Environmental Management System

of

MEDOFFICE SAGLIK ENDUSTRI A.S.

YAZIBASI MAH. KUSCU CAD. NO:9
TORBALI - iZMIR / TURKIYE

complies with requirements of

ISO 14001:2015

This certificate is valid concerning all activities related to;

MANUFACTURE AND SALES OF STERILE AND NON STERILE MEDICAL DEVICES

STERIL VE NONSTERIL TIBBI CIHAZLARIN IMALATI VE SATIS|

ISO 03 864 870 Feb. 19, 2021 Mar. 16, 2022
Certificate No. Date of this Certificate Certification Expiry Date
Feb. 5, 2021 Mar. 17, 2020 C_jL‘ 7
Date of Audiit Date of Registration Managing Director / Director

Digitally signed by Cojocaru Vera
Date: 2022.01.14 04:37:28 EET
Reason: MoldSign Signature
Location: Moldova

Medicert Uluslararasi Uriin Ve Sistem Belgelendirme Ltd. Sti. ¢ Eh‘ﬁ@
Tersane Mah. Cemal Giirsel Cad. No:11/3 Halide Hnm. Apt. Karsiyaka / Izmir
Tel: 0232 327 33 44 www.medicert.com.tr info@medicert.com.tr -
This certificate is only valid if it is available/valid on Medicert website at www.medicert.com.tr E.

This certificate of Registration remains the property of Medicert Certificate Ltd and shall be returned immediately upon request
* In Case if Surveillance Audit is not allowed to be conducted on or before the specifed date; the Certificate shall be Suspended/Withdrawn.
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This is to certify that
Quality Management System

of

MEDOFFICE SAGLIK ENDUSTRI A.S.

YAZIBASI MAH. KUSCU CAD. NO:9
TORBALI - iZMIR / TURKIYE

complies with requirements of

I1SO 9001:2015

This certificate is valid concerning all activities related to;

MANUFACTURE AND SALES OF STERILE AND NON STERILE MEDICAL DEVICES

STERIL VE NONSTERIL TIBBI CIHAZLARIN IMALATI VE SATIS|

ISO 01 863 870 Feb. 19, 2021 Mar. 16, 2022

Certificate No. Date of this Certificate Certification Expiry Date
Feb. 4, 2021 Mar. 17, 2020 C_-j);‘- 7
Date of Audiit Date of Registration Managing Director / Director

Medicert Uluslararasi Uriin Ve Sistem Belgelendirme Ltd. $ti. Ehﬁm
Tersane Mah. Cemal Giirsel Cad. No:11/3 Halide Hnm. Apt. Karsiyaka / Izmir
Tel: 0232 327 33 44 www.medicert.com.tr info@medicert.com.tr 2
This certificate is only valid if it is available/valid on Medicert website at www.medicert.com.tr E‘

This certificate of Registration remains the property of Medicert Certificate Ltd and shall be returned immediately upon request
* In Case if Surveillance Audit is not allowed to be conducted on or before the specifed date; the Certificate shall be Suspended/Withdrawn.
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EC DECLARATION OF CONFORMITY

MEDOFFICE SAGLIK ENDUSTRI A.S
Yazibasi1 Mahallesi, Kus¢u Cad. no:9/1 Yazibasi, Torbal
IZMIR /TURKEY

TEL: +90 232 431 31 12 FAX: +90 232431 31 09 mail: info@medoffice.com.tr

PRODUCT(S): MED-COVER BARRIER CREAM CLOTHS
MED-COVER BARRIER CREAM PERINEAL WIPE
MED-COVER WASH GLOVES WITH BARRIER CREAM
MED-COVER LEMON GLYCERIN SWAB STICKS MOUTH CARE
MED-COVER BARRIER CREAM (WITH ZINC OXIDE) 100 GR TUBE
MED-COVER BARRIER CREAM TRANSPARENT 120 GR TUBE
MED-COVER BARRIER FILM SPRAY 30 ML
MED-COVER ADJUSTABLE FIRST AID PEDIATRIC CERVICAL COLLAR
MED-COVER ADJUSTABLE FIRST AID ADULT CERVICAL COLLAR

PRODUCT NUMBERS: 8681020477618, 8681020477045, 8681020477953, 8681020477632,
8681020477809, 8681020477816, 8683148050032, 8681020477458, 8681020477472 :

REFRENCE NUMBER: MCV0012, MCP0025, MCK0010, MCAB0010, MCB0010, MCB0020, MCS0010,
MCS0, MCIO

CLASSIFICATION: Class I MD (Non sterile and non-measuring)

CONFORMITY ASSESSMENT ROUTE: Annex V Il of 93 /42 /EEC as amended by 2007 /47 /EC

We here declare that the above mention prbduct meets the provisions of the council directive
93/42/EEC as amended by 2007/47/EC for medical devices incl. All supporting documentation is
retained under the premises of the manufacturer.

&

PLACE, DATE OF ISSUE: IZMIR 11.11.2019

SIGNATURE: YUCEL TEKER, GENERAL MANAGER
eQffice

MEDOFFICE SAGLIK ENDDS FRMANGRTMSIRKETI
Yaribag: Mh. Kugtu Cd. Nk 5/ ) MIF

Tak: 0 (232) 431 3112 + A

www.medoMce.com.ir

Torbal V. D. No: 613 089 5718




THE REPUBLIC OF TURKEY
MINISTRY OF HEALTH
(Turkish Medicines and Medical Devices Agency)

REPUBLIC OF TURKEY
MINISTRY OF HEALTH

Certificate No : 66951 : » Date of issue: 16 January 2020

TO WHOM IT MAY CONCERN

HEALTH CERTIFICATE -
Free Sales Certiﬁcate

Medical devices, which are in the scope of Medical Devices Dlrectlves listed -additional
page(s), produced by the manufacturer called “MEDOFF ICE SAGLIK END. A.§”’ (Egemenlik Mh.
6087 Sk. No:1' BORNOVA IZMIR /TURKIYE) are freely sold in Turkey and European Union and

exported to other countries.

This certificate expires after 36 months from the date of issue.

The pfoducts included in this certificate are registered at the certificate issue date. The current

status of the products can be queried at:

https://utsuygulama.saglik. gov.tr/UTS/vatandas#/vatTibbiCihazListcle

Sincerely Yours

Turkish Medicines and Medical Devices A gency 06520 Cankaya-Ankara-TURKIYE
Phone:+90 312 218 33 33 Fax: +90 312218 30 59 http:\\www_titck.gov.tr
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PRODUCT LIST

Barcode Brand Label Name ﬁeference No/ |GMDN Code
Version/Model
MED- MED-COVER Nelson Type
868102047742 P
7 COVER Cervical Collar No:2 MCN2 Said
MED- MED-COVER Lice Ca
868102047716 v p
8 COVER..  |(Lice and Nit Treatment) Lo 46982
MED; ‘ MED-COVER Philadelphia a1
8681020477359 _ Type Cervical Collar MCTO 41039
COVER
_ : (tracheostomy open) No:0 |
MED- MED-COVER Wash Gloves
86810204 _ !
020477014 COVER with Barier Cream - MCO0010 46205
MED- MED-COVER Cervical
8681020477465 COVER Collar No-1 MCS1 41039
MED- MED-COVER Philadelphia
8681020477373 co Type Cervical Collar MCT2 141039
VER
(tracheostomy open) No:1 3
MED- MED-COVER Wire Frame ) o
8681020477489 | ~oyER | Cervical Collir No:0 MCWY, (037
MED- MED-COVER Barrier
8681020477809 COVER Cream 100gr MCBOOlO 46206
MED- MED-COVER Philadelphia
S65 0221773 b COVER Type Cervical Collar No:1 MEE 41039
MED- MED-COVER Nelson Type
8681020477403 COVER Cervical Collar No:0 MCNO 41039
. MED- MED-COVER Wire Frame :
8681020477496 COVER Cervical Collar No:1 MCW1 41039
, MED- MED-COVER Mouth Care
8681020477632 COVER Swab Sticks MCABO0010 48037
MED- MED-COVER Finger Splint
8681020477502 COVER Straight MCAO0 41456
MED- MED-COVER Barrier
8681020477816 COVER Cream 120gr MCB0020 46206
MED- MED-COVER Cervical
868 17020477458 COVER Collar No:0 MCS0 41039
B MED- MED-COVER Philadelphia
8681020477380 Type Cervical Collar MCT3 41039
COVER .
- (tracheostomy open) No:3
MED- | MED-COVER PLUS Barrier
8681020477175 |COVER MP0010 46206
PLUS Cream Cloth
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MED- MED-COVER Nelson Type
8681020477434 COVER Cervical Collar No:3 MCN3 41039
MED- MED-COVER Finger Splint
8681020477533 COVER Tip MCA3 41456
MED- MED-COVER Philadelphia
86810204773 P
04. COVER Type Cervical Collar No:0 MR 41039
MED- MED-COVER Nelson Type
868102047741 YP
; COVER Cervical Collar No:1 MCNI1 41039
MED- MED-COVER Barrier
8681020477069
COVER Cream Perineal Wipe NECHSD 46205
MED- .
8681020477199 |cOVER ~ |MED-COVER PLUS Barrier |y in0040 46206
Cream Wash Gloves
PLUS
MED- MED-COVER Adjustable
8 3|
681020477472 | COVER  |First Aid Cervical Collar | MC10 i
MED- MED-COVER Philadelphia
8681020477366 Type Cervical Collar MCT1 41039
COVER
(tracheostomy open) No:1
MED- MED-COVER Philadelphia
R0 102047833 COVER Type Cervical Collar No:3 NeP S 1
MED- MED-COVER: Finger Splint
8681020477526 COVER Ef MCA2 41456
MED- MED-COVER Philadelphia
8681020477342 COVER Ty Getvical Gollar Nod MCP4 41039
MED MED-COVER Philadelphia
8681020477397 5 Type Cervical Collar MCT4 41039
COVER
(tracheostomy open) No:4
MED- MED-COVER Philadelphia
66810204725 COVER Type Cervical Collar No:2 MCE? 41035
MED- .
8681020477182 |COVER gED‘%O‘.’ERIPéiUfI Barrier | \ 150020 46206
PLUS ream Perinea ot
MED- MED-COVER Nelson Type
8681020477441 COVER Cervical Collar No-4 MCN4 41039
MED- MED-COVER Barrier
8681020477052 COVER Cream Clothes MC0040 46205
MED-
8681020477540 COVER MED-COVER Steel Insoles |MCCO0 33751
End of Product List
16 January 2020
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