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CERTIFICATE 
Altaylar Medikal Tibbi Malzeme 

in^aat Tekstil Gida ithalat ihracat 
Sanayi ve Ticaret Ltd. ^ti. 

Mahkoy Mahallesi Ba^ikent Osb 19. Cadde No:S4 Sincan ANKAIU / TURKl-Y 

I S O 1 3 4 8 5 : 2 0 16 
Scope: Design, manufacture and sales of polypropylene mesh and absorbable hemostat (oxidized ,. 

regenerated Cellulose) >i<>5r§L=.<̂ '?7 

Hereby, AKSStRl Audit and Certification Ltd Co . certificates that the above stated company gave the approprtate management 
Kcordmg to the requirements of the above standard This certificate valid for 3 years since the deciskw date as long as the syst 

effectively mamUned and surveillance audits are earned out The validity of certificate can be checked through www .ik .ert . 
www.jas-anf org/re^jister The Certificate is property of AKSStRT Audit and Cert/fKation Ltd Co. and shall be returr>ed if request 

The reference standard is ISO li48S 2016 

A K S S E R T Audit and 
Certification Ltd Co 

Certificate Number: 85019 
Registration Date : 24.01.2019 

Reissue Date 
Expiry Date 

: 30.08.2019 
: 31.08.2022 

fRM.125/02-21.08.2019/20.02.2017 

Adres: Mustafa Kemal Mah 2157/1 Sokak UoSP Cankaya / ANKAf<A- TURKJYt 
Tel: +90 312 284 99 44 (pbx) 

E-posta:info^ai<,y,eri a.'T. Web: www jk<;s<>rt com 



C E R T I F I C A T E 
Full Quality Assurance System 

Medical Devices Directive 93/42/EEC Annex II 
(Excluding Section 4) 

M.2019.106.12774-1 Desingn Examination Cert i f icate Was P repared for Ciass III Products Def ined in This Cert i f icate. 

Company Name : Altaylar Medikal Tibbi Malzeme in§aat Tekstil Gida ithalat ihracat 
Sanayi ve Ticaret Ltd. $tL 

Company Address : Mahkoy Mah. Ba^kent Osb 19. Cad. No:54 Sincan ANKARA / TURKEY 

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex 
(Excluding Section 4) 

Product 

GMDN 

Certificate Number 
Report Number 
Initial Assessment Date 
Registration Date 
Revision Date /No 
Expiry Date 

Sterile Oxidized Regenerated Cellulose - Class 
Sterile Polypropylene Mesh - Class lib 

: 60300. 58298 

Product Types are attached. 

M.2019.106.12774 
MD.3902.tB 
18.09.2019 
16.10.2019 

27.05.2024 

UDEM Int 
Auditing Tr 
and Trade Inc. 

tion 
'dustry 

UDe.M hefobv deckles thai ttie 'equrements o! Anrie> S. excij-Jrvg secflo'i 4 cf the '»-3./42/KC Diecltve txive l̂ een met 
fof the isteci rnoclnrti. Iho above ncrv>-a nxxxitactuef has wtcfJyvHl crxri oppSea a .>,«3lty (H^Kcrtze svjlv̂ nv v/>::h is 
Si-toie-rt to perioci; «jrve4cr>;e OLO^S. defned iyy Annex I secfion 5 ot tlie fo*e»> «joio<-ieo lir&rlive. Ac-rocdrvg ;o Ame* 
«. vecfion 4 cr EC de«?> excrrfx*on ceMaile t reciuie<i ta p»acng the OQKS I i.1evfc« ori the nxifcet. iXJEM s 'espxjrat*Y 
'or c*3ss I '.devices covefed by the EC ';e«fifi;<3te is iniSed to nxjnJatrtunng BSjes reintevi to s<:<egixrdhg<xid irtcrtarirTg 
sterie -oncScrs. i the device E s»e*s; and mcnjfo:*jrng Issues -eiĉ edto pfoduct s c>x*c»n#y v«*h me f̂ofcigaj tec»>emerfe, 
if it l̂CB rT>e<jsuenier# function. The cert&:ale ie<ii*TS .t t̂ ê p»C3paty cX UDtM niematicnci Ce<1liccitioo AucBrig Trariing 
Centre r>cx/5try axJ Trode ^ic. Co to •Mxim it must be letumed upon retMesl Ihe tixsve homed con-pony and iXJEM 
'•>iu5t keer: o oo(.<y o( tt-jj oertficole ta S >-ecn ftom the registrafociof tt-ie cettSccite. Usoge o* ttie CE nxjic is ijnde« the 
respcTsiTitv cjf the nx3nL*o<:turet the cofrptetion o* K Dectaroton o( Corfoimity, The ct>ove mentioried compcny 
r>xjs» .-TOif, ol chcr\gsi tetated w«h ttTe approved prodLct to UDEM.« LOrM vA renew the vdlidrtv of this cerliticote 
in qijestion, Ihe mentioned company should stop ptocing the product on the mafitet. Ttie validity cf ttie 
certificate con be checi^ed ttvou^ www.udem.com tr 

Addrres: Mutlukent Mohallesi 2073 Sokak (Eski 93 Sokok) No: 10 Qankoya - Ankara - TURKEY 
Phone; +90 0312 443 03 90 Fax: +90 0312 443 03 76 
E-mail: infcS-udemitd.com.tr www.udem.com.tr 

U D E M 
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This document containing 2 (two) pages is the Annex of the Certificate with the number 
M.2019.106.12774 and with the registration date of 16.10.2019 issued for "Altaylar 
Medikal Tibbi Malzeme In^aat Tekstil Gida ithalat ihracat Sanayi ve Ticaret Ltd. 5ti." by 
UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.5. that is giving 
service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices 

ABSORBABLE HEMOSTATS (Oxidized Regenerated Cellulose) 

Reference 
PCSll 

Pahacel* Standard Absorbable Hemostat 
Site 

PCS12 
PCS13 
PCS14 
PCS 15 
PCS16 
PCS17 
pcsis 
PCS19 
PCS20 
PCS21 
PCS22 
PCS23 
PCS24 
PCS25 

1,25 cm X 5 cm 
1,3 cm X 5,1 cm 
1,5 cm X 5 cm 

2,5 cm X 2,5 cm 
2,5 cm X 5 cm 
5 cm X 7,5 cm 
5 cm X 35 cm 

5,1 cm X 7,6 cm 
5,1 cm X 35,6 cm 
7,5 cm X 10 cm 
10 cm X 20 cm 

10,2 cm X 20,3 cm 
15 cm X 23 cm 
12,5 cm X 5 cm 
5 cm X 10 cm 

Description 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat^ 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 
Pahacel* Standard Absorbable Hemostat 

Reference 
PCKlf 
PCK12 
PCK13 

Pahacel* Knit Absorbable Hemostat 

2,6 cm X 2,6 cm 

PCK14 
PCK15 
PCK16 
PCK17 

7,6 cm X 10,2 cm 
15,2 cm X 22,9 cm 

^ , 5 cm X 5,1 cm 
5,1 cm X 10,2 cm 
10,2 cm X 10,2 cm 

5 cm X 7,5 cm 

Description 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 
Pahacel* Knit Absorbable Hemostat 

Pahacel* Fibril Absorbable Hemostat 
Reference 

PCFll 

PCF17 

Size 
2,6 cm X 5,1 cm 

Description 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 
Pahacel* Fibril Absorbable Hemostat 5 cm X 7,5 cm 

Pahacel*^ RIlow Type Absorbable Hemostat (For Extra Hemostasis) 
Reference 

PCEll 
PCE12 
PCE13 

Size 
3 cm X 3 cm^ 
5 cm X 5 cm 

5 cm X 7,5 cm 

Description 
Pahacel* Pillow Type Absorbable Hemos 
Pahacel* Pillow Type Absorbable Hemost 
Pahacel* Pillow Type Absorbable Hemosta'̂ i 

Order No 
PlOlO 

Z^I^PI^py*®?^ Mesh - Standard Type 

10x10 cm 

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkeji San. ve Tic. A.5 
Mutlukent Mahallesi 2073. Sokak {Eski 93 Sokakj No:10 UmitkOY - Cankaya - ANKARA 
1:03124430390 F:03124430376 :nto^uJefni;q i-ornu ..defTixcni.t; 

UDEM ;r 
AucStirtc 
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This document containing 2 (two) pages Is the Annex of the Certificate with the number 
M.2019.106. 12774 and with the registration date of 16.10.2019 issued for "Altaylar 
Medikal Tibbi Malzeme in§aat Tekstil Gida ithalat Ihracat Sanayi ve Ticaret Ltd. 5tl" by 
UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.^. that is giving 
service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices 

P1013 
P2235 
P1020 
P1520 
P0813 
P1015 
P1515 
P1530 
P0220 
P2020 
P2030 
P2525 
P2535^ 
P3030 
P0510 
P0520 
P0611 

^ 1 4 
P7515 
P0815 
P0914 
P4545 

10x13 cm 
22x35 cm 
10x20 cm 
15x20 cm 
8x13 cm 
10x15 cm 
15x15 cm_ 
15x30 cm 
2x20 cm 

20x20 cm 
20x30 cm 

^5x25 cm 
25x35 cm 
30x30 cmî  
5x10 cm_ 
5x20 cm 
6x11 cm 
6x14 cm 

7,5x15 cnî  
8x15 cm 
9x14 cm 

Order No 
^ PP050S 

PP0707 
PP0505-H 
PP0707-H 

' PP4510 
" PP0611 
PP4510-H 

>P0611-H 
PP75125 
PP8515 
PP1515 

45x45 cm 
Polypropyiene Mesh - Pre - Cut Shapes 

Size 
5x5 cm 
7x7 cm 
5x5 cm 
7x7 cm 

4,5x10 cm 
6x11 cm 

4,5x10 cm 
6x11 cm 

7^5x12,5 cm 
8,5x15 cm 
15x15 cm 

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San ve Tic. A.5 
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkoy - Cankaya - ANKARA 
T:03124430390 f:03124430376 •rjfofitudfwjta : w n V <«rwi*.uOen . om !i 
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