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

Name und Adresse des Herstellers: / Hebei Titans Hongsen Medical Technology Co.,Ltd
Name and address of the manufacturer: / Eastern Industrial Zone, Nangong City, Xingtai City, 051800
Nom et adresse du fabricant: / Hebei, China

Nome e indirizzo del fabbricante:

Wir der Herstallar arklzren dase wir allein fiir die folgenden Verantwortlichkeiten verantwartlich sind: /
We the manufacturer declare under our sole responsibility that /

Nous, le fabricant, déclarons étre seuls responsables des responsabilités suivantes: /

Noi, il produttore, dichiariamo di essere i soli responsabili delle seguenti responsabilita:

das Medizinprodukt: /

the medical device: / Single-use Nitrile Patient Examination Gloves
le dispositif médical: / Model: (XS SM1 Xi)

il dispositivo medico:

der Klasse:/ Class |

of class: /

de la classe: /

di classe:
nach Anhang IX der Richtlinie 93/42/EWG / according to annex X of directive 93/42/EEC /
selon I'annexe 1X de la directive 93/42/CEE / secondo l'allegato 1X della direttiva 93/42/CEE

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 93/42/EWG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehdrigen , 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 concement. 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: / Richtlinie 93/42/EWG Anhang Vii
Conformity assessment procedure: / Directive 93/42/EEC Annex Vil
Procédure d’évaluation de la conformité: / Directive 93/42/CEE AnnexeVil
Procedura di valutazione della conformita: Direttiva 93/42/CEE senza Allegato VII

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 concerned bearing the CE
mark. 5

EC REP : MedNet EC-REP GmbH -

Address : Borkstrasse 10 , 48163 Muenster ,Germany

c € Whnwin L

Nangong, Mar. 30th 2020 Wenxin Lu _ Chairman
Ort, Datum / Place, date / Name und Funktion / Name and function /
Lieu, date / Luogo, data Nom et fonction / Nome e funzione

1mnm



JEKJAPAIMSA COOTBETCTBHS HOPMAM EC

HawmvcHoBaHHE H a[pec IPOU3BOIUTEN. Hebei Titans Hongsen Medical Technology Co., Ltd.
BocTouHas MPOMbIILICHHAA 30Ha, T Hausrys, r. Cunrai, 051800

X369i1, Kurai

Mpel, kaK nponasonm*enb, 3asBJIsieM MO Hally MOJIHYIO OTBETCTBEHHOCTD, YTO

MEIHIIHHCKOS OnHoOpa30Bbie HUTPHJIOBEIE mepYaTKH JJisi 0CMOTpa NanueHTOB
H3ICTIHE: Mopenb: pasmep (XS,S,ML,L, XL)
Kiacca: Knacc 1

COTIACHO TPHIOKEHHIO [X MMPEKTHBbI 93/42/EEC

COOTBETCTBYET MONOKEHHAM JUPCKTHUBBI 93/42/BEDC u ee TPAHCTOHMPOBaHHAM B npuMeHMMBble K Hefl
HampoHaTBHBIE 3aKOHbL. Jleknapalms JeHCTBUTENbHA B CBS3U C «OTHCTOM 06 OKOHUATEeNIHHOH MPOBEPKEN
U3JIEHA.

[Topsaok OLEHKH COOTBETCTBHUA: JlupexTuBa 93/42/EEC, npunoxenue VII

Hacrosmas Jlexiapatys COOTBETCTBHA HOpMaM EC pacnpocTpaHseTcsi Ha BCC MeIMLMHCKUE H3/IeNud,
yKa3aHHbIE B TEPEIHE A3e/Hi, OTHOCSLMXCS K 9TOH AeKnapatii, U neiicTBUTENIbHA TONBKO TIPH HATMIAHN
CeprudukaToM COOTBETCTBHA IUIA KakIoi mapTHH NMpOAYKIIHH, yMeroLIell MapKHUPOBKY Ha COOTBETCTBHC

tpebosanmam EC (CE),

Anpec: bopkiuTpacce 10, 48163 MroHcTep, I'epmanus.
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HaumeHoBaHUE U AOKHOCTD
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51, EpmaxanbeToBa AKTOJIKBIH AchUIGEKOBHA, MOATBEPKAAI0 BEPHOCTD rMepeBoza ¢ aHIIMIACKOro S3bIKa Ha
PYCCKHH S3bIK.
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PecnyGinka Kasaxcran, ropoa Hyp-Cynras.

Tpunaauaroe oxtsOps aBe Teicsun Apajauartoro roaa. S, BelicenGaea Apaitnbiv CamaToBHA.
Hotapuyc ropoaa Hyp-Cynran, aeficTyromasi Ha OCHOBAaHHH TFOCY/IAPCTBEHHON JIMLEH3UH No
0002565 Bbinannoit ot 03 mions 2009 roga KoMuTeTOM perucTpauuonnoit cnyx6sl H OKa3aHUs
npaoBoi nomou Munuctepersa [Octuunun Pecnybaunkn Kasaxcran, CBHIETENBCTBYIO
NOATUHHOCTD  MOANMCH,  CACJIAHHOrO  NEPEeBOAYMKOM  EpmaxanfGeToBoi  AKTOJIKBIH
AcbutOekOBHON.  JIMYHOCTL  nojnucaBlieli  JTOKYMEHT yCTaHOBJIEHA, [AeecnocofHOCTh H
MOTHOMOYHMSI €€ IIPOBEPEHBI.

3aperucTpupoBaHo B peectpe 3a Ne25625

B3bickaHo rocy1apcTBEHHON MOLITHHEI

a3, OTTaYCHHAs YaCTHOMY HOTApUyCy: B COOTBETCTBHH co cT. 30-1 3akona PK
«O norapuare» u cT. 611 Hanorosoro xonexca PK

Horapuyec: ﬁ

The Republic of Kazakhstan. city of Nur-Sultan.
October thirteenth two thousand and twenty.

[, 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 Ne25625
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/.




