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Declaration of Conformity

PRODUCT IDENTIFICATION ‘ i
Product Family Name Product Trade Name Code
Helicobacter pylori AMA RAPID | AMA RUT Expert 0205
UREASE TEST (AMA RUT) AMA RUT Pro (block of 24) 0206
AMA RUT Pro (48 in blocks) 0207
MANUFACTURER
Name of the company Address Representative

Association of Medicine and
Analytics Company Limited
(AMA Co Ltd)

17 Line of Vasilievsky Island,
4-6, 199034,
Saint-Petersburg, Russia

Grigoreva Irina

AUTHORIZED REPRESENTATIVE

Name of the company Address Telephone/email

C /Horacio Lengo 18,
CP 29006, Malaga-
Spain

Tel: +34951214054
info@cmcmedicaldevices.com

CMC Medical Devices &
Drugs S.L.

CONFORMITY ASSESSMENT

Device classification Route to compliance Standards applied

ISO 9001:2015
ISO 13485:2016
ISO 14971:2019
ISO 18113-1:2009
[SO 18113-2:2009
[SO 15223-1:2021
Directive 98/79/EC

Annex III of IVDD 98/79/EC

IVD-Other Council Directive

Association of Medicine and Analytics Company Limited declares that above mentioned product meets the
provision of the Council Directive 98/79/EC for in vitro diagnostic medical devices.

NAME/TITLE: President (CEO)/Marina Dmitrienko

SIGNATURE: W%/

DATE: 2022-05-20

Address: 17 line of Vasilievsky Island, 4-6, 199034, Saint-Petersburg, Russia; Tel/fax 007-812-321-75-01; www.amamed.ru, e-mail:ama@sp.ru



AMA Co Ltd

@ Association of Medicine and Analytics
ISO 9001 EN ISO 13485

Declaration of Conformity

PRODUCT IDENTIFICATION
Product Family Name Product Trade Name Code Basic UDI-DI
Helicobacter pylori AMA RAPID ) " "
UREASE TEST (AMA RUT) AMA RUT Reader 0204 4680008050200V4
MANUFACTURER
Name of the company Address Representative

Association of Medicine and | 17 Line of Vasilievsky Island,
Analytics Company Limited | 4-6, 199034, Grigoreva Irina
(AMA Co Ltd) Saint-Petersburg, Russia

AUTHORIZED REPRESENTATIVE

Name of the company Address Telephone/email

CMC Medical Devices & | C/Horacio Lengo 18, - ) 34951514054
CP 29006, Malaga- : i .

Drugs S.L. . info@cmcmedicaldevices.com
Spain

CONFORMITY ASSESSMENT

Device classification Route to compliance Standards applied

ISO 9001:2015

ISO 13485:2016
ISO 14971:2019
IEC 61010-1:2010
IEC 61326-1:2020
ISO 18113-1:2009
ISO 18113-2:2009
ISO 15223-1:2021
Regulation 2017/746

REGULATION (EU)
Class A 2017/746, Rule 5

Association of Medicine and Analytics Company Limited declares that above mentioned product meets the
provision of the REGULATION (EU) 2017/746 of the European Parliament and of the Council for in vitro
diagnostic medical devices.

\/

SIGNATURE:

DATE: 2022-08-22

Address: 17 line of Vasilievsky Island, 4-6, 199034, Saint-Petersburg, Russia; Tel/fax 007-812-321-75-01; www.amamed.ru, e-mail:ama@sp.ru



Association of Medicine and Analytics
@ AMA Co Ltd

ISO 9001 EN ISO 13485

CE registration AMA RUT Pro
(block of 24/48 in blocks)

Extract from the Technical File
Helicobacter pylori AMA RAPID UREASE TEST (AMA RUT), Edition 10

The device classification:

The in vitro diagnostic device (IVD) is not on Annex II, List A, the IVD is not on Annex II, List
B, the IVD is not intended for lay person use in home environment, not self-test.
Thus, the IVD is considered others and is self-certified.

The device is applied by endoscopists and allows to implement Near Patient Testings (NPT) as
well as at the laboratory.

The Route to Conformity assessment Annex III of Directive 98/79 IVD.

In accordance with Directive 98/79/EC AMA RUT devices don’t require CE certificate.

CE mark for in vitro diagnostic test AMA RUT Pro confirms by Declaration of Conformity.

NAME: Grigoreva Irina

TITLE: Certification manager
SIGNATURE: /

DATE: 2022-05-20

Address: 17 line of Vasilievsky Island, 4-6, 199034, Saint-Petersburg, Russia; Tel/fax 007-812-321-75-01; www.amamed.ru, e-mail:ama@sp.ru
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CUCTEM MEHE/)KMEHTA
000 «Tecr-C.-lleTepdypr»

Poccus, 190103, Cankr-IlerepOypr, 10-as Kpacnoapmeiickas yir., 1om 22 nutep A,
Tei./haxe +7 (812) 334-02-62, E-mail: cert@test-spb.ru
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MMPUMEHHUTEJIEHO K CICIYIOIHM obnactam JACATCIIBHOCTH:

Pa3paborka, npou3BOACTBO H NOCTABKA MEAHIHHCKHX M3Je il
JJISE AMArHOCTHKH in Vitro | in vivo.
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CERTIFICATION BODY
Test-St. Petersburg Co. Ltd.

22, lit. A, 10th Krasnoarmeyskaya st., St. Petersburg, 190103, Russia
Phone/fax +7 (812) 334-02-62, E-mail: cert@test-spb.ru
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Accreditation certificate No. POCC RU.0001.13CK03
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f of Federal Service for Accreditation
CERTIFICATE
"% Registration No POCC RU.13CK03.01072
= &%
”‘ This is to certify that Quality Management System of the company : j
-
o
- «Association of Medicine and Analytics» Company Limited 4
: (AMA Co Ltd.) -
b Russia, 199034, Saint-Petersburg, 17 line of Vasilievsky Island, f
s 4-6, Liter E, Room 1IN o 4
‘ Addresses of activities: o
£ Russia, 199034, Saint-Petersburg, 17 line of Vasilievsky Island, 4-6, Liter E, Room 1N g £
Russia, 199034, Saint-Petersburg, 17 line of Vasilievsky Island, 4-6 2
8
meets the requirements of 8
GOST R ISO 9001-2015
applied to the following scope of activities: :
* Design, manufacturing and supply of integrated test-systems
: and tools for in vivo and in vitro diagnostics. -9
Maintenance of medical equipment
‘% j: _g
" Date of the certification decision: 15.08.2022
- . Issue date: 7 15.08.2022
3 8 Expiry date: 14.08.2025
oo Initial certification date: 15.08.2022
4
—_ 4
j
L
=1} é
-, Failure to meet the conditions of certification makes the certificate invalid s { é
www.test-spb.ru RIIO1 13CKN3 "
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1. MpysootnpasuTens/skcnoptep (HaumeHoBaHWe W agpec)

ObLwectso ¢ Orpan-leHHon OTBETCTBEHHOCThLIO
"Accoumaumnsa MeguumHbl 1 AHanMTUKK",
199034, Cankr-lNetepbypr, 17-8 nuHus B.O.,
4. 4-6, nutep E, nomeLienve 1H,

Roccuitickas Pegepauumsa

2. pysononydarens/vmnoptep (Hammeﬂoaaﬂne W agpec)

"'Echipamed Plus" SRL, ,
ar. Chisinau, str.Valea Trandafirilor 24 B, of. 2-7,
Recnybnuka Mongosa

'RURU 4002012820

3857863

CEPTUDUKAT
O MPOUCXOXOEHVV TOBAPA
¢popma CT-1 :

4. Neo. . ...

Buinan s POCCUACKOM Pegepaumi

(HaWMEHOBaHWE CTPaHbI)

I pencrasneann & oo MGKON DeAepaLMY ik

(HavMeHOoBaHME CTPaHbI)

3. CpencTtsa TpaHCMNopTa ¥ MapLupyT CNegosasng
(HatkonNLEKO 3TO U3BECTHO)

T

\BTOMOBUMbHBIA TpaHcnopT
LaHkT-MNeTepbypr, Poccuiickas Pefepauns -
KuwmHer, Pecnybnuka Mongosa

o)

PN — e

I

5. [ingm cnyxebHbiX 0OTMETOK

1nst npeacTaBneHnsa B TAMOXEHHbIE OpraHb!
Poccuiickoin Pepepalini (NnoctaHoBneHue
lpasutenesctea PO ot 09.03.2022 Ne 311 n ot
)9.03.2022 Ne 312)

foHTpakT Ne 09-01/2024 MD ot 09.01.2024

6. Ne | 7. Konnyectso | 8. Onucaxue ToBapa 9. Kputepuu | 10. Konmuectso | 11. Homepu
MeCT 1 BUAO, NPONCXOX- TOBapa AaTa cHeTa-
YNakoBku AeHud hakTypb!
1 1 kopobka YCTpONCTBO ANA 3KCNpecc-AnarHocTuku [13822 1,0/0,8 GueT Ha
xenukobakrepuosa rno ypeasHow akTUBHOCTH ec GpyrTo/ onnary
BuonTara (in vitro) Tect-cuctema XENMAN® eTTo (Kr) Ne 09-01/24
"TnaHweTt") - 300 wr. MD ot
09.01.2024

12. YpocToseperue
HacToAw MM YOOCTOBEPASTCA, YTO AEKNAPALIMA 3aABUTEAR
GOOTBETCTBYET ASMCTEBUTENLHOCTH

Coto3 "CaHkr-lNeTepbyprckas Toproeo-NpoMblLLneHHan
manata" 191123, r. Cankr-lNeTepbypr, yn. Yaikosckoro,
1.46-48, Po

/]
o

16.01.2024

........................................................................................

MNoanuce Hara

KopoTkuHa B.H.

13. Neknapaiuua sassuTens
Huxenoanucariuviica 3aaenaeT, YTO BbllWenpuBSOeHHbIe
CBefeHUA COOTBETCTBYIOT BENCTBUTENBHOCTH, YTO

BCE TOEaph! NOMHOCTLIO NPOW3BEAEHb! MW NOABREPTHY T
AOCTATO4HOR nepepaboTke B

=y
(Haukaey

N 4TQ BGE OHM ome%m_,{ﬁié@oéaﬁmm_npékg

YCTaHOBNEHHbLIM BDTHQEJE v}#-‘rakw TOBapoB




	1. DoC_AMA RUT_22
	CE_AMA RUT_Pro
	ГОСТ Р ИСО 9001 (двуязычный)
	ИСО 13485_рус
	Сертификат происхождения СТ-1

		2024-03-07T12:15:11+0200
	Moldova
	MoldSign Signature




