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CE Technical Documentation Review Report

Applicant: Hebei Titans Hongsen Medical Technology Co., Ltd.
Eastern Industrial Zone, Nangong City, Xingtai City, 051800
Hebei, China

Report Number: 50149855-001

Examination intent:  Examination the completeness of the Technical
Documentation according to the requirements of the Medical
Devices Directive 93/42/EEC Annex VII

Product(s): Single-use Examination Vinyl Gloves
1 Type(s)Model(s):  Powder- free
(size: XS, S, M, L, XL)
Classification: Class |

(according to manufacturer’s declaration)

/ Examination period: Jan.04.2019

Date of expiry: Jan.03.2024

Review result: During the examination of the provided Technical
Documentation (No.: HS-CE-02, Revision: A/0, dated 2018-
07-10), no Non-compliance according to the requirements of
the Medical Devices Directive 93/42/EEC Annex VIl was
detected.
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3asBHTENb:

Howmep otuera:

[lens sxcnepTH3kIL:

ITpoayxumus:

Tun (-51) /Mogzens (-1):
Knaccmpnxaumi:

[lepron mpoBeACHUS
SKCTIEPTH3BL:

Jlata oKOHYaHHs CPOKa
NeHCTBHSA:

PC3YIIBT3T SKCIICPTHU3BIL:

[3M6neﬁa]
TOUV Rheinland® -

OTYET OB 9KCIIEPTHU3E TEXHUYECKON JOKYMEHTAIIUA CE

Kommauns Hebei Titans Hongsen Medical Technology Co., Ltd.,
BocrouHas NpOMEIIIICHHAS 30H3, T. HanpryH, ropoJCKOii OKpyr
Cuuraii, 051800, mposurrms X265i, Kutai

50149855-001

IIpoBepka yKOMIUIEKTOBAHHOCTH TEXHHIECKOH HOKyMEHTALIMH B
COOTBETCTBHY C TpeOOBaHUAMHU JIMPEKTUBEI 10 MEUIIAHCKAM
mnemusm Ne 93/42/EEC, Ipunoxenue VIL

I[narnoc'mqeckne BHHHJIOBBIE MEPIATKH 0AHOPA30OBOI0
HCIO0JB30BaHUS

Bes npucsimky (pasmep: XS, S, M, L, XL)
[ Kirace (COTTIacHO AEKIapalliA MPOM3BOHUTEI)

04 saBaps 2019 rona
03 suBaps 2024 rona

B xo71e mpoBepKH npefocTapieHHoN TexHIIeCKoH TOKYMEHTAIH
(Ne: HS-CE-02, penaxuus: A/0, ot 10.07.2018), daxra
HEeCOOTBETCTBHS HOKyMeHTauy TpeOOBaHUAM JTUPEKTUBEI IO
Memumuackam usaemaam Ne 93/42/EEC, Ipunoxenue VI, ne
OGBUTO BBELABJIEHO.

Kowmmarus TUV Rheinland (China) Ltd

[[lommucr] [TTeyaTs KOHTPOJIA KadecTBa]
FOxomrr Yen (Yuhong Chen)

Meremxep

Otzaen MEIAIMHCKOTO 00CITyKHBaHUSA

Pemaxams.01, 10.10.2002

Baok 707, kopayc AVIC, Ne 10B, ya. Centpan Poyn (Central Road),
socTouHan 4acTh YiI. 3-1 Puur Poyx (Ring Road), pation Yaoss, r.
Texwun, 100022, Kuraiickas Haponuas PecriyGanka

5I, EpmaxanG6eroBa AKTOJKBIH AcrpI0eKkoBHa, MOATBEPXKIAID BEPHOC
AHTHICKOTO 3bIKa HA PYCCKHH A3BIK. , /

Ten: (8610) 6566 6660 dakc: (8610) 6566 6667
Anpec sneKTpouHoii mouTs: info@bi.chn.tuy.com
Be6-caiit: http://www.chn.tuv.com




Pecry6nuka Kasaxcran, ropoa Hyp-Cynaran.
Tpunanuaroe oxTaGps ABe THICAYN ABALATOrO rozpa. 51, beticenbaesa Apaiiibiv CamaroBHa,
Horapuyc ropona Hyp-Cynran, aeiicTByiomas Ha ocHOBaHHH rOCynapCTBEHHOH muieH3uu No
0002565 Beiaannoit ot 03 mions 2009 roga Komutetom PETHCTPAUMOHHON CITY OBl U OKA3aHMUSI
MpaBoBOK oMoy Munuctepersa HOcTuumu Pecnybanku Kaszaxcran, CBUJIETEJILCTBYIO
HO/UIMHHOCTL  NOAMMCH,  C/IGJIAHHOTO  [E€PEBOIUHKOM Epmaxan6eroBoit  AkTonkbiH
ACbIIOEKOBHON.  JIMYHOCTL  MOMNMCaBLICH AOKYMCHT yCTAHOBJIEHA, JEeCrnocoOHOCThL MU
TTOJTHOMOYH S €€ TPOBEPEHBI.

3aperucTpupoBaHo B peectpe 3a No25628
Bispickano rocynapeTBeHHON noummHpl

b ~ 4
{35/, Hotapuyc:
i1
i34
A%
% wgﬁﬁi“@ﬂ“‘“ 2
p \ wane Mmm,,;.% 8
@ KOMWTE Ty .
t»ﬁg:'!ww : 0873, %

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

l. 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 verifred.

Registered in the book No25628
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/.




