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Date: 21-01-20

To Whom It May Concern |

Letter of Authorisation

LORNE

LABORATORIES

This is to confirm that GBG-MLD $RL: of str Tighina:65, of 607, MN-2001, Chisinau,

Republic of Moldova is an authorised distributor for Lorne Labpratories Limited in

Moldova,

GBG-MLD SRL is authorised to present proposals, offer quotaitions, accept orders

31.12;2021.

The'undersigned herewith states that the above is-true and correct.

1 Cutbush P:
Unit1 G Danehm |
et Earley

IanJohn {
Managmg Director

i and participate in tender number 18/oo03 for the National Blood Transfusion Center
* farproducts on behalf of Lorne Laboratories Limited. This authorisation is valid until

Andiduly authorised to sign this Authorisation on behalf of Lorne Lal Gtiesili /’

torne Laboratgries Limited

Unit1 Cutbush Park Industrial Estate
Danehill, Lower Earley
Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Emall; info@larnelabs.com
www.lornelabs.com

150 13485:1080: 150 960122063 Registered office np abiove, Registered in England No, 04540797, VAT No. BUD 1657 6E




CERTIFICATE OF REGISTRATION

Lorne Laboratorles Ltd

J Umt 1 Cutbush Park Industrial Estate
Danehlll

- Lower Earley _
i Berkshire ‘RG6 4UT UNITED KINGDDM

RSN

4

‘UL LLCP[UL) issues this certificate to the Firm named above, after assessing the Firm’s quallty system' ;

and ftndmg it in compliance with:

. 150 13485:2016
' EN ISO 13485:2016

Thg..r_haﬁufactufe of in vitro.diagnostic blood grouping reagents. The purc
diagnostic serology test kit.

; Authorized by

v /Q’ 'Q"/

Michael J, Windler, P.E.
Manager of Global Regulatory Service

&

hase for resale of in vitio

i....m T
[P

[

Check Certificate
Status: here

Distinguished Member of the Technical Staff

UL Life and Health Sciences
- ULLLC

. File Number A12241 . Cyc
Certificate - 1458,180626 Ef
Initial Issue  June 26, 2018

;s This quahty system reg|strat|on is included in UL’s Directory of Registered Firms and appl
B R . services as specified in ‘the scope of registration from the address(es} shown above. By i
represents that it will maintain its registration in accordance with the applicable requirer
and remains the property of UL LLC.

00-MB-50043 Issue 15.0

e Start Date June 26£2018
fecitive Date June 2,6,"2018
Expiry Date May 22,2020
ies to the provision of goods and/or

ssuance of this certificate the firm
nents. This certificate is not transferable

ULLLC

333 Pfingsten Road
rthbrook, IL 60062-2096
' USA

N

marks of Underwriters Laboratories Inc, © 2011.




ICIM

CERTIFICATO n.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI

4265/4/C

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

1Qpiet 15 composaz of more tian 30 bogfes and counts.

CISQ is a member of

www.ignet-cerfification.com

IQNat, Ohe assaciation of the warld's Hrst class
certification bodies, Is the largest provider of mensgement

System Cernfication I the wand. -,

v 150 subsidiaries al ovar e giabe,

UNITA CPERATIVE | GPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)

ltalia

£ CONFORME ALLA NORMA / IS IN COMPUANCE WITH THE m§>..u>mo

UNI CEI EN ISO 13485:2016
Sistema di Geslione per [a Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
plastica per laboratorio analisi,

terreni di coltura per microbiologia, articol
1 provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,

plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Rélerisi alla documentazione.cel Sistema di Gestione perfa Qualits aziendale per Mapplicaiita o reuisit della arma i resiments,
§ pacabi i

Referlo ofthe Quality Syster for detaits of app! ot o
Peri ioni punuall e circa ivariazioni iy deta certiicazione di eui af presents cesticato,
i prega o comtamare d o telelonicn =391 02 725341 o ieciizzo emall infeisSm.it
For Uimely and tydatid iskormation abect any chadees i : i s catifcate,
ther st 33 02 725341 i .
Data emissione Emissione comenle Daa di scadenza
First issue Cusrent issue Expiring dale,
18/01/2007 18/01/2019 17/01/2022
4t
hp
MRALA
ICIM S.p.A.
Faza Bon Enren 175 — 20008 Szslo San Gawvensn (M)
| ewaitme

" ACCREDIA %,

| UL Calin AT D | A

SGQ N® 0044

DSEOCH_ 02T

Membs dégll Aceord! di Mutuo Rikonescimento.EA, TAF @ ILAC
Signatory of EA, 1AF and JLAC Mutua) Recognition Agreements

FEDERRZTONE

cisa

whanw.cing.com

155 b s Fodurasisns (eflans 2 Crownrs &

Certficssiona sinest ) gestionn asieadaie,

CESG i the mflan Faceration of mansgement
syshmm Certificotion Sodkes.
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CT74TM 0T

~ [aNet TNet —

. THE;‘-INTEBIZ\;IATI',N’Al;"{.‘C_ETIFICATIO

ERT IFICATE

NETWORK

__CISQIICIM SPA has lssued an IQNet recognlzed certnﬂcate that the organization:

KlMASrI

Via Leonardo Da Vinci, 22 - Zona Industriale Toghana - 135028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

which fulfils the requirements of the following standard:

1ISO 13485:2016

ssued on: 2019-01-18
First issued on:/| 2007-01-18
Expires on: 2022-01-17

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined

vacuum and sterile needles.

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

Registration Number:

nelq[lwi\' m T

e

- Alex Stoichitoiu
President of IONET

[QNet Partners™:

AENOR Spain AFNOR: Certification France APCER Porfugal CCC
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding (
FONDONORMA Feneziela ICONTEC Colombia Tnspecta Sertifiointi Oy Fin
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nem
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S|

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersbur,
IQNet is represented in the USA by AFNOR. Cettification, CISQ, DOS Holdi

§ Thaa Het af TON At navinare io walid af the e afiemm A thic savtifinata Thadatad fnfremalian fo.a

IT-7024

Cyprus CISQ J{ij_ 1
1bH C:ermrml*l SOAV By c:zd
land INTE LQ(TC{; ster Ritd™
ko AS wa 1\"5/\1 el ~

dar vininve oot mmet Fl aatiam rmeas

siailalla v




F Antic@agnlanti = Blood collection tubes

SODIO CITRATO SO&*UM C!TRATE?

18613 0,25 ml di sodio citratd in provetta
WO STERILE polipropilene,

18610 0 25 ml di sodto citrato in provetta in-

NON STERLE pol;proglfene

0,25 mj of sodium citrate in
polypropylene tast fube.

& 12456 mm.

0,25 ml of sodium citrale in
paolypropylene test tube,

18614 - 0 25 ml di sodio citrato in provetta 0,3 mi di sodio citrato In provetta
RON STERILE paliproilene. poliprapilene, Graduata g 3 mi.
0,25 mi of sodium cifrate in 0,3 mi of sadium citrata jn polypropylene
po/ypropylens fest tube. fest tube. Graduated to 3 ml.
2 12486 mm. @ 13x75 mm.
ngig CiTRATO SODIUM CITRATE
:1.3333 i ) 3 ml di sctfio citrato in provetta in 18561 0,5 mi di sodm c:trato in provetta in
MONSTRRILE |- o pofspropllene Graduataad . HON SIERILE polipropilene,
03 ml.of s.od/um citrate in polypropylene 0.5 ml of sodiun citrate in polypropyiene
te'st tube. Graduated to 3 mi, tast tube.
2 13x75 mm, @ 16x58 mm.

18552 0,5 ml di sodio eitrato in provetta in
f\Gka"ﬁR'Lt pohprbpalene '

~0,5 ml di sodio citrato in proveita
_'_rcpilene

05mlofsod1umcrtraz‘eanolyprapylene = ey /g vforsomunn:rrai‘cmpwypmpyfem
test tubé. ] ) / re’smbm

o 12186 mm,

2 Ikwa - -




Provette monouso

Disposable test tubes

18016

WO STERILE

Nok.5ml. |
12486 mim,

ﬁ_ 18020
0 N‘Jﬂ:ﬁT‘;RIIL_E

i Val. 5l
= £ 12%86 mim.

18012

Vol: 10 ml.

ROK STERHLE

www.kima.it

-Opaca:
v Graduaia a25-5 ml

2-16%100 mm.

18304 -

vol-igml. -
@ 16x100 mm.

L Polypropylene cylmdnca/'teét tube.
* Transiucid.
" :Graduated to 2,5-5 ml.

Proveita culmdrica Iy pollstsrolo
Trasparente. .- »
Graduatd a2 5 5 ml

: Pafystyrene cy!mdncaf ies! tube

Transparent.
Graduated fo 2.5-5 ml.

Proveita comca in pollpmpilene
Opaca.”

“Graduata a 0,5-1-255-10 ml..

Pg?jg)répy/ene conical test tiihe. :
Translucid: '
Gradiated (0 0,5-1-2,5-5-10 1,

Provetta conica in polistirolo.
Trasparente.
Graduata 20,5-1-2,5-5-10 mi.

Polystyrene conical fost tube
Transparent.
Graguated to 0,5-1-2:5-5-1 0 mi,

,'cii'ii.id‘riééiréf'péu‘pmpiaé'n’e,

180

A 4

Vol 5

a1l

180

18

JERIE

ml.

21

FHCRESTERILE

Yal.
@14

5 mil.

14

CETERILE

Vol.
@

10 mi.

18306

NOH S

Vol,
g 16

ERILE

%86 mm.

$86 mim,

o010 mim,

Provetta cilindrica in polipropilene.
Con etichetta, Opaca.
Graduata a 2,5-5 mb.

Polypropylene cylindrical 16st tube.
With fabel. Translucid
Graduated 10:2,5-5mh:

Provetta ciiindrica in polistirolo.
Con etichetta. Trasparente,
Graduata a 2,5-5 ml.

Polystyrene cylmdnca! test| rubu
With label. ;
Transparent. Graduarsd to 2,5-5 ml,

Provetta corica in pofiprcf;pl!ene.
Con etichetia. Opaca.
Graduata a 0/541-25-5-10 ml.

Polypropylene cohi@é"l‘%ést- tube.

With label. Translucid.
Graduated to 0.5-1-2,5-5-10

Provetta conica inpolistinolo.
Con etichetta. Trasparenlp.

Graduata 2 05-1 25 5.10 i,
_.\\I\]',' * g“.tf "



|
IR AS
Bl A
dal

File hn A1224%;

5 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

‘Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II) *
and complies with the essential requirements and provisions of Directive -
98/79/EC.of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

-and i s in conformity with the national standards tranéposirﬁg harmonised

standards:

BS EN 980:2008
BS EN ISO 13485:2012
BS EN 13612:2002
BS EN 13640:2002
- BS EN 13641:2002
BS EN ISO 14971:2012
BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lII of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne

Laboratories Ltd and is valid from 13 April 2016.

e —

e

Eddy Velthuis
Technical Director

Lornie Laboratories Limited | Tel:+44 (0) 118920 2264/ <
Unit 1 Cutbush Park Industrial Estate [ Fax: +44 {0) 118 986 45,
Danehill, Lower Earley t Erdail: info@ldrnel

Berkshire RG6 4UT United Kingdom | wiw. lornélabs€ai

150 13485.2000; 150 9001:2008 Registerad office a4 abdve, Registersd in England Nq,-_u,;}_.'}'-im AT 0. ;




) LORNE

LABORATORIES

EC DECLARATION OF CONFOF;?MITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directive

98/79/EC of the European Parliament and of the Council (also S! 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 18&2

The conformity assessment procedure performed was in accordance with
Annex |l of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

P

e —

Eddy Velthuis
Technical Director

Lorne Laboratories Limited

o | Unit 1 Cutbush Park Industrial Estate
A Ul S Y, Danehill, Lower Earley
Vet SO Berkshire RG6 4UT United Kingdom

aaze
File No Afe241;

150 13485:2043; 150 8001:2008 Registered office s abigve, Registered in England Na. 045 0787
/



db LORNE

() LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne L’aboratoriés Ltd deélarés that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requurements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in:conformity with the national standards transposing harmonised
standards: -

BS EN 980:2008 .

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The'.c’onfonﬂi?ty' assessment procedure performed was in accordance with
Ann'ex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

———

ey

Eddy Velthuis
Technical Director

|
Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
] Ul Danehill, }_ower Earley
K37Eoee Berkshire RG64UT United Kingdom | w wlometabs cgm

File No A12241; S— i :
165G 13485:2003; 1SO 900 1:2048 Registored office 4s above. Registered in England No, 04540787, VAT jily, 800 BESS 68
|
A |



elena

| Biosciences Europe

'.

Declaration of Conformity h

HL-7-0163DC DOl 2015/08 (9)

In Application of the Council Directive 98/79/EC on the approximation' of. .
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking. g e

Declaration of conformance to applicable sections of ‘Annex | - Essential .
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN

Code Classification Cc:de &
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983

l, the un_der‘sig'ned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: = M.J. Stephenson Title; Managing Cirector =
Signed: %{M /% " Date;: 06 Aug 2015

Tel +44(0)191 482 8440 Helena Biosciences Europe Py b
Fax #44 (0)191 482 8442 Queensway South, Team Valley Trading“Estat )
.Info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 080 A

www.helena-biosciences.com. United Kingdom



‘ ' RS URINE CONTAINERS
A CONTENITORI PER LA RACCOLTA QELLE RINE

RS FOR VACUUM TUBES

120 ML URINE CONTAINE __
ER PROVETTE SOTTOVURTO!

CONTENITORIURINE 120 ML'F

‘Urine containers graduated up-to 100 mi, yellow | Contenitori per wine graduati fino a 100 mi, tappo
screw cap with device for suction with vacuum tlubes. | a vite giallo con dispositivo. per -aspirazione con
Label on the cap for sampling system protection, With | pravelte sottoyuoto. Can etichetta applicata sul tappo
wiiting surface. per ia protezione del sistema di prelievo.
Con superficie di scriftura.
Vol. 120 mi, Vol. 120 ml.
Dim. @ 59 x 68 mm, Dim. 2 59 x 68 mm.
Material: polypropylene. Materiale: polipropilene.
coD. SUPPLIED | CONFEZIONE
5120 - Buk/Stso \ il
5120/TS Sterlla - Bulk | Stuso B
5120/SG ‘Starlle < Indvidually wiepped / Conlazione singols SsEEs

50 ML URINE CONTAINERS FOR VACUUM TUBES. /|
CONTENITORI URINA 60 ML FER FROVETTE SQTTOVUQIO ksl

Urine contalners graduated up to 45 ml, yellow screw | Contenitori per urine graduali fino a*45 mi, lappo
cap with device for suction with vacuum tubes, a vite giallo con dispositivo per asFraz:‘ans con
‘Label on the cap for sampling system protection. provelte sottovuoto, Con elichetta applicata sul tappo
i per fa protezione del sistema di prefigvo.
Vol. 80 ml. Vol. 60 ml.
Dim. @ 35 x 70 mm. Dim. & 35 x 70 mm.
Material: polypropylene. Materiale: polipropilene.
co. SUPPLIED | CONFEZIONE
5060 Bulk [ Stusg )
5060/TS Sterile - Bulk / Sfuso L
5060/SG Sterl - Individually wrapped | Confezione singola

150 ML URINE CONTAINERS

- B CONTENITORIURINE DA TSOML | !
Qe | :
p(.), ; Urine containers graduated up to 100 ml, with screw | Contenitori per urine graduati fino a 100 mi, con tappo
E cap and writing surface, a vite e superficie di scritfura.
Ly
; Vol. 150 ml. Val. 150 mi.
i 'i' Dim. 2 58 x 72 mm. Dim. 2 58 x 72 mm.
O Material; polypropylene. Materiale: polipropilene.
O B
:0" . CoD. SUPPLIED | CONFEZIONE CAP COLOURICOLORE TAPPO
: 0 i 2120 Bulk, wilh separated cap | Sfuse, con tappo a parte  Light blue | Azzurro |
‘ol .2 1"20 {T_ Bulk, with _insened cap { Sfuso, con fappo inserifo Light blue F_Azzam
¢ Z 2120/TS Bterlle, with insertad cap | Sterils, con tappo inserlo Red/ Rosso.
d 2120/CS hsaptic | Aseffico- Individually wrapped / Co]nfezfone singola  Red | Rosse )
= 2120156 . Slerle- Individualy wiapped / Confozions shaole Ro/ Rosso

STRAWS WITH URINE COLLECTION DEVICE |
SONDE CON DISPOSITIVO DI PRELIEVO DELLE URINE| |

Straws-with urine collection dévice for vacuum test Sonde per i prelievo dellé urine con provette
tubes. Suitable for containers without collection  sotfovuoto da contenitori non dolali di dispositivo.
device. Available with straw of two sizes. Disponibili con tubicino di due lunghezze.

y

CoD. STRAW LENGTH | LUNGHEZZA SONDA  SUPPLIED | cows%.-b‘.&rg
: A L

31400 90 mm . | Nori sterile e

31400/SG 90 mm _ Sterle - Bags of 100 igs 1

31400/SG/CS S0mm .‘.‘:":”:"f\ = Sterila - Individually E;P&d
31500 170 mm Nen stedila SR




7 | CERTIFICAT
msg : L N @ CER-TIFICA‘TE OF REGIST RA T/(DN
ii.“:gml; imf.-. passion & ﬁafr‘mgﬂr. ! NO 0462 rev. 6

Médical-Sard | D (s

Le Ij:JNE certifie que le systéme de management de la qualité développé par
LNE certifies that the quality management system developed by

AR n s |
ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle
61500 SEES FRANCE

¥ pour les activités
for the activities

Conception productlon contrdle et commercialisation de réactifs de chimie clmlque
destinés aux laboratoires d'analyses de biolog:e
Validation de la combinaison réactifs et automates.

&
4

Design, production, control and sales of clinical chemistry reagents
intended to be used by clinical laboratories. ;
Validation of the combination reagents and instruments.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS !
Zone industrielle - 61500 - SEES - FRA |

est conforme aux exigences des normes internationales
complies with the requirements of the international|standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 28th, 2017 (included)
Valable jusqu'au / Expiry date :  July 27th, 2020 (included) 7 T A V. A
Etabli le /Issuedion : July 27th, 2017 )

ofruc¢ j 2 WA

Al frac | On behalf of th 2ition Director

3 Cecit\MQEiADE

L2 G-MED Certification lesmn Manager‘ x5 )
g CERTIFICATION LNE N® 10462-6 Ry
55 m!;ﬁggmﬁ{ Ce:certificat est délivré selon les régles de certification G-MED / This certificate s issued agcording to the rula{s_-of G—MED..cem ca'J.i_o"'. \
o i = i . oy =

W Accraditabon n*d-003
5 Usle des siles accrédildy

stporio sapantie i Renoiivelle 16 cerljficat 10462-5

Laboratoire national de metrolog;e et d’essais « #:abhssemempubhcacaractére industiighe c,omm@rual
LNE/G-MED s Organisme notifié par l'autorité compétente frangaise en matiére de dispositifs médicaus /
1, rue Gaston B01551er ~ 75724 Paris Cedex 15 » Tél.: 01 40 43 37 00 « Fax : Ol 40 ¥3|37 37 « wwwl Ve
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Monobind Inc.

Loka Forewl, €A 01610, USA

AccweBind

ELISA Microwetis

Thyrotropin (TSH) Test System
Product Code: 325-300

1.0 INTRODUCTION  +

Intanded Usas The Guantitstive Batarmination af Thyrotropin
Coneaniration III Human Serum by & Microplate
Immunaenzymenels sssay

2.0 BUMMARY AND EXPLANATION OF THE TEST

Magsimumilil’of s sinam goncariration of Wyiosenn (TSHE o
pyecprotsn wWe 3 ‘melacusr weighl of 20,000 Datons snd
lna:fnu Iram e andariar pilultary. & genarally regardad a5 tha
s avababla for the diagnasls of primeary and
;ncmulal\r I.|JI|||IIB'§'} hypotfyyrajdiam (1, 2) The stuchue of
tman TEH s similar fo thal of the pituilary and placental
genadolroping, cenkliing of an Eaming ackd a-suebiunn which (s
simViar ee Identical Belwesn Ihdse hormenea and 3 116-aming
sod f-subund, which sppaiendly conlars hormonal apecificiy.
The praduction of (b 2 subinks 14 separaiely. reguialed wilh
apparont excess poduction of fhe o-subunil. Tha TEH molacua
has & Wnpar Encies coqslsdng ol the protain oo wiih
corbalydle side chains il Tallsr accounis for 16% of (he
malseuiar waight

TEM  mansuromanis am oqualy usedl In @farontiatng
sacondary and lerbary (Mypeihalamic) hype@yroidsn fram iha
primary Myl disease TSH red fram tha pllitary o
raguialod by Myrolropin raloasing factor (TRH), which 5 sacratad
by g hypothaimmus, and by dimc) acton of| T4 A
Bripdininyroning - (T3}, Iha Ihyeld hormanss, sl e piluflacy.
bcruasn tevess of T3 mnd T4 resucos B iesponsa of i
pllullay 1o silimailalcry sfuces ‘of TR, Iy secondany and
sersary Mypoihyroidam, concenimbons of T4 ae ususty law and
BH laveih arg genaredy e 0f nocral. Edbter pRuiasy TSH
deficlincy  {seeondary  hypoingrolmem) ar  msuflicency  of
afmudaban of (b pinhary by TRH (edinry hypathyreidism)
rauzes s The TRAH slimulation lesl difssndales nese
concidona. In setondary fypothyroissn, TEH responsa ta THH
|s burkad whin o notmal o delayed response 'l obeainad m
Iamaly hypottntoldm,

Furthar, tha ‘advenl of Immincenmymomaiic assays has
prosided ihe Eabaralory wim mufficlan sane W natln tho
diffarantaling of hypannyroidism from oulhyoid gopulaton
malanding e palsness. of TSH mracuraments. Thia malned b
o second: uuwmu sy, which pemides the maans for
id rargge. The lunclional
EarEEmly :qmt bmtween skany OV ol the one.hour prosedurs
15 0,195 pllml whia o twpdsowr procadurn has g functional
sarnitaly of 0 wsnllunnl 13

In this madhad, TSH caibr wor, pallec specimn or Sonkrol (s firal
nckeel 163 skrepl el

anzgmn labsled anlibodis ate added and fhe feactsls mixed.
Rasckian balwean the various TSH antbodins and nhlive TSH
faems 3 eandwich camplu al binds win ina siraptaviie coated
1o tha wnil

Afler tha complalion of Iha required incubalion pariod, fhe
ansinody bound enzyme-yrolroaln conjugate (8 sepadsed lram

10,0 CALCULATION OF RESULTS

A gagn rasporss fueve I8 USEd 16 2scadain the concerkation of

|h,rnunn|n 01 Ltkcrwn Epacimans.

Recocit 1. absarbance ohiased fram ;e prnicul ef b
mizroplale ranclnl 08 outined i Example

2 P ihe absaibance for gach duplicain surum reforence
wartun [0 cotepancing TSH concantiation i duiml an
roar graph papm (do 001 wearage ha dupfcates of ho
sanum rafarnzas bafore plodingl.

3 DOrow the best- dutve hrough the plofied pains.

4 Ta deteiming b conceairaten af TSH far an unkngan,
Kicatn thd nverage sheddiancs of e dupbcitas lor sach
urknowr on e verical sas of tho graph, | faa the
Inlersacting ooird o ihs curvs, and mod i concaniration
fin pllind) from e harizenisl ws of e gimph (e
dupicaies gl the urknohn may be sveraged: 35 indsaled)
I tha following sxample, (he avemge sbscrbanca {0.775)
Inisrzncis Iha doaa respones givve ol (7,68 plllim) TEH
ronceniralion (Saa Figurs 1]

Mots: Compater dat raduction scliware designad lae ELISA
assay may also be used for Ihe dala reduclian 1l sush
soliatin s pfized 1he valigaton ol Ihe sobwarm geld bs

EXAMPLE 1

sqv
ucayy

ity
snieA

0019

0079 05

0.208 a5

0567 40

the unbound _enzyme-thyfolropin conjugate by aspiration ar
decantalion The aclivily of the enzyme presant on I sutfaca
of the wall is quanlilated by reaction wilh a suilable subslrals o
produce color

The employmenl of several serum ralerences of known
Wyrolropin levels parmils conslruclion of a dosa respanse curva
of aclivily and contenlralion  From comparisan to Ihe dase
response curve, an unknown specimens aclivly can ba
correlated with thyrolropin concentralion

3.0 PRINCIPLE

Immunoenzyinometric assay (TYPE 3):
The esseniial reagents required for an immuncenzymomelric
assay include high affinily and spacificity anibodies (anzyms
conjugated and immobilized), with differenl and distincl epilopa
tecognition, In excess, and nativa anligen. In Ihis procedura, Iha
immabilization takes place during Ihe assay al Ihe surface of a
microplale vel through Ihe Intaraclion of sireplavidin coated on
the well and added anli-
TSH antibody,

Upon mixing monoclonal biolinylaled anlibody, the enzyme-
labelad antibody and a serum conlaining Ihe nalive anligen,
feaction resulls between Ihe nalive anligen and Ihe anilbodies,
wilhoul compelilion or stefic hindrance, lo form a solubls
sandwich complex. The fnteraction Is illusiraled by the following
equalion

k
a R

E02hb v Agian ¢ by o= E™AbyAgreAbI

EAb ., = Biotinylaled Monaclonal Anlibody (Excess Guantity)

Agrsn = Native Anligen (Varlable Quaniity)

EnZpp 1 =Enzyme -Polyclonal Antibady (Excass Quaniity)

E0Z4p (. -Agrew " Ab n, = Anligen-Aniibodies Sandwich Complex

k, = Rate Constant of Associalion

k., = Rale Conslant of Dissocialion

Simullaneously, the complax is deposited to the wall through the
high alfinity reaction of straplavidin and biolinylated anlibody.
This interaction is illustraled belaw:

ENZa 1, 112Ag161-AD ry +Slreplavidingy = immobilized complex
w= idi i on wel

Immobilized complex = sandwich complex bound to Ihe well
surlace

After equilbrium s allained, the antibody-bound fraclion is
separaled from unbound anligen by decantalion or aspiralion
The enzyme aclivily in the aniibody-bound fraclion is directly
proportional lo the nalive antigan concentralion. By ulibzing
several different serum feferences of known anligen valuss,
dose response curve can be generaled from which Ihe aniigen
conceniralion of an unknown can be ascartained

4.0 REAGENTS

Haterlals Provided:
A. Thyrolropln Callbrators — 1mlivial - lcons A-G
Seven (7) vials of references for TSH Antigen al levels of
0(A), 0.5(B), 2.5(C), 50(D), 10(E), 20(F) and 40(G) pIV/mI
Store al 2.8°C A preservalive has been added
Note' The calibralors, human serum based, were
calibrated using a relerence preparalion, which vias
assayed againsl lhe WHO 2™ IRP 80/558.

TSH Enzyme Reagent ~ 13miwvial - [con &

B
Ons (1) vial containing enzyme labeled alfinly purified
polyclonal goal anlibody, bialinylated monoclonal mouse gG
in butfar, dya, and presarvalive Store at 2.8°C.

C. Streptavidin Coaled Plal — 96 wolls - lconll
One 96wsll microplale coaled wilh streplavidin and
packaged in an aluminum bag with a diying agent Store a1
28°C

D. Wash Soluilon Concentrate - 20 ml - lcon &

One (1) vial conlaining a sufacianl in buffered s3fine, A
presarvalive has been added. Siore al 2:6°C.

E, Subsirate A~ 7miivla) - loon S*

12.0 RISK ANALYSIS

The MSD'S and Risk Analysis Form for this product is avaitale
on request from Monobind inc:

12,1 Assay Pedformance
Itis importanl thal the time of reaction in each well is held
constanl (0 achieve reproducible rasulls

Plpolting of samples should aot exiend beyond len (10)

minules lo ayoid assay dnfl

Highly lpemic, heinolyzed or

specimen(s) should nol be used,

It more than one (1) plale is used, it is recommended lo

repeal Iha dose rasponse curve

The addition of substrale solution inilialas @ kinalic reaclion

which Is terminated by (he addilion ol the slop solution

Theralore, the substrale and siop solulion should bs added in

lhe same seguenca o eliminale any Uime.devialion during

reaction

Plale readers maasura vertically, Do not louch (he battom of

the wells

Failura lo remove adhering solution adequalely in the

aspiralion of decanlallon wash slep(s) may resull in poor

(epiicasan and spurious rasulls

Use componenis from he same ot

reaganis lrom diflerent batches

Accurale and precisa pipeliing, as well s following tha exacl

fime and temperalure requirements prescribed are essential.

Any davialion from Monobind's IFU may yie'd inaccurate

resulls.

10 Palient specimens with TSH concentrations over 40ulU/ml
may be diluled (1:5 or 1:10) wilh the ‘0" calibralor and re-
assayed  The ssmple’s concentralion Is oblained by
mulliplying (7@ result by the diullon faclor

11 All applicabla nalional standards, regulations and laws,
including, bul nol limited o, good laboralory procedures, must
be striclly followed lo ensure comptiance and prapel devica

~

contaminaled

grossly

LR

Y

~

No inlermizing of

@

©

121 is Important 1o calibrale al the equipment a.g. Pipelles,
Readers, Washers and/or the sulomated inslrumanls used
wilh Il device, end lo perform routina prevsntaivo

0921 10

CalF 1619 20

13 Risk Analysls- as required by CE Mark IVD Directive 98/79/EC
r this 2nd olher devices, made by Monabind, can bs
raqueslad via email from Manabind@monobiad com

=0 2871 4t

p
Measurement and fInterprotation of resifts must bo
by a skilted individual or iralnad professional.

Cantral 0775 g

Patiant 1382 | 1685

B3
*Tne dala presenled In Example and Figura 1 ara ot
Wustration only and should not be used In lieu of u dose
response curve preparer wilh each assay |

Flgure 1

Risarkansafs)

WO oW W
TAH Vakans | plim]

1,000, PARAMETERS

I cedar far N4 Easay reaus 1o bo consdaned vilid the fafawng
ciigria shaudd ba sl

Tha ansorsance of daliratar B (40 pluimi] sneuid be 2 4.3,

Foul cul ol sha quilily soniral pocis should. be wilkin the

atobishad rmages,

[T

."’

Laboratory rasults alone are only one aspect for delermining
palient cara and should not be the sole basis far Iherapy,
particularly if the resulls conflicl wilh other delerminanis
For valid es| results, adequats conlols and other paramelers
must bo wilhin Iha isled ranges and assay requirements
Il lest kits ave altered. such as by mixing paris of differant kits,
which could produce false lesl resulls, or il results are
incofreclly Inferprelad, Monching shat have i Eatiiey
If compuler controlied daia raduclicn is wsad i Wiemprel the
rasults of Iha (ast, it is mparaiiva thal the peedicrar values for
I catibratoss fall wishin 0% af he Besigned conceniralions.
Sapum TSH eoncsniation s dependart upon & mullipiicey of
faclors hypothalamus gland tunction, Ihyroid gland funclion,
and Ihe responsivaness of pilutary to TRH.  Thus,
thyrolropln concentratlon alona Is not sufflclent (o
assss chinlcal status,
Bemum TSH values may be elsvaled by pharmacological
[

PO

o

=

hanabarsiis, 21 pharyloin have been reported 1o mcrease
TSH lavets

A docreara in |nwum|,| values has been reported wilh he
dopamine and d.

ihiyreing (4]
Ganet varlasane or degradallon of inleel TEH Ints subunlis
may affact he birding charactaralics of tha antkoding and
nifsignce. tho final residl Such semphas normally sxhitl
different rasalla among warcus assay systoms dug fo (ha
re aclmly of IJ-u onlibodias Inyelved

UNOT I JE FOR N DFN SCRE

NG

13.0 EXPECTED RANGES OF VALUES

A swdy of euthyroid adull poputation was undertaken (o
determine expected values for the TSH AccuBlind™ ELISA Test

|
One (1) bollls canlaining mlramplh,mmmlu (TMB) In
buffer, Slora al 2-8°C. |
Substrate B ~ Tmlfvial - lcon &”
Qne (1) bollle containing hydrogen peroxide {Hi0g) 1 buer
Store at 2-8°C

-

@

Stop Solullon - 8mtival - lean & |
Ona (1) bollle conlaining a strong acid (1N ITIJ. Blera al 2
H Product Instructions.,

|
Nale 1; Do nol use reagents beyond Ihe kil magilrhlinn dals.
Nota 2: Avoid exlended exposure fo neal and lighl. Opensif
reagents aro slabfe for sixty (60) days wikn ntarm| st
2.0°C. Kit and ¢compenant stability are usé«rr.m o 1

lakel
Note 3: Above reagenls are tor a singla 96-well l|||r.wp:l_'_

4.1 Requlred But Not Provided:

1. Pipalte(s) capable of dalivering 5011 snd 100! Velumes with
a pracision of beller (han 1.5%.

2, Dispenser(s) for repeliliva delivaries of 0.100M! snd 0.350mi
volumes wilh a praciston of beller than 1.5% [qpiaral]

3. Microplatn-washar or & pquoeea balfe faplona)

4. Mcroplala Reader with 450nm end EZ0rm wayeienom
absorbance capabiliy

5. Absorbenl Paper for bloling the microplale was

6 Plaslic wrap or microplala cover for incubalien slaps.

7. Vacuum aspiralor (oplional) for wash sleps

8. Timer.

9. Slorage conlainer for storage of wash buffer.

0 Distiled or deionized waler

1. Quality Control Matacals

5.0 PRECAUTIONS

For In Yiiro Disgnostic Yso

ot for Intarnsi or Exfernal Use in Fiumans (i Aniinats
All praducls that conlain human serum have bagn found to be
non-reacive for Hepatilis B Surface antgen, MIV| 182 and HCV
anlibodies by FDA required lesls. Since no kriewy ekl can nffes
complale assurance (nal infectious agants are abieril. all hisian
ssrum products should be handled as polentially fezardtus aod
capabla of kansmilling diseasa  Good laborathry procsttues
for handing blood producls can be found in [ Cehtar duc
Oisease Control / Nalional Vnslllule of Haai, “Binzafn

and " 2ne Edillan, 1988,

HHS.

Soln disposal of Kl compantacts miist be needriling o ke al
raulatoty s #inlutory roquiramant,

6.0 SPECIMEN COLLECTION AND PREPARATION

The specimens shall be blood, serum in lype, #4d Ihe usual
pracautons in the cn'(sc\lcn of vsmpuncluva samjilas shou'd be
chsarvad. Far values,
a fasting morning serum sample shou‘d be chlginad, The blood
should ba collacted in a plain redtop venipunclugs (ube wilhout
addilives or gel barrier. Allow the blood to clot. Cenmmga the
specimen lo separale Ihe serum from the cells, |

Samplas may b retrigeraled al 2-8°C for a maaifiim pariod of
five (5) days. If lhe specimen(s) cannot be #szaked within Lhis
Gime. he sampla(s) may bo slored al lemperaturas of -20C for
up Io 30 days. Avoid use of conlaminaled devicea, Avekd
rapelilive freezing and Ihawing. When assayed In duplicals,
0,100 ml of he specimen is required

7.0 QUALITY CONTROL

Each laboralory should assay conlrols al fevals In the dow,
normal. and elevaled range for moniloring assay perfamance
These conlrols should ba Irealed as imknowrs and walis
determined in every lest procedurs parformad [Juaity comiral
charls should be mainiained (o follow Ihe pastafmancs of ihe
supplied reagenls. Perinenl stalisical mafhoge should be
smployad Io ’Iscena\n \rands The individual kataralory| ahaald

say limits. Other fp that
srmu\d be mumlcleﬂ include Ihe 80, 50 and 20% Irparcepls of the

System, The number and delgmminad args arn given it Tabie 1,
A'nanparamairic methad (95‘). Pareaniis F.\l.m:|¢| wras ifad

|
1t is Imponiant 10 keep in mind (hal estabishaesl af & rangs of
values which can be expaclad o ba found by a ghina mesod tor
a populalion of "nomal*-persons is depandenl wan & walliplicky
of factors: Ihe speciicity of (he method, ife papulaion taated and
Ihe precision of the method in the hands of s snwiyl  For
Ihese reasans each laboratory should depend upan Il fargs cf
axpocied valuss sstablisned by Iha marmlsciural oaly unil an
in-house ranga:can be determined by Ihe apalysis using ihe
mzlhod wilh a populallon Indigenous 1o Ihe s I which s
latoralory is located |

14.0 PERFORMANCE CHARACTERISTICS

4.1 Precislon |

Tha within and belween assay precisions of the TSH AtciuBng™
lest syslem were datermined by znalyses on free dilfersil
love's of paaf confral sera, Tnhe number (N), maan (¥} vake,
standard devialion {0} and coefficient of vadalion 4.1 for gach
of thase conlrol sera are presenled in Table 2 and Tabla 3,

TABLE 2 |
within Aseny Pracision (vakias in Ui
Sampla N X P [ Ev
] a7 003 | Bi%
Pagl2 875 43 g
Pacl) 24 #m 194 [T
TAHLE 3
Baiwosn Azssy Praclsian’ (Valuss i pllind
Sampia N x o TN,
Foal 1 n 043 L) )
Paol 2 10 6.60 054 7.9%
Pagl 3 10 7640 167 5.0%

*An MR A 1 18 BapARma L I CUEICaTa Gyl fuvnn days.

14,2 Senslitvity
The sensillvily (detecllon fimll) was ascerlained by dalammilning
the variabllity of the 0 pIUfmI serum calibrator and using the 3a
(959 certainly) slalislic lo calculale Ihe minimum dhza:
For | hr incubation = 0.078 pi/mi
For 2 hr Incubation = 0.027 uilml

1.3 Accuracy
Tha TSH AccuElnzI"‘ ELISA lesl syslem was compaied widh &
refarence  immunochemiuminescence  assay,  Balogical
specimens  from  hypolhyrold, euthyrold mnif| hyperihyroid
papulations were used (The values ranged from|0 01ulli/ml —
61ul/mi). The (olal number of such spacimens s 741 Tha
leas( square regression equalion and the coitafagan coaficion!
wers computed far the TSH AccuBind™ ELISA mathad in
comparison with the relerence melhod  The dafa obained |s
displayad in Tabe 4

TAELE 4
Lesst Squars
Musn  Regression arrelation
sttiod A, Anak; aulfkslent
This 464 y = 04T + 0088 {x) 805

Reference 421

Onty slight amaunls of blas betwaan tha TSH Actufing ™ ELIGA
method and (he reference method are indicated by e oiadeness.
of 1he me3n valuas. The leasl square regressian,
correlalion coefficient indicates excellenl methad

14.4 Specificlty L

The cross-reactivily of (he TSH AccuBind ' ELISA Last sysiem lo
salecled substances was evalvated by adding fha Interfering
wibtiance 1o & serm metid pl vadole eoacefiralions. The
crass-reaciivily was cafculaled by deriving a ralio igrveen dose
of inlerfering substance to dose of thyrolropin pusded to produce
Ihe same absorbancs

dose resporse curve for run-(c-run reproducibility. In addition,
maximum absorbance should ba cansistanl with pas experiance
Significant daviaton rom estabished parformance can indicale
unnoliced change in nditons or kit
reagenls. Fresh reagenls should ba used lo dslorming Iha
reason for Ine varialions, '

8,0 REAGENT PREPARATION: |
1. Wash Buffer !
Dilute contanis of wash concsnirate Lo 1000mI with distil'ed or
do-iorized wator In a sukabls plomge containes. Siors al 2
A0°C for up 1o B ifays.

Warking Substrate Schution

Four Ino contani af tha amzes vial labeled Saluton W inlo
the clear vial labetad Solulion 'B", Place Ihe yellow cap ar Ihe

£

clear vial for easy identiicalon, Mic and label accordjngly.
Slore al 2+ 8C.

I
totet 2 D0 Aot use the working substate it it faoks bie)
Nate 2 D9 1101 82 resgerits tnat arm contaminated of liaye

baters groveh, |

9,0 TEST PROCEDURE * |

Heforn procosdliy wilh (e assay, bing all magenls, surum
mismnces and conffals fa rmom mmperatum (30« 270 0]
“Teaf Pracedhig sMMfla_,n-io-mM by o ghilled inciiv
or frofned professioned™ |

el

Format Ihe microplales' weils tor 2ach serum refersnce
control and patenl spacimen o be assayed in rhmlcatn
Replace any unused miceewsll stdps back fntel the
alursinua Bag, seat and stasz at
Pipelle 0.050 ml (SOuI) of the appropriate seium referdnce
coniral or specimen inla Ihe assigned well ;
Add 0100 ml (10041) of the TSH
well, It is very impontant |
1he beitom of the coatad weil,
Swil ha micsoplale geny for 2030 secands o muq and
cover.

~

@

A

5. Incubale 60 minules 3I fo0m lenperaturs, **
6 Oiscard lae cenlenls of the mizoplsta by dacantalich or
aspiralion If decaning 1ap and hint tha paio dryJwvll\

absorbenl apar.
Add 350 of wash Bullar (583 Feagart Praparation Section)
decanl (lzp ant kot oe Asprate, flepant two (7} aadutmal
lmes for & talal ol ‘Eirew (%) weshas An \ulm\mll or
manuRl piate  washer can e usel. Folow | the
manulacturer s instractlon for prapor usgs, If & quices
boltts s employed. Ul ouch well hy rlepr«'slvu Uy
conlaines (svoirling At bulbilies) 1o dispenss (he

ferant tha wash and repest two (2} additioeal

~

@ Add 0.10C mil [100}4) of wosing subsirale solulion In uII olls
(see Reagant Praparation S ). i r [
Ihn same ordor te mind
Ireteman widly:

DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION
9. Ineubale =l room lemperalure for ffloen (15) minutes
0. Add 0.050n1l (50u) of slop solulion lo each wal and| mix

genlly for 15-20 secands. Always ad reageals in tho same
ordsr ta miiimiee reaction Ume <tiffecencas habgaan
wellt.

Read the absorbance in each wall al 450nm (usig a
refarence wavalength of ti20-630nm - lo . minimiza |wefl
imperfeciians) In a microplate feader T retulls z.lmmf be
@sd within - thinty (J')) minutez of -adding Lne bt
solutlon.

*= For baller low-end sensiiivity (< 0.5ulU/ml), mcmalepzo
minutes al room lemperalure. Tha OpIUfml calibealor should be
excluded since absofbance over 3.0 unils will be exusnanced
Follow tha remairing steps

Note: Dilule samples reading over 40 plU/mi by 15 and H 10
wiln TSH "0’ Dalbrator. Multiply the resulls by the didtion
factor lo o2lain accurale resulls.

Cross
Sub;lance - N REEC\NHZ CDn: wmﬂ
Thyratropin (RTSH) p 1.0001

Follilrophn (hi“SH) o) 1000ngim|
Lulrapln Horinone (ALH) -~ , < 00001 1000ngml +
Chorlonle <0.0001 1000ng/mi

Gonadolcopin[hCG) ’ 4

14,6 Carrelation between 1 hr and 2 by lncuballon
The one- (1) hr and wa (2) hr (uplional) incubation plcced’nes
wera comparad_ Thirly (30) biolcgical tpecimens (ranging fr

0.1 — 18.5 il wara usad The lazst square rsgression
squatin &nd e comI3lon toalicien! ware compuled for Ihe 2

P pracacurs (] in comparsan win the § fir, melhod (x) Exce}‘em

mgreamarl is avidanced by the correlalian coefficient. s'opa and
infarcept ¥ = DUEA (k) 4 0719 Aagression Correldtion

=0.998 . : 1
15.0 REFERENCES |
1. Hoplon MR, & Hartap JJ, “Immunoradiomelriz assay of
Ihyrotrapin as a firsl lina (hyrld function sl In Ite mqvme
Inboratory’, Clinica Cheristry, 32,691 (1986),
Caidwell, G el ai, " new siralagy lof Inyta'd function tesiing
Lancet, |, 1117 (1985)
Young DS. Peslaner LC, and Giibennan U, "Elfects of D‘ugs
an Clinica: Laboralory Tesls® Cnival Chennstry, 21, 3650
(1575

et B, st al, “Inieelabarnicryirmainad cdferanzas in
Funcona Sansliivlly ol immuncmatrs Assags of Trytaliapin
TSHl and mpact ‘o Reisbiity o Meawremsnl of
Subnorma! Concentrations of TSH. Chinical Chenmstiy,[41,
267 (1995) . |
Beck-Peccoz P, Persani L, 'Vanabte bilogica achvity of
ihyroid slirulaling hormone: J Endocnnol, 131, 311:340
(1994)
Bravaimarn, LE, “Evaluation ¢ thyrcid slalus in paltianis wilh
\hyroloxicosis®, Clin Chem, 42, 174-181 (1996)
Fisher, DA, *Physiological vrialions In thyrold hormofes
Prysiclogical and pathophysiciogical consideralions', Chin
Chem, 42, 125-139 (1958) 1

~

»

tn

o

~

Rivleian: 3

8 | tmian | wmian | amise |
oy | vemwn | apaen | ooveami e
AENET R T
B o | vime | vmmen | team 3 (i)
5 g | tomn | zpmn | ovgsen | oges
Fo| tomip | apeh 1 {3mi] 1 (30w}
oy | tomiy | s | ovpsen | o e
For Guders ued Inqumt. e

Pleasa visiLour Wobsile io lei
our ather btofeating wuﬁu}




- CHCTEMA CEPTHOUKAILLUN
Mié?%f ATEHTCYBO HO TEXHEK

am
o

<

e
s
porcs
T,
Yt
V,»n
ym

FOCT P

HECKOMY PEPYIHPOBAIINIO U METPOIOI

- Ne POCL RUMMO2.H18061

Gy AN
CruppRe CpoK AeBCrBHg ¢ 24.062019r.

@P?A}E'H{} CEPY E/MW KH&MH NO:RA'I‘\L 11AMO2

CEPTM¢MKAT COOTBETCTBUS

1O 24.06.2020r.

Ne 0405450

[ o5 vk [MLII/IHLKI/TX MBIAEITMA AHO « BHAMUMT»
1“))01 Moucmx . Kacatkuua, 1.3 Test, (495) 683-97-92, dakc (499)187-89- 54

HPOAYEHMA  phyuraropor NapoBOH CTEPHAMBAIMU XHMUUECKHE

OHOPA3OBBIE «MHTECT-TT-«BUHAP» 110 TV 9398-041-11764404-2003

CepuitHpli BRITYCK.

5 i
COUTBETCTBYET T?i BOBAHUWAM HO PMATUBHBIX AOKYME

FOCT ISO 11140412011 (oace 4),
FOCT P 50444-92| (pas et 3,5,8)

. |
M3TOTOBUTEAL \()( JHIECTBO ¢ OTPAHAMCHHON OTRETCTREHHOCTRIO «IH
: \(bnpma «BHHAP» (OO0 «HITD «BUHAP»), Poce
Tocruranbietit gan, 1.5, crp. 7A, nom. VIII
? }NIGCTO 'npomsBO,aC'rBwI.flr] 009, Mockoscxast o0, T

CEPTHODUKAT BLIAAH OOBI1ECTBO ¢ OTPAHHUEHHOM OTBETCTREHHOCTH

[ocrmawisbbit gaun, 1.5, crp JA, nos. VI
e,/ dake (495) 988-76- 67

HA OCHOBAR Py | TPOTOKONA penbrradmid No 16-853 or 20.06.2016

«BHHUUUAMT» (No RA.RU.211M04).

dupma «BUHAP ':(OOO «HITD «BITHAP»),

e-majl: im02@@bk.ru

32.50.50.190

HTOB

P wop THERE3A

3822 00000 0,

AY UHO-TPONEROCTEEHHAS
1, 105094, v, Mocksa,
MHH 5023001024

Mbitunm, yir Kononuosa,a ]7/9

10 «Hay®ro-rpoH3BoAcTBeHHAS
Poccust, 105094, r. Mocksa,

r. UL MU AHO

Perncrpatmnonsisie yaocrosepenns No P3H 2013/39 o1 08.02.2013r. ®eaepansuoit eiryik6sl 1o

Hai3opy B cepe sppasooxpanenus (POC3JIIPABHAISOP)

AOTIOAHUTEABHAS MHOOPMALIUS  YIAPKHPOBARAC IPOJIyKils

no6poBoiILHON cepTuduKal

P ITPOH3BOIATC FHAKOM

coorrererBis Cueremnl ceprmdukammn [ OCTP np%

U npwzyhmm & LM

B B. ﬁg:goaa

1034-2014 (KITEC 2008)

|‘v€m..\ﬁ’2|l§'-'.»!-_ Mircrma, 2010 o8 | penarrans NS, 0500 405 WHE B ':1 Tou, A AT W s b
1!




e

62-G0-L102 -=¥=Q

AUswIng ‘UIANI 5S£2S

03/62/86 anpoang o Buipioose %om uo_%cz 2 St HOWID $199pBid v MEN_:&

- puBlIBUHANL

40T TA5FEUER

:E0T35TH0T] puU¥ HuTEnoyszesm Iof 9ITS (FUOTITDDY

AUBWRINS

purjyssInag
usiNg SSETS

8-9 "11S-18PURAN-ULRWINSGY

9) "00 § HOwo |[sbeN-Aolsyoepy

:1sinyoenuER

L00 CZP89Z1T
ifelely vi861102 H

;op odsy
cop uonensifey
ajeonnlen

01 JUBLWIYIENY

BisquINN LEVO6 ‘Z oyenshiiL

HQWD S19Npoid VO
 PUBlUIBYY ANL

*£610 4equunu. uoneayHUeP!’ sy - RIS wmuzﬁ_u lesipawy opseuEep oL,

N &

BioquN LEVO6 - 2 SYensAlnL - HAWD $10npoid YOIV RUEILIRUE AL
TR

oH Em:»m\wﬂm:_..aﬁ

why v 8Z2-50-L10T seg

A7 >

x,%om payyoN

6Z-50-LI0T ayeg 2M19a33

‘peanbal si g UoRoss o) Sulpiodse 519NPosd PIINIOBjNURLL |0 UONEIYNEA

‘B-pue $ UONDAS ‘Al Xauuy o) BUIPICOOE #1EDyIHeD uonewwexa-ubisep D3 UR A1EONIIED S
.?m..goé?fﬁtugﬁﬁglitﬁﬁpgmlﬁygg%wgﬁ.,wbr.mlcb_...bﬁm,h}_|..||

Xauuy AQ pauyap ‘eoup|jieAins oipsuad 01 399igns s Yo walsAs souwansse Ayenb e salidde puz
Pays)aelsa SEY J9IMORINUBIL PBWESU Asnge oy "Ssjonpold palsy) sy o) 18wl uedq ARy JI/§LIQ6 2ANDAR
3yl 4O g pue p UOKORS HuIpnoNa ‘A Xauuy o SswRNNDas Ayl 181l SeURESp Ageasy Apog pPaYNON BML

:91eq Aadxg

TOCO LESEL00D TH N

JUBEYDLIRY HIT)

BuTySRI~319s 303 SRINPOAY - 1S3O0pRIY
pue[yosInag
uaing 99¢€25
-9 "#15-ispueej-uuBInay

5y "60 ¥ HAWwD jebep-Asisyoejy LA9iN10RINUEIA

LOO ZZ¥S9TLZ :'oN Woday

LODD 7L86LLOY TH 'ON uonensiBey

saoiaaq |eopapy onsoubeig 0MIA U
i wiajsAg aoueinssy Auenyg jjind
. 9 pue p suonoag Bupnpxa ‘Al Xeuuy 53/EL/86 2an2aAd
PUBUIBYHANL 9jed111I8] O3




		2020-03-05T15:17:02+0200
	Avizat




