
E C DECLARATION OF CONFORMITY 
W e , 

ALMi MEOiKAL V E O Z E L S A ^ L i K HiZMETLERi LTD.§TI 
here with dec lare that StBfile andnoft stehte sumical dnapes gowim sndsets for 

medical use 
Disposable Surgery Drape Gown and Surgery Sets 

a re produced in our manufacturing place. 

Factory Adress : 
Anbar fiflah. Demirciter San. S i t 22. Cad. No:15 Kayseri/TURKEY 
T e i : 0 3 5 2 311 30 7 5 - F a x : 0 3 5 2 311 30 85 
E-mail: alnil@almedrnedicaf.com 

www.Aimedmedicai.com 

A c c o r d i n g t o h a r m o n i z e s t a n d a r d s , 

EN ISO 9001:2015 EN ISO 13485:2016, EN IS0 14971:2013, EN ISO 13795-1:2013, EN ISO 
11607-1:2014, EN IS011607-2: 2010, EN 15223:2013, EN 1041:2014, EN IS011135-1:2014 EN 
IS014644-1:2016, EN ISO 14644-2:2016,. EN ISO 14644-7:2004, EN ISO 10993-1:2007, EN 556-
1:2001,180 14155:2011 

• • I 9 3 / 4 2 / E E C A n n e x V P r o d u c t i o n Qua l i t y A s s u r a n c e S y s t e m . 
^^^H P r o d u c t C l a s s i f i c a t i o n : C l a s s i S t e r i l e ( 9 3 / 4 2 / E E C A n n e x V , R u l e 1 ) 

I s s u e d D a t e : 1 0 . 0 1 . 2 0 1 8 
V a l i d D a t e : 1 0 . 0 1 . 2 0 2 0 

T h e f i r s t p r o d u c t d a t e i s w i t h C E M a r k i n g : 2 5 . 0 1 . 2 0 1 1 - E y e D r a p e W i t h S i n g l e P o c h 

G M D N K o d e : 
^ ^ ^ H 4643,46416,46697,61371,39320,42559.40511,47781,47048,47451.45021,47447,47783,1568743 
• ^ H 970.16006,15778, 7450, 37456,11902.35091,35492,32170.35778,40503,40511,47782, 35625, 
^ ^ ^ H 35551,35180.35181. 35651,38497,32071,15643,16474,44090, 44093,44316,44059,44060, 
• ^ K 45148,45146.44052,44053 



T h i s is t o C e r t i f y t h a t t h e Q u a l i t y M a n a g e m e n t S y s t e m o f 

ALMi MEDlKAL VE OZEL SAGUK HZ. LTD. $Tl. 

Anbar Mah. DemircilerSan. 
Sitesi2ZCAD.No:15 

Melikgazi/Kayseri. 

h a s b e e n a s s e s s e d b y KGS Certification Sdn. Bhd. 
a n d f o u n d t o c o m p l y w i t h 

ISO 13485:2016 
f o r t h e s c o p e ^ ^ ^ ' ^ ^ ^ Devices Quality Management System 

Disposable operating surgical coating, preventand sets production 

C e r t i f i c a t e No 

D a t e o f In i t ia l C e r t i f i c a t i o n 

D a t e o f I s s u e / R e i s s u e 

R e n e w a l D u e 

770545 

17January2018 
17 January 2018 
16 January2021 

MDQMS 15102014 CB 01 

T h i s certi f icate i s sub ject to the c o m p a n y maintaining i ts s y s t e m to the required s tandards , w h i c h w i l l be monitored by K G S . 
T h e u s e of th is Cert i f icate and the K G S Cert i f ication / Accred i tat ion Mark a r e sub jec t to the Regu lat ions Appl icab le to Ho lders 

of K G S Cert i f icat ion S d n . B h d . 

KGS Certification Sdn. Bhd. (824092-A) 
No. 15, Lo rong B L M S/4, Bandar Laguna Merbok, 08000 S u n g a i Petan i , K e d a h Darul A m a n , Malays ia . 

T e l : 604 441 1524 F a x : 604 441 0610 E m a i l : kgscert i f icat ion@gmai l .com 
www. kg scer t .com 

The Cert i f icate remains the property of K G S and s h a l l be returned w h e n requested . It m a y only be reproduced in i t s ent i re ly a n d without change . 



T h i s is t o C e r t i f y t h a t t h e Q u a l i t y M a n a g e m e n t S y s t e m o f 

ALMi MEDlKAL VE OZEL SAGUK HZ. LTD. $Tl. 

Anbar Mah. Demirciler Son. 
5itesi2ZCAD.No:15 

Melikgazi/Kayseri. 
h a s b e e n a s s e s s e d b y K G S C e r t i f i c a t i o n S d n . B h d . 
a n d f o u n d t o c o m p l y w i t h ^ ^ ^ ^ ^ _ 

ISO 9001:2015 
Quality Management System 

f o r t h e s c o p e 

Disposable operating surgical coating, prevent and sets,production 

C e r t i f i c a t e N o 

D a t e o f In i t i a l C e r t i f i c a t i o n 

D a t e o f I s s u e / R e i s s u e 

R e n e w a l D u e 

770545 

17 January 2018 
17 January 2018 
16 January2021 

T h i s ce r t i f i ca te is s u b j e c t t o t h e c o m p a n y m a i n t a i n i n g i ts s y s t e m t o t h e r e q u i r e d s t a n d a r d s , w h i c h w i l l b e m o n i t o r e d b y K G S . 
T h e u s e o f t h i s C e r t i f i c a t e a n d t h e K G S Cer t i f i ca t ion / A c c r e d i t a t i o n iVIark a r e s u b j e c t t o t h e R e g u l a t i o n s A p p l i c a b l e t o H o l d e r s 

o f K G S C e r t i f i c a t i o n S d n . B h d . 

Cer t i f i ca t i on S d n . B h d . (824092-A) 

No. 15, Lorong B L M 5 / 4 , Bandar Laguna Merbok , OSCKX) Sunga i Pe tan i , K e d a h Daru l A m a n , M a l a y s i a . 
T e l : 6 0 4 4 4 1 1 5 2 4 F a x : 6 0 4 4 4 1 (»10 E m a i i : k g s c e r t i f i c a t i o n @ g m a i L c o m 

w w w . k g s c e r t . c o m 

T h e Cert i f icate remains t h e p roper ty o f K G S a n d shal l be returned w h e n r e q u e s t e d It m a y o n l y b e reproduced in its ent i rety a n d w i t h o u t change . 
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