EC DECLARATIONO F CONFORMITY

Leqal Entitv: Notified Bodv:

Vitrex Medical AIS LNE/G-MED

Vaseker 6-8 1, rue Gaston Boissier
2730 Herlev F-75724P arisC edex t5
Denmark France'

VitrexM edicalA /Sd eclarest hat their rangeo f steriled isposableb lood! ancetsa re in
Conformitwy itht he EssentiaR! equiremenatsn dp roceduresse to uti n AnnexV section3
of the CouncilD irective9 3M42IEEC.,

Product Name REF (}
Vitrex@$ TEELS terileB loodL ancets2, 00 pes. 350213
Vitrex@$ OFTS terileB loodL ancets2, 3G,2 00 pcs. 351213
vitrex@$ OFTS terileB loodL ancets2, 8G,2 00 pcs. 352213
Vitrex@$s OFTS terileB loodL ancets3, 0G.2 00 Dcs. 354213
Vitrex@S OFTS terileB loodL ancets3, 2G,2 00 pcs. 357213
Vitrex@C OMPACTE JECTI ancingd evicew IthD ushb uttone jection 369300
Vitrex@5 terilancel {TES terileS afetvl ancets1. 8G- '.2mmyY ellow,1 00p cs. 383113
Vitre) @S terilanceL ITES terileS afetvL ancets2. 6G- 1.8mm- Pink,1 00p cs. 384113
Vitrex@S terilanceL ITES terileS afetvL ancets2. 1G- 1.8mm- Blue,1 00p cs. 385113
Vitrex@$ terifancel. ITES terileS afetyl. ancets2, 1G- 2.4mm - Grey,1 00p ¢s. 38611 3
Vitrex@S5 terilancel ITES terile$ afetvl ancets2. 1G- 2.8mm- Green.1 00D cs. 387113
Vitrex@5 terilancel ITE! | SterileS afetvl ancetsl. 8G- 1-8mm- Green,100p cs. 373113
Vitrex@S5 terilancel [TEI | Steriles afetyl ancets2, 8G- 1.8m m - Purple,1 00p ¢s. 374113
Vitre)i@S terilancel ITEl | SteriieS afeUL ancets2, 6G- 1.8m m - Yellow,1 00p cs. 375113
Vitrex@S5 terilancel ITEl | SterileS afetvL ancets2, 6G- 2.4 mm- Blue,1 0Gp cs. 376113
Vitrex@5 terilancLel TEl | Sterile$ afetvl. ancets2,1 G- 1.8m m- Orangel, 00p cs. 377113
Vitrex@S$ terilancel ITEl | SterileS afetvl ancets2. 1G- 2-4 mm - Pink,1 00p cs. 378113
Vitrex@S terilancPeR ESSS terileS afetvl ancetsl. 8G- 1.8mm- Green1, 00p cs- 393113
Vitrex@S terilanceP RESSS terilesS afetvl ancets2, 6G- 1.8mm- Yellow,1 00 pcs. 394113
Vitrex@$ terilanceP RESSS terileS afetyl ancets2, 16-Z2mm - Orange, 1 00p cs. 395113
Vitrex@S terilanceP RESSS terileS afetvl ancets2, 1G- 2.8mm- Pink,1 00p cs. 396113
Vitrex@5 terilanceF LEXS terileS afetvl ancets2, 6G-1.2-1. 8- 2.4mm- Blue,1 00p ¢s. 399913
Vitrex@$ teriheeBl abvc uttings afetvl ancetl .Ommd epthi2,5Smmle ngth- vellow,5 0 pcs. 333113
Vitrex@S$ teriheeBl abvc uttings afetvl ancet0 .85mmd epth/1.75mmle ngth- orange,5 0 pcs. 334113

The Productsa re classifieda s Classl la, accordingto ruleé of the Directive9 3142IEEC,

and are coveredb y the devicec ategoryo f the CertificateN ' 10349R evision2 , issuedb y

LNE/G -MEDo n 15-01-201a0n dv alidu ntiol 7-01-20186.

Date: 06-01-2013

VITREX?DICAL AIS

ERRy .
P?@I‘-J%géi .
Qiuiality and System Manager
N FIFRLE"

VITREX MEDICAL A/S - PC. Box 507 - Vasaker §-8 - 2730 Hevlev Denmark
Phone: +45 44 04 70 11 - Fax: +45 44 53 47 11 - Email: vitrex@vitrox.dk - Homepage. www vitrex.dk

fank: Nordea - Noergaardsvej 2 - 2600 Kgs. Lyngby Denmark - Bank Reg: No.- 2278 - Bank Ac. No.. 8473-986-449

SWAIFT: NDEADKKK - GVR. No.: 25001100




Versta i§ angly kalbos

EB ATITIKTIES DEKLARACIA

Juridinis Subjektas: Notifikuotoit Jstaiga:
Vitrex Medical A/S LNE/G-MED
Vasekaer 6-8 1, rue Gaston Boissier
2730 Herlev F-75724 Paris Cedex 15
Danija Pranciizija

Vitrex Medical A/S pareiskia, kad jy steriliy vienkartiniy kraujo lancety asortimentas atitinka
btinus Tarybos Direktyvos 93/42/EEB reikalavimus ir proceddras, i§déstytus Priede V, skirsnyie 3.

Produkto pavadinimas Kat. Nr.
Vitrex® STEEL Sterifdis Kraujo Lancetai, 200 vnt. 350213 4
Vitrex® SOFT Steriliis Kraujo Lancetai, 23G, 200 vnt. 351213
Vitrex® SOFT Sterilds Kraujo Lancetai, 28G, 200 vnt, 352213
Vitrex® SOFT Sterilds Kraujo Lancetai, 30G, 200 vnt. 354213
Vitrex® SOFT Steril(s Kraujo Lancetai, 32G, 200 vnt. ' 357213
Vitrex® COMPACT EJECT pradariklis su paspaudZiamu numetimo mygtuku 369300
Vitrex® Sterilance LITE Sterifiis Saugds Lancetai, 18G - 1.2mm - Geltoni, 100 vnt. 383113
Vitrex® Sterilance LITE SterilGs Saugs Lancetai, 26G - 1.8mm - RoZinial, 100 vnt. 384113
Vitrex® Sterilance LITE Sterilis Saugds Lancetai, 21G - 1.8mm - Mélyni, 100 vnt, 385113
Vitrex® Sterilance LITE Sterilis Saugiis Lancetai, 21G - 2.4mm - Pilki, 100 vnt. 386113
Vitrex® Sterilance LITE Sterillis Saugis Lancetai, 21G - 2.8mm - Zali, 100 vnt, 387113
Vitrex® Sterilance LITE It Sterildis Saugiis Lancetai, 18G - 1.8mm - Zali, 100 vnt. 373113
Vitrex® Sterilance LITE | Sterilds Saugiis Lancetai, 28G - 1.8mm - Violetiniai, 100 vnt. 374113
Vitrex® Sterilance LITE Il Sterilis Saugis Lancetai, 26G - 1.8mm - Geltoni, 100 vnt. 375113
Vitrex® Sterilance LITE Il Sterilts Saugds Lancetai, 26G - 2.4mm - Mélyni, 100 vnt. 376113
Vitrex® Sterilance LITE Il Sterilds Saugls Lancetai, 21G - 1.8mm - OranZiniai, 100 vat. 377113
Vitrex® Sterilance LITE !l Steril0s Saugis Lancetai, 21G - 2.4mm - RoZiniai, 100 vnt. 378113
Vitrex® Sterilance PRESS Sterilis Saugiis Lancetai, 18G - 1.8mm - Zali, 100 vnt. 393113
Vitrex® Sterilance PRESS Steriliis Saugls Lancetai, 26G - 1.8mm - Geltoni, 100 vnt, 324113
Vitrex® Sterilance PRESS Steril(is Saugls Lancetai, 21G - 2.2mm - OranZiniai, 100 vnt. 395113
Vitrex® Sterilance PRESS SterilGs Saugls Lancetai, 21G - 2,.8mm - Roziniai, 100 vnt. 396113
Vitrex® Sterilance FLEX Sterillis Saugiis Lancetai, 26G - 1.2 - 1.8 ~2.4mm - Meélyni, 100 vnt. 399913
Vitrex® Steriheel Baby cutting Saugus lancetas 1.0mm gylio/2,5mm ilgio — geltonas, 50 vnt. 333113
Vitrex® Steriheel Baby cutting Saugus lancetas 0.85mm gylio/1.75mm ilgio — oranZinis, 50 vnt, | 334113

Produktai klasifikuojami kaip Klasé lla, pagal Direktyvos 93/42/EEB taisykle 6, ir jie patenka j prietaiso
kategorijos grupe Sertifikate Nr. 10349 Leidimas 2, iSduotas LN E/G-MED 2010-01-15 ir galiojantis iki 2016~
01-07.

Data: 2013-01-06

Vitrex Medical A/S
<PARASAS>

Peter lgrgensen

Kokybés ir Sistemos Vadovas

VITREX MEDICAL A/S » P.O. Box 307 » Vasekaer 6-8 » 2730 Hertev » Daniija

Tel: +45 44 94 70 11 » Faks.: +45 44 53 17 11 « El. padtas: vitrex@yitrex.dk  Internete: www.vitrex.dk

fankas: Nordea * Noergaardsve] 2 « 2800 Kgs. Lyngby « Danija + Banko Reg. Ne.: 2228 » Banko Sask. fr.: 6444253573
S.WLLE.T: NDEADKKKXXX ® CVR. Nr.; 14728732 « IBAN. Nr.: DK6520006444253973




LOW COST
Simple, flat, steel lancet.

SAMPLE VOLUME
Exceflent blood flow.

HIGH QUALITY
Hardened surgical steel.

MINIMUM DISCOMFORT
Modern asymetric design.

STERILE
Sterilised by gamma radiation to
EN 556 and EN ISC 11137.

Vitrax Sleel  Flat blade sterile jancet 5 FH 350213 . M
Packaging:

Primary packaging: 200 pecs
Secondary packaging: 10000 pes
Transit packaging: 40000 pcs
Pallet: 720000 pcs

Transit
packaging

Pallet %ﬁ,

¥ 4




MAZA KAINA
Paprastas plok3gias plieninis lancetas.

MEGINIC KIEKIS
Puiki kraujo tékmé.

AUKSTA KOKYBE
Sukietintas chirurginis plienas.

MINIMALUS DISKOMFORTAS
Modernus asimetriskas dizainas.

STERILUS
Stetilizuotas gama spinduliais pagal
EN 556 ir EN [SO 11137.

skdrties Ao Kraujo

Techninés specifikacijos

Sterilus lancelas ploksdiais aSmenimis

Pakuoté:

Pirmine pakuoté:
Antriné pakuoté:
Pervezimo pakuoté:

vt
10000 wvnt
40000 wvnt.
720000 wnt




@\ OwiEN MUMFORD

=

Brook Hill, Woodstack, Oxfordshire
OX20 1TU, United Kingdom

T: +44 (0}1993 812021

F:+44 {0)1993 813466

E: info@owenmurmiord.co.uk
www.owenmumiord.com

18" June 2013

POWER OF ATTORNEY

To Whom It May Concern,

Owen Mumford Ltd, Brook Hill, Woodstock, Oxfordshire, U.K., a company established and
operating under the laws of the United Kingdom with registered office at Brook Hill
Woodstock {the ‘Company'), hereby entrust: Interlux Co. Ltd. Avieciu str. 16, LT-08418
Vilnius, Lithuania, to represent the Company in connection with all questions that relate to
the registration of the medical device as detailed below, submitted in Lithuania by the

.Company.
s Unistik 3 Normal
s Unistik 3 Extra
+ Unistik 3 Comfort
« Unistik 3 Laboratory & Neonatal

For such purposes, Interlux Co. Ltd. is empowered to submit all necessary documents, to
sign on behalf of the Company any documents associated with such registration, to make
any necessary changes o such documents — with the prior approval of the Company - and
perform all other actions connected with fulfilling these legal acts.

Interlux Co. Ltd., in the name of Owen Mumford Ld, is entitled to:

1. Underiake any actions necessary to obtain registration of the named Owen Mumford
Ltd branded products with the relevant regulatory authorities.

2. Distribute the named products.

3. Actin Lithuania as a responsible body for obligations for the producer concerning

the named products.

The present Power of Attorney shall be valid until further notice from the date of execution.

‘\)M!

Mr. Richard Thomas
Sales & Marketing Director RO

For and on behalf of Owen Mumford Ltd.

3
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N OWEN MUMFORD

Brook Hill, Woodstock, Oxfordshire
0X20 1TU, DidZioji Britanija

Tel.; +44{0)1993 812021

Faks.: +44{0)1993 813466

El. padtas: info@owenmumford.co.uk
www.owenmumford.com

2013 birZelio 18 d.

JGALIOJIMAS

Tiems, kam tai gali rapéti,

Owen Mumford Ltd, Brook Hill, Woodstock, Oxfordshire, D. Britanija, kuri jkurta ir veikia pagal Didziosios Britanijos
jstatymus, turinti basting Brook Hill Woadstock({toliau vadinama ,Kompa nija“), patiki: UAB ,INTERLUX", Avieiy g. 16,
LT-08418 Vilnius, Lietuva, atstovauti KOMPANUA del visy iSkilusiy klausimy susijusiy su Zemiau pateikty medicinos
prietaisy registracija.

¢ Unistik 3 normal;

e Unistik 3 extra;

e Unistik 3 comfort;

e Unistik 3 laboratory & neonatal.

Dél tokiy priefastiy, UAS ,INTERLUX” yra jgaliota tvirtinti visus reikalingus dokumentus, pasiradyti KOMPANIIOS vardu
visus dokumentus, kurie susije su registracija, daryti visus reikalingus pakeitimus dokumentuose — su KOMPANIOS
patvirtinimu - ir atlikti visus kitus veiksmus, kurie reikalingi uZpildant atitinkamus teisinius dokumentus.

UAB ,INTERLUX®, Owen Mumford Ltd vardu, yra jgalioti:
1. Imtis visy reikalingy veiksmy atliekant jvardinty kompanijos Owen Mumford Ltd produkty registracija;
2. Platinti jvardintus produktus;
3. Lietuvoje bati atsakinga organizacija jsipareigojant gamintojui del jvardinty produkty.

$is jgaliojimas turi galioti iki kito parei¥kimo nuo jsigaliojimo datos.

Ponas Adam Mumford
Pardavimu ir rinkodaros direktorius

Owen Mumford Ltd, Vardu.
i,

whe QUiYHA FEARIE
167 ANIEARTET
A e
axs

T INAE Avadsi
Sex IR EA L
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A

Registruota biisting: Owen Mumford Ltd, Brook Hill, Woodstock, Oxfordshire, 0X20 1TU, DidZloji Britanija




OwrN MuMrorb Lt
Hrook Hill Woudsiock

Cfordshire OX20 1TU England
Teh +44 (0) 1993 812021

Fax; +44 () 1993 813486

Fax: +44 (0) 1993 813473 - Sales
E-mail; info@owenmumiord.co.uk
www.owenrmumford.com

EC MEDICAL DEVICE DIRECTIVE

DECLARATION OF CONFORMITY

| hereby declare that the Unistik 3 PC famlly of medical devices as listed below, is in
conformity with the essential requirements of the Council Directive 93/42/EEC.

Product Codes:

AT1061CA00C/K — Unistik 3 PC Normal - Sample pack of 30,
AT1002CA000/K — Unistik 3 PC Normal - 100 in a dispenser.
AT1003CA000/K — Unistik 3 PC Normal — 1000 in a case.

AT1004CABO0/K — Unistik 3 PC Normal — 200 In a dispenser.

AT1011CA000/K ~ Unistik 3 PC Extra — Sample pack of 30
AT1012CAN00/K ~ Unistik 3 PC Extra -~ 100 in a dispenser
AT1014CAB0B/K ~ Unistik 3 PC Extra — 209 in a dispenser

AT1041CA000/K - Unistik 3 PC Comfort — Sample pack of 30
AT1042CA000/K ~ Unistik 3 PC Comfort — 100 in a dispenser
AT1043CA000/K — Unistik 3 PC Comfort — 1000 in a case
AT1044CA000/K — Unistik 3 PC Comfort — 200 in a dispenser
AT1046CA000 — Unistik 3 PC Comfort — 4 in a blister pack

AT1051CA000/K — Unistik 3 PC Neonatal — Sample pack of 30
AT1052CAD00/K - Unistik 3 PC Neonatal — 100 in a dispenser
AT1056CA000 - Unistik 3 PC Neonatal — 4 in a blister pack

v

Classification of the device under Annex IX of the directive:

¢+ Class: la

+ Term; Transient Use

+ |nvasive: Invasive

+ Rule: 6

+ Conformity assessment route: Annex |l (excluding section 4).

The quality system established and maintained by Owen Mumford Limited along with the
relavant technical docurmentation is periodically reviewed by SGS United Kingdom Limited,
Unit 2028, Worle eston-Super-Mare, Somerset, BS22 BWA. Notified body
nurnber CE 012

Signed.........A[ o fT L Datewq/oé .............

S D Miles
Corporate Quality & Regulatory Manager

For A J Mumford

Managing Director

Directors: EJ Mumford IT Owen M Owen AJ Mumford
JH Webb DD Crossman GM Jones FCCA RE Shaw (USA)
Registered In England 1257871




OWEN MUMFORD LTD

Brook Hill Woodstock Oxfordshire OX20
1TU Engtand Tel: +44 (0} 1993 812021
Faks: +44(0)1993 813466 Faks: +44 (0)
1993 813473 - pardavimy el. padio
adresas: into@owenmumford.co.uk
www.owenmumford.com

Versta i$ angly kalbos

EB MEDICININIY PRIETAISY DIREKTYVA

ATITIKTIES DEKLARACIJA

pagrindinius Tarybos Direktyvos 93/42/EEB reikalavimus.
Produkty Kodai:

AT1001CA000/K - Unistik 3 PC Normal — 30 pakuotéje
AT1002CA000/K - Unistik 3 PC Normal -100 dalytuve.
AT1003CAQOQO/K - Unistik 3 PC Normal ~1000 dézutéje.
AT1004CA000/K - Unistik 3 PC Normal - 200 dalytuve.

AT1011CAQ000/K - Unistik 3 PC Extra - 30 pakuotéje.
AT1012CA000/K - Unistik 3 PC Extra - 100 dalytuve.
AT1014CA000/K - Unistik 3 PC Extra - 200 dalytuve.

AT1041CAQ00/K - Unistik 3 PC Comfort - 30 pakuotéje.
AT1042CAQ00/K - Unistik 3 PC Comfort - 100 dalytuve.
AT1043CAQ00/K - Unistik 3 PC Comfort - 1000 dézutéje.
AT1044CA000/K - Unistik 3 PC Comfort - 200 dalytuve.
AT1048CAO000 - Unistik 3 PC Comfort - 4 lizdinéje ploksteiéje.

AT1051CA000/K-Unistik 3 PC Neonatal - 30 pakuotéje.
AT10S2CA000/K - Unistik 3 PC Neonatal ~100 dalytuve,
AT1056CA000 - Unistik 3 PC Neonatal - 4 lizdinéje ploksteléje.

Prietaiso klasifikavimas pagal direktyvos IX Skirsnj.

+  Klase: fla [vorsta teisingel. .,
¢+ Trukme: Trumpalaikis naudojimas S“ LR

+ Invazinis: Invazinis Pavatats s

+ Noma: 6 {Eatenth napict)

+ Atitikties jvertinimo biidas: Skirsnis I (i§skyrus 4 skyriy).

Owen Mumford Limited sukurta ir palaikoma kokybés sistema, kartu su atitinkama technine
dokumentacija, periodidkai yra perzitrima SGS United Kingdom Limited, Unit 2028, Worle
parkway, Weston-Super-Mare, Somerset, BS22 6WA. Notifikuotosios jstaigos numeris CE
0120.

Pasirage Data 2006/04/26

)

Generaliniam Direktoriui oy SGS.

J Mumford IT Owen M| Owen AJ Mumford
JH Wabb DD Crossman GM Jones FGCA RE Shaw (USA)
Reulstored In England 126767¢

S D Miles
Kokybes & Reguliavimo Vadybininkas

A J Mumfordui




OFICIALUSIS ATSTOVAS LIETUVOJE

iNterius

Avietly 16, LT-08418 VILNIUS
Tel. (8~5) 278 68 50,
Faks, (8~5) 279 67 28

u n isti k 3 El pastas: spirit@interiux.it
saugis-automatiniai lancetai Naudojimas

Btk

£anian

At ,-
Tecbvie’

1. Nusiplaukite rankas.

2. Nusukite apsauginij faikikli.

NUSUKITE

3. Tvirtal prispauskite
lanceto galy prie pirSto
galiuko arba Kkulniuko
nurodytose vietose (Zr.
pav.) ir  paspauskite
lanceto korpuse esandia
ausele,

PASPAUSKITE

4. Svelniai masaZuodami
pirito galiuks formuokite
reikiamg kraujo méginio
Kieki.

5. Iémeskite panaudoty
lancety i atlicky
konteiner].

USED & TIMES | U 1 USED 10 TIMES

ISMESKITE
S 6. Lancetai yra vienkaxtinio
naundofimo.

Naudojimo principas: vienkartinio naudojimo, saugu tiek pacientui, tiek personalui, paspaudus mygtuka suveikia
spyruoklinis mechanizmas ir iSaunama adatéle, kuri po diitio sugriZta i prading padétj.

Lanceto gale esantys 8 i3kile ta¥keliai stimuliuoja nervy galtnéles, taip maskuojamas ir sumaZinamas skausmo
jausmas, kurj sukelia lancetas diirio metu. Galima naudoti tiek pirstui jdurti, tick vaikams i kulniuka.

C E u Owen Mumford Ltd.
0120 Oxwvord OX20 1'TU, Jungting Karalysté



Vitrex Steriheel Baby

saugils-automatiniai lancetai

OFICIALUSIS ATSTOVAS LIETUVOJE

& o
inTertuls

Aviegiy 16, LT-08418 VILNIUS
Tel. (8~5) 278 68 50,

Faks. (8~} 279 67 28

El. pastas. spirit@interiux.it

Naudojimas

1. Nuimkite apsauginj laikiklj.

4, Ismeskite lancets.

2. Rekomenduojama ditrio vieta
naujagimiams nurodyta
paveiksliuke.

3. Tvirtai priglauskite lancety
prie dario vietos ir paspauskite
lanceto paleidimo auselg.

Vitrex Medical A/S.
P.0. Box 507, Vasckaer 6-8
2730 Harlev, Danija

 ec free

SteriLance Medical (Suzhou) Inc., Kinija

Emergo Europe
Molensteaat, 15-2513 BH The Hague, Olandija

Saugis-automatiniai poodiniai lancetai | Pakuote Techninnés specifikacijos
vnt,
Unistik 3 Extra Sau?‘ﬂs _Iancet;il, éuzag(t)omatiniu dirio
x 2 m mechanizmu, x2,00mm
(zgrinim’ig% m 00 | wvidutiniskai 75-126 1l kraujo), adatele
Vidutinigkai 75-125 ul kraujo 4 smaigalio formos, dario perimetras
~ 0,8mm
Unistik 3 Laboratory&Neonatal SaugGs_Iancetai, su automatipiu _dl'.{rio _
18G x 1,8 mm 100 mechanizmu, 18Gx1,8mm (vidutinidkal
N 200 ul ir daugiau kraujo), adatele
S/I;rcllilt\:g:;%kai 200 i+ kraujo lancety admens formos, dario perimefras
1,2mm
. Saugs lancetai naujagimiams, su
itrex *
Vi et Sterthegl Baby , automatiniu ddrio mechanizmu,
sterills, naujagimiams, adatele 1 sterilis, adatele admens formos gylis
asmens formos lancetas | 0,85mm x skersmuo 1,75mm
gylis 0,85mm x skersmuo 1,75mm
= Saugis lancetai naujagimiams, su
trex E 3
vi - Ste"hegl .Baby . automatiniu dirio mechanizmu,
sterilts, naujagimiams, adatele 1 sterilis, adatelé amens formos gylis
asmens formos lancetas | g.85mm x skersmuo 1,75mm
gylis 1,00mm x skersmuo 2,5mm
A xre : - Skarifikatoriai plieniniai, bendra ilgis ne
Vitrex Steel Lancet maziau 49mm, dirio gylis ne maziau
(plieniniai skarifikatorial) 200 3mm, sterilis DIN EN 552/5656,

lancety

kiekvienas individualiame jpakavime
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Blo-Rad Industriestr. 1, 63302 Dreisich,
Medical Diagnostics GmbH Gormany
Talefon ; +49.(0) 6103 3130-0
Tolefax +:49 (0} 6103 3130724

Bio-Rad Medical Diagnostics GmbH - P.O.Box 10 21 50 - 63267 Dreisicl

_ " Tel..  +49(0) 6103-3130 743
TO WHOM IT MAY CONCERN ngz -um'go; 6103:3130 724

michael_baver@blo-rad.com
12 January 2015

A member of the Bic-Rad Group

Letter of Authorization

We, Bio-Rad Medical Diagnostics GmbH (BMD) hereby confirm that Interiux Ltd., Avleciu 8tr. 16,
LT-08418 Vilnius is our exclusive distributor in the territory of Lithuania for BMD transfusion- and
transplantation product line.

This authorization shall expire on December 31% 2015.

Kind regards

Bio-Rad Medical Diagnostics GmbH

LV, LA, 4 }
[ feewect / a7
Martin Demand dichasl B 4

Area Manager Export & Liogistics
Managing Directors: Cemmercial Register: Bank Account: ) )
Palticg B%ge_on. Offenbach/Main HRB 43128 Ciligroup Global Matket Deutschland AG, Frankfurt BLZ 502 109 00

Dr, rer. nat. Rélf Vornhagen USLIdNr, DE 257 154 546 IBAN: DE83 5021 0900 0216 8020 04 SWIFT: CITIDEFFXXX




Bio-Rad Medical Diagnostics GmbH P.O. DéZuté 10 21 50 - 63267 Dreicich

-tiems, kuriems svarbu- Tel: +49 (0) 6103 — 801 138
Faks.: +49 (0) 6103 — 801 724
volker schwind@bio-rad.com

2015 m, sausio mén, 12 d.

Bio-Rad grupés narys

Igaliojimo laiSkas

Mes, Bio-Rad Medical Diagnostics GmbH (BMD), patvirtiname, kad UAB ,Interlux®, Avietiy g.
16, LT-08418 Vilnius, yra idskirtinis milsy atstovas Lictuvos teritorijoje BMD transfuzijos ir
transplantacijos produktams.

Sis jgaliojimas galioja iki 2015 mety gruodZio 31 dienos.

Pagarbiai,

Bio-Rad Medical Diagnostics GmbH

<PARASAS> <PARASAS>

i. V Martin Demand i. A Michael Bauer
Regiono vadybininkas Klienty aptarnavimas eksporto klausimais




Vertimo patvirtinimas

A8, VAIDAS VIEMANTAS
vertimy verslo liudijimo nr, MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertima

BIO-RAD atstovavimo sertifikatas

(vertimo pavadinimas)
i§ Angly kalbos dokumento

BIO-RAD Letter of Authorization

(originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

Tekstas yra i¥verstas teisingai ir tiksliai bei be pakeitimy prasmgje.

A% esu uZtikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokuments.

VILNIUS, LIETUVA 2015-01-12 <

(Vieta/data) {paratas)



AT 712,09

Foo

Product Sarvice

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex v
excluding {4, 6}

{List A and B and devices for seif-testing)

No. V1110540330 107

Manufacturer: DiaMed GmbH
Pra Rond 23
1785 Crassier FR
SWITZERLAND

Facility(ies): DiaMed GmbH
Pra Rond 23, 1785 Cressier FR, SWITZERLAND

Product Products for blood typing
Category(ies): ABO, Rh, Kell, Duffy, Kidd, irregular anti RBC
antibodies

Model(s): . DiaMed ID Microtyping System
{cards, reagents, cells)
- DiaMed MP-Test
(microplates, sera, cells)
- Products for conventional testing
(sera, reagents, ceils)
For details on the Annex |l List A-products see respective
Design-Examination Certificates.
For details on the Annex |l List B-products
see attachment.

The Certification Body of TUV SUD Product Service GmbH declares that the aforemetitioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical survelllance. For marketing of List A devices an additional Annex IV (4) certificate
is mandatory. See also notes overleat.

Reporino.: 71384748
Valid from: 2011-07-31
Valid until: 2016-07-30

#-&

Date, 2011-07-18
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

70V SUD Produst Service GmbH - Zeriifizierstelle - Ridlerstrafe 65 - 80339 Miinchen - Germany




A1 112.09

Attachment for Certificate no V1 11 05 40330 107
dated 2011-07-18

Several Annex Il List A devices as specified in the corresponding design
examination certificates and the following Annex Il list B devices:

DiaMed-ID Micro Typing cards:

ldent-No, 50531: ID-LISS/Coombs

Ident-No. 50270:  1D-DiaClon Anti-Jk®

ident-No. 50280; ID-DiaClon Anti-Jk”

Ident-No. 51250;  iD-DiaClon Anti-Jk* / -Jk"

Ident-No. 51270; 1D-Card Anti-Fy? / -Fy"

Ident-No. 50350;  ID-Card Anti-Fy®

ldent-No, 50360: 1D-Card Anti-Fy"

ldent-No. 50380:  ID-Antigen profile Il

Ident-No. 50390; 1D-Antigen profile il

Ident-No. 50510; ID-Reverse grouping with antibody screening
Ident-No. 50571:  |D-DiaScreen

ident-No, 50681;  ID- LISS/Coombs+Enzyme fest

Ident-No. 50550; 1D- Reverse grouping + Antibody Screening 4/2
Ident-No. 50540;  ID- Coombs Anti -igG

ident-No. 50549; |D- Coombs Anti-lgG

Reagents and test sera for the DiaMed-ID Micro Tvping System:
Ident-No. 09210: ID-Antl Fy®

Ident-No, 09310: ID-Anti Fy®

Ident-No. 45140 ID-Testsera Anti-M,-N,-S,-s,-Fya,-Fyb {6x1,4mi)
Ident-No. 45460: ID-Testsera Anti-M,-N,-S,-s -Fya,-Fyb {6x5,0m!)
Ident-No. 46180; ID-Testsera Anti-Fy®/ Anti-Fy®

Test cells for the DiaMed-1D Micro Typing System:
Ident-No. 45184:  ID-DiaCell 1-li-1H {3x10mi)
[dent-No, 45404;  1D-DiaCell I-1-l (3x5mI)
Ident-No. 45330:  ID-DiaCeli I-lI-lll Asia
ident-No. 45194:  1D-DiaCell I-lI-1Il P {3x10mi)
ldant-No. 45414;  ID-DiaCell {-1l-lil P (3x5ml)
Ident-No. 456151:  |D-DiaCell I-1]

Ident-No, 06070: [D-DiaCell Pool

ldent-No. 45161.  1D-DiaPanel

Ident-No. 45171  ID-DiaPanel-P

|dent-No. 05980 |D-Di" {Diego) positive

Page 1 of 2/ url

TOV 50D Product Service GmbH - Zertifizierstelle - Ridierstrade 65 - 80339 Minchen

Product Service

. Germany




A1712.08

Attachment for Certificate no V1 11 05 40330 107
dated 2011-07-18 ‘

Ident-No. 06291;  |D |- negative cell
|dent-No. 45070;  1D-DiaScreen |-Vl
ident-No. 45200: ID-DiaScreen |-V

Ident-Mo. 45210:  ID-DiaScreen V+VI
ident-No. 45660  1D-DiaScreen Prophylax
ident-No, 45670  ID-DiaPanel Plus 6

DiaClon blood grouping reagents:
Ident-No. 17620: DiaClon Anti-JK*
Ident-No. 17720; DiaClon Anti-Jk"

Ident-No. 14070:
ldent-No. 14060;

DiaClon Coombs-serum uncolored
DiaClon Coombs-serum green

Polyclonal blood grouping reagents:

ldent-No. 14710
Ident-No, 16070;
Ident-No. 17610:
ident-No. 17710:
ldent-No. 19210
ldent-No, 19310

Test celfs:

Ident-No. 16080:
ident-No. 45220:
Ident-No. 45230:
ident-No. 45241:
Ident-No, 06060;

Munich, CRT-2, 2011-07-18

Coombs-serum 1gG
Coombs-controf lgG
Anti-JK' human
Anti-Jk" human
Anti-Fy" human
Anti-Fy® human

DiaCell Di** {Diego) positiv
DiaCell I+

DiaCell 1+11+i1]

DiaPanel

|D-DiaCeli SF

f}gfﬁ BHIMCHER g’*‘«ﬁ_
J/-"# .y .
Hans-Heiner Junker Y
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Produel Service

EB Sertifikatas

Visiska kokybés uZtikrinimo sistema

98/79/EC direktyva in vitro diagnostiniams medicinos prietaisams (IVDD), IV priedas
18skyrus (4, 6)

(A ir B saradas ir prietaisai skirti saves tikrinimui}

Nr. V111 05 40330 107

Gamintojas: DiaMed GmbH
Pra Rond 23
1785 Cressier FR
Sveicarija

Infrastruktura: DiaMed GmbH

Pra Rond 23, 1785 Cressier FR, Sveicarija

Produkty Produktai kraujo tipo nustatymui
Kategorija(os}: ABO, Rh Kell, Duffy, Kidd, nevienodi anti RBC antikiinai
Modelis(iai): -DiaMed ID Mikrotipavimo sistema

{(kortelés, reagentai, Iastelés)

-DiaMed MP-Test

(mikroplok3telés, serumas, lastelés)

-Produktal, skirti jprastiniams testams

{serumas, reagentai, |astelés}

Detali informacija, skirta !l priedo A sgrado produktams, pateikta
atitinkamuose dizaino-tyrimo sertifikatuose.

Detali informacija, skirta Il priedo B saraso produktas pateikta prisegtame
dokumente.

Notifikuotoji jstaiga TUV SUD Product Service GmbH patvirtina, kad aukStiau minetas gamintojas jdiegé
atitinkamy prietaisy/prietalsy kategorijy kirimo, gamybos ir galutinio jvertinimo kokybeés uZtikrinimo sistema
pagal MPD Priedo |l reikalavimus. Si kokybeés uztikrinimo sistema atitinka 3ios Direktyvos reikalavimus ir turi
bati periodidkai priZidirima. Prekybai Il klasés prietaisai papildomai bitinas Priedo It {4) sertifikatas. ZiGrékite
pastabas kitame lape.

Ataskaitos nr.: 71384748
Galioja nuo: 2011-07-31
Galioja iki: 2016-07-30

Data, 2011-07-18
TUV SUD Product Service GmbH yra patvirtinimo agentira su identifikacijos nr.: 0123

Puslapis 1i5 1

TUV SUD Produet Service GmbH * Zertifizierstell * Ridiestrase 65 * 80339 Miunchenas * Vokletija




Priedas prie sertifikato nr.: V1 11 05 40330 107
datuoto 2011-07-18

Prodund Servica

Keletas Il priedo A sarado jrenginiy, kaip apibiidinama atitinkame dizaino tyrime, sertifikuoja ir

kitos H priedo B s

Diamed-1D Mikro

Identifikacinis nr.:
1dentifikacinis nr.:
Identifikacinis nr.:
tdentifikacinis nr.:
{dentifikacinis nr.:
Identifikacinis nr.:
ldentifikacinis nr.:
Identifikacinis nr.:
ldentifikacinis nr..
{dentifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nt.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:

araSo jrenginius.

tipavimo kortelés:

Reagentai ir testy serumas, skirtas DiaMed-1D mikro tipavimo sistemai:

Identifikacinis nr.:
Identifikacinis nr.:
\dentifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:

50531: ID-LISS/Coombs

50270; ID-DiaClon Anti-ik?

50280: ID-DiaClon Anti-Jk°

51250: ID-DiaClon Anti-Jk3/- Jk®

51270: ID-Card Anti-Fy?/- Fy®

50350: ID-Card Anti-Fy?

50360: ID-Card Anti-Fy®

50380: ID-Antigne Profile Il

50390: ID-Antigne Profile I

50510: ID-Atvirkétinis grupavimas su antikliniy atvaizdavimu
50571: |D-DiaScreen

50581: ID-LISS/Coombs+Enzimy testas

50550: ID-Atvirk&tinis grupavimas + Antikaniy atvaizdavimas 4/2
50540: ID-Coombs Anti-1gG

50549: iD-Coombs Anti-IgG

09210: 1D-Anti Fy?

09310: ID-Anti Fy®

45140: ID-Testsera Anti-M,-N,-S,-s,-Fya,-Fyb (6x1,4ml)
45460: ID-Testsera Anti-M,-N,-S,-s,-Fya,-Fyb {6x5,0ml)
46180: ID-Testsera Anti-Fy?/- Fy®

Testy lgstelés, skirtos DiaMed-1D Mikro tipavimo sistemai:

[dentifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:
Identifikacinis nr.:

Puslapis 1§ 2 / url

45184:
45404;
45330:
45194:
45414.
45151:
06070:
45161:
45171:
05980:

iD-DiaCell I-1I-11l {(3x10ml}
ID-DiaCell I-H-1kf {3x5ml)
ID-DiaCell 1-11-111 Asia
1D-DiaCell I-i-1I P (3x10ml)
ID-DiaCell I-11-111 P {3x5ml)
iD-DiaCel! I-H

ID-DiaCell Pool
{D-DiaPanel

ID-DiaPanel-P

ID-Di? {Diego) teigiamas

TUV SUD Product Service GmbH * Zertifizierstefl * Ridlestrase 65 * 80339 Miunchenas * Vokietija




Piiduct Servica

Priedas prie sertifikato nr.: V111 05 40330 107

datuoto 2011-07-18

Identifikacinis nr.: 06291:
identifikacinis nr.: 45070:
1dentifikacinis nr.: 45200:

tdentifikacinis nr.: 45210:
Identifikacinis nr.: 45660:
identifikacinis nr.: 45670:

DiaClon kraujo grupavimo reagentai:

Identifikacinis nr.: 17620:
Identifikacinis nr.: 17720:
|dentifikacinis nr.: 14070:
Identifikacinis nr.: 14060:

iD I-neigiamos iastelés
1D-DiaScreen |-Vl
ID-DiaScreen -V

ID-DiaScreen V+Vi
ID-DiaSceen Prophylax
ID-DiaPanel Plus 6

DiaClon Anti-Jk?

DiaClon Anti-Jk®

DiaClon Coombs-nespalvotas serumas
DiaClon Coombs-zalias serumas

poliklonaliniai kraujo grupavimo reagentai:

14710:
16070:
17610:
17710:
19210:
19310:

1dentifikacinis nr.:
Identifikacinis nr.:
1dentifikacinis nr.:
Identifikacinis nr..
ldentifikacinis nr.:
identifikacinis nr.:

Testy Igstelés:

Identifikacinis nr.: 16080:
|dentifikacinis nr.: 45220:
Identifikacinis nr.: 45230:
|dentifikacinis nr.: 45241:
Identifikacinis nr.: 06060:

Miunchenas, CRT-2, 2011-07-18

Pustapis 21§ 2 / url

Coombs-serumas IgG
Coombs-kontrolé 1gG
Anti-Jk? Zmogus
Anti-JkP Zmogus
Anti-Fy? Zmogus
Anti-Fy® Zmogus

DiaCell Di** (Diego) teigiamas

DiaCell I+l

DiaCell 1+1+H}

DiaPanel Tversta telsingal .

iD-DiaCell SF SuLRBKZ 953 ﬁst.sggbaimﬁs
| T

E Een.to n i w).f 33
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A 08 2

DiaClon ABO/D + Reverse Grouping for Patients ID-Card

T

English B001228 05.10
A, B, DVi-, cil/A, B

Determination of the ABO/Bh biood groups combined with reverse grouping
Product-identification: 50092

{

INTRODUCTION
ABQ bloed group typing, using enti-A and anti-B test sera, is known as direct or fonward grauping lest.

Raverse grouping uses red cell reagenis of known ABO antigen spaciticity to indicale the piesence or absance of anti-A and anti-B lseagglulining, the rasulls P
of which dieterming the reverse group, Discrepancles betereen forward and reversa grouping requrive funher invessioation f).

Classification of biood groups must e based on both fonvacd and reverse grauping.

The 10-Card TiaGlan ABQ/C + Aevarsa Grouping for Palients” allows combined lusting of fonward and reverse grouping as walt as RhD detanmination.

REAGENTS

1D-Card DiaClas ABOVD + Raverse Grouping for Patients” celaing menacionat aati-A {cell fine AS}, anti-B [cell Fing G¥] and anti-D jeelt linas LHM 58 / 20 (LDWS)
+ 175-2] wilkin the gel malix. The microlubs cll is the regative contrl. Two mitotubes with neulral gel serve for reverse grouping with A, and B ealls.
Presarvalive: < 0.31% Nalf,.

Cautlon: Ali reagents shotdd be realed as polantially infectious.

n
25 C Do not store near any keal, air ¢ i ¥} SOLNTES OF itatlorn optels,

Stabilily: see expiry data o labsl.l.

18°C

ADDITIONAL REAGENTS REQUIRED

= 13-Dilueni 2: modilisd LSS 1or axl celf suspensions.
» Test cell Reagents: iD-DiaCell A, and B in a 0,8% suspansion, In 10 ml vials, ready-io-usa

{see refaled package inser)

FURTHER MATERIALS REQUIRED

« {D-Dispenser

« {D-Pipeler

« ID-Tips {pipetor lips)

s Tubes for suspansiona

+ ID-Wearking tabla

+ I3-Centdiluge G, 12 or 24

SAMPLE MATERIAL

For oplimal rasulls, the datermination should be performed using a freshly drawn sample, or in accordance with Tocal lehoratosy proceduras for sample
aceeplance criteria. Preferably, biood samples should be drawn into citrate, EOTA er CPD-A anlicoagulant. Samplas drewsy into plain tubes {no anticoagulant}
may ulso be used.

When the use o serum instead of plasma 1s required, the serum must te well cleared, by centrilugation at 1500 g for §0 miwdes, bafore use avoid fibrin resi-
dues, which may mlerere with 1he reaction paktanm.

PREPARATION OF BLOOD SAMPLE
a} Red cell suspension {for ABO/D determination)

Prepane u 536 red cefl suspension in 10-Diluent 2 as loflows:
Allov the difuent (o freach s00in temperalize belore use.

1. Dispense 0.5 mil. of iR-Rilvent 2 into a clean ube.
2. Add 50 pL of whole bload or 25 pl. of packed cells, mix gently.
Thu vell suspension may be used immedialely.

b) Plasma or Serum for reverse grouging

Where samples are noi for immediate 1esting they shoultl be stored at 2-8 °C alter sepacalion for a maximum al 48 hours. thecealter at -20 °C, or in accord-
ance wilh local £ natfonat poticies / guidelines.

CONTROLS

Knowm pusilive and negative samplas shouid be included in accordance il the relevant guidelings of qualily assurance,

TEST PROCEDURE

Do net use 1D-Cards which show signs of drying, have bubibles, damaged seals, drops of gel or supernatant in the uppers parl of the microtubas or on the
untlerside of the aluminium foil.

Alfow the st cefl reagent (6 reach (0om temperature bafora use,

Idenlify he iD-Card with the unitue patient of denor number / dotails as appropiiate.

Remove the aluminium {oil rom as many smicrolubes as required by holding the D card in the upright posillon.

Pipeite 50 kL of ID-OiaCell A" to micralubs 5 (A ).

Pipetie 50 pi. of "ID-DiaCall B" 10 microlube & (8).

. Pipelte 50 pL of the patient serum o plasma lo both iwicrotubes 5 and 6. An incubation for 10 minutes &t room jemperalure i recomnended (see remarks,
point 4}

Fipelte 10 or 12,5 pl of Ihe patient’s rad cell suspensien (o e microlubas 14 (A, 8, D, cti).

Cenlrifuge the ID-Cards for 10 minutes in the ID-Cantrituge.

Head and record ths reaclions.

N
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DiaClon ABO/D + Reverse Grouping for Patients ID-Card

English 8001228 05.10

INTERPRETATION OF THE RESULTS
A} Principle {2}

Posiliva; Agglutinated cafls larming 4 red fins on the suriace of the get or agglutinales dispersed in the gol.
Hegativi: Compact buttons ol celis on lhe bolloin of the miceatuba.

#) Reastions far bload groups ABO

Anti-A Anti-8 Blood group
4 1o tert nepalive A
negalive 4+ 10 £+ a8
o+ 10 FHrE Tt O ey AB
nggative negative 0

Weakar reactions than +++ may indicate A cr B subgreups, For cerract inlerpretation, & complate grovping fest shauid be perfonned (anti-A, anti-&, ami-AB).
{n Wte presence of weak or very waakly exprossed anligens [he reastion can ba negative, The anti-B ot monoctonal eigin does niot react with the acquired I
antigsn.

lmpartant: The niicioba of musk show a nagative maction. if the oli is positive, the ABO detamnination is nof vaiicl, Repeat the test as descabed under “Remarks 1=

€} Reactions for revarse arouping

Al B Alacd group
+ 10 tEEE negative B
negative + 10 44+
1O et 10 +H+E [¢]
negativa negalive AB

1f questionadle reactions ae obtained, rapaal severse giouping with 4 red cell reagenls . A, Band 0.

D) Reactlons tor RhD

* 440 +10 +4+° negative

l Bhi positive RhD weak positive ARD nagative

* £, wace or weak reactions should be subject lo furiher investigations to distingulsh balvieen weak and partial D fyjpes as appropriate for the category of
samgle being tested.

The anti-D used hus been sslected so as aot Lo react with DV variants.

Weak D may giva a nagative reaction. If alt weak { pantial D's are required to be dalecied, all D negalive resulls must be relasted. Nota that most guidalines <o
nal recommend furlher testing lor weal or padtial-Din patienis.

hmporiat: The microtube cif must show a negative reaciion. # the ctf is positive, the RhD datesmination is nol valid. Repeat the lesl as described under "Rentaks 1.7

REMARKS

1, The negative tontrol must alvays show a negalive reaction.
= If {he negative control is positive, wash the red cells first in warm isotonic saline safution or 13-Dikeent 2, belore praparing the red cell suspension.
» Then praceed as undar Preparation of bisod sarpls’ and Tes| procedure’.
« f the negative control subsequently shows a negativa resull, the reaclions can ba interprated as descsibed in sections B, Gand 0.
« il ihe nepative conlrol remains positve, tis resulls of the ABO/Rh determinatien should be considerad lnvalid and further investigations fallowing acom-
nended techniques should be underaken to ascedain the reason, before valid antigen lyping can ba assued.
2. Wee a discrapancy occtrs batween the rasulls of ARO typing and reverss gouping, consult the “Thahder ABC iscrepancy charf for appropriata infaaton.
9. Ewll farward and reverse grouping requires tha use of anti-A, -B, -AB, and A, A,, B and O cefis. The 10-Card DiaClon ABO/D + Raverse Grouping far
Patienls” does nol cenlain anti-AB and allows il use of A, and B cells only. It sheuld be used only for confirmation of praviously tully tested samples wilh
getablished biood group status or in accaidance with tocal or national guidelinas / recommendations {or bloed grouping.
&, For wversa grouping, an incuhation of at laast 10 minutes at 18-25 °C pror to cenltifugation will enfiance the reactions and minimisa repeal testing due o
weak isoagglutinins.

LIMITATIONS

&) ID-Cards whicli shovs air bubbies in the ge! or drops in the upper part of the (mlesclubes and / or the saal, must bs centrifuged befors use.

b} Bacterial or olher contacination of muterinis used can cause false positive or false neqative resulls. .

¢} Fibrin rasidues in the serum or the red call suspension may trap non-agglutinated celis prasenting a fing pink e or: iop of the get while most of the cells
are on lhe beliem of the microtube afies cenlrifugalion.

) Steicl adherence to ihe pracadures and recomnianded equipiment is essential. The equipinent should he cheekad cegulary acconding to GLP proceditas.

&} Use ol suspension solutions alher than I0-Oiluent 2 may modify the aactions.

R} Too heavy o lou waaK red cell jons can cause 1 resulis.
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1. Mollison, PL.. Engellnel, C.P and Contreras, #.: Blood Transfusion in Clinical Medicine, 10 adl. 1997; Blackwslt Scientilic Publications, Oxlord.
2. Lapiene, Y., Rigai, D.. Adam, J. ot al.: The gel test; A new way fo detect red cel anligen-antibody maclions. “fransfusion 1990; 30: 109-113.
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ID - kortelé “DiaClon ABO/D + Reverse group “
A-B-DM —cil/A1-B
Kraujo grupiy ABO /Rh nustatymui kartu su atvirk$tinin grapavimu

IVADAS
ABO sistemos eritrocity antigeny tipavimas naudojant anti - A, anti - B serumus yra

$inomas kaip tiesioginé reakeija.

Atvirk$tiniam grapavimui naudojami Zinomy ABO antigeny etitrocitai, kuriais nustatomas
buvimas arba nebuvimas anti - A ir anti — B izoagliutininy., Rezultatas parodo atvirkSting grupe.
Nesutapimas tarp tiesioginio ir atvirk$tinio grupavimy reikalauja tolimesniy tyrimuy.

Kraujo grupés jvertinimas turi remtis §iomis abiejomis reakcijomis.

ID - kortele * DiaClon ABO/D + Reverse grouping “ leidZia suderinti tiesioginés ir
netiesioginés reakcijos atlikima ir nustatyti Rh D priklausomybeg.

2. REAGENTAI

ID-kortele “ DiaClon ABO/D + Reverse grouping”. iose kortelése naudojami suspenduoti gelyje
monoklonaliniai anti — A [lasteliy linija A-5],, anti - B [lasteliy linija G %] ir anti - D [lasteliy
linfjos LHM 59/20 (LDM3) + 175 - 2]. Mikromégintuvélyje ctl yra neigiama kontrolé. Du
mikromégintuveliai su neutraliv geliu atvirk$tiniam grupavimui su Ay B lastelémis.

Konservantas: <0.1% NaNs.

Ispéjimas: Su visais reagentais elgtis kaip su galimai infekuotais.
Nelaikyti prie bet kokio $ilumos Saltinio, oro kondicionavimo sisiemy ar ventiliaciniy angy.
Stabilumas: Zidréti galiojimo datq ant ipakavimo.

PAPILDOMAI REIKALINGI REAGENTAL

e ID - Diluent — 2: modifikuotas LISS tirpalas eritrocity suspensijos paruo¥imui.
e FEritrocity reagentai: ID - DiaCell A; ir B 0.8 % suspensijoje, supakuoti po 10 ml
buteliukuose. Paruo&ti naudojimui

(idr. atitinkamo jpakavimo ideldq)
TOLIAU REIKALINGI REIKMENYS

ID-Dispenseris

ID-Pipetorius

ID-Anigaliai (pipediy antgaliai)
ID-Darbo stalas

Suspensiju mégintuvéliai
ID-Centrifuga 6, 12 at 24

TIRIAMO PAVYZDZIO MEDZIAGA

Prie¥ paimant krauja paciento specialtiai tam paruoiti nereikia. Kraujg paimti naudojant Zinomas
kraujo paémimo technologijas. Geriau, jei kraujas bus stabilizuotas konservantais, pvz.. EDTA,

citratas, CPD-A antikoaguliantas.
Patikimiems rezultatams gaufi geriau naudoti tuoj pat paimtg dar nesukredéjusi krauja.




KRAUJO PAVYZDZIO PARUOSIMAS

a) eritrocity suspensijos paruofimas (ABO/D nustatymui)
Paruogkite 5 % eritrocity suspensija ID-Diluent 2 tirpale:
ID-Diluent - 2 tirpalas turi sufilti iki kambario temperatiiros prie§ naudojima,

1.Jlaginkite 0.5 m! ID-Diluent — 2 i $vary mégintuvéli.
2.Jlainkite 50 pl kraujo arba 25 pl eritrocity koncentrato, atsargiai sumaifykite.
- Lgsteliy suspensijq galima naudoti tuoj pat.

b) Plazmos arba serumo paruo$imas atvirkStiniam grapavimui
Jei méginiai netiriami nedelsiant, juos reikia laikyti 2-8 °C temperatiiroje maksimaliai 48 valandas

po atskyrimo, po to ~20 °C.

KONTROLES

Kokybés uztikrinimui reikéty jtraukti #inomus teigiamos it neigiamos kontrolés méginius.
TYRIMO PROCEDUROS ATLIKIMAS

Nenaudokite korteliy, kuriose matosi i§dZiuve reagentai, yra burbuliuky ar paZeista apsauga.
Leiskite sugilti reagentams iki kambario temperatiros.

1.Pa¥ymékite atitinkamai ID-kortelés  DiaClon ABO/M + Reverse group © mikromégintuvéli
pagal paciento pavarde itfar numeri. Nuo naudojamy tyrimui mikromégintuveliy nuimkite
aliumining folija,

2. Pridékite “ID - DiaCell A;” 501 i mikromégintuvéli 5 (Ai).

3. Pridékite “ID - DiaCell B” 50 pl { mikromégintuveli 6 (B).

4, ] tuos padius mikromégintuvélius 5 ir 6 pridékite po 50pl paciento seramo arba plazmos.
Inkubuokite kambario temperatiiroje (18-25 °C) 10 minudiv.

5. Pridékite po 10 ar 12,5l tirjamy paciento eritrocity suspensijos i mikromégintuvélius 1-4(A-B
—D -ctl).

6. Jdekite ID - kortelg 1 D - Centrifugg ir centrifuguokite 10 min.

7. Vertinkite reakcija.

REZULTATY VERTINIMAS
A) Principas [2]
Teigiama: agliutinatai suformave randona linija gelio pavirSiuje arba
prasiskverbg { jo giluma,

Neigiama: visos lastelés mikromégintuvélio dugne.

B) Kraujo grupiy reakcijy vertinimas

Anti-A Anti-B
A A neigiama
B neigiama A
AB A A
0 neigiama neigiama

T TR




Reakeijos, silpnesnés nei -+t gali rodyti A ir B antigeny pogrupiy buvima, Atsakyma

galima duoti tik atlikus pilna ityrima pagal ABO (anti-A, anti-B, anti-AB).

Svarbu: Kontrolés mikromegintuvelis ( ctl ) turi rodyti neigiama, reakcija, Jeigu kontrole

teigiama ABO nustatymas nepagristas. Reikia pakartoti tyrima kaip aprasyta “Pastabose-1".

C) Atvirkitiniy grupiy reakcijy vertinimas

Ay B Kraujo grupé
+ jki +HH neigiama B
neigiama -+ iki -+ A
+ iki A+ + jki -+ 0
neigiama neigiama AB

Jei nustatomos abejotinos reakeijos, pakariokite atvirkdtini grupavima su 4 eritrocity
reagentais (A1, Az, Bir O).

D) Rh D reakcijy vertinimas

A +4+ neigiamas
Rh D teigiamas Rh D silpnai Rh D neigiamas
teigiamas

Silpnas D gali duoti neigiama, reakeija. Jeigu reikia nustatyti D silng, visus D neigiamus

rezultatus reikia pertikrinti. Pilnam i$tyrimui Zitirekite idekla ID-korteliy “ABO/Rh” arba “Anti-D”
su #mogaus kilmés polikloniniais reagentais.

Svarbu: Kontrolés mikromégintaveélis ( ctl ) turi rodyti neigiama reakeija, Jeigu kontrolé

teigiama ABO nustatymas nepagtistas. Reikia pakartoti tyrima kaip apraSyta “Pastabose-1".

PASTABOS

1. Neigiama kontrol¢ visada turi rodyti neigiama rezultata.

- Jeigu kontrolés mikromégintuvelyje reakeija teigiama, tai veiksmai sekantys: nuplaukite

tiriamus eritrocitus $iltu 0,9% NaCl tirpalu arba ID - Diluent - 2 tirpalu, prie¥ ruo¥dami

eritrocitysuspensija,

- Tada paruoskite 5% eritrocity suspensija ir teskite procediira, kaip apraSyta ankstiau

“Kranjo pavyzd#io paruofimas” ir “Tyrimo procediiros atlikimas”.

- Jeigu neigiama kontrolé rodo neigiamg rezultata, reakcijy rezultatus vertinkite, kaip

apradyta B, C,D skirsnivose.

- Jeigu neigiamos kontrolés rezultatas i¥licka teigiamas, ABO/Rh grupiy rezultaty vertinti

negalima, reikia atlikti tolimesnius tyrimus pagal rekomenduojamas technologijas ir surasti

prieZasti. ‘

2. Nesutapus tiesioginés ir atvirkétinés ABO tipavimo reakcijos rezultatams, naudokite
DiaMed schema ABO nesutapimams.

3. Anti- D parinktas taip, kad nereaguoty su DY variantais.

4, Kraunjo grupés korektiskas nustatymas naudojant dviguba reakeija reikalauja naudoti anti
- A, anti - B, anti - AB antikiinus it A, Ag, B, 0 eritrocitus. Kadangi ID - kortelé
“DijaClon ABO/D + Reverse grouping “ neturi anti - AB antildiny ir sudaro galimybe

R




naudoti tiktai A; ir B eritrocitus, todél juos naudoti reikia tiktai dél jau Zinomy kraujo
grapiy patvirtinimo. :

6. APRIBOJIMAI

bakterinis ir kitoks naudojamy medZiagy uZterSimas gali duoti klaidingai teigiamus ar
neigiamus rezultatus,

fibrino siiily priemaiSos eritrocity suspensijoje gali pagauti neagliutinuotus eritrocitus ir gelio
pavirgius atrodo kaip roZine linija, kai tuo tarpu like eritrocitai po centrifugavimo [okaliznojasi
mikromégintuvélio dugne.

biitina grietai prisilaikyti procedtiros, reagentiy ir jrangos naudojimo rekomendacijy. Iranga
biitina reguliariai tikrinti pagal GLP ir Salies standartizacijos ir metrologijos procediiras.
naudojimas kity, i¥skyrus JD Diluent - 2 suspenduojandiy tirpaly, gali iSkreipti reakcijos
rezultatus.

labai koncentruotos eritrocity suspensijos gali duoti klaidingat teigiamos reakcijos rezultatus.

REAGENTAI

ID-kortelé “DiaClon ABO/D + Reverse grouping” 4x12.....REF 001234

24 x12.....REF 001237
60%12......REF 001236
112x12.....REF 001235

Siy pridukiy kokybé garantuojama, kai tyrimas atliekamas pagal apralymq. Gaminiojas

neprisiima atsakomybés jei produktas naudojamas ar parduodamas kitais bidais ar tikslais,
skirtingai negu Sioje instrukcijoje aprasyta.

T TR




Nr.001236

Eritrocitu antigenny sistemos ABO ir RH(D) ir antikimy anti - A, anti B nustatymas
naudojant ID - korteles “DiaClon ABO/D + reverse group

1. JVADAS .

ABO sistemos eritrocity antigeny tipavimas naudojant anti - A, anti - B serumus yra
Yinomas kaip tiesioginé reakcija. Serumo tipavimas naudojant Al ir B eritrocitus, siekiant iSaiSkinti
anti - A, anti - B, anti - AB antikiiny buvima arba nebuvima vadinama atvirkstine reakcija.

ABO tipavimo jvertinimas turi remtis $iomis abicjomis reakcijomis,

ID - kortelé “ DiaClon ABO/D + reverse grouping “ leidZia suderinti tiesioginés ir
netiesioginés reakcijos atlikimg ir nustatyti RH(D) priklausomybeg.

2. REAGENTAI
ID-kortelés « DjaClon ABO/D + reverse group” Nr.001236.

Siose kortelése naudojami suspenduoti getyje monoklonaliniai anti - A, anti - Biranti-D
serumai- antikiinai, turintys neigiama kontrolg autokontrolés { ctl ) mégintuvelis, du
mikromégintuvéliai su neutraliu geliu.

Paruo$imo tirpalas “1D - Diluent - 2 Nr. 009280.
Eritrocity reagentai “ID - DiaCell A1 Nr. 003624
“ID - DiaCell B ¢ Nr. 003624

3, KRAUJO ( ERITROCITY) PAVYZDZIO PARUOSIMAS

3.1. Tyrimui galima naudoti tuoj pat paimta dar nesukre¥éjusi be stabilizatoriaus kraujg arba krauja,
stabilizuota, konservantais, pvz.: EDTA, citratas,. heparinas, CPDA.
Nustatant anti - A ir anti - B antikfinus nandokite tiriama plazmg arba serumg.
3.2. Atitinkamai pa¥ymétame laboratoriniame mégintuvélyje i§ tiriamo kraujo paruoSkite 5%
eritrocity suspensija “ID-Diluent - 2” tirpale:

- “ID-Diluent - 2" tirpalas turi susilti iki kambario temperatliros;

- 50 pl kraujo arba 25p eritrocity koncentrato sumaidykite mégintuvélyje su 0,5 ml
“ID -Diluent - 2"

- riipestingai sumai¥ykite eritrocity suspensija;

- gauta suspensija galima naudoti tuoj pat.

4. TYRIMO PROCEDUROS ATLIKIMAS
I
4,1 .PaZymeékite atitinkamai ID-kortelg pagal paciento pavardg ar numeri.
4.2, Pridékite ID - DiaCell Al 50ul ( standartiniy eritrocity )  mikromégintuvéli 5 (Al) ir ID -
DiaCell B 50 pl | mikromégintuvéli 6 ®).
4.3. | tuos padius mikromégintuvelius pridekite po 50y paciento serumo arba plazmos.
4.4. Pridékite po 10ul tiriamy eritrocity suspensijos i mikromegintuvelius 1-4 (A, B, D, cti).
4.5. Idékite ID - korteles | 1D - Centrifuga ir centrifuguokite 10 min.
4.6. Vertinkite reakcijas.

T -
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Nr. 001236

5, REZULTATY{] VERTINIMAS

5.1. TEIGIAMA : agliutinatai suformuoja raudona linija gelio pavirfiuje arba prasiskverbia i jo
gilumg ( nuo 4+ iki 1 +).
NEIGIAMA: visos lastelés mikromégintuvélio dugne.
Reakcijos, silpnesnés nei ++++ gali nurodyti, kad yra A arba B pogrupiai. Norint gauti
teisinga atsakyma, biitina atlikti pilng tipavima ( anti - A, anti - B, anti - AB, ir A1, A2, Bir0

lastelés).

Svarbu il
Kontrolés mikromégintuvélis ( ctl ) turi rodyti neigiama reakcija.Jeigu kontrolé teigiama,

teskite tyrimg pagal p. 5.2.
5.2. PASTABOS ( PAPILDYMAI)

Jeigu kontrolés mikromeégintuvélyje reakcija teigiama, tai veiksmai sekantys:
- nuplaukite tiriamus eritrocitus 0,9% NaCl arba ID - Diluent - 2 tirpalu, paruo¥kite 5% eritrocity
suspensija ir teskite procediira kaip aprafyta anksCiau p.3, p.4.
- ID - kortelése naudojami monokionaliniai anti - B reaguoja tiktai su paZistamu B antigenu.
- nesutapus tiesioginés ir atvirkdtinés ABO tipavimo reakcijos rezultatams, naudokite DiaMed
schema ABO nesutapimams, parinke atitinkama procediira. ' '
- anti - D parinkti taip, kad eritrocity suspensija paruo$ta naudojant ID Diluent - 2 reaguoty ir su
DV variantais,
- kraujo grupes korektiskas nustatymas naudojant dviguba reakcija reikalauja naudoti anti - A, anti -
B, anti - AB antikiinus ir A1, A2, B, 0 eritrocitus.
- kadangi ID - kortel¢ “ DiaClon ABO/D + reverse grouping “ neturi anti - AB antikiing it sudaro
galimybe naudoti tiktai Al ir B eritrocitus, todél juos naudoti reikia tiktai dél jau Zinomy kraujo

grupiy patvirtinimo.

6. APRIBOJIMAI

- bakterinis ir kitoks naudojamy medZiagy uZter§imas gali duoti Klaidingai teigiama ar
neigiama reakcijas.

- fibrino sifily priemaiSos eritrocity suspensijoje gali pagauti neagliutinuotus eritracitus
ir gelio pavirfius atrodo kaip roZiné linija, tuo tarpu like eritrocitai po centrifugavimo
lokalizuojasi mikromégintuvélio dugne.

- biitina grie¥tai prisilaikyti proced@ros, reagenty ir {rangos naudojimo rekomendacijy.

" Trangg bitina reguliarjai tikrinti pagal GLP ir $alies standartizacijos ir metrologijos
procediiras.

-nandojimas  kity, i¥skyrus ID- Diluent - 2 suspenduojandiy tirpaly, gali pakeisti

reakcijos rezultatus.
- labai koncentruotos eritrocity suspensijos gali duoti klaidingai teigiamos reakcijos

rezultaius.
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iD-Diluent 2 :
Engiish BO0Y254 05.10 ;4 oZ’fC? 3

Modified LISS for red cell suspensions
Product-Identification: 05761

INTRODUCTION

Lawr ionis strength solulion {L1SS) increases the rata of anlibody associatlor and thus enhances antigan/antibody seactfons.

1B-Oilvent 2°is a inodilied low ionic strength salulion made for the Bio-Rad ID-Card System, for praparing 8% sed cell suspensions for blocd grouping as

wall as 0,89 red cell suspansions for crossmatching, autaconteol, direct ant-human globuiin tast, bloed giouping of nawbaras and test celis prepated in the
ahoratory,

REAGENTS

* I-Diluent 2: modilied 1.ISS for red cell suspension, in 100 and 500 ml. botties.
Preservalives: the anlibiclics rimetnoprim and sullamethaxazols,

8°C
Stabflity: see expiry dale on ipbel,

2°C

FURTHER MATERIALS REQUIRED

+ {D-Dispenser

+ Pipolle for 1, 25 and 50 pl.
+ {D-Tips {pipelor tips)

+ Tubes {or stspensions  +

« {-Working 1abla

SAMPLE MATERIAL

For optimai results, the delerminalion should be performed using a freshly draws sampfe, or in accordance with locat laboralory procedures for sample
acceplance crileria, Praferably, blood samplas should be deavn into cilrate, EDYA or GPD-A, anliceagulant, Samples drawn inla plain fubes [no anlicoagulant)
may alsu be used.

When the use of serum inslead of plasma Is required, fhe serum must ba well claared, by cenirifugation at 1500 g fer 10 ininutes, belore use avaid fibtin rasi-
dues, which may intecfere with 1he eeaction patlern.

PREPARATION OF BLOOD SAMPLE
A} For blood greup daterminations

Prepare a 5% red call suspension of the patiant's red cells in ID-Diluent 2° as foliows:
Alfow e difuent to reach room lemperatus bajora tise.

1. Dispanse 0,5 ml. of ID-Oiluent 27 into a clean tube

2. Add 50 L of whole blood or 25 L of pasked cells, mix gantly.

Tha cell suspension may be used immedlately,

fapartant: consult the televant insiruciion sheet of ihe 10-Cards for pacise working procedutes.

B) Far crossmutching, direct anfi-numan globulin test, autacentrel In antibady screening and oiher tests as spacified in the retevant box Inserts

Prepaie a 0,8% red cell suspensian in 1D-Diluent 2° as follaws:
Aflow the diluenl ta reach room femperalure befora use.

t. Dispense 1,0 mb ol 1D-Difu=nal 27 into a elean tube.

2. Add 10 pl. of packed red cells, mix gently.

The vefl suspension may be used immedistely.

Impoitari: consult tha talavant instruction sheet of the 10-Card's for pracisa working procecures.

G) Fur preparation of test cell reagents in the labaratory

1. Wash the ted vells with isotenic saling selution or with 1D-Diluent 2 thrée limes or mare, unlit the Superaalant is clear.
2. Decant lhe supernatant and rasuspand the packed cells te a 0,8% suspaasion with 1D-Clicent 2°,
3. Under aseplic conditions place the suspension inlo sterifa glass Vials of lbses, closs with sterle caps,

Red cel reagents thus prepared and stored at 2-8 °C are stabla for one day,

LIMITATIONS

&} Bagterial or other cal ination of ials used can cxuse false positive or faise negative rasults.

bj Stict adherence I the procedures and recomimended equipment s essential. The equipnisnt should be chacked regUiarly according lo GLP procadures.
€) W-Dilvent 2 has been fernulatad in ordar to taduce the incidence of detection of nonsignificant red cel! bound complemant compenenls.

o} Some antibodlies in the Kelt systam may react more weakly in LISS tochnituas.

€) i35 sahiiians may enhance auleanlibody aclivily and tharelore may cause problams vailh cenain samplés.

BIBLICGRAPHY

1. Techrical Manual; 17" ed. 1993; American Association of Blood Banks,

2. Lévy, B, and Messeler, L. Vox Sang 1874; 28: 53,

3. Hughas-Jones, N.C., Polley, M, .1, Telford R, Gardnes, B. and Ieinschmidi, G.: Optimal condilions for dstecling blood group antibodies by lhe antiglabulin
tost, Vox Sang 1964; B; 385-395,

4, Lapierre, Y., Rigal, ., Adam, J. et al.; Tha gel test; A asw way ta detect red cell antigen-antibody reactions, Teansfusion 1990; 30; 109 113,

PRODUCTS

ID-Difvent 2 2x100mt ,............. REF 009260
1500ml.............. REF 003280

These produ;:!s are guaraitesd 10 perfdrm as described on the fabel and In the insiruction sheel, The manufasiurer deciines all responsibifity adsing aut of the
usa or sala of thesa pradycts in any way or for any puipose olher than these described therein.
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ID — Biluent 2
Modifikuotas LISS eritrocity suspensijoms

500 ml

Produkto identifikacija: 05761

IVADAS

Zemos jony koncentracijos tirpalas (LISS) padidina antikiing susijungimo da¥nj ir taip
sustiprina antigeno/antikfino reakcija.

“ ID-Diluent 2 ” yra modifikuotas Zemos jony koncentracijos tirpalas, skirtas DiaMed — ID
Micro Typing Sistemai. “ ID — Diluent 2 “ naudojamas ruosiant 5% eritrocity suspensijas kraujo
grupiy nustatymui ir 0.8% eritrocity suspensijas kryZminiam suderinamumui, autokonirolei,
tiesioginiam anti-Zmogaus globulino testui, naujagimiiy kraujo grupiy nustatymui ir tyrimo Igsteliy
paruo$imui laboratorijose.

REAGENTAI

ID — Diluent 2: modifikuotas LISS, skirtas eritrocity suspensijos paruoSimui, 100 ir 500 mi

buteliukuose.
Konservantaai: antibiotikai trimetoprimas ir sulfametoksazolas.

Stabilumas: Fiiréti galiojimo datq ant ipakavimo.
Laikyti 2-8 °C temperatiiroje.

TOLIAU REIKALINGI REIKMENYS

ID-Dispenseris

ID-Antgaliai (pipediy antgaliai)
ID-Darbo stalas

Pipetés 25 ir 50 pl

Suspensijy mégintuveliai

TIRIAMO PAVYZDZIO MEDZIAGA

- Prie§ paimant krauja paciento specialiai tam paruoti nereikia. Krauja paimti naudojant Zinomas
kranjo paémimo fechnologijas. Geriau, jei kraujas bus stabilizuotas konservantais, pvz.: EDTA,
citratas, CPD-A antikoaguliantas, Patikimiems rezultatams gauti geriau naudoti tuoj pat paimta dar

nesukreséjusi krauja (be antikoagulianty).

KRAUJO PAVYZDZIO PARUOSTMAS
A) Kraujo grupiy nustatymui:

Paruoskite 5% etitrocity suspensija i$ paciento eritrocity “ID-Diluent 2” tirpale:

ID-Diluent - 2 tirpalas turi suilti iki kambario temperatiiros

1.Jlaginkite 0.5 ml “ID-Diluent — 27 j $vary mégintuvelj.

2.Jla8inkite 50 pl kraujo arba 25 pl eritrocity koncentrato, atsargiai sumaidykite.
- Eritrocity suspensijq galima naudoti tuof pat.




Svarbu: Kad precizifkai atliktuméte darbo procediirg visada atsizvelkite i susijusios ID - kortelés
instrukcija. ‘ '

B) Naudojant kryZminiam suderinomumui, tiesioginiam Zmogaus antiglobulino ftestui,
autokontrolei antikiiny skryninge ir kitiems tyrimams, specifiSkai tinkantiems pagal
atitinkamy deZudiy ideldus:

Paruoskite 0.8% eritrocity suspensijg “ID-Diluent 2” tirpale:

ID-Diluent - 2 firpalas turi susilti iki kambario temperatiiros
1.Jlaginkite 1.0 ml “ID-Diluent — 2” j §vary mégintuvelj,

2.JlaSinkite 10 pl eritrocity koncentrato, atsargial sumaiSykite,
- Eritrocity suspensijq galima naudoti tuof pat,

Svarbu: Kad precizidkai atliktuméte darbo procediira visada atsizZvelkite i susijusios ID - kortelés
_ instrukcija,

C) Tyrimo lgsteliy paruoSimui laboratorijofe:

1. Nuplaukite eritrocitus izotoniniu fiziologiniu tirpalu ar “ ID — Diluent 2 * tris kartus
ar daugiau, kol supernatantas taps $varus.

2. Nufiltruokite supernatants ir vél graZinti { 0.8% suspensija su “ ID — Diluent 27,

3. Aseptinémis sglygomis jdékite suspensijg { sterily stiklini buteliukg ar mégintuvel,

~ uzdarykite steriliu dangtelin.

- Taip pagaminti eritrocitai laikomi 2-8 °C yra stabiliis vieng dieng.

APRIBOJIMAI
- bakierinis ir kitoks naudojamy medZiagy uZter§imas gali duoti klaidingai teigiamus ar
neigiamus rezultatus.

- butina grieZtai prisilaikyti procediiros, reagenty ir jrangos naudojimo rekomendaciju. Irangs
biitina reguliariai tikrinti pagal GLP procediitas.

- “ID - Diluent 2” sukurtas, siekiant sumaZinti nereik¥mingy atvejy, kai eritrocitai sujungiami su
komplemento komponentais.

- Kai kurie Kell sistemos antikiinai gali reaguoti silpnian LISS tirpale.

- LISS tirpalas gali sustiprinti autoantikiing aktyvuma ir taip sukelti problemy su tikrais
méginiais.

REAGENTAI

1D - Diluent 2 2x100 ml....ccoevceiens REF 009260
I1x500 mb.ccceneennnne REF 009280

Siy pridukty kokybé garantuojama, kai tyrimas atliekamas pagal aprasymq. Gamintojas
neprisiima atsakomybeés jei produktas naudojomas ar parduodamas kitais biidais ar tikslais,
skirtingai negu §ioje instrukcijoje aprasyra,
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Tyrimo lgstelés, skirtos ID-Micro Typing sistemai

Antikiiniy skryningui: ID-DiaCell I-II, ID-DiaCell I-II-IIl, ID-DiaCell I-II-XII P
(papainizuotas), ID-DiaCell I-II-III Azija, ID-DiaCell Pool;

Antikiiniy identifikavimui: ID-Panel, ID-Panel P;

Specialis antigenai:ID-Di* (Diego) teigiama, ID-I negatyve cell

IVADAS

AntikGiniy nustatymas labai priklauso nuo ltyrimo lasteliy su atitinkamaijs antig

naudojamo tyrimo metodo jautrumo,
Antigeno nustatymo reikalavimai: visi kliniskai svarbiis antikiinai turi bfiti nustatomi saugiai.

Nustatant Rh, MNSs, Duffy ir Kidd, antigenai turi biiti homozigotiniai. Turi bati Lewis antigeny
ir retai sutinkamas Kp®*.

Paprastai manoma, kad efektyviausia skryninga atlikti su antiglobulininiu Zmogaus serumu
(AHG) ir enzimo tyrimu. Dél auksto netiesioginio antiglobulininio tyrimo (JAT) jautrumo ir
naujy metody, tokiy kaip DiaMed-ID Micro Typing System, kai kuriy $aliy mokslininkai mano,
kad enzimo tyrimas nebéra toks svarbus. ‘

Tatiau enzimo tyrimas yra naudingas, kai reikia padidinto jautrumo antikiiniy skryninge arba kai
numanomas daugiau nei vienas antikiinis. Jie sustiprina tam tikry antikiiniy reakcijas, ypaé Rh,
Kell ir Kidd sistemos, tatiau galima nenustatyti antikiiniy prie§ enzimui jautrius antigenus, ypat

Duffy ir MINS sistemas.
Tyrimo lastelés skirtos darbui su ID-Micro Typing sistema.

enais ir nuo

REAGENTAI

Visos tyrimo Igstelés yra Zmogaus kilmés, buferio suspensijoje vidutinikai 0,8% (£0,1%).
Konservantai: antibiotikai trimetoptimas ir sulfametoksazolis.

Antikiniy skryningui, vienas donoras, kraujo grupé O:

ID-DiaCell I-II Ri"R1+RaR;, skirtos IAT ir NaCl tyrimams

ID-DiaCell I-IE-IHT R ™Ry+RoRyH, skirtos IAT ir NaCl tyrimams

ID-DiaCell I-II-III P papainizuotas, skirtas enzimo metodikai _

ID-DiaCell Pool RiR+R,R; (2 suriktos eritrocity grupés, skirtos donory skeyningui)

ID-DiaCell II-IIT Azfja ~ RyR+RyRo+GP.MUR  fenotipo lgstelés, skirtos IAT ir NaCi
tyrimams

Antikiiniy identifikavimui, vienas donoras, kraunjo grupé O
ID-DiaPanel 11 tyrimo lasteliy grupiy, skirty JAT ir NaCl tyrimams
ID-DiaPanel P 11 papainizuoty tyrimo lasteliy grupiy, skirty enzimo metodikai

Specialiis antigenai

Sios tyrimo lastelés naudojamos kartu su kitais rutinidkai atliekamais tyrimais atliekant antikfiniy
skryningg,

ID-Di* (Diego) teigiamas

ID-I negatyve cell

Pristatoma kas 4 savaités.




Ispéjimas: Sios medziagos yra iiirtos ir nereaktyvios su HBsAg, HCV ir ZIV (1+2) reagentals.
Tadiau nei vienas Sinomas metodas neustikring, kad infekcijos néra. Visi produltai is Zmogaus

kraufo turi biiti latkomi galimai infekuotais.

Stabilumas: Zigr. galiojimo datq ant jpakavimo.
Laikymas: saugoti 2°C-8°C. :

PAPILDOMAI REIKALINGI REAGENTAI

ID-kortelé ,LISS Coombs + enzime test® 3 mikromégintuvéliai su polispecifiniu
#mogaus anti-globulino (AHG) serumu ir 3 mikromégintuvéliai su neutraliu geliu (ID-nr:

50581).
ID-kortelé ,,LISS Coombs*” 6 mikromégintuvéliai su polispecifiniu AHG serumu (ID-nr:

50531).

ID-kortelé ,,Coombs Anti-IgG* 6 mikromégintuvéliai su triusio anti-IgG (ID-nr: 50540).
ID-kortelé ,NaCl, enzime test and cold agglutinins® 6 mikromégintuvéliai, uZpildyti
neutraliu gelin (ID-nr: 50520).

ID-kortel¢ ,Reverse grouping with. antibody screening 3 mikromégintuvéliai su
neutraliu geliu ir 3 mikromégintuvéliai su polispecifiniu Zmogaus anti-globulino (AHG)
serumu (ID-nr: 50510).

ID-Diluent 2: modifikuotas LISS tirpalas, skirtas eritrocity suspensijai ( ID-nt: 05761).
(papildomai Zifirékite {détq informacife)

TOLIAU REIKALINGI REIKMENYS

ID-Dispenseris

ID-Pipetorius

ID-Antgaliai (pipediy antgaliai)
Suspensiju mégintuvéliai :
ID-Darbo stalas '
ID-Inkubatorius 37°C
ID-Centrifuga 6, 12 ar 24

TIRIAMO PAVYZDZIO MEDZIAGA

.....

nuostatus. Getriau jei kraujas stabilizuojamas antikoaguliantais: citratu, EDTA, CPD-A.Taip pat
galima naudoti kg tik paimtg krauja be antikoagulianto.

KONTROLES

Kokybés uZtikrinimui reikéty jtraukti Zinomus teigiamos ir neigiamos kontrolés méginius.

ID-TYRIMO LASTELIU PANAUDOJIMAS

e Visos tyrimo lastelés naudojamos tik su DiaMed-1D Micro Typing sistemos kortelémis,
e GrieZtai laikykités prie ID-korteliy esandiy specifiniy instrukeijy.
Visada kruopiCiai sumaiSykite eritrocitus, apversdami buteliukus kelis kartus prie¥
naudojima ir pries jdédami i pipetavimo automats.
. %ﬁﬁé{jﬂdte, kad tyrimo lgstelés prie$ naudojimg susilo iki kambario temperatiiros (18-
(]




¢ Tyrimo metu patikrinkite, kad lastelés blity suspensijoje. Jei yra nusédusiy lasteliy,
sumaidykite i¥ naujo.

o ID-Sistemnai labai svarbus preciziSkas pipetavimas. Jei pipetuojama daug kart i3 eilés,
naudokités ID-Pipetoriumi. Jei atlickate skuby viena tyrima, nenaudokite pipetiy, esandin
prie buteliuky, nes JaSinamas kiekis gali biiti netikslus.

Venkite tyrimo lasteliy uZterfimo.
Po naudojimo, buteliukus uZdarykite ir padékite i Saldytuva,

REZULTATY INTERPRETAVIMAS
A) Principas

Teigiamas: agliutinatai suformave raudona linija gelio pavirSiuje arba prasiskverbg i jo giluma.

Neigiamas: visos lastelés mikromégintuvélio dugne,
Pastaba: atliekant antikfiniy skryninga galima gauti dviguba populiacija, priklansomai nuo

esantiy antikiniy. Tai laikoma teigiama reakcija,

B Reakcijos
Fitirékite atitinkamuy ID-kortelin instrukceijas

APRIBOJIMAI

a) Bakterinis ir kitoks naudojamy med¥iagy uZter¥imas gali duoti klaidingai teigiamus ar

neigiamus rezultatus.
b) Bitina grieZtai prisileikyti procedtros, reagenty ir jrangos nmaudojimo rekomendacijy.
Trangg biitina reguliariai tikrinti pagal GLP ir ¥alies standartizacijos ir metrologijos

procediiras.

LITERATURA

1. Technical Manual of the American Association of Blood Blanks, 13" edition, 1999.
2. Lapierre, Y.Rigal, D.,Adam, J. et al: The gel test; A new way to detect red cell antigen-

antibodyreaction. Transfusion 1990; 30:109-1 13.

PRODUKTAI

ID-DiaCell LI-II 3 buteliuky rinkinys (Ry"Ry- RoRy-1r) 3x10ml....
(ID-nr: 45184)

REF 004310

ID-DiaCell I-I-1HX 3 buteliuky rinkinys (R;"Ri- RoRo-11) 3x5ml....REF 004304

(ID-nr: 45404)

ID-DiaCell I-I-TI Azijos 3 buteliuky rinkinys (RiRy- R;R;-GP.MUR) 3x10ml.....REF 003614

(AD-nr: 45330)
ID-DiaCeli I-II-HI‘P 3 buteliuky rinkinys (R;"R;- RoRo-fr papainizuotas) 3x10ml....REF 005310
(D-nr: 45194)

ID-DiaCell IILII P 3 butelivky rinkinys (R;"Ri- RoRo-1r papainizuotas)  3x5ml...REF 005304
(ID-nr; 45414)

ID-DiaCell I-I1 2 butelivky rinkinys (R;*Ri+RaRa) 2x10ml....REF 003613
(ID-nr: 45151)

ID-DiaCell I-I Pool 2 rinkiniy buteliukas (RiR1+RyRz) 1%10ml.... REF 003630




(ID-nr: 06070)

1D-DiaCell I-II Pool
(ID-pr: 06070)

ID-DiaPanel
(ID-nr: 45161)

ID-DiaPanel P
(ID-nr: 45171)

ID-Di* (Diego)
(ID-nr: 45161)

ID-I negatyve cell
(ID-nr: 06291)

2 rinkiniy butetiukas (R{Rr+RaRo)
11 buteliuky rinkinys

11 buteliuky rinkinys

3%10ml....REF 003631

11x4ml....REF 004114

11x4ml....REF 004214

1x10ml....REF 004134

1x1,6ml....REF 004111

Siy produkty kokybé garantuojama, kai tyrimas atliekamas pagal aprafymq, Gamintojas
neprisiima atsakomybés jei produkias naudofamas ar parduodamas kitais biidais ar tikslais,
skirtingai negu Sioje instrukcijoje aprasyta.
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ID-DiaCell ABO
Tyrimo lgstelés atvirkStiniam grupavimui

[VADAS

Tyrimo lastelés rutinikai naudojamos kraujo grupiy serologijoje, ju pagalba nustatomi esantys
arba nesantys anti-A ir anti-B izoaghiutininai (atvitk§tiniam gropavimui).

Atvirk&tiniam grupavinmmui pagal ivairius reikalavimus ir miorodas naudojamos tokiy grupiy
lastelés: Ay it B/Ar, Ay it B/Ay, Bir B/A,BirOar Ay, Ay, Bir O.

Tyrimo lastelés skirtos darbui su ID-Micro Typing sistema.

REAGENTAI

Visos tytimo lastelés yra #mogaus kilmés, buferio suspensijoje vidutiniskai 0,8% (0,1%).
Konservantai: antibiotikai trimetoprimas ir sulfametoksazolis.

1D-DiaCell ABO: Al, Az, B, O/Al, A;_, B/A;, B, O/Ai, B/A1/A2/B/O

Pristatoma kas 4 savaités.

Ispéjimas: Sios medsiagos yra i§tirtos ir nereaktyvios su HBsAg, HCV ir ZIV (1+2) reagentais,
Taciau nei vienas Zinomas metodas neustikring, kad infekcijos néra. Visi produktai i§ Zmogaus
kraujo turi biti laikomi galimai infekuotais.

Stabilumas: Zigr. galiofimo datq ant jpakavimo.
Laikymas: saugoti 2°C-8°C.

PAPILDOMAI REIKALINGI REAGENTAI

e ID-kortelée ,NaCl, enzime iest and cold agglutinins® su 6 mikromégintuvéliais,
uzpildytais neutraliu geliu (JD-nr: 50520). ,

o ID-kortelé ,Reverse grouping Zith antibody screening su 3 mikromégintuvéliais,
uZpildytais neutraliu gelin ir 3 mikromégintuvéliais, uZpildytais polispecifiniu anti-
globulino (AHG) serumu (ID-nr: 53510).

o iD-kortelé ,,ABO/D+ reverse grouping”, A-B-D-ctl/A;-B (ID-nr: 50080).

o ID-kortel¢ ,,DiaClon ABO/D + reverse grouping®, A-B-DYD_ctl/A;-B (ID-nr; 50091).

(papildomai Zigrekite informacijq ipakavimuose)
TOLIAU REIKALINGI REIKMENYS

ID-Dispenseris

ID-Pipetorius

ID-Antgaliai (pipetiy antgaliaf)
Suspensijy meégintuvéliai
ID-Darbo stalas
[D-Inkubatorius 37°C
ID-Centrifuga 6, 12 ar 24




.....

ni gauti optimalus rezultatus, reikia tirti $vieZia kraujg arba pagal vietinés laboratorijos

nuostatus. Geriau jei kraujas stabilizuojamas antikoaguliantais: citratn, EDTA, CPD-A.Taip pat
galima naudoti ka tik paimtg krauja be antikoagulianto.

Kai naudojamas serumas vietoj plazmos, serumsg reikia tinkamai paruosti nucentrifuguojant prie
1500g per 10min, kad nelikty fibrino likugiy, kurie gali pakeisti rezultats.

KONTROLES

Kokybés uZtikrinimui reikéty ftraukti Zinomus teigiamos ir neigiamos konfrolés meéginiys.

ID-TYRIMO LASTELIU PANAUDOJIMAS

Visos tyrimo lastelés naudojamos tik su DiaMed-ID Micro Typing sistemos kortelémis.
GrieZtai laikykités prie ID-korteliy esanciy specifiniy instrukeijy.

Visada kruopdciai sumaidykite eritrocitus, apversdami buteliukus kelis kartus prie¥
naudojimg ir prie§ jdéedami { pipetavimo automata.

Isitikinkite, kad tyrimo lastelés prie§ naudojimg sufilo iki kambario temperatiiros (18-
25°C).

Tyrimo metu patikrinkite, kad lastelés biity suspensijoje. Jei yra nusédusiy lasteliy,
sumaifykite i§ naujo.

ID-Sistemai labai svarbus precizifkas pipetavimas. Jei pipetuojama daug karty i§ eilés,
naudokites ID-Pipetoriumi. Jei atlickate skuby vieng tyrima, nenaudokite pipe&iy, esandiy
prie buteliuky, nes la§inamas kiekis gali biiti netikslus.

Venkite tyrimo lgsteliy vZter§imo.

Po naudojimo, buteliukus uZdarykite ir padékite | Saldytuva.

REZULTATU INTERPRETAVIMAS

A) Principas

-

Agliutinacija parodo, kad agliutininy yra.
Jei agliutinacijos néra, aglintininy irgi néra.

B) Reakeija su ID-DiaCell ABO

Ay Ay B 0 Izoagliutininai | Kraujo grup
- - + - Anti-B A :
+ + - - Auti-A B
- - - - néra AB
+ + + - Anti-A ir anti-B 0

Postaba:  AtvirkStinio grupavimo rezultatai turi sutapti su grupe IS antigeny tipavimo.
PrieStaringus rezultatus reikia pakartotinai tirti, geriau su nauju meginiu.

PASTABOS

1.

2,
3.

Optimali reakeijos temperatfira izoagliutininy nustatymui yra 4°C, Jei stebimos silpnos ar
abejotinos reakeijos, tyrima reikia pakartoti inkubuojant 2-8°C 15 min.

Atipines reakcijas reikia toliau tirtl.

Bendrai, anti-A ir anti-B izoagliutininai nenustatomi naujagimiams ir kiidikiams. Siy
izoagliutinimy gali Gkt ir senyvo amPiaus Zmonéms bei asmenims su
agamaglobulinemija.




a) Bakterinis ir kitoks naudojamu medZiagy uzterfimas gali duoti klaidingai teigiamus ar

neigiamus rezultatus. B
b) Bitina grie¥tai prisilaikyti procediiros, reagenty ir jrangos naudojimo rekomendaciji.
[ranga biitina reguliariai tikrinti pagal GLP ir Zalies standartizacijos ir metrologijos

procediiras.
LITERATURA

1. Technical Manual of the American Association of Blood Blanks, 13" edition, 1999.
2. Lapierre, Y. Rigal, D.,Adam, I. et al.. The gel test; A new way fo detect red cell antigen-

antibodyreaction, Transfusion 1990; 30:109-113.

PRODUKTAI

ID-DiaCell ABO 4 buteliuky rinkinys (A1-Az-B-0)  4x10ml.... REF 003619
(ID-nr: 45022)
ID-DiaCell ABO 3 buteliuky rinkinys (A;-Az-B) 3x10ml....REF 003617
(ID-nr: 45082)
ID-DiaCell ABO 3 buteliuky rinkinys (A;-B-O) 3x10ml....REF 003615
(ID-nr: 45352)
ID-DiaCell ABO 2 buteliuky rinkinys {A;-B) 2x10ml...REF 003624
(ID-nr: 45092)
ID-DiaCell ABO vienas buteliukas A 1x10ml....REF 003620
(ID-nr: 06012)
ID-DiaCell ABO vienas buteliukas As 1x10ml....REF 003621
(ID-nr: 06022)
ID-DiaCell ABO vienas buteliukas B 1%10ml....REF 003622
(ID-nr: 06032)
ID-DiaCell ABO vienas buteliukas O 1%10ml.....REF 003623

(ID-nr: 06042)

Siu produkty kokybeé garantuojama, kai tyrimas atliekamas pagal aprafymq. Gamintojas
nepristima atsakomybés jei produktus noudojamas ar parduodamas kitais biidais ar tikslais,
skirtingai negu Sioje instrukcijoje aprasyta.
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TUVRheinland i
EC Design-Examination Cetrtificate
Directive 98/79/EC Annex IV, Section 4
In Vitro Diagnostic Medical Devices
Registration No.: IL 60088992 0001
Report No.: 21100610 002
Manufacturer:
Bio-Rad Medical Diagnostics GmbH -3
Industriestr. 1
63303 Dreieich
Deutschland
Product .
Identification: Monoclonal liguid reagents for blecd group determination =

for the ABO System, Rhesus (C , ¢, D, E, e) and ¥Xell System;
Control reagents for ABO and Rh reagents

{see attachment for products included)
Replaces Certificate, Registration No.: IL 60030153 0001

The Notified Body hereby declares that an oxamination of the design dossier relating to the listed
products has been performed according to Annex 1V, section 4 of the directive 98/79/EC and that
the design of the devices conforms to the reguirements of the abovementioned directive.

Expity Date:  2018-10-01 @\W“‘ L@:ﬂ, tified Body
(2

v. H. Liidemann

|

Effective Date: 2013-10-02

Date: 2013-10-02

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC P
concerning in vitro diagnostic medical devices with the identification number 0197, .';"

| GO oa08 B TUY, TUEV and TV e rey'stared Ladamanks. Uttisstion and apetatlon fequires poor apgoval




Seraclione®
Seraclcne®
Seraclone®
Seraclone®
Seraclone®
Seraclone®
Seraclone®

Seraclone®
Seraclone®

seraclone®
Seraclone®

Date: 2013-10-02

TUV Rheinland poe-

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: IL 60088992 0001

Report No.: 21100610 002

Manufacturer: Bio-Rad Medical Diagnostics GmbH

Industriestr. 1
63303 Dreieich
Deutschland

Products included:

Anti-Aa

Anti-B

Anti-AB

Anti-D (RH1) 226
manti D (RHL} 232
Anti-D (RH1} Blend
Anti-CDE (RHL,2,3)

Rh (D) IgM Blood ¢rouping Kit {Monoclonal Antibody)
golidscreen IT Anti-D Blend

anti-C (RHZ), Seraclone® Anti-c (RHE4)
Anti-E (RH3), Seraclone® Anti-e (RHS)

seraclone®(2) Anti-C (RH2), geraclone®(2) Anti-c (RH4)
geraclone®(2) Anti-E (RH3}, geraclone®{2) Anti-e (RHS5)

Anti-K (KEL1)
Control BABO + Rh

. ®
TUVRheinland

1/1, Rev. 0

.| TOUR AT G T TUEY end 10V aia loge30 103

s, Utheaton and spprevron UsES pro appisal, | L




EC dizaino apZiiiros sertifikatas
Pagal ES direktyva 98/79/EC IV prieds, 4 skirsnj
In vitro diagnostikos prietaisams

Registracijos Nr.: 1L 60088992 0001
Raporto Nr.: 21100610 002

Gamintojas:

Bio-Rad Medical Diagnostics GmbH
Industriestt. 1

63303 Dreieich

Vokietija

Produktai: In vitro medicinos diagnostikos prietaisai
Monoklonioniai ABO kraujo grupiy nustatymo reagentai

Identifikavimas: Skysti monokloniniai ABO, Rezus (C, ¢, D, E, ¢) ir Kell
sistemy kraujo grupiy nustatymo reagentai; kontrolés reagentai
ABO ir Rh reagentams

Produktai: #r. prieda

Pakeitia sertifikata, registracijos Nr.: IL 60030153 0001

Notifikuota jstaiga Siuo raftu paZymi, kad auk¥&iau nurodytoje jmonéje jdiegta ir
palaikoma kokybés vadybos sistema. 1V priedo, 4 skirsnio
reikalavimai igpildyti. Aprobuojamas objektas yra subjektas
prieZidrai pagal auki¢iau paminétos direktyvos IV priedo 5
skirsnj. Gamintojui suteikiama teisé naudoti 3 paZyméjima
kartu su gamintojo atitikties deklaracija.

Galioja iki: 2018-10-01

Galiojimo pradZios data:2013-10-02

Data, 2013-10-02 Notifikuota jstaiga
<PARASAS>

Dr. H. Liiddemann
TUV Rheinland LGA Products GmbH-Tillystrafe 2- 90431 Niirnberg

T{IV Rheinland LGA Products GmbH yra notifikavimo istaiga pagal 98/79/EC
direktyva dél in vitro medicinos diagnostikos prietaisy su identifikavimo Nr. 0197,




CE #enklas gali biiti naudojamas, jei buvo laikomast visy atitinkamy ES direktyvy

reikalavimy.

Priedas prie
sertifikato

Registracijos Nr.:

Ataskaitos Nr..

Gamintojas

Sritis:

Data 2013-10-02

Dok. 1/1, Rev.0

TUV Rheinland
LGA Products GmbH

Tillystrafie 2, 90431 Niirnberg

IL 60088992 0001
21100610 002

Bio-Rad Medical Diagnostics GmbH
Industriestr. 1

63303 Dreieich

Vokietija

Produktai:

Seraclone® Anti-A

Seraclone® Anti-B

Seraclone® Anti-AB

Seraclone® Auti-D (RH1) 226

Seraclone® Anti-D (RH1) 232

Seraclone® Anti-D (RH1) Blend

Seraclone® Anti-CDE (RH1, 2, 3)

Rh (D) IgM kraujo grupavimo rinkinys (monokloniniai antiktinai)
Solidscreen 1T Anti-D Blend

Seraclone® Anti-C (RH2), Seraclone® Anti-c (RH4)
Seraclone® Anti-E (RH3), Seraclone® Anti-e (RE5)
Seraclone® (2) Anti-C (RH2), Seraclone® (2) Anti-c (RH4)
Seraclone® (2) Anti-E (RH3), Seraclone® (2) Anti-e (RHS5)
Seraclone® Anti-K (KEL1)

Seraclone® Kontrolé ABO+Rh

Sertifikavimo jstaiga

<PARASAS>

Dr. H. Liidemann




Vertimo patvirtinimas

A%, VAIDAS VILMANTAS
vertimy verslo liudijimo nr, MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertima

BIO-RAD CE sertifikatas

(vertimo pavadinimas)
i§ Angly kalbos dokumento

BIO-RAD Design-Examination Certificate

{originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméje.

A% esu utikrintas, kad Lictuviy kalbos vertimas atitinka originaly dokumentg.

Loy
VILNIUS, LIETUVA 2014-01-22
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Haltbarkelt

Mach Otfnung des Reagenzes ist das Produkt bel sachgem&er Lagerung

(2-8°C) bis zum Ende der angegebenen l.aufzeit halibar. Die Laufzeit ist

dem Reagenzienetikett zu entnehmen.

Eel beschadigten Fléschchen darf das Produkt nicht mehr verwendet wer-
Bn.

Hinwels

Manuelle Techniken sind nach den Vorgaben des Herstellers anzuwenden.
Fiir den Einsalz des Reagenzes in Automaten kann eine Verdlinnung des
Reagenzes erforderfich sein. Die Anwendung ist dana vom Anwender und in
Verantworlung des Anwenders zu validieren. Die Verantwortung des Al
wenders gilt auch fir |ede sonstige Verdnderung des Ferligreagenzes, Z.B.
Einfrieren auf Mikrotiterplatien.

Abgearbeitete Tests mlssen entsprechend der jeweiligen nationaten Richtli-
nien, z.B. in Deutschiand als Abfali der Gruppe B wie beschrieben im ,Mark-
blalt (ber die Vermeidung und die Entsorgung von Abtéllen aus Hffentlichen
und privaten Einrichlungen des Gesundheitsdienstes* und der ,Richtlinie fir
Krankenhaushyglene und Infektionsprévention”, entsorgt werden.

purch dle biotechnologische Herstellung der humanen manckionalen Antl-
kérper ist das Risiko einer Kontamination durch infeklisse Krankheitserreger
nahezu ausgeschlossen. Trotzdem sollten alie Testreagenzien als potentiell
infektids gehandhabt und die entsprechenden Vorsichtsmafnahmen getrof-
fen werden.

Das hei der Herstellung der Reagenzien verwendete Rinderatbumin wird nur
aus BSE-freien Bestiinden bezogen.

Der Anwender muss eine regelmafige Interne Qualititskontrolle durchith-
ren. Dazy werden die Antiseren mil Testerythrozyten, die das karrespondie-
rende Antigen in heterozygoter Ausprégung tragen, geprlUfi. Es gelten die
iewelligen nationalen Richifinien 2. B. {1).

H I £
B. Incubation test

1. Suspend fed cells to be tested 510% In isotonic saline solution or use
whole blogd.

2. On a slide or lile mix 1 drop reagent and 1 drop red cell suspension or
whole blood,

3. Incubate 30 minutes at room temperature or 37°C (cover to prevent
drying out},

4, Gently rock slide er file and abserve for agglutination.

In case of negative, weak or unclear resulls, a tube test shoutd be per-

formed.

Tube Test

1. Prepare & 3-5 % suspension In isotenic saline of the red cells,

2. in aproperly marked tube mix 1 drop reagent with 1 drap of the red cell
suspensian.

3. Centrifuge for 2 minutes at 1000 rpm (150 x g) or 20 seconds at 3000
rpm (1000 x g).

4. Gently distodge the cell button and observe for aggiutination.

5. In case of a negative, weak or unclear resti, Incubate the tube 15 min,
at room temperature.

6. Centrifuge for 2 minutes at 1000 rpm {150 x g) or 20 seconds at 3000
rpm {1000 x g},

7. Gently dislodge the cell button and observe for agglutination,

A positive and a negative conirol should be performed in parallet {1).

Interpretation of resuits
Evaluation of the reaction strength is carried out according to the Technical
Manual, 12" edition, Section 1, American Association of Blood Banks:

Reaction strength | Agglutination

Seraclone® Anti-D (RH1) 226
Seraclone® Anti-D (RH1) 232

For the detection of the red cell antigen D

Diagnostic reagent for in vitro use only

To be used by trained (aboratory personnel only. The Is prinied on the
vial label, Symbols are used according to regulation EN 980. Symbols not
contained in regulation EN 980 are described.

Test purpose
Seraclone® Anti-0 (RH1) 226, -D (RH1) 232 Is used for the detection of the
blood greup characteristic D (thesus system).

Test principle

The test principle is hemagglutination to detect red cell antigens. The rhesus
characleristic D is defined by its presence or absence on red celis. The
anfigens %reacts specifically with the corregponding antibodies contained in
Seraclone® Anti-D (RH1) 226 snd Seraclone” Antl-2 (RH1) 232,

Reagent ®

As reaclive components Seraclone” Anti-D (RH1) 228, -0 (RH1) 232 contain
hwman monoclonal antibodies of the immunoglobulin and are thus not suited
for an indirect antiglobulin lest, They are derived from cell culture super-
natant and dermonstrate the consistent specificity and regroducability charac-
teristic for monoclonal antibodles.

clone BS226
clone BS232

Seraclons® Anti-D (RH1) 226
Seraclone® AntiD (RH1) 232

Addittonal reagents and materlal
. Slides, tiles, Bioplate

Plpettes (drop volume 40-5041)
isotonic saline solution

Glass tubes

Laberatory Centrifuge

N

Samplo material

Blood samples should be taken following general blood sampling guidelines.
Fresh, non-hemalytic samples (native, EDTA, ar citrate blood) should be
used. if needed prepare a red coll suspenslon from a centrifugated blood
sample (e.g. 2 min. at 1000 x g} in isotonic saline solution as suspension
medium. We recormend to wash the red cells 1o be tested prior to preparing
the cell suspension at least 2 times or until the supernatant is clear. Strongly
lipemic, icteric or microbicogically contaminated samples may lead o false
resulis,

Test procedure

Tle and silde test

A. Rapid test

The test Is performed on a viewbox with a surface temperature of 40 - 50°C.

1. Place 1 drop reagent on tile or slide.

2. Add 1 drop whale blood and mix well.

3, Gently rock plate or slide hack and forth and observe for agglutination.
Reading of results should not exceed 2 minutes because drying out may
falsely be interpreted as a positive reaction.

In case of negative, weak or unclear results, a tube test should be per-

formed.

4+ One single agoluinine. No free red cells.

3t Birong reaction, some large agglutinines

2+ Targe agglulinines within NUMerous small amps,
no free red cells

1+ Numerous smallaggiutinines against a back-
ground of free red cells

Hu Tust a few macroscopically delectable agglutini-

nes within red cell suspension. Numerous micro-
scopically detectable agglutinines

. Homogenous red cell suspension withoul Jeféct-
able agglutinines

agglulitates can be resuspended by genile shaking, thte reaction is to
read as negative.

Test Hmits ® ™
if the reaction with Seraclone® Anti-D {RH1) 226 and Seraclone Anti-D

(RH1) 232 is negative a test for weak D characterlstics &D“”‘* or Py
should be performed with suitable reagents (Seraclone”® Antl-D (RH1)
Blend) in an indirect antiglobulin test, Generally, lube tests are recom-
mended for the detection of weak antigens.

Seraclone® Anti-D (RH1) 226 and Seraclone® Anti-D (RH1) 232 do not
detect category Vi cells.

Turhidity or other visible changes may indicate a bacterial contamination. in
this case the reagent must be discarded. The cause for turbidity must be
examined by the manufacturer.

In case of unclear results with unknown causes, our Biotest Service
{phone; +49-6103-801470) will assist you.

Shelf life

After opening the reagent the product can be stored untif its expiry date
under proper storage conditions (2-8°C). The axpiry date Is printed on the
[abei. Do niot use damaged vials.

Note

Manual techniques are fo be performed atcording to the manufactuser's
instructions. The use in automated systems may require dilution of the
reagent. The use In automated systems is to be valldated by the user. The
user’s responsibility extents to all changes in the reagent, i.e. freezing on
microtiterplates.

Used test material must be discarded as hazardous material, ‘\Waste man-
agement according to national guidelines. Because of biotechnological
manufacturing of non-human monoclonat antibadies, a contamnation with
infectious diseases can be considered impossible. Nevertheless, all test
reagents of biological origin must be regarded as potential transmitters of
infectious agents. Appropriate safety precautions are recommended. The
bovine alburmin used for the production of this reagent is purchased from
BSE-free sources. The user must perform regular in-house quality control
procedures . For a quality control test antisera aro examined with test red
cells carrying the corresponding expressed heterozygous antigen. National
guidelines apply e.g. (1).

Seraclone® Anti-D (RH1) 226
Seraclone® Anti-D (RH1) 232

Pour la détection de I'antigéne érythrocytairs D

Réachif pour usage diagnostique in vitro

Le test ne doit &lre utitisé que par le personnel de laboratoire formé & cet
offet. Le figure sur V'étiquette du flacon. Les symboles sant utilisés
conformément & la norme EN 980, Les symholes non visés dans la norme
£N 980 sont expliqués dans le texte.




Seraclone® Anti-D (RH1) 226
Seraclone® Anti-D (RHI1) 232

Eritrocity D antigeno nustatymui

Diagnostiniai reagentai tik tyrimams ir vitro.

Tur biti naudojamas tik apmokyto laboratorijos personalo.  ACT
w¥raSytas ant buteliuko etiketés.. Naudojami simboliai pagal EN 980
reikalavimus. EN 980 reikalavimuose nenurodyti simboliai yra
paaiskinami.

Tyrimo paskirtis
Seraclone® Anti-D (RHI) 226, -D (RHI) 232 naudojamas D kraujo
grupés nustatymui {rezus sistema).

‘Testo principas

Tyrimo  principas  pagristas hemagliutinacija eritrocity  antigeny
nustatymui. Rezus charakteristikos apibidinamos pagal D antigeno
buvima ar nebuvima ant eritrocity. D antigenas reaguoja su atitinkamais
antikiinais, esandiais Seraclone® Anti-D (RH1) 226 ir Seraclone®-D
(RH1) 232.

Reagentai

Seraclone® Anti-D (RHI) 226, -D (RH1) 232 reagentuose reaktyvus
komponentas  yra monokloniniai  antikiinai  imunoglobulinai, todél
netinkami netiesioginiams antiglobulino testui. Jie gaunami ¥ lasteliy
kultiros  supernatanto, pasizymi  pastoviomis specifitkumo  ir
atkartojamumo charakteristikomis monokloniniams antikiinams.
Seraclone® Anti-D (RH1) 226 —klonas BS226

Seracione® Anti-D (RHI) 232 — klonas BS232

Papildomi reagentai ir medZiagos
Plok&telés, bioplok¥tlés

Pipetés, kuriy la¥o furis 40-50 ni
Izotoninis NaCl tirpalas

Stikliniai méginfuveliai
Laboratoring centrifiiga

Meginiai

Kraujo méginiai furi biiti gaunami pagal standartines procediras, Turi
biiti naudojamas $vieZias, nehemolizuotas (natyvinis, EDTA ar citratinis)
kraujas. Jei reikalinga, kraujo suspensijg  galima  pagaminti 8
centrifuguote (pvz. 2 min x 1000 g) kraujo meéginio, resuspenducjant
fiziologiniame tirpale. Pricd paruofiant suspensijs, mes rekomenduojame
i¥plauti eritrocims bent du karfus, kol supernatantas pasidaro skaidrus.
Labai lipemiki, hemolizuoti ar mikrobiologitkal u¥tersti méginiai gali
duoti klaidingus rezultatus.

Tyrimo procediira
Tyrimas ant objekiinio stiklelio ar plol&telés

A, Greitas meftodas:

1, Uzladinkite 1 la¥a Seraclone reagento ant objektinio stiklelio ar
ploktelés. (NeSildykite!)

2. Tlasinkite 1 [a%a kraujo ir gerai ismai¥vkite.

3. Atsargiai pavartykite plokdstele pirmyn ir atgal ir jvertinkite

aglintinacija. Rezultatus reikéty skaityti ne véliau kaip po 2
min, nes d2ifistant galima gauti klaidingai teigiamg reakcija.
Jei gaunami neigiama, silpna ar neai¥ki reakeija, reikéty atlikti tyrima
mégintuvelyje.

B. Inkubacinis metodas:

I. Tyrimwi paruotkite 5-10% paciento eritrocity  suspensija
fiziologiniame NaCl tirpale arba naudokite natyvinj krauja.

2. Sumaidykite 1 1adg reagento ir | laSg suspensijos arba paciento
kraujo ant objektinio stiklelio ar plokstelés.

3. Inkubuckite 30 minudiy 37°C  temperatliroje {tinkamai
wZdenkite, kad neifgaruotiy).

4, Svelniai sukratykite objekiinj stikleli ir jvertinkite agliutinacija.

Jei gaunami neigiana, silpna ar neaiski reakcija, reikety atlikti tyrimg
mégintuvélyje.

Tyrimas mégintuvélyje

L. Paruotkite 3-5% tiriamwy erifrocity suspensiig fiziologiniame
NaCl tirpale.

2. 1 atitinkamai paZymctus mégintuvelivs  jlafinkite 1 la¥a
reagento ir 1 la¥g eritrocity suspensijos.

3 Centrifuguokite 2 min prie 1000 aps./min (150 g) arba 20

selundziy prie 3000 aps/min (1000 g) arba inkubuokite 30
minudiy kambario arba 37°C temperatiiroje.

4, Yvelniai iSformuokite Iasteliy centrifugaty ir jvertinkite
agliutinacija.

5, Jei gaunami neigiama, silpna ar neaigki reakeija, inkubuokite mégintuvelj
15 min kambario temperatiiroje.

6, Centrifuguokite 2 min prie 1000 aps./min (150 g} arba 20 sekund¥iy prie
3000 aps./min {1000 g).
7. Svelniai isformuokite lasteliy centrifugata ir jvertinkite aglhiutinaciia.

Rezultaty interpretavimas
Agliutinacijos reakeijos stiprumas vertinamas pagal Ametikos kraujo banky
asociacijos Techninio vadovo 12 leidima;

Reakcijos stiprumas | Agliutinacija
4+ Vienas agliutinatas. Néra laisvy eritrocity.
I+ Stipri reakeija. Keli dideli agliutinatai.
2 Dideli agliutinatai su daug may grupeiiy, néra laisvy
eritrocity.
1+ Draug mazy agliutinaty laisvy eritrocity fone.
+/- Tik keli makroskopiSkai nustatomi aglintinatai eritrocity
suspensijoje. Daug mikroskopiskai nustatomy agliutinatu.
- Homogeniska eritrocity suspensija be agliutinaty,

Iei agiiutinata galima resuspenduoti nestipriai pakragius, reakeija turi bati vertinama
kaip neigiama.

Procednros apribojimai

Joi yra stebima neigiama ar silpnai feigiama reakcija su Seraclone Anti-D (RT1) 226
ir Seraclone Anti-D (REI1) 232, Dweak (D silpnas) ir Dvariant (D variantai) turi bti
patikrinti su reagentais {pvz. Seraclone Anti-D {RH1) Blend), kurie yra tinkatni
antiglebulininiam tyrimui. Paprastal, silpmy antigeny nustatymui rekomenduojami
tyrimai mégintuvélivose.

Seraclone Anti-D (RTI) 226 ir Seraclone Anti-D (RHI) 232 neaptinka VI
kategorijos lasteliy.

Drumstutnas ar kiti matomi pokyéiai rodo bakterini uZterStuna. Siuo atveju reagento
naudoti negalima, Drumstumo prieZast] turi nustatyti gamintojas.

Gavus neajskins rezultatus, gali padéti Biotest Servisas (+49 6103-801470)

Galiajime lailas
Atidarius reagenta, jis i8licka galiojantis iki ant etiketés nurodytos galiojimo datos 2-
8°C temperatiroje, NepaZeiskite buteliuky.

Pastabos

Rankiniai tyrimai turi biti atlickami pagal gamintojo instrukeijas.

U# nukrypimus muo procediiros atsakingas vartotojas. Naudojant automatinése
sistemose, gali biti reikalingas reagento praskiedimas. Automatines sisternas turi
validuoti vartotojas. Vartotojas atsako uZ visus reagento pakeitimus, pvz, Saldymas
mikroplokstelése.

Med#agos po tyrimy turi biiti $alinamos kaip pavojingos. Atlickos tvarkomos pagal
nacionalinius reikalavimus.

Siems Seraclone® antiserumams pagaminti nebuvo naundotos jokios ¥mogitkos
kilmés medZiagos. Praktidkai néra galimybés uZsikeesti Hepatito, HIV-1/2 virusais ar
kitom krauju plintan¢iomis ligomis. Nepaisant to, visi biologinés kilmes reagentai
turi biiti [aikomi potencialiais hepatito, ZIV ar kity infekciniy ligy pernedéjais.
Rekomenduojama laikytis tinkamij saugumo priemoniy.

Albuminas, nandojamas reagento gamyboje, gautas i% galtiniy be BSE,

Vartotojas turéty reguliariai atlikei viding kokybés kontrolg. Kokybés kontrolei
reagenty antiserumai  tirlami  su atitinkamus  heterozigotinius  antigenus
ekspresuojandiais eritrocitais.

Pagaiss

Falento aumeris: poesodl




Die Bewertung der Beaktionssiéirken erfolgl analog den Vorgaben des
Technical Manual, 127 ed., Sect. 1, American Assoctation of Bload Banks:

Reaktions-stirke | Apalutinationsbild

A+ n elinziges Agglufinal. Keine frelen Lrythrozysen.

3+ Starke Reaknon. Einige grofe Agghutinate.

1 Grolie Agglulinate innerhatb vieler Klelnerer Verklum-
pungen, keine frelen Erythrozyten.

1+ Viele Weine Agglutinate innerhalb elnes Hintergrunds
freler Erythrozyten.

- Wenige makroskepisch erkennbare Agglutinate Inner-

halb der Erythrozytensuspensien, Zahlreiche mikro-
skopisch erkennbare Agglutinate.

- Heimogens Eryihrozytensuspension onne erkennbare
Agglutinate.

Grenzen des Verfahrens

Eine Trilbung des Produktes kann ein Hinweis auf bakterielle Verunreini-
gung sein. In diesem Fall darf das Praduki nicht eingesetzt werden, da die
Ursache der Tribung durch den Hersteller geki&r werden muss. Bel
zwelfelhaften Ergebnissen unklarer Ursache steht der Biotest-Service (Tel.
06103-801470} fir Ritckfragen zur Verfligung.

Haltbarkelt

Nach Offnung des Reagenzes ist das Produkl bei sachgemaRrer Lagerung
(2-8°C) bis zum Ende der angegebenen Laufzeit hattbar. Die Laufzeit Ist
dem Reagenzlenetiketi zu entnehmen. Bei beschddigten Fidschchen darf
das Produki nicht mehr verwendet werden.

Hinwels
Manuelle Techniken sind nach den Vorgaben des Herstellers anzuwenden.

Jede Abweichung von den Vorgaben des Herstellers liegt In der Verantwor-
tung des Anwenders. Seracione® Anti-A, -B, -AB sind fir den Einsaiz im
Autermaten geeignet, Dle Anwendung im Automaten ist vom Anwender und
in Verantwortung des Anwenders zu valldleren. Fur den Einsatz des Rea-
genzes in Aufomaten kann eine Verdiinnung des Reagenzes erforderlich
sein. Die Verantworlung des Anwenders gilt auch fiir jede sonstige Verdn-
derung des Fertigreagenzes, wie z.B. Einfrleren auf Mikrotiterpiatten.
Abgearbeitete Tests mlissen entsprechend der [ewelligen nationalen
Richitinien, z.B. in Deutschland als Abfali der Gruppe B wie beschrieben im
Merkblatt (iber die Vermeidung und die Entsorgung von Abfillen aus
Gffentlichen und privaten Einrichtungen des Gesundheitsdienstes® und der
JRichtlinle fir Krankenhaushygiene und Infektionsprévention®, entsorgt
werden. Durch die biotechnologische Herstellung der nicht humanen
menokionaten Antikdrper ist das Risiko elner Infektion mit Hepatitis, HIV 1/2
oder anderen Efregern nahezu ausgeschiossen. Dannoch soliten alie
Testreagenzien als potentielle Obertrager van Hepalilis, HIV oder anderen
infekiibsen Krankhellserregern behandelt werden. Angemessene Sicher-
heitsvorkehrungen werden empfohlen. Das bei der Herstellung der Rea-
genzien vawendete Rinderalbumin wird nur aus BSEdreien Besténden
bezagen. Der Anwender muss eine regelmétige intere Qualititskontrolle
durchfiihren. Dazu werden die Antiseren mi Testerythrozyten, die das
kaorrespondierende Antigen in heterozygoter Ausprigung tragen, geprdft.
Es geten die jewslligen nationalen Richtlinien, z. B. {1},

Seraclone”
Anti-A (ABO1), -B (AB02), -AB (AB03)

For fyping of ABO blood characteristics

Diagnostic reagent for in vitro use only

To be used by trained Taboratory personnel only. The is printed on
fhe vial label. Symbols are used according to regulation EN 980. Symbois
not contained in regulation EN 980 are described.

Test purpose
ABQ blood typa characieristies are determined with the monocional e-

agents Anti-A, Antl-B and Anti-AB. They are verified by serum characteris-
fics delermination. Blood fyping Is considered valid if both red cell and
serum characteristics were examined.

Test principle

The test principle is a hemagglutination test for the detection of red cell
antigens. The antibodies in seraclone® Antl-A, -B, -AB bind to the corre-
sponding antigen on red cells and cause an antigen-antibody -reaction
visible as red cell aggtutination. The four ABO blood types A, B, AB and 0
are defined by the presence or absence of A and B characteristics on red
celis. The absence of both A and 8 characteristics defines blood type 0.
The anfigens (characteristics) A and B react with the corresponding anti-
body In Seractone® Antl-A, -B, -AB.

Seractone® Anti-A, -B, -AB can be used for side, tile or tube testing.

Reagent
Seraclone® Anti-A, -B, -AB contain as reactive components monoclonal
antibadies of the immuncglobulin class Igh. They are derived from hyis-
doma cell lines which are created by fusing mouse antibody producing B
lymphocytes with mouse myefoma cells and demonsirate consistent speci-
ficity and reprogucability characteristic for moncclanal antibodies. Both
antibodies derived from a single clone (sister cells of one hybridoma celf)
and a mixture of different antibodies derived from several clones are called
monoelenal.
Seraclona® Anfi-A
Seraclona® Anti-B
Seraclone® Anti-AB

Clone ADO3
Clone BO0S
Clones BS 63/8S 85

o AME 8.9

Matorlals requlred but not supplied
. Slides, Bioplate

Pipettes (drop volume 40-50p1)
Isotonic satine solution

Glass tubes

Lakoratory centrifuge

Sample material

Blood samples should be taken according to comman exiraction proce-
dures. Fresh, nan-hemalytic samples (native, EDTA or citrate blood) should
be used. i needed prepare a red cell suspension from a centrif ugated
blood sample {e. 9. 2 min, at 1000 x g} In isontonic saline sclution as
suspension mediurm. We recomrmend fo wash the red cells to be tested
prior to preparing the cell suspension at least 2 times or undil the super-
natant is clear. Strongly lipemic, icteric or microbiologically contaminated
samples may lead to false resuits.

Test procadire

For the detection of ABO blood types the red cells to be tested are treated
with Seraclone® Anti-A, Anti-B, Anti-AB, The serum to be tested is treated
with test red celis, such as Bictesteel®™A1, -A2, -B, -0 (reverse typing).

Slide test

A. Rapid test

1. Place 1 drop reagent o slide (do not pre-heatl).

2 Add 1 small drop whole blood and mix well.

3. Agglutination will occur within 30 to &0 seconds. [n order not to ove-
look weak A reactions, the agglutination should be read only atter 2
minutes of careful rotation,

B. Incubation fest

1. Suspend red cells to be tested 510% in Isotonlc saline solution or use
whole hiood.

2 On a slide mix 1 drop reagent and 1 drop red cell suspension or whole
blood.

3, incubate 15-30 minutes at room temperature (cover adequately 1o
prevent drying out)

4. Gently rock slide and observe for agglutination.

Tube test

1. Suspend red cells {o be tested In 35% isotonic saline solution.

2. in a properly marked fube mix 1 drop reagent and 1 drop red celf
suspension.

3. Centrifugate 2 minutes at 1000 rpm {150 % g) or 20 seconds at 3000
rp (1000 x g) or incubate 20 minutes at room temperature,

4. Gently dislodge cell button and observe for agglutination.

Test of serum characterlstics {reverse typing)

The serum 1o be tested should be examined with known Al-, A2, -B and 0-
cells or Biotestcel™A1, -A2, -B, -0 with the above descriped procedures in
slide or tube testing. Since serum chavacteristics may react in different
strength, an Incubation for 18-3¢ minutes at room temperafure should be
performed. Generally, newborns and young bables do not show test reac-
tion due to missing isoagglutinines. Isoagglutinines may also be absent in
elderly patients.

interpretation of results
Reactlon patierns red cell characteristics and isoagglutinines

Test sera Test red cells Blood-

+ Patlent red celis + serum/plasma group
Anfi-A  Anti-B  Ant-AB_ | Af A2 B o]
T - + - - + - A
- + + + + - - B
- - - + + + - 1]
+ + + - - - - AB
¥ = aggiuimaion “"=na agghwinaticn

Reactlons of Seraclone® Anti-A, Antl-B and Anti-AB with ABO varlations
Seractone” test reagents do not react with eryptoantigens (T-, Tn-, Tk-
activated cells).

Seraclone® Anti-B reacts correcily negative with acquired B characterlstics.

Seraclone” Anti-A Anti-B Anti-AB
Az e+t - +it+
AzB +HEEF b bt
As +H{(+) - ++(+)
AsB +4+{+) ++++ e+t
A ++(t) - +{+}
AB ++{+) +++ i+t
Biuaak - +H{(t) +(+)
AByeat ++bt ++{+) 4t

Evaluaiion of the reaction strength is carried out according fo the Technical
Manual, 12" edition, Section 1, Amerlcan Assoclation of Blood Banks:

Reactlon strangth [ Agglutination

4+ One single agglulinate. No free red cells.

3+ Tirong reaction, Some large agglutinaies.

2+ Large agglutinates withizt numerous smail clumps,
no frea red cells,

T+ Tumerous small aggiutnates against a hackground
of free red cells.

#n Just a few macroscopically délectable agglutinates

withln red cell suspension. Numereus microscopi-
cally detectabie agglutinates.

- Homogenous 7ed cell suspefnision without defectabie
agglutinates.




Limlits of the procedure
Turbid ity or other visibie changes may indicale a bacterial contamination. in

this case the reagent must be discarded. The cause for urbidity must be
examined by the manufacturer. [n case of questionable results of unknown
origin our Biotest Service wili assist you (phone: +49-6103-801470).

Shelf life

After opening the reagent the product ¢an be stored until its expiry date
under proper storage conditions {2-8°C). The expiry date is printed on the
label. Do not use damaged vials.

Note

Manual technlques are to be performed according to the manufacturer's
insiructions. Each deviation from these instructions is the sole responsibility
of the user. Seraclone® Antl-A, -B, -AB is suited for use in automated sys-
tems. The use in_automated systems is to be validated by the user. The
use of Seraclone® Antl-A, -B, -AB In automated systems may require dilu-
tion of the reagent. The user's responsibilily extents to all changes in the
reagent, e.g. freezing on microtiterplates.

Used tests must be discarded as hazardeus material. Waste management
according to nationat guldelines.

Because of biotechnological manufacturing of non-human maonoclonal anti-
bodies, an infection with hepatitis, HIV /2 or other Infectious diseases ¢an
be considered impossible. Nevertheless, all test reagents of biclogical
arigin must be regarded as potential transmitters of hepatitis, HIV or ather
infectious agents. Appropriate safely precautions are recommended.

The bovine albumin used for the production of this reagent |s purchased
from BSE-free sources,

The user must perform Internal qualily condrols regularly. For a quality
control test antisera are examined with test red cells carrying the corre-
spondingly expressed heterozygous antigen. National guidelines apply.

Seraclone®
Anti-A (ABO1), -B (AB02), -AB (AB03)

Pour I'identification des caractéristiques du groupe sanguin ABO

Réactif pour diagnostic in vitro

Ne doil &tre utilisé que par le personne! de laboratoire formé 4 cet effet. Le
figure sur F'étiquette du flacon. Les symboles utilisés sont conformes
4 fa norme EN 980. Les symboles non visés dans ia norme EN 880 sont
expliqués dans le texte.

Application

Les caraciéristiques des groupes sanguins ABQ sont déterminées a [aide
des réactifs manoclonaux Anti-A, Anti-B et Anti-AB et confirmés par
détermination des propriétés sériques. Le groupage sanguin esi considéré
comme confirmé si non seulement les caractéristiques érylhrocytaires,
mals sussi les propriétés sériques ont fait I"objet d’une analyse.

Princlpe du test

Le principe ¢u test est hasé sur I'némagglutination en éprouveite qui
décéle les anfigénes des érythrocyles correspondants. ies anticorps
contenus dans Seraclone® Anti-A,” Anti-B et Anti-AB se fixent sur
I'érythrocyte avec ["antigéne correspondant et provoguent une réaclion
antigéne/anticorps sous forme dagglutination visible des érythrocytes. kes
quatre groupes sanguins A, B, AB et O sont définis par la présence ou
|'absence de caractéristiques A et B sur les érythrocytes, L'absence de A
et B donne le groupe sanguin O. Les antigénes (caractéristhuesgA et B
réagissent avec l’antigﬂrps correspendant contenu dans Seraclone Anti-A,
.B &t -AB. Seraclone® Anti-A, -B et -AB peut &tra ufiliseé pour o test sur
lame porte-objets, sur plague ou en &prouvette.

Réactifs

Seraclene™ Anti-A, -B et -AB contiennent comme &léments réactifs des
anticorps monoclonaux de la classe des immunglobulines 1g. s provien-
nent d'excédents de culture de lignées ¢ hybridation celiulaire obtenus par
fusion de lymphocytes B de souris, producteurs d-anticorps, avec des
celiles de myélomes de souris. Hs présentent la spécificté et la
reproductibilité constants caractéristique des anticorps menocionaux. Les
produlis d’un clone (celiules filkes d'une celiule d*hybridation) ainsi que fes
mélanges de plusieurs produits de clones individuels sont appelés
monoclonatx,

Clone AQO3
Clone BOOS
Clones BS 63/BS 85

Seraclona: Anti-A
Seraclone” Anti-B
Seraclone® Anti-AB

Réactifs et matérlel supplémentalres

. Lames porie-objets, plague, bioplate
. Pipettes (volume par goutte: 40-501)
N Solution saline Isotonlque

+  Eprouveiies de verre

. Centrifugeuse de laboratoire

Echantlllons

Les échantllions sanguins sont prélevés selon des procédés généralement
reconnus. Utiliser, par analtogle aux méthodes de test citées, des échantil-
ions frais, non hémolytiques (sang natif, EDTA ou citraté).

Dans la mesure ot la condulte du made opératoire nécessite une suspen-
sion d'érylhrocytes, celle-ci est confecticnnés A partir des érythrocyles de
téchantillon de sang centeifugé (par ex. 2 min. 4 1000 x g} &vec une
solutlon saline isotonique comme millieu de suspensicn cellulaire.

Avant de préparer la suspension cellulaire, il est conseillé de laver les
érythrocytes de test & 2 reprises, voire autani de fols qu'il sera nécessaire
pour obtenir la fimpidité du surnageant.

Les &chantillons fartement lipémiques, ictériques ou présentant une contar
mination microbienne peuvent conduire & des résultats de tests non fiables,

Mode opératolre

Pour déterminer fes groupes sanguins ABO, les érythrocytes des palients
sont analysés avec Seracione® Anti-A, -8 et -AB, Le sérum des patients est
analysé avec des érythrocyles de {est connus, comme par ex. Biotestcell®
-Al, -A2, -B, -0 (contre-épreuve sérlque).

Test sur plaque ot sur lame porte-objets

A. Test rapide

1. Déposer sur une lame porie-chjets non chauffée une goutte de réacif.

2. Ajouter une goutte de sang lotal et bien mélanger.

3. L’agglutination apparalt aprés 30 a 60 sec. Pour éviter de ne pas
remarquer une propriété A faiblement exprimée, aftendre 2 minutes

avant d*&valuer [‘agglutination tout en imprimant une légére rotation.

B. Test par incubaticn

1. Mettre en suspension de 5 4 10% les érythrooytes a analyser dans une
solution saline isotonigue ou bien wutiliser du sang total.

2. Mé&langer sur une l[ame porte-objets oy sur une plague respectivement
une goutle de réacfif et une goulte de suspension d érythrocytes ou
une goutte de sang total.

3. tLalsser Incuber pendant 15 4 30 minutes A témpérature antblante
{recouvrlr adéquatement pour éviter I'asséchement).

4. Ewvaluer "agglutination en imprimant une 1égére rotation.

Test en éprouvette
1. Metire &n suspension de 3 & 5% les érythrocyles a examiner dans une

solutlon saline isctonique.

2. Mélanger respectivement dans une éprouvette adéquatement
marquée 1 goutte de réactf et 1 goutte de suspension d"érythrocytes.

3. Centrifuger pendant 2 minutes & 1000 rpm {150 x g) ou 20 sec & 3000
rpm (1060 x g) ou bien falre incuber pendant 20 minutes 4 témpérature
ambiante.

4. Observer 'aggiutination en secouant doucement.

Analyse des proprlétés sérigues (contre-6preuve sérique}

Le sérum des patients doit éire soumis & une analyse sur plaque, sur tame
porte-abjets ou en éprouvette, conformément aux méthodes décrites ¢l-
dessus, eu ufilisant les ceHules connues A1, A2, B, 0 ou B(olestcella’-m,-
A2, -8, -0. Etant donné qua les propriétés sériques réaglssent sefon des
forces différentes, Il cormvient d’effectuer une incubation de 15 & 30 minutes
4 témpérature ambiante. En general, dans le cas de nouveau-nés et de
nourissons 1e test n"aboutit pas & un résultat définitif en raiscn de |'absence
d'isoagglutinines. Les isoagglutinines peuvent également falre défaut chez
les personnes agees.

interprétation des résultats
Tableau de réactivité des caractéristiquos des érythrocytes el des iso

agglutinines:
Réactif + Erythrocyles de test+ Groupe
Erythrocytes des pattents Sérum/Plasma sanguin
Anti-A  AntiB  Aoti-AB | A A2 B Q
+ - + - - + - A
- + + + + - - B
- - - ¥ + + - 0
+ ¥ - - - - AB

o+
+ = Agglutination - = Aucune agglutination

Réactlons de seraclone® Anti-A, Anti-B & Antl-AB avec les variantes

’

Les réactlfs de test seraclone® ne réagissent pas avec des cryptantigénes
(celyles activées avec T, Tm, Tk). Seraclone” Antl-B réagit de fagon
neiternent négative dans le ¢as de caraciéristiques B acquises.

Seraclone” Antl-A Antl-B Antl-48
A2 +H++ - R
AB i+ ++++ ++++

3 +H(E) - +4+(¥)
AsB ++(+) F4t +++4
Ay +(+} - ++)
AB ++{¥) +tt ++++
Buesx - ++{+) +H{+)
ABuyeaic i d +H{+) ++++

1. évaluation des forces de réaction s’opére conformément aux dispositions
du Technical Manual, 12th ed., Sect. 1, American Asscc. of Blood Banks:

Force de Agglutination
réactlon

A+ Un agofutinal unique. Aucun Zrylhrocyle Nbre

3% Reéaclion forte. Guelques apgluinats de grande dimension.

2+ Agglutinats de grande dimension a | ntériéur de nombreux
grumeaux plus petits, aucun arylhroeyle libre,

T+ Norbreux aggiiinals de Talble dimension sur un fond
d"érythracytes libres.

- Peu d agyiutinats macroscopiquement recennaissables a

agglulinals reconnaissables au microscope.

reconnaissables.

intérieur de la suspension d érythrocytes. Nombreux

- Suspension d erylhrocytes fiomogéne sans agglutinats




Seraclone®
Anti-A (ABO1), -B (ABO2), -AB (ABO3)

Kraujo tipavimui pagai ABO charakteristikas

Diagnostiniai reagentai tik tyrimams in vitro,

Tusi biiti naudojamas tik apmokyto laboratorijos personalo. ACT uZrafytas ant
buteliuko etiketés.. Naudojami simboliai pagat EN 980 reikalavimus. EN 980
reikalavimuose nenurodyti simboliai yra paaifkinami.

Tyrimo paskirtis

Kranjo ABO charakteristikos nustatomos naudojant monokloninius anti-A,
anti-B ir anti-AB reagentus, Jos patikrinamos nustatant kraujo serumo
charakteristikas. Kraujo tipavimas latkomas galiojanciu, jei buvo atlikti
eritrocify ir serumo tyrimai.

Testo principas

Tytimo principas pagrjstas hemagliutinacija erifrocily antigeny nustatymui,
Antikiinai, esantys Seraclone® anti-A, -B ir —AB, susijungia su eritrocity
pavirfiuje esandiais atitinkamais antigenais ir sukelia antigeno-antikiino
reakcija, matomg kaip agliutinacija. Keturios ABO kraujo grupés A, B, AB, 0
apibiidinamos pagal A ir B antigeno buvima ar nebuvimg ant eritrocity, A it B
ncbuvimas bidingas 0 grupei. Antigenai A ir B reaguoja su atitinkamais
antikiinais, csan&iais Seraclone® anti-A, -B ir —AB.

Seraclone® anti-A, -B ir —AB gali biti naudojami tyrimams ant ploktumos ar
mégintuvélivose.

Reagentai

Seraclone® anti-A, -B, -AB reagentuose reaktyvus komponentas yra
monokloniniai IgM klasés antikiinai. Jie gaunami i hibridomos [gsteliy
kultiiry, kurios sukuriamos sumai$ius antikiinius produkuojancius B limfocitus
su peliy miclominémis lastelémis, Pastarosios gamina pastovily specifikumo i
atkartojamumo charakteristiky monokloninius antikfinus. Antikiinai gauti 1§
atskito Iasteliy klono (i vienos hibridomos lasteles gauty “seseriniy” [gsteliy)
arba antikny midiniai gauti i§ antikiing klony, vadinami monokloniniais.
Seraclone® Anti-A — kionas A003

Seraclone® Anti-B — Idonas B0O0S

Seraclone® Anti-AB - klonai BS63/BS85.

Reikalingos, bet nepateikiamos medZizgos
Plokiteles, bioplokitlés

Pipetés, kuriy lajo turis 40-50 pl

Izotoninis NaCl tirpalas

Stikliniai meégintuvédiai

Laboratoriné centrifuga

Meginiai

Kraujo méginiai turi biiti gaunami pagal standartines proceddiras. Turl bfiti
nandojamas $vieZias, nehemolizuotas (natyvinis, EDTA ar citratinis) kraujas.
Jei reikalinga, kraujo suspensija galima pagaminti i8 centrifiguoto (pvz. 2 min
x 1000 g) kraujo meginio, resuspenduojant fiziologiniame tirpale. Pried
paruogiani suspensija, mes rekomenduojame iSplauti eritrocitus bent du kartus,
kol supernatantas pasidaro skaidrus. Labai lipemigki, hemolizuoti ar
mikrobioogitkai nZteriti méginiai gaki duoti klaidingus rezultatus.

Tyrimo pracedira

ABO kraujo grupds nustatymui critrocitai turi biti jtirti su Seraclone® anti-A,
-B, -AB reagentais. Serumas turi buiti iStirtas su standartiniais eritrocitais,
tokiais kaip Biotestcell®-A1, A2, -B, -0 (atvitk3tinis tipavimas).

Tyrimas ant abjektinio stiklelio ar plokitelts

Al Greitas metodas:

L Utlaginkite | la%a Seraclone reagento ant objektinio stiklelio ar
plokiteles. (Nedildykite!)

2 Jlaginkite 1 lagq kraujo ir gerai ¥maiSykite.

3 Aglintinacija atsiras mazdang po 30-60 sekund#iy, Kad nepraleisti
silpnos reakeijos su A antigenu, rezultatai turi bt jvertiné tik
pragfus ne maian nei 2 minutém atsargiai sukant,

B. Inkubacinis metodas:
Tyrimui  paruodkite 5-10%  paciento eritrocity  suspensiig
fiziologiniame NaCl tirpale arba naudolite natyvinj kraujg.

oy

2. Sumaisykite 1 la¥g reagento it 1 lalg suspensijos arba paciento
Kkraujo ant objektinio stiklelio ar ploktelés.

3. Inkubuokite [5-30 minubiy kambario tcmperafliroje (tinkamai
uzdenkite, kad nei¥garuoty).

4, Svelniai sukratykite objektinj stillel] ir jvertinkite aglintinacija.

Tyrimas mégintuvéiyje

1. Paruokite 3-5% tiriamy eritrocity suspensija fiziologiniame NaCl
tirpale.

2, [ atitinkamai paZymiétus mégintuvelius {lasinkite 1 la3q reagento irl

la%y eritrocity suspensijos.

3. Centrifiuguokite 2 min prie 1000 aps/min (150 g) arba 20 sekundiiy
prie 3000 aps./min {1000 g) arba inkubuokite 20 minudiy kambario
temperatiiraje,

4, Svelniai iSformuokite lasteliy centrifugaty ir jvertinkite agliutinacijg.

Netiesioginis grupavimas arba paciento serumo tyrimas

Serumas furi biti idtirtas su standartiniai eritrocitai su Zinomais antigenais
pavir§inje — Al, A2, B ir 0 lastelés, arba Biotestcell — AL, A2, B ir 0 pagal
ankitan apra¥ytas ohjektiniy stikleliu ir méginfuveliy metodikas. Kadangt
serumas gali reaguoti nevienodai stipriai, refkeéty inkubuoti  15-30 min
kambario temperatfiraje. Paprastai nauj agimiams ir maZiems vaikams reakeijos
ncbiina dél izoagliutining stokos. lzoagliutining gali neturéti ir vyresni
pacientat.

Rezultaty interpretavimas

Tzoagliutining ir eritrocity reakeijy pavyzdzial

Monokloniniat serumai -+ Standartiniai eritrocita Kraujo
paciento eritrocitai +serumas/plazma grupe
anti-A [ anti-B | anti-AB Al A2 B 0
+ - T - - T - A
- + + + + - - B
- - - + + + - 0
+ + + - - - - AB

Pastaba; “+ =agliutinacija, “<“=néra agliutinacijos.

Seraclone® anti-A, anti-B ir anti-AB reakeijos su ABO sistemos variantais
Seraclone® reagentai nereaguaja su kriptoantigenais (T-, Ti-, Tk- Igstelémis)
Seraclone® anti-B reaguoja neigiamai su atitinkamomis B charakteristikomis.

Seraclone® Anti-A Anti-B Anti-AB
A2 4t - Ay
A2B - - FEWER
A3 () - A
A3B () ++++ FEESS
Ax () - +(+)
AxB ++(+) ++ FEEES
Bweak (silpnas) - ) )
ABweak {silpnas) i+ ) ot

Agliutinacijos reakuijos stiprumas vertinamas pagal Amerikos kraujo banky
asociacijos Techninio vadovo 12 leidima:

Reakeijos stiprumas | Aglintinacija

4+ Vienas agliutinatas. Néta laisvy eritrocity.
3+ Stipri reakeija, Keli dideli agliutinatai.
2 Dideli agliutinatai su daug ma%y grupeliy, néra
laisvy eritrocity.
it Daug ma?y aglintinaty laisvy eritrocity fone.
+/- Tik keli makroskopiskai nustatomi agliutinatai

critrocity suspensijoje. Daug mikroskopiskai
nustatomy agliutinaty,

- Homogenitka etitrocity suspensija be agliutinaty.

Pracediiros apribojimai

Drumstumas ar kiti matomi poky&iai rodo bakterinj uZterStuma. Sivo atveju
reagento naudoti negalima. Drumstumo pricZastj turi nustatyti gamintojas.
Gavus neaiikius rezultatus, gali padéti Biotest Sevisas (+49 6103-801470)
Galiojimo laikas

Atidarius teagents, jis islieka galiojantis iki ant etiketés nurodytos galiojimo
datos 2-8°C temperatiiroje. NepaZeiskite butefiuku.

Pastabos

Rankiniai tyrimai turi biti atlickami pagal gamintojo instrukcijas.

U# nukrypimus nuo procedires atsakingas vartotojas. Seraclone® Anti-A,
Anti-B, Anti-AB tinkami ir autotnatinéms proceddroms. Automatines sistemas
turi validuoti vartotojas. Seraclone® Anti-A, Anti-B, Anti-AB naudojant
automatinése sistemose, gali biti reikalingas reagento praskiodimas. Vartotojas
atsako uZ visus reagento pakeitimus, pvz. Saldymas mikroplokitelése.
Med¥iagos po tyrimg turi biti $alinamos kaip pavojingos. Atliekos tvarkomos
pagal nacionalinius reikalavimus.

Siems Seraclone® antiserumams pagaminti nebuvo naudotos jokios Fmogitkos
kilmés medZiagos. Praktitkai néra galimybés u¥sikrésti Hepatito, HIV-1/2
vitusais ar kitom krauju plintantiomis ligomis, Nepaisant to, visi biologinés
kilmés reagentai turi biti laikomi potencialiais fiepatito, ZIV ar kity infekeiniy
ligy pernedéjais. Rekomenduojama laikytis tinkamy saugumo priemoniy.
Albuminas, naudojamas reagento gamyboje, gautas i Zaltiniy be BSE.
Vartotojas turéty reguliariai atlikti viding kokybes kontrolg, Kokybés kontrolei
reagenty antiserumai tiriami su atitinkamus heterozigotinius  antigenus
ekspresuojandiais eritrocitais

Idversta teisingal .
f stz suslpadines

P WL, LS




Haltbarkelt
Nach Offnung des Reagenzes ist das Produkt bef sachgeméiier Lagerung

(2-8°C) bis zum Ende der angegebenen Laufzeit haltbar. Die Laufzeit ist
dem Reagenzienstikett zu entnehmen.

Bel beschadigten Fiischchen darf das Produkt nicht mehr verwendet
werden,

Hinwels

Manuelle Technlken sind nach den Vorgaben des Hersteilers anzuwenden.
Fiir den Einsatz des Reagenzes jn Automaten kann eine Verdiinnung des
Reagenzes erforderlich sein. Die Anwendung ist dann vom Anwender und
in Verantworlung des Anwenders zu validieren. Dle Verantwertung des
Anwenders gilt auch fir jede sonstige Verénderung des Fertigreagenzes,
z.B. Einfrleren auf Mikrotiterplatten.

Abgearbeltete Tests miissen entsprechend der Jeweiligen nationalen
Richtlinlen, z.B. in Deutschiand als Abfall der Gruppe B wie beschrieban im
Merkblatt {ber die Vermeidung und die Enfsorgung von Abféllen aus
Bffentlichen und privaten Einrichtungen des Gesundheitsdienstes* und der
JRichtlinte fur Krankenhaushyglene und Infektfonsprivention®, entsorgl
warden,

Seraclone® Conirol ABO+Rh Ist nichi humanen Ursprungs. Das Risiko elner
Kontamination durch infektidse Krankheitserreger ist nahezu ausgeschles-
sen. Trotzdem sollten alle Testreagenzien als potentlell infektids gehand-
habt und die entsprechenden Vorsichtsmanahmen getroffen werden.

Das zugesetzte Rinderalbumin und Casein wird nur aus BSE- und MKS-
freien Bestdnden bezogen.

Der Anwender muss eine regelmagige interne Quatitatskontrolle durchfih-
ren. Dazu werden die Reagenzien mit geeigneten Methoden und Kontroll-
materialian gepriift. Es geiten die jeweiligen nationalen Richtiinien z. B. (1).

Seraclone® Control ABO+Rh

Reagent for the negative control in blood and Rh-typing with
Seraclone® ABO- and Rh reagents

Diagnostic reagent for in vitro use only

To be used by trained laboratory personnel only. Symkols are used accord-
ing te regulation EN 980. Symbols not contained in regulation EN 980 are
described.

Test purppse
Seraclone® Control ABO+R: [s used as negative control In ABG-blood group

{yping and Rh factor determination with Seraclone® ABO- and Rh reagents.

Test principle
The test principle is a hemagglutinatlon test. The antigens (characteristics)

of the ABO as well as the Rh system react with the corresponding antibod-
fes in the Seraclone® ABC- and Rh reagents.

Samples with autoimmune antibodies, cold aniibodies or rouleaux forma-
tion may show false positive reactions In testing with monoclonal antibod-
les. Thus a positive and a negative contral should be performed with each
test. A negative reaction Is visible as a homogenous red cell suspension
with no agglutinates. Seraclone® Control ABORh can be used for slide, tile
or tube testing.

Reagent
Seraclone® Control ABO+Rh is not of human origin. i contains all compo-

nents of Seracione® ABO- and Rhreagenis but not the antibodies. Thus it is
sulted as negative contral In blood- and Rh-facter-typing with Rh reagents,

Additional materials needed but not sugplled

+  Seraclona® Anti-A (ABOQ. Seraclone” Anti-B (ABQO2}, Seraclone® Anti-
AB (ABO1,2), Seraclone” Anti-C" (RH8), Seraclone™ Anti-D (Rh1) 226,
Seraclone” Antl-D (RH1) 232, Seraclone® Anti-D (RH?Y) Blend, Sera-
clone® Anti-CDE (Rh2,1,3), Seraclone® Anti-C (RH2}, Seraclone® Anti-
¢ (RH4), Seraclone® Anti-E (RHS)h Seraclone® Anti-e (RH5), Sera-
clone® (2) Anti-C (RH2), Seraclone” (2) Anti-c (RHA), Seraclone® (2)
Anti-E {RH3), Seraclone® (2) Anti-e (RH5)

Plpettes (drop volume 40-50 )

Isotonic sallne solution

Glass slides

Glass tubes

Laberatory centrifuge

Sample material

Blood sampies should be taken following general blood sampiing guide-
lines. Fresh, non-hemolytic samples (native, EDTA or citrate blood) should
be used according to the cited test methods.

If needed prepare a red celf suspension from a centrifuged blocd sampie
(e. 9. 2 min. at 1€0Q x g) in isotonic saline solution as suspension medium,
We recommend 1o wash the red cells to be tested prior to preparing the cell
suspension at Jeast 2 imes or until he supernatant is ¢lear,

Strongly lipemic, icteric or microbiclogicatly contaminated samples may
tead fo false results.

L A0
Test procedure

For each blood sample test for ABO- and Rh-determination, a paraitel
negative conirol can be performed wilk Seraclone® Control ABO+Rh. The
fest has to be performed according fo the methed chosen for ABG and Rh
testing.

Slide Test

A. Rapid test

1. Place 1 drop reagent fo slide (do not pre-heat).

2, Add 1 small drop whole bload and mix well.

3, ‘The result should be read at the same time as the ABC- and Rh-
characteristic reading ~ while cautiously rotaling the slide,

B. Incubation test

1. Suspend red cells to be tested 510% in isotonlc salfine solution or use
whole blood.

2. Place 1 drap of Seraclone™ Control ABG+Rh a slide.

3, Add 1 drop red cell suspension or 1 small drop whole blood and mix

well,

4. Incubate 15-30 minutes at room temperalure.

5. The result should be read at the same time as the ABO- and Rh-
characteristic reading - while cautiously rotating the sfide.

Tube test
Suspend red cells 1o be tested 3-5% in Isotonic saline solution.

In & properly marked tube place 1 drop Seractone® Contral ABO+Rh.
Add 1 drop red cell suspension to fube and mix well,

Cenirifugate 2 minutes at 1000 rpm (150 x g} or 20 seconds at 3000
rpm (1000 x g) or incubate 20-30 minutes al room temperature.

Gently dislodge cell button and read result at the same time as the
ABO- and Rh-characteristic reading.

(S NN .

Interpretation or results

No agglutination of the red cells to be tested with Seracione® Control
ABOQ+Rh: the result of the biood typing and Rhfactor detgrmination is valid.
Agglutination of the red cells to be tested with Seraclone” Centrol ABO+RA:
the result of the blood tyfng and Rhfactor determination is not valid.
Independent from the negative control with Seraclone™ Conirol ABO+RH,
efficacy and specfficity of Seraclone® reagents must be validaled,

Evaluation of the reaction strength is carried out accerding to the ‘Fechnical
Manual, 12" edition, Section 1, American Association of Blood Banks:

Reactlon strength | Agglutination

4+ Tne single aggitlinate, Mo ireé red celis,

3+ Sirong reaction. Some large agglutinates.

2+ Targe aggiutinates within numerous small clumps, no
free red cells.

1+ Nmercus small agglulinales against a background
of free red cells.

+H- TSt a few macroscopically detectable agglulinales

within red cell suspension. Numerous microscopically
detectable agglutinates.

- Homogenous red cell suspensicn without detectable
agylutinates.

Limits of the procedure

I tare cases, turbidity of the product may occur after opening the vial.
Turbidity or other visible changes may indicate a bacterlal contamination. in
this case the reagent must be discarded. The cause for furbidity must be
examined by the manufaclurer,

In case of unclear results with unknown causes, our Biotest Service (pho-
ne: +49-6103-801470) will assist you.

Shelf life

After opening the reagent the product can be stored until its expiry date
under proper storage conditions (2-8°C). The expiry date is printed on the
label. Do not use damaged vials,

Note

Manual techniques are to be perfermed agcording to the manutecturers
instructlons. The use of Seraclone” Control ABO+RA in automated systemns
may require dilution of the reagent. The use In automated systems is {o he
validated by the user. The user's responsibifily extents 1o all changes In the
reagent, e.g. freezing on microtiterplates.

Used tests must be discarded as hazardous material. Waste management
according fo national guidelines.

Seracione® Control ABO+Rh is of non-human origin. The risk of a contaml-
nation with infeclious diseases can he considered impossible, Neverthe-
less, all test reagents must be regarded as potentiatly infectious. Appropri-
ate safely precautions are recommended.

The bovine albumin and casein used for the production of this reagent are
purchased from BSE- and MFD-free sources,

The user must perform internal qualily controls regularly. For a queality
control reagents are examined appropriate test methods and materials.
National guidelines apply, e.g. {1).




Seraclone® Control ABO+Rh

Reagentas neigiamai kontrolei tiriant kraujo ABO ir Rh sistemas su
Seraclone® ABO- ir Rh reagentais.

Diagnostiniai reagentai tik tyrimams in vifro.

Turi bti naudojamas tik apmokyto laboratorijos personalo. ACT
uFtalytas ant buteliuko etiketés.. Naudojami simboliat pagal EN 980
reikalavimus. EN 980 reikalavimuose nenurodyti simboliai yra
paaiskinami.

"Fyrimo paskirtis
Seraclone® Control ABO+Rh naudojamas neigiamai konfrolei tirjant
kraujo ABO ir Rh sistemas su Seraclone® ABO- ir Rh reagentais.

Testo principas

Tyrimo principas pagristas hemagliutinacija. ABO ir D antigenai
reaguoja su atitinkamais antikiinais, esantiais Seraclone® ABO ir Rh
reagentllose.

Jei tiriamuose krauje méginiuose yra autoantikiiniy, krioaghiutining ar
sulipusiy eritrocity, galima klaidingai teigiama reakeija su monokloni-
niais antiktnais. Todel kiekviena karta reikéty atlikii teigiama ir neigiama
lcontrolin tyrimg. Neigiama reakcija matoma kaip homogeniné eritrocity
suspensija be agliutinaty. Seraclone® ABO+Rh gali bati naudojamas
tyrimams ant objektinio stiklelio, ploktelés ar mégintuvélyje.

Reagentai

Seraclone® Control ABQO+Rh yra ne Zmogaus kilmés, Jame yra visi
Seraclone ABO- ir Rh reagenty komponentai, bet ne antilcinai, Todel jis
tinkamas kraujo grupiy ir Rh faktoriaus tyrimy neigiamai kontrolei.

Papildomi reagentai ir medZiagos

Seraclone® Anti-A {ABO1), Seraclone® Anti-B (AB02), Seraclone®
Anti-AB (AB012), Seraclonc® Anti-Cw (RHS), Seraclone @ Anti-D
{Rh1) 226, Seraclone® Anti-D {RHI) 232, Seraclone® Anti-D (RH1)
Blend, Seraclone® Anti-CDE (Rh2,13), Seracione® Anti-C (RH2),
Seraclone® Anti-c (RH4), Seraclone® Anti-E (RH3), Seraclone® Anti-¢
(RES), Seraclone® (2) Anti-C (RH2), Seraclone® (2) Anti-c (RH4),
Seraclone® (2) Anti-E (RH3), Seraclone® (2) Anti-¢ (RHS})

Pipetés, kuriy lafo turis 40-50 pl

Izotoninis NaCl tirpalas

Plokgtelés, bioploktlés

Stikliniai mégintuveliai

Laboratoriné centrifuga

Meéginiai

Kraujo méginiai turi biti gaunami pagal stendartines procediiras. Turi
bt naudojamas $vieZias, nehemolizuotas (natyvinis, EDTA ar citratinis)
kraujas. Jei reikalinga, kraujo suspensija galima pagaminti i3
cenfrifiguoto {pvz. 2 min x 1000 g) kraujo meéginio, resuspenduojant
fiziologiniame tirpale. Prie§ paruofiant suspensija, mes rekomenduojame
i¥plauti eritrocitus bent du kartus, kol supernatantas pasidaro skaidrus.
Labai lipemidki, hemalizuoti ar mikrobiologiskai uiterdti méginiai gali
duoti klaidingus rezultatus.

Tyrimo procediira

Kickvienam ABQ ar Rh tyrimui paraleliai gali bti atlickamas neigiamas
kontrolinis tyrimas su Seraclone® ABO+Rh, Tyrimas turi biiti atlickamas
pagal pasitinktg ABO ar Rh metoda.

Tyrimas ant objektinio stiklelio

A Greitas metodas:

{. Uaginkite 1 la¥g Seraclone reagento ant objektinio stiklelio.
(Negildykite!)

2, Haginkite 1 laga kraujo ir gerai i¥maiSykite.

3 Rezultatas gali biti vertinamas tuo pat metu kaip ir ABO ar

Rh, atsargiai sukiojant stikliuka.

Inkubacinis metedas:
Tyrimui paruodkite 5-10% paciento eritrocity  suspensijg
fiziologiniame NaCl tirpale arba naudokite natyving kraujg.
Uglaginkite 1 la3g Seraclone® ABO+Rh.
[laSinkite 1 la8a suspensijos arba paciento kraujo ir gerai
i¥mai¥ykite.
Inkubuokite 15-30 minudiy kambaric temperatiiroje.
Rezultatas gali biiti vertinamas tuo pat metu kaip ir ABO ar
Rh, atsargiai sukiojant plokiele.

W et

w o

Tyrimas mégintuvelyje

1. Paruodkite 3-5% tiriamy eritrocity suspensijg fiziologiniame
NaCl tirpale.
2, [ atitinkamai paZymétus meégintuvelius  jlaginkite 1 laSg

Seraclone® ABO+Rh.

3. T mégintuvelj jlaginkite 1 la¥g eritracity suspensijos.

4, Centrifuguokite 2 min prie 1000 aps./min (150 g) arba 20 sekund¥iy prie
3000 aps./min (1000 g) arba inkubuokite 20-30 minudiy kambario arba
37°C temperatiiroje.

5. Svelniai i¥formuokite lgsteliy centrifugaty ir jvertinkite agliutinacija tuo

pat metu kaip ir ABO bei Rh tyrimy.

Rezuliaty interpretavimas

Jei agliutinacifa su Seraclone Control ABO +Rh nejvyko: gautas rezultatas nustatant
kraujo grupes yra teisingas, Jei agliutinacija su Seraclone Control ABO +Rh
reagentais jvyko: gautas rezultatas, nustatant kraujo grupes, yra klaidingas. Tokiais
atvejais paraleliai turi biti tikrinamas Seraclone reagenty specififkumas ir
efektyvimas, nepriklausomai nuo Seraclone Control ABQ ir Rh .

Agliutinacijos reakeijos stiprumas vertinamas pagal Amerikos kraujo banky
asociacijos Techninio vadovo 12 leidima:

Realcijos stiprumas | Agliutinacija
4+ Vienas agliutinatas. Néra laisvy eritrocity,
3+ Stipri reakeija. Keli dideli aglintinatai,
2 Dideli agliutinatat su daug mazy grupeliy, néra laisvy
critrocity.
1+ Daug maZy agliutinaty laisvy eritrocity fone,
+/- Tik keli makroskopiskai nustatomi agliutinatai eritrocity
suspensijoje. Daug mikroskopidkai nustatomy agliutinaty.
- Homogeniska eritrocity suspensija be apliutinaty,

Procediros apribejimai

Retai, po buteliko atidarymo gali atsirast{ produkto drumstumas,

Drumstumas ar kiti matomi pokySiai rodo bakterinj uZter§tuma, Siuo atveju reagento
naudoti negalima, Drumstume pricZast] turi nustatyti gamintojas.

Gavus neaitkius reznltatus, gali padeti Biotest Servisas (+49 6103-801470)

Galigjimo lailas
Atidarius reagents, jis islieka galiojantis iki ant etiketés nurodytos galiojimo datos 2-
2°C temperatiiroje. NepaZeiskite buteliuky.

Pastabos

Rankiniai tyrimai turi biiti atlickami pagal gaminicjo instrukeijas, Naudojant
Seraclone® ABO+Rh automatinése sistemose, gali biti reikalingas reagento
praskiedimas. Automatines sistemas turi validuoti vartotojas. Vartotojas atsako uZ
visus reagento pakeitimus, pvz. $aldymas mikroplokstel¢se,

Medziagos po tyrimy turi bl Salinamos kaip pavojingos, Atliekos tvarkomos pagal
nacionaliniug reikalavimus.

Ziems Seraclone® ABO+Rh pagaminti nebuvo naudotes jokios Zmogitkos kilmés
medziagos. Praktitkai néra galimybés uZsikesti infekcinémis ligomis, Nepaisant to,
visi biologinés kilmés reagentai turi biiti laikomi potencialiais infekciniy ligy
pernedéjais. Rekomenducjarma laikytis tinkamy saugumo priemonity.

Jautio atbuminas ir kazeinas naudojamas reagento gamyboje, gautas 18 Saltiniy be
BSE ir MFD.

Vartolojas turéty reguliariai atlikti viding kokybés kontrole. Kokybés kontrolei
reagenty antiserumai tiriami atitinkamais metodais it med¥iagomis pagal
nacienalinius reikalavimus,

Fatento numeris; U p2 <083
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TO WHOM IT MAY CONCERN:

DECLARATION OF DEALERSHIP

Rome, 30th November 2015

We, Interlab sil, located in Via Rina Monti 26 — 00155 Roma, as producers of
electrophoresis instruments and reagents, hereby declares that the following
company

Interlux Co. Ltd.
Avieciu str. 16,
LT-08418 Vilnius

Lithuania

is authorized for promotions, sales and after sales service of Interlab products in
Lithuania.

Interlab Srl _
’if,){b@ﬁ%hM;ggI\/

Oﬁresident

INTERLAB Sl
00155 Roma (italy) Sede: Via Rina Monti, 26 Teb. +39 - 06 - 227.54.358 {ra) Fax +3%- 06 - 227.54.534 E-mali: info@intariab-srl.com  http: avwwinteriab-srl.com
P IVADLOBTSE 000 C.CLAA 406755 - lsar. Trib, Roman. 1t 12/7¢ Capitale Sodale Euro 116.800.00 iv.




Tiems, kam tai aktualu

ATSTOVAVIMO PATVIRTINIMAS

Roma, 2015 m. lapkri¢io mén. 30d.

Mes, Interlab srl, jsikire Via Rina Monti 26-00155 Romoje, kaip elektroforezés jrenginiy ir
reagenty gamintojas, deklaruojame, kad toliau paminéta kompanija

UAB ,,Interfux”
Avieciy g. 16
LT-08418 Vilnius
Lietuva

Yra vienintelé autorizuota jmoné Lietuvoje, turinti teisg atstovauti INTERLAB produktus juos
reklamuojant, parduodant ir atliekant popardaviminj servisa.

interiab Srl
Roberto Maggi
Prezidentas

[nterlab S.r.l.
00155 Romaltalija). Adresas: Via Rina Monti, 26. Tel.:+39-06-227.54.350. Faks.: +39-06-

227.54.534. El.pastas: info@interlab-srl.com http://www.interlab-srl.com




Vertimo patvirtinimas

A8, VAIDAS VILMANTAS
vertimy verslo liudijimo nr. MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

verlimg

Interlab srl atstovavimo patvirtinimas

{vertimo pavadinimas)
i§ Angly kalbos dokumento

Interlab srl Declaration of Dealexship

(originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

Tekstas yra i¥verstas teisingai ir tiksliai bei be pakeitimy prasmeje.

A% esu urtikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokumenta.

VILNIUS, LIETUVA 2015-12-01 >

(Vieta/data) (para3as)
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: ' DIPA RTIMEN TO DELL ’INNO VAZIONE
' DIREZIONE GENERALE DEI FARMLACI E DISPOSITIV] MEDIC]
o UF FICIO IV : _

- DGPDM{lv_fI,S,i.¢_._2/2011/15/’_13’._.__”? FRETRE TR I
- VISTA la duettiva 98/79/CE 1elat1va ai dlSpOSitWI medlco d1agnost1c:1 in v1tro
VISTO il D.1gs. n .332/2000 recante attuazione della direttiva 98/79/CE; o
_ VISTA . I'istanza del 11/01/2011 ‘presentata - dalla ditta - Intellab Srl.con sede in Via Rma
Moiti,26 = 00155 Roma (RM), C.F. 02613580584@?1\/& 0108751100{} :
o CONSIDERATO che.la ditta Lstante ha eifettuato i Veisamentl nchlesn dal D. M 24 Magglo -
2004y o - : . _
"":_'VISTI gli attl d ufﬁcm, e

HAVING REGARD 1o 98/79/EC' dn eclrve comermng !he m vmo dzagnovnc mea’:ca! _-
devices, .0
 HAVING RILGARD fo leqm!atzve Dec; ce (D Igs ) . 332/2000 reporfmg rhe acaomplnhmmt
oof 98/79/EC Directive; -~
" HAVING REGARD o the. requesr da!ea’ ) ]/() 1/201 1 ,submztfea’ by fhe compcmy Interlab Srl
. ._'Iocated in Vm Rma Mon!r. 26 R 00155 Rc)ma {RM)-m.Ilaly ( F 0261338()384 P.lva
01087511000; o '
WHEREAS ﬂm company pazd the feev )equu ed by Mzmste? ml Deu ee (D M) May 24, 2004
HAVING REGARD to [he oﬁzczal deeds _

o SI.ATTESTA‘} -
o ATTESTED

the la ditta Int011ab Sli con sede in an Rma Montl 26 ~j 00155 Roma (RM), CF
02613580584 - Plva 0]087511000 ‘ha marcato CE, come dmpomﬁw med}co— diagnostwi in -
' vltzo secondo le: pr{)uedure prewste dalla dueiuva 98/7°/CE i prodotu ‘ : RS

lhal the Company Interlah Srl located in Vza Rma Monn, 26— 001 55 Roma (RM) Italy :
C . F.02613580584. and P Iva 01087511 000, affrwd CE'mar kmg as in vifro a’.!agnomc S mechcal
devrccs accordmg to the Dn ecuve 98/79/EC' ‘the foll OWing products: : ‘




INSTRUMENT,

I
|
Code Descnptm
SSE129M GENIO S: Fully Automated Electrophoresis System for: :
Serum Proteins, Lipoproteins, Hemoglokins, Urine Proteins, Unconcentrated Urine Proteins and CSF
SSE124M MICROTECH 648 ISO: Fully Aulomated Electrophoresis Sysiemfor:
Serum Proteins, Lipoproteins, Hemoglobins, Urine Proteins, Undoncentraied Urine Profeins and CSF
SSE126M MICROTECH 648 ISQ with incubator: Fully Automated EEectrophoreSIS System for:
Serum Profeins, Lipoproteins, Hemoglobins, LDH, CPK, ALP, Urine Proteins, Unconcentrated Uring Proteins and C5F
SSE117M MICROTECH 648PC: : Fully Automated Electrophoresis System]for:
Serum Proteins, Lipoproteins, Hemoglobins, Urine Proteins, Undoncentrated Urine Proteins and CSF
SSE113M MICROTECH 672PC: Fully Automated Electrophoresis System fé)r:
Serum Proteins, Lipoproteins, Hemoglobins, Urine Proteins, Immunoﬁxation. Unconcentrated Urina Proteins and CSF
SSEZOOM Microgel: Fully Automated Agarose Gel Electrophoresis Sysiem ufor
Serum Proteins, Lipoproteins, Hemoglobins, Unconcentrated Ul‘l e Proteins, CSF, LDH, CPK, ALP and Immunofixation
!
SAE814M |Easy Mask for Microge!: {ool needed 1o perform immanofixation1 and isoenzymes test
\
SSE203M Interlab G26: Fully Automated Agarose Gel Electrophoresis System for:
Serum Proteins, Lipoproteins, Hemoglobins, Unconcentrated Urine Proteins, CSF, LDH, CPK, ALP and Immunofixation
SSE204M Interlab G28: Fully Automated Agarose Gel Electrophoresis Sysitem for:
Serum Proteins, Lipoproteins, Hemoglobins, Unconcentrated Urine Proteins, CSF, LBH, CPK, ALP and Immunofixation
SAE910M |Easy Mask for Interlab G28: tool needed 1o perform immunoﬁxétion and isoenzymes fest
SSE202M (AUTOMATED SAMPLER / DILUTOR ASD 52
KITS
Code Description Package
SRE174K |Serumprotelns Kit: Red Pohceau S staining Solution ! 384 test
SRE186K [Serumproteins Kit: Red Ponceau S siaining Solution | 192 test
SRE175K |Lipoproteins kit: Sudan Black staining solution _ 192 test
SRE187K |Lipoproteins kit: Sudan Black staining solution 96 test
SRE176K  |Alkaline Hemoglobins kit: Red Ponceau S stalning solution 384 test
SRE188K  |Alkaline Hemogiobins kit: Red Ponceau S staining solution 192 test
SRE166K  |Acid Hemoglobins kit: Red Ponceau S staining solution 96 test
SRE204K  [Serumproteins/Conc. Uring Proteins/Conc. CSF Kit: Red Ponceau S staining Solution 384 test
SRE205K [Alkaline Hamoglobins kit: Red Ponceau 8 staining Soluti{fn 192 test

T




