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DR. RAM MANOHAR LOHIA HOSPITAL, NEW DELHI
qMUr Blfl-tr/ PRocu REM ENT sECnoN

F.No. Proc-11o1717l2o26ll}-2ss7tt f Sr: V NE\II DELHI Dated the No' I lPlaS

CIRCULAR

Sub: Requirement of Licence issued by cDSCO/State Licensing Authorities in

pro'.or"*"nt of Medical Devices by procurement agencies-regarding

please find enclosed herewith a copy of circular vide No. MED-1318712o25-eOffice dated

17th November, 2025 issued by-bGHS, CDSCO (Medical Device Division), regarding

guidelines to be implemented for better practices in procurement of Medical Devices'

As per the instructions of DGHS, it is mandatory to include the cDSCO licence or the

licence issued by the respective State/UT Licensing Authority under the Medical Devices

Rules, 2Ol7 for p.o"r."r..nt of Medical Devices. Any other certifications required by the

procurement agency shall be over and above the CDSCO or State/UT Licensing Authority

approval under the said rules.

Accordingly, all HODs are hereby informed to submit technical specifications strictly in

accordance with the guidelines issued by DGHS'

Non-compliance of the above orders will be viewed seriously by the Competent Authority'

Copy for information & necessary action to:
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PS to Director
Alt Addl M.s.
Atl HODs/In charges of all deptts/wards
CMO (Store)
PS to MS
officer I/c, e-governance for publishing the same on hospital's website

.:

This issues with the approval of the Director'



Fite no. MED-13r97/2025-eoffice
Government of lndia

Directorate General of Health Services
Central Orugs Standard Control Organization

(Medical Device Divisionf
FDA Bhawan, Kotla Road,

New Dethi- 3.10002,
Datedcircutar $ 7 riil, :$?5

subiect: Requirement of License issued by cDsColstate Licensing Authorities inprocurement of Medical Devices by procurement agencies-r*girdinl
It has been brought to the notice of this office that the various procurement agenciesincluding Hospitals are insisting for requirement of uiioe,lcE certification as one of therequirements of technical bid fdr procurement of Medical Devices in the country.
Kind auention is invited that, the Ministry of Health and Family welfare has come upwith Medical Devices Rule,203-7 under the tirrgs inJ ct.*etics Act,r.940 for regulationof Medical Devices i1 tfre- country to ensufo its quarity, safety and performance.currently, all the Medical Devices are regulateo un-oer said Rule and license is amandatory requirement for its irnport, manufictur;ng, iJe and distribution in the country.No Medical Devices can be solci in lndia withoui tiirio iir"n.* ottui*eo riom LicensingAuthorities' Based on the risk, tvledical devices 

"r" 
rr"Litied into four categories viz. Iow

l?jrg,B* 
A, row to moderare risk cruss B, Moderat" to nish i;1'Lr;;#,"nd hish riik

The manufacturing license for risk class A & risk class B medical devices and satelicense for all risk class of rraedicii devices are issued by the concerned state/urLicensing Authorities (sLAs)- rhe lmfon license ror arr riit class of Medical devices andmanufacturing license for risk class c & risk class o ire-issueo tv trre c*ntrul LicensingAuthority i'e' central Drugs standird contror 
-o-rgi;izationlcDsco) 

based on thedetailed technicar review- & .oniorrn"n.* of Quafity Management systern inmanufacturing of Medical Devices. The applicant sdll;btain relevant ticense from theconcerned Licensing Authorities for sale'and distribution of Medical Devices in thecountry.

rn righr of rhe^ above, ail. the ploc{glqn] agencies incruding r-{ospitars, Hearthlnstitutions, €tc., are requested that'the cosco til;;r or the ricJnse lliued by thestateluTs Licensing Authority under the rraedicat D;;ir;; Rutes, za:7,shail be mademandatory as a part or ne ieqriti*Lrtr tor procuie*"nt ot Medical Devices, withoutwhich the medical device cannot ne soro.in m.-ior.iw.Iny otner cenifications which isrequired by the procurement agency shoutd ue or,ii ano above of cDSco or sLALicensing Authority approvar, under the said rures.
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eneral of lndia
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L. PPS to Secretary Health
2. PS to DGHS
3. PS ro JS (R)


