. TATE T TRATT FEdTIT HATAT, AT TLHIT o e A, A G ®7 qalied Fd gu,
A 17.05.2021 % seert & "@atera aea fGeedt 3g = #i feoafet w1 oo R sl
TAATIT & T9% SAd | I AT AT AR] FA § ot AT A7 e T gl

8. ST ST, SAFHISIT HIwdh U AT AT ¢ AT TAHT H ha 1T STe HIAE (HF=07 J05
(FETUEHTA) F g q ATSHRNT @ % dgd gl STEEAr 2013 F YT F dgd SEehl A 6T
ATt T ST 2T 21 ST, FIfae g & FHI0T 3cTo &I ATl STATeeor TRefadt T 3@d g,
Srer TRuTHERET SIS JiEar i ATIEhaH gaaT HiAdl § Aged Ul SA-AEd gal g ST wresy
Y TRETT FITT HATAT, ATLT TR | T8 RIS 3 gRaere, AtrdoT gigs i figa &1 Bfagtaa
T & [oIT a9 AEHH &l T 2

9. ST TFTeh, TAATIIT 7 Tgel TIAT SATERAAT F1.3. 1041 (31) &= 27.02.2019 F FRF =TI
qTiSTe IR AT F ATeqH & qHar fav ey zarst i fimar w1 fifvg w5 o, S
TRUTHEAET ST I Tgd 0 a9d ge 3T 37 ATl il AT H JrH0T gl

10. =AM, 9, TG 3O T Hiad ARTl T TI0 Fd g0, THEAA 3T 394 JaA1ed, =9 a1q
q Q¢ g7 T arEsas f@d § e qRfeafadt #f 3@d gu, S9T & F9% aq/@m ™1 g, 9w
"STITY AT JIRAHTOT IEHI0" F Tgd SHAH TSI TG 0l AT Hl HITHT HL & (g Srdreta, 2013
% TTTUTE 19  JTALTHI T AN Fadl gl

11. 3T Safeh, SAETe, 2013 F TRRMF 19 T @6 F2d g0, I3 8% 1R Te-sqgi=rd g7
AT i & AT AT 1 HITHT FdT g 3 AT F7 I 6f &l & T8 &g (396 a1
e i1 o7 % ®9 § Haiq) 9% AIAT ATIFdT Gar JoF aF Hd o7 Haer adT g, ST o qriershr-u
CEIEERIRIRRIE]

qiferT-T

Afershay a1 ge = faaes &1 g7 () + (T x o) + oy shoadt
STet EuH = g2 91 70 % & stfers 7 g7

12.  THE AATAT, SHAHTEAT, 2013 & 937 9 (2) F T&q THAA ¥ IaLHh HATAT H AL TLHT gIT
g afeal &1 TIRT #F7q gu, vadhiu @fFatarst #1 7 59, 2021 9% @vews-l § Seae Sad
ST, GaIT goF, aaH ST HAEd ATIwaH gaar qod &1 AR, qresl-u § [{aia wrger &1
ST FTh, SAFHIST TG HT (a0 Teqd FHe HT Haer =T S g
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frogforat:
F) e =1 aea (TR =

fAmTaT g Ieare FT orF Tt STiE 1 TRT ST fF /THET g7 99T 7Tg § /9 2021 F g H
fasft 3 form)

T IeATE T T HIAT ST A ATg § / 7S 2021 F AR § a=7 T2

7)) faaes / weifhee | H8ATTq [ 89T [ QLR / S-H A [ S-hHET [ 9w TAr (IR0 qgrEar
FIAHH 6 AT Agq) i T AT % sfEd ax = ween g Tt & o 67 S 2

) =fe wiser FwiEr F oo 92 2021 F w9 F S FwrE sk 7 gt g, a1 fEET e F oo
fa=me Rt ST aTeT JET 72 2021 | St Uger T eAT gf T g forad fasht ast & S of

q) AR T AT =7 STTETAAT 6 ST g o AT A ST A1 Hl AT H IATLA HT SIET T@dT &l
T ATAHTH G Tod TAATT TIETST * ATLTT I qTTerT T H T o a1 aF AT SITus|

(F) werrtea F\d 09 5[, 2021 | W] g

) TIHT-T & SITET T 0T T SATTHaA GaIT o & ATeH hiad a2 fashl Hed arel st o
Tqiweh o AT, TH SIS dTvashl it FrAar w1 $= F7 A G F:337, T G g1 ToET o
MU SATFHaH GaT GoF | ATIF T2t gl

) ATICIHT-T & STTHTL T 6f T2 ATHaT GaiT Hod § FH ATAHaH Gal ToF aTe SIS qiah 6
T+t HisgEr AT disEr Afgwaw gaar goF ® 9910 W@ 990d [ a8 Srdreer, 2013 % 27 20 F
STAETAT % e 2, ST qTfersh1-1 3 AT A F AT I HHa # Jhg 721 311

57) fAmtar Srfeter, 2013 F RRTE 25 F A9 BH-v § UF GoF AT AT BT T T futer
2= o S &1 07 7, 2021 TF 397 37 AT Tah T TANGT T AT TEqT FHM

) SIHTETr 2013 & 937 25(3) F AHL, THH GaIT (ahdl, S, eI AT T, o AT AT
F g AT, 6T & Aetar gy weqa T g, Faam R s tE G R wem e |
RIS T ST T TR FIA o Togeh Rl | STk & (7T ST & qAH 2T

o) ST AT qIerR-u % AT TOET A T2 ATHwRaT gadT goF Y I8 Fax AfHfay et wir
ATUATAT TRl A &, o AT (o7 F=r) eraer, 2013 F ELEl % dgd Aa9qF qeq Arer+=a+, 1955 F
AT 9T SATe TATT (A F 100% TF A 6 AAh qod § It 6l [T F 15% AT 541 %
AT ATEATR T STHT F o (o1 ST gi|

2) T T fmTar, oA, gaer fEwar G off STaT=hT 1 |isET gentaa 9o @= °§ i gex ar
AT AT I T o6 e U< SA{ehd qod, ST AT FF 37 54T o ®iH-V § T8 631 7, & 9fdw fima
T TSI Tiseh Fat a=i|

T) TH S H qF o0l T2 hiqq 30 Taa¥ 2021 T IT 3Tl QLT T, ST AT Tgef Bl, AR Tt

T) IS AT [ =0 Seer T AT F fEAfawtar / fewar / seaarer / T geame =9 e
T STIITAT T AATOAT FA | T S0ty [Feht T Tgraar #4007 =6 Q9T & et off Ioerae &t
TAAIT % §H19 § AT ST SAEa29 g

) At "iaw & At FfRfasmnta, = siv Fara o o sene, afs #i 8f, &1 arfas
v Meaiia aT=T § s&qa F41

[FIT/220/88/2021 [T/ 1. &. 8(88)/2021/E 1. /uaefrfru- R4t -11]

ATATH T, HgTa fAaerh
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LESPED |

fafAaTarst / smaTaeht 1T F9Terd STTEwaq Gaxr Tod Teqd Hid HT ITeT|

1. fRutar/emaras/faas 1 99 & 9aqr

2. TR FHYAT T AT 37 74T, Ff% F5 2.
3. HEEA a7,
4. - AL I
Z;’i/ FAATT FfFaw gar | sAfeEEer i
. et qrems | A 2l i 7
#F. | SE e . i 2021 % T =T Stromdr &t | (Twaredt) e T HY
F | ATEEET | AR T o o
g | wTAH - - & g | (ShroEdr @ =) AN & (Stroedy mfga EIBELE
_ AT | BIEH)(F) ' AT e I FEIT T
s—eﬁr-%a: HqTAT T ) (%) (=)
1 2 3 4 5 6 7 8 9 10 11

*TTeeRa® GaxT Iod = [[Aaee & fima +( & & | X o) + anR) shoe 2]
STgT & UH= 2 AT 70 % & T8 7 21|
U AT TS GAAT LT SATAHRT 377 s o S| 9=t gl

(FFATEAT AT q2T)

AT e ST i<k T A8
ﬁﬁ"ﬁ: ..............................

TEATH

IS T T

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 3rd June, 2021

S.0. 2161(E).—Whereas the National Pharmaceutical Pricing Authority (NPPA) was established
vide Resolution No. 33/7/97-PLI dated 29" August 1997 of the Government of India in the Ministry of
Chemicals and Fertilizers to regulate and monitor prices of drugs/formulations and oversee the
implementation of the Drugs (Prices Control) Order (DPCO); and whereas the Government of India by
S.0. 1394(E) dated 30™ May 2013 and S.O. 1249(E) dated 6™ April 2020 in exercise of the powers
conferred by Section 3 and 5 of the Essential Commodities Act, 1955 (10 of 1955) has delegated the
powers in respect of various paragraphs including paragraph 19 of the DPCO, 2013 to the NPPA to
exercise the functions of the Central Government;
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2. And whereas the aim of the DPCO, 2013 issued under section 3 of Essential Commodities Act,
1955, is to ensure that Essential Drugs are available to All at affordable prices.
3. And whereas, Ministry of Health and Family Welfare vide SO. 648(E) dated 11.02.2020 notified

all the medical devices intended for use in human beings or animals as Drugs under the Drugs and
Cosmetics Act 1940 w.e.f 01.04.2020. And whereas, NPPA has accordingly vide SO. 1232(E) dated
31.03.2020 notified all medical devices (including Oxygen Concentrator) shall be governed under the
provisions of DPCO 2013 w.e.f 01.04.2020.

4. And whereas, Medical Oxygen is an essential life saving drug and is critical for COVID
management. Further, the clinical protocols all over the world recognize the role of Medical Oxygen as an
essential medical therapy in clinical management of moderate and severe cases of COVID-19. With the
sudden spurt in cases under COVID 2.0 pandemic in the country, demand for Medical Oxygen has gone
up considerably.

5. And whereas, with the increase in demand for Medical Oxygen, there is a surge in demand for
Oxygen Concentrators in the country. Due to global demand—supply mismatch and related issues, the
prices of the Oxygen Concentrators have recently shown substantial volatility in domestic market. This
has resulted in petitions and Public Interest Litigations (PIL) filed in various Courts across the country for
regulation of its price so as to ensure its availability at affordable price at this critical time of public health
emergency.

6. And whereas the Hon’ble High Court of Delhi vide its Order dated 17.05.2021 directed the
Government to consider the aspect as stated by the petitioners that “The ceiling price or retail price may
not be fixed in absolute terms i.e. Rupee or Paisa, however, if a formula were to be prescribed by
adopting the said formula, the ceiling price or retail price could be worked out and save the customers
from being fleeced”.

7. And whereas, Ministry of Health and Family Welfare (MoH&FW), Government of India
thereupon requested Department of Pharmaceuticals (DoP) to advise NPPA to expeditiously facilitate in
implementing the said Order in larger public interest.

8. And whereas, Oxygen Concentrator is a Non-Scheduled Drug and presently under the voluntarily
licensing framework of the Central Drugs Standard Control Organization (CDSCO). In view of the
extraordinary circumstances arising due to COVID pandemic that has resulted in significant volatility in
Maximum Retail Prices of Oxygen Concentrators and recommendation received from MoH&FW,
Government of India, it is felt necessary to regulate the price of Oxygen Concentrators.

9. And whereas, NPPA has earlier vide its Notification SO. 1041(E) dated 27.02.2019, capped the
prices of select Anti-cancer drugs through ‘Trade Margin Rationalisation Approach’ which has resulted in
significant savings to the consumer and rationalization in the price of those drugs.

10. Now, therefore, in the exercise of the powers vested by the Government of India in the Ministry of
Chemicals and Fertilizers, having been satisfied that in view of the extraordinary circumstances in public
interest, as explained above, the Government hereby invokes the provisions of Paragraph 19 of the DPCO,
2013 to regulate the price of Oxygen Concentrators under “Trade Margin Rationalisation Approach”.

1. And whereas, by invoking Paragraph 19 of DPCO, 2013, the Government hereby puts a cap on
trade margin of Oxygen Concentrator at first point of sale of product (hereinafter referred as Price to
Distributor) and directs manufacturers to fix the Maximum Retail Price of the non-scheduled Drug
Oxygen Concentrators, as formulated in Table-A below:

Table-A

Maximum Retail Price = Price to Distributor (PTD) + (PTD x TM) + Applicable GST
Where TM = Trade Margin not exceeding 70%.

12. Further, in the exercise of the powers vested by the Government of India in the Ministry of
Chemicals and Fertilizers under Paragraph 9(2) of the DPCO, 2013, hereby directs manufacturers to submit
the information in Annexure-I containing details of PTD, Retail Price, existing and revised MRP, by using
the formula prescribed in Table-A, and other details for Oxygen Concentrator to NPPA by 7th June, 2021.
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Notes:
a) Price to Distributors (PTD) =

Sum of Net sales realization of product by the manufacturer as the case may be for the sales in the
Current Month / May 2021

Total Quantity of such product sold in the Current Month / May 2021

b) Net sales are to be worked out considering average of all sales namely Distributors / Stockiest /
Institutional / Hospital / Government / E-commerce / E-Pharmacy / Free Samples (incl. under
Patient Aid Programme).

c) In case there is no sale during the month of May 2021 for an existing manufacturer, the month to be
considered for PTD calculation may be immediate prior month to May 2021 in which sales were recorded.
d) In case a manufacturer is intending to launch Oxygen Concentrator after issuance of this
notification, MRP will be fixed as per the formula at Table-A based on current PTD.

e) The revised prices shall come into effect from 9™ June, 2021.

) The manufacturers of Oxygen Concentrator selling at price higher than the Maximum Retail Price

so computed as per Table-A, shall revise the prices of such Oxygen Concentrator downward not exceeding
the Maximum Retail Price computed by above formula.

g) All the existing manufacturers of Oxygen Concentrator having MRP lower than the Maximum
Retail Price so computed as per Table-A, shall maintain the existing MRP, subject to the provisions of Para
20 of the DPCO, 2013 and not increase the price on the basis of formula as per Table-A.

h) The manufacturer shall issue a price list in Form-V as per Paragraph 25 of the DPCO, 2013 to
NPPA and submit a copy to State Drug Controller and Dealers by 7" June 2021.

1) As per Para 25(3) of DPCO 2013, every retailer, dealer, hospital and institution shall display price list
and the supplementary price list, as furnished by the manufacturer, on a conspicuous part of the business
premises in a manner so as to be easily accessible to any person wishing to consult the same.

1) The manufacturers not complying with the Maximum Retail Price so computed as per Table-A and
notes specified hereinabove shall be liable to deposit the overcharged amount along with 15% interest p.a.
from the date of increase in price in addition to penalty upto 100% of the overcharged amount under the
provisions of the Drugs (Prices Control) Order, 2013 read with Essential Commodities Act, 1955.

k) No manufacturer, distributer, retailer shall sell Oxygen Concentrators to any consumer at a price
exceeding the revised price, as submitted in Form-V, or price indicated on the label of the container or pack
thereof, whichever is less.

1) The price so fixed shall remain in force upto 30™ November 2021 or until further orders, whichever is
earlier.

m) State Drug Controllers shall ensure compliance of this Order. The manufacturers / Dealers / Hospitals /
Medical Institutions shall assist the State Drug Controllers in verifying the compliance to this Order. Any
violation of this Order is required to be brought to the notice of NPPA.

n) The manufacturers of Oxygen Concentrators shall submit monthly details of products
manufactured / imported, sold and exported, if any, in the prescribed format.

[PN/220/88/2021/F/F. No. 8(88)/2021/D.P./NPPA-Div.-II]
ALOK RANIJAN, Assistant Director
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Annexure-I

Format for submission of Revised MRP by the Manufacturers / Importers.

1. Name and address of the Manufacturer/Importer/Distributor:
2. Name and address of the marketing company, if any:
3. Mobile Number:
4. E-malil id:
.. . Maximum
Minimal | Quantity . D
T £ th Unit of Sold in Price to TI{)eFall Applicabl (l\]}l;t;l)l Prl'ced MRP before
Sl | Product | Brand ép: ° en ¢ Sale/ Current Distributor (Excrlifgin I;g;tleci £ ¢ by appl ai:lvtehe date of the
No. | Name | Name e Retail Month / | (Excluding & Y applymse Notification
Concentrators GST) GST % formula*
Pack May GST) (Rs.) R ludi (Rs.)
size 2021 Rs) (Including
GST) (Rs.)
1 2 3 4 5 6 7 8 9 10 11

*Formula to arrive MRP = [Price to Distributor + (Price to Distributor x TM)] + Applicable GST.
Where TM = Trade Margin not exceeding 70%

The information furnished above is correct and true to the best of my knowledge and belief.

(Signature and stamp)

Place:......ccoooviviiiiinnnt, Name of authorized person

Designation

Name of the organization
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