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A ST 9 HATAd
(sfrwrer fasimT)
(TS Sirer g fermeor srfeehe)
CIEN]
e faeetY, 13 J@TE, 2021

T3, 2808(3T).—STaTh ST i Foor HeTaor JTiedor (TAddiw) i SITIET I 98 &
A 3T JaLHh HATAT & Hehod |&AT 33/7/97-PLI &ATH 29 3WTed, 1997 & qga i s off, arfsh
Faet/ Attt &t Frmar i /e, R T dwfer o FEr sraer (ST F FaaadT
FT FATTHT &t ST TR T Safeh WIed ST AL .1394(3) T 30 #7E 2013 3T AT . 1249 (3)
AT 6 99, 2020 FRT T 3we qo FeTeor qTieawor (Taddiu) FT F5 G & Hdl B TI0
e & o sfraese aeq Afa=a®, 1955 (1955 ) 10 ¥ €T 3 3T 5 FIT T&T TRAT T TN FLd g0
ST, 2013% TTUTR19 AT & SXRTET F dae § afha & T AT T g

2. AT Safe aed® aeq ATI=FH, 1955 Hf g7 3 F qgd ST SrdreEisn, 2013 1 3297 Tg
ATHT FAT 8 6 sraeas gar0 g+t F forg ag=r Fiedl u 39 gil

3. AT Safh, T dT IR FdT0 §31aT F F7 37 .648 () fadrh 11.02.2020 F S
srtergf=ra o § T ATaa 31 ST\asl ®§ 9T & forw sfea T T Sasheon &1 339 U Fientesy
TFe 1940 F Tga 01.04.2020 | 99 & FT § HHT ST gl T Safeh, TANTNT F TEIET FL3AT . 1232 (3)
39T 31.03.2020 & SR srfergf=ra fram g & (i) oom siaiey, (i) s Jo AiAerar 7efi, (iii)

3863 G1/2021 Q)
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AgATENY, (iv) RfSee gmTiey, 37 (v) W Eier aigd a4t T Susr, 01.04.2020 & STETs,
2013 % YTALTAT % dgd TATAT g1 |

4, ST Sah, TAITHIT T T Al 92 ATa9TF AT i STASHAT AT e o [olT aer
9T 74T , e SR gt e 2.0 ggmrh i ea § wad gu, =9 it susert £ et w i
=T weT smae= 2

5. T STafeh, FTTARTT, S, ST haleld STA<e 3 AT (37 HIS(T 3E), STALEY AL 31 oY
g (SNUAUH) 3T T99d RETELIERe TSR AAel (TAIT) =6 979 & 934 & 6 4 =T

ITHLU AT TG4 F forw sraeas g

6. AT T, g T T T IX AR AT § TAMET &1 | ST Foaar g Hoed & o
TATEST S@ATS Tobet Afgd Afae sumr 2 21 2

7. T Safsh, ST & AqEIU H, UAAIT F Seiarst/Eoorsi/smamast & 1 9= Hiewdr
STHXOT o foIT SATITE AT o 9T | 2T U (63T e 7re o & Braws & goa & ugenedt =2 a&
709% T F AT T AT &f % gl

8. ST STafeh, TAAATT F 92 =1 Aree=ar Fr.3m. 1041 (1) faarh 27.02.2019 & s FiHar
FET AT FATAT AT FHIHT 1 ST Fw2 AT & F1.8m. 2161 (1) f7=i® 3 57, 2021 F TR =AM
AT ZheheoT GIEhI0T o HTEAH F SFHIST qigeh hl HIAd wf GiHd w2 <dT, s aRomeasT
ITHITHT T AaL0l T9d g3 AT 37 IaT3 AL o {heaT ITHIUT 61 HIAT H R g

9. ST Stateh, T 9= T ST, aiq (i) 90 stHiey, (i) soe S qifdetr a9i4, (jii)
ez, (iv) Rfveer smidier, (v) w@ier i dsrata Bfrer swor /o gar # e
AR Far rafd e = S (HISTuHE ) & Fafwae A Ei &+ & q8d gl saS Y%
AT gofiF, Feqareey, Rived aw@ i ey, @rier 01.01.2021 & HISTTAHETEAT & qTgq ATSH T
T % AqIT gl FITAE HSTHT il IWLAT *AT 6 I 3 F=ehcdT IR 1 Rt a1 % 3297
a1, = T syt 9% = g i ARt w3 sraegsw au= = f)

10.  zEfow, o=, AR TR g AiRd oftwat F TR w5 gu, g sive gea Reatwer sttt
(TATT), TETEA ST IAE HATAT, TH G190 8 G 1T (o6 ATASIAF (g | AT qifeatadt fir
TG g, STET o 30T Fa0T 47 &, AL "SATIE AT Jhaheor FIEh0r "6 Jad (i) 709 At Hiey,
(ii) 52 9 FIAHT 7ol =, (iii) TgaTewe, (iv) Riee qwiH e, (v) e fi Hed o d1Hd w T
o ferm STfieTei, 2013 % 9XRITH 19 F STaLTl &l A0 Fdl 2|

11. 3% Saf, STHHETer, 2013 F 92T 19 Tl @0 Fd g0, AT 384 317 (i) T ey, (ii)
=€ Ser Hitaerar 7efi, (iii) Fgamewe, (iv) =fea awiwlies, (v) T@Etes F 2= a1 &1 Hfifva
FAT ¢ S FHTarstt #7 Ieare At ot % qgo &g (39 912 @Faed &l 9o & €9 § §ai9d 9T o491
STEhaH GaXT Jod TF FIA HT (9T ot &, ST [ qrfershr-T § J1=r FaiaT 37 2

rferr-T

Aterhay GauT e =faava® &1 gea(féET) + (T x uH )+ (AW SruEe)
STET SIUH =< HTiA 70 Wiaerd & 78 7 v

12.  =He FATET, SHHHETET, 2013 % 927 9 (2) F T8d LA ¥ 394k HATAT H AT qLahlT §IT
fAfga o<t &1 3T #F7d gu, uadrhe EfREtarst w1 20 Ja1s, 2021 7% dvaus-1 § St SeH
ST, GaIT T, TAHTT 3T FTE STTeshad GavT qod T s3I, qIrHl-T § Heiia wre &7 STIRT
FF, (i) T8 Sy, (i) e Jax AifAetar 7efid, (i) Fgares, (iv) RfSea amidies, (v) e
T TAa<0T TEqa A &7 (Haer 3T Srar 2l
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feoaforat:
7) o 1 gea (&) =

FRHTAT 3T IcaTE T & fasht STH 7 T0E7 ST S 71T 21 a9 & e 01.4.2020 &
31.03.2021 9%

UH ITTE AT et ATAT ST a9 & I 01.4.2020 & 31.03.2021 T T g7

q) oA / wetfeee [ EINa / SoTard / ST/ S-HAe [ ST / g aat (TR agE
FIUHH o AT Aigd) i Tt fohr a2 F= Feer gg @il &7 ToET i ST gl ST Al (1)
H = &1 A ATt JE, 39 AT F AT w1, S o F {2 A8 g o9 R Fwdie
AT SALRTAE ATt % dgd (MATHE SAHIET & oI, oY Tamesy S@ard 99ae it
Fforeor &t Fe  forw o U IeTe)

) =fe T ST 31.03.21 & 18 YW FhaT 74T 8, a7 TR aaaTd dieiel & Y 9%
ATFrRT-T 3 T ¥ SATHTE aF BT SIToam)

) Hfed FHd 20 AT, 2021 & WL 2T

S) TTCIRI-T % FTET TUET o0 M0 SATeahad GaT god & ATeew Hied a2 bl F2d a1 (i) To6
AFTHIET, (i) 5o JeT AiHear 79014, (iii) Fgarewe, (iv) RRrea awiH e, (v) TEHTe & [,
AT B A= AT AT GErTerd HA, T GA FIT TUET (607 T ATIFad a7 qod | ATaF ol
g

) ATAH-T & AT TUET 6l T AT GaiT God d FF ATIhad gadl ged a1 (i) T8
AFTHIET, (i) s Jew Fitdetir 7efi, (i) qgarey, (iv) RfSea amider, (v) <@HeT & a4
HIS[ET [HTaT HIS[ET ATAHaH GaZT o I aaT0 T& J90d [ ag Sarerar, 2013 F 977 20 & Jraemi
% ST g, 3T ATITRI-U o SIHTE T 6 LT T hAd | g qal ail

)  fAwtar S, 2013 F TOUTE 25 F STET B v-H UF G TR ST FEIT ST T siufy
A= oie Sl &1 20 JATs, 2021 T T 37T IFN! Tah T TATIT il ST TEIT HT

) ST 2013 #F 9T 25(3) F ATATE, THF GaIT [aahdT, ST, FTETATA 3T FEAT, o AT 3T
TF ToF GHAI, ST o6 [HHiar T seqa B6ar @7 8, 2eaE oE s & uF A G wea e o
TRTTT T S T qerHel T F Toga Rl | o1k & (o0 STl & A gl

) ST FAHTAr aTferET T % SIETe TUET 6 T2 ATHad GavT goF i Tg7 Fav-faHiEy fevafort w1
AATAT Tl Fd 8, o ST AT (T A=), 2013 F ATl % qTgd AaeTF aeq Ar+=ad, 1955
& T 9f5a srfers T T F 100% T A 6 ATARw qoF | Fhg i Gt T 15% arfes s
& A7 Aferaria iy ST F F forw savarh g

) wre AT FwTar, Faee, gaer fenar TRt JF STt w1 JisEr et 9o =61 § [ie 3o a7
HAT IT IHb U o el T St Hod, ST H1 FHH7 21 97 T B v-H Toqa 61 197, & stfers hva
T (i) ToR At (i) s Sew Wit wef, (ji) Saemee, (iv) R awtie, (v)
TTH T Al a4

T)  TH AR | TT AT S AT 31 AAGT 2022 TF AT 3T AT Aok, ST AT TG BT, AT Te |
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3) ST Aty FEEE T AR T SAquTad | fAfeEtar / f@war Jsrerdre / ST s =
TS o SATATAT Al AATAT FLA § 19T AT [FITHT 6T TEMAAT FM| TH AR F el AT Ieetee
FT TAAITT F | § AT ST 9T g

T) (i) ToF SR, (i) e Yo aierw 7efi|, (i) e, (iv) Rea e, (v)
e & fafamtar AT, a= s Fat e T s, afe w7 g &1 et GeEwr
et =T & y&qa F4

[TH/222/90/2021/T/T. &, 8(90)/2021/St Y. /oadrdfiu-f2=t.-11 |
TST9T FHTT &, 3T Haer®

I ah-|
fafamTarett / sraraet greT Fenfad stfersnas gavT god T&qd Hed T IT=J|
1. AW/ faaes 1 9 7 aar
2. HTH{EIT YT &1 AT 3T TaT, F(S A< 2l
3. WA Fa%,3-0e ArE I

[EEDI o foe | gew o sTfere=
. " | wem a?jjl P | Hed G o HT;%
il T o | g | 8 | CMF | o | cppeorareey
Iar | T | A | U= arar arar R
. 2021 | 2021 | . N A | Shroedr) g
G | T F | AE | S | BP0 | BIERY) oy | AR A ¥
qH | AT | Y | THT ()T | (%) EH EIPEn)
J=r | ST T T ITedH
7 AT g | AfRgT H gaeT
Sl BT T KO ek (Rt
qAT | W (o) o
THE FAR) | 3HER) (%)
1 2 3 4 5 6 7 8 9 10 11 12
*gferehay el go7 = [[Aaes it fma+ (B #i7 faa X S9uH) + a0 Stuadd]
STET & UH= ¢ HIfoid 70 Saeray e 7 g
U AT TS AT L SATAHET 377 o3 o A 9at gl
(FFTEAT 31T )
L2 1 R srfersd =Af<h & a1
LG L SRR
TEATH

IS HT ATH
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 13th July 2021

S.0. 2808(E).—Whereas, the National Pharmaceutical Pricing Authority (NPPA) was established vide
Resolution No. 33/7/97-P1.1 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.0. 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;

2. And whereas, the aim of the DPCO, 2013 issued under section 3 of the 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 S.O. 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 S.O. 1232(E) dated 31.03.2020 notified
that all medical devices including (i) Pulse Oximeter, (ii) Blood Pressure Monitoring Machine, (iii)
Nebulizer, (iv) Digital Thermometer, and (v) Glucometer, shall be governed under the provisions of DPCO,
2013 w.e.f. 01.04.2020.

4, And whereas, NPPA is entrusted with the mandate to ensure the availability of essential drugs at
affordable prices, and keeping in view the evolving Covid 2.0 pandemic, it is necessary to regulate the prices of
these medical devices.

5. And whereas, the Authorities, viz., Drug Controller General Of India (DCGI), Director General of
Health Service (DGHS) and National Pharmaceutical Pricing Authority (NPPA) are in consensus that these
medical devices are essential for COVID Management.

6. And whereas, Governments at Central and State level are undertaking various measures including
health care packages to deal with the pandemic effectively and efficiently.

7. And whereas, in pursuance to the above, NPPA collected data regarding the Trade Margins for these
five medical devices from the manufacturers/marketers/importers and noted that margins ranging up to 709%
from Price to Distributor to MRP level have been reported.

8. And whereas, NPPA has earlier vide its Notification S.O. 1041(E) dated 27.02.2019, capped the price
of select Anti-cancer drugs, and vide its Notification S.0. 2161 (E) dated 3" June 2021, capped the price of
Oxygen Concentrators through ‘Trade Margin Rationalisation Approach’, which has resulted in significant
savings to the consumer and rationalization in the price of these drugs and medical devices.

9. And whereas, these five medical devices, namely, (i) Pulse Oximeter, (ii) Blood Pressure Monitoring
Machine, (iii) Nebulizer, (iv) Digital Thermometer, (v) Glucometer are Non-Scheduled Medical
Devices/Drugs. The Pulse Oximeter is under the voluntarily licensing framework of the Central Drugs
Standard Control Organization (CDSCO). Blood Pressure Monitoring Machine, Nebulizer, Digital
Thermometer, Glucometer are under compulsory licensing framework under CDSCO we.e.f. 01.01.2021. With
the aim of making these medical devices affordable during the evolving situation of Covid pandemic, it is felt
necessary to regulate the trade margin on these medical devices.

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 these five medical devices, namely, (i) Pulse Oximeter, (ii) Blood Pressure
Monitoring Machine,  (iii) Nebulizer, (iv) Digital Thermometer, (v) Glucometer under “Trade Margin
Rationalisation Approach”.
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11. And whereas, by invoking Paragraph 19 of DPCO, 2013, the Government hereby puts a cap on trade
margin of (i) Pulse Oximeter, (ii) Blood Pressure Monitoring Machine, (iii) Nebulizer, (iv) Digital
Thermometer, (v) Glucometer at first point of sale of product (hereinafter referred as Price to Distributor) and
directs manufacturers to fix the Maximum Retail Price 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-l containing details of PTD, Retail Price, existing and revised MRP, by using the formula
prescribed in Table-A, and other details for (i) Pulse Oximeter, (ii) Blood Pressure Monitoring Machine, (iii)
Nebulizer, (iv) Digital Thermometer, (v) Glucometer to NPPA by 20" July 2021.

Notes:
a) Price to Distributor (PTD) =

Sum of Net sales realization of product by the manufacturer as the case may be for the sales during the
year from 01.4.2020 to 31.03.2021

Total Quantity of such product sold during the year from 01.4.2020 to 31.03.2021

b) Net sales are to be worked out considering all sales, namely, Distributors / Stockiest / Institutional /
Hospital / Government / E-commerce / E-Pharmacy / Free Samples (incl. under Patient Aid Programme). The
quantity to be considered in Note (a) above, shall exclude the quantities, which are not connected with the sales
such as products given under Corporate Social Responsibility activity, for regulatory approvals, and to provide
hands on training to health care professionals.

c) In case, the medical device has been launched after 31.03.21, MRP will be fixed as per the formula at
Table-A based on current PTD.

d) The revised prices shall come into effect from 20th July, 2021.

e) The manufacturers of these five medical devices, namely, (i) Pulse Oximeter, (ii) Blood Pressure
Monitoring Machine, (iii) Nebulizer, (iv) Digital Thermometer, (v) Glucometer selling at price higher than the
Maximum Retail Price so computed as per Table-A, shall revise the prices downward, not exceeding the
Maximum Retail Price computed by using above formula.

f) All the existing manufacturers of (i) Pulse Oximeter, (ii) Blood Pressure Monitoring Machine, (iii)
Nebulizer, (iv) Digital Thermometer, (v) Glucometer 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.

g) The manufacturer shall submit 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 20" July 2021.

h) 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.

i) 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.

)i No manufacturer, distributer, retailer shall sell these five medical devices, namely, (i) Pulse Oximeter,
(if) Blood Pressure Monitoring Machine, (iii) Nebulizer, (iv) Digital Thermometer, (v) Glucometer 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.

k) The price so fixed shall remain in force up to 31% January 2022 or until further orders, whichever is earlier.



[¢TRT II—=&veE 3(ii)] T T TSI © T 7

I) 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.

m) The manufacturers of these five medical devices, namely, (i) Pulse Oximeter, (ii) Blood Pressure
Monitoring Machine, (iii) Nebulizer, (iv) Digital Thermometer, (v) Glucometer shall submit quarterly details of
products manufactured / imported, sold and exported, if any, in the prescribed format.

[PN/222/90/2021/F/F. No. 8(90)/2021/D.P./NPPA-Div.-I1]
RAJESH KUMAR T, Dy. Director

Annexure-I|

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

4. Name and address of the Manufacturer/Importer/Distributor:
5. Name and address of the marketing company, if any:
6. Mobile Number:
7. E-mail id:
Maxim
um
Quant | Quanti | Priceto . Ref[a||
. : N Retail Price
Mini ity | tySold | Distribut .
. Price (MRP)
mal . Sold | in o | (Excludi arrived | MRP
Bra | Type | Unit in Financ | (Excludi Applica before
S. | Produ - ng GST) by
N ot nd of of Quart ial ng GST) (Rs) ble Rate applyin date of
Na | Devi | Sale/ er Year (Rs.) . | of GST the
0. | Name . . . .| (Accordi g the e
me ce | Retail | endin | ending | (Accordi nd to this % formula Notificat
Pack | g30" | 31% | ngtothis | "9 2N~ ion (Rs.)
; .. - | notificati *
size June | March | notificati on) (Includi
2021 | 2021 on) ng
GST)
(Rs.)
1 ]2 3 4 5 6 7 8 9 10 11 12

*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)
Name of authorized person
Designation

Name of the organization
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