% GLUCHOLASKIE ZAKEADY PAPIERNICZE - Spéika z o.o.

DEKLARACJA ZGODNOSCI
Nizej podpisani,
mgr inz. Mirostaw Stokowski, Prezes Zarzadu Gtuchotaskich Zaktadéw Papierniczych Sp. z 0.0.,
mgr inz. Zbigniew Koziol, Prokurent, Dyrektor Ekonomiczny, Gtéwny Ksiegowy,
Adres: ul. gen. W. Andersa 32, PL 48-340 Gluchotazy,
tel. +48 77 4391 911...12, fax +48 77 4391 875

deklaruja, ze nizej wymieniony wyrob:

WATA CELULOZOWA HIGIENICZNA W ARKUSZACH
Wyréb Medyczny klasy I

spelnia wymagania zawarte w Dyrektywie Rady 93/42/EEC z dnia 14 czerwca 1993 dotyczacej
wyrobow medycznych, Ustawie z 20 maja 2010 roku o wyrobach medycznych ( Dz.U. z 2019, poz.
175 tj.) oraz Rozporzgdzeniu Ministra Zdrowia z dnia 17 lutego 2016 r. w sprawie wymagan
zasadniczych oraz procedur oceny zgodnosci wyrobéw medycznych ( Dz. U. 2016, poz.211),

majacych dla niego zastosowanie,

przeprowadzono oceng zgodnosci na podstawie zatacznika nr 7 Rozporzadzenia Ministra Zdrowia z
dnia 17 lutego 2016 r. w sprawie wymagan zasadniczych oraz procedur oceny zgodnosci wyrobow

medycznych ( Dz. U. 2016, poz.211),

jest bezpieczny dla uzytkownika i pacjentow pod warunkiem uzywania go zgodnie z

przeznaczeniem,

w procesie zgodnosci zastosowano nizej wymienione normy:
» PN-ENISO 14971:2012 Wyroby medyczne - Zastosowanie zarzadzania ryzykiem do
wyrobow medycznych
> PN-EN ISO 15223-1:2017-02 Wyroby medyczne -Symbole do stosowania na etykietach
Wyrbbéw medycznych, w ich oznakowaniu i w dostarczanych z nimi informacjach -Czes¢ 1:
Wymagania ogolne
» PN-EN 1041+ A1:2013-12 Informacja dostarczana przez producenta wraz z wyrobem

medycznym

C€

Jednostka notyfikowana: nie dotyczy

PREZES ZARZADU
Dyrektgt

/ )
mgr inz.,M Stokowski

Gtuchotazy, 04.02.2019r. POADIS. s . S [




GLUCHOLASKIE ZAKIADY PAPIERNICZE - Spotka z o.o.

ATITIKTIES DEKLARACIA

Pasirasyta,

mgr inz. Mirostaw Stokowski, Gluchotaskich Zaktadow Papierniczych Sp. z 0.0., prezidento,
mgr inz. Zbigntew 1, vykdomojo ekonomikos direktoriaus, vyriausiojo finansininko

Adresas: ul. gen. W. Andersa3Z, PL 48-340 Gluchotazy,

tel. +48 71 4391 91 1...7z, fax +48 77 4391 875

deklaruojama, kad toliau minimi produktai:

HIGIENINES CELIULIOZES LAPAI (ALIGNINAS)

Medicinos prietaisy I klase

atitinka Tarybos Direktyvos 93/42/EEC, 1993 m birZelio 14 d, apimanc¢ios medicinos prietaisus;
2010 m geguzés 20 d akto déel medicinos prietaisy (Istatymy rinkinys z2019, 175 j.e.) ir Sveikatos
Apsaugos Ministerijos reguliavimo 2016 m vasario 17 d reikalavimus ir medicinos prietaisy
patvirtinimo procediras (Istatymy rinkinys 2016, 2t)

Atitikties deklaracija parengta pagal Priedo 7, Sveikatos Apsaugos Ministerijos 2016 m vasario 17
d. pagrindinius reikalavimus ir produkto patvirtinimo procediras (Jstatymy rinkinys 2016, PLN I),

produktas yra saugus naudoti, jei naudojamas pagal paskirt], atitinka Siuos standartus:
*  PN-EN ISO 14971:2012 Medicinos prietaisai — Medicinos prietaisy naudojimo rizikos
valdymas
»  PN-EN ISO 15223-1:2017-02 Medicinos prietaisai — Etike¢iy zyméjimas, simboliai ir
pateikiama informacija — 1 dalis: bendrieji reikalavimai
* PN-EN 1041+A1:2013-12 Gamintojo pateikiama informacija apie medicinos prietaisg

/CE Zenklas/

Notifikuota jstaiga: netaikoma

Gluchotazy, 04.02.2019r.

/paraSas/
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GREETM ED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Declaration of Conformity
Manufacturer:
Ningbo Greetmed Medical Instruments Co., Ltd.
Address: 16F-1, No.1 Building, NO.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Province PEOPLE'S REPUBLIC OF CHINA
Tel: 86-574-87739070 Fax: 86-574-87722360

European Representative:
Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name:see attachment

Size/model :see attachment
UMDNS Code: see attachment
Classification (MDD, Annex IX): see attachment

Conformity Assessment Route: Annex 11.3

We herewith declare that the above mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting documentations

are retained under the premises of the manufacturer.

Ningbo Greetmed Medical Instruments Co., Ltd. is exclusively responsible for Declaration of Conformity.

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical
devices (MDD 93/42/EEC).

Standard Applied: All applicable harmonized Standard (publish in the Official Journal of the
European Communities)

Place, Date of Issue: Ningbo, 2020-05-28 s 3

Signature: 75’_7F£ -;4,‘7"
& - Jo

Name: Li Guirong

Position: General Manager
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GREETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Attachment:
Product Name Model UMDNS Code Classification (MDD,
Annex IX)
non-woven plasters 12448 I (Rule 4 of Annex IX)
silk plasters 14202 I (Rule 4 of Annex IX)
non-sterile gauze swabs 16779 I (Rule 1 of Annex IX)
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REETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO..LTD.

Atitikties Deklaracija

Gamintojas:

Ningbo Greetmed Medical Instruments Co., Ltd.

Adresas: 16F-1, No.1 Building, NO.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Provincija, KINIJOS LIAUDIES RESPUBLIKA

Tel: 86-574-87739070 Fax: 86-574-87722360

Atstovas Europoje:
Shanghai International Holding Corp. GmbH (Europe)
Adresas: Eiffestrasse 80, 20537 Hamburg, Vokietija

Produkto pavadinimas: zZitiréti priedg
Dydis/modelis: zitiréti prieda

Klasifikacija (MDD, Priedas IX): Ziiiréti prieda
Deklaracijos jvertinimo tipas: Priedas I1.3

Mes Siuo rastu deklaruojame, kad aukS¢iau minéty produkty jvezimas ir platinimas pagal
nacionalinius jstatymus atitinka EC Tarybos Direktyvas ir Standarus. Visi reikalingi dokumentai yra
saugomi gamintojo.

Ningbo Greetmed Medical Instruments Co., Ltd. Yra iSskirtinai atsakingas uz Atitikties Deklaracija

DIREKTYVOS

Bendrai taikomos direktyvos:
Medicinos prietaisy direktyva: TARYBOS DIREKTY VA 93/42/EEC 1993 birzelio 14 d., apimanti
medicinos prietaisus (MDD 93/42/EEC)

Pritaikyti Standartai: visi taikomi harmonizuoti Standartai (publikuoti Oficialiame Europos
Bendruomenés Zurnale)

ISdavimo vieta, data: Ningbo, 2020-05-28
Parasas:

/paraSas/

/antspaudas/

Vardas: Li Guirong

Pareigos: Generalinis vadovas
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®
REETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO..LTD.

Priedas:

Produktas Modelis UMDNS Kodas Klasifikacija (MDD,
Priedas 1X)

Neaustiniai pleistrai / 12448 I (Taisyklé 4 of Annex
IX)

Silkiniai pleistrai / 14202 I (Taisykle 4 of Annex
IX)

Nesteriliis marliniai / 16779 I (Taisykle 1 of Annex

tvarsciai

IX)




YIWU JIEKANG MEDICAL ARTICLES CO. LTD

Declaration of Conformity

Manufacturer: Yiwu Jiekang Medical Articles Co.,Ltd.
Name:Cheng Ping
Address:Economic Development Zone Gaoxin Garden,Yiwu City ,Zhejiang ,China

Tel:+86-579-85315864
Fax:+86-579-85326767

European Representative:Shanghai International Holding Corp.(Europe)
Address:Eiffestra B ¢ 80,20537 Hamburg,Germany
Tel:0049-40-2513175

Fax:0049-40-255726

Product name and classification
Name : Plaster of Paris Bandage and Padding
Classification: Class |

We herewith declare that the above-mentioned products meet the provisions of the
following EC(MDD93/42/EEC)Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer and the notified
body

DIRECTIVES
General applicable directives:
Medical Device Directive:COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
medical devices(MDD93/42/EEC).
Standard:
All applicable harmonized Standard (published in the Official Journal of the European
Communities)

Notified Body:

Position:
Date:




YIWU JIEKANG MEDICAL ARTICLES CO.LTD

Atitikties deklaracija

Gamintojas: Yiwu Jiekang Medical Articles Co., Ltd.
Vardas Pavardé: Cheng Ping
Adresas: Economic Development Zone Gaoxin Garden, Yiwu Miestas, Zhejiang, Kinija

Tel.: +84-579-85315864
Faks.:+86-579-85326767

Atstovas Europoje: Shanghai International Holding Corp. (Europa)
Adresas: Eiffestrasse 80, 20537 Hamburgas, Vokietija

Tel.: 0049-40-2513175

Faks.: 0049-40-255726

Produkto pavadinimas ir klasifikacija
Pavadinimas: gipsinis tvarstis, pamusalinis tvarstis
Klasifikacija: 1 Klase

Mes patvirtiname, kad minétas produktas atitinka reikalavimus pagal CE (MDD/93/42/EEC)
Tarybos direktyva ir standartus. Visi tai paremtys dokumentai i$lieka gamintojo ir notifikuotos
Istaigos teritorijoje.

DIREKTYVOS

Bendrosios taikomos direktyvos:

Medicinos prietaisy direktyva: 1993 m. birzelio 14 d. TARYBOS DIREKTY VA 93/42/EEB d¢l
medicinos prietaisy (MDD93/42/EEC)

Standartai:

Visi taikomi vieningi standartai (i$leisti oficialiame Europos bendruomeniy zurnale)

Notifikuota jstaiga: TUV Rheinland (Shanghai) Co., Ltd

ISdavusio asmens parasas:
Pareigos:
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ZERTIFIKAT & CERTIFICATE

AW KK <  Benannt durch/Designated by

Y S A—,f,‘; Zentralstelle der Lénder S
- W ,  fiir Gesundheitsschutz 2
R === ,‘ bei Arzneimitteln und z
w, ® Medizinprodukten 2
w w N

W % W ZLG-BS-244.10.08

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 090237 0017 Rev. 00

Manufacturer NOBAMED Paul Danz AG
Héltkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBAMED Paul Danz AG

Holtkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Swabs, Balls, Wound Dressings, Padding

Category(ies): Dressings and Bandages, Gloves, OR-Clothes,
Drapes, Bandages, Plasters, Umbilical Cord Clamp,
Tongue Depressors, Customized Procedure Trays

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: 713148089+713155325
Valid from: 2020-02-26

Valid until: 2024-05-26

Date, 2020-02-26

c@lL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body + Ridlerstrae 65 « 80339 Munich « Germany



EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V
(I klasés priemonés yra laikomos steriliose salygose ar steriliose pakuotése)

Nr. G2S 090237 0017 Rev. 00

Gamintojas: NOBAMED Paul Danz AG
Holtken g. 1-5
58300 Wetter (Ruhr)
VOKIETIJA

Adresas: NOBAMED Paul Danz AG

Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Produkto kategorija(os):  Tamponai, kamuoliukai, Zaizdy tvars¢iai, tvarstomoji medZiaga
ir tvarsciai, pir§tinés, operacinés drabuziai, apklotai, bintai,
pleistrai, umbilikaliniai spaustukai, lieZuvio prispaudéjai, pagal
uzsakymag gaminami rinkiniai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiege kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos V Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategorijy sterilumo savybiy
iSlaikymu ir atitinka Sios direktyvos salygas. Kokybés uztikrinimo sistema turi biiti periodiskai
perzitirima. Taip pat zr. kitame lape.

Protokolo Nr. 713148089+713155325
Galioja nuo: 2020-02-26

Galioja iki: 2024-05-26

Data, 2020-02-26 /paraSas/

Christoph Dicks
Sertifikavimo/Notifikuotos Istaigos vadovas

Puslapis 1 1§ 1

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.
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W, a
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or llI)

No. G1 090237 0015 Rev. 01

Manufacturer: NOBAMED Paul Danz AG
Holtkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBAMED Paul Danz AG

Héltkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Category(ies): Gauze Dressings, Gauze Balls, Surgical Cloths,
Covers, Surgical Gloves, Customized Surgical
Procedure-Sets, Wound Dressings, Ropes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713148089+713155324
Valid from: 2020-02-26

Valid until: 2024-05-26

Date, 2020-02-26

C@I‘-\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body + Ridlerstrae 65 + 80339 Munich « Germany TV




EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC (MDD), Priedas 11, iSskyrus (4)
(Ila, ITb ar III klasés priemonés)

Nr. G1 090237 0015 Rev. 01

Gamintojas:

Adresas:

Produkto kategorija(os):

NOBAMED Paul Danz AG
Holtken g. 1-5

58300 Wetter (Ruhr)
VOKIETHA

NOBAMED Paul Danz AG
Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Marliniai tvarsciai, marliniai tamponéliai, chirurginés medziagos,
apdangalai, chirurginés pirstinés, pagal uzsakymg gaminami

.....

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiegeé kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos II Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategorijy sterilumo savybiy
iSlaikymu ir atitinka $ios direktyvos salygas. III klasés priemoniy pardavimui reikalingas
papildomas II priedo (4) sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2020-02-26

Puslapis 1 1§ 1

713148089+713155324
2020-02-26
2024-05-26

/paraSas/

Christoph Dicks
Sertifikavimo, Notifikuotos Istaigos vadovas

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.



@ Pharmaplast

Health care is our History present and future G SGS ¢ SGS SGS

Declaration

Manufacturer’s name : Pharmaplast S.A.E .
Manufacturer’s address : Amria-Free zone Alexandria .
Declares that the following product

Product Classification Classification route
Incifilm 55x45cm, 40x40cm, 10x14cm Class | sterile Annex | &
Pharmafix 2,5cmx10m; 5cmx10m;
10cmx10m; 15cmx10m; 20cmx10m Class I sterile Annex | & V

Conforms to the provisions of the council Directive 93/42/EEC, June 1993 amended by directive
2007/47/EC. The products herewith carry CE mark accordingly.
The factory is granted ISO 9001 (2008), 1ISO 13485 (2012) and Directive93/42/EEC Annex V
(sterility aspects only) , Annex Il certification by SGS United Kingdom Ltd, South West, 202B,
Worle Parkway Weston-Super-Mare,BS22 6 WA, U.K.
Notified body number 0120
Phone +44 (0) 151 350 6666
Fax +44 (0) 151 350 6600
Website www.sgs.com
Authorized representative in EU is M Devices Group, Marlborough house, Riding Street,
Southport PR8.1 EW, UK.
Phone +44 (0) 170 454 4944
Fax +44 (0) 170 454 4050
Pharmaplast S.A.E
Q.C Manager / Mina Adel

Pharmaplast S.A.E
Anmria free zone 23512
Tel: 002034500264
Fax: 002034500263
Website: www,.pharmaplast-online.com

Email: sales@pharmaplast-online.com Page 1 of 1




Deklaracija

Gamintojas: Pharmaplast S.A.E.
Gamintojo adresas: Amria-Free zone Alexandria.
Pareiskia, kad produktai:

Produktas Klasifikacija Klasifikacijos grupé

Incifilm 55 x 45 cm, 40 x 40 I sterilumo klasé Priedas | ir V
cm, 10 x 14 cm

Pharmafix 2,5 cm x 10 m, 5cm |1 sterilumo klasé Priedas | ir V
Xx10m, 10 cm x 10 m, 15 cm X
10m, 20cm x 10 m.

Atitinka direktyvos 93/42/EEC nuostatas. Birzelio ménesio 1993 pakeitimais padarytais direktyvos
2007/47/EC. Turi atitinkamg CE Zenklinima.

Gamyklai suteikti 1ISO 9001 (2008), ISO 13485 (2012) standartai ir direktyva 93/42/EEC priedas V
(tik sterilumas). Priedo II sertifikavimas SGS Jungtinés Karalystés Ltd, 202B, Worle Parkway
Weston- Super- Mare, BS22, 6 WA, U.K.

Notifikuotos jstaigos numeris: 0120

Telefonas: +44 (0) 151 350 6666

Faksas: +44 (0) 151 350 6600

Interneto svetainé: www.sgs.com

Jgaliotasis atstovas ES: M Devices Group, Marlborough house, Riding Street, Southport PR8.1 EW,
UK.

Telefonas: +44 (0) 170 454 4944

Faksas: +44 (0) 170 454 4050

2016 05 15
Pharmaplast S.A.E.
Vadybininké/ Mina Adel

[5] The picure cant e displaye




RAMOFIX TRADE Ltd.
3358 Erdotelek. FO utca 207

Hungary

EC DECLARATION OF CONFIRMITY
with regard to the Directive 93/42 EEC

Declare under our sole responsibility that the product,

product name :, RAMOFIX , elastic tubular bandage

Fulfils the essential requirements of the Directive 93/42/EEC.
The following standards were applied:

EN S001:2015
EN 13485: 2016

Notified body: INTERCERT Ltd.
H-1015, Batthyanyi u. 14.

Supplementary information:

The product carries the CE mark.

Date & place of issue: 02.03.2020, Budapest ~

\ O f,;..-
Horvathné Hegymegi Gabriella
director
Ramofix Trade Ltd.



RAMOFIX TRADE LlId.
3358 Erdotelek, Fo utca 207.
\Vengrija

ATITIKTIES DEKLARACIJA
pagal direktyva 93/42/EEC

Prisiimdami atsakomybe pareiSkiame, kad produktas,
Pavadinimu: ,,RAMOFIX* elastinis tubuliarinis bintas

atitinka pagrindinius direktyvos 93/42/EEC reikalavimus.

Sie standartai yra:

EN 9001:2015
EN 13485:2016

Notifikuota jstaiga: INTERCERT Ltd.
H-1015, Batthyanyi u. 14.

Papildoma informacija:

Produktas yra pazymeétas CE Zenklu.

ISleidimo data ir vieta: 2020.03.02, Budapestas

/antspaudas/

/paraSas/

Horvathné Hegymegi Gabriella
Direktoré

Ramofix Trade Ltd.
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ZERTIFIKAT ¢ CERTIFICATE &

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or lil)

No. G216 12 60202 017

Manufacturer: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
Room 1402, No. 707 of Zhangyang Road

200120 Shanghai
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffestralte 80
20537 Hamburg

GERMANY
Product Sterile Gauze Swabs With X-ray,
Category(ies): Sterile Lap Sponge with X-ray,

Sterile Non-Woven Sponge with X-ray,

Sterile Infusion Sets for Single Use,

Sterile Syringes For Single Use,

Sterile Dental Needle for Single Use,

Scalp Vein for Single Use, L.V. Cannula for Single Use,
Hypodermic Needle for Single Use,

Blood Transfusion Sets, Sterile Latex Surgical Gloves,
Urethral Catheter, Tracheal Tubes, Tracheotomy Tube,
Connecting Tube with Yankauer Handle,

Intubating Stylet, All Silicone Foley Catheter,
Laryn-geal Mask Device, Tracheobronchial Tubes,
Reinforced Endotracheal Tubes, Suction Catheter,
Nelaton Catheter, Blood Lancets,

Disposable Surgical Blades(with and without handle),
Nasal Oxygen Cannula, Oxygen Mask,

Tracheotomy Mask, Infusion Set with Burette,
Three-way Stopcocks, Heparin Caps, Syringe for Insulin,
Foley Catheter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class llb and Il devices an additional Annex Ill certificate is
mandatory. See also notes overleaf.

Report No.: SH16448EXT01
Valid from: 2017-01-26
Valid until: 2022-01-25

Date, 2017-01-13 ’(/%

Stefan Preil?

TUV SUD Product Service GmbH is Notified Bodv with identification no. 0123
Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or Ill)

No. G216 12 60202 017

Facility(ies): Shanghai Channelmed Import & Export Co., Ltd.
(Channelmed Group)
Room 1402, No. 707 of Zhangyang Road, 200120
Shanghai, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT © CERTIFICATE ¢

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 16 1260202 019

Manufacturer: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
Room 1402, No. 707 of Zhangyang Road
200120 Shanghai
PEOPLE'S REPUBLIC OF CHINA
EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)
EiffestralRe 80
20537 Hamburg

GERMANY
Product First-Aid-Kit,
Category(ies): Sterile Hemostasis Adhesive Dressing Series

(Sterile Wound Plasters Liquid Transfusion Plaster
and Adhesive Dressing),

Sterile Gauze Swabs without X-ray,
Sterile Lap Sponge without X-ray,

Sterile Non-Woven Sponge without X-ray,
Sterile Gauze Bandage,

Disposable Surgical Gowns,
Oropharyngeal Airways,

Sterile Latex Examination Gloves,
Stomach Tubes, Rectal Tubes,

Feeding Tubes,

Umbilical Cord Clamp, Urine Bags,

Sterile Vaginal Speculum,

Sterile Wooden Tongue Depressor,

Male External Catheter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
notes overleaf.

Report No.: SH16448EXT01
Valid from: 2017-01-26
Valid until: 2022-01-25

Date, 2017-01-13 M

Stefan Preil
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany 118,"
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 16 1260202 019

Facility(ies): Shanghai Channelmed Import & Export Co., Ltd.
(Channelmed Group)
Room 1402, No. 707 of Zhangyang Road, 200120
Shanghai, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV



EC Sertifikatas

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V
(Prietaisy klasés Ila, Iib ar III)

Nr. G2 16 12 60202 017

Gamintojas: Shanghai Channelmed Import & Export Co., Ltd.
(Channelmed Group)
Room 1402, No. 707 Zhangyang Road

200120 Sanchajaus miestas
KINIJOS LIAUDIES RESPUBLIKA

EC - atstovas: Shanghai International Holding
Corp. GmbH (Europa)
Eiffestral3e 80
20537 Hamburgas
VOKIETIJA

Produkto kategorija(os): Steriliis marliniai tvarséiai be x-ray,
Steriliis tvarstukai su x-ray,
Sterilus neaustiniai tvarstukai be x-ray,
Sterilus infuzijos rinkinys vienkartiniam naudojimu,
Steriliis Svirkstai vienkartiniam naudojimui,
Sterilios danty adatos vienkartiniam naudojimui,
Galvos odos venas vienkartiniam naudojimui,
L.V. Kaniulé vienkartiniam naudojimui,
Poodiné adata vienkartiniam naudojimui,
Kraujo perpylimo rinkiniai, Sterilios lateksinés chirurginés pirstinés,
Slaplés kateteris, Trachéjos vamzdeliai, Tracheostominis vamzdelis,
Jungiamasis vamzdis su ""Yankauer'" rankena,
Intubuojantis stiletas, Silikono folijos kateteris,
Gerkly kaukeés jtaisas, Tracheobronchiniai vamzdeliai,
Sustiprinti trachéjos vamzdeliai, Siurbimo kateteris
Nelaton kateteris, Kraujo lancetai,
Vienkartiniai chirurginiai aSmenys (be/su rankena),
Nosies deguonies kanulé, Deguonies kauké,
Tracheostomijos kauké, Infuzijos komplektas su biurete,
Trigubi uZdarytuvai, Heparino dangteliai, Insulino Svirkstas,
Foley kateteris

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas jdiegé kokybés uztikrinimo
sistema atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam patikrinimui pagal medicinos prietaisy direktyvos
93/42/EEC V Prieda. Si kokybés uztikrinimo sistema atitinka $ios direktyvos salygas ir turi biiti periodiskai perZitirima.
Taip pat zr. kitame lape.

Protokolo Nr. SH16448EXT01
Galioja nuo: 2017-01-26
Galioja iki: 2022-01-25
Data, 2017-01-13 /parasas/

Stefan Preif3

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.
Puslapis 1i§ 2



EC Sertifikatas

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V
(Prietaisy klasés Ila, Iib ar III)

Nr. G2 16 12 60202 017

Gamykla: Shanghai Channelmed Import & Export Co., Ltd.
(Channelmed Group)
No. 707 Zhangyang Road, 200120
Shanghai, KINIJOS LIAUDIES RESPUBLIKA

Puslapis 2 is 2



EC Sertifikatas

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V

(I klasés prietaisai sterilios salygos, sterilizuotos sistemos, procediiry rinkiniai).
Nr. G2S 16 12 60202 019

Gamintojas: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
No. 707 Zhangyang Road
200120 Sanchajaus miestas
KINIJOS LIAUDIES RESPUBLIKA

EC — atstovas: Shanghai International Holding
Corp. GmbH (Europa)
Eiffestralie 80
20537 Hamburgas
VOKIETIA

Produkto kategorija(os):  Pirmos pagalbos rinkinys,
Sterili hemostazés limpandiy tvarsciy serija
(Sterilais Zaizdy pleistrai, skyscius sugeriantys pleistrai
ir limpantys tvarsciai),
Steriliis marliniai tvarsciai be x-ray,
Steriliis tvarstukai su x-ray,
Sterilus neaustiniai tvarstukai be x-ray,
Sterilus marliniai bintai,
Vienkartiniai chirurginiai chalatai,
Orofaringiniai vamzdeliai,
Sterilios lateksinés pirsStinés,
Skrandzio vamzdeliai, rektaliniai vamzdeliali,
Maitinimo vamzdeliai,
Umbilikaliniai spaustukai, $lapimo maiseliai,
Sterilus vaginaliniai skétikliai,

Vyriski iSoriniai kateteriai.

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas jdiegé
kokybeés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEC V Prieda. Si kokybés uztikrinimo sistema
atitinka Sios direktyvos salygas ir turi biiti periodiSkai perZitirima. Taip pat Zr. kitame lape.

Protokolo Nr. SH16448EXTO01
Galioja nuo: 2017-01-26
Galioja iki: 2022-01-25
Data, 2017-01-13 /parasas/

Hans-Heiner Junker
TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.

Puslapis 1 is 2



EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEC, Priedas V

(I klasés prietaisai, sterilios salygos, sterilizuotos sistemos, procediiry rinkiniai )
Nr. G2S 16 12 60202 019

Gamykla: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
No. 707 Zhangyang Road, 200120
Shanghai, KINIJOS LIAUDIES RESPUBLIKA



Shanghai Channelmed Import & Export Co., Ltd.(Channelmed Group) CJ/QJ-CE-273 A/0

Declaration of Conformance

Manufacturer: Shanghai Channelmed Import & Export Co., Ltd.(Channelmed Group)
Room 1402, No.707 of Zhangyang Road, Shanghai, China
People’s Republic of China
Post code: 200120
Tel: 86-21-58354015 Fax: 86-21-58354018

European Representative: Shanghai International Holding Corp.GmbH (Europe)
Eiffestrae 80 20537 Hamburg GERMANY

Products name:Non-sterile gauze bandages

UMDNS Code:10281

Classification/Rule: MDD93/42/EEC Class | Non sterile/ Rule 1

Conformity Assessment Route: Annex VIl

We herewith declarer that in our sole responsibility, the above mentioned products
meet the provisions of the Council Directive 93/42/EEC for medical devices.

All supporting documentation is retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC, amended by
2007/47/EC.

Identification number: CE




Shanghai Channelmed Import & Export Co., Ltd CJ/QJ-CE-273 A/0

Atitikties deklaracija

Gamintojas: Shanghai Channelmed Import & Export Co., Ltd (Channelmed group),
Room 1402, No. 707 of Zhangyang Road, Shanghai, China;
People's Republic of china;
Pasto kodas: 200120;
Tel.: 86-21-58354015;
Fax.:86-21-58354018.

Igaliotas atstovas: Shanghai International Holding Corp. GmbH (Europa) Eiffestrabe 80 20537
Hamburgas, Vokietija.

Produktas: Nesteriliis marlés tvars¢iai

UMDNS kodas: 10281

Klasifikacija/norma: MDD 93/42/EEC, | klasé Nesterilts / Taisyklé 1
Atitikties jvertinimas: VI priedas

Norime pareiksti, kad masy auk$¢iau minéti produktai atitinka nustatytas direktyvas 92/42/EEC medicinos
priemonéms. Visi patvirtinamieji dokumentai yra saugomi gamintojo.

DIREKTYVOS

Bendrosios taikomos nuostatos:
Medicinos priemoniy direktyva: TARYBOS DIREKTYVA 93/42/EEC pakeitimais padarytais
2007/47/EC

Notifikuotos jstaigos numeris: CE

Iidavimo vieta, data: Sanchajus, 2018 07 30

/antspaudas, parasas/
Vardas: Zhong MingJun
Pareigos: Pardavimy vadybininkas



Shanghai Channelmed Import & Export Co., Ltd.(Channelmed Group) CJ/QJ-CE-48 A/0

Declaration of Conformance

Manufacturer: Shanghai Channelmed Import & Export Co., Ltd.(Channelmed Group)
Room 1402, No.707 of Zhangyang Road, Shanghai, China
People’s Republic of China
Post code: 200120
Tel: 86-21-58354015 Fax: 86-21-58354018

European Representative: Shanghai International Holding Corp.GmbH (Europe)
Eiffestrale 80 20537 Hamburg GERMANY

Products name: Gauze Roll
UMDNS Code: 10281

Classification/Rule: MDD93/42/EEC Class lla/ Rule 4

Conformity Assessment Route: Annex V

We herewith declarer that the above mentioned products meet the provisions of the
Council Directive 93/42/EEC for medical devices.
All supporting documentation is retained under the premises of the manufacturer

We are exclusively responsible for this DOC.,

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC, amended by
2007/47/EC.

Identification number: CE

Place,Date of Issue: Shanghat;~2018-01-31

3\

Signature:

’ b : AT X \
Name: Zhong Min'gJutL_} , ) E‘i

A

Position: Sales man.ag'_ér Y,




Shanghai Channelmed Import & Export Co., Ltd
CJ/IQJ-CE-42A/1
Atitikties deklaracija

Gamintojas: Shanghai Channelmed Import & Export Co., Ltd (Channelmed group), Room 1402,
No. 707 of Zhangyang Road, Shanghai, China;
People's Republic of china;
Pasto kodas: 200120;
Tel.: 86-21-58354015;
Fax.:86-21-58354018.

Igaliotas atstovas: Shanghai International Holding Corp. GmbH (Europa) Eiffestrabe 80 20537
Hamburgas, Vokietija.

Produktas: Marlé

UMDNS kodas: 10281

Klasifikacija/norma: MDD93/42/EEC, 11 a klasé/ Norma 4
Atitikties jvertinimas: V priedas

Norime pareiksti, kad miisy minéti produktai atitinka nustatytas direktyvas 92/42/EEC medicinos
priemonéms. Visi patvirtinamieji dokumentai yra saugomi gamintojo.

DIREKTYVOS

Bendrosios taikomos nuostatos:

Medicinos priemoniy direktyva: TARYBOS DIREKTYVA 93/42/EEC pakeitimais padarytais
2007/47/EC

Notifikuotos jstaigos numeris: CE

Iidavimo vieta, data: Sanchajus, 2018 01 31

Vardas: Zhang Yuan
Pareigos: Pardavimy vadybininkas



A.1.6 EC Declaration of Conformity

C 6 EC Declaration of Conformity C €

Regarding Medical Device Directive (93/42 /EEC)

Including Directive  (2007/47/EC)....._

Manufacturer:

Name: Taizhou Jianhong Medical Dressing'Cb-;-, Ltd,
Address: Industrial Zone (Renmin Road),“Dalun Town, Jiangyan
District, Taizhou City, Jiangsu Province, China

EC Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076 DE Amsterdam, Netherlands

Product:

Gauze sponge. Gauze balls. Gauze Cuttings. Laparotomy Sponges. Gauze Rol_l_ls.,_'
Gauze Bandages. Triangular Bandage. Cotton pad. Cotton Roll. Cotton Balls. Non-Wo{fé'ﬁ
Sponges. Non-Woven Balls, Non-Woven Bandages |

(details seeing annex )

Classification: |

Rule: according to Rule 4

We confirm our product can meet the requirement of Medical Device Directive and
following harmonized standards:
EN [1SO14971:2012

EN ISO 15223-1:2012

EN 1041:2008

EN ISO 10993-1:2009/AC:2010
EN ISO 10993-5:2009

EN ISO 10993-10:2010

EN 14079:2003

Signature: m Date: ZD?/»’A? /}# )



Annex:

Product name

Product model

Gauze sponge

(lem~120cm)x(1ecm~120cm)-(3~48)ply-with x ray;
(lcm~120cm)x(1cm~120cm)-(3~48)ply-without x ray;
Or other type of products as required by the customers;

Gauze balls

(6cm-60cm)x(6cm-60cm)- with X ray:
{(6cm-60cm)x(6cm-60cm) - without X ray:

¢ (0.5cm-10cm)- with X ray;

¢ (0.5cm-10cm) -without X ray:

Or other type of products as required by the customers;

Gauze Cuttings

(5cm-80cm)x(5cm-80cm) -(3-100)ply;
Or other type of products as required by the customers;

Laparotomy Sponges (10cm-100cm)x(10cm-100cm)- (3-48)ply-with X ray;
(10cm-100cm)x(10cm-100cm)- (3-48ply)-without X ray;
Or other type of products as required by the customers:

Gauze Rolls (10cm-120em)x(1m-3000m)-(1-16)ply- with X ray;

(10cm-120cm)x(1m-3000m)-(1-16)ply- without X ray;
Or other type of products as required by the customers;

Gauze Bandages

(1em-120cm)x(1m-20m);
Or other type of products as required by the customers;

Triangular Bandage

(80cm-120cm)x(B0cm-120cm)x(110cm-180cm)
Or other type of products as required by the customers;

Cotton pad (5cm-60cm)x(5cm-5m)

Or other type of products as required by the customers;
Cotton Roll 25g~4000g ;

Or other type of products as required by the customers;
Cotton Balls 0.1g~10g;

Or other type of products as required by the customers;

Non-Woven Sponges

(2.5cm-40cm)x(2.5cm-80cm)-(1-24)ply- with x ray;
(2.5cm-40cm)x(2.5cm-80cm)-(1-24)ply- without x ray;
Or other type of products as required by the customers;

Non-Woven Balls

(5cm-60cm)x(5cm-60cm) - with X ray;
(5cm-60cm)x(5cm-60cm) - without X ray;
¢ (0.5cm-10cm)- with X ray;

& (0,5cm-10cm) -without X ray;

Non-Woven Bandages

Or other type of products as required by the.customers;
(1cm-120em)x(1m-20m): P AP
Or other type of products as required by.the: c_‘_;t.is":c'cih‘i'éfs‘: \

iy

Us



CE Atitikties Deklaracija
Pagal Medicinos Priemoniy Direktyva (93/42/EEC)

[traukiant Direktyva 2007/47/EC

Gamintojas

Gamintojas: Taizhou Jianhong Medical Dressing Co., Ltd.

Adresas: Industrial Zone (Renmin Road), Dalun Town , Jiangyan District, Taizhou City, Jiangsu
Province, Kinija

EU Atstovas
Pavadinimas: SUNGO Europe 8.V
Adresas: Olympisch Station 24, 1076 DE Amsterdam, Nyderlandai

Produktai:

Marlinés skaros, Marliniai apvaliis tvars¢iai, Marliniai tvarstukai, Laparotominés kempinés, Marlé
rulonuose, Marliniai bintai, Trikampiai tvarsciai, Vatos diskeliai, Vata rulonuose, Vatos rutuliukai,
Neaustinés skaros, Neaustiniai apvals tvars¢iai, Neaustiniai tvars¢iai (detalés priede)

Klasifikacija: 1
Taisyklé: Pagal 4 Taisykle

Mes patvirtiname, kad muisy produktai atitinka Medicinos Priemoniy Direktyvos reikalavimus ir
Siuos standartus.

EN ISO 14971:2012

EN ISO 15223-1:2012

EN 1041:2008

EN 1041:2008

EN ISO 10993-1:2009/AC:2010
EN 1SO 10993-5:2009

EN ISO 10993-10:2010

EN 14079:2003

Parasas: /ParasSas/ Data: 2020-09-14



Priedas:

Produkto pavadinimas

Tipas

Marlinés skaros

(1ecm~120cm)x(1cm~120cm)-(3~48) sluoksniy su rentgenokontrastiniu
sitilu

(1cm~120cm)x(1cm~120cm)-(3~48) sluoksniy be rentgenokontrastinio
sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Marliniai apvalis tvarsciai

(6cm-60cm)x(6¢cm-60cm) - su rentgenokontrastiniu sitilu
(6cm-60cm)x(6cm-60cm) - be rentgenokontrastinio sitilo
®(0,5cm-10cm) - su rentgenokontrastiniu sitilu
®(0,5cm-10cm) - be rentgenokontrastinio sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Marliniai tvarstukai

(5cm-80cm)x(5¢cm-80cm) — (3-100) sluoksniy;
Arba kitokio tipo produktai, pagal kliento poreikij

Laparatominés skaros

(10cm-100cm)x(10cm-100cm)-(3-48) sluoksniai su rentgenokontrastiniu
sitilu

(10cm-100cm)x(10cm-100cm)-(3-48) sluoksniai be rentgenokontrastinio
sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Marlé rulonuose

(20cm-120cm)x(1m-3000m)-(1-16) sluoksniai su rentgenokontrastiniu
sitilu

(20cm-120cm)x(1m-3000m)-(1-16) sluoksniai be rentgenokontrastinio
sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Marliniai bintai

(1cm-120cm)x(1m-20m);
Arba kitokio tipo produktai, pagal kliento poreikj

Trikampiai tvarsc¢iai

(80cm-120cm)x(80cm-120cm)x(110cm-180cm)
Arba kitokio tipo produktai, pagal kliento poreikj

Vatos diskeliai

(5cm-60cm)x(5¢cm-5m)
Arba kitokio tipo produktai, pagal kliento poreikj

Vata rulonuose 250~4000g;
Arba kitokio tipo produktai, pagal kliento poreikj
Vatos rutuliukai 0,19~10g;

Arba kitokio tipo produktai, pagal kliento poreikj

Neaustinés skaros

(2,5cm-40cm)x(2,5cm-80cm)-(1-24) sluoksniai su rentgenokontrastiniu
sitilu

(2,5cm-40cm)x(2,5cm-80cm)-(1-24) sluoksniai be rentgenokontrastinio
sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Neaustiniai apvalts
tvarsciai

(5cm-60cm)x(5¢cm-60cm) su rentgenokontrastiniu sitilu
(5¢cm-60cm)x(5¢cm-60cm) berentgenokontrastinio sitilo
®(0,5cm-10cm) su rentgenokontrastiniu siiilu

® (0,5cm-10cm) be rentgenokontrastinio sitilo

Arba kitokio tipo produktai, pagal kliento poreikj

Neaustiniai tvarsc¢iai

(1ecm-120cm)x(1m-20m);

Arba kitokio tipo produktai, pagal kliento poreikj Dokumenta elekt

roniniu

parastpasiraSe DOVILE

ANDRIJAUSKAITE
Data: 2020-09-23 15:44:35
Paskirtis: Pirkimo Nr.

502677

Vieta: Energetiky g. 8, LT-

52461, Kaunas

Kontaktiné informacija:
UAB "Skirgesa", VieSujy
pirkimy specialisté
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