
&f{ms &r1#df,ffiffi$

Dater 30/$S/?018

STATEMENT

We, ,A,tlas Meclical havhrg a registered office at William James House, Cowley
Roacl, Cambridge, LlB4 OWX, UK assign SRL Sarunedico having a reg[stered
offics nt A. Corobceanu strr*t 7A, apt. 9, Chigindu MD-2012, MoldoYa , a$

authorized representative in correspondence with ths conditions of dinective

9B/79IEEC.

We cieclar:e that the company u:entic;ned abuve is atuthoriaed to registero notify,
renew r:r modily the regisrrati.on of medical devices on the territory of the Rgpublic
of VJoldclva.

0n behalf of th€ Manufacturer
General Manager
Haya Amawi
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"l'{itr"**s*'-'

H(rad tjlf iro wiilianl lames lloure, Corriey Rd, Cilibfld$e, CB4 OWX, Unirerj Kirlgdonr.
rel: -4q {01 1223 8l-:8910, Fax: 144 {O) I 223 BS8524

I,itiricile eost site i NingAildoillh the sfcofid Industrial E$retp, srreet 19. lahab. Free Zone Ar"ea, F.o. Er:x: 204, Amman
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Llayd s

Register

Certificate of Approval

This is to certify that the Management System of:

&t$ms Mm#$mm$

iling,A**Lrit*h ll lnq:i*slri;*l ils{*t*, $tr**t hl*. 1S, $mh*b [:r** Xnn* A{*r:, &fi:r"r}*il,

has been approved by LRQA to the following standards:

l$S 134*.*:2**3

Basem Obaid - Area Operations Manager

lssued By: Lloyd's Register EMEA

for and on behalf of: Lloyd's Register Quality Assurance Limited

li51?..Jt";rdan

llLrrr**l lsxu* **t*: 23 March 2018
ffixpiry *nt*: 31 March 2019
U**ific*te lssir* hlLrrrlb*r: 1 0067833

{.}ttg t * tl rl,,ppr*v*is:

ISO 13485 28 February 2009

Approval Certificate Number: l$O 13485 * 0046833

The scope of this approval is applicable to:
lS* 1it4$$:f#{li}

***ign l\4r*r:*fln*i*ring xnr* $upply *f M**i*nl
iliogn*:+trr: Ft*ng**t* xn* f{ilr*

unless that

,^nr r(,,

ffii:1nrry
.sN$[$1C0

lssued 8y: Lloyd'6 Regis
Binni,rgham 837 7ES, Unired Kingdom



l-*rn':$Q*kk ffi ingm**ti*:s, I r:c.
?!.).li"r $r:r:i1 *lvri,. l.rtrt;., 

':"i;lrir, 
{:,'\ ,lii{}:i4, 1'J:,'4

Date: February 13,2018

LETTER OF AUTI{ORIZATION

To whom it may concellL:

We, LumiQuick Diagnostics Inc. having a registered oflice at2946 Scott Blvd, Sarrta Clara,

CA 95054, USA, assign Sanmedico SRL having a legistered office at str, A. Coroboeanu 7 A,

apt.9, Chiqin6u l\N)-2012, Moldova , as auilrorized representative in corespondence with

tlre conditions of directive 98179|EEC.

We declare that the cornpany mentioned above is autliorized to register, notify, renew or

nrodify tire legistlation of rnedical devices on the territory of the Republic of Moldova'

This autholization letter is valid until Fe'bruary 28,2A20.

ri ""- ..

i.1.;
jlii ""i

$

I,

i'lli.its;i::,::'! r.:tri. tril r fiiiir,i.,ltri*narlt:iiaij i1it{S 
$

Trir X.ililll,l::iiii rl l: i irjlL, r;,ir\t1liEiLllr)iir.*ilr n
;r+ :i: 1.4it;^?r!r, .;iliili rr, o g.lv:*lqrrlrJr.r*;r 3

Best regard.s,

Charles Yu
President

K:J"l'ffqE

lihry"o

w#



bsi.
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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 ISO 13485:2016 for the
fnllnrrrinn crnne'

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

-/ rtn Sr r**,-.
Stewart Brain, Head of Compliance & Risk - Medfcal Devices

Rv Rnrial f h:rtor

For and on behalf of

Original Registration

Latest Revision Date:

BSI:

Date:2011-10-20

2018-1 1-21

Effective Date: 2017-10-20

Expiry Date: 2020-10-19

Page: 1 of 1

.making excellence a habit,'

: : li! i'i'r lr:

iil i\i fl;,iii irt lfrirlilni'iii;i: \r,.jiii ititj:: tiii"ll.lt tit:i,* rii iit,i ilii.ri:irlrl {1r..r!)rf-i:,r.

i1itllixii:i:i]-iiJi)'jiji]i.jjJi,|l]|$:s5l{.ii.N|li)
r\ i:irlli.rt::r' of i.ii: $l$i {.ilr-',,:t ci (..nnl*tlrr,:s.

ffi)
3ff, . "c{\W* 1?it .- rtl$r"- - PsetrtPli'' ;J€
K-'"ffi
:-"ry::

c,$"' .:'
^s"./

1oojgtr"ii



i" *l tr1ti. |*l e fl i"l ifi li r'r*:;1 r,i.::{' i t t} ;.

ti, ' iii r ,':11i .. i ririj {1r i 1

ffi mm$m rffitiffi ffi mf ffi mm$wrm.x *$5r

gFroduct nxme

I *;iliil tl **r fur*r i:*"tn*u
*ilinfplfrfll* Ti'*punirr i $arutrt T*et *llrr;l

{JuickFtofrl* Ttop,rtin I Whqtlft f}locxl fcst Cartl

ftuir:kflrafit* *riir{iire Fltnql $errlm l'rest t}ar{l

Qill*f,ta|n{ilB *nrstriac Pnne} Wh{}le tlls*il ^l.tl$i fillft I
*r;inktrstr.rlile frilll,*gl*t:irl $r*rr'lrtt'l**f curri

&uirliFrufilrr l*yngmbin trVllrin LJlubd Te'qt {)irr:rJ

flili{kFir}fils *$,-l\'iB Scrum Te$t CAfd

{}uirJklifnfil* {;l{.full f\itr}ls BlsBr.l Tilr$t C{tl"{i

Qu]*kflrofiio Tr*pcnin I Strip

ff uickPrnfi{a Cft,.,['lft $tilp
{luiikpff}f ile tu!ys#lsh.iil ${fit)

iRfl1t9to-co-ryqjig,1e-e i$,*nelarelsappfie!
iAnnex lll of lVDil sSlTSlEC ilS* 1348S:3$il3

i J*ff Y/ang

,Telephone/email

i +31,70.3,1$.857fi - phone

; 
+:t.r,;.*+n.72$* - fax

I eilropr@entergogroLrp.com

lnlame of *ompany
i ii'nin liicr, 

" 

i:- i*s'i";iH il.

fl$or{el/r"inmlrert-'
111.111

ff,*.n;
l***3
fS**,1
r{+*$
?3f,}*0

x$**?
rsa|1s
tr'.ifia

75fl1fr
75*1 i

.i-:l:.:entative

iCI*,vice class ification

l*raili seri-cei:iiiv 
*

i l0ouncil Directive

l-unri&tick Piagnosties, lne , cleclares lhat the abave ttrnt"'rtioneci pr elxc(s rn**l tlr* pr*visiott ctf

flnlncit $ire*tive fi8171;l[C lor tn Vitra $ieign*stic M*di*al ilevj**it a:neJ l]ireclive $S/79/EC as

trailspos*d in thtr nulioniltr law* of the M*tnb*l Stat**;.

onM$!Af{Y RHpltH$gNTI\TIVE: Jeif Wnng

if lo* of coypany,
,En"lergo Eltrol:e

TITLH: CIuality $Ystem* Manni;*r

[ATH: ?{}l04/tCI1?

{ltl,-|.l}dftfiillffr1-1-r:A{rr...ll r}i}x,,}{r.".tlill(0..."t'l+t/Arlilr*$*

dress

Pr'insessegracht ?f]

2514 A,p

The' Hag ue, lrle ther,:lanc{s

tne

a

X.-:;;wwi
';-;*."
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W@H!!!!.-g #.,3ffi
-tu

YourTrustedF*rrner

San Diego July 1 1th, 20.1 g

We' ACON Laboratories lnc. 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. g, Chigindu MD-2012,
Moldova , as authorized representative in correspondence with the conditions of directive ggl4zlEEc. gg/7glEEc

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. lf 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,

Account Manager,

ACON Laboratories

ffi,tr
ACON LABoMToRlEs, lNc. : 10125 MESA RtM ROAD sAN DtEco, cAg21z1 , T{)os.Bzs.8000 F
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ffiffiffiT9ffi$#ATffi
No. Q1N 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certificatisn Mark:

Scope of Certificate:

Applied
$tandard{s):

Repod No.i

Valid frotn:
Valid until:

Date, 2016-07-08

Page 1 of 1

Producl Seryice

The Certification Body o{ TUV SUD Product Service Gmb}l certifies that the company mentioned

above has sstabiished ancJ is maintaining a qtrality rnanagentent sy$tsm, which nreets the

requirements o{ the listed standardts)' See also notes overleaf

Acon Eliotech (Hangzhou) Co,, Ltd.
No.210 Zhenzhong Road
West Lake District

310030 Hangzhou

PEOPLE'S REPUBLIC OF CI-'IINA

Acon Biotech (Hangzhou) Co., Ltcj.

No.Z10 Zhenzhong Road, West Lake Dislrict'
310030 Hangzhcu, PFOPLE'$ REPUBLIC OF

CHINA

Design and DeveloPment,
Froduction and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

EN ISO 13,{85:2012 + AC:2012
Medical devices - QLrality management $ystems -

Requirements for regulatory purpo$es
(l$O 13485:2093 + Cr:r. 1:2009)
DIN EN ISO 13485:2012

5H1610619

2016-07-'1s

20 I S"07-1 4

,/ ll
J lll,-,/ |,{
$tefan PreifJ

,gh!$[tolc0

TUV SUD Product Service Gmbll Ze rtifizierstelle RidlerstraBe 65 80339 Mirnchen Gerrna
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ffil
SYNTESYS

d%fl arM F$

'4*#
cen. ll.71 l ri1

SYNTESVS S.A.S. DI FIINALN$ N, & C,

VIA S. GALILEI, IOI3
35037 Z.r S€LVS Dr rEClLc) jpnl

TEL. *39 0$9 99O3ASG |q./\ F,qX r39 OL.lg 9903667
c00..Ft5cALF |:'.tvA N.nEG.rMr3. pAnclvA 03573950e8A

H-MA|L lNlsC)@5YNr65YS lT . WHB \/\/\)/ frYNTESYs.t-r

A UTHORTZATI $N T,IIT'T'ER

We, Syntesys S.A.S. having a r"egisterecl office at Via G. Galilei 1013,35037 Selve di
'l'eolo - Pn - Italy, assign Sanmedico SRL liaving a registerecl office at A.Corobceanu str'., apt. 9,
Chigin6u MD-2012, Muldova, as authorized representative in cclrrespollclence with the cilnditions
of directive 98.179JC8 and 93i4zlcE.
We declare that tlie company rnentioned above is authorized to register', notify, rsnew or nrodify the
registration of rnedical devices on the territory of the Republic of h4oldava.

Teolo, 02.01.?tll8

!d-?*,i -.,vr,if#:iYS f., A $
!"-}-{J 

* 
.;', rt\^:i:i]r?ir'*

Rinaldo Ruggero

C[0 and Legal Representative

SYNTESYS S.A.5
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THH INTERNATIONAL CEFITIFICATION NETWORK

fftrtr y.tr
CISQ/IClM $PA has issued an lQNet recognized cerlificate that the organization:

9YNTESYS $.a"s. di Rinaldo Ruggero e C.\
Via G. Galilei, 10/3 - Zona Industriale - l-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System
for the following scope:

Trading of products for laboratory analysis. Design, rnanufacturing 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
lssued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

Ihis afleslalion is directly linked to fhe /QNet Paftner's original
certificate and shall not be used as a sfand-alone document.

Registration Number: lT-83562
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THE INTTRNATIONAL CERTIFICATION NHTWORK

#ffitr KK
CISQ/|C|M SPA has issued an lQNet recognized certificate that the organization:

SYNTESYS $,a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - l-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
lssued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

Ihis alleslalion is directly linked to fhe /QNet Parinels oiginal
ceftiticate and shall not be used as a sland-a/one document.

Registration Number: lT-93779
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