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&A%/ Dated: 14™ July, 2021
OFFICE MEMORANDUM

Sub: Submission of price related information in pursuance to the Trade Margin
Rationalization Notification dated 13™ July 2021 for (i) Pulse Oximeter, (ii) Blood
Pressure Monitoring Machine, (iii) Nebulizer, (iv) Digital Thermometer, and (v)
Glucometer -reg.

The Government vide Gazette Notification dated 13 July 2021 (copy enclosed) has
capped Trade Margin at Price to Distributor (PTD) at 70% for (i) Pulse Oximeter, (ii) Blood
Pressure Monitoring Machine, (iii) Nebulizer, (iv) Digital Thermometer, and (v)
Glucometer and directed manufacturers / importers of these products to submit revised
MRP in the prescribed format (Annexure-l) based on the aforesaid Notification by 20™ July
2021. Further, manufacturers / importers of these products have also been directed to issue
a price list in Form=V as per Paragraph 25 of the DPCO, 2013 to State Drug Controller
and Dealers with a copy to NPPA by 20” July, 2021.

2. In view of the above, manufacturers / importers of the above mentioned products are
hereby directed to submit requisite information in enclosed formats by 20 July 2021
positively without fail.

3. In view of the above, all Manufacturers/Importers of above mentioned products are
hereby advised to ensure compliance of the Orders issued under DPCO, 2013 failing which
appropriate action shall be initiated under the provisions of DP 2013 and Essential

Commodities Act, 1955. 1 AR AL
NS

(Rajesh Kumar T)
Deputy Director (MD)
E-mail: medicaldevices-nppa@gov.in

201123746794

To:
Manufacturers / Importers of i) Pulse Oximeter, (ii) Blood Pressure Monitoring Machine, (iii)

Nebulizer, (iv) Digital Thermometer, and (v) Glucometer
Copy to:
I. All Medical Devices Industry Associations with a request to disseminate the
information amongst Member companies and ensure compliance of this Order.
2. Drug Controller of all the States/lUT Governments with request to ensure
compliance of this Order.
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No. 2603] NEW DELHI, TUESDAY, JULY 13, 2021/ASHADHA 22, 1943

T 3R IqH HATHT
(@frwrer fawmm)
GERECEE @AEPIEURIEETL)!
A9
72 faweft, 13 §TE, 2021

3T, 2808(3).—sTat® TP sfwer Fog Fgtor grfeawor (wadfrdio) it T 9 9w #
A 3T IALEH HATAT & Hahed H€€AT 33/7/97-PLI1 fRAT® 29 areq, 1997 & dga & 75 °ff, arfs
Zarst/fafAtifaat fi Frmat # qa/aatea, Frast o siufer ger fsor e @) F FaEaa
#t AT Y ST T $fT STt AT HEETT LA L1394(3) fRATE 30 7 2013 ST FLAT . 1249 (3)
A 6 ¥, 2020 T WP siwer gea FAertwor yrfaror (wadidio) v %3 g F FA7 7 T=@0
A % oIy saeas avq Afafaam, 1955 (1955 #1) 10 & 137 3 37< 5 T T2 ARFAT FT TR Fd g
Srdeftanr, 2013% Grrumw19 wfgd fEfder St  geer #§ orftrr v st frr @ g;

2 A SafF draeg® aeq AfAAFw, 1955 it g7 3 F dga ST SrdrrE, 2013 F IgeT AL
gfafara wear g & sraeas zard a4 & o agfra Fiwal 92 I9ersy gil

3. AT Fafh, @y AT qRET FATT WATAT A FT T 648 () fRATE 11.02.2020 F SHA
afrgfa frar & & are a7 saadt ®§ v # forg sfeem avdt e sasr i 339 e wienfer
UFE 1940 F T 01.04.2020 & 76 F T H HAT AT gl 3T Stafah, TATHU T TE&qa F.30 . 1232 ()
e 31.03.2020 F sifar srfergf=a e & 3% (i) wem stafifiex, (i) soe Yo wifaefar wefi, (ii)

3863 GI/2021 (1
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agaTew, (iv) RfSres awifies, siw (v) wo@rdfier afga ot ffe sawor, 01.04.2020 7 SefieisT,
2013 % WTILTHT % qgd TATAT gl |

4. T srafeh, vAdidie @ gty fdi 9T araerd garst ft Iuesgar gt #39 F fore srae
T 4 €, sf7 fFrwfEa gt Fifae 2.0 wgmm #ir eae 7 w@d g, 39 R sugrt fi fraat #r
faffafia F3ar sraas g

5. AT STafe, wTfersRTor, S, S Hhera? Saee o Sfear (S Hish ars), STavaeT s\ee A% g
affe (Sfiu=ue) i Fome wmiegfese el it (wadifio) oo a9 & ag@ € & 7 e

ITFII FHITAT TG F (T Arae 7 gl

6. T SafF, F7 T ST T U GLHE W F IHTET &7 F i Faaar 4 [ued F fow
TATES TGATA oot Figa AT Iuma #:2 F 2

7. AT saf¥, 3ua & aqaenr #, uadrdie § fAwtars/REaismarast & @7 o= S
ITFLO & for T ATt F A # T uwA A s Ave B F faes ¥ ge @ uwereft waw 9w
709% TF * AT T o1 &F T 2

8. T STaf, TAddiT F gger AT Afag=ET #1.8m. 1041 (1) A+ 27.02.2019 F sfar gidar
o Tt qaret i Fiwa w1 ST 7 3 i Fraw 2161 (31) ZA\TF 3 57, 2021 F SR =R
ATt FfREHLOr SR F AreAw & siRfte A@igw i fiwag Fwr diha w2 R, Sew aRommees
ITHTTHT FT Hgea Ul a9d gs i< 39 zarat i Ferfrear suson £t Fiwa # gieswor gam

9. T srafe, T ai=r T S, st (i) Tou sieities, (i) sae Sax wiffefir gefi=, dii)
e, (iv) Rfea mmidier, (v) wEier d dsmafa R s / & 8 oo
tefrfie Firer sirafer are e e (Froadi=n) & e areafin e % 9g2a 81 e 9%
wifaefr wefiw, Fsgerewy, Rfvea awihfier, wrdtex 01.01.2021 T Hifroadt=r F qga agafH
T F AT g Fifae AGrAT it IATT Fafa F e = Mt sy it et = sger
¥, = i Iuson ux =T /ety i1 Fffafia s sraegs aw=m T )

10.  zEforg, @, wRa 9 gy [Afga orfteat &1 e #3d gu, g sty geg FRerfwor sftror
(TAdTie), TEEE X I9F HATAT, TH 97d F GG gL (% qrastiae Za # sraremeor ofifEafagt w i
3@d gU, ST % SU AT AT 7, FH AT /i ZiRewor g 1F qgd (i) Ton sieffies,
(ii) =7 T At wefim, (iii) Agarae, (iv) Bfes awtfier, (v) wwnfier f fraa @ $ifvg w2
 forg Srfietsh, 2013 F TXRITE 19 F YLl H AT FAT F)

1. 3 Safe, STEte, 2013 % 33T 19 F1 a0 Fd g0, T o0 g1 (i) To0 ArFH1eT, (ii)
&E JaT witaerar 7efia, (iii) Agaresy, (iv) Rfea amidier, (v) wEnfex % s mifse i fifta
FAT g S fRAfarsy v seqre 1 fasdht gt 63 @@+ 12 @awd 1 geq F w7 F gafiq o7 o
ATAFAH GELT G a7 FA &7 fAeer I 2, S B arferwr-u § = zafar w )

qrfersr-u

srfaraw gax qea =faaed #1 qea(fidsh +  (féET x duw )+ @y sfroad)
STei Sruw =¥ Wit 70 gfaerd & sfir 7 2

12. @& arar, STETEr, 2013 F 87 9 (2) F dgd TEA i IaTE HATAT H 9L 1L g1
fafga aftrat &1 wanr #xa gu, vadidie Affwtarst #1 20 S@rE, 2021 aF @v@ws-1 § s Sad
HEET, e ged, adaTT ST Fenfaa srfermaw gawr qog #7 4, arfersr-u # Fatia wnie &1 sean
FCF, (i) Tod AFNHTIET, (i) s JorT wifaefir wefim, (i) Agamewy, (iv) Rfee awidie, (v) T@ie
T T weqa F37 #71 e fRar srar 2
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ferogforat:
F) faaws w1 gew (fdHH) =

fAwtar grer Icare it q& @ wrfd &7 T Sar off wrrer gy v F < 01.4.2020
31.03.2021 9%

UH IqTE T F ATAT ST AW & 0 01.4.2020 & 31.03.2021 7 #1 21

@) faaeE / w=ifdee | deamra / serare [ st St | S-wrt / e qaen (Sl aerr
FHFH F davia wigd) H @t oy ov = w5 qa @ i qoer f st 210 sudss 71 ()
# fa=m S AT WA, I ATATSH FoaTeL F A, S Al F G 99 § S99 & #idie
qrTiors T Tfafafy ¥ qga Famws aque F f, i w@weer T@se 99ETd @
gfreror yaTe 4 & forw {o 7w e

m) 7 e Iwwr 31.03.21 F arg wiw R w4 g, a7 uneredt adwe fES ¥ osmaw w
ATFCIFT-T F G F AT a7 37 sroam

o) "enfarg A 20 JATE, 2021 & AT R

8) ATH-U & Fqame oA R U sftmaw e qor & sfee fiwa o f@Ad w7 e (i) o
arRfte, (i) sore Jaw wifaefir wefim, (i) Fgere, (iv) e auffie, (v) wenfer ¥ fafa,
Fradi 1 A= i AT FOnfAT FE, U GA G TUAT B T A kAT gL qoq T AF A
gl

o) AR % ST TET i TE AR TH gaT qoq § FH AfAwaw gadr geq 9 (i) ToF
Rt (i) s Ser wifvefar weftm, (i) Igamee, (iv) RS guidiez, (v) m@Fnfier ¥ oh
HiS{aT fAATaT His@ET Aferwaw Gawr g it a97e T g9 3 ag SdiEiE, 2013 ¥ 427 20 F raEr
& e g, 3T aTfershT-u & e g % e o7 a7 gy a8 2

@) fAwtar s, 2013 F RRITE 25 F AqETC B v-F OF o7 gt S T i e sty
9= <l ST #7120 F[ATE, 2021 TF T 7 I v wfy wAdiefre v off weqa wEm

ST)  STdETE 2013 % A7 25(3) F ATATL, WAF G fawar, A, qEqarer @ e, goq gt i
O goF g, st B Awtar g seqa G o @, smem afmr S v Rt Rer wegm e @
wefea Far S & et #2 F Togs Gt oft =i % g srer & gers 2

=) S Rt qrfersr v % sEm ot 1 w1 sfirmaw gear qe7 A a5t sue-fAfafEe ottt w
HAUTEAT A1 2 &, o ST A9 ([T FAFAT), 2013 F WAl F TEd AATF TEG ATATAIAH, 1955
& |1 afsa srfe warha afdr F 100% 7% sty F afafes qoa #§ gf 1 @ & 15% arfifs =
¥ | arferarfoa Tfer s w7 % fore sawerdt 2

=) Frs o Fwtar, e, e et B oft s 1 diser gaifia e o= § Aty geg
FEAT AT I T F g T2 sfha qeg, St oft ##9 2r Srar & wid v-F seqa B w3, & afdss fiwa
9T (i) wed s, (i) s Yew mifefir weftw, (i) AgemEeE, (iv) Rftes auifiez, (v)
THRIHIET ART A=A

T)  EH AR F qF ¥ WL FAT 31 FTHALT 2022 T AT A AT aF, ST A qge &Y, AR
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z) ST iy e <8 e # srqurad o @fawtar / fGeear serare / R e =
AR F ATATAT HI HATOT FLA § 77 Aruter =t F agraar 430 90 aer F BFr off IeeaT
FT AT % S0 § ATIT ST 999 g

T) (i) Tem s, (i) sae Sav wifvefar wefia, (i) gz, (iv) Rfed awifiez, (v)
e F fAfAwtar EfRfaarfa, a9 siz Fata fre T sared, afz #1880 R fer
Reifea areT 7 yeqa w4

[TH/222/90/2021/TH/FT. &. 8(90)/2021/St Y. /wadrdfru-f=t.-11 |
TTSTeT FHTE 4, 37 Agar®

HATE-1
fafawtareit / smarast grr getfaa srfeFaw g Yo g F4 F7 =T
1. fRwfar/sraras/fEaes &1 9 i uar
2. WTHIEI HUAT FT ATH 37 TaT, Tf 1 2T
3. WHiaTed qaT,E-A ars <

[EED] e faws | geu % aferg=
: / ¥ 3iq 3?:; A W; g T ;‘Tﬁaﬁ
" T o5 | we | ¢ ( stroe | s (aweredt)
T | T |Rez| &= dar | &rar CRECH
*. 2021 | 2021 & | Stroadt ) gar
g || || vl BITH) | BITH) - - &
qw | AT | g | TH F)EE | (3)ET IR arferea
adt | A T T UTeq®
" A g | At Hgad
T TS & ) (FoF
T B | wory AT AT (%) qoT
THE 3TAR) | IHTAR) (®)
1l 13 4 5 6 7 8 9 10 11 12

*ofarhan ga 9o = [fAaws it Frwa+ (Fraws $i Fiwa X Frow) + &g stroadt)
sTet & uH= ¢z "1t 70 widerasr srfars 7 g1
T Y TS AT ALY ST S e 3 Srqam 9al g

(FFATEE 4T 7))
e A AR o srfersa =af<h &7 9
| R A
AT

TS &7 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-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.O. 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.

S, 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 w.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”.



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

1318 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-I 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.

2) 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.

1) No manufacturer, distributer, retailer shall sell these five medical devices, namely, (i) Pulse Oximeter,
(ii) 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.




[T II—=ve 3(ii)] WL T TSI © SFETETT 7

1) 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.-II]
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 | Price to Retail l;erit::
Mini ity ty Sold | Distribut Pri (MRP)
mal | Sold in or (Excf: & il MEP
s. | Produ Bra | Type | Unit in Financ | (Excludi ng GST) Applica b before
N' 5 nd of of Quart ial ng GST) g(Rs ) ble Rate ly ; date of
o. | Name | N& | Devi | Sale/ | er | Year | (Rs) | ot | of GST apptg’ gl
: me ce Retail | endin | ending | (Accordi S st % fogrml?la Notificat
Pack | g30" 31* | ng to this ngtiﬁ i 5 ion (Rs.)
size June | March | notificati g ?
2021 | 2021 | on) ") (el
ng
GST)
(Rs.)
| S 5 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)
BIBORIS L s B s et Name of authorized person
B S Designation

Name of the organization

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.  ALOK KUMAR Iy .



SCHEDULE-II
FORM -V
PROFORMA FOR PRICE LIST
(See paragraphs 2(x), 24, 25, 26)
|. Name and address of the manufacturer / importer / distributor.

2. Name and address of the marketing company, if any.

TABLE - B
CcDSCOo Minimal Price to Stockist | Price to Retailer (incl.| Maximum Retail Price
Unit of Sale (incl. of GST) (Rs.) of GST) (Rs.) (incl. of GST) (Rs.)
Sl. No. | Name of the Product | Registration | Type of Device | Retail GST (%)
e
No., if any _'
Pack Size Pre E Pre = Pre =
Revised E Revised 7 Revised
revised revised revised
(W) ('2) (3) (4) ('5) (‘'6) (7 ('8) (9) (19 () (12)

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

Place: Designation:

Date:




