File No. 20(8)/09/2019/Div.1lI/NPPA

Government of India
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals
National Pharmaceutical Pricing Authority

3rd and 5t Floor,
YMCA Cultural Centre Building,
[, Jai Singh Road, New Delhi -110001

fa-Ti®/ Dated: 15" May 2021

OFFICE MEMORANDUM

Sub: Monitoring of Maximum Retail Prices of (i) Pulse Oximeter and (i)
Oxygen Concentrator under DPCO, 2013-reg.

This is in reference to Notification No. 1232 (E) dated 31°* March 2020 issued
by this Office for regulation of Medical Devices under Drugs (Prices Control) Order,
2013 read with Essential Commodities Act, 1955 w.ef. 1°* April 2020. Accordingly,
Maximum Retail Price of Medical Devices cannot be increased more than ten percent
(10%) in a year.

2. All the manufacturers/importers of (i) Pulse Oximeter and (ii) Oxygen
Concentrators are hereby directed under Para 29 of the DPCO, 2013 to submit the
MRP details in the prescribed format (Annexure-l & Il) within 7 days i.e. latest by
22" May 2021 of issue of this O.M. A soft copy of the same may be sent to the
following e-mail id mandatorily: medicaldevices-nppa@gov.in

3. In view of the above, all Manufacturers/Importers of aforesaid Medical Devices
are hereby advised to ensure compliance of the provisions of Para 20 of the DPCO,
2013 failing which action may be initiated for violation of provisions of DPCO, 2013

read with Essential Commodities Act, 1955.
i

(Alok Ranjan)
Asst. Director (Med. Dev)
E-mail: alok.ranjan89@gov.in

201123746794

Encl: As above

To:
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All  Manufacturers/Importers of (i) Pulse Oximeter and (ii) Oxygen
Concentrators

Medical Devices Industry Associations of (i) Pulse Oximeter and (ii) Oxygen
Concentrator namely MTal, AiMeD, CII, FICCI, USIBC, AMCHAM, AdvaMed are
hereby directed to disseminate this O.M. among its Member Companies and
shall ensure compliance of the same.

Copy for information to:

Joint Secretary, Department of Pharmaceuticals

2. Joint Secretary, MoH&FW
3.
4

. All Drugs Controllers of State/Union Territories with a request to ensuring

Drug Controller General (India)

compliance
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Annexure-|

Para 20 of DPCO, 2013: Format for Monitoring of MRPs of Medical Devices regulated as Drugs

Name of the Company:
Address of the Company:
Contact Details:

E-mail id:

Category: Manfacturer/Importer

Country of Import:

Price to Price to Moving

Medical Device ‘ . Type of Minimal Unit L . Maximum

Medical Device category Product Name/ Distributor/ Retail Annual
Registration . L Certification (If of Sale/ . . . Applicable Reatil Prices
SI No. as per the list issued by Specification as per DCGI Brand Name Stockist/Hospital | (excluding Turnover Remarks

No. issued by ) any, Please Retail pack . . GST % as on Ist
CDsCO approval/ Generaic Name (excluding applicable (MAT)*

CDSCO Specify) size . May 2021

applicable taxes) taxes) (Rs. In Lakh)
M @ 3 “ O © @ ® ©® (10) an (12) (15
Types:

Fingertip Pulse Oximeter

Table-top/Beside Pulse Oximeter

Hand-held Pulse Oximeter

Wrist-worn Pulse Oximeter

Paediatric Pulse Oximeter

Others (Please Specify)

* Moving Annual Turnover in a particular month means cumulative sales value for twelve months in domestic market, where the sales value of that month is added and the corresponding sales of the same month in the previous

year are substracted.

Signature of the Company Representative:
Name of the Company Representative:
Designation with office seal:

Mobile No:

E-mail id:




Annexure-ll
Para 20 of DPCO, 2013: Format for Monitoring of MRPs of Medical Devices regulated as Drugs

Name of the Company:
Address of the Company:
Contact Details:

E-mail id:

Category: Manfacturer/Importer

Country of Import:

Medical . . Price to Price to Moving Maximum
. . . Type of Minimal Unit L ) .
Device Medical Device category Product Name/ o Distributor/ Retail . Annual Reatil
. ) . Certification (If | of Sale/ . . Applicable
SINo. | Registration | as per the list issued by Specification as per DCGI Brand Name . Stockist/Hospital | (excluding Turnover |Prices as on Remarks
) . any, Please Retail pack . . GST %
No. issued by CDSCO approval/ Generaic Name Specify) . (excluding applicable (MAT)* Ist May
eci size
CDSCO & applicable taxes) taxes) (Rs. In Lakh) 2021
(M @ 3 * ©) (6) @) ® ©) (10) (n (12) (15)
Types:

Portable Oxgen Concentrator

Stationary Oxgen Concentrator

Others (Please Specify)

* Moving Annual Turnover in a particular month means cumulative sales value for twelve months in domestic market, where the sales value of that month is added and the corresponding sales of the same month in the

previous year are substracted.

Signature of the Company Representative:
Name of the Company Representative:
Designation with office seal:

Mobile No:

E-mail id:






