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DECLARATION OF CON FORM ITY

Name of Manufacturer .'ril, Shaili Endoscopy

Address of
Manufacturer

Product Type

Product Model

Product Intended Use

Product Classification

Plot No.: 210 & 213,Pa*ara Jambusar Road,
Village: Dabhasa, Tal.: Padra, Dist.: Vadod ara-39L440
Gujarat, lNDlA.
E-mail :d rpa resh @shailiendoscopv.com
Web Site: www.shailiendoscopv.com

Naso Jejunal Feeding Tube

: As Per Annexure A.

Naso jejunal feeding tubes are frequently used for long-term enteral
Nutrition.

Naso Jejunal Feeding Tube has been assessed with respect to the conformity
assessment procedure described in Article 11.3.a and Annex ll excluding
section 4 (Module H) of Council Directive 93/42/EEC on Medical Devices, as
amended.

l', In view of the above and pursuant to Article 9 of the MDD, the applicable
'',*.' classification rules for these devices are Annex lX, chapter lll, Section 2.1

;,;lrii (rule 5). These rules lead to classifying Naso Jejunal Feeding Tube as class lta
,'rir,l fn96lgtl deViCeS.L

Standards Applied MDD 93/42/EEC as amended by 2007/a7lEC, MDR 2017, EN tSO 10993-1:2009 &
applicable series of ISO 10993, EN tSO I497I:2OI2/|SO 14971:2019, EN tSO

13485:2015, EN 15223-1:201.6, EN 1041:2008+4t:2013; tSO 11135:20t4lA!:2019
;EN 52366:2015; EN ISO 11138-2:2009; EN ISO 11507-1:2009/150 tt6O7-t:20I9,
EN lso LL607-2:2oo6/lSO 11,607-2:2019, EN tSO II737-t:2oo6/tSO LI737-
t:20I8; EN lso L!t37-2:20ae/ ISO I1737-2:2OL8/\SO 11737-2:2020 ; tso
L4644-t:2015; ISO !4644-3:2005/ ISO L4644-3:20t9; tSO 14698-1:2003; tSO

L4698-2:2003

We, The Manufocturer, Under Our Sole Responsibility, Herewith Declare Thot The Stated Medicol Devices Meet The
Transposition lnto National Law, of The Provisions of Council Directive 93/42/EEC of 74 June 7993 Concerning Medicot

Devices

Sign & Dgte:
Location: V
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" Annexure A-PrOduct Models

(JIv|uN I CE

Code I Classification
s-NJFT-10120 NASO JEJUNAL FEED NG TUBE l.OFR 120CM 38564 b

S-NJFT-10155 NASO JEJUNAL FEEDING TUBE lOFR 155CM 38s54 o

s-NJFT-12120 NASO JEJUNAL FEEDING TUBE 12FR 120CM 38564 b

s-NJFT-12155 NASO JEJUNAL FEEDING TUBE 12FR 155CM 38564 b

s-NJFT-L4120 NASO JEJUNAL FEEDING TUBE 14FR 120CM 38s54 b

S-NJFT-14155 NASO JEJUNAL FEEDING TUBE 14FR 155CM 38564 b

s-NJFT-16120 NASO JEJUNAL FEEDING TUBE 16FR 120CM 38564 o

S-NJFT-16155 NASO JEJUNAL FEEDING TUBE 16FR 155CM 38s64 b
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