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ANEXA din data 14.10.2021
LA AVIZUL DE FUNCTIONARE
Nr. 7508/29.04.2021 al SPEQTUS ENTERPRISE SRL

in conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul san#titii, republicata

si in baza documentatiei inaintate, Avizul de functionare nr. 7508/29.04.2021 se completcaza dupa
cum urmeaza:

Unitatea este distribuitor al producitorilor:

AFG TEKSTIL MEDIKAL TEKNOLOJILERI VE KIMYA'SAN. TIC. LTD. STI. [TURCIA
BARI KBK GROUP LTD BULGARIA
BEJING LEPU MEDICAL TECHNOLOGY CO. LTD: CHINA
HANGZHOU KANGFULAI MEDICAL THING CO., L7 HINA
IGUANGDONG KINGFA SCIENCE AND TECHNOL( B L
HANGZHOU REALY TECH CO., LTD! ¢ |

HANGZHOU SINGCLEAN MEDICAL PRODUC
JIANGSU KONSUNG BIO-MEDICAL SCIENCE
SC ANN REEVES & FRANCESCA S.A.

SC GLOBAL TREAT SRL

SD BIOSENSOR INC.

SHENZHEN HEXIN ZONDAN MEDICAL EQUIP
SHENZHEN IMDK MEDICAL TECHNOLOGY CO L
SHIJIAZHUANG HONGRAY GROUP CO., LTD -
WENZHOU TIEXIONG TRADING CO.LTD
XIANTAO ZHONGTAI PROTECTIVE PRODUCTS CO.LTD
Prezentul document este valabil numai insotit de avizul initial.
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AVIZ DE FUNCTIONARE
Nr. 7508 din 29.04.2021

in conformitate cu an. 926 din Legea nr. 952006 privind reforma in domeniul
sdndtdfii, republicatd. cu modificdrile si completdrile ulterioare i in baza documentafici
inaintate, Agenfia Najionald a Medicamentului si a Dispozitivelor Medicale din Rominia
avizeazd funcionarea operatorului economic:

SPEQTUS ENTERPRISE SRL

cu sediul social in Bucuregti, str Cimpia Libertjii. Nr.45, bl. MC2, sc.1. et.7, ap.47, sector
3 5i punct de lucru in Voluntari, bdul Voluntani, nr 86, depozitul G21, judegul llfov pentru
activitigi de:

import dispozitive medicale | DA | W&

distribuic dispozitive medicale | DA | M

instalare gi/sau mentenantd dispozitive medicale | pa | NU

Categoniile §i grupele de dispozitive medicale pentru care se executd lucrdn de instalare
$i/sau mentenantd sunt urmtoarele:
Nu este cazul.

Unitatea este distribuitor/importator al productorilor:

Nume producator Tara
BEUJING LEPU MEDICAL TECHNOLOGY CO. LTD. [CHINA
ICHANGZHOU KANGFULAI MEDICAL THING CO., LTD JCHINA
HANGZHOU REALY TECH CO., LTD. k'HINA
HANGZHOU SINGCLEAN MEDICAL PRODUCTS CO. LTD. JCHINA
HIANGSU KONSUNG BIO-MEDICAL SCIENCE AND TECHNOLOGY r"HINf\
ICOLTD
(I — . e —

Pagina 1 a Avizului de functionare nr. 7508/29.04.2021
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Report No.: S20121502801E page 10l 5

TestReport

Applicant: Wenzhou Tiaxiong Trading co. .itd
Address: (the 1st room in the south)No.25 yanjiang road, wuxing village, oubei
streel, yongjia county, wenzhou city, zhejiang province

The following sampie(s) was/were submitted and identified on behalf of the client as:

Product name: Filtering Half Mask

Model: TX-NO1

Trade mark: tiexiong

Manufacturer: Wenzhou Tiexiong Trading co. lid

Address: (the 1si room in the south)No.25 yanjiang road, wuxing village, oubei
sireel, yongjia county, wenzhou city, zhejiang province China.

Classification: Type IR

Sample quantity: 60 Pcs

Sample Received

Date: Dec. 17, 2020

Testing Period. Dec. 17, 2020~ Dec. 28, 2020

Test Requirement:

According 1o the requirement of the client, the tes! item of the sample is according to the slandard
EN 14683.2019+AC:2019.

Test Result(s): Please refer to the following page(s)
Test Method: Please refer lo the following page(s)

AVa
Compiled by - Reviewed by. el V L
e
Approved by Date: 2020-12-28
Shenzhen NTEK Testing : 1IF, Building E, Fenda Bcience Part, Sanwed Community, Xixiang Sreet,
Bao'an District, Bhenrhen 8101 M P - «DE-TS5-)0095504 | Fan: iﬁ-w.ﬂ..’ﬂl

Complairt Tel: +§85-755-36993310 | Comnplaint E-mall: complsirtnisk ong.cn
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DECLARATION OF CONFORMITY

Manufacturer:

Whose Authorized Representative:

Name: Wenzhou Teviong Trading Co Ltd Name: Lotus NL B V

Address: (the Ist room in the south)No 2§
vanpang road, wuxing village, oube
street,vongia county, wenzhou city,
zhepang province, China

E-mail: 29872778 aqq.com

Address: Koningin Juhanaplein 10,1¢ Verd,
2S9SAA, The Hague, Netherlands
E-mail: peteralotusnl com

We, the manufacturer, herewath declare that the product(s)

- — B B :
N Filtenng half mask (Noo-stenle) | Model TX-NOI ]
| AR | o - , S S . o _*
BASIC UMDNS 2,
- ubkDt ! Code | V¥ IEY
I. | Intended F'hmﬂl half mask (Non-stenle) is used for patients in order to reduce the risk of the spread of ‘
k- 4 Use mfections. and it 1s not intended for use by healthcare professionals in an operating room or mn | F_‘ =
F 4 | o _Lnl:her medical settings with sumlar requirements The product 1s disposable and non-sterile. E-I
| Classific 3
k. | B
B | ation l I, (MDR, Annex VIII Rule 1) - B ' | 1_1
. meet(s) the provisions of the REGULATION (EU) 2017/745 which apply to them | 1‘:4
£ Conformity Assessment Route: Article 19, Annex Il and Annex I11 according t0 REGULATION | & )
-‘-"-: | F '__;
= (EU) 20177745 i
E:.:_ Applicable Standards: . F“i
& ISO 13485:2016 EN ISO 14971:2012 1SO 10993-1: 2018 1%
% ISO 10993-5: 2009 ISO 10993-10.2010 EN 14653:2019 | E
Fi:; EN 104]:2008 EN 15223-1:2016 EN 62366-1 2015 &
% &
F::f; We, the manufacturer, herewith declare with sole responsibility that our product’'s mentioned above ! 4
als _ =
Ez_‘* meet's the provisions of the REGULATION (EU) 2017/745 We agree 1o develop, implement and | | -
F 1%
-‘-'i maintain a documented post-production monitonng process. =

4 Name of authorized signatory: #5 {

Positioa held in the company: General
Manager

= Place: Wenzhou, China
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