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var Associates,

As we all know Hhat as per the new Gort. notification - many roery day wse surgical items and

health aids are already | going to be covered wnder the ATED cCal I'JJ_"I- ICLES and All Medical
Ievices are slated to be regulated by the Drugs & Cosmetics Act 1940,

Please find mentioned here umder the implications of such regulations on all the stake olders.

FOR TRADERS :

1. Traders need wholesale Drug Licenss from thes respechve Slale Licensing Autharity which is hard 1o
obtain dua (o the requrements b manimum size, beght and commercially iscated premises,

Traders slso need requisis sspenence certficate m selng drug Aema for oblaming such licenss,
VWhiole sak deaksrs nesd to obtan separats hcenss for her godowns, offces, shops and Tha 100
separalely for sach premises - An abtogether addtonal sirain on the already meagre resources

&, Traders require o separate retal icence from ther respectve Siale Licensing Authorty,

E. Forretail Licence, the requirement of engagng & Pharmacist would nol be viable for the smal shaps.

FOR IMPORTERS :

L b

1. Imparters 106 would mguire wholesals Drug Licenss from respective State Lcenpng Authomty

2. Licensa fes to the tune of 30 - 140 imes that of e les payable by any local manufacturer for the same
fem, thus increasmg the nancial inputs mandfod

1. Regueement of Batch 1esting at Ports at the bme of import and ADC Cearance formalites would add 1o
the Product cosi and would biock worng capiad for § - 8 weehks in addiion 1o ihe helty tesl chargas
Moraover, the goods could ba sold only afer fe lest reports are swbmitied

4 Importers have 1o mantan I8 quantity @s controd for res years, whalh e Quile impractical and tha hegh
cosl of storage s mvslved because he goods are Costy a8 well a8 Bpate CONBUMING.

5. Importing new producis with lalest technology wowbd not be easy as the koense cos! would be unibearable.

6. India imports B - B0% of Madical Devices  The would mcreass manfold, the cosl of landeg and sefing
and would hus mdeass the health oowl fof general pubbe  Roreover, many impasriant But e regquirsd
components would ba oul fFom e markel a4 the Leenss lee oo would ndl ba prachoally aflordabls

T. Since, il would nod ba sasy to chandgs over B suppbers and 1Be modets e markets would remas lopded
wiih obaaleie squipmuents oaty and those 100 Bt Peghe cost

B. Ewvery imporss would have o regeeler and sesk lenss lor products of same brand and sama supplier

FOR MANUFACTURERS :

1. Hesd io upgrade manufacturing facilhes as per 150 © 13485 glandards with huge fimancial requirement

which wauld nol be possble for most of e MSMEs aFeady on verge of closure due to the Govt, apathy.

Requeemeni of hefty fea for annual audits @nd compliance certificates from nolfed bodes would push

the manulacturery inio the deepss Trench

MSME s would be forced b closurs dus 1o very low probtability owng o the hegh costs fof testing eic,

Ju guartily of sampies would have to ba mantaned thus blocking the cost, Please nofa thal these are nol

pharma products. thal requirs ow cost and egser space as compared to mael of the medical devecas,

Tedious licensmg procedures and increased processmg windows would lead 19 kesser Innovalans and

fower molivation for any industty o susian and survve

Ag all thesa reguirements nesd permansnt addreses. the indusines romning on leased / lenanled

prommas woukd looss Beir viability

T. Manufacturers curmently working in | as coftags and household industnes would have 1o be shul down
a6 thay would not be able 1o bear the licersng and compeance cosl after every change of lease

FOR CONSUMERS :

o o e M

1. The cosi of these crucial heath products would increase manffold for the actual end users, thus hampenng
the heafth and mainienance of any person
2. Mol of the things would edher be not avalable or svalable 81 a very high cost beyond general afordability

All are requested to join this seminar in their own inferest and in the interest of Surgical Trade and
alsoe our country amd its peeple on whelr.
Thank you.

THE SURGICAL MANUFACTURERS & TRADERS ASSOCIATION
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