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EC Certificate TOVRheinland
Directive 93/42/EEC Annex V v
Production Quality Assurance

Medical Devices

f . Registration No.: DD 60128797 0001

Report No.: 15060021 007
Manufacturer: Dong E E Hua Medical Technology
Co., Ltd.

No.29 XiangJiang Road
Dong-E County

252201 Shandong
China

Products: Medical Devices

(see attachment for products and additional site included)

Replaces Approval, Registration No.: DD 60085195 0001

Expiry Date: 2023-05-29

The Notified Body hereby deciares that the requirements of Annex V of the directive 93/42/EEC have
been met for the iisted products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2018-05% 30

Date:

TUV Rheinland LGA Products G
TUV Rheinland LGA Products GmbH is
concerning medical devi
Digitally signed by Azarov Tatiana

Date: 2021.07.01 10:28:38 EEST

Reason: MoldSign Signature
Location: Moldova
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mbH - TillystraBe 2 - 90431 Niirmberg
Notified Body according to Directive 93/42/EEC
itithe identification number 0197.
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TUV Rheinland L

LGA Products GmbH
Tillystralle 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60128797 0001
Report No.: 15060021 007

Manufacturer: Dong E E Hua WMedical Technology
Co., Ltd.

No.29 XiangJiang Road

Dong-E County

252201 Shandong

China

Products:

- Digital Thermometers
- Electronic Sphygmomancmeters

Aspects of manfacture concerned with conformity of products
with metrological requirements:

- Mercury-Free Clinical Thermometers
Site included:

South of Liachua Road, East of Dong-e County,
Shandong Province 252201, P.R. China

Date: 2018-05-18

. ®
TUVRheinland

1/1,
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Declaration of Conformity
We, the Manufacture and exporter of
DONG E E HUA MEDICAL TECHNOLOGY CO.,LTD.
ADD: NO.29 XIANGJIANG ROAD.DONG-E_COUNTY, SHANDONG PROVINCE

252201 CHINA
TEL: +86-635-3265983
FAX:+86-635-3265993

Declare under our sole responsibility that the product

MERCURY-FREE CLINICAL THERMOMETER

To which this declaration relates is in conformity with the following standard(s) or other

normative document(s)

EN ISO 13485:2016

(Title and/or number and date of issue of the standard(s) or other normative documents, if applicable)

Following the provisions of Directive

93/42/EEC, Special Class I N

Notified Body: TUV Product Service Ltd Pk '_;u";_':"“

LU Representative: Prolinx GmbH

Address: Brehmstr.56,40239 Duesseldorf Germany

Vo VoA ‘_-'i /J/ /' f;,{ . i
DONG E(CHINA),2020/01/31
(Place and date of issue) WANG WEILJTAN

(Name and signature of equivalent marking of authorized person)
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EC Certificate TWRhem;m
Directive 93/42/EEC Annex V -
Production Quality Assurance

Medical Devices

Registration No.: DD 60133013 0001
Report No.: 15067271 006

Manufacturer: Hangzhou Universal
Electronic Co., Ltd.
298 Yunxi Road, Canggian Street
Yuhang District
Hangzhou
311121 Zhejiang
China

Products: - Digital Thermometers
- Blood Pressure Monitors
- Infrared Ear Thermometers
- Infrared Forehead Thermometers
- Infrared Ear / Forehead Thermometers

Replaces Approval, Registration No.: DD 60110599 0001

Expiry Date: 2023-11-06

The Notified Body hereby declares that the reguirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Hb and class 11 devices..couvered by this
certificate an EC type-examination certificate according to Annex Hl is required,

?‘W ._

Effective Date: 2019-08-08
Date: 2019-08-08
TUV Rheinland LGA F’mdu -/TiEiystra&e 2 - 90431 Nimberg

TUV Rheinland LGA Products GmbH is E-Nat%ﬂed Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

WO 0285 ® TUV, TUEY and TV arg reqistered irademarks. Utilisation and appiisation tequitas prion approvai




MINISTERUL SANATATH, MUNCH
S| PROTECTIEI SOCIALE
AL REPUBLICH MOLDOVA
MUHMCTEPCTEO 3PABOOXPAHEHWSA, TPYIA
W COUMANBHOR SALLIATH PECIIYEIAKA MONAOBA
AGENTIA NATIGMAM PENTRU SANATATE puBLICA
HALIMOHANBLHOE AFEHTCTBO QBIHECTBEHHOTO 3[0POBLA
MD-2028, mun. Chigindu, str. Gheorghe. Asachi, 67-a
Tel, + 373 22 574501, fax + 373 22 729725
IDONO 1018601000021
E-mail: ansp@ansp.md; anticamera@ansp.md

DOCUMENTATIE MEDICALA | Meawusncxan sony
FORMULAR / dopua N, 303-2/e

APROBAT DE MSMPS al RM 7 Yisepxpesa M3TC3 PM
31.10.11 Hr. 828 "

Cantrul de Tncerclin de laborator acreditat de citre
Centrul Naﬂunai de Acteditare din Republica Moiduva MOLDAC
v{cnw DATOPHEN LIBHTD aKKpa)
notsud Lienipor PM MOLDAC

Cerificat ny. Lt{m din 17.02.2018 valablf pand la 16.02.2022
Acreditat Tn Sistermul Ministerulai Sandtapi, Muncil
gi Fratectiel Sociale al RM

TE Mmmmepmsa Japancospanown, Toyas w
Cuuaanwm Bawwres Pecn
Cerificat nf, 2203 din 24.10.2014, valahﬁ pand la 24.10.2019

" AVIZ SANITAR D.. 556/ Loty
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. | LA

Canumaproe SQICTGHeRIHe Ot RIRYESHIX It HOHIHECHIX RPOOVKIOG

dindom * /3 * ianuarie ale, 202 :

Prin prezentul aviz sanitar se confirmd cd producerea, Importul, utllizarea g1 desfacerea produselor f echipamentelor
Hacmoauum CanumapHbin JEKMIOHeHUIOM HOOMBEPMORDMGR, Yo NPOWIsOICIIG0, B0, UCNCIL30HUE U PLanu3awls npodywuuy / obopydosatin

Articole parafarmaceutice - halate pentru vizita, marimea L, XL
termometru digital cu capat flexibil, rigid
sunt conforme Regulamaentulul {lor) sanitar (e} / coomaemcmewom canumaphomy () peanamenmy (am) (se va indica
denumirea completd a Regulamentutut (lor) sanitar (8) / yrasame nonioa nauvenosanue canumapHozo (bix) peenamerma (oa)
[ndicatii Metodice nr.29 F1/1683 din 14.05.01, Directiva Europeana 93/42/EEC privind
dispozitivele medicale, HG nr.702/2018 din 11.07.2018, Regulamentul (UE) 2016/425 privind
echipamentele de protectie individuale
Organizatia-producitoare/fimportatoare, fara do orlgine / opeanusauus npouse /Umnopmep, Cmpans NPOUCXoXAeHUR

China, SUZHOU ACMED IMPORT&EXPORT CO., LTD.

Destinatarul avizulul sanitar / nonywamens canumoprozso 3akmioieHus
IM . BECOR™ SRL. Moldova Chisingu, str. Calea Orheiului. 111/5

Ca temel pentru recunoagtersa conformitifil produselor Regulameniulul (lor) sanitar (e} mentionat (e} a servit/
Ocroaaruem i NPUSHAHUS NPOSYRUUL YRAIAHHOMY (bIN] CANUMBPHOMY (8] POnEmMonmy (9] TIOCHYNWIO
Demers, contract f/n din 31.10.2016, facturi, certificat de calitate, raport a incercirilor de laborato
nr.8777 din 05.01.2021
{2 enumera documentels de Insoffre, bulstinele de analizd / nepeuuchums conposodumentsinie DOK., NPOIMOKONI votned,}

Caracteristica sanitard a produselor { canumapran xapaxmepucmura npodyigu
Parametril (factordl) f nokazamenu (hanmops) Normativul sanltar 1 canumapunil nopmamue

conform raportului incercirilor de laborator nr.8777 din 05.01.2021

Domeniu da utilizare | OBRacME NPUMEHEHU: scopuri medicinale

Conditlile necesare de utilizare, depozitare, iramsmﬂme maﬁuﬂle da. sm.‘:umate I Heobxodumie yoroaus
Lift, XPAMEHUR, MPEHCICPITIIPOBRY, Mg{oa ﬁiaapnm:m)mw ;
Jmpomﬂ pldS’dlCﬂ pe pia{d in con pactatu 2cgls apu in vigoare in Republica Moldova

30 ianuarie 2022
TIEI NATIONALE PENTRU SﬁNATATE PUBLICA p

@W *

(smwﬂmu 1 rgymin)

ANSP;‘HAOB
c)ﬁé? %59




EC Declaration of Conformity

Manufacturer: Wuxi Medical Instrument Factory Co., Ltd.
Add:No.43 Xixin Road,Zhangjing,Xibei town, Wuxi city.Jiangsu,214194 China

European representative : Lotus NL B.V.
Add: Koningin Julianaplein 10,1e Verd,2595AA, The Hague,Netherlands.

Tel: 0031626669008
Product: Mercury free Clinical thermometer

Model: CR.W00

Classification: Im According to Rule 3, Annex IX of MDD 93/42/EEC amended by
2007/47/EC

Harmonized Standards:

EN ISO 15223-1:2012, EN 1041:2008. EN ISO 14971:2012, EN
12470-1:2000+A1:2009, GB1588:2001. ISO 719:1985.

Conformity Assessment Route: Annex V, MDD 93/42/EEC amended by 2007/47/EC
We herewith declare that the above mentioned products meet the provisions of the
Council Directive 93/42/EEC amended by 2007/47/EC for medical devices. All
supporting documentation is retained under the premises of the manufacturer.
Notified Body: INSTITUTE FOR TESTING AND CERTIFICATION, Inc.

Address: trida Tomase Bati 299, Louky, 763 02 Zlin Czech Republic

EC certificate No.: 19 0248 QS/NB

Date of issue:2019-05-22
date of validity:2024-05-21

Version:H
Ding Yan Ping/ General Mgnager

Ding ¥

Signature:

Date:




REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTUL LN
S| DISOHINELOR MEDICALE
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] rassmax EC Declaration of Conformity % }é
| - |_Effective Date 2014/02/14
1. EC Declaration of Conformity
| Manufaeturer : Rossmax Swiss GmbH
Address Tramstrasse 16, CH-9442 Berneck, Switzerland
Notified Body : 6GS United Kingdom [imited
Address 3 2?323 Worle Parkway
eston-Su ?ﬁrffii&fs,, BS22 6W A United Kingdom
___FU Identification No. o ) L
 Certificate No. ﬂ&’iéi 034,05 o
Product t’ype Nor-Invasive Biood Pressure Measuring Device
Type Designation ABAOIS, AB761f, ACTOIk, ACID00f, ADT81F, AET01E, AF70L, AJ701f,

AKIOU, AKIS0, AKISIE, AUMIE AVEL, AVISIE, AV3ASLH, AW9L,

AWISH, AWISIE, AWITSE AXRS6F, BAZOL, BCI51, BDZ01, BETH,
BE701, BI701, BK150, BK400, BM73, BQ7DS, BR70S, BS705, BIA05,,
BUZD5, BV705, C381, C400, CD91, CDI55E. CF1551, CF175F, CF701k,
CE7074, CF7611, CG155, OG1754, CHY1, CHI55E, CJ7661, D150, D400,
DM430, G150, GA100, GA101, GAT02, GAT12, J400, J40OCA, Jab1,
K150, K330, K400, LC150, LO400, Mandaus 1, MAY%, MAYL,
MAITS, MAISHE, MA3SH, MAROLE, MB3@3, MCI00E MCI0T, MGH0,
MGI50, MGI51f, MH150, MHI30CA, MHISIE, MHS01E, M0,
MJO1, MIISOf, MFI5TE, MJ400:, MI700L MJ701E, MJ701, MK231E,
MNO3, MN&OTE, MOTOL, MP130f, MPI51f, MRB0If, MREODIPC,
MBS0, MSISH, MS151F, MS400i, MVEO1E, MW701LE, MW7k,
MWBEZ1{, 0400, P4D0, RM200, RS380, RW450, 5150, 5380, T400, T301,
V701, W381, X1, X3, X4, X5, X7, X9, X400, Cone cuff, DK cuff,
Maedical cuff

EU Council Qm&m& Qif&,f EEC Annex [l {excluding S@cﬂm‘a 4y

{Classification :

‘Class TTa (According to EU Council Directive 93/ 42/ EEC,
Annex IX, Rule 10} 7 S

Serial No.

‘{3:‘ M 001 - O0OD0T
L_,, Segoential rmber

Lot sequential number
Manufacturing month.
mmm year

[ The above-mentioned devices are in full compliance with the relevant provisions of EU Council
§'&m~m 93342,#’%'%:&{&& by 2007T47EC, Annex I-Essential Requirements and applied harmonized
rids o other normative documents. ;
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