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-74 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
|TopPette Mechanical Pipette 7010101004

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: 2023.08.03 16:02:46 MSK
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
|TopPette Mechanical Pipette 7010101004

Sunt autentice si corespund realitatii.

Numele, prenumele si functia Jighili Tatiana, Administrator
Semnadatura

Data _27.07.2023



BIOBASE

Biobase Biodustry(Shandong) Co., Ltd.

Mingshui Economic Development Zone, Zhangqiu District, Jinan City, Shandong,
China (Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
TEL: +86-531-66777727 FAX: +86-531-81219804
E-MAIL: sales middleeast@biobase.com  WEBSITE: www.biobase.cc

AUTHORIZATION LETTER

Date: June 9, 2023

To whom it can refer

We, Biobase Biodustry(Shandong) Co., Ltd.

Address: Mingshui Economic Development Zone, Zhanggqiu District, Jinan City,
Shandong, China (Biobase [ndustrial Park in a intersection of East Jingshi Road and
Mingbu Road)

hereby authorizes your company:

Triumf Motiv SRL _

Republic Of Moldova, MD 2043-str. Grenoble 193, et.13, of.1

tel: (+373 22) 76 84 62, 76 88 41

Triumf-Motiv SRL is our authorized representative and distributor on the territory of
the Republic of Moldova.

We allow this company to register our products with the competent authorities on the
territory of the Republic of Moldova, as well as to promote, sell, distribute our products
in the Republic of Moldova, and we will provide all necessary assistance to expand the
market of medical supplies and devices of our brand in your country.

This letter of authorization remains valid for five years, starting from June 9,2023 and

expiring on June 9, 2028.

Name: Erica Zbang...
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BIOBASE

Biobase Biodustry(Shandong) Co., Ltd.
ADD: Mingshui Economic Development Zone, Zhanggiu District, JinanCity, Shandong, China

(Biobase Industrial Park in a intersection of East JingshiRoad and Mingbu Road)TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed

successfully

2006/42/EC Machinery Directive have been taken as reference for these processes

Conpany Name:

Brand:

Biobase Biodustry(Shandong) Co., Ltd.

Mingshui Economic Development Zone, Zhanggiu District, JinanCity,
Shandong, China (Biobase Industrial Park in a intersection of East
JingshiRoad and Mingbu Road)

BIOBASE

Relhited Directives and Annex: 2006/42/EC Machinery Directive (MD)

Relited Standards:

Product(s):
Type(s)/Model(s):

Classification:

Examination Period:

Date of Expiry:

Review Result:

EN I1SO 12100:2010

Pipette Stand

7030000084,7030000085

Laboratory Equipment

March 04, 2022

March 03, 2027

We, Biobase Biodustry(Shandong) Co., Ltd., declare that during
the self-testing and performance evaluation, no Non-compliance

according to the requirements of the 2006/42/EC Machinery
Directive was detected.

Year of DOC marking: 2022

Signed for and on behalf of

Company: - “_ Biobase Bioduls‘tr'y(:‘,ﬁ ndong) Co., Ltd.
RA Specidlist: A
- i ) /

Document No; - BKSD-CC22030405
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BIOBASE

Biobase Biodustry(Shandong) Co., Ltd.
ADD: Mingshui Economic Development Zone, Zhanggiu District, JinanCity, Shandong, China
(Biobase Industrial Park in a intersection of East JingshiRoad and Mingbu Road)TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed
successfully
2006/42/EC Machinery Directive have been taken as reference for these processes

Company Name: Biobase Biodustry(Shandong) Co., Ltd.
Mingshui Economic Development Zone, Zhanggiu District, JinanCity,
Shandong, China (Biobase Industrial Park in a intersection of East
JingshiRoad and Mingbu Road)

Brand: BIOBASE

Related Directives and Annex:  2006/42/EC Machinery Directive (MD)

Related Standards: EN 1SO 12100:2010

Product(s): TopPette Mechanical Pipette

Type(s)/Model(s): 0.1-2.5uL,0.5-10uL,2-20uL,10-100pL,50-200uL,200-1000uL
Classification: Laboratory Equipment

Examination Period: March 04, 2022

Date of Expiry: March 03, 2027

Review Result: We, Biobase Biodustry(Shandong) Co., Ltd., declare that during

the self-testing and performance evaluation, no Non-compliance
according to the requirements of the 2006/42/EC Machinery
Directive was detected.

Year of DOC marking: 2022

Signed for and on behalf of

Company: . Biobase B;o&ﬁéﬁfy@handong) Co., Ltd.
RA Specialist; . (hle NAN

Document No¢ - BKSD-CC22030402

Version; BKSD2021 MD DOC 1.0




BIOBASE

Biobase Biodustry(Shandong) Co., Ltd.

ADD: Biobase Industrial Park in a intersection of East JingshiRoad and Mingbu Road

TEL: +86-531-81219803 FAX: +86-531-81219804

E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed

successfully

2006/42/EC Machinery Directive have been taken as reference for these processes

Company Name:

Brand:

Related Directives and Annex:

Related Standards:
Praoduct(s):
Type(s)/Model(s):
Classification:
Examination Period:
Date of Expiry:

Review Result:

Year of DOC marking: 2022

Signed for and on behalf of.,

Biobase Biodustry(Shandong) Co., Ltd.

Mingshui Economic Development Zone, Zhanggqiu District,
JinanCity, Shandong, China (Biobase Industrial Park in a
intersection of East JingshiRoad and Mingbu Road)
BIOBASE

Machinery Directive 2006/42/EC

EN ISO 12100:2010

MicroPette Mechanical Pipette ( Eight Channels)
7030203004

Laboratory Equipment

Maech 01, 2022

February 28, 2027

We, Biobase Biodustry(Shandong) Co., Ltd.,declare that
during the self-testing and performance evaluation, no
Non-compliance according to the requirements of the
2006/42/EC Machinery Directive was detected.
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QUALITY MANAGEMENT
SYSTEM

CERTIFICATE

Certification No. : HXC18921Q20254R0M

Awarded to

Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City. Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhanggiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Min gbu Road),
No.2 Qinghe street, Zhangqiu District, Jinan City,Standard Plant No, 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province

Zip Code: 250200

The Quality Management System of the above
organization has been assessed and Found to be in accordance with
the requirements of the standard:

GB/T 19001-2016 / ISO 9001:2015

Scope of this management Certification

R&D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA® s website: www cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.

() Aeas

LS EIAIE

Date of Issue:5 Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024

Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City, Chﬁa 0-57 4?5?7 7
0.
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QUALITY MANAGEMENT
SYSTEM

CERTIFICATE

Certification No. : HXC18921Q20254R0M

Awarded to

Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City. Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhanggiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Min gbu Road),
No.2 Qinghe street, Zhangqiu District, Jinan City,Standard Plant No, 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province

Zip Code: 250200

The Quality Management System of the above
organization has been assessed and Found to be in accordance with
the requirements of the standard:

GB/T 19001-2016 / ISO 9001:2015

Scope of this management Certification

R&D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA® s website: www cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.
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Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City, Chﬁa 0-57 4?5?7 7
0.
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Certification No. : HXC18921YLOO8S8ROM

Awarded to
Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhangqiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road),
No.2 Qinghe street, Zhanggiu District, Jinan City,Standard Plant No. 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province
Zip Code: 250200
The Medical Devices Quality Management Systems of the above
Organization has been assessed and Found to be in accordance with
the requirements of the standard:

1SO 13485:2016

Scope of this management Certification
R& D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA' s website: www.cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.

LSEAE

Date of Issue:b Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024
Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City,China 010-57146599




		2023-08-03T16:02:46+0300
	Moldova
	MoldSign Signature




