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Notified Body No 1023 

INSTITUTE fOR TESTING AND CERTIFICATION, Inc. 
Zlin, Czech Republic - www jl('ljlin.n 

EC CERTIFICATE 
No. 120428 QS/NB 

Issued In compliance wilh lhe Council Diroctive 931421EEC as amended, which is impJemenl.!d by 
too Czech Government Order No 33612004 (CoDeclion of LtlW$ l certifies that the prodlJCI$ _ 
medical devices 01 Class til 

Orthopaedic Implants-Screws, Plates, Nails,Joints, 
Tumor Prosthesis 

(For deta iled specifica tion refer 10 Annex, pages 2-3) 

manufacturod by company 

XL-Orthomed Pvt. Ltd. 
Plot No.8 & 9 Guruklll Industrial 
C orporation Secrtor 38 
F ar idabacl-121003, Haryana 

are manufactured undor conditions lulfil~ng Ihe quality system requIrements 01 Annex II Sect on 3.2 
01 the DIrective 931~2/EEC. as amended 

The Notified BOdy No 1023 has performed an audit of the above produCI Quality system c(wering 
Ihc deSign. manufacture and flnal inspection of the certified product The quality system has been 
assessed, approved and is subject 10 continuous surveillance <:Iccordlng to Annex II, Secliol':o 3.3. 
and 5, of the DirectIve 93f.t;2fEEC. Tl)e detailed descripUon of the system parts, requirement!> and 
measures applied by tltO manufacturer are presented in the FInal Report No. 60360146512012. 
whICh Is enclosed 10 11'\15 Ce/'tiflcale. 

Conatl,cn of /IllS (A/ tJ!j::;SIt: USIl nlld roll/ltd In!Ot/lIs/ion: 

11 oppM:s ollly 10 (he QutJlily syslem moinlDIn.d In !he manllf'-f!Ule 01 tlI8 800Vll' fQlflfence(J model.1 oflhe 
mDcJiC1I1 dc\'iccs alld il docs not substitute the rklsign Of IYl*ftxiJfllmolion procedures. 

2. Tho Co/rUiea/a {ema;ns viJHd vrtlll tho fMnu/octurlng cond"','ons Of filS q~Jity .r)'srsm lifO chall!tw but 
un!JJ thl: 26'" April 2017 '" the/lI/flsl. 
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Annex to EC Certificate 
No. 12 0428 QSINB 

Issued for company: 

XL·Orthomed Pvt. Ltd. 
Registered site 6220 Shiv Nagar Extn. New Delhi ·110058 India 

~\, 150 62 
o 5 EYLOL 2Ota. 

Work site: Plot No. 8 1\ 9 Gurukullndustrlal Corporation Sector 38 Faridabad·121003 
Haryana India 

I Produ" 
rH,p 

List of the medical devices covered by tho EC Certificate : 
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Annex to EC Certificate 
No. 120428 aS/NB 

Issued for company: 

XL-qrthomed Pvt. Ltd. 
Registered sile: 6220 Shiv Nagar Extn. New Delhi -110058 Indi, 

Work slle: Plot NO. 8 & 9 Gurukullndustrfal Corporation Sector 38 Farfdabad-121003 
\ Haryana India 

List of the medical devices covered by the EC Certificate: 
._-

Product Ran It 

Tumoral Tumoral Knee Stem-Cementing and Uncementing 
PfostheslS p" 

Condyte Tumoral eflSlal femur knee along with lIbla part rotating platform . 
and static Dlalform 
Knee cement sto 40 I'M1 

! Condoy'e Tumor .. 1 proximal Tibiol knoc a50ng With bbla art static Iform 
I TuRlC.lrtU Knee along 'Him lotal hip resection 5 stem 
1 Sboukjer head 31 mm to 43 mm 0" 

Shoulder nedt 
Shcu_ necI< held stem 
Shoulder cement .to~! 40mm 
Elbow . Is 
Elbow stem 
Elbow ulna rt 
ElboW radius art L Ankle Prosthesla .. ... ______ ----l 

For XL.ORT,O¥TD 

Aut~sed Signatory 

Page 3 of 3 

f-1vJLV~ 
RNDr, Radomlr C:evelik 

Re~uontatNe of the Noti~d Body No 

" , " 


	

