CERTIFICATE OF REGISTRATION

Lorne Laborato

Unit 1 Cutsth Park Industrial Estate

Danehili !
Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) ﬁssues this certificate to the Firm

and finding it in complian

SO 13485:2016

EN ISO 13485
HE

The manufa ture of in V|t
diagnostic serology test k

File Number Al12241

Certificate 1

Initial Issue  Jline 26, 2018
This quality system registration is included in UL’s Dirg

services as specified in the sco

represents that it will maintain its registration in accof

and remains the property of U

00-MB-50043 |sq‘ue 15.0

ries Ltd

ce with:

2016

-0 diagnostic blood
t.

Distinguish
ull

158.180626

pe of registration from

LLLC.
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I\glcha_el J.\Windler, P.E.
Manag
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named above, after assessirg the Firm’s qua|it\‘/*s_y54em

grouping reagents. The purchase for resale of in vitro

Authorized by

e

Check Certificate

r of Global Regulatory Service | Status: here

ed Member of the Technical Stéff
Life and Health Sciences
ULLLC |

Cycle Start Date  June 26, 2018
Effectivé Date June 26, 2018
Expiry Date  May 22, 2020
ctory of Registered Firms and applies to the provision of goods and/or
he address{es) shown above. By issuance of this certificate the firm
dance with the appiicabl;e requirements. This certificate is not transferable
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We, Lorne Laboratories Limited,

LORNE

LABORATORIES

haviﬁg a registrated affice at Unit 1 Cutbush Park Industrial Estate, Danehill, Lower Earley,
Berkshire, RG6 4UT, | assign IM Global Biomarketing Group, having a registrated office at
Tighina Str.65, Office|806, Chisinau MD -2001, Moldova, as authorized representative in

correspondence with|the conditions if

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.

Place: 4 ven Crnddy)  Date: 20 Oufad v 12017
2 =20 (LT

Signed: _ 7= Al
2~

Fito Ho £33241;
IS0 12496:20037 KO 500V 0D

I { ot 5 T
Lorne Laboratories Limited f/|=Tel: +44 (01118 824926
Unit 1 Cutbush Park Industrial Estate | |2 Fax: _-',-{'_"l_g{#[;ﬂ:j,i%ﬁ;?i?ﬁ 4508

Danehill, Lower Earley | [ Epba t?ih'*‘&@gornel;p@;'cmn

Berkshire RGB4UT United Kingdom | *wiyw.larnelabs.

Repistercd office as above, Registered in Enj 360N Ut




WO SHEELIn] MMM
woysge ¢
FISH 996 5T
YRET 2B 8T

P R s
PEPLIT STICIRICGHE] SU07

i
i
i
i
13

WO Sqe)3 L0 MMM WIOPSUIY PG LN 9D ~1ij5

wndsgelauwso|@olul rewy | A

BTSH 086 §TT (Q) bo- B4 | @1EIST [EHISNPULI B YSNQunT T HUR)
¥3ZTTZESTT 0! bbe tidL | PAUWI] S3LI0IRINGRT 210

"03/6./86 M0 0 11 XUty -
Yum 80ueplodde Ui sem pawwiopad ainpadold uswssasse Ajuuoed: A=

GLOZ:0¥9EZ OSINI S »
1102°¢-€118l OSIN3ISg »
SHOCL-€CCGL OSINT Sg =

cloch/6vl OSINI Sg »

Cc00C LY9EL NI Sg  »
c00cZI9cL NI Sg =
9L0C:G8PEL OSINI ST »

Spiepuels
pasiuouwiey Buisodsuel) SpIEpUE)S [BUONEU 9Y} UM A}ILUIOIOD U] S| pUB

€04049¢¢€L JJequinN SNNA

Li6D SQEe[ouUI0] WA O ETY
815 986 81 L(0)-bt+ :Jaquinu xe
%922 126 81 L(0)-¥¥+ oqunu suoydsiay .
wopbury papun :Auno)
1Ny 994 ‘3po3 |ejsod
-0 Bleg Anony” ~ T T
Ape3 Jamoq T}
ysueg  :Z aul ssaippy
o}els3 [eMISNpU| Yled 4snqing | jun 'L Uy ssaIppY

1Je pajeoo| a1B YIIuM SOIIIo.}
12y} Je pr ssuojeloge awio Aq painjoejnuew usaq sey jonpoid siyj

(D3/64/86 2A0a1IQ Jo sjuswaiinbal ay) sasodsuel} YoIym g9 oN
Z00Z IS 0S[e) 19un0n -2yL 1o -pue uaweied ueadoinD aulio NI/62/96

Jopoall |edluyos |
sinyyA App3

h%\\l\\

"6L0T [11dy Q| Wod) pileA S| pue Py ssliojeIoqeT]
au1oT jo Aupgisuodsal 9j0S aY) Japun panss! st AJUIOUOD 1O UOBIBOSP SIY L

SAHOLVEOaVT]

ANFOT

B30I 40 SuoIsincid pue sjuswainbal [Bljussss oy} Yim saljdwos pue

(Il xeuuy ‘03/6./86 9A021IQ) g ISIT UOU ‘Y ISIT UOU SE PalISSE|D Usaq Sey

G200.LY
0620.Y as( 104 Apeay SSIT
0200.¥

JaquwnpN anbojejen 3weN jonpold

‘Juabeal onsoubelp oJyA Ul Buimo)|o) B} 1By} S8IR[0SP PI SSLI0JBIOGET SUICT

ALINYO4NOD JO NOILVYV1D3a o3

SARIOLVIOIYT /@ N

ANMO TSP




wopBL payun WL EnD Aasns ‘proypinny

'p20Y UINOLSHACY PIO Kemp)inD 341 'ISNOH YSI3UCAA

pajWI (M) [PUCHRUEIUI 1N

0% Snss| 15003-8N-00 ©J €S »¥ QAN

€780

Apog painon

P37 {34 [BUODELLZILT M) JO JleYE UO pue Jod
1abeuey voneIEy.
s1obpoy g

e
Aq pasuoyyy

zzoz len zz  eleq Audxg

210z fep €2 sleq anposy3 GCYOLL'PSE  ON Sieoyiued

09 2nsst L5D04-BN-00 O4 €5 by QAN
wiopBuly pA3UN YL 0O Kauns ‘pioyplInD

'DROY YINOWSHOG PIO 'KemplinD 3y '9SNOH YSI3UCAA
payuY 1sth) |euoneuiai 1N

SIBGWINU [Ppow BuRS)| JUsWYDEe T LA PINSSE S1 EIUIEs SRl "pa. Eﬁﬁ. St UOLPIS
‘AL xu..:d:ww«\mn\wm 03 5ulpiodoe EIPPSI uoeLIWEX] VEISIQ 55 UL ETENas sup Ag pasBaA0d .Pﬁ, Aayy auagm.
SOMARP ¥ am_._ ‘II Xeuuy a04 .m uoRIeS >H xauuy ‘)3/6s/86 Aq pannta te FIUERAINS oiporad ﬂutmwa:m 51 plie P
2ARIBNIP pAUOY ye 3l jo 24 2 YIm Suuojuod wajshs 3dueinsse Ayenb |y i ey Ao
M muo_>un _nu__uus_ nsoubeiq a.ﬂ; UT U0 D3I/62/26 ARG HOUNOT 50 (9 PUe b !SUNIBS 10 :EL.‘_Euxm £ ﬁ:..._u
AL x2uuy B ¥ st PuUn Su3 YIiyMm of uvanesibs) jeuDHEY SU 0 uﬁ_ Bupmolio)

BEZOPOTT u._o.__ﬂ. ..ﬂ_ u_._... _uar..nu U3 mm_. wagsks dueinsse Ayyent jny ay) jo vogeviwexs ue uu._u aepIp __5!!_

BT (3] |1 BucqewRII] TN O RUSE UT puE Jod
safieuely vonedyRE)
ssabpoy g

7

CZFDLL PEE  ON SEIBUSD

| JAWYIERY O} J3jal asedid

TTZI0z RN €T SRUHEIS SPAY T - LPETLY  JegunN i kq pasuouiny
220z Aen gz 3ieq Addxg
TYISITI XY 010058 “fanuog SAREBSN Q [EUOIOOUGH JL0Z BN €2 S1eq saasyS

V181 1] Xauuy 0100v9 1023UOD Uy [eUOROUON 210z feN €2 sleq ueig epdn LWZZLY  Jsawnp 3)id
Q187 | xouuy 000207/010Z0% usaIH 96| uewnH-puy
81517 || Xauuy 000LOK/0L0LOY Jeg|]) 9B Lewn-juy
Y817 | Xauuy 000002/010002/500002 [BUO[OOUO T+0+D-HUY
€181 Il Xauuy TOOVLL/000V 2L JEUSIOOLH BAd-iity
873811 |1 xauuy 000GE7/00LSER/0LOSEY usaI9 BNI3 DHY
a1s7 |l xeuuy 000G LP/00LGLE/0LOG LY 12312 8YIF OHY
1817 | xauuy 000/LE€/200/LE leuopAlod aAd-nuy
838! [ Xauuy 000vZ£/200¥2E |euORAIOd Gir-huY
81817 Il Xeuuy OupEZEZo0EzE 1Eu0aAiod eir-nuy.
v IsIT |} Xauuy 0000¥2/0400% . [BUOIOOUON BUoPONQ Q-Buy
18I || XSuuy DOOUEL/0LODEL [BUDOUOKY | BUOIT (-l L
¥ 3sI7 || xauuy 0000L2/0L00)2 {EUOPOUOW Z 8U0lD) g-iuy
V1St | xauuy 01009./50009.L {BLOJOOUOIA Y-juy

1l Xauly 500£69 JBUOIOOUOI B-RUY

i Xeuuy 500269 |EUOOUOHY I-pUY
VIsI7 || Xauuy 500169 leuopolow 3-juy
Visi || Xauuy 500069 JeuoooUoly O-juy
Vi8I 1| X8uly 000029/010029/500029 [BUOIOOLOY 8§'V-GUY
V1817 | Xauuy 0000+9/040019/500019 JELD[OOUON G-fUY
ST TOTIU OO S 0000 EOCEOoO T Oy

OINA U] U0 D3/6//86 SAR0SIG HOUROD 10 (g pUE  suokoss Buipnioxa) ') xeuuy

uoneIWISSED JepPoW uondussag aaiaan

2)EOUILIa0 S} JO 3d0as B JApUN PAISACD BJe MOIeq PalieIep sionpoid sy
1 30 | Jusunjoepny

N '1N¥ 80 Busyag Aoues saman iysueg
“SJeiS3 [BUISNpU| ed USnaing | liun

P17 sauojeIoge] BUlOT]

J1VOHHIL¥3] O

mcoancummo sonaq

g pue v 3s17 ‘jl Xauuy
UOREOWISSEIY) 3oINaQ

sdnoJb poojq jo uonesyRuUap!
104 syuabeas ansoubelp oA uj Jo ainyoejnuew pue ubisop ay |
:@jeaiyag Jo adoos

seoegEdpeonsoubeg

ajesaynnia) jeaosddy waysAg
adueinssy Ajjenp |nd - ajeo a9 93

MN LNy 99 anusilag ‘Aopeg Jemo ‘jysueg
‘SIS THBUSAPU PEL YSAGInD - | WU

P31 sauojeIoqe] 3U40T]

41V3IdILd3D I3



File No 212241;

DECLARAT

LORNE

LLABORATORIES

@

ION OF CONFORMITY

ECI
\
|

Lorne Laboratories Ltd declares th

at the following in vitro diagnostic reagent:

Product namq

Catalogue number

W

ASQ Latex kit

031100A

has been classifieq
and complies with
98/79/EC of the EL
No.618 which tran

and is |h conformit
standards:

BS EN 980:
BS EN ISO
BS EN 1361
BS EN 1364
BS EN 1364
BSEN ISO
BS EN ISO

The conformity asg
Annex ||l of Directi

This declaration of
Laboratories Ltd af

P

,—-—ﬂ"’-—

1 as non List A,
the essential re
iropean Parliam
sposes the requ

y with the natior

2008
13485:2012
2:2002

10:2002

11:2002
14971:2012
18113, parts 18

essment proce
ve 98/79/EC.

conformity is is
1d is valid from

Eddy Velthuis |
Technic;al Director

150 13485:2003; 150 $641:2008

non List B (Directive 98/79/EC, Annex Il)
quirements and provisions of Directive

ent and of the Council (also SI 2002
irements of Directive 98/79/EC).

al standards transposing hafmonised

2

jure performed was in accordance with

sued under the sole responsibility of Lorne
13 April 2016.

Lorne Laborateries Limited

lJnit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RGG4UT United Kingdom

Tél: #44 (0) 1189212264,

|Fax: +44 (0) 1181986 45 18:
Ermaily i'iﬂ'f_t‘.i:(&ll.'i:{nelab‘.;_.-ﬂ",m‘-, -
wiww,lornelabs.com!

: > Teiom b YD LN
Fegistorad oflice as above. Riglsterad in frplan B R854 0nm-yaT
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File No A12231;

(%G 13485:2003; 15O 200 1:2008

EC DECLARAT

1 LORNE

LABORATORIES

ION OF CONFORMITY

Lorne Laboratories

5 Ltd declares th

at the following in vitro diagnostic reagent:

Product namt

W

Catalogue number

CRP Latex Kif

850100A

has beén classifiec
and complies with
98/79/EC of the EL
No.618 which tran
and is in conformit
standards:

BS EN 980:
BS EN ISO
BS EN 136
BS EN 136+
BS EN 1364
BS EN ISO
BS EN ISO
The co 3formity a!ss
Annex ||l of Directi
|

- \
This declaration of
LLaboratories Ltd ai

s

i

1 as non List A,
the essential re
iropean Parliam
sposes the requ

y with the nation

2008
13485:2012
2:2002
10:2002
11:2002
14971:2012
18113, parts 18

essment proces
ve 98/79/EC.

conformity is iss
1d is valid from

42
20

Eddy Velthuis
Technical Director

non List B (Directive 98/79/5(., Annex Il)
quirements and prowsmns oﬁ Directive
ent and of the Council (also SI 2002
irements of Directive 98/79/EC)

al standards transposing harmonised

2

jure performed was in accorg‘:iance with
|
]
sued under the sole responsibility of Lorne
13 April 2016.

i ZRE

p e »'t‘(:,-{._;\-

Lorne Laboratories Limited _Tet r44 (0)118 921 2254

Unit 1 Cutbush Park Industrial Estate | Fax: +4440)’L18, Fh6 4518
Danehill, Lower Earley | |- Email; |r1{c:gml~ornphbsrnm

Berkshire RGG 4UT United Kingdom | -.:_wn_vw Tornelabs.copi -

Registered office as above. Registered in FIL,L',I.\_NI g, 64 BT VAT 200 3654 An




File Nn A122a1;

150 13485:2003; 150 300112608

ECI

DECLARAT

LORNL

LABORATORIES

ION OF CONFORMITY

Lorne Laboratories

5 Ltd declares th

at the following in vitro diagn‘ostic reagent:

Product name

L1

Catalogue number

RF Latex kit

830100A

has been classifiec
and complies with
98/79/EC of the EL
No.618 which tran

and is in conformit
standards:

BS EN 980
BS EN ISO
BS EN 1361
BS EN 1364
BS EN 1364
BS EN ISO
BS EN ISO

The coriformity ass
Annex ||| of Directi

This declaration of
Laboratories Ltd ai

I

1 as non List A,
the essential re
iropean Parliam
sposes the requ

y with the nation

2008
13485:2012
2:2002
10:2002
11:2002
14971:2012
18113, parts 18

essment proce
ve 98/79/EC.

conformity is iss
1d is valid from

Eddy Velthuis
Technicgl Director

non List B (Directive 98/79/EC, Annex Il) *
quirements and provisions of Directive

ent and of the Council (also SI 2002
irements of Directive 98/79/EC).

al standards transposing hafmonised

N

jure performed was in éccorgance with

sued under the sole responsibility of Lorne
13 April 2016.

Lorne Laborateries Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RGE 4UT United Kingdom

| e +44 (0§118.991 4264
|| Fax: +44t)018'986 4518
| Emaiinfo@larnelabsiom
wwinslornelabs.com

Regstered office as above, Registersd in %’-'ll_pll'.fiwll::r_éi}'.-'_nl.lr{..m’-‘lj?. AT N NRIL365 5 66
seLTed poLe




EC}

DECLARAT

WILORNE

LABORATORIES

ION OF CONFORMITY

Lorne Laboratorie$

s Ltd declares th

at the following in vitro giagﬁostic reagent:
‘ |

Product nam

Catalogue number

L1

Strep Test kit

860050

has been classifie
and complies with
98/79/EC of the EL
No.618 which tran

and is m conformit
standards:

BS EN 980:
BS EN ISO
BS EN 1361
BS EN 1364
BS EN 1364
BS EN ISO
BS EN ls?
The conformity ass
Annex ||l of Directi

This declaration of
Laboratories Ltd af

P ——

ey

i as non List A,
the essential re
iropean Parliam
sposes the requ

y with the natior

2008
13485:2012
2:2002
10:2002
11:2002
14971:2012
18113, parts 18

essment procec
ve 98/79/EC.

conformity is iss
1d is valid from |

Eddy Velthuis |
Technical Director

non List B (Directive 98/79/EC, Annex Il)
quirements and provisions of Directive
ent and of the Council (also SI 2002
irements of Directive 98/79/EC).

al standards transposing harmonised

2

jure performed was in accordance with

sued under the sole responsibility of Lorne
24 March 2016.

Lorne Laboratories Limited Tel +44 _{Q}_;l_l'_B, 9212264

o Unit 1 Cutbush Park Industrial Estate || “Fax:#44 (0) 118 986 4518
., ( Danehill, Lower Earley | Email: info@lornelabs.com
Qs [ Berkshire RG64UT United Kingdom | ‘wwwile¥nelabsicom -

Filee No &17247;

IS0 12485:2003; 150 5001:200& Repistered office as above. Registered in Englum'fﬁn LS TOT AT N R0 3655 A5
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