Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. TR-73 din 27.07.2023

Solicitantul TRIUMF MOTIV SRL , cu sediul _or. Chisindu str. Grenoble 193
(adresa)

, tel./fax: _022768462 , e-mail_triumf.motiv@mail.ru,
solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie
pe piata a:

Denumire generica (denumirea dispozitivului) Modelul
|High Speed Mini Centrifuge D2012 Plus

Se anexeaza urmatoarele acte:
DECLATIE DE CONFORMITATE CE
CERTIFICATUL DE CONFORMITATE CE
Scrisoare de autorizare de la producator

Data 27.07.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Jighili Tatiana
Date: 2023.07.27 16:51:26 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

v

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: TRIUMF MOTIV SRL , CU

sediul or. Chisinau str. Grenoble 193 ,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate

pentru notificarea dispozitivului medical:

Denumire generica (denumirea dispozitivului) Modelul
|High Speed Mini Centrifuge D2012 Plus

Sunt autentice si corespund realitatii.

Numele, prenumele si functia Jighili Tatiana, Administrator
Semnadatura

Data _27.07.2023




Dated on 9% June 2023
LETTER OF AUTHORIZATION
We, DLAB Scientific Co., Ltd., located in No.31, Yu’an Road, Airport Economic

Core Area, Shunyi District, Beijing, China, declare herewith that assign

Triumf Motiv SRL,
based in Str Grenoble 193, Chisinau MD -2011, Moldova

as authorized representative to import, to offer, to sell direct or via sub-dealer, to
participate in tenders, to install and to provide after sales service for the equipment
manufactured under the brand DLAB Scientific Co., Ltd. on the territory of the
Republic of Moldova.

The authorization is valid till April 30, 2024.

Sincerely,

Sales and Marketing dire¢.for p \L\/L‘ Siumui Chan
— 1

DLAB Scientific Co., Ltd.
Add: No.31, Yu’an Road, Airport Economic Core Area, Shunyi District, Beijing, China,
Tel: 86-10- 60498800Fax: 86-10-85653383
E-mail: info@dlabsci.com  web: www.dlabsci.com
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CERTIFICATE

of Conformity
Electrical Equipment (Safety) Regulations 2016

(UK SI 2016 No. 1101)

Registration Nr.: AQ 50537057 0001
Report Nr.: CN21QOTV 001

Holder: DLAB SCIENTIFIC CO.,LTD.
Yu An Road 31,
Airport Economic core zone,
Shun vyi District,
Beijing, 101318

P.R. China
Product: Centrifuge (High Speed Mini Centrifuge)
Test standard: BS EN 61010-1:2010+A1

BS EN 61010-2-020:2017

Identification:
D2012 plus, SCI-12, 90X2002121
(X=0-9, X stands for different client)

\ d
This certificate of conformity is based on an evaluation of a sample of the above me Oa

technical report and documentation. This certificate does not imply the assessmént ef t@o
of the product and does not permit the use of a TUV Rheinland mark of conform ﬂE \

— _~

——

Certification Body

P e s

Miao Mai

Date: 2022-05-23

DA

EE The UKCA mark may be used, if all relevant UK Legislations and the UK Declaration of Conformity has been completed. E

TUV Rheinland UK Ltd.

Friars Gate (Third Floor), 1011 Stratford Road, Shirley, Solihull, BO0 4BN

TUVRheinland®

www.tuv.com Precisely Right.

prior approval

® TUV, TUEV and TUV are regis tered trademarks . Utilisatio n and applic ation requires



A TUVRheinland®

Precisely Right.

Certificate no.

CU 72225557 01
License Holder: Manufacturing Plant:
DLAB SCIENTIFIC CO.,LTD. DLAB SCIENTIFIC CO.,LTD.
Yu An Road 31, Yu An Road 31,
Airport Economic core zone, Airport Economic core zone,
Shun yi District, Shun yi District,
Beijing, 101318 Beijing, 101318
P.R. China P.R. China
Test report no.: USA-SOS CN223TRY 001 Client Reference: SHI HONGYUN
Tested to: UL 61010-1:2012 R7.19

CAN/CSA-C22.2 NO. 61010-1-12 + GI1 + GI2 (R2017) + Al

Certified Product: High Speed Mini Centrifuge License Fee - Units
Model Designation: D2012 plus, SCI-12, 90X2002121 8
(X=0-9, X stands for different client)

Rating: Adaptor: AC 100-240 VvV, 50/60 Hz, 200 VA
EUT: DC 24 Vv, 100 W

8
Appendix: 1
Licensed Test mark: Date of Issue
(day/mo/yr)
11/05/2022

VAN

TUVRheinland




A_ TUVRheinland®

Precisely Right.

Date : 2022/05/11

DLAB SCIENTIFIC CO.,LTD.
Yu An Road 31,

Shun yi District,
Beijing, 101318

P.R. China

Attn: Shi Hongyun

Re. : CU US + Canada Certificate

Type of Equipment : High Speed Mini Centrifuge

Model Designation : See Certificate
Certificate No. : CU 72225557 0001

File No. : CN223TRY 001
Engineer/Contact : Sven Olaf Steinke
Standard (s) : UL 61010-1:2012 R7.19

CAN/CSA-C22.2 NO. 61010-1-12 + GI1 + GI2
Al

Dear Madame or Sir,

The above referenced technical equipment has been tested
and was found to be in compliance with the listed test
requirement (s). Enclosed, please find the TUV Rheinland
approval document No. CU 72225557 0001.

It authorizes you to label the listed product(s) with the
TUV Rheinland Mark identified in the approval document.

For compliance, the Test Mark must be on the approved unit.

Your product is subject to regular factory follow-up
inspections as well as annual certificate and
factory registration fees.

In using the TUV Rheinland Mark you are obligated to comply
with the TUV Rheinland of North America Service Agreement.

If we can be of any further assistance to you,
please do not hesitate to contact us.

Sincerely yours,
Certification Body

Paddy Qiu
QA Certification Officer

Enclosure

(R2017)

+



10/061 CB 06/20v9 rk

Ref. Certif. No.

E_C IECE

— JPTUV-133327

IEC SYSTEM FOR MUTUAL RECOGNITION OF TEST CERTIFICATES FOR ELECTRICAL EQUIPMENT
(IECEE) CB SCHEME

CB TEST CERTIFICATE

Product High Speed Mini Centrifuge

. DLAB SCIENTIFIC CO.,LTD.

Name and address of the applicant Yu An Road 31,

Airport Economic core zone, Shun yi District, Beijing,
101318, P.R. China

DLAB SCIENTIFIC CO.,LTD.

Yu An Road 31,

Airport Economic core zone, Shun yi District, Beijing,
101318, P.R. China

Name and address of the manufacturer

Name and address of the factory DLAB SCIENTIFIC CO.,LTD.
Yu An Road 31,

Airport Economic core zone, Shun yi District, Beijing,
101318, P.R. China

p P ._ Adaptor: AC 100-240 Vv, 50/60 Hz, 200 VA
Ratings and principal characteristics EUT: DC 24 V, 100 W

Trademark (if any)
DLAB
Customer’s Testing Facility (CTF) Stage used

Model / Type Ref. D2012 plus, SCI-12, 90X2002121
(X=0-9, X stands for different client)

Additional information ﬁfnecessarylnay For model difference, refer to the test report.
also be reported on page 2)

A sample of the product was tested and IEC 61010-2-020:2016

; 2 . IEC 61010-1:2010+A1
found to be in conformity with See Test Report for National Differences

As shown in the Test Report Ref. No. which
forms part of this Certificate CN22R75D 001

This CB Test Certificate is issued by the National Certification Body

TUV Rheinland Japan Ltd.

i Q ® Global Technology Assessment Center
A TUVRheInIand 4-25-2 Kita-Yamata, Tsuzuki-ku
Yokohama 224-0021, Japan
Phone + 81 45 914-3888

Fax + 81 45 914-3354
Mail: info@jpn.tuv.com
Web : www.tuv.com

Date: 2022-04-12 Signature: Xuhua Liu

Disclaimer: This is an electronically released document. The authenticity of this certificate can be verified on the IECEE Website "http://certificates.iecee.org"




CERTIFEIECATE TUVRheinland

of Conformity

Registration No.: AK 50224350 0001

Report No.: 16801118 001

Holder: Dragon Laboratory Instruments Limited
F3, Block 12, Yu Hua Road 28,
Area B Konggang Industrial Development
Zone, Shun | lstnct

gy, J51%18

Product: Laboratory Equipment
(High Speed Mini Centrifuge)

Identification: Type Designation: D2012 plus
Serial No.: Engineering Sample

Remark: Refer to test report 16801118 001 for details.
Clause 13 of IEC/EN 61010-2-020:2006 Bioseal not
evaluated.

Tested acc. to: EN 61010-1:2001

EN 61010-2-020:2006

IEC 61010-1:2001

IEC 61010-2-020:2006
The certificate of conformity refers to the above mentioned product. This is to certify that the specimen
is in conformity with the assessment requirement mentioned above. This certificate does not imply
assessment of the production of the product and does not permit the use of a TUV Rheinland mark of
conformity.

Certification Body

Date 20.03.2012

Mai Miao

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

10/020 04.08

®

TUV, TUEV and TUV ara registered trademarks. Utilisation and application requires prior approval.




Holder:

Product:

Identification:

CERTIFICATE

of Conformity
Low Voltage Directive 2014/35/EU

Registration No.: AN 50537052 0001

Report No.: CN219ZKO 001

DLAB SCIENTIFIC CO.,LTD.
Yu An Road 31,

Airport Economic core zone,
Shun vyi District,

Beijing, 101318

P.R. China

Laboratory Equipment
(High Speed Mini Centrifuge)

Type Designation: D2012 plus SCI-12 90X2002121

. ®
TUVRheinland

(X=0-9,X stands for different client)

(DLAR)
Serial No.: Engineering sample

Remark: Refer to test report CN219ZKO 001 for details.

This certificate of conformity is based on an evaluation of a sample of the above mentioned product.
Technical Report and documentation are at the Licence Holder's disposal. This is to certify that the
tested sample is in conformity with Annex | of Council Directive 2014/35/EU, referred to as the Low
Voltage Directive. This certificate does not imply assessment of the series-production of the product
and does not permit the use of a TUV Rheinland mark of conformity. The holder of the certificate is
authorized to use this certificate in connection with the EC declaration of conformity according to

Annex |V of the Directive.

Date 12.04.2022

Certification Body

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

(E The CE marking may be used if all relevant and effective EC Directives are complied with. ce

'V, TUEV and TUV are registered trademarks, Ltilisation and application requires prior approval.



TOV Rheinland (China) Ltd. A TUVRheinland®

Member of TUV Rheinland Group Precisely Right.

DLAB SCIENTIFIC CO.,LTD. Date : 12.04.2022

Shi Hongyun Our ref. : Jiangx 01
Your ref.: S. H. ¥

Yu An Road 31,

Airport Economic core zone,

Shun yi District,

Beijing, 101318

P.R. China

Ref : AN Certificate of Conf. Low Voltage D.
Type of Equipment : High Speed Mini Centrifuge
Model Designation : See Certificate

Certificate No. : AN 50537052 0001
Report No. : CN219ZKO 001

Dear Shi Hongyun,

We herewith confirm that a sample of the above mentioned technical
equipment has been tested and was found to be in accordance with the
relevant requirements.

Enclosed please find your Certificate of Conformity.

We appreciate your kind support and would like to offer our
assistance and continuous services in the future.

With kind regards,

Certification Body

\ /
utua ng 4 L e o A

Enclosure

EBHEMRRIEBwww.certipedia.comB [, B RITR I ZMRAL00 999 3668 / 400 883 130081

TUV Rheinland {China) Ltd. Room 301,3Fand Room 1203, HIRHGIXEEFTHATRXFLE
int s01. . R % Tel: 86 10 8524 2222
FEEHAAERS (PE) FMAT  12F, Building C, CATIC Plaza, No.  [B15SEeMie SFCAE3/R301.  Fax: 86 10 8524 2200
15, Ronghua South Road, Beijing  1281203F e-mail: info@bj.chn.tuv.com

Economic-Technological Develop- B4 : 100176 Internet; http:
; : http://www.chn.tuv.
ment Area, 100176, Beijing : ww-enn-tav.eom



		2022-05-23T16:57:29+0800
	Mai Miao


		2022-05-12T12:03:07+0800
	Paddy Qiu


		2023-07-27T16:51:26+0300
	Moldova
	MoldSign Signature




