bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: 3M Poland Sp. z o.o.
Al. Katowicka 117
Nadarzyn
05-830
Poland

Holds Certificate Number: MD 611743
and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

Sales and marketing of sterile and non-sterile, active and non-active medical devices

s

Gary Fenton, Global Assurance Director

For and on behalf of BSI:

Originally registered: 12/06/2014 Latest Issue: 12/06/2 Expiry Date: 11/06/2017

Digitally signed by Cojocaru Vera

@? Date: 2021.03.23 02:31:09 EET Page: 1 of 1
Reason: MoldSign Signature
Location: Moldova
UKAS : E™
..making excellence a habit.

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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ZERTIFIKAT o CERTIFIC'ATE 4

MDSAP

[MEDICAL DEVICE SINGLE ALDIT PROGRAM |

CERTIFICATE

No. QS6 078535 0038 Rev. 00

Certificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s);

Regulatory Authority(ies):

3M Deutschland GmbH
Carl-Schurz-Strafie 1
41453 Neuss
GERMANY

150 13465

Design, Development, Manufacturing and Distribution of
Medical and Technical Products for Dentistry, as Impression
Materials, Grown and Bridge Materials, Filling Materials,
Materials for Prophylaxis, Luting Cements, Endodontic

Points and Rotary Instruments, Light Curing Devices, Mixing
Devices, Micro-Blasters, Adhesives, Refraction Materials, Dental
Materials for Surface Preparation, Varnishes, Dental Cartridge
Syringes, Etchants, Impression Trays, Gingiva Modeling
Materials, Pattern and Block-Out Resins and Accessories

for Dental Medical Devices

1SO 13485:2016

Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www tuev-sued.de/product-testing/certificates

TOV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No:
Effective Date:
Expiry Date:

Page 10f 3
Date of lssue: 2019-03-18

31-673-1711
2019-02-26

2022-02-25

M

{ Arie Henkin )
Manager, Certification Body MHS

TUV SUD America Inc. + 10 Centennial Drive Ste 207 - Peabody, MA 01960 USA « www tuvsud.com
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MDSAP

[MEDICAL DEVICE SHNGLE AUDIT PROGRAM |

CERTIFICATE

No. QS6 078535 0038 Rev. 00

Regulatory Requirements:

Facility(ies):

Page 2 of 3
Date of Issue: 2019-03-18

Audit/Certification Criteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 162013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

- 21 CFR Part 803
-21 CFR Part 806
-21 CFR Part 807
-21 CFR Part 820
- 21 CFR Part 821

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

3M Deutschland GmbH
Carl-Schurz-Strale 1, 41453 Neuss, GERMANY

3M Deutschland GmbH
ESPE Platz, 82229 Seefeld, GERMANY

3M Deutschland GmbH
Ohmstrale 3, 86899 Landsberg, GERMANY

M

{ Arie Henkin )
Manager, Certification Body MHS

TUV SUD America Inc. » 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

America
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MDSAP

| MEDICAL DEVICE SINGLE AUDIT PROGRAM |

America

CERTIFICATE

No. QS6 078535 0038 Rev. 00

Facility Scopes: 3M Deutschland GmbH
Carl-Schurz-Stralke 1, 41453 Neuss, GERMANY

Headquarter and Legal Entity
DUNS No: 31-573-1711

3M Deutschland GmbH
ESPE Platz, 82229 Seefeld, GERMANY

Design, Development, Manufacturing and Distribution of
Medical and Technical Products for Dentistry, as Impression
Materials, Crown and Bridge Materials, Filling Materials,
Materials for Prophylaxis, Luting Cements, Endodontic Points
and Rotary Instruments, Light Curing Devices, Mixing Devices,
Micro-Blasters, Adhesives, Retraction Materials, Dental
Materials for Surface Preparation, Varnishes, Dental Cartridge
Syringes, Etchants, Impression Trays, Gingiva Modeling
Materials, Pattern and Block-Out Resins and Accessories for
Dental Medical Devices

DUNS No: 34-269-3340

3M Deutschland GmbH
OhmstralRe 3, 86899 Landsberg, GERMANY

Manufacturing Operations for Dental Cements, Filling Materials,
Adhesives and Retraction Pastes, related Accessories and
Plastic Parts such as Intraoral Syringes, Mixing Tips, Impression
Trays; Incoming Goods Inspection and Processing of Micro-
Blasters, Endodontic Points, Rotary Instruments

DUNS No: 34-252-3575

Page 3 of 3

Date of Issue: 2019-03-18 M‘/

{ Arie Henkin }
Manager, Certification Body MHS

TUV SUD America Inc. = 10 Centennial Drive Ste 207 « Peabody, MA 01860 USA « www. tuvsud.com
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CERTIFICATE

kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-20-649
Asagida bahsi gegen kurulusun iretim kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gére yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi gecen yonetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.
Kurulus:

MEDCARE SAGLIK URUNLERi SANAYi VE TICARET ANONiM SiRKETI

Fatih Mahallesi Camlik Caddesi No:54 Gaziemir, izmir, Tiirkiye

Uriinler: Steril Tek Kullanimlik Onlikler, Steril Tek Kullanimlik Ortiiler, Steril Tek
Kullanimlik Ortii Setleri, Steril Tek Kullanimlik Ekipman Kiliflari

Sertifika son kullanma tarihine kadar gegerli olup periyodik gozetim denetimlerinin
basari ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa Belgelendirme
Hizmetleri'ne basvurunuz.

Rapor No: M.5250.01

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak
steril sartlarin glivence altina alinmasi ve muhafaza edilmesi ile ilgili tretim
yonleriyle sinirl olan kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz
Yonetmeligi Ek V'deki uygulanabilir sartlar karsiladigini tespit etmistir.

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi 93/42/AT altinda bir

onaylanmig kurulug olup kimlik numarasi 1984’tiir.

Muhtesem Gokhan Yiicel
08 Nisan 2020, istanbul, Tiirkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Tirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com
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CERTIFICATE
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kiwa¥
EC Certificate

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-20-649

We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify that
the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

MEDCARE SAGLIK URUNLERi SANAYi VE TICARET ANONiM SiRKETi

Fatih Mahallesi Camlik Caddesi No:54 Gaziemir, izmir, Turkey

Products: Sterile Disposable Gowns, Sterile Disposable Drapes, Sterile Disposable
Drape Packs, Sterile Disposable Equipment Covers

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5250.01
Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V.

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

uu@m,]

Muhtesem Gokhan Yiicel
08 April 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www kiwa.com.ir , e-mail: posta@kiwa.com



CERTIFICATE

kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-20-682
Asagida bahsi gegen kurulusun Uretim kalite glivence sistemine ait incelemesinin, tibbi
cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gore yapildigini beyan ederiz.
Uretim kalite giivence sisteminin yukarida bahsi gecen yonetmeligin ilgili kosullarina
uygunlugunu tasdik ederiz.

Kurulus:

MEDBAR TIBBi MALZEMELER TURIZM
SANAYi VE TICARET ANONiM SiRKETI

Fatih Mah. 1142 Sokak Sarni¢ No:35 Gaziemir - izmir - Tiirkiye

Uriinler: Damla Ayar Seti, Uzatma Hatti, Karman Kaniil ve Karman Kaniil Enjektor,
Artroskopi Seti, Solunum Fonksiyon Test Cihazi Filtreli Agizlik, Cilt isaretleme Seti,
Mukus Toplama Kabi, Valfli idrar Torbasi, Valfli Kusmuk Torbasi, Cerrahi Kiliflar ve
Ortiiler, Endoskopi Agizligi, Smear Fircalari, Amniyotik Pouch Acacagi, Gobek
Klempi, Steril Luer Konnektor Kapak

Uriinler, sertifikanin bir pargasi olan ekte tanimlanmis olup, ek bir sayfadan
olugmaktadir. Sertifika son kullanma tarihine kadar gegerli olup periyodik gozetim
denetimlerinin basar ile tamamlanmasina tabidir. Detaylar icin liitfen Kiwa
Belgelendirme Hizmetleri’'ne basvurunuz.

Rapor No: M.5746.01

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S., bu sertifika kapsamindaki Sinif Im Griinler
cihazlar i¢in Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak metrolojik sartlara sahip
cihazlarin uygunlugu ile ilgili Giretim yonleri ve Sinif Is cihazlar igin steril sartlarin
glvence altina alinmasi ve muhafaza edilmesi ile ilgili Gretim yonleriyle ile sinirh
olan kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek
V'deki uygulanabilir sartlar karsiladigini tespit etmistir.

uu@mé.j

Muhtesem Gokhan Yiicel
13 Temmuz 2020, istanbul, Tiirkiye Onaylanmis Kurulug Basgkani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, istanbul, Tirkiye
Tel.: 480 216 593 25 75 , Faks: +90 216 593 25 74
Web: www kiwa.com.tr , e-posta: posta@kiwa.com
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CERTIFICATE

AT Sertifikasi Eki:

kiwa

Sayfa1/1

Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V
Sertifika No: 1984-MDD-20-682

ilgili tibbi cihazlar;

Uriin Ad

Tipleri

Damla Ayar Seti

Damla Ayar Seti (Uzun, Déner Luer Lock, Y Portsuz, igne Girissiz)

Silindirik Damla Ayar Seti (Uzun, Doner Luer Lock, Y Portsuz,
igne Girissiz)

Uzatma Hatti

Uzatma Hatti (30cm- 50cm- 60cm- 75¢cm- 90cm- 100cm- 120cm-
150cm)

Basinca Dayanikli Uzatma Hatti (30cm- 50cm- 60cm- 75cm-
90cm- 100cm- 120cm- 150cm)

Karman Kanul ve Karman Kaniil
Enjektor

Karman Kaniil (No: 3, 4,5, 6,7, 8,9, 10,12)

Tek Valfli Manuel Vakum Aspiratori Set, Cift Valfli Manuel
Vakum Aspiratorii Set, Tek Valfli Manuel Vakum Aspiratord, Cift
Valfli Manuel Vakum Aspiratori

Non Steril Tek Valfli Manuel Vakum Aspiratorii, Non Steril Cift
Valfli Manuel Vakum Aspiratori

Artroskopi Seti

Y-Tur Seti, Y-Tur Seti Puarl|

Solunum Fonksiyon Test Cihazi
Filtreli Agizlik

Kiigik (26mm, 30mm, 33mm)

Kigiik Mandalli (26mm, 30mm, 33mm)

Blyik (30mm, 33mm)

Blylk Mandalli (30mm, 33mm)

Cilt Isaretleme Seti

Cilt isaretleme Seti, ince Uclu Cilt isaretleme Seti

Mukus Toplama Kabi

Mukus Toplama Kabi (15ml, 25ml, 40ml, 100ml)

Mukus Toplama Kabt Hortumlu (40ml)

Valfli idrar Torbasi

Beyaz, Musluklu

Valfli Kusmuk Torbasi

Seffaf, Beyaz

Cerrahi Kiliflar ve Ortiiler

Mikroskop Kilifi, Kamera Kilifi, Kartonlu Kamera Kilifi, Teleskobik
Kamera Kilifi, Cemberli Kamera Kilifi, Akordeon Katli Kamera
Kilifi, Prob Kilifi, Endoskopi Torbasi, Skopi Kilifi, C Kollu Skopi
Kilifi, Floroskopi Kilifi, Ameliyat Tavan Lambasi El Tutamag Kilifi

Endoskopi Agizhig

Smear Firgalar

Firca, Spatula

Amniyotik Pouch Agacagl

Gobek Klempi

Steril Luer Konnektor Kapak

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi 93/42/AT altinda bir
onaylanmis kurulus olup kimlik numarasi 1984'tir.

13 Temmuz 2020, istanbul, Tiirkiye

Kiwa Belgelendirme Hizmetleri A.S.

w@w,)

Muhtesem Gékhan Yiicel
Onaylanmis Kurulus Baskani

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Tirkiye
Tel.: +90 216 593 25 75 , Faks: +90 216 593 25 74
Web: www kiwa.com.tr , e-posta: posta@kiwa.com



DECLERATION OF
CONFORMITY

\ orthopedics

b

EC Declerntion of Conformily:  MEDUAL DEVICES HRECTIVES (9342/FEC)
APPEMDEX-N

Munulsclurer: HEGELI DRTOPEDIK URUNLER SAN, TIC. LTI 8Ti
Muanulfaciurer's sdidress: Cihmngir Mah, Schit Pivade Er Yavue Babar Sok.

Mo Mimbbo Sanayn sues: Ly, Hiok: koai:s

Ambarh — Averlar— istnbul — Turkey
Device/s; CIRTHOWEDIC SUPPORT PRODLICTS

Deseripiion: MEHCAL DEVICES) THAT SUPPORTIS) THE
HUMAN BODY EXTERNALLY.

EC Produet € loss: CLASS |

MEDNCAL DEVICES IMRECTIVES D34EED) - APPENDEX Vil

STAMNDARDS:

EN 9H0: 2008: Graphical symbaois for use in the abelling of medical devices

EN B0 14071, M012 Ml ical devices. Applicaton of risk manapemont to medical devices
EN 1047 : 2008 + A): 213 Information suppiied by the manufacturer ol medical devices.

EM 14971 2004 The risk analyss for medical devices




Declerntion OF CONFORMITY

HEGELI ORTHOPEDNCS declares that the medical devies(s) listed on the anached A ppendix
A confarmis) to the relevant provisions of the MDD 934VEEC MEDICAL WHITTEN
DECREE COUNCIL conditions.

HEGELi ORTHOPEINCS confirms that no other application his been lodyed with anotier
notified bady fort he same device related QUALITY MANAGEMENT SYSTEM iS00
G001 2008 and iSO | 34452003,

HEGELI ORTHOPEDNCS agrees o dievelop, implement and makntain o formally-recognised
Quality Manggemient System o ensare cantinued adeqguacy and efficacy

HEGELi ORTHOPEDNCS girees to imform the appointed Notified Body of any planned and
unpanned substantial change to the Cualilty Management System,

HEGELI ORTHOPEDGCS agrecs to inform the appointed Motlfied Body of any planned or
unplanned shgnificant change 1o the Appendiv A, Including significint design change to the
devices.

Signed by the designated represeniative;

MName: Mr KEMAL SANIN
Tithe!: GENERAL MANAGER

i
! LN L
Phed A BETATH

Evmier (00700



( CIFTCILER
=

Orta Mahallesi ,Marifet Sokak, No: 15/1A Kartal / Istanbul-Turkey

Tel: +90 (216) 45100 00 Fax: 4-90 (216) 452 00 00

EC DECLARATION OF
CONFORMITY

Medical Devices Directive 93/42/EEC

We,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI
Herewith declare that Adult Diaper, Underpad and Pull Up Adult Pants for medical use

FLEXI LIFE (MEDIUM, LARGE, X LARGE)
FLEXI LIFE PLUS (MEDIUM, LARGE, X LARGE)

are produced in our manufacturing place,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI

3.0rganize Sanayi Bolgesi, 10.Yol , No: 79

Sogitli Sakarya Turkey

according to harmonize standards,

TS ENISO 13485:2016 -TS EN ISO 9001:2015 - TSEN IS0 22716:2007 ( GMP )

and according to

Medical Devices Directive 93/42/EEC Annex VII Declaration of Conformity Product
Classification: Class 1 (93/42/EEC Annex IX, Rule 1)

Issued Date : 28.10.2019
ISTANBUL




CERTIFIC

GIFTGILER BIRLIK KAGITGILIK ANONIM SIRKETI

3. Organize Sanayi Bigesi 10. Yol No:79 S6gitiii / Sakarya | TURKIYE

Tek Kullammiik Kulian-At Oriinleri (Streg Film, Aliiminyum Folyo, Buzdolabi Pogeti, Pigirme
Kagdi, Hidrofil Pamuk, Pamukiu Gubuk, Plastik Tabak, Kagik, Catal, Bardak, Cop $is, Mum,
Naftalin, Cop Pogeti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Bezi, Alt Degistirme Ortiis@, Hayvan Alistirma Pedi, Istak Haviu, Tuvalet Kagidi, Jumbo
Tuvalet Kagidi, Haviu Kagit Islak Mendil, Mendil Pecete, Muayene Masa Ortiisii, Dispenser
Pegete, Dispenser Havlu, Hareketli Haviu, igten Gekmeli Tuvalet Kajidi, icten Gekmeli Haviu,
Klozet Kapak Ortiisii, Yara ve Cilt Temizieme Haviusu, Sag Yikama Bonesi, Polyester ve
Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizieme
Haviusu, Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Satisi

Production and Sales of Disposable Products (Sireich Fitm, Aluminum Foil, Freezer Bag, Baking
Paper, Hydrophilic Cotton, Cotton Stick, Plasfic Plate-Spoon-Fork-Glass ,Cup, Garbage Skewers,
Underpad, Non-Slip Underpad, Adult Diaper, Pull Up Adult Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kitchen Towel,
Wet Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toilet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Texdile Surface Aduit
Diaper, Hygenic Fiber, Body Cleaning Towel, Pesineal Area Cleaning Towe

TCS Belgelendirme tarafindan denetienmis ve uygulamakta oldugu fyi Urefim Uygulamalan
i audied by TCS Certification and applied Good Mamufacturing Practices meet the requirements of

SO 22716:2007 (GMP)

standsard for the following actiiies.

Sertifika No / Cerlificate No: GMP-00 30 180661-TR

Sertifika lik Yayn ‘I'mu.' ! 58 08,2018

Sertifika Son Basm Tarihi/ 47 44 2019

3 Kocasinan Cad. Yanardag Sk. No: 9/11 Kliciikbakkalkdy Atasehir / isiaiuul
\ T:0216 5735553 F: 0216 573 88 01 info@tcscert.com www.tcscert.com
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GIFTGILER BIRLIK KAGITGILIK ANONIM SIRKET

3. Organize Sanayi Bdlgesi 10. Yol No:79 S3§iitii / Sakarya | TORKIYE

Tek Kullammitk Kullan-At Oriinleri {Streg Film, Aliminyum Folyo, Buzdolai: Pogeti, Pigirme
Kagds, Hidrofil Pamuk, Pamukiu Cubuk, Plastik Tabak, Kagik, Catal, Bardak, C3p Sig, Mum,
Naftalin, Gop Poseti, Aliminyum Kaplar, Lavabo Agici, Temiziik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortii, Hasta Bezi, Emici Kiilot Hasta bezi, Bebek Bezi,
Alt Degistirme Ortiissi, Hayvan Alistirma Pedi, islak Haviu, Tuvalet Kagidi, Jumbo Tuvalet
Kagdi, Haviu Kagit Islak Mendii, Mendil Pecete, Muayene Masa Ortiisii, Dispenser Pegete,
Dispenser Havlu, Hareketli Havlu, igten Cekmeli Tuvalet Kagiuds, icten Cekmeli Haviu, Klozet
Kapak Ortilsil, Yara ve Cilt Temizieme Havlusu, Sag Yikama Bonesi, Polyester ve Viskon
Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizleme Haviusu,
Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Gretimi ve Sabig1

Production and Sales of Disposable Products (Stretch Film, Aluminum Foil, Freezer Bag, Baking
Underpad, Non-Slip Underpad, Aduit Diaper, Pull Up Adult Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel Toilet Paper, Jumbo Toilet Paper, Kitchen Towel, Wet
Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toilet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Aduit
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towel

TCS Belgelendirme tarafindan denefienmis ve uygulamalda oldugu Kalile Yonetim Sisteminin
is audited by TCS Cerfification and apped Quality Management Sysiem meet the requirements of

1ISO 9001:2015

standardina agaddaki kapsamda uymakia oldudu gbzlenmigtir.

Sertifika No / Certificate No: QM-00 90 180661-TR

Smll‘YaymTﬂ'l.ﬂ.' 28.09.2018

Sertifika Son Basim Tarihi / 17.10.2019

“3 Kocasinan Cad. Yanardag Sk. No: 9/11 Kiiciikbakkalkoy Ataseir [ Isi=pou!
\ T:0216 5735553 F: 0216 573 88 01 info@tcscert.com www. ort cain




SERTIFICATE

GIFTGILER BIiRLIK KAGITGILIK ANONIM SIRKETI

3. Organize Sanayi Blgesi 10. Yol No:79 Sagiithii / Sakarya | TURKIYE

Tek Kullanimhik Kultan-At Oriinleri (Streg Film, Aliiminyum Folyo, Buzdolabi Pogeti, Pigirme
Kadidh, Hidrofil Pamuk, Pamuklu Gubuk, Plastik Tabak, Kagk, Catal, Bardak, G5p Sis, Mum,
Naftalin, Cop Pogeti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortii, Hasta Bezi, Emici Killot Hasta bezi, Bebek
Bezi, Alt Degistirme Ortiisii, Hayvan Alistirma Pedi, Istak Haviu, Tuvalet Kagids, Jumbo
Tuvalet Kagidi, Haviu Kagit istak Mendil, Mendil, Pegete, Muayene Masa Ortiisii, Dispenser
Pegete, Dispenser Haviu, Hareketli Haviu, igten Cekmeli Tuvalet Kagud, icten Celameli
Haviu, Klozet Kapak Ortiisii, Yara ve Cilt Temizleme Haviusu, Sag Yikama Bonesi, Polyester
ve Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizleme
Havlusu, Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Satis:

Production and Sales of Disposable Products (Stretch Film, Aluminum Foil, Freezer Bag, Baking
Underpad, Non-Slip Underpad, Adult Diaper, Pull Up Adult Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kifchen Towel,
Wet Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toillet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Adult
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towe!

TCS Beigelendirme tarafindan denetienmis ve uygulamakia oldufu Medikal Cihaz Yonetim Sisteminin
is audited by TCS Certification and apphed Medical Devices Management Sysiem meet the requirements of

1ISO 13485:2016

for the follow s

Sertifika No / Cerdificaie No: MDM-00 90 180661-TR

W‘Y”“Tﬂ*’m_ugma

Sertfika Son Baswn Tahi/ 17 15 5519

o,

\ T: 0216 573 5553 F: 0216 573 88 D1 info(a
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o MlN'STERUL SNT‘T“. MUNCIHI DOCUMENTATIE MEDICALA / Aowy 1 =
y REoUBCICH MOLDOVA O B s o o a1
= AL REPUBLIC 31.10.11 Nr. 828 =
= MWHUCTEPCTBO 3[PABOOXPAHEHUA, TPYA o iebsiienior aciaduat s olwe ST
= W COUMANBHOW 3ALLMTBI PECTIYBIUKWA MONAOBA cc:umtﬂ :t:mtﬁnmmm din Republica Moldova MOLDAC -
X AGENTIA NATIONALA PENTRU SANATATE PUBLICA Vorureramsnih AsScpamepiis) win 8 S— =
= HAUMOHANBHOE ATEHTCTBO OBLUECTBEHHOMO 310POBLA Certificat nr. LI-044 din 17.02.2018 valabil pand la 16.02.2022 “
= MD-2028, mun. Chisinau, str. Gheorghe. Asachi, 67-a Acreditat In Sistemul Ministerului Sanatai, Muncii =
Tel. + 373 22 574501, fax + 373 22 729725 §i Protectiel So?.abal RMMMW“ e =
< IDNO 1018601000021 i WW”""‘“D S =
- E-mail: ansp@ansp.md; anticamera@ansp.md cgcmmf"' nm' Mms'”d'm'"z"f_.,'0'_"20'1“4'“_ “""m' pénd la 24.10. )
2 PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. S
S Canumaproe 3aK104eHue A NUYEsbIX U HENUWEEbix nPOJYKMoes =
. m* | ff« 4 iulie a/e. 2020

& prezentul sanitar mnfhmécimimporﬁﬂ.um;ldumpmdmiodﬁm 722
> mwwmm:mmmmmmmuwmfm ¥

Scutece, protector de pat
sunt conforme Regulamentului (lor) sanitar (e) / coomesmcmeyiom casumapromy (biv) peanamenmy (am) (se va indica ‘
; denumirea completd a Regulamentului (lor) sanitar (e) / yxasams nonHoe HauMeHoBaHUe CaHUMapHO20 (bix) peznamenma (oe) :

HG nr.1207 din 02.11.2016, San PiN 42-125-4390-87

Organizatia-produciatoare/importatoare, tara de origine / opzanusauus npouse.umnopmep, cmpaHa NPoUCXoxOeHus > -

& Turcia, CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI '

" : Destinatarul avizului sanitar / nanyvamens canumapHozo 3aKioHeHUs 2 f..
) ICS"HEALTH FOREVER INTERNATIONAL” SRL, Moldova, Chisinau, str. M.Varlaam, 77 -
Ca temei pentru recunoasterea conformitatii produselor Regulamentului (lor) sanitar (e) mentionat (e) a servit / h"‘
AnA NPUSHAHURA NPOSYKYUU yKa3aHHOMY (biM) CAHUMBPHOMY (biM) pe2nameHmy (am) Nocryxuno ‘

= emers, contract nr.003/2020 din 01.01.2020, facturi, certificat de calitate, 1SO. =
rapoarte a incercarilor de laborator nr.3703-3705 din 06.07.2020 e
£ (a enumera documentele de insolire, buletinele de analizi / nepevuCHUME CONPOBOOUMENsHLIE JOK., MPOMOKONL! Uccned.)
5o Caracteristica sanitara a produselor / casnumapian xapakmepucmuia npodyiuuL ) -r
Parametrii (factorii) / noxaszamenu (ghakmope) Normativul sanitar / casumaphsii Hopmamue =
conform rapoartelor incercarilor de laborator nr.3703-3705 din 06.07.2020 i‘-..

= Domeniu de utilizare / O6nacme npuUMeHeHUs:: intretinere :
. Conditiile necesare de utilizare, depozitare, transportare, miuurlio de securitate /| Heofxodumsie ycnosus 'Fs
importul, plasarea pe piata in condltule respectéru leglslanel in wgoare m Republica Moldova

TORUL AGENTIEI NATIONALE PENTRU SANATATE PUBLIC &

_& Nidokie FURTUNA —3/’»—»7“ X

f 1 {rumele. prenumelel © 1.0 ) ’ e -,«

1";_;\. : ANSPIHAO3 &
=N L "“l.gs - 7 ® :
SGEETS T sp | 10-XVI-09 o236 # | o3 =
ex‘ ) a1 - £
tel: 574 679




Manufacturer:

Products:

Expiry Date:

Effective Date:

Date:

1A KA P

Directive 93/42/EEC Annex lI, excluding Section 4

nyee .. @
EC Certificate TUVRheinland

Full Quality Assurance System
Medical Devices

Registration No.: HD 60139711 0001

Report No.: 17047213 009

SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town

Longgang District, Shenzhen
518116 Guangdong
China

Medical Devices

{see attachment for products included)

Replaces Approval, Registration No.: HD 60101918 0001

2024-05-27

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
section 5 of the aforementioned directive. For placing on the market of class lil devices covered by

this certificate an EC design-examination certificate according to Annex H, section 4

2019-08-05

2019-08-05

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

concerning medical devices with the identification number 0197.

T, TLEY and TU ger caprtrian rgdemarks L SaTIon Ard ARGISI0GN (e arEE Dde 3E0roval,




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60139711 0001

Report No.: 17047213 009

Manufacturer: SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong
China

Products:

- Disposable Prezgsure Transducers

- Introducer Sets

- Guide Wires

- Angiographic Syringes

- Hemodialysis Catheterization Kits
- Patient-Controlled Analgesic Infusion Pumps
- Disposable Infusion Pumps

- Tracheostomy Tube Kits

- Percutaneous Nephrostomy Sets

- Ureteral Stent Sets

- Drainage Catheter Sets

- Transradial Introducer Sets

- Introducer Needles

- 1.V Cannulas

- Cervical Ripening Ballcon

- Postpartum Balloon

Date: 2019-08-05 -
Fuxiu Sheng

. ®
TUVRheinland

-

1/2,

Rewv. 0

1002) A Q4 0F

12, TUFY aed TH o reg stered Irademarks L WSET07 307 3pShe 4057 eOres e apsel,




TUV Rheinland poc.

LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

HD 60139711 0001
17047213 009

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong industriai Town
Longgang District, Shenzhen
518116 Guangdong

China

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Dose-control Syringes

- Manifolds
- Stopcocks

- Balloon Inflation Devices
- Colored Piston Specialty Syringes

- Manifold Sets

- Infusion Sets with Needleless Adapters

- Connecting Tubings

- Pressure Bandages

- Hemostasis Valve Sets

Date: 2019-08-05

. ®
TUVRheinland

2/2, Rev. 0




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This cerltifies, that the company

Bigakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 [stanbul
Turkiye

fiir die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Medizinische Einmalartikel und Absauggerite
Disposable medical devices and devices for aspiration and vacuum extraction

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach MalRgabe
des Anhang Il (chne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Guiltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Umsténden {ibertragbar.

has established a quality system for design, production and final testing ace. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. | Reg.-No. 04 232 980886 Giiltigkeit / Validity

Bericht Nr. / Report No. 3521 8285 von [ from 2018-09-17
bis / until  2021-09-16

Y,

Zertifizierungsstelle flir Medizinprodukte Essen, 2018-07-04
Certification body for medical devices

TUVY NORD CERT GmbH Langemarckstralle 20 45141 Essen  www.luev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
ﬁ 'f( 7:"1‘,{* Benannt durch/Designated by

Zenlralstelle der Landar 8

L 4| fir Gesundheitsschutz &
=== Y bel Arznelmitieln und
7‘( ){f Medizinproduklan ;

Foke ﬁﬁ* ZLG-BS-236.10.16



ANLAGE/ANNEX

Anlage 1, Blatt1 von 7
Annex 1, page 1 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse llI
Products of class Il

Vent Catheter
Atrial Cannula
Vessel Cannula with / without check valve

Anmerkung: Fir das Inverkehrbringen der in diesem Zertifikat genannten Klasse Ill Produkte wird eine giiltige
EG Auslegungsprifbescheinigung gemat MDD Anhang Il (4) gefordert.

Note: For the placing on the market of Class il devices covered by this certificate, a valid EC design-examination
certificate according to MDD Annex Il (4) is required.

Bericht Nr. / Report No. 3521 8285 Giiltigkeit / Validity
von / from 2018-09-17

Edition 12
- Y

Zertifizierungsstelle fiir Medizinprodukte Essen, 2018-08-03
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen  www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

.‘:{* ﬁ' *}f{ Benannt durch/Designated by

¥ Yr  Zentraistelle der Lander 3
fir Gesundheitsschulz &

ﬁ %g@ "A‘r ul::oi.?\r;ncimei;izlsrfu:rd 3
Tif* *fl' Medizinprodukten ;
¥ S 7r ZLG-BS-236.10.16



Anlage 1, Blatt 2 von 7
Annex 1, page 2 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse IlIb
Products of class Ilb

Pressure Monitoring Set
Lekocyte Filter Set
Gamma Leukocyte Filter Set

Produkte der Klasse lla
Products of class lla

Thoracenthesis Set
Thoracic Catheter

Arterial Needle
Endotracheal Tube
Reinforced Endotracheal Tube
RAE Endotracheal Tube
Nasogastric Catheter
Stomach Catheter

Feeding Catheter

Manifold / Manifold Pressure
Three-Way Stopcock

Bericht Nr. / Report No. 3521 8285

U

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Nolified Body ID. No. 0044

ﬁ'jﬁ' 'if?jﬁ'ﬁ Benannt durch/Designated by

¥ Zentralstelte der Linder 2
tir Gesundheilsschulz 2

A EE g

, bt

bei Arzneimitteln und g
A
Pk g AN 6

Medizinprodukten

ZLG-BS5-236.10.1

ANLAGE/ANNEX

Giiltigkeit / Validity
von/ from 2018-09-17
Edilion 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt3von 7
Annex 1, page 3 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Tourniquet Set

IV Cannulae

Suction Catheter
Microaggregate Filter Set (Blood Filter Set)
Soft Drain

Oxygen Catheter

Nasal Oxygen Cannulae
Oxygen Connecting Tube
Tracheostomy Tube
Extracorporeal PVC Tubing
Extracorporeal Tubing Set
Quick Prime Set
Cardioplegia Set

Wound Drainage Set
Infusion Pump Set
Yankauer Suction Set
Suction Connecting Tube
Surgical Braided Tape
Nelaton Catheter

Tiemann Catheter

Bericht Nr. / Report No. 3521 8285

Zertifizierungsstelle f:r-l\flea%zinpmdukte

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

{?* ﬁﬂ{* Benannt durch/Designated by
Pie yr  Zentralstelle der Lander §

| 4 tur Gesundheitsschulz 2
¥ E.E" at bei Arzneimitteln und 3
*r * Medizinprodukten §

ot P A% 216-85-236.10.16

ANLAGE/ANNEX

Gilltigkeit / Validity
von/ from 2018-09-17
Edition 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 4 von 7
Annex 1, page 4 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Hydrophilic coated uretheral Catheter
IV Filter Set

Aspirators

Blood Transfusion Set

Rectal Catheter

Umbilical Catheter

Angiographic Kit

B-Soft Kit

Aortic Punch

Gas Sampling Line

Bericht Nr. / Report No. 3521 8285

Y,

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TOV NORD CERT GmbH Langemarckstralte 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘l-‘{ f{ * }‘.Z* Benannt durch/Designated by
Zentralstelle der Lander

Tur Gesundheilsschulz
=== bei Arzneimitteln und

Tﬁ":(_'_ ‘* Medizinprodukten %
Fe K’ ZLG-BS-236.10.16

b
L
F
w5

vw.Zlg.dn

ANLAGE/ANNEX

Glltigkeit / Validity
von/ from 2018-09-17
Edition 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 5 von 7
Annex 1, page 5 of 7

Reg.-Nr. / Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

Urine Collection Bag

Pleural Drainage Set

Central Venous Pressure Set
Guedel Airway

Spigot

Extension Lines

Kapkon Connector

Straight Connector

Straight Luer Connector

Y Connector

Y Luer Connector

Stopper

Instopper

Umbilical Cord Clamp

T.U.R. Set / Arthroscopy set
Transfer Set

Intravenous Infusion Sets
Intravenous Infusion Sets / Flowmeter
Intravenous Infusion Sets / Burette

Bericht Nr. / Report No. 3521 8285

T4

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘i.‘{ ﬂ' ‘ﬁf‘,‘;{ﬁ Benannt durchiDesignated by
Ti? Zenlralstelle der Lander 2
¥r
Yo

1::'.’\‘? fir Gesundheitsschutz 2
é bei Arzneimittelnund 2
b1 *ﬁ

T ¢ ¥r ZLG-BS-236.10.16

.
|y

Medizinprodukten ;

ANLAGE/ANNEX

Gultigkeit / Validity
von [ from 2018-09-17
Edition 12

Essen, 2018-08-03

www.tuev-nord-cert.de

medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 6 von 7
Annex 1, page 6 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

B-Safe

Intubation Stylet

Combi Stopper

Urimeter

Thoracic Drainage Set

Vaginal Specula

ENEMA Set

1.V. Infusion Set w/B-Flow Flow Regulator
Control Syringe

Meconium Aspiration Connector

Anmerkung: Fir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechlerhaltung der Sterilitét.

Note: For products of class | sterile the certification process is restricted to the aspects of manufacture concerned
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3521 8285 Gultigkeit / Validity

von /! from 2018-09-17

Edition 12
Zertifizierungsstelle fir Medizinprodukte Essen, 2018-08-03
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen  www.luev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 [ Notified Body ID. No. 0044

jf{ﬁ *ﬁ* Benannt durchiDesignated by
Zenlralstelle der Lander

* g._ 'I}(' fiir Gesundheitsschulz
— bei Arzneimitteln und
Medizinprodukten

"
*ﬂr e ﬁ* ZLG-BS-236.10.1

i
E
6



ANLAGE/ANNEX

Anlage 1, Blatt 7 von 7
Annex 1, page 7 of 7

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Im (mit Messfunktion)
Products of class Im (with measuring function)

Urimeter

C.V.P. Set

Pleural Drainage Set
Volumetric Exerciser (B-Spiro)
Infusion Set w/Burette
Thoracic Drainage Set

Anmerkung: Fir Produkte der Klasse | mit Messfunktion beschrankt sich das Zerifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Konformitat der Produkte mit den messtechnischen

Anfarderungen.
Note: For products of class | with measuring functions the certification process is restricted to the aspects of
manufacture concerned with the conformity of the devices with metrological requirements.

Bericht Nr. / Report No. 3521 8285 Giiltigkeit / Validity
von/ from 2018-09-17

Zertifizierungsstelle fir Medizinprodukte Essen, 2018-08-03
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen  www.luev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Nofified Body ID. No. 0044

ﬁ.ﬁ' T&'ﬁ* Benannt durch/Designated by
¥ Zenlralsielle der Lander &
* !% lir Gesundhaitsschutz ]

* bai Arzneimitteln und
Medizinprodukten ;

*ﬁr W sfr* 2LG-BS-236.10.16



EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60131017 0001

Report No.: 15062970 008

Manufacturer: Jinhua Huacheng Medical
Appliance Co., Ltd.
No. 186 Qingyu Road
Jindong Industrial Park
Jinhua City
321000 Zhejiang

China
Products: - Disposable Surgical Active Electrodes {Electrosurgical
Pencils)
- Disposable Neutral Electrcdes
- Disposable Skin Staplers
Replaces Approval, Registration No.: HD 60088776 0001
Expiry Date: 2023-09-17

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section B of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

Effective Date: 2018-09-18

Date: 2018-09-05

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concaerning medical davices with the identification number 0197,

0 ®




I

TOVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgan District, Shenzhen
18116 Guangdong
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of
Medical Devices
{see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date; 2018-09-18
Certificate Registration No.: §X 60130880 0001
An audit was performed. Report No.: 17047213 005

This Certificate is valid until; 2021-07-08

Certification Body

Deutsche
Akkreditierungsstelle
D-2M-14169-01-02

((DAkks

Date 2018-09-18

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 B08-1371 Fax' +49 221 808-3935 e-mail cert-valdity@de tuv com hitp fwww.tuv comisafiety

Iy7nd 042C B

TL.. TUPY ard TV arz gqisteeaid nadanearks LY h#anan 20 EpPhiaTisn iesuncs g azpizval.




T

Attachment to
Certificate
Registration No.:

Organization:

TOV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60130880 0001
Report No.: 17047213 005

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen

518116 Guangdong

China

Scope: Products:

- Hemostasis valve Sets
- Disposable Pregsure Transducers

~ Introducer Sets
- Guide Wires
- Connecting Tubings

- Bngiographic Syringes

- Hemodialysis Catheterization Kits
- Patient-Controlled Analgesic Infusion Pumps
- Disposable Infusion Pumps

- Tracheostomy Tube Kits

- Percutaneous Nephrostomy Sets

- Ureteral Stent Sets

- Drainage Catheter Sets
- Transradial Introducer Sets

- Introducer Needles
- I.V Cannulas

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

((?Akks

Date: 2018-09-18

Certification Body

Dac.

B ®
TUVRheinland

1/2, Rev. O
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Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

Deutsche
Akkreditierungsstelle
0-ZM-14169-01-02

((bAkks

Date: 2018-09-18

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SX 60130880 0001
17047213 005

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong

China

Products:

- Dose-control Syringes

- Manifolds

- Stopcocks

- Ballocon Inflation Devices

-~ Colored Piston Specialty Syringes

- Manifold Sets

- Infusion Sets with Needleless Adapters
- Cervical Ripening Balloon

- Postpartum Balloon

- Pressure Bandages

Certification Body
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TUVRheinland

2/2, Rev. 0
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ZERTIFIKAT / Certificate

DIN EN ISO / EN ISO 13485 : 2016

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Bigakcilar Tibbi Cihazlar Sanayi ve Ticaret A.$.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 Istanbul
Tlrkiye

ein Qualitdtsmanagementsystem nach der Norm DIN EN ISO 13485 : 2016 / EN 1SO 13485 : 2016 - Medizinprodukte -
Qualitatsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefiihrt hat und aufrechterhait.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and maintains a quality management system that meets the requirements of DIN EN ISO 13485 : 2016 /
EN ISO 13485 : 2016 - Medical devices - Quality management systems - Requirements for regulatory purposes.
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung, Sterilisation und Vertrieb von medizinischen Einmalartikeln.
Entwicklung, Herstellung und Vertrieb von medizinischen Geraten und deren Zubehor.

Design, Manufacturing, Sterilization and Distribution of Disposable Medical Devices.
Design, Manufacturing and Distribution of Medical Equipments and all their

Accessories.
Reg.-Nr. / Reg.-No. 04 221 980886 Giiltigkeit / Validity
Bericht Nr. / Report No. 3521 8284 von / from 2018-09-17

bis / until 2021-09-16

Edition 6
4 q

Zertifizierungsstelle fiir Medizinprodukte Essen, 2018-07-04
Certification body for medical devices

TUVY NORD CERT GmbH Langemarckstraiie 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZIM-12007-05-01
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TURKAK BDS NO
YS-694E-E7CB

kiwa

MEDBAR TIBBi MALZEMELER TURIZM
SANAYI VE TICARET ANONIM SIRKETI

FATIH MAH. 1142 SOK. NO: 35 SARNIC GAZIEMIR - IZMIR — TURKIYE

CERRAHI KILIF URUNLERI, DAMLA AYAR SETi URUNLERI, KARMAN
KANUL URUNLERI, ENDOSKOPI AGIZLIGI, MUKUS TOPLAMA KABI
URUNLERI, IDRAR TOPLAMA URUNLERI, ARTROSKOPI SETI
URUNLERI, KUSMUK TORBASI URUNLERI, CERRAHI TIRNAK
FIRCALARI, FILTRELiI AGIZLIK URUNLERI, SMEAR FIRCALARI,
POUCH ACACAGI, PARAKON TUP, YOGUN BAKIM URUNLERININ
URETIMi, PAKETLENMESI, STERILIZASYONU, DEPOLANMASI,
DAGITIMI VE EN ISO 11135 STANDARDINA UYGUN ETILEN OKSIT
STERILIZASYON HiZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Duzenleyici amaglar igin gereklilikler

“Standardn asagida verilen maddeleri hari¢ tutulmugtur*
“7.3.3" 7547 7592

Sertifika No M 11326

ilk Belgelendirme Tarihi : 03 Ekim 2019
Sertifika Tarihi : 03 Ekim 2019
Son Gegerlilik Tarihi : 02 Ekim 2022

w@.@wﬂ

Genel Miidiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkiye
Tel: + 90216 593 25 75 Faks : + 90 216 593 25 74
Sertifikalar periyodik ara denctimlerin basaril ile tamamlanmas: kaydiyla gegerlidir.
Detayl bilgi igin yukanidaki numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 03 Ekim 2019 - R 00



SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il (Madde 4 Harig)

Firma Adi : Medbar Tibbi Malzemeler Turizm San ve Tic. AS.

Firma Adresi : 1142 Sokak No:35 Sarnic Gaziemir IZMIR / TURKIYE

ligili Yénetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yénetmelidi - Ek II (Madde 4 Harig)

Urbnler : Fototerapi Gz Bandi - Sinif Is
Trakeosotomi Kanvl Sabitleyici - Sinif Is
Endotrakeal Tip Sabitleyici - Sinif Is
El Sabitleyici - Sinif Is
Ayak Sabitleyici - Sinif Is
El ve Ayak Sabitleyici Cocuk/Bebek - Sinif Is
Jinekolojik Toplayici - Sinif Is
Mide Yikama Seti - Sinif Im
Arter Kanudl - Sinif lla

GMDN : 45189, 35752, 35815, 12102, 12094, 12097, 32655, 58985, 34893

Serfifika Numarasi 1 M.2016.106.7000
Rapor Numarasi :MD.3184.1B

Ik Belgelendirme Denetimi :01.07.2016

Tescil Tarihi :03.10.2016 P
Revizyon Tarihi/No : 10.07.2020/02 San. ve Tic. A.§.
Gecerlilik Tarihi :02.10.2021

UDEM, Listel Urinlerin 93/42/AT direktifi Ek I. madde 4 hang gerekiikiednin kargladiGin beyan eder. Yukanda ad) en
trafici Kalite Glvence Sistemi uyguladign ve Ek || madde 5'e gbre periyodik gozetim denefimier lle s?re figini
mgm'mcag\m beyan eder. Sinif Il olorak piyosayo oz edilecek Griinker xg'n k Il madde 4'a gore AT Tasanm inceleme
sertifikas gerekidir, Belge kopsaminda yer alon sinif | Orlnler ile i[ac)lli UDEMIn sorumiuiugu Oron stearil ise, sterl sartiann

lctim fonksiyonlu ise, Oriinlern metrolojik gereklere

elendirme

givence athna alinmas ve sird0rdimest e ilalll imalat konularg;
uyguniuguyla ilgil imalat konular lle simridr. Bu belgenin milldyet hakki UDEM Uluslararast Belgelendimme Denefim EGifim
San, Ve Tic. A5, 've aitiir ve steniidifinde lade ediimelidir, Yukanda ad) gegen firma va UDEM bu belgenin bir kopyasmi
Tescil tarhinden fibaren 5yl sire s muhaloro etmeldi, CE Markalarmann klllanim Crefici bayari fie fimna sorumiulugundads.
Adi gecen fimna anaylanmg Grin le ligii bitin degigkikied UDEM'e bildimek zorundadr. UDEM bu belgenin gecerligini
yenllemezse adi gegen firmo stiz konusu (rindn piyosoyo aramn durduracakir. Belgenin geceriginl www.udem.com.ir
internet sayfosindon kontol edabilrsiniz

Adres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE
Tel: +90 312 44303 90 Faks: +90 312 44303 76
E-posta: info@udemitd.com.ir  www.udem.com.ir
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This is to Certify that the
Medical Devices — Quality Management System
v d mm Ofll - -
MEDCARE SAGLIK URUNLERiI SANAYi VE
TICARET ANONIM SIRKETI

FATIH MAH. CAMLIK CAD. NO:54
GAZIEMIR / iZMiR / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

PRODUCTION AND SALES OF STERILE AND NON -STERILE
MEDICAL TEXTILE PRODUCTS

STERIL VE NON- STERIL MEDIiKAL TEKSTIL
URUNLERI URETIMI VE SATISI

:: Certificate No :: TR52746H

Date of initial registration 29 June 2020
Date of this Certificate 29 June 2020
Surveillance audit on or before 28 June 2021

Recertification Due / Certificate expiry 28 June 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Utk

Director
STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.
Suite 48, 88-90 Hatton Garden, London, EC1N 8PN,

Phone : +44 345 680 0199

Email : info@staunchlyservices.com Web : www.staunchlyservices.com SMEELORA/URERD2
For precise and updated information concerning the present certificate mail to info@staunchlyservices.com
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ACCREDITED

MSCBI125

This Certificate is the property of Staunchly Management & System Services Private Limited and shall be returned immediately when demanded
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