EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI conrommi\

Name und Adresse des Herstellers: / Hebei Titans Hongsen/ Mediﬁa gy .,Ltd

Name and address of the manufacturer: / Eastern Industrial Zor{e Nén gtai City, 051800
Nom et adresse du fabricant: / Hebei, China
Nome e indirizzo del fabbricante:

Wir erkldren in alleiniger Verantwortung, dass / We declare under our sole 5
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola

das Medizinprodukt: /
the medical device: / Single-use Examination Vinyl Gloves

le dispositif médical: /
il dispositivo medico: Model: (XS,S,M,L.XL)

der Klasse: / Class |
of class: / :
de la classe: /
di classe:
nach Anhang IX der Richtlinie 93/42/EWG / according to annex IX of directive 93/42/EEC /
selon l'annexe IX de la directive 93/42/CEE / secondo l'allegato IX della direttiva 93/42/CEE

den einschlégigen Bestimmungen der Medizinprodukte-Richtlinie 93/42/EWG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehorigen ,Endpriifprotokoll®. /

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 93/42/CEE et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de l'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 93/42/CEE e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale® del prodotto.

Konformitatsbewertungsverfahren: / Directive 93/42/EEC Annex VI
Conformity assessment procedure: /

Procédure d’'évaluation de la conformité: /

Procedura di valutazione della conformita:

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this declaration
and is only valid in connection with a batch specific Certificate of Compliance for all products concemned bearing the CE
mark..

EC REP : MedNet GmbH - ¢

Address: Borkstrasse 10 - 48163 Muenster - Germany

Nangong. Apr. 10th 2018 jl(M’JWJ N “"QA Manager
Ort, Datum / Place, date / NmundF / Name and function /
Lieu, date / Luogo, data Nom et fonction / Nome e funzione

n



JEKJIAPAILIUA O COOTBETCTBUM HOPMAM EC

HamMenoBanue u agpec  Kommanus Hebei Titans Hongsen Medical Technology Co., Ltd.,
IIPOM3BOIUTES! BocTouHas IPOMBIIIIEHHas 30Ha, I'. HanbryH, TOPOMICKOH OKpYT
Cunraii, 051800, mpoBHHIHS Xa65it, Kutai
[Kpyrnas medars]

Tloza ¢cBOIO HCKITHOYHTEIIBHYIO OTBETCTBEHHOCTDH MBI 3a5BJIACM, qTo

MemmmnEECKOe H3jenHe:  J{HarHOCTHYECKHUE BUHHMIIOBBIC mep9aTky 0JAHOPa3oBOro
HCIIOJIb30BaHMA

Mogens: (XS, S, M, L, XL)
Kiacc: Kiace I
cornacuo IMpunoxenuzo IX JHpeKTHBEL 93/42/EEC

COOTBETCTBYET MOJIOKCHHSAM AUPEKTUBBI 93/42/EEC u ee TpaHCIIOHHPOBAHHAM B IPUMEHUMOE K
Heli HAIMOHATBHOE 3aKOHOJATeNbCTBO. JleKnmapauus SBIACTCH JIEHCTBUTENBHOM B CBS3H C
woTgeToM 00 OKOHUYATENHHOM IIPOBEPKE) H3EIIHA.

IIpormexypa OLEHKH COOTBETCTBH: Ilupem"m;a 93/42/EEC, llpaioxenne VII

Hacrosmas Jlexnapanus COOTBETCTBHUSA pacIpoCTpaHAeTcs Ha BCE MEIMIHHCKHAC W3,
ykasaHHblE B IIepeuHe NPOMYKIUH, OTHOCAIIEMCS K JIaHHOM JeKiapanud, H ABJLICTCA
JCHCTBHTENLHON TOJBKO NPHMEHUTENHHO K Cepruduxary COOTBETCTBHA ISt KOHKpPETHOM
IapTHU B OTHOIICHUHN BCcel MpOAyKIHH, amerornei 3uak CE.

ITpencrasurens EC REP: koMnanns MedNet GmbH -
Anpec: yi. Bopxirpacce (Borkstrasse) 10, 48163, r. Mroncrep, ['epmanus.

r. Hamerya, 10 anpeng 2018 1. [[ommuacs]. MeHepkep 0 KOHTPOIIKO KauecTBa
Mecro, fata Hms, 1OMHKHOCTE
¥l

S, EpmaxanberoBa AKTOIKBIH AchUIOEKOBHA, IOATBEPXKAA0 BEPHOCTH IEpeBoma ©
aHTTHICKOT0 A3bIKa Ha PyCCKUi A3BIK.
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Pecniybnuka Kazaxcrad. ropoa Hyp-Cyaran. A
Tpunanuaroe oxtsaOpst ABe Thlcstiun JBajunaroro roaa. S, belicenbaeBa Apaiinsiv CamaToBHa,
notapuyc ropoaa Hyp-Cysaran. aeicTByromas Ha OCHOBAHMM IOCYAapCTBEHHON JHIeH3un No
0002565 Boynanuoi ot 03 urons 2009 rona KOMUTETOM perucTpaiHoHHON ¢y 0bl 1 OKa3aHUs
npaBoBoi rnomoud Munucrepersa [Octuumn PecnyOnuku  KasaxcraH, CBUAETEIBCTBYIO
MO/UIMHHOCTL  TOJAMUCH,  CJIeJIaHHOTO  nepeBoAunkoM  Epmaxan0eTtoBo#t  AKTOJIKbIH
AcbulOeKOBHOM. JIHUHOCTL mMOANMCABLIEH JOKYMEHT YCTAHOBJIEHA, JEECrocoOHOCTh H
MOJTHOMOUHS €€ IPOBEPEHBI.

3aperucTpupoBaHo B peectpe 3a Ne25629

Bi3bickaHo rocynapcTBeHHON MOULTHHBI

WJIM CyMMa, Of1ayeHHasi YaCTHOMY HOTapuycy: B COOTBETCTBUHU co ¢T. 30-1 3akona PK
g «O norapuare» u ct. 611 Hanorosoro koxekca PK

Hotapuyc: /,/
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The Republic of Kazakhstan, city of Nur-Sultan. /7
October thirteenth two thousand and twenty. 7z

I, Beissenbayeva Arailym Samatovna, notary of Nur-Sultan. acting on the basis of State
license Ne 0002565 issued on June 3. 2009 by Registration Service and Legal Assistance
Committee of the Ministry of Justice of the Republic of Kazakhstan. certify authenticity of the
signature which was made by translator Yermakhanbetova Aktolkyn. Identity of the person
signing the document is established. capacity and authority are verified.

Registered in the book Ne25629
Paid: according to art. 30-1 of Law “On notary office”and art. 611 of Tax Code
of the Republic of Kazakhstan
Notary: / Signature /
Seal affixed: /State license No. 0002565 dated 03.06.2009 issued by the Committee on
Registry Service and Legal Protection of the Ministry of Justice of the Republic of
Kazakhstan*® Private Notary Beissenbayeva Arailym Samatovna/.



