YourTrustedPartner

San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa Rim Road. San Diego, CA 92121, USA
assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chiginau MD-2012,
Moldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC
and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the registration
of medical devices on the territory of the Republic of Moldova.

ACON reserves the right to cancel this authorization at any time with a one month notice. If this is the case,
ACON will honor any obligation to supply to our representative SanMedico SRL all the products distribution
acquired or in the process of being acquired in Public Price bids and Public Tenders process.

Sincerely,

(

Jassy Alvarenga

Account Manager, International Safes: -

ACON Laboratories

ACON LABORATORIES, INC. 10125 MESA RIM ROAD  SAN DIEGO, CA 92121 « T858.875.8000 F8 ¥




BjjEIsIBRLE

vsn 'Lz1ze vo oBaig ues ‘peoy wiy eSaN SZI0L
‘au| ‘eInpsu| IWNZV

vSn ‘1Z1Z6 ¥O obaig ueg ‘peoy Wiy esay SZ10L
“au| 'sallojeIogqe] NOOY

juawiyse)e aas s[Opo |1ejeq 104

HOWS 3NAJAE LIND0I4 ﬁ—m—w :Hl.....h

¥ 40 Z afied

(ser)Anjioey

{(s)iepo

210 L6608 80 LL LA 'ON
(Bunser-jes o} sedIAGp pUB G PUE ¥ IST1)

{9 'v) Buppnjoxe A) xouuy ‘(aaAl 0 [e21ps o1

B

0 OdHIA Y U0 DAELIEE FANINQ

woysAg sourinssy Apenp |Ind

UG 1IN

ajeaypda) O3

¢ JLIVII4I1LH3D & LWNI4ILH3Z

.

*®
(]
m
o)
-
=
©
=
-
b~
l
2
L]
m
=
-
-
]
b
=)
L=
2
o
m
=
—
el
]
b -]
-

L 15 k=S

Y

fuBuiing - UBYIUNYY GESDR - SOGENSINIPY - BIILIDRYLIET - HIWD BIMBS 13NJ0i ONS AL

¥ jo | afied

£710 "OU UDHERUERI Ui ADOE PSLION S| HJWD S21ABS jaNpold ONS ANL

el ueels
” 0E-80-£102 ‘'®ieQ
ZL-60-2202 ‘jpun pieEA
€L-€0-L10Z Jwiody pHEA
LOLX3EPLLIHS “oN woday

jESjIEAD S2I0U OSE 89T ACjEpUBW 3

SISSURIBD (¥) Al XSUUY JEUCIIDPE US 533Aep Y 181 jO Bunayieuwl Jo4 ‘souBaaIng [expouad

0} palgne &1 pue aal 0 sl Jo whas ay) Of SuUojuod Waisks asueinsse Apenb

S Al XSUUY QOA| WM SOUBRIOIOE Ul SIFILE) 29IAIP | SBAASP anyoadsa sy jo uoipadsul
feuy pue asnpejnuew ‘ubsap Jo; wasAs soueinssE Ayenbep dun sy

pauor J2 8y} |BY) SRIEPAP HOWE S0ASS KINpald NS ADL 45 Apog Loasayla) auL

A Gaid pue ABojojeway ‘Ansiwayd [ea1u1 J0)

sasnap Bupsal-jias ‘swaisis Bupsayjos Buunseaw
3509n|B POO|q 'SIHIEW JOUIN) PUR SUONDBJUY :(sa1)f10baye]
uBWNY J0 UORDAaP ayj 1o} sonsoubelp oIA u) janpoid

ANVIAHID
JanouueH G/ LOE
1y usqeiBpyos
Hawe asiniag Ajajes adlaaQ |edIPaN :aApejuasasday-03

vsn
1z\z6 w2 cBaig ues
prOY LI BSBN SZHOL

‘auj ‘seuojeioqe] NOIV :1ainjaejnuepy

L10 L6608 80 LL LA "ON
(Bupisay-jjas 10 S83jAap pue g pue v 1si7)

(9 'y) Buipnjaxa p| xauuy (GAA senaeg |23 pal ansoubejg oniA U Uo DA/ELBE PANDEIT

waysAg asueinssy Ajenp |Ind

ajeo1}13199 23

FRE PG

¢ J1VI1411H430 & LUNIdILld3Z

L 2
)
m
-
-
=
©
-~
=
=
—]
L 4
o
m
==
—
-
(x]
=
o
(=)
*
o
m
=
—
-
=]
=
—_

"

e



ANy BEEOR - G OPROSIEINNY - BMISIBTLIEZ - HOWD BIWIBS LaNpALY (NS AL

v 4o v abeg

ABojouysa] |esipapy uogeIyIIaY
Pidid uejois

=y

0£-80-£10Z "1HO-SHIN ‘yauny

weanspyy 152 pidey Asueubaug

‘(suun) spessen 159 pidey AoueuBaug oy
‘(Lp1-522) sduis is3) uigojfowsy

(Lr1-NDD) warshs Buyse ) wgoiBowsy
{151-5D0) sduis 1591 ¥NIfLd

‘(153-IN00) waisks Buuouo WNI/LD
(LOI-300) sduyg is8 ] jusiseOyD) BI0L TOHD
‘(LoL-W00) i B W 4o
SBANS(] [ANUOD TH LD IUBISBIYD

(¥14-50D) S8R0 1591 Bued PIdA |-
{€£11-800) saomaq 1sa) wmaidodn Ausuag uBiH 10H
(Z11-800) saomaq 158 sepuaskiBuyl oL

(11 1-800) swanag jse | jcmsajoyD 1eL TOHD
(L -N0D) Ag Bupoyuop K joyD
‘(121-509) sduig 183 uoneinBeo) |d
‘(LZ1-WaD) weishs Buuoyuoyy vonenBeod 1d
U 1581 VI3 WSd IE10L

0£-80-210Z Peiep Log juswejddng

L10 LBEOB BO LI LA ON 21B3YlMa) 10) Juswiyseny

¢ J1VII411H430 & LuMi4i1LH32Z

L 2
o
m
=
—i
=
©
-
=
>
—
L 2
]
m
=
]
o
Ly
B
(=]
=]
.
)
m
=
—
b g |
L]
=
e

W

AOL AUBLLSE - UBYIUNW BESDR - GO PURLSIAIDY - GOISIEYLIGT - HOWD SIS 1INP0IG OS5 AL

o g abey

I 1531 i3 WEI AWD

‘11591 vid 961 AWD

‘i 88 w13 W) ereany

‘M 1581 13 9F) egsany

‘i 1531 VI3 WO swsedoxo

‘Wi 1581 W13 96| ewseydoxo)

‘sduls 168 ] wonoaju| joe ) Aeuln (LN

“{oun) sding uabeay sisfiguun

‘sdiig IS8 8s0aN|H POGIE SNO-Q

‘warshg Buuopuow asoaniy pooig SNO-C

(191-590) sdu)s 1581 suDey pooig JBD U

(L9 -WO0) weishg Busoyuo UDIaY § BS0INID POOIE [ENT WO IBD LQ
'(161-SD0) sduig 1581 950niE) poojg BAxI §BD UO
‘(18L-W90) washy Buponuow asconjo poojg enxd jed up
‘(L£1-590) 2duis 18 9500NIS POOIG (] Sid 18D LD
"(1LLL-Wo0) weysds BuLopuop @30an|S) POOIE || SNid KD UD
(1Z1-5D0) sdins 153 8scanio pooig disys 18D U0
‘(1Z1-Wo0) washg Bunopuapy asoanig) pooyg dieyg 12D VO
‘{201-W9O0) waiskg Buuoyuoy 2s09N|S) POOIE [2d PIMA H2D LD
(4L0L-800) sdulg 158 | 9500NI9 PAOIE PIMA D U0
{(101-Wo0) waishs Bupcyuopy SS0INIE) POOIE PIMA 120 LD
'sdjig 1881 9500NIE) POOIE LASOYT ED UD

wajsAs Buuoyuoyy #S03N|9 POOIE USSOYD IED U0

‘sdig 158 ) 9S02N|S) POOIE Wnuneld el uo

‘wayshg Buuoyuo SS0IN|D POOIE WNUEld (18D UD

sdilg 158 | 3500N9 POOG PEIUEAPY [[ED UD

‘washg BuLOUO B8NS DOCIE PIIUZAPY 12D UD

'sdig 159 @s0aN|D PO I 1PSY IED VO

‘wajshs Buuopuow 2502N9 pPooid IPSY D UD

‘wialgAs Buponuoyy as0onio poalg Il Z3 €D U0

'sding 1531 83000 POOig $Nid 1ED U0

‘washg Gunoyuoyy 8500N(S) POOIE SNid 18D UO

:(sa1) AsoBayes yonpoudj(shonpoud ay) 104

0€-80-210Z PeIep |00 Juswsjddng

210 L6608 80 L1 LA ON 2jB21148) 10§ Jualuyaeyy

4 J1VDI411H430 & LVNIdILH3Z

L 4
o
m
-
—y
-
©
=
-~
>
-
L
o
m
=
v
-
(]
p -
L=
(=]
L 4
o
m
=
mf]
-
L
>
——q

W



DAKKS CRT2 1 1013

.—
<
()
[
-
o
Ll
o
*
o
(o
I
()
o
-
= o
Lid
(]
L
b
<t
-
=
©
=
|
o
[FE]
[
L 4

L

ZERTIFIKAT © CERTIFICATE &

Product Service

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.

No.210 Zhenzhong Road
West Lake District

310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Biotech (Hangzhou) Co., Lid.
No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

Scope of Certificate: Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2008)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14
Date, 2016-07-08 ;

Stefan Preit
Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 + 80339 Miinchen - Botams CONTAL



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that

the in vitro diagnostic device |
E i Foresight® TSH EIA Test Kit :““‘*"” ‘
- classified as others of the directive 98/79/EC i
- meets all the provisions of the directive 98/79/EC on in vitro
g diagnostic medical devices which apply to it y. i
%
£

This self-declaration is according to Anne;
(excluding Section 6) of the Directive.

Medical Device Safety Service
Schiffgraben 41
30175 Hannover, Germany

Signed this Oa'l “day,of
lnd;én@[nrego CA U;E‘;A

g Jinn-nan Lin
President
Acon Laboratories, Inc.

—_— e e = =

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858)
E-mail: info@aconlabs.com s



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device: i_

i
,;‘?

|
)

§;§§

L Foresight Total T3 EIA Test Kit
classified as others of the directive 98/79/EC

meets all the provisions of the directive 98/79/EC on in wtﬁ
diagnostic medical devices which apply to it

This self-declaration is according to Annex lli
(excluding Section 6) of the Directive.

e
G

Authorized Representative:
MDSS Tk
Schiffgraben 41 g
30175 Hannm%grf’%ennany i
§§-“ o
A ¢ 3
Slgned this 96 day of __ ' 9")' L{“ !
in San Diego, CA ¥ O R — .!
o. r
)
Qlyl Xie, MD, MPH

Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

& mail: |nfo@amniabs com




ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We declare ungeﬁ' our sole responsibility that th; in vltro dlagnostic
\ , device:

Foresight Total T4 EIA Test Kit

classified as others of the directive 98/79/EC,

" meets all the provisions of the directive 98/79/EC on in vitro i il
diagnostic medical devices which apply to it

This self-declaration is according to Annex Il
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS i
Schlﬁgrabgn 43% s =)

,,,,,

Signed this -0 day of 1Y
in San Diego, CA USA

: t:“z(
. Qiyi Xie, MD, MPH
Semor Staff, Regulatory Affairs
ACON Laboratories, Inc.

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Te!: (858) 875-8000 - Fax: (858) 875-8098 IS A
E-mail: info@aconlabs.com J




XEMA CO., Ltd.

bidg. 48/4, Sth Parkovaya str., 105264, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
E-mail: info@xema.ru, info@xema-medica.com
Internet: www.xema.ru, www.xema-medica.com

STATEMENT

We, XEMA Co., Ltd. having a registered office at 48, 9™ Parkovaya st,
104264 Moscow, Russia, assign Sanmedico Srl. having a registered office
at str. A. Corobceanu 7A, apt. 9, Chisinau MD 2012, Moldova, as

authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC .

We declare that the company mentioned above is authorized to register,
notify, renew or modify the registration of medical devices on the territory
of the Republic of Moldova.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager
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Bk i . ‘ Tel: 1-408-855-0061

4 LumiQuick Diagnostics, Inc. Fax: 1-408-855-0063
CCl| 2946 Scoit Bivd,, Santa Clara, CA 95054, USA E-mail: info@lumiquick.com
Website: www.lumiquick.com

Date: February 13, 2018

LETTER OF AUTHORIZATION

To whom it may concern:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRL having a registered office at str. A. Corobceanu 7A,
apt. 9, Chigindu MD-2012, Moldova , as authorized representative in correspondence with
the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or
modify the registration of medical devices on the territory of the Republic of Moldova.

This authorization letter is valid until February 28, 2020.

Best regards,

P

Charles Yu
President

BE054 USA
Il fPhsmiguEch.oom
OE-FSL-DURT W lumicuach.oom




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certificate No: FM 574919 .
and operates a Quality Management System which complies with the requirements of 1SO 13485:2003 for the
following scope:

The design, development, manufacture and distribution of in vitro diagnostics test kits and
reagents used in the diagnosis and management of disease status, including Infectious
Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests,

I{'M &

For and on behalf of BSI:

Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2017-10-09 Expiry Date: 2019-02-28
o Reiod Page: 1 of 1
s | ..making excellence a habit’

- e,
ONTRAA =

< o
TU ¢ N,
Q?&'LR’I R,

This certifizate remains the property of BSI and shall be returned immediately upon request.
An electromic certificate can be authenticated online. Printed copies can be vahidated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies,



] LumiQuick Diagnostics, Inc. E1.-| 106-855-0061
‘ Fax: 4088550063
| 2046 Scott Blvd.. Santa Clark, CA 95054, USA Fomail ifo@) umiCQuick. com

Web: www lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Cardiac Markar Test Devrces 4
| QuickProfile Troponin | Serum Test Card 76001
| QuickProfile Troponin | Whole Blood Test Card | 75002
| QuickProfile Cardiac Panel Serum Test Card 75003
QuickProfile Cardiac Panel Whole Blood Test Card 75004
QuickProfile Myoglobin Serum Test card 75005
QuickProfile Myaglobin Whole Blood Test Card 75006
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Blood Test Card 75008
' QuickProfile Troponin | Strip 75009
QuickProfile CK-MB Strip 75010
QuickProfile Myuglobln Strip 75011

LumiQuick Diagnostics, Inc. 2946 Scott Blvd. | Jeff Wang

! 'Santa Clara, CA i
195054

|USA i

AUTHORIZED
REPRESENTATIVE

Name of ame of company

Emergo Europe | Prinsessegracht 20 +31 70.345.8570 - phone
2514 AP +31.70.346.7299 - fax
The Hague, Netherlands europe@emergogroup com

SS— WA v ——— —

CONFORNZIT |
ASSESSMENT

Route to compliance Standards applied
Annex Il of IVDD 98/79/EC

Class: Se Self-Certify

180 13485:2003
Council Directive l

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: }
DATE: 28/04/2017

EC_Declaration_Letler Emergo_E2R0_NewAddress




W] LumiQuick Diagnostics, Inc. }""5 :':"' S
| ax. AB-855-000: 1
2946 Scolt Myd., Santa Clama, CA 95054, LISA E-mail: Infom@l umiQuic k. com

Weh: www . lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number

H. Pylori Ab/Ag Test Devices T LI T T P e g T £ e il
QuickProfile H. Pylori Antigen Test Card 71020
QuickProfile H. Pylori Antibody Test Card Whole Blood 71024
QuickProfile H. Pylori Antibody Test Card-Serum | 71046
QuickProfile H. Pylori Antigen Test Strip 71081

| QuickProfile H. Pylori Antibody Serum Test Strip | 71064
QuickProfile H. Pylori Antibody WB Test Strip | 71086

LN_a_r_ne_ of company Address 'Representative
rLumiQuick Diagnostics, Inc. |2946 Scott Bvd. | Jeff Wang I T U]
{ Santa Clara, CA :
‘ 95054 |
| o S RS I SR plioL s _

o i

AUTHORIZED
REPRESENTATIVE

[Name of company
Emergo Europe

Addresg Telephone/email |
Prinsessegracht 20 +31.70.345.8570 - phone |
2514 AP 1 +31.70.346.7299 - fax

| The Hague, Netherlands feurope@emergogroup.com

CONFORMITY
ASSESSMENT

Device classification Route to compliance

Class: Self-Certify |Annex Il of IVDD 98/79/EC |
Council Directive _

Standgrds applied

—

ISO 13485:2003

LumiQuick Diagnostics, Inc. déclares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE:
DATE: 28/04/2017

EiZ_Declaration_Letler_ Emergo_E2R0_NewAddress




LumiQuick Diagnostics, Inc, Fel: 408-855-0001

Fax: 408-855-0063

o 2946 Scoir Bhvd,, Santa Claks, CA 95054, LUSA F-mnail: info® | umiOuick.com
Wl \

W lumiguicl.oom

Declaration of Conformity

FRODUCT IDENTIFICATION

Product name ] Modet!number

Fecal Occult Blood Test Devices & [T < L
QuickProfile Fecal Occult Blood Test Card | 72001
QuickProfile Fecal Occult Blood Test Strip 72006

MANUFACTURER

Name of compa ny Address Representative

!Luanutck Diagnostics, Inc. |2946 Scott Blvd. | Jeff Wang
- Santa Clara, CA |
l 95054 ’
i |USA |

AUTHORIZED
REPRESENTATIVE
?Name ofcompany  |Address Telephone/email
Emergo Europe Prinsessegracht 20 |+31.70.345.8570-phone |
2514 AP 1+31.70.346.7299 - fax

The Hague, Netherlands leurope.@emerg(:»grcaup .com

CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied

Class: Setf—CertHy Annex Il of VDD 98/79/EC IISO 13485:2003
ICouncil Directive

Lulemck Dlagnostlcs Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE:
DATE: 28/04/2017

EC_Declaration_Letter_Emergo_E2R0_NewAddrass
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SYNTESYS S.AS. DIRINALDOR. &C,

Cert N7T1111  Cen NG5741

SYNTESYS VIA G GALILEI, 10/3
35037 Z.|. SELVE DI TEOLO [PD]

TEL. +39 045 SD03866 R A. FAX +39 OM4S 5903867

COD.FISCALE P.IVA NREGIMP. PADOVA 03573950288

E-MAIL INFORSYNTESYS.IT - WEB WWW . SYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office at Via G. Galilei 10/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chisindu MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 98/79/CE and 93/42/CE.
We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

Teolo, 02.01.2018

S5 SYNTESYS SAS.

01 RINALDO R &C

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.AS.

—
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THE INTERNATIONAL CEFlTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015
Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-83562

Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of CISQ

IQNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly T
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil /275 D e By 3
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica 7
IRAM drgentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norvay NSA TrelanG f
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S11 Israel S1Q Slovenia RS
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS:SE
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. 3= &

0774CM_D3_EN
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~:Net ~

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System
for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of

products for laboratory analysis and sanitary products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

UNI CEI EN ISO 13485:2016

Issued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document.

Registration Number; IT-93779

“ENet- o CIsQ 7P

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ
IQNet Partners*:

AENOR Spain AFNOR Centification France APCER Portugal CCC Cyprus CISQ ltaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germam: FCAV Braz % ‘.\ N ONTR,
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Ricafs) A
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norvay NSAI lrefaigld & &
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia 3]
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Y[ Q _
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc\; ';_




STATEMENT

We, “Technology-Standard” Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9,
Chigindu MD-2012, Moldova, as
authorized representative in
correspondence with the conditions of
directive 98/79/EC.

We declare that the company mentioned
above is authorized to register, notify,
renew or update the registration of medical
devices on the territory of the Republic of
Moldova.

“Tecnology-Standart” Ltd
11695 Kalinin Prospekt
City of Barnaul, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,
Chigindu MD-2012, Moldova

Date: 01.12.2017 _ gmmmuny,
Director: Mr. Adj

Signature:

3ASIBJIEHUE

Mg, 000 «Texnonorus-Cranaapt,
MMelolliee 3aperuCTPUPOBaHHBIA OduUC 110
anpecy 116/95, npocniext Kanununa, r.
Bapnayn, 656037, Poccus, nopygator SRL
SANMEDICO, umeromyio
3aperuCTPUPOBaHHbIA OQHUC HA yiIHULIE

A Kopobuany 7A, k8. 9, Kumunés MD-
2012, Monnosa, 66ITh B KauecTBe
YTIOJTHOMOYEHHOTO MIPECTaBUTEIs B

COOTBETCTBHHM C YCJIOBHAMH JUPEKTHUBLI
98/79/EC.

M5l 3asBIsIEM, YTO YIIOMSHYTas BhILIE
KOMIIaHHsl UMeeT NNPaBO PerHCTPHPOBATh,
YBEOMJISATh, OOHOBJIATE WUJTH
BO300HOB/ISATEH PErHCTPALIHIO
MEIULMHCKHX U3/IeJIUH Ha TEPPUTOPHH
Pecry6nuku Monnosa.

000 ®upma «Texnonorus-Crangapm»
656037 Poccus r.bapuayn,
np-kT Kasimauna 116/95

SRL SANMEDICO,
r. Kumunés MD-2012, Monpaosa
yn. A.Kopobuany 7A, kB. 9

Jlata: 01122017
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~ Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012, Moldova , as

authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register, notify,

renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

On behalf of the Manufacturer
General Manager
Haya Amawi

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom, /
Tel: +44 (0) 1223 858910, Fax: +44 (0) 1223 858524 fo/ T
Middle East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204, Ammiateif5

PR - Fa & M SRR



Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:
ISO 13485:2003

Qha el

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 23 March 2018 Original Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number: 10067833

Approval Certificate Number; 1ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

Lloyd's Register Group Limited, its aMiintes and subsidiaries, Including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees of agents are, individually 0 o
Mnm'.uwnﬂwn:mmnn:mlwmdﬂlllnoln-imumypwwnfuwlmn.mnouammumdbyrelmuonMWumﬁonarmmhth dogdmantip
puwnhudmm.munmnmmumRmmhnmﬂmmmwwﬁuwmhnm:m ") i an the lerms and condiiind &

Y of liability i
IlMdBr:M&WWWE&W.WMM&.WM‘NM.1T,MM.DMNO,ZM,MM.JNGMMwmbﬂfc[:thyﬁwmlmrm i
Birmingham B37 7ES, United Kingdom
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