DNV BUSINESS ASSURANCE

EC CERTIFICATE — PRODUCTION QUALITY ASSURANCE

Certificate No. 7543-2015-CE-RGC-NA Rev. 0.0
This Certificate consists of 3 pages

This is to certify that the Quality Management System of

Changshu Taining Medical Equipment Co., Ltd.

Nan Shou, Yangyuan Town, Changshu City, Jiangsu Province, P. R. China

Jor production and final product inspection/testing of

Sterile Disposable Medical Devices

has been assessed with respect to
the conformity assessment procedure described in Article 11.5 and Annex V (Module D1)
of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date: . This Certificate is valid until:
Hevik, 29 March 2016 é’ 08 October 2020

For DNV GL BUSINESS ASSURANCE | ‘ ' .
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Tone Kolpus Notified Body No.:
Certification Manager 0434
This Ceriificate has been digitally yigned. See www dny com dignaivignuiuees for more mfo

Notice: The certificate is subject te terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid.
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Cert. No.» 7543-2015-CE-RGC-NA

Dmv Rev. No.. 0.0

Project No.: PRIC-80015-2008-PRC-CHN

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as ‘Forskrift for Medisinsk
Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history

Revision Description Issue Date

Original Ceﬁiﬁéate, rece&iﬁcatioﬁ 2016-03-29

Products covered by this Certificate

Product l.'iescfiption Product Name 7 " Class

e Rectal Tubes

Size F24, F26. F28, F30, F32, F34, F36

e Umbilical Cord Clamp

¢ Urine Bags

Size 100ml, 200ml. 350ml, 500ml, 750ml, 900ml, 1000mlI,
1500ml, 2000ml. 2600ml. 3000ml. 4000ml, 5000m]

e Vaginal Speculums

Size large/medium/small Is

Sterile Disposable Medical

Devices ;
e Urine Meter
Size 2000+200ml, 2000+400ml, 2000+500ml, 2600+400ml,
2600+500ml
» Feeding Bag
Size 500ml, 1000ml, 1200ml, 1500ml
e Enema Bag
‘Size 1000ml, 1200ml, 1500ml, 1750ml, 2000ml
The complete list of devices is filed with the Notified Body. KOPlA TIKRA
Sites covered by this certificate 2018 -91- 15
Adminish’atore
Site Name Address Fl2tare Sarpryvana

Changshu Taining Medical Equipment Co., Ltd.

EU Representative

Th T
NAS #

o

—

MedNet GmbH , Borkstrasse 10, 48163 Miinster, Germany

HEAD OFFICE: Det Norske Veritas AS. Veritasveien |, 1322 Hivik, Norway. Tel: +47 67 57 9900 Fax: ~47 6757 9911 www.dm <ot
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Cert, No.! 7543.2015-CE-RGC-NA
Rev. No.: 0.0
Project No.: PRIC-80015-2008-PRC-CHN

Terms and conditions
The certificate is subject to the following terms and conditions:
*  Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his product(s), in
accordance with directive 85/374/EEC, as amended, concerning liability of defective products.
¢ The certificate is only valid for the products and/or manufacturing premises listed above.
¢ The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so that it

remains adequate and efficient.

¢ The Manufacturer shall inform the local DNV Office of any intended updating of the quality system and DNV will
assess the changes and decide if the certificate remains valid.

*  Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality system DNV
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits.

The following may render this Certificate invalid;

¢ Changes in the quality system affecting production.
¢ Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV.

END OF CERTIFICATE
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DNV BUSINESS ASSURANCE

CE SERTIFIKATAS — PRODUKTO KOKYBES UZTIKRINIMAS

Sertifikato Nr. 7543-2015- CE-RGC-NA Rev. 0.0
Sis sertifikatas susideda i§ 3 lapy

Sis sertifikatas patvirtina, kad Kokybés vadybos sistema
Changshu Taining Mecdical Equipment Co.,Ltd.
Nan Shou, Yangyuan Town, Changshu miestas, Jiangsu Provincija, Kinija
Steriliy vienkartiniy medicinos priemoniy
gamybai ir galutiniam produlto patilrinimui/testavimui buvo pripaZinta atitinkanti
jvertinimo procediirg, pateikta 11.5 straipsnyje ir V Medicinos priemoniy direktyvos 93/42/EEC (Modulis
D1) priede, kaip pataisyta, dé! gsamvhos aspekto sterilumui uztikrinti ir i§laikyti.

Platesné informacija vra pateikiama kitame lape

Vieta ir data Sis sertifikatas galioja iki:
Hevik, 2016 m. kovo 29 d. 2020 m. spalio 8 d.
/antspaudas/
/logotipas/ /parasas/
Tone Kolpus Notilikuojanti jstaiga Nr.: Aud Loken Eiklid
Sertiftkavimo vadovas 0434 Recenzentas
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Cert. No.: 7344.2015-CE-RGC-NA
Rev, No.: 0.0
Project No: PRIC-80015-2008-PRC-CHN

Jurisdikcija

Tarybos direktyvos praSymas 93/42/EEC 1993 . birzelio 14 d., Norvegijos Sveikatos ir socialiniy
reikaly ministerijos adaptuotas kaip ,,Forskrift {0 Medisinsk Utstyr®.

Sertifikato istorija

Perziliréjimas | ApraSymas Isleidimo data
Originalus sertifikatas, pakartotinis sertifikavimas 2016-03-29

Siuo sertifikatu pazymeéti produktai:

Produkto aprasymas _ I'roduktas Klasé

e Rektaliniai vamrdeliai

Dydis F24, F26, F2S, F30, F32, F34, F36

e Umbilikaliniai spaustukai

e  Slapimo maideliai

Dydis 100ml, 200 ml, 350 ml, 500ml, 750ml, 900
ml. 1000 ml, 1500ml, 2000ml, 2600 ml, 3000 ml,
4000 ml, 5000 ml

Sterilios vienkartinés e Vaginaliai skct'" liai

medicinos priemonés Dydziai: didelis/vic itinis/mazas =
e Slapimo matuol iai
Dydis 2000+200 ml. 2000+400ml, 2000+500ml,
2600+400ml, 2600 500ml
* Maitinimo maiscliai
Dvdis 500ml, 100011, 1200ml, 1500ml
e Klizmavimo muiseliai
L Dydis 1000ml, 1209m1, 1500ml, 1750ml, 2000ml
Pilnas priemoniy sgraSas yra pildomas Notifikuo'os jstaigos
Vietos, kurias apima §is sertililatas:
KOPWA TixRaA
Vietos pavadinimas Ad resas Ag,i,}mlagm
' RRET 'eng
Changshu Taining Medical Equipment Nian Shou, Yangyuan Town, Ch iestas,
Co., Ltd. Jiz v osu provincija, Kinija //\' ‘M ‘*’f
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ES Atstovas

MedNet GmbH, Borkstrasse 10, 48163 Miinster, Vokietija
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Terminai ir sglygos

Cert. No.: 7344201 5-CE-RGC-NA

ot

®

L IL I Rey. No.: 0.0
e h Project No.: PRIC-§0013-2008-PRC-CHN

Sis sertifikatas pavaldus §iems terminams ir sglyooms:
e Remiantis 85/374/EEC direktyvos pataisos dél defektiniy produkty atsakomybés, bet kuris
gamintojas (tikslus apibrézimas 7r. 2001/05/CE) yra atsakingas uz Zala, padaryta dél jo

produkto(y) defekty.

o Sis sertifikatas galioja tik tiems produktams ir/ar gamykloms, kurios i§vardytos auki¢iau.

e Gamintojas turi vykdyti visus jsiparcigojimus, pateikiamus kokybés sistemos, kaip yra
nustatyta, ir laikytis jy taip, kad jie 18likty adekvatis ir efektyvis.

¢ Gamintojas turi informuoti vieting DNV atstovybg dél ketinimo atnaujinti kokybés sistema,
o DNV turi jvertinti pakeitimus ir nuspre«ti, ar sertifikatas iliks galioti.

e Turi biti atliekami periodiniai auditai nusiatyti, ar gamintojas laikosi ir taiko kokybés
sistema, 0 DNV turi teise ¢ia pat victoje ¢'likti auditg be i8ankstinio perspéjimo ar dél

jtarimo.

Sertifikatas gali nustoti galioti del:

e Gamybai jtakos turinciu kokybes sistemos pakeitimuy.
¢ Porleisting laikotarp) netlikus periodiniy audity.

Atitikties deklaracija ir produlto zymajimas

Atitikus auk$¢iau paminétus terninus ir salveas, samintojas turi teise sudaryti CE atitikties
deklaracijg ir legaliai priskirti CE Zenkla pagal Notifikuotos institucijos DNV identifikacijos

numerj.

SERTIFIKATO PABAIGA

KOPIJA T 22

2018 -01- + 5

Y Ter N T )
Puslapis 318 3 _ Administrators

AQIC LLfT




DINWV

DNV BUSINESS ASSURANCE

EC CERTIFICATE — PRODUCTION QUALITY ASSURANCE

Certificate No. 7544-2015-CE-RGC-NA Rev. 0.0
This Certificate consists of 3 pages

This is to certify that the Quality Management System of

Changshu Taining Medical Equipment Co., Ltd.

Nan Shou, Yangyuan Town, Changshu City, Jiangsu Province, P. R. China

Jfor production and final product inspection/testing of

Sterile Disposable Medical Devices

has been assessed with respect to

the conformity assessment procedure described in Article 11.2.b and Annex V (Module D1)
of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date: This Certificate is valid until.
Hovik, 29 March 2016 éj 08 October 2020
For DNV GL BUSINESS ASSURANCE I 0 .
NORWAY AS ’ NORWEGIAN
ACCREDITATION
ProD 002 KOPIA TiicR,:
I ( € 268 1- + 5
ey K510 A , '
ALK NS \ Wi/ r::Adn?if:lSﬂ'atorg
Tone Kolpus Notified Body No.: Aud Leken Ei o
Certification Manager 0434 Technical

This Certificate has been digitally sigred. See ww w. ooy, com digitalsignatiores for more 1rfo

Notice: The certificate is subject to terms and conditions overieaf. Any significant changes in design or construction may s HS
¥ 2y per sy sulfers Jovs oc damuage which is proved ts have been causad by my neghgenl act or omission of Tl Noreke Varitas, then Dt Novske Vecites diall pay compensition ko saish person fur i e proved did Jui «
sholl nol evcoed m amomt egual o lm G e fze chaged for fhe servive in queston, provided that dhe wiximon sompeosston sall nover exoesd USD 10 D181 In this pravision “Det Noreke Verits™ shall :
all it wbwnbiarien dirootors, officen omphovees, sgants and any Sther scting on hehalf of Det Nerdke Veritas.

Det Norske Veritas AS, Veritasveien |, 1322 Havik, Norway. Tel: 447 67 57 9900 Fax: +47 6757 9911 www dnycom
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W g Cent. No.: 75344-2015-CE-RGC-NA
DNV Rev, No, 00
5 Project No.: PRIC-80015-2008-PRC-CHN
Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift for Medisinsk
‘Utstyr’ by the Norwegian Ministry of Health and Care Services.

Certificate history

- Issue ﬁate
' 2016-03-29

Revision Description
Original Certificate, recertification

Products covered by this Certificate

Product Description Product Name Class
¢ Suction Catheter
Size F4, F5, F6, F8, F10, F12,. F14, F16, F18, F20, F22
& Oxygen Mask
Size Large/Medium/Small
¢ Nelaton Catheters
Size F6. F8, F10,F12, F14, F16, F18, F20. F22, F24
s Feeding Tube
Size F4, F5. F6, F7, F8, F10, F12, F14. F16, F18. F20,
F22
ooy . ¢ Nasal Oxygen Cannula
%t:“.'e Sispirsally Mo Size Large/Medium/Small lla
vices
e Endotracheal Tube
Size F8(2.0), F10(2.5), F12(3.0), F14(3.5), F16(4.0),
F18(4.5), F20(5.0), F22(5.5), F24(6.0), F26(6.5),
F28(7.0), F30(7.5), F32(8.0), F34(8.5), F36(9.0),
F38(9.5), F40(10.0), F42(10.5), F44(11.0)
& Stomach Tubes
Size F4, F5, F6, F7. F8, F10, F12, F14, F16, F18, F20,
F22, F24
® Mucus Extractor
Size F6.F8. F10, F12, F14, F16

KOPWA TikRA

?{HB:’UT.& 1 5
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The complete list of devices is filed with the Notified Body.

Sites covered by this certificate

Page 2 0f 3




Cert. No.: 7544.2015-CE-RGC-NA
Rev. No., 0.0
Project No.- PRJC-80015-2008-PRC-CHN

Site Name Address

Nan Shou, Yangyuan Town, Changshu City,
Changshu Taining Medical Equipment Co., Ltd.  Jiangsu Province, P. R. China

EU Representative

MedNet GmbH, Borkstrasse 10, 48163 Miinster, Germany

Terms and conditions

The certificate is subject to the following terms and conditions:

¢ Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his product(s). in
accordance with directive 85/374/EEC, as amended, concerning liability of defective products,
The certificate is only valid for the products and/or manufacturing premises listed above.
The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so that it
remains adequate and efficient.

o  The Manufacturer shall inform the local DNV Office of any intended updating of the quality system and DNV will
assess the changes and decide if the certificate remains valid.

»  Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality system DNV
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits.

The following may render this Certificate invalid:
¢  Changes in the guality system affecting production.
s Periodical audits not held within the allowed time window,

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV,

END OF CERTIFICATE //ﬁ(%\ KOPIJA TIKRA
S 39/&(1"6 I3 "\X
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CE SERTIFIKATAS — PRODUKTO KOKYBES UZTIKRINIMAS

Sertifikato Nr. 7544-2015-CE-RGC-NA Rev. 0.0
Sis sert [1katas susideda i§ 3 lapy

Sis sertifikatas patvirtina, kad Kokybés vadybos sistema
Changshu Taining Medical Equipment Co.,Ltd.

Nan Shou, Yangyuan Town, Changshu miestas, Jiangsu provincija, Kinija

Steriliy vienka rtiniy medicinos priemoniy

gamybai ir galutinicin produkio patikrininiui/testavimui buvo pripaZinta atitinkanti

ivertinimo procedra, pateikta 11.2b straipsnyje ir V Medicinos priemoniy direktyvos 93/42/EEC (Modulis
D1) pricle, kaip pataisyta, d°' gamybos aspekto sterilumui uZtikrinti ir islaikyti.

Platesne informacija yra pateikiama kitame lape

Vieta ir data Sis sertifikatas galioja iki:
Hevik, 2016 m. kovo 29 d. 2020 m. spalio 8 d.
/antspaudas/
/logotipas/ /para8as/
Tone Kolpus Novilikuojanti jstaiga Nr.: Aud Loken Eiklid
Sertifikavimo vadovas 0434 Recenzentas
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Rev. No.; 0.6

Cert. No.: 7544-2015-CE-RGC-NA
Project No.: PRIC-80015-2008-PRC-CHN

Jurisdikcija

Tarybos direktyvos praSymas 93/42/EEC 1993 m. birZelio 14 d., Norvegijos Sveikatos ir socialiniy
reikaly ministerijos adaptuotas kaip ,,For:krift for Mcdisinsk Utstyr.

Sertifikato istorija

Perzitir¢jimas | ApraSymas

ISleidimo data

Originalus sertifikatas, pakartotinis sertifikavimas 2016-03-29
Siuo sertifikatu pazyméti produktai:
Produkto aprasymas Produktas Klasé

Sterilios vienkartines
medicinos priemoncs

e Atsiurbimo kateteriai
Dydis F4, IS, F6, F8, F10, F12, F14, F16, F18,
F20, F22

e Deguonies kauke

Dydi Didel¢/Vidutine/Maza

e Nelatono kateteriai

Dydis I'6, I'S, F10, F12, F14, F16, F18, F20, F22,
[24

e Maitinimo vamzdeliai

Dydis FF4, I'5, F6, F7, IS, F10, F12, F14, F16, F18,
F20, F22

e Deguonies kaniulés | nosj

Dydziai: didelis/vidutinis/mazas

e Endotrachéjiniai vamzdeliai

Dydis I8 (2.0), F10 (2.5), f12 (3.0), F14 (3.5), F16
(4.0), F18 (4.5), F20 (5.0), F22 (5.5), F24 (6.0),
F26 (6.5), F28 (7.0), I'20 (7.5), F32 (8.0), F34
(8.5), 136 (1.0), F38 (V.5), F40 (10.0), D42 (10.5),
F44 (11.0)

e Skrund7io vamzdeliai

Dydis 4, '3, Fo, F7, F8, F10, F12, F14, F16, F18,
F20, 1722, 124

e TPediatriniai gleiviy atsiurbéjai
Dydis 16, I'S. F10, F12, F14, F16

Ila

KOPIA TIKRA

Pilnas priemoniy sarasas yra pildomas Notifikuotos istaigos.

Vietos, kurias apima §is sertifil:atas:




Cert. No.: 7544-2015-CE-RGC-NA
Rev. No.: 0.0
Project No.: PRIC-80015-2008-PRC-CHN

Vietos pavadinimas Adresas
Changshu Taining Medical Equipmen! Nan Shou, Yangyuan Town, Changshu miestas,
Co., Litd, Jlangsu provincija, Kinija

ES Atstovas

MedNet GmbH, Borkstrasse 10, 48163, Miinster, Vokietija
Terminai ir sylygos

Sis sertifikatas pavaldus Siems terminams ir sqlvgoms:

* Remiantis 85/374/EEC direktyvos pataisos dél defektiniy produkty atsakomybés, bet kuris
gamintojas (tikslus apibrézimas 7r. 2001/95/CE) yra atsakingas uz Zala, padarytg dél jo
produkto(y) defekty.

e Sis sertifikatas galioja tik tiems produktams ir/ar gamykloms, kurios i§vardytos auk3&iau.

* Gamintojas turi vykdyti visus jsi ureigojimus, pateikiamus kokybés sistemos, kaip yra
nustatyta, ir laikytis jy taip, kad jic islikty adckvatis ir efektyviis.

e Gamintojas turi informuoti vieting DNV atstovybg dél ketinimo atnaujinti kokybeés sistema,
0 DNV turi ivertinti pakeitimus i nuspresti, ar sertifikatas isliks galioti.

o Turi bati atlickami periodiniai arlitai nustatyti, ar gamintojas laikosi ir taiko kokybés
sistema, 0 DNV turi teise ¢ia pat vietoje atlikti auditg be iSankstinio perspéjimo ar dél
itarimo.

Sertifikatas gali nustoti galioti dél:
e Gamybai jtakos turin¢iy kokybés sistemos pakeitimy.
e [P'urlaisting laikotarpj netlikus periodiniy audity. KOPIJA TIKRA

Atitiktics deklaracija ir produlto Zyn " jimas 8 Q,l,mwOF
Atitikus auks¢iau paminctus terminus ir sglygas, gamintojas turi teise sudaryti CE t1t1ktles
dcklarauJL} ir legaliai priskirti CE Zenkly pagal Notifikuotos institucijos DNVident

numerj.
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C.U.meoicaes DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

REGLAMENTO (CE) N O 1223/2009 DEL PARLAMENTO EUROPEOQ Y DEL CONSEJO
REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

FABRICANTE PRODUCTO: C.V. MEDICA, S.L.
PRODUCT MANUFACTURER:

DIRECCION: Pol. Ind. La Plana - C/Ponent, 1
ADDRESS: 43424-SARRAL —Tarragona — SPAIN

DECLARAN BAJO SE RESPONSABILIDAD QUE EL PRODUCTO:
DECLARE UNDER THEIR RESPONSABILITY THAT THE PRODUCT

Nombre/Name: Esponja jabonosa un solo uso / Disposable soapy sponge.
Manopla Jabonosa un solo uso / Disposable soapy glove.

Marca/ Brand: DISPOFOAM® /DISPOBANG® / DISPOGLOVE®

Finalidad prevista: Esponja/ Manopla jabonosa, pH 5.5 de un solo uso destinado al lavado de piel sana.
Intended Use: Disposable soaped sponge/glove, pH 5.5 for cleansing of intact skin.

CUMPLE LOS REQUISITOS:
CONFORMS WITH THE REQUISITES:

REGULATION (EC) No 1223/2009 Reglamento (CE) no 1223/2009 del parlamento europeo y del consejo
de 30 de noviembre de 2009 sobre los productos cosméticos.
Regulation (EC) no 1223/2009 of the European parliament and of the
council of 30 November 2009 on cosmetic products

Productos cosméticos. Buenas préacticas de fabricacion (BPF). Guia de
Buenas préacticas de fabricacién. (ISO 22716:2007)

EN ISO 22716 ] _ .
Cosmetics - Good Manufacturing Practices (GMP) - Guidelines on
Good Manufacturing Practices (1SO 22716:2007)

Ambito de aplicacion/Scope: Fabricacion, comercializacién y distribucién de productos sanitarios,

antisépticos y cosméticos.
Manufacturing, marketing and distribution of medical devices,

antiseptics and cosmetics.

TUV Rheinland Ibérica Inspection, Certification & Testing, S.A.

i Notificad ; ; :
S;%%ggggdy?“ lcado/ Certif n®: 00/140020 con validez hasta / expiracy: 02/ 10/ 2017.

FECHA: 13 de Julio de 2015 DATE: 13tRiuly 2015
/;_’? .,? = !4
LU ny

Nombre: Name Montserrat Parés Montserrat Fontanals =~ 7 J

Firmado:

Signed

Cargo: Técnico Responsable

Function: Regulatory Responsible




DECLARACION DE CONFORMIDAD (., Meica* |
DECLARATION OF CONFORMITY

REGLAMENTO (CE) N O 1223/200% DEL PARLAMENTO EUROPEOQ Y DEL CONSEJO
REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

ANEXO | pag 1
ANNEX | Page 1
REFERENCIAS / REFERENCES
REFERENCIA/REFERENGE ARTICULO/ARTICLE
0000100 ESPONJA JABONOSA/ SOAPY SPONGE 20X12 100g
CRBRIREE ESPONJA JABONOSA/ SOAPY SPONGE 20X12 150g
100104 ESPONJA JABONOSA ALOE VERA/ ALOE VERA SOAPY SPONGE 20X12 100 g
LRGU103 ESPONJA JABON CLIENTE/ CUSTOMER SOAPY SPONGE 20X12 100G
0000300 MANOPLA JABONOSA NAPA-PL-TNT / SOAPY MITTEN SPONGE-PL- NONWOVEN
Qeasant MANOPLA JABONOSA NAPA-TNT /SOAPY MITTEN SPONGE-NONWOVEN
uquodey MANOPLA JABONOSA NAPA / SOAPY MITTEN SPONGE
Bnenase MANOPLA JABONOSA ALOE NAPA-TNT / ALOE VERA SOAPY MITTEN SPONGE-NONWOVEN
0000309 MANOPLA CON LOCION DE LAVADO TNT / WASHING LOTION MITTEN NONVOWEN
0005403 ESPONJA JABONOSA FOAM / SOAPY FOAM SPONGE 20X12
e ESPONJA JABONOSA FOAM ALOE VERA / ALOE VERA SOAPY FOAM SPONGE 20X12
PROSHGY ESPONJA JABONOSA FOAM ALOE VERA / ALOE VERA SOAPY FOAM SPONGE 13X8
H0Ce498 ESPONJA JABONOSA FOAM / SOAPY FOAM SPONGE 13X10
0005412 ESPONJA JABONOSA FOAM / SOAPY FOAM SPONGE 13X8




| ~ C\.mebica® :

| | . ATITIKTIES DEKLARACIJA

| REGLAMENTAS (CE) Nr.1223/2009 EUROPOS PARLAMENTO IR TARYBOS
|Pr0dukto gamintojas: ‘ .V. MEDICA, S.L.

Adresas: 'Pol. Ind. La Plana C/Ponent,1 43424- SARRAL |

|-Tarragona — Ispanija |

| Atsakomybe, kad produktas:

‘ Pavadinimas: Vienkartiné muilo kempiné
Vienkartiné muilo pirstiné ‘
Prekeés Zenklas:

DISPOGLOVE®
"Naudojimas pagal paskirtj: Vienkartiné muiluota kempiné/pirstiné pH 5.5 ‘
‘ skirta nepaZeistos odos plovimui. |

Reikalavimy atitikimas: ‘

‘Reglamentas (EC) Nr. 1223/2009 Atitinka reglamentg (EC) Nr 1223/2009
Europos Parlamento ir 2009 lapkri¢io taryba 30

del kosmetikos gaminiy.

EN ISO 22716 Geros gamybos praktikos gairés ISO ‘
\ 122716:2007 |
‘ Apimtis: | Gamyba, marketingas ir medicininiy produkty

tickimas, antiseptikai ir kosmetika.
Notifikuota jstaiga: | TUV Rheinland Thérica Inspection, Certification
& Testing, S.A. Certif. Nr. 00/140020/ expiracy:
‘02/ 10/2017.

Data: 2015 liepos 13

\ Vardas: i Montserrat Parés |Montserrat Fontanals

| |
B N S— | | .

‘Paraéas: ‘ j

|

|

\
|Funkcijos: | Vadybininkas atsakingas uz ‘Vyriausias vadybininkas
| reguliavimg




NUORODOS

0000100 Muilo kempiné 20 x 12 100 g

0000102E Muilo kempiné 20 x 12 150 g

0000104 Aloe Vera muilo kempiné 20 x 12 100 g
0000105 Standartiné muilo kempiné 20 x 12 100 g
0000300 Muilo kumstiné pirstiné — PL., neaustiné
0000301 Muilo kumstiné pir§tiné - neaustiné
0000307 Muilo kuméting pirstine

0000308 Aloe Vera muilo neaustiné kumstiné piritiné
0000309 Neaustiné kumstiné piritiné su losjonu
0005403 Muilo puty kempiné 20 x 12

0005404 Aloe Vera Muilo puty kempiné 20 x 12
0005405 Aloe Vera Muilo puty kempiné 13 x 8
0005408 Muilo puty kempiné 13 x 10

0005412 Muilo puty kempiné 13 x 8




A1 10411

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 Iil)

No. G113 04 15692 037

Manufacturer: P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53
50996 KéIn
GERMANY

Facility(ies): P. J. Dahlhausen & Co. GmbH

Emil-Hoffmann-Str. 53, 50996 K&ln, GERMANY

Product Sterile and non-sterile medical devices including
Category(ies): medical disposables for anaesthesia, surgery,
intensive care and ward equipment (class lla and llb)
as well as spinal needles (class |ll)
for further details see attachment

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 Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf
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Report No.. 713023089/-1
Valid from: 2013-06-25
Valid until: 2018-05-19

KOPIJA TIKRA
J{- , 583766
208-01-08

Administratore

Date, 2013-06-25 At xS
Hans-Heiner Junker . ‘!'lt‘frc Sarockiens

VA4
&
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 3 /.-’3‘ , 2
| SKIRGESA™®
Page 1 0of 2 \B. :

ZERTIFIKAT ¢ CERTIFICATE ¢
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ZERTIFIKAT @ CERTIFICATE ¢

Attachment for Certificate no G1 13 04 15692 037
dated 2013-06-25

Medical Devices Class lla

Products / Product Groups:

Sterile autological blood transfusion systems
Filters

Sterile transfusion devices

Silicone respiratory tubes

Sterile scalpels and scalpel blades

Sterile redon bottles

Sterile suction tubes

Sterile suction kits

Sterile wound drainage systems
Sterile arterial embolectomy catheters

Humidifiers
Artificial noses

Sterile catheters and accessories
Sterile trocar and thoracic catheters

Oxygen therapy accessories

Accessaries for respiration
Identy loops

Medical Devices Class llb
Products / Product Groups:

Disposable electrosurgical pencils
Disposable neutral electrodes

Balloon catheter
Defibrillation electrodes

Medical Devices Class lli

Spinal needles

Munich, CRT2, 2013-06-25

Hans-Heiner Junker

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstralie 65

Product Service

KOPIJA THIRA

208 -01-08

- 80339 Miinchen -

Germany



CE-SERTIFIKATAS

Visiskos kokybés uztikrinimo sistema

Medicinos prietaisy direktyvos 93/42/EEB priedas II (i¥skyrus 4 skirsnj)
(IIa, IIb ir II1 klasés priemonés)

Nr. G1 13 04 15692 037

Gamintojas: P. J. Dahlhausen & Co. GmbH
Emil-Hoftmann-Str. 53
50996 Kiolnas
VOKIETIJA

Gamykla: P. J. Dahlhausen & Co. GmbH

Emil-Hoffmann-Str. 53, 50996 Kiolnas, VOKIETIJA

Produkto kategorija (-os)  Steriliis ir nesteriliis medicinos prietaisai, tokie kaip:
Vienkartinés medicinos priemonés anestezei, chirurgijai,
intensyviai prieziiirai ir palatos jrangai (II a ir IIb klasé),
taip pat spinalinés adatos (ITI klasé¢)
detalesné informacija Zr. priede

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad minétasis gamintojas jdiegé
kokybés uztikrinimo sistemg: kOrimui, gamybai ir galutiniam patikrinimui atitinkamiems
produktams/produkty kategorijoms pagal medicinos prietaisy direktyvos 93/42/EEB II priedo. Si
kokybés uztikrinimo sistema atitinka $ios direktyvos salygas ir turi biiti periodiSkai perzitrima. Dél
III klasés produkty, papildomai yra privalomas priedo II (4) sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.: 713023089/-1
Galioja nuo: 2013-06-25
Galioja iki: 2018-05-19
Data, 2013-06-25 /paraSas/

Hans-Heiner Junker

TUV SUD Product Service GmbH yra notifikuota jstaiga, kurios identifikavimo numeris yra 0123.

Puslapis 11§ 2



2013-06-25 Sertifikato Nr. G1 13 04 15692 037
Priedas

Medicinos produkty IIa klasé
Produktai/produkty grupés:

Sterilios kraujo perpylimo sistemos
Filtrai

Sterilios kraujo perpylimo priemonés
Silikoniniai kvépavimo vamzdeliai

Steritils skalpeliai ir jy admenys

Steriltis Redon buteliukal

Steriliis atsiurbimo vamzdeliai

Sterildis atsiurbimao rinkiniai

Sterilios Zaizdy drenavimo sistemos

Sterifiis arteriniai embolektominiai kateteriai
Sterilios chirurginés pirdtinés

Steriliis SvirkStai ir adatos
Drékintuvai
Respiracinés veido kaukés (dirbtinés nosys)

Steriliis kateteriai ir priedai
Steriliis wroakaro ir torakalinial kateteriai

Deguonies terapijos priedai

Kilpelés

Medicinos produkty 11b klasé
Produktai/produkty grupés:
Vienkartinial clektrochirurginiai piestukai

Vienkartinial neutralis eleltrodai

Balioniniai kateteriai
Defibriliacijos elektrodai

Medicinos produkty III klasé
Spinalinés adatos

Miunchenas, CRT2, 2013-06-25

Hans-Heiner Junker

Puslapis 2 i§ 2
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ZERTIFIKAT @ CERTIFICATE ¢

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 13 04 15692 038

Manufacturer: P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53
50996 K&in
GERMANY

Facility(ies): P J. Dahlhausen & Co. GmbH

Emil-Hoffmann-Str. 53, 50996 Kéin, GERMANY

Product Sterile medical disposables (class I) for
Category(ies); anaesthesia, surgery, intensive care and ward
equipment

for further details see attachment

Product Service

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.: 713023089/-2
Valid from: 2013-06-25
Valid until: 2018-05-19

#-&

Date, 2013-06-25
Hans-Heiner Junker

TUV SUD Product Service GmbH 1s Notified Body with identification no. 0123

Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle -

TUV |

ey e
583765

Ridlerstralie 65 - 80339 Miinchen -

KOPIJA TIKRA

Germany
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ZERTIFIKAT © CERTIFICATE & sT:EsE

Attachment to Certificate no G2S 13 04 15692 038

dated 2013-06-25

Product Service

Medical Devices Class |
Products / Product Groups:
Sterile Guedel airways

Sterile video camera drapes
Sterile examination gloves
Sterile catheter kits

Sterile suture removal kiis
Sterile urine drainage bags

Sterile infusion accessories

Umbilical cord clamp

Amendment related to project no. 71385833

Remover for skin stapler

Munich, CRT2, 2013-06-25

H-4

Hans-Heiner Junker

Page 2 of 2

TOV SUD Product Service GmbH

Zertifizierstelle

KOPIJA TIKRA
2018 -01- 15

. Adm:’nr‘srratoré
e £\
-intaré Sarppy feng

- RidlerstralRe 65 - 80339 Miinchen - Germany



CE-SERTIFIKATAS

Visiskos kokybés uztikrinimo sistema
Medicinos prietaisy direktyvos 93/42/EEB priedas V

(I klasés priemonés steriliomis salygomis, sterilios sistemos arba procediirinés pakuotés)

Nr. G2S 13 04 15692 038

Gamintojas: P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53
50996 Kiolnas
VOKIETIJA

Gamykla: P. J. Dahlhausen & Co. GmbH

Emil-Hoffmann-Str. 53, 50996 Kiolnas, VOKIETIJA

Produkto kategorija (-0os)  Sterilios vienkartinés medicinos priemonés anestezei,
chirurgijai, intensyviai prieziirai ir palatos jrangai

detalesné informacija Zr. priede

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad minétasis gamintojas jdiege
kokybés uztikrinimo sistemg: kurimui, gamybai ir galutiniam patikrinimui atitinkamiems
produktams/produkty kategorijoms pagal medicinos prietaisy direktyvos 93/42/EEB V priedg. Si
kokybes uztikrinimo sistema atitinka $ios direktyvos salygas ir turi biiti periodikai perzitrima. Taip

pat Zr. kitame lape.

Protokolo Nr.: 713023089/-2
Galioja nuo: 2013-06-25
Galioja iki: 2018-05-19
Data, 2013-06-25 /paraSas/

Hans-Heiner Junker

Puslapis 1 i8 2
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2013-06-25 Sertifikato Nr. G1 13 04 15692 038
Priedas

Medicinos produkty I klasé

Steriliis Guedel kvépavimo taky linija
Sterilis video kameros apklotai
Sterilios pirstinés medicininei patikrai
Steriliis kateteriy rinkiniai

Sterilfis sitiliy i$émimo rinkiniai
Sterilis Slapimo drenavimo maisai
Steriltis kraujo perpilimo priedai
Bambagyslés spaustukai

Priedas susij¢s su projektu Nr. 71385833

Odos vielasiiilés i§¢émimo prietaisas

Miunchenas, CRT2, 2013-06-25

Hans-Heiner Junker

KOPIA TIKRA
2018 -0t~ 1 5
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“intarg Sarotkiena
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599 DAHLHAUSEN"®

P |. Dahlhausen & Co. GmbH
Alles Gute firs Krankenhaus

Emii-Hoftmann-Strale 53
50996 Koln - Germany

Tel.. +49(0) 2236 3913-0
Fax: +49 (0) 2236 3913- 109
info@dahlhausen.de

www dahlhausen.de

Declaration of Conformity

in accordance with annex VIl of Council Directive 93/42/EEC conoammg med!eal davicee

We, P.J. Dahlhausen & Co. GmbH, Emil-Hoffmann-Str. 53,50996 Kéin, declare that our medical
devices specified below meet the provisions of the Council Directive 93/42/EEC concerning
medical devices which apply to them:

REF

Description

93.000.00.039

cold/hot pack standard, blue, 8x13 cm

1 pcs per unit

93.000.00.040

cold/hot pack mini, blue, 11x14 cm

2 pcs per unit

93.000.00.041

cold/hot pack universal, blug, 11x28 cm

2 pcs per unit

93.000.00.042

cold/hot pack therapie, blue, 16x26 cm

1 pcs per unit

93.000.00.044

cold/hot pack spezial Il, blue, 30x40 cm

1 pcs per unit

93.000.00.045

cold/hot pack collar/small, blue, 7,5x35 cm

1 pcs per unit

93.000.00.046

cold/hot pack collar/large, blue, 7,5x52 cm

1 pcs per unit

93.000.00.048

instant quick and cold pack, tpye Il, 15x21 cm

1 pcs per unit

Medical device class: |

Applied standards: all harmonised standards

Our quality system is based on the requirement of the EN ISO 13485 and is approved by the
TUV Sid Product Service GmbH.

This declaration is valid until May 19, 2018.

Cologne, 25 May 2013

Gommerzbank AG Deutsche Bank AG Sparkasse KolnBonn

Korto: (980 890 500 wente: 160019600 Konta: 52 202959

BL72: 37080040 BALZ 370 70060 BLZ: 37050198

IBAN: DE33 3708 0040 0980 BY05 00 IBAN. DEQ7 37070060 01600156 00 IRAN: DEG4 3705013810052 2
BIC: DRESDEFF370 BIC: DEUTDEDK DiC: COLSDE3A

™y

L_:C‘)‘-?‘.k“L “

—

Petra Hardt
Manager Regulatory Affairs
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Atitikties deklaracija
pagal Tarybos Direktyva 93/42/EEB dél medicinos prietaisy VII Prieda

Mes, P.J. Dahlhausen &Co. GmbH, Emil-Hoffmann-Str. 53, 50996 Kelnas, patvirtiname, kad
musy Zemiau iSvardyti medicinos produktai atitinka jiems taikomus Tarybos Direktyvos
93/42/EEB dél medicinos prietaisys reikalavimus:

REF. NR. APIBUDINIMAS

93.000.00.039 | Saltas/karstas kompresas, standartinis, mélynas 8x13 cm 1 vnt. pakuotéje
93.000.00.040 | Saltas/karstas kompresas, mini, mélynas 11x14 cm 2 vnt. pakuotéje
93.000.00.041 | Saltas/karitas kompresas, universalus, mélynas 11x28 cm 2 vnt. pakuotéje
93.000.00.042 | Saltas/karstas kompresas, ,,therapie®, mélynas 16x26 cm 1 vant. pakuotéje
93.000.00.044 | Saltas/karstas kompresas, »spezial II“, mélynas 30x40 cm 1 vat. pakuotéje

93.000.00.045 | Saltas/karstas kompresas, apykaklei/mazas, mélynas 8x13 cm | 1 vnt. pakuotéje

93.000.00.046 | Saltas/karstas kompresas, apykaklei/didelis, mélynas 8x13 cm | 1 vnt. pakuotéje

93.000.00.048 | Greitai paruoSiamas Saltas kompresas, II tipo, 15x21 cm 1 vnt. pakuotéje

Medicinos prietaisy klasé: I
Taikomi standartai: visi vieningi standartai

Misy kokybés sistema yra paremta EN ISO 13485 reikalavimais ir patvirtinta TUV SUD Product
Service GmbH.

Si deklaracija galioja iki 2018 m. geguzeés 19d.

Kelnas, 2013 m. geguzés 25 d.
Petra Hardt
Kontrolés skyriaus direktorius

KOPiya TIRA
2018 -p3- 30
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Translation from the Lithuanian language

/Logo: Ecolabel/

EU ECOLABEL CERTIFICATE

ENVYIRONMENTAL PROTECTION AGENCY
AWARDED THE EU ECOLABEL

TO PUBLIC LIMITED LIABILITY COMPANY GRIGEO GRIGISKES,
VILNIAUS G. 10, GRIGISKES, LT-27101,
VILNIUS CITY MUNICIPALITY, LITHUANIA

Company number 110012450
FOR FINE PAPER

The list of fine paper products to which the EU Ecolabel is awarded, including
specifications, is provided in Annex 2 to Standard Agreement No 4F12-79 on the Terms
and Conditions of the Use of the EU Ecolabel of 3 August 2012 and Additional Protocol No
4F12-134 of 28 December 2012, Additional Protocol No 34TP-2014-1 of 7 January 2014,
Additional Protocol No 34TP-2014-2 of 6 February 2014, Additional Protocol No 34TP-
2014-3 of 25 February 2014, Additional Protocol No 32TP-2015-03 of 20 March 2015 and
Additional Protocol No 32TP-2015-11 of 10 July 2015.

Registration No LT/04/001
Registration date: 3 August 2012
Registration valid until: 9 July 2013.
Extensions of the registration validity:
Until 30 June 2015;

Until 31 December 2018.

Products marked with the EU Ecolabel may be sold until 30 June 2019.

o Admr'njsrratoré
rintgarg Sarofkiepes

Director [Sienaturel Robertas Marteckas
Title LS (signature)

/Round seal: Environmental Protection Agency:

Logo- European Commission
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This is to certify that the foregoing text represents the true and right iransiation into the English language of o ?‘
document drawn up in the Lithuanian language. /
Marek Klimasevski /
A AT s /
Date: 20 January 2016 Vit ;
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APLINKOS APSAUGOS AGENTURA
SUTEIKE EUROPOS SAJUNGOS EKOLOGIN] ZENKLA

AKCINEI BENDROVEI ,GRIGEO GRIGISKES*, VILNIAUS G. 10, GRIGISKES, LT-27101,
VILNIAUS MIESTO SAVIVALDYBE, LIETUVA

Imonés kodas 110012450
PLONAJAM POPIERIUI

Plonojo popieriaus produkty, kuriems suteiktas Europos Sgjungos ekologinis Yenklas, sgradas su
specifikacijomis pateikiamas 2012-08-03 standartinés Europos Sgjungos ekologinio %enklo
naudojimo sglygy sutarties Nr. 4F12-79 kartu su 2012 m. gruodZio 28 d. papildemu protokolu Nr.
4F12-134, 2014 m. sausio 7 d. papildomu protokolu Nr. 34 TP-2014-1, 2014 m. vasario 6 d.
papildomu protokelu Nr. 34TP-2014-2, 2014 m vasario, 25 d. papildomu protokolu Nr. 34TP-2014-
3, 2015 m. kovoe 20 d. papildomu protifkolu Nr. 32TP5‘2015-03 ir 2015 m. liepos 10 d. papildomu
protokolu Nr. 32TP-2015-11 2 priede.

Registracijos Nr. LT/04/001
Registracijos data: 2012 m. rugpjicio 3 d.

Registracija galioja: iki 2013 m. liepos 9 d, |
Registracijos galiojfimo pratesimai: KOPIJA ?EKRA
- - ;

ki 2015 m. birZelio 30 d. 2019 -07- 26
iki 2018 m. gruodZio 31 d. Abmings®tors
Produktus pazymetus ES ekologiniu Zenklu galima parduoti iki 2019 m. birZelio 30 d. Gintaré Sarogkjene

Direktorius
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ZERTIFIKAT « CERTIFICATE & =7:I

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 02 86533 003

Manufacturer: Jinhua Jingdi Medical Supplies Co., Itd
Building 2, Ditian Function
Xiaoshun Town, Jindong Zone
321000 Jinhua City, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  Euro Scene Business Solutions GmbH

Annastr. 9 B

64347 Griesheim

GERMANY
Product Wound Plaster,
Category(ies): Gauze Pad/ Gauze Roll

Wound Dressing

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.

R rt No.: SH1675503 e
eport No KOPIJA TH{RA
M _n4
Valid from: 2016-09-05 g 009
Valid until: 2019-03-02 Mntaram e
Date, 2016-09-05 %
Stefan PreiR
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 TOV
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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 02 86533 003

Facility(ies): Jinhua Jingdi Medical Supplies Co., itd
Building 2, Ditian Function, Xiaoshun Town,
Jindong Zone, 321000 Jinhua City, Zhejiang,
PEOPLE’'S REPUBLIC OF CHINA

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrale 65 - 80339 Miinchen - Germany o oV



CE SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos priemoniy direktyva 93/42/EEB (MDD), Priedas V
(I Klasés sterilios priemonés, sterilizavimo sistemos ar pakavimo procediiros)

Nr. G2S 16 02 86533 003

Gamintojas: Jinhua Jingdi Medical Supplies Co., 1td
Building 2, Ditian Function
Xiaoshun miestas, Jindong Zona
321000 Jinhua m, Zhejiang
KINIJOS LIAUDIES RESPUBLIKA

EB atstovas Euro Scene Business Solutions GmbH
Annastr. 9 B
64347 Griesheim
VOKIETIJA

Produkto kategorija(os): Zaiqu pleistrai,
Marliniai tvarsé¢iai/marlé ritinéliuose/rulonuose
Zaizdy tvarsdiai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
jdiegé kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEB V Prieda. | 8ig kokybés uZtikrinimo
sistemg jeina atitinkamo gaminio/gaminiy kategorijy sterilumo sglygy uZtikrinimo ir palaikymo
aspektai; sistema atitinka direktyvos nuostastas. Reguliariai atliekami perZiiiros auditai. Taip pat Zr.
pastabas kitoje puséje.

Protokolo Nr. SH1675503
Galioja nuo: 2016-09-05
Galioja iki: 2019-03-02
Data, 2016-09-05 /para8as/
Stefan Preiss KOPIJA TIitRA

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 01232117 -0+09

Puslapis 115 2




CE SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos priemoniy direktyva 93/42/EEB (MDD), Priedas V
(I klasés sterilios priemoneés, sterilizavimo sistemos ar pakavimo procediiros)

Nr. G2S 16 02 86533 003

Gamykla: Jinhua Jingdi Medical Supplies Co., ltd
Building 2, Ditian Function, Xiaoshun miestas,
Jindong Zona, 321000 Jinhua m, Zhejiang
KINIJOS LIAUDIES RESPUBLIKA

KOPLIA T1; (RA

790140

LUy ‘J:}':« 09

Puslapis 2 i§ 2




Declaration of conformity n°

Revision n®
Technical file #

DC225
01
CES2005008

Legal Manufacturer

EC Representative

| Product

Classification

' GMDN Codes

European Union Regulations:

Medline Industrie

Medline Place - Mundelein
Illinois 60060,4486 - USA

Medline International France SAS

5 rue Charles Lindbergh
44110 Chéateaubriant - France

Oral Care

I NS

Declaration of Conformity for Medline US products

45172 Oral care kit, single-use, 31817 Toothbrush, manual, 16619 Swab, cral care.

i European Representative

| We herewith declare under our sole responsibility that the above-mentioned products meet the provisions of the following EU
Council Directive(s) as transposed into national laws.

General applicable directives:

| Annex 93/42/EEC

! Notified Body

Certificate n°
First Issued (Place/Date)

| Applicable standards

Medical Devices Directive: Council Directive 93/42/EEC of 14 June, 1993 (MDD 93/42/EEC)

as amended

VII
N/A

N/A
N/A

See Technical File

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

Authorised Signatory:

Kenneth Smith

44110 Chateaubriant - France

International Quality Operations Manager R

~ 1LO9INT T

Place

Duration of archiving: End of life and support period _
See intranet or the server for latest released version. For internal use only, This document contains confidential, proprietary informatien of Medline
Int. or one of its subsidiaries. It may not be copied or reproduced without prior written permission from Medline Int.

o\eS|zewa

KOPIja 102t

(‘.Adminfstramré
rinfarg SamEk:'ené

Effective date: 18 Dec 13 Page 1/1

Revision n° 00

FINT.490



FINT.491

NEOL INE List of Medline US finished products for declaration of conformity Revisio H n*00
Effective date:05 Mar 18
Oral Care heaeR
DoC nr: DC225 Rev: 01
Product number Description GMDN Code | Class PPE
Class

MDS096000EU H Oral Care Kit, Extended Care - Contains 20 Treated DenTips 45172 I
(Individually Wrapped), 2 oz. Bioténe mouthwash, 1 Oz. Medicine
‘ Cup, .5 Oz. Oralbalance Mouth Moisturizer, packaged in Resealable
|| Bag

MDS096013EU || Oral Care Kit, Standard - 2 treated DenTips swabs, 1 Bioténe 45172 I
| mouthwash (.33 oz.), 1 Biotene Oralbalance moisturizer (3 gram)

MDS096082EU } | Super soft toothbrush, individually wrapped 31817 I \
MDS096202EU |‘ DenTips, Untreated, Individually Wrapped . 16619 T |
MDS096206EU " DenTips, Untreated, 20ea/pack, 50pk/case 16619 E
MDS096208EU “ DenTips, Untreated, Bulk B 16619 I
MDS096502EU |‘ DenTips, Treated with Dentifrice, Individually wrapped 16619 1

, |
MDS096504EU | DenTips, Treated with Dentifrice, 10ea/pack, 100pk/cs 16619 I |

* GMDN code with description

P R |

16619 Swab, oral care
i31817 Toothbrush, manual

145172 Oral care kit, single-use

Ko i
"JPUA Ti; {RA

204

LL:IE *ﬁ-"* 05

a Admfnisl‘mtore
*infgrg Samékfmi

L B
| 11.09.INT [ Duration of archiving : End of life and support period ~se— = |

See intranet or the server for latest released version. For internal use enly. This document contains confidential, proprietary information of M edline Int. er one of its
subsidiaries. It may not be copied or reproduced without prior written permission fram Medline Int.




Medline US produkty atitikties deklaracija

Atitikties deklaracijos Nr. DC225
Pataisa Nr. 01
Techniné dokumentacija Nr. CES2005008

Registruotas gamintojas Medline Industries, Inc.
Medline Place — Mundelein
Ilinojus 60060, 4486 — JAV

EB atstovas Medline International France SAS
Charles Lindbergh 5 gatvé
44110 Chateaubriant — Prancizija

Produktas Burnos priezitira
Klasifikacija I NS
GMDN kodai 54172 Burnos priezuros rinkiniai, vienkartinio naudojimo, 31817

danty Sepetélis rankinis, 16619 swerveteles, burnos priezitra.

Europos Sajungos nuostatai:

Europos atstovas
Prisiimdami atsakomybe mes patvirtiname, kad minéti produktai atitinka Siuos Europos Sgjungos

Tarybos direktyvos reikalavimus, perkeltus j valstybinius jstatymus.

Bendrosios taikomos direktyvos: Medicininiy prietaisy direktyva: 1993 m. birzelio 14
d. Tarybos direktyva 93/42/EEC ir jos pataisos (MDD

93/42/EEC)
Priedas 93/42/EEC VII
Notifikuota jstaiga netaikoma
Sertifikato nr. netaikoma
ISleista (Vieta/Data) netaikoma
Taikomi standartai 7r. technine dokumentacija
F JPI’! Tf \R.q
40
Visi patvirtinantys dokumentai yra latkomi gamintojo teritorijoje. -7 9
A“’-'T".“ s
Igaliotas pasiraSyti: fn{éré Sarofige,
“/t - o N\
Kenneth Smith 44110 Chateaubriant — Prancizija 2014/p9/01
Tarptautiniy kokybés procediry vadovas — Vieta | INKGESAPagl




Atitikties deklaracijos Medline US pagaminty produkty sarasas
Burnos prieziiira

Atitikties deklaracijos Nr. DC224 Perziara: 01

" Predukes nr: Prvadinimes GMDN | Klase | PPE
B kodas klase
MDS096000EU |Oral CARe Kit, Extended Care- Contains 20 Treated | 45172 I

Dentips ( Individually Wrapped), 2 oz. Biotene
mouthwash, 1 oz. Medicine Cup, 5 OZ. Oralbalance
Mounth Moisturizer, pachages in Resealable Bag

[MDS096013EU |Oral Care Kit, Standart — 2 treated Dentips Swabs, 1 | 45172 | 1
Biotene Mounthwash (.33 oz.) , 1 Biotene
Oralbalance moisturizer (3 gram)

MDS096082EU | Super soft toothbrush, individually wrapped 31817 |
MDS096202EU | DenTips, neimpregnuoti, individualiai supakuoti | 16619 i
MDS096206EU | DenTips, neimpregnuoti, 20 vnt/pak, 50 pak/déz. 16619 I
MDS096208EU | DenTips, neimpregnuoti, didmeninéje pakuotéje 16619 | 1
MDS096502EU DeﬁTips, suvilgyti danty pasta, individualioje | 16619 I 7 _
pakuoteje
MDS096504EU DenT ips, suvilgyti su daniq pasta, 10 ;fnt/pak, | 16619 __i
100pak/dez

* GMDN kodas su apraSymu
16619 Servetéle, burnos prieziurai
31817 Rankinis danty Sepetélis KOPLIA 502
45172 Burnos priezitiros rinkiniai, vienakrtinio naudojimo TR
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AECEIE Declaration of Conformity for Medline US products

Declaration of conformity n° DC224

Revision n°
Technical file #

02
CES2007004

Legal Manufacturer

EC Representative

Medline Industries, Inc
Medline Place - Mundelein
Illinois 60060,4486 - USA

Medline International France SAS

5 rue Charles Lindbergh
44110 Chéateaubriant - France

Product Surgical Clipper and Accessories

Classification I NS

GMDN Codes 35097 Clipper, hair, electrically-powered
r n 1 ns:

European Representative

We herewith declare under our sole responsibility that the above-mentioned products meet the provisions of the following EU
Council Directive(s) as transposed into national laws.

General applicable directives:

Annex 93/42/EEC
Notified Body

Certificate n®
Issued (Place/Date)

Applicable standards

Medical Devices Directive: Council Directive 93/42/EEC of 14 June, 1993 (MDD 93/42/EEC)
as amended.

VII
N/A

N/A
N/A

See Technical File

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

Authorised Signatory:

Kenneth Smith \ED ?2.’{;\%:5

International Quality Operations Manager Place

44110 Chateaubriant - France VRGOV S

11.09.INT i

Duration of archiving: End of life and support period

il

See intranet or the server for latest released version. For internal use anly. This document contains confidential, proprietary information of Medline

Int. or one of its subsidiaries. It may not be copied or reproduced without prior written permission from Medline Int.

Page 1/1

Revision n® 00  Effective date:

FINT.490



. FINT.491

MED INE List of Medline US finished products for declaration of conformity Watsismnto
' Effective date: 05 M ar 13
Surgical Clipper and Accessories Page 1/ 2
DoC nr: DC224 Rev: 02
Product number Description GMDN Code | Class ‘I:’IPE
ass
DYND70800AU H Electric surgical clipper and base . . 35097 ! I [l ]
'DYND70800EU ‘I Electric surgical clipper and base T 7‘ \:i
‘ .
[DYND70800UK — || Blecic surgical dipper and bese - 35097 | 1 lﬁ 7‘
DYND70801EU ?’mcal Clipper Handle - 35097 | 1 | ‘
Dﬁ\lD?OBOZAU | Electric Surgical Clipper Charging EBase | 35097 | I i | |
DYND70802EU _'| Electric Surgical (_:Ii_;;;)e_er Charging Base ] ‘LW I |7T
DYND70802UK H Electric Surgical Clipper Charging Base o T W? I |‘— |
DYND70840UK |‘ MediClip® Surgical Clipper with Charging Base | 35097 1 " ]
| |
DYND70841 \ MediClip® Surgical Clipper T A | J
DYND70845 il MediClip® Disposable Blades, For Coarse Hair / Newro || 35007 | 1 = 7—‘
1
DYND70850 || MediClip® Disposable Blades, Everyday Use 3097 1 |
DYND70851 —|‘ MediClip® Disposable Blades, Close Shave — | 35007 | I 'i j
DYND70860 I[ MediClip® Disposable Blades, Narrow Attachment T o307 1 | ]
DYND70880E ‘ ~ Universal clipper attachment blade - 35097 1| n \
DYND70885E H Coarse hair clipper attachment blade = 35097 | BN | ‘
DYND70890E 1™ Narrow ciipper attachment blade - | 3s07 |1 =
DYNDE70840 | \ MediClip® Surgical Clipper with Charging Base ) : 35097

* GMDN code with description

oy Nty T ya)

N e TN
=W RKCivg S
‘?U‘\' e A

Clipper, hair, electrically-powered

[ 11.09.INT | Duration of archiving : End of life and support period |

Seeintranet or the server for latest released version. For internal use only. This document contains confidential, proprietary information of M edline Int. or one of its
subsidiaries. It may not be copied or reproduced without prior written permission from M edline Int.
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z . ayge 2 4 FINT.491
NEIDL INE List of Medline US finished products for declaration of conformity Revisionn?oo
Effective date:05 Mar B
. . ” Page 2 / 2
Surgical Clipper and Accessories s
DoC nr: DC224 Rev: 02
Product number Description GMDN Code | Class PPE
Class
[ 11.09.INT | Duration of archiving : End of life and support period |

See intranet or the server far latest released version. For internal use only. This document cantains canfidential, proprietary information of M edline Int. arone of its
subsidiaries. It may not be copied or reproduced witho ut prior written permission from M edline Int.



Medline US produkty atitikties deklaracija

Atitikties deklaracijos Nr. DC224
Pataisa Nr. 02
Techniné dokumentacija Nr. CE2007004

Registruotas gamintojas Medline Industries, Inc.
Medline Place — Mundelein
Ilinojus 60060, 4486 — JAV

EB atstovas Medline International France SAS
Charles Lindbergh 5 gatve
44110 Chateaubriant — Pranciizija

Produktas Chirurginé skutimo maginélé ir priedai
Klasifikacija INS
GMDN kodai 35097 elektriné skutimo maginéle

Europos Sajungos nuostatai:

Europos atstovas
Prisiimdami atsakomybe mes patvirtiname, kad minéti produktai atitinka Siuos Europos Sajungos
Tarybos direktyvos reikalavimus, perkeltus j valstybinius istatymus.

Bendrosios taikomos direktyvos: Medicininiy prietaisy direktyva: 1993 m. birzelio 14
d. Tarybos direktyva 93/42/EEB ir jos pataisos

Priedas 93/42/EEB VII

Notifikuota jstaiga netaikoma

Sertifikato nr. netaikoma

ISleista (Vieta/Data) netaikoma

Taikomi standartai Zr. techning dokumentacija

Igaliotas pasirasyti:

BANE

N '. 3
o~

Kenneth Smith 44110 Chateaubriant —.Pranciiuﬂr /. "2013/06/1 7
Tarptautiniy kokybés procediiry vadovas — Vieta HUNAS 2 Data




Atitikties deklaracijos Medline US pagaminty produkty sarasas
Chirurginé skutimo maginélé ir priedai

Atitikties deklaracijos Nr. DC224 Perziiira: 02

Produkto nr. Pavadinimas GMDN Klasé PPE
kodas klasé

DYND70800AU | Elektriné chirurginé skutimo masinéle su 35097 I
krovikliu

DYND70800EU | Elektriné chirurginé skutimo maginélé su 35097 I
krovikliu

DYND70800UK | Elektriné chirurginé skutimo masinélé su 35097 I
krovikliu

DYND70801EU | Elektrinés chirurginés skutimo masinélés 35097 I
rankena

DYND70802AU | Elektrinés chirurginés skutimo maginélés 35097 |
kroviklis

DYND70802EU | Elektrinés chirurginés skutimo maginélés 35097 [
kroviklis

DYND70802UK | Elektrinés chirurginés skutimo maginélés 35097 I
kroviklis

DYND70840UK | MediClip® Elektriné chirurginé skutimo 35097 I
masinélé su krovikliu

DYND70841 MediClip® Elektriné skutimo maginélé 35097 I

DYND70845 MediClip® Vienkartiniai grubaus kirpimo 35097 I
peiliukai / Neuro

DYND70850 MediClip® Vienkartiniai chirurginés 35097 I
masinélés peiliukai kasdieniam naudojimui

DYND70851 MediClip® Vienkartiniai chirurginés 35097 I
maSinélés peiliukai glotniam skutimui

DYND70860 MediClip® Vienkartiniai skutimo peiliukai 35097 I
sunkiai prieinamoms vietoms

DYND70880E Universalus skutimo masinélés peiliukas 35097 I

DYND70885E Grubaus kirpimo skutimo masinélés peiliukas | 35097 I

DYND70890E Skutimo peiliukas sunkiai prieinamoms 35097 I
vietoms

DYNDE70840 MediClip® chirurginé skutimo masinélé su 35097 I
krovikliu 2

* GMDN kodas su apradymu 04~ 7 ¢

GMDN kodas

35097 elektriné skutimo masinele




Atitikties deklaracijos Medline US pagaminty produkty sarasas

Chirurginé skutimo maginélé ir priedai

Atitikties deklaracijos Nr. DC224

Pavadinimas

GMDN

Perzitra: 02

Klase PPE
klase

Produkto nr.

kodas
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Revision Number:00
Revision Date:-
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www.medoffice.com.tr

MATERIAL SAFETY DATA SHEET

L. PRODUCT & CONP
: MED-COVER WASH CAP
MC0020
: Personal Care Product
- Medoffice Tibbi Malzeme Tekstil Kimya ithalat ihracat Sanayi ve Ticaret
5747/10 Sokak No:22 MTK Sitesi Bornova / IZMIR / TURKEY
77:0090 2324313112
e v: 0090 2324313112
sency Phone Number: 0090 539 500 1400 (Medical Emergency)

0090 5395001 400 (24 hrs. Transportatmn information or Spills)
0090 539 500 1 400 (International Transportation Information or Spills)

. HAZARDS |DENTIFICAT
Hazy, colorless Physical State  Liquid (solution) Ciilor  Characteristic
Emergency Overview
May cause eye irritation

tijects: None
f Exposure: Skin contact.

May cause irritation.
. Does not pose a potential of skin irritation and sensitization.

* No known effect.
No known effect. Ingestion may cause irritation to mucous membranes.

No known effect.

ditions  None known.
See Section 12 for additional Ecological Informati%m A TICRA
L P oS N FAV AT,

2018 -04-

Administratore
Cintard Sarcorys
rlntare Sarolk’ens




Medoffice Tibbi Malzeme Tekstil
Kimya ithalat Thracat Sanayi ve Ticaret

www.medoffice.com.tr

Page2/5

Revision Number:00

Revision Date:-

Date:20.05.2014

Ingredients

Aqua
EDTA

Esans

Polysorbate 20

Panthenol

Glycerm

Allantom

Tocopheryl Acetate

Aloe Barbeden51s Extract

Chamomllla Recutita Extract
Phosphollpld

Chlorhexidine Digluconat

Citric Acid

Dimethicon copolyol

Lauryl Glucoside

Nipaguard

ECNo

231-791-2
200-449-4
500-018-3
201-327-3
200-289-5
202-592-8
231-710-0
287-390-8
282-006-5
280-518-3
242-354-0
201-069-1
600-975-8
204-589-7

CAS No.
7732-18-5
60-00-4
9005-64-5
81-13-0
56-81-5
97-59-6
7695-91-2
85507-69-3
84082-60-0
83682-78-4
18472-51-0
77-92-9
64365-23-7
110615-47-9
122-99-6

%*
94,55
0,1
0,08
0,2
0,7
0,1
0,06
0,06
0,05
0,05
0,05
0,05
Y.M.
3
0,75
0,2

oot Rinse thoroughly with plenty of water, also under the eyelids. If irritation persists, call a

physician.

- None under normal use
- None under normal use
Rinse mouth with water and afterwards drink plenty of water or milk

Not Applicable

Treat symptomatically.

circumstances and the surrounding environment.

UM og 8

('
Use extinguishing measures that are appropriate to lo a *

A
)
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Not sensitive to static discharge.

\ tions for Fireficnioo Asin any fire, wear self-contained breathing apparatus pressure-
demand, MSHA/NIOSH
(approved or equivalent) and full protective gear.

. Health Hazard 0 Flammability 0 Stability 0 Physical and Chemical Hazards —

INENT L

Persanal Precoutions: Avoid contact with eyes.
F ‘Prevent entry into waterways, sewers basements, or confined areas. Do
not flush into surface water or sanitary system.

Methods far Containm: Prevent further leakage or spillage if safe to do so.

Wiethods for Cleaning 1/ Keep in suitable and closed containers for disposal

hmental Frecautiol

11._"_'\ "‘—;'

- Handle in accordance with good |ndu5tr|a| hyglene énd safety practice. Avoid contact with

eyes.
. Keep containers tightly.
Vil EXPOSURE CONTROLS &
cineering Measires: Showers, eyewash stations, and ventilation systems.
Ferso
» Protection: No special protective equipment required.
vond Body Protection. No special protective equipment required.
vory Profection No protective equipment is needed under normal use conditions
Vicosures: Handle in accordance with good industrial hygiene and safety practice.
PROPERTIES
o/ Stater Liguid (solution)
Hazy, colorless Characteristic KOPlA TIKRA
.55 ‘o Locltioent n-octanol/water No da‘q 1 e
available 5
None j - No data available - iniann ..
No data available No data available
No data available Not applicable

WE ol o
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> Stable
atibie Pre None known.
iitions to Avele Heat, flames and sparks.
D None known
s Polymie Hazardous polymerization does not occur.
Xl TOXICOLOGICAL INFORMATION
Acut
reduct Iinformation: Product is safe for its intended use based on the formulation, testing results,
and the long hlstory of safe consumer use.
Chronic Toxi
hrenic Toxicity: No known effect.
a ffecis None known.
Xil. ECOLOGICAL INFORMATION
v: The environmental lmpact of this product has not been fully investigated.
X1t DISPOSAL CONSIDERATIONS
aste Disposai Methiod <. Discard the wipe mmednately after use as a medical waste procedure.
aminated Paci : Dispose of in accordance with local regulations.
\TION INFORMATION
Not Regulated
Not Regulated
Not Regulated
Not Regulated .
P\'J;J.-'Jd ™ir
Not Regulated WEKRA
‘ Not Regulated 2018 <py._ -
Not Regulated "f 25
Not Regulated g 200
Not Regulated
MED-COVER
X
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No
No

No
No

lcxico - Grode Serious risk, Grade O

Not regulated under CEPA

International {
04 Exempt

251 Complies

T5CA - United States Toxic Substances Control Act Section 8(b) Inventory
L5L/NDSE - Canadian Domestic Substances List/Non-Domestic Substances List

OTHER INFORMATION

g Dote 11-May-12
“ N/A

1 Note NJA
Disclaimer
The information provided on this MSDS is correct to the best of our knowledge, information and
belief at the date of its publication. The Information given is designed only as a guide for safe
handling, use, processing, storage, transportation, disposal and release and is not to be considered as
a warranty or quality specification. The information relates only to the specific material designated
and may not be valid for such material used in combination with any other material or in any

process, unless specified in the text.

ion Do




Producl 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 14 11 90237 002

Manufacturer: NOBA Verbandmittel Danz
GmbH & Co. KG

Hdoltkenstr 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBA Verbandmittel Danz GmbH & Co. KG
Holtkenstr 1-5. 58300 Wetter (Ruhr), GERMANY

Product Swabs, Balls, Wound Dressings, Padding Dressings
Category(ies): and Bandages, Gloves, OR-Clothes, Drapes,
Bandages, Plasters, Umbilical Cord Clamp,
Tongue Depressors, Customized Procedure Trays
{s. Attachment)

The Certification Bedy 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 aspeclts 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
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Report No.: 713051984 TF/_EXT
Valid from: 2015-06-11
Valid until: 2020-06-10

#-&

Date, 2015-06-10
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification na. 0123

Page 1 of 3
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TUY SUD Product Service GmbH - Zertiizierstelle - Ridlerstrafie 6b - 80339 Minchen - Germany

ZERTIFIKAT @ CERTIFICATE o




Attachment for Certificate No. G2S 14 11 90237 002

valid from 2015-06-11 :
roduct Service

Productgroup/Productname Classification Rule

Swabs:

Gauze swabs I's 4

Absorbant swabs I's 4

Slit swabs ls 4

Eye pads Is 4

Noba swabs I's 4

Gauze dressing Is 1

Nobatamp l's 4

Balls:

Gauze balls s 4

Noba Cellulose Swabs ls 4

Nobamed Is 4

Cotton applicator I's 4

Wound Dressings:

—
T
(45
(V.
.
==
[F9]
(]
*
o
Qo
<
(]
-
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[+ =
[
(&)
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<
=
=
o
=
—_
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(Ve
(&
*

First aid dressing I's 4
Raid use dressing l's 4
Wound sheet l's 4
Ruda dressings ls 4
Rudawatch dressing I's 4
Noba dressings I's 4
Nobafilm |s 4
Nobaderm s gl
i
Padding bandages and dressings:
Nobapad ls 1
Cotton wool s 1
Nobatricot I's 1
Gloves:
¢ Nobafol s 5
L Nobaglove I's 5
g Washing glove I's 1
< Cotton glove I's 1 KOPUA TERA
o
. 201 -n1-
- OR Clothes: il -0- 09
= Nobadress I's i _ Admin :
e 13y
uJ
o Bandages:
Stockinette bandage I's ; 58
* Nobafix I's 40
R Nobacrepp s “1
<T Nobalan I's ‘ 1
= Nobalastik s 1t 1216,
-— Umbilical cord band s 5 1 .
(.
—
[ = o Page 2 of 3 —
e N - -. e e iy
~N 1OV SUD Product Service GmbH - Zerulizierstelle  Hidlerstralle 65 80339 Miinchen  Germany TV
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ZERTIFIKAT @ CERTIFICATE ¢

Attachment for Certificate No. G2S 14 11 90237 002

valid from 2015-06-11

ENT:
Tongue depressor

Adhesive Plaster:
Ruda Plaster
Umbilical cord clamp

Drapes:
Noba Drape

Customized set-systems
e g Set for dressing changes, Injection Set,

Drainage Set, Nobacath, Set for taking out of stitches,

PEG-Set with parts like swabs,
gloves, drapes, forceps

Munich, CRT2, 2015-06-10

Hans-Heiner Junker

Pace dof 1

TUV SUD Product Service GmbH - Zettifizerstelle - Ridlerstralle b5

ls
| s

BU33Y Munchen

Producl Service

o

i

Germany




EB SERTIFIKATAS

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

Nr. G2S 14 11 90237 002

Gamintojas:

Adresas:

Produkto kategorija(os):

NOBA Verbandmittel Danz
GmbH & Co. KG

Holtken g. 1-5

58300 Wetter (Ruhr)
VOKIETIJA

NOBA Verbandmittel Danz GmbH & Co. KG
Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Tamponai, kamuoliukai, Zaizdy tvarsciai, tvarstomoji medziaga
ir tvarsdiai, pirstinés, operacinés drabuziai, apklotai, bintai,
pleistrai, umbilikaliniai spaustukai, liezuvio prispaudéjai, pagal
uzsakymsg gaminami rinkiniai

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 V Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategoriju sterilumo savybiy
iSlaikymu ir atitinka Sios direktyvos sglygas. Kokybeés uZztikrinimo sistema turi bati periodiskai
perzitirima. Taip pat Zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2015-06-10

713051984 _TF/_EXT

2015-06-11
2020-06-10

KOPIA Ti1:rA
/para3as/ 201 g 09

Hans-Heiner Junker

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

Puslapis 1 1§ 3




Priedas prie sertifikato Nr. G2S 14 11 90237 002
galioja nuo 2015-06-11

Produkto grupé/produkto
pavadinimas

Tamponai:

Marliniai tamponai
Absorbuojantys tamponai
Tamponai su jpjova
Tamponai akims

Noba tamponai

Marliniai tvarsciai
Nobatamp

Kamuoliukai:

Marliniai kamuoliukai

Noba celiulioziniai tamponéliai
Nobamed

Pagaliukai su vata

Zaizdy tvarstiai:

Pirmos pagalbos tvars¢iai

Tvarséiai su rentgenokontrastiniu sitlu
Tvarstis Zaizdoms

Ruda tvarséiai

Rudawatch tvarsciai

Noba tvars¢iai

Nobafilm

Nobaderm

Tvarstomoji medziaga ir tvarsciai:
Nobapad

Vata

Nobatricot

Pirstinés:

Nobafol

Nobaglove

Piritinés plovimui
Medvilnines pirstine

Operacinés drabuziai:
Nobadress

Bintai:

TrikotaZinis bintas

Nobafix

Nobacrepp

Nobalan

Nobalistik

Bintas umbilikaliniams spaustujams

Puslapis 2 i§ 3

Klasifikacija

Is
Is

Is
Is
Is
Is

Is

Is
s
Is

Is
Is

Taisykleée
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Priedas prie sertifikato Nr. G2S 14 11 90237 002
galioja nuo 2015-06-11

LOR:

Liezuvio prispaudéjai

Pleistrai:

Ruda pleistrai

Pleistrai umblikikaliniams spaustukams

Apklotai:
Noba apklotai

Pagal uzsakyma gaminami rinkiniai:

Is

Is
Is

Is

Is

Pvz. rinkinys tvars¢iy pakeitimui, rinkinys injekcijoms,
drenazo rinkinys, Nobacath, rinkinys sitily iStraukimui,

PEG rinkinys su tamponéliais, pirstinés, apklotai,
chirurginés Znyples

Miunchenas, CRT2, 2015-06-10

/paraSas/

Hans-Heiner Junker

Puslapis 3 i8 3
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NOBA Verbandmittel

Danz GmbH u. Co KG

NOBAPROTECT®

Product Description and Purpose
NOBAPROTECT® is a latex-free FFP-
respirator mask, available with and without
vent. The mask protects the user against
solid and non-vaporizable liquid particles.
It reduces the chance for the user to get in
contact with microorganisms, blood and
body liquids contained in the air.
NOBAPROTECT® is available in two
protection levels: FFP2 with min. 94% of
aerosol retention, and FFP3 with min.
99%. The vent, available for FFP2 and
FFP3, facilitates the exhalation. At the
same time all masks protect the patient
against exhaled microorganisms of the
user in the sense of a surgical mask. Here
the filtration efficiency is more than 99%.
To select the adequate mask, please
respect the relevant current directives and
the state of the art. The product's shelf life
is limited to a period of 3 years, as the
filter efficiency is obtained by means of
electrostatically charged fibres whose
efficiency gradually decreases.

Composition )
Polypropylene, Terylene® (polyester
fibres), polyethylene, EVA-foam, rubber
(latex-free) and silicone rubber

(€ @ [

Date of information: June 10, 2014 [REV 5]

replaced: November 7, 2013

Normative and Legal

Requirements

NOBAPROTECT® is a medical product in
accordance with the MDD, class |, rule 1,
and complies with the requirements of the
directive 93/42/EEC and DIN EN 14683
"Surgical masks — Requirements and test
methods“ NOBA-PROTECT® meets the
demands of EN 149 “Respiratory
protective devices - Filtering half masks for
protection against particles -
Requirements, testing, marking" (PPE).
The product does not contain dangerous
toxic substances according to REACH. It
has CE marking and DIN EN ISO 15223-
1— labels on all its packaging.

Packaging

Primary packaging: foil packaging

Secondary packaging: folding box
made of
cellulose

carton mad€QRIA Tl RA
cellulose
201

Tertiary packaging:

-N1-
Storage ¥ 09
To be stored in a dry (less than (gﬂ@%
humidity) and dust-free environtiéme Samoy, ...,
temperature must not exceed 25°C.or fall ‘
below -20°C L * KER

o




NOBA Verbandmittel

Danz GmbH u. Co KG

NOBAPROTECT®

Produkto apibiidinimas ir paskirtis
NOBAPROTECT® yra FFP respiraciné kauke
be latekso su/be vozZtuvo. Kauké apsaugo nuo
kiety ir neiSgaruojanéiy skys¢iy daleliy.
Sumazina sglyCio galimybe su
mikroorganizmais, krauju ir kiino skys¢iais,
esanfiais ore. Yra trijy apsaugos lygiy
NOBAPROTECT® modeliy: FFP1 minimalus
80%, FFP2 - 94%, FFP3 - 99% aerozoliy
sulaikymas. Voztuvas, galimas FFP2 ir FFP3
modeliams, palengina iSkvépima. Visos kaukés
be voztuvo kaip chirurginés kaukés apsaugo
pacienta nuo iSkvepiamy mikroorganizmy.
Tokiu buidu filtracija yra vir§ 99%. Rinkdamiesi
tinkama kauke, atsizvelkite | galiojancias
direktyvas ir naujoves. Produkto galiojimo
laikas yra 3 metai, kadangi filtro efektyvumas
yra pasiekiamas elektrostatikai jkraunant
daleles, kurios laikui begant praranda S$ias
savybes.

Sudétis

Polipropilenas, Terilenas® (poliesterio
dalelés), polietilenas, EVA-puta, guma (be
latekso) ir silikoniné guma.

CE® (&

Informacijos data: 2014 06 10 [REV 5]
Pakeista: 2013 11 07

Normatyvai ir teisiniai reikalavimai
NOBAPROTECT® yra medicinos produktas pagal
MDD, 1 klasés, 1 taisykle ir atitinka direktyvos
93/42/EEC ir DIN EN 14683 ,, Chirurginés kaukés
— Reikalavimai ir testavimo biidai“ reikalavimus.
NOBA-PROTECT® atitinka EN 149 ,, Respiracinés
apsaugos  priemonés —  filtravimo  kaukés,
nedengiancios akiy, apsaugai nuo daleliy -
Reikalavimai, testavimas, Zyméjimas*“ reikalavimus
(PPE).

Remiantis REACH produktas neturi pavojingy
toksiniy medziagy. Ant visy pakuociy yra CE
Zymeéjimas ir DIN EN ISO 15223-1 — etiketes ant
visy pakuoéiy.

Pakuoté
Pradiné pakuote: aliuminio pakuoté
Antriné pakuoté: sulankstoma dézé i§

celiuliozés

Tretiné pakuote: kartono défz_@;tf‘;gelii‘ulj,%zés
Vil

Laikymas: : :
Laikyti sausoje (maZiau nei 80 % dregmes) ir
nedulkétoje aplinkoje, temperattira- neturi vir§yti
25°C ar nukristi Zemiau 20°C '

~oars
30 R
: Fil A




EC Certificate
Full Quality Assurance System

A DNV GL 8 NEMKO "
COMPANY
Certificate No.: Project No.. Valid until: \/

9918-2017-CE-RGC-NA-PS PRJC-66849-2008-PRC-TWN 23 May 2022

-

This is to certify that the quality system of:

Pacific Hospital Supply Co., Ltd.
4F, No. 160, Daye Road, Beitou District, Taipei 112, Taiwan

For design, production and final product inspection/testing of:

Sterile Surgical Instrument and Accessories

Has been assessed with respect to:

The conformity assessment procedure described in Article 11.3.a
and Annex |l excluding section 4 (Module H) of Council Directive
93/42/EEC on Medical Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overle e oF KOPIJA TIKRA

018 -01- 15
. Administrators
'ntarg Sarofiiens

Place and date:

AN s !
Hevik, 30 May 2017 i ‘ ESAFE AS

Eugenie Winger Husebye

NORWEGIAN ifiaat
AGCREDITATION Certification Manager
PROD 021
Notified Body No.: 2460 The Certificate: has bean digitally signed.

See www presafe convaigial signatures for more info
Nolice: The Ceriificate is subject to terms and condilions as sel out in the Ceriification Agreement. Failure lo comply may render this Certificate invalid

MSD-CO-078 DNV GL NEMKD PRESAFE AS - Veritasveien 3, N-1363 Hevik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 0of 3



Presafel

EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO "
COMPANY -
Certificate No.: Project No.: Valid until \/
9918-2017-CE-RGC-NA-PS PRJC-66849-2008-PRC-TWN 23 May 2022
Jurisdiction '
Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift for
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services. ‘
Certificate history:
Revision | Description [ Issue Date !
0 Recertification | 2017-May-23
Products covered by this Certificate: |
Product Description ‘ Product Name ‘ Class

Tip Cleaner | | |
Sharps Safety Device w

Sterile Surgical Light Handle Cover

Instrument and Camera Slaeve Is i
bl e Umbilical Clamp | .
'"Thoracic Seal and Manometer '

|Qral Care Device 3
'Echo Probe Cover ' |

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site name { Site Address

W
(1) No. 19, Tzi Chiang Rd., Torng-Lo Ind. District, Migdh 368,
I Taiwan B7Al
(2) No. 6, Ming Chyr Rd., Torng-Lo Ind. District, Mi

Taiwan
(3) No. 16, Ming Shen Rd., Torng-Lo Ind. District,

‘Taiwan

Production Sites

EU Representative

MSD-CO-078 DNV GL NEMIKO PRESAFE AS - Verilasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 3 |



Presafe}

EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid until: \/

9918-2017-CE-RGC-NA-PS PRJC-66849-2008-PRC-TWN 23 May 2022

—

Name ~  |Address - .
mdi Europa GmbH Langenhagener Str. 71, 30855 Langenhagen, Germany

Terms and conditions

The certificate is subject to the following terms and conditions:
«  Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective products.
+  The certificate is only valid for the products and/or manufacturing premises listed above.
«  The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so

that it remains adequate and efficient.
«  The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will

assess the changes and decide if the certificate remains valid.
«  Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality
system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced Vvisits.

The following may render this Certificate invalid:
= Changes in the quality system affecting production.
«  Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity
and legally affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

KOPIJA TIKRA

2018 -01- 1 5

Administrators
fint,
"ntaré Sarofkiong

Page 3 of 3

MSD-CQ-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hevik, Norway - Registered Enterprise No: NO 997 067 401 MVA



CE SERTIFIKATAS — PILNOS KOKYBES

UZTIKRINIMO SISTEMA
A DNV GL & NEMKO
COMPANY
Sertifikato Nr: Projekto Nr: Galioja iki:
9918-2017-CE-RGC-NA-PS PRJIC-66849-2008-PRC-TWN 2022 Geguzés 23

Siuo setifikatu patvirtinama, kad kokybés valdymo sistema:

Pacific Hospital Supply Co., Ltd.
4F, 160, Daye road, Beitous apskritis, Taipei, Taivanas

kiirimui, gamybai ir galutinei apzitrai

Steriliy chirurginiy instrumenty ir priedy

jvertinta remiantis
atitikties jvertinimo procediira aprasyta Straipsnyje 11.3.a ir Medicinos prietaisy 93/42/EEC

direktyvos Priede II (i$skyrus skyriu 4), atitinka

Skaitykite kitame puslapyje

Vieta ir laikas: i .
Hovik, 2017-05-30 - DNV GL NEMKO PRESAFE AS
IOl /paraSas/
: Eugenie Winger Husebye , .,
MO GAN (& T ._f}. '_/ 2
“Ro002 Sertifikavimo Vadovas TIRRA

Notifled Body No.: 2460

2018 -01- 15
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) Aamnuscra:nrc

~
P
e

Infaré Sapnn.:
. DSArofkians




CE SERTIFIKATAS — PILNOS KOKYBES

UZTIKRINIMO SISTEMA
A DNV GL & NEMKO
COMPANY
Sertifikato Nr: Projekto Nr: Galioja iki:
9918-2017-CE-RGC-NA-PS PRJC-66849-2008-PRC-TWN 2022 Geguzés 23
Teismingumas

1993-06-14 93/42/EEC direktyvos taikymas, Norvegijos sveikatos ir prieziliros tarnybos
ministerijos pasirinkta kaip ,,Forskrift Medisinsk Utstyr®.

Sertifikato iSklotiné

PerZziiira ApraSymas Isleidimo data

0 Pakartotinis sertifikavimas 2017 Geguzés 23

Siuo sertifikatu apsaugoti gaminiai

Gaminio apraSymas Gaminio pavadinimas Klasé
Sterildis chirurginiai e Antgaliy valiklis Is
instrumentai ir priedai e Nuo jpjovimy

apsaugantis jtaisas.

e Sviestuvo rankenos
apsauga.

e Kameros jmova.
Bambos spaustukas.

e Kritinés lastos tarpiklis

ir manometras.
e Burnos prieziiiros
prietaisas.
e Echoskopo zondo x
dangtis. N KOPWA TIKRA

< TB 0 15

|4 Admip:
| CImmistratora

T/ "ntaré Sarpgy:a

AL "
+\

Sertifikato patvirtintos vietos

Vieta Adresas . . io6 \

[staiga 4F, 160, Daye road; Beitous apskritis, Taipei,
Taivanas

Gamybos vieta (1): Nr. 19, Tzi Chiang Rd., Torng-Lo Ind,

apskritis, Miaoli, Taivanas

(2): Nr. 6, Tzi Chiang Rd., Torng-Lo Ind,
apskritis, Miaoli, Taivanas

(3): Nr. 16, Tzi Chiang Rd., Torng-Lo Ind,
apskritis, Miaoli, Taivanas




CE SERTIFIKATAS — PILNOS KOKYBES

UZTIKRINIMO SISTEMA
A DNV GL & NEMKO
COMPANY
Sertifikato Nr: Projekto Nr: Galioja iki:
9918-2017-CE-RGC-NA-PS PRIC-66849-2008-PRC-TWN 2022 Geguzeés 23

Europos sgjungos jgaliotinis

Imonés pavadinimas Adresas
Mdi Europa GmhH Langenhagener Str. 71, 30855 Langenhagen,
Vokietija

Salygos ir terminai:

Sertifikatui galioja Sios sglygos ir terminai:

Remiantis 85/374/EEC direktyva, bet kuris gamintojas (tiksliau ieskokite 2001/95/EC) yra
atsakingas uZ prastos gaminio kokybés sukeltg Zalg.

Sertifikatas galioja tik anks¢iau iSvardintiems gaminiams.

Gamintojas privalo jvykdyti pareigas, susijusias su kokybés sistema bei laikytis jy,
uztikrindamas jy efektyvumag ir tinkamuma.

Gamintojas privalo informuoti vieting Presafe jstaigg apie bet kokius kokybés sistemos
atnaujinimus; Presafe jvertina pasikeitimus ir nusprendzia ar sertifikatas vis dar gali bti
laikomas galiojan¢iu.

Siekiant jvertinti ar gamintojas taiko kokybeés sistema, atlickamos periodinés apZiiiros.

Sioms salygoms esant sertifikatas laikomas negaliojanéiu:

Esant kokybés sistemos pakitimams, kurie jtakoja gamyba.
Periodininés apZiiiros néra atlickamos nustatytu terminu.

Atitikties deklaracija ir gaminio Zenklinimas

Siekdamas uZtikrinti, kad i salygas ir terminus yra atsiZvelgiama, gamintojas gali sudaryti atitikties

e o - B g ol T

[

KOPIJA TIKRA

208 -01- 1 5
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