YourTrustedFartner

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, 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 abave 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,

7
I AAAA VQ
| {

Jassy Alvarenga

ACON LABORATORIES, INC, ' 10125 MESA RIM ROAD ~ SAN DIEGOQ, CA 92121 + T 858.875.8000




64 APenTIDIGY  AlsiD 7 HOWD DHAISE IIADDL (NS A

.o abeqd
¥Sn 1Zizs vo obalg ues ‘peoy Wiy esaly SZ1L0L
"ol eyninsu| IUNZY
wsn '1Z1z6 vo obaig ueg ‘peoy Wiy esay 5ZL0L
“au] *saLojeIoqE] NODY (sa1)Anj1oed
jusiiyaene 23s sjapoly [ie1aq 104 :(shiapon

410 L6608 80 LL LA "ON

{Bunsal-}|os 10§ SO0AIP PUE g PUT ¥ 11

{3 'y} Buipnjaxa p) xauwy ‘lagll S31Aa0 (BPIY USoU Beig o1pA U] U0 D546 dANIDNT
walsAg aoueinssy Ajenp |ind

ajeoynIaD 03

AULAG DI

® 31V0141143D & LYII41183z7

o8
Es

=l

a

&

*
=
m
o
par|
=
o
=
N
=
-t
S
=)
m
=
]
-
(]
=
=3
=
i}
m
-
]
m
[}
b
-]

HOWS BIAEE 1IN0204 0T

10 | abiey

€210 OU UCHEDWLUSA] LW ADSE PRINICN $I HAWD 82135 1IN0 aNS ANL

e USg
QE-RC-LI0C  '=EQ

\Y}\\J \\4 \
1 E0-E208 Huun piep
180 LL02 MU0 PUEA
LOLXIEFILLHS oN Hodax

eaysAD sajou o5 99g AolBpuElu o

SISIIEAT () Al FRULY [BUSHIDPE UE SANDP Y 1E] IS Bunasjiew 104 SIUMPDANS [BARCHRS
o) [akans 51 pUS SANDEUG S} JO SuSwaNNbal a4 0F SULOJUOT Wwayshs aouensse Alpenh
SHIL Al KUY OAL Ui SIUEPIOI0E Ul SILIE] 3HAGP / SATINSD aanTadsa: 2y) jo uipaadsul
jeuy pre angejnuew ubisap Joj wegshs sueinsse Ayjent 2 pRjususdul SeLy JanDenueLL
PRUCHUBWIINE Ul L SUBDED HWE 2auag anpiig ONS ANL P Apog vanaiyuas syl

Faueubaid pue ABojojeway ‘ASuayd B 104
saonap Bupsa)-jias 'swashs Bunsa-yas Guunsealt

3509Nn16 poolq 'SI9YIEL JOLUN] PUE SUOHI3JL :(sa1)f10Bajen
uewny jo uonssyap ayy Joj sonsoubeip oalA Uy janpold
ANVIHID
JRACLUEH 52108
Ly usaEsBynEs

HOWe asiAlag Alajeg 801AaQ [E2IpBy  (BAlEUaSaIday-03

wSN
1zis wo sbaig ueg
peoy wiyg Bsay SZLO0L

‘ouj ‘saliojeloge] NODY Jlanjorinue

L10 L6608 80 LE LA ON
(Bupsay-}j0s 10} S5aJ1A3D PUE § puR Y 1S
(9 '5) Buipnjaxa p) xauwy {Qgal) 532183 1Py onsouleig QUUA Ul uO J3I6LIZE IR0

weysAg asueinssy Ayenp [Ind

©3e901}13490 O3

Fr S NS

¢ AIVOUIILEID & LWI4ILHIZ

-
Gt
-~ m
5]
]
S
=
=
e
i
8 2
o
m
-
=
=
.A-u.
S
Rt
m
=
=
ExY
|
b1
.

TR



a lmw Py @RI INTET - HOWG BTWLET D000, CNS ANL

" 5

40 b alieg

ABojouyoa] jeaipaly uoneEIyIBD

Hlald uejas
sy

0£-80-2L0Z ' LHO-SHN ‘U21Lny

[ 152 pdey A ]

euun) anesse) 1seg pidey AoueuBaig 5oy
Hirl-500) sduig s3] vigsBowsH

Ul wests Dugsay wigeBowan
TL5L-800) ks 1531 YN LD

15 1-M00) walsds Buioyuolw HNKLd
(L0130} sng 158 L (0SIs3I0Y ] 19101 TOHD
(L0 L-WDD) walshg Bunopuopy 1049159j04D
"SB0IAS( [SHUCD THLD IUSISRoYD

1t 1-500) seoinaq 1sa) jaued pdN 1-€

‘o1 1-500) saoag 158 L weinudodn fpsuag ubH OH
ZLL-S00) sanmag jsa | sepuaakiBil Ol
(111800 S8 153 |0I2IS3I0Y T €10 L TOHD
(LD} Walshg Buuoyuop [0I3188104D
(LZL-200) $8uiS 153 ) uonginBesd 1d
SLzL-woD) weishs Buloyuow ucnernBesd Ld
'y 1521 I3 Wed IBaL

EAEG 1M

0£-20-£102 paiep Lop uatwalddng

£10 L6608 80 L1 LA ON @1E24IHSD 10] JUIWIYIERY

* JLVYII411839 & LYNIHILHAZ

El

8

@._

L 2
o
I
-
P
-
©
=
-
>
Haml
*
[}
m
=
=t
iy
=
o
o
&
[}
m
=
—
.
i
o
P |

AR ET

LEYIUNLL BEEGE ¢ B3 ORTASWIEY s

v jo ¢ afed

1 1821 I3 WE ARD

41521 13 98| AND

isa L i3 wh =gy

1 1saL vi3 9B eyeany

131591 ¥i3 WB) ewsedovo )

Wy a1 v b swsejdoxo]

sdim 182 ucpeu) 10ei) Aedun LEN

faunn)) sding wabeay s:isfjeunn

*sdulg 158 | 28C0MD POOIE SNO-C

‘lwaysAs JuLDlUOp] SS03N D FoE INC-C

ULGL-500) stuls 158 aumay 200G IED UQ

{LL-woo) waysig Bu FuEEY g 280009 PONG BN MY IRD UD
(L -s90) sdug (53| 850005 POOE B3 (B3 U0

LR WS waishg Buuoiuopy 2SOSNID PCOYE BHXA 18D VO
L4 -Sey) SEIS 1531 2s0onS) poid || SNid IIBD V0
HLALWeG) waisde Bunonucy 2S00 POOIA || SNid IBD UD
{1z1-s00) sdiag 1321 scang paolg dizyg 12D U0

4Lz FWe01 washs Sunopuoipy ascanid £oolg dizys e uo
‘{Z01-WD0) weisis Bunoyuow ssnunie POTRY |Bd PAA IED LD
'(LOL-S00! YIS 1891 350N POOIG PIVA 11BD LD

(L WD) waishg Buuouuayy 950370 POSIF PIMA JED UD
sduig 193 B50GME PO2IG UASOYD BT VD

wasAs Euncuuop) BSOIND ODIG USSOYD IED UG

sthing 158 2503NQ POOIG WNUNE|d [|BD VO

wizisdg Gu GO SS03MS POO|G WNUNEd [|BD UD

P

‘sding 1381 850000 POOIE PAIUBADY (BT UD
‘wajshg BuloNUOy SS0INIL) PO PIRIBARY IRD VO
‘sdujg 1581 8500019 POXE || 1PAY 1D U0

waishs Bunoliuoly 950SN|S) PCOIR 1P 1B VO
“wayshs Buuonuop s503nD Pooig 11 Z3 I1IFD YO

e ug
qasds Buroyuopy 500MS BOOIE ST IBD D

‘sding 155 1 25020 poog 5Nl

(san) fsofimea jonposdy{shonpoad ayl Jo4

0E-80-£10Z Piep 100 uawajddng

LLO L6508 80 L1 LA ON @1EILIAD 10) JUSWIYIEHY

* 31Y2141LH3D & LYNHILHAZ

*
o
m
C
..l
-
s
=
S
>
l.
*
3.
T
== |
-
T
(.
o
o
o
- ®
e
-m
=
==
T
o
=

Vorn e



OAKKS CRTZ2 7110 13

==
o o

E.R'f_I.F_I'{(T: AT

= ¢ CEPTMOWKAT & CERTIFICA DO & C

ZERTIFIKAT & CERTIFICATE &

Product Service

CERTIFICATE

No. Q1N 16 0542074 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.. Ltd.
No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

1v-sut comips-cert

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

Applied EN SO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(IS0 13485:2003 + Cor. 1:2009)
DIN EN IS0 13485:2012

The Certification Body of TUV SUD Product Service GmbH cerifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirerments 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 ”’4

Stefan Preilt

Page 1 of 1 ({ DAKKS

Deutshie

TUV 5UD Froduct Service GmbH - Zerifizierstelle  Ridlerstralie 65 80339 Miinchen -



LumiQuick Diagnostics, Inc.

2046 Seott Bl Santa Clara, O 95054, LISA

Website: www lumiguick.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, Chiginau 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,

Lz s
S W?‘ -

Charles Yu
President




Declaration of Conform:ty

lProduct name %Model!num her

Fecal Occult Biood Tt.st Dewces | |

I QuickProfile ~ecal Occult Blood Test Card 172001 :
QuickProfile “ecal Oceult Blood Test Strip | 72008 i

Name of company . Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. |Jeff Wang
Santa Clara, CA -
95054 ;
USA

iName of com pany Address | | Te!ephone!email

.Emergo EUTODG Prinsessegracht 20 . +3‘i 70.345.8570 - phone

| 2514 AP | +31.70.346.7299 - fax ;
The Hague, Netherlands europe@emergogroup.com '

Dewce classlflcataon Route to compliance Standards applied

Class: Self-Cerlify \Annex lll of VDD 98/79/EC  1SO 13485:2003 |
. [Council Directive

S U |

Lulemck Dxacnosttcs Inc deciares that the above mentioned products meel 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.

CONMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: )”L 1/C }[ﬁ
DATE: 28/04/2017

EC Declaration_ Letter Ensergo E2R0NawAddress

e sttt o e i A Y i il A5 e e



R . | sk
UITHENHCK ENapnosiics, i !

Bl Senta Clar, O A YHHEA. LSS [LAL ERAELLEA

Declaratlon of Colnformlty
PRODUCT: IDENTIRICATION i

'Product name !zb."lodei!number

._ e corer——— e ——r e R e - e W e nnssnnn s s pe— Er——. } ! - - - S —

| Cardiac Marker Test Devices |
QuickProfite Troponin | Serum Test Card 175001
QuickProfile Troponin | Whele Blood Tes! Gard | THO02
QuickProfile Cardias Panel Serum Test Card 75003 |
QuickProfile Cardiac Panel Whole Biood Test Card 75004 !
QuickProfile Myoglobin Serum Test card 75005 |
QuickProfile Myaglabin Whole Blood Test Card 75006 |
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Bloed Test Card 75008
QuickProfile Troponin | Stip 75009
QuickProfile CI-MB Strip | 75010

QuickProfile Myugiobin Strip 75011

IName of company | Address Representatwe

e IR CUREROO B —————

29486 Scott Blvd. Jeff Vang
iSanta Clara, CA
95054

USA

uName of company Address ETeiephEne;'email

E”"BIQO Europe Pnnsessegracht 20 +31.70.345.8570 - phone

f 2514 AP | +31.70.346.7299 - fax

' | The Hague, Netherlands| | europa@emergogroup.com

................... " 5 — S—— 1. —

________________ Route to com phance - Standards appl:ed

iCIass Self—Certlfy ' ’Annex [l of IVDD 98!79!?30 'tSO 13485:2003
\Council Directive
| |

| [ "

LumiQuick Diagnostics, Inc. declares that the above mentmned products meet the plowsmn 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

=S N
TITLE: Quality Systems Manager SIGNATURE: }) L /L" (}[
DATE: 28/04/2017

LG Declaration Letler Frocgo E2R0 NowAdgoass

B T ———— s S



bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

TR Ty

3 _
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 1SQ 13485:2016 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,

S M J/ae.-;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2018-11-21 Expiry Date: 2020-10-19
"SR R Page: 1 of 1

©

D |, ..making excellence a habit”




Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 O0WX, UK assign SR, Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chisinau 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 e
General Manager o

B
Haya Amawi /,//’
s

-

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom
Tel: +44 (0} 1223 858910, Fax: +44 (()) 1223 B58524
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Certificate of Approval

This is to certify that the Management System of:
.-‘;;.F. Fan B B A | ~y i
Atlas Meadical

King Abdullah 1l Industrial Estate, Street No. 19. Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:

ISO 13485:2003

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

Expiry Date; 31 March 2019
Certificate lssue Number: 10067833

Origingl Approvals

ISO 13485 28 February 2009

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 gnd Kits

wsion of this informatien or adwice and i thal case §
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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,
Chisinau 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
116|95 Kalinin Prospekt
City of Barnaul, 656037, Russia

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

3ASIBJIEHUE

M1, OO0 «Texnosnorusa-CTaHiapT,
AMetolee 3apernCTPHPOBAHHbIH O(QUC 110
azpecy 116/95, mpocnext KajlMHUHa, T
Bapwuayi1, 656037, Poccus, nopy4aror SRL
SANMEDICO, umerolyo
3aperncTpUpOBaHHbIN OQHC HA YIHIE

A Kopo6uamy 7A, k8. 9, Kuumuts MD-
2012, Monposa, ObITb B KAYECTBC
YIOJIHOMOYEHHOrO Pe/ICTaBUTENA B
COOTBETCTBUH C YCIIOBHSIMH IMPCKTHBBI

98/79/EC.

MpI 3asBJISIEM, YTO YITOMAHYTas BBILIC
KOMITaHMs HMEET NIPaBO PErucTpupoOBaTh,
yBEIOMIATE, OOHOBIATE WK
BO300HOBJISITE PErHCTPALIHIO
MeIUIIMHCKIX H3/1eJIMi Ha TeppUTOPHH
Pecny6aukn Mosjosa.

000 Pupma «Texuonorus-CraniapT
656037 Poccus r.bapuayn,
np-kt Kanunnna 116/95

SRL SANMEDICO,
r. Kuinmués MD-2012, Monjiosa
yi. A.KopoGuany 7A, k8. 9




CERTIFICATE

This certifies that the Quality management system for medical devices
of company

«Technology-Standard» LTD

116/95, Kalinin Prospekt, City of Barnaul, 656037
RUSSIA

has been assessed by 3EC International
and found to be in conformance with the following standard:

EN ISO 13485:2016

for the following scope:

DEVELOPMENT, PRODUCTION AND SALES OF DIAGNOSTIC KITS AND
REAGENTS FOR IN VITRO DIAGNOSTICS OF HAEMOSTASIS SYSTEM

Certificate No.: M-0378/18 Date of issuance: July 26th, 2018 Original date of approval: August 5th, 20186

This certificate is valid from July 26th, 2018 lo August 4th, 2019 on condition that organization will maintain effective
Quality management system for medical devices. To verify the validity of this certificate please gontact our office at: +421 (0)2 5831 8343,

This certificate fully supersedes previous cedificate No. M-0379/16 issued on August 5th, 2016.

Issuing office; 3EC International a.s., Hraniéna 18, 821 05 Bralislava, Slovak Rapublic

Lp ~ Katarina Tomin Srdosova
Head of Certification Body 3EC International a.s.

Certification body 3EC International 3.5 is accredited by SNAS under registration number 305/Q-¢ BAY
certificate No Q-054 for cedification of Quality management systems for medical devices.
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3A0 «IKOnad»142530 Mocrosekas 00.1, 1.IIERTPOTOPCK, va.Bynenunoro, 1.1

e-mail: sekretar@ekolab.ru, Caiit : www.eKolab.ru

Ten: (49643) 3-1374, 3-2311, (arc (49643) 3-3143

e

WHH: 5035025076, KIIII: 503501001

Bank noaysuarensi: [IAO Coepbank Pocenn r. Mocksa
B Opexoso-3yesckom OCB Ne 1556/063

p/e 40702810040310124002

w/c 30101810400000000225

BHK 044525225

09.01.2019

ABTOPU3ALIUS IUCTPUBBIOTOPA

3aKpBITOE AKLIHOHEPHOE 0OUIECTBO «IKOa6» (Poceus, 142530, Mockorexas odit.,
r.INEKTPOropek, yi.ByaeHkoro, 4. 1) HacToAUIMM HOATBEPAIAEM , 41O "SANMEDICO”SRL
(vn. KopoGusny 7A, kB. 9. T. Kummrés, PecnivOrmuka Momaosa) ABIseTCa  HalnM
JKCKITIO3HBHBIM JIUCTPHOBIOTOPOM U NIPEACTABHTEIIEM B Pecriyb:amke Mojitosa 0 OCYUIECTBISCT
yuactue ¢ npoaykuret 3A0 «IKOnab» B 1MPOLEAYPAN TOCYAAPCTBEHHBIX 3AKYIIOK TOBAPOB HA
Tepputopun  PecryGiukn Moniosa, 0T CBOSIO HMEHH  BEACT NePeroBoOpel, TpeicTaBIseT
KOMMEPUECKIE TIPELIOKEH NS, 3AKTIOHACT COOTBETCTBYIOUIAE JOTOBOPRI, & TAKKE OCYILECTBIACT
[TOCTABKN YKA3aHHOMH 1TPOLYKUNH HA TEPPHTOPHH Pecrrybimku Monnosa.

[TonHOMOUMS (10 HACTOSLIEMY aBTOPHIAIIHOHHOMY MACKMY HC MOTYT OBIThL NEpeilanbl
APYTHM JTHIAM.

HacTosiiee MHChMO IeHCTBATEILHO ¢ MOMENTA NOANUCcaHus 1 10 31 exabps 2019r.
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