V.Putvinskio g.38-10, LT-44211, Kaunas
Imonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registr

I priedas

V5] Nacionalinis kraujo centras
Zolyno g. 34, Vilnius
(Adresatas (perkangioji organizacija))

PASIULYMAS
DEL DIAGNOSTINIU REAGENTU, SKIRTU DONORY VENINIO KRAUJO
IMUNOHEMATOLOGINIAM ISTYRIMUI IMUNOHEMATOLOGINIU
ANALIZATORIUMI ,,GALILEO* PIRKIMO

2015-09-03 Nr.P-075
(Data)

Kaunas
(Sudarymo vieta)

Tiekejo pavadinimas /Jeigu dalyvauja iikio subjekty grupé, | UAB »ProSangvis“
surasomi visi dalyviy pavadinimai/

Tiekejo adresas /Jeigu dalyvauja iikio subjekty grupe, | V. Putvinskio g. 38-10,
suraSomi visi dalyviy adresai/ LT-44211 Kaunas

UZ pasiiilymg atsakingo asmens vardas, pavardé Rimantas Stakauskas
Telefono numeris +370655 53397

Fakso numeris +370 -37 -222326
El. pasto adresas info@prosangvis. |t

Siuo pasialymu pazymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis kvietime
dalyvauti apklausoje.

Kodas 3000 89105 Tel.: +370-37 —222326; +37065553397
PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326
V. Putvinskio g. 38-10 E-mail. info@prosangvis.It

LT-44211, Kaunas



UAB ,,ProSangvis*

: V.Putvinskio g.38-10, LT-44211, Kaunas
Imonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registre

Mes sitilome Sias prekes:

Eil.
Nr.

Mato Vieneto

Prekiy, paslaugy pavadinimas ¢ Kiekis | kaina Eur
vt be PVM

Suma Eur
be PVM

Reagentai, kraujo grupiy ABO nustatymui
(tiesioginés ir atvirkStinés agliutinacijos
biidu), RhD, Kell antigeny nustatymui
tiesioginés agliutinacijos biidu:

1. Monokloninis reagentas , turintis IgM
antik@inus prie§ A antigena (anti-A); '

2. Monokloninis reagentas, turintis IgM
antikiinus prie§ B antigena (anti-B);

3. Monokloninis reagentas, turintis IgM | Tyrimas
antiklinus prie§ A ir B antigenus (anti-AB);

4. Monokloninis reagentas, turintis IgM
antikinus prie§ D antigeng (anti-D) ir
neagliutinuojantis su D antigeno kategorijomis
ir D silpnu variantu;

5. Reagentas, turintis dviejy skirtingy D klony
IgM+IgG antikiinus prie§ D antigeng (anti-D)
ir agliutinuojantis su D antigeno kategorijomis
ir D silpnu variantu;

6. Monokloninis reagentas, turintis IgM
antiklinus prie§ Kell antigena (anti-K);

7. Reagentas (eritrocitai), turintis A; antigena,
natiiraliy antiking plazmoje nustatymui;

8. Reagentas (eritrocitai), turintis B antigena,
natiiraliy antikliny plazmoje nustatymui;

9. Kontrolinis reagentas (Neigiama kontrolé).

Reagentai, kraujo grupiy ABO nustatymui
(tiesioginés ir atvirk$tinés agliutinacijos
blidu), RhD antigeno nustatymui tiesioginés
agliutinacijos biidu:

1. Monokloninis reagentas , turintis IgM
antikfinus prie§ A antigeng (anti-A);

2. Monokloninis reagentas, turintis IgM
antikfinus prie$ B antigeng (anti-B);

3. Monokloninis reagentas, turintis IgM
antiklinus prie§ A ir B antigenus (anti-AB);

4. Monokloninis reagentas, turintis IgM
antikiinus prie§ D antigeng (anti-D) ir

neagliutinuojantis su D antigeno kategorijomis

Kodas 3000 89105 Tel.: +370-37 —222326; +37065553397
PVM kodas: LT100001537918 Faks.: +370 —37 — 222326

V. Putvinskio g. 38-10 E-mail. info@prosangyvis.lt

LT-44211, Kaunas



UAB ,,ProSangvis*

V.Putvinskio g.38-10, LT-44211, Kaunas
Jmonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registre

. Vieneto
Eil, Prekiy, paslaugy pavadinimas Mato Kiekis | kaina Eur Suma Ear
Nr. vnt. be PVM be PVM

ir D silpnu variantu;

5. Reagentas, turintis dviejy skirtingy D klony
IgM+IgG antikiinus prie§ D antigeng (anti-D) | Tyrimas
ir agliutinuojantis su D antigeno kategorijomis
ir D silpnu variantu;

6. Reagentas (eritrocitai), turintis A; antigena,
natiiraliy antikfiny plazmoje nustatymui; ' ’
7. Reagentas (eritrocitai), turintis B antigena, : I
natliraliy antikling plazmoje nustatymui; ‘ [ . l

8. Kontrolinis reagentas (Neigiama kontrolé).

3. | Reagentai, Rh D antigeno varianty bei
kategorijy nustatymui netiesioginiu | Tyrimas
antiglobulininiu testu.

4. | Reagentai, Rh fenotipo nustatymui:
anti-C IgM antiklinai, anti-c IgM antikiinai,

anti-E IgM antikinai, anti-e IgM antikiinai. Tyrimas

!

5. | Reagentai antieritrocitiniy antikiiny |
nustatymui naudojant polispecifinj | Tyrimas

antiglobulininj seruma ir ne maZiau kaip
dviejy O kraujo grupés donory tipuotus
eritrocitus, kuriy fenotipe turi buti Sie
antigenai:C, ¢, D, E, e, K, k, Fy®, Fyb’ K S, s,
M, N, Le?, Le".

Bendra pasifilymo kaina su PVM: 46769,10

Bendra pasiiilymo kaina jskaitant visas iSlaidas ir visus mokes¢ius, su PVM - 46769,10 Eur
(keturiasdesimt Sesi tikstanciai septyni Simtai SeSiasdesimt devyni eurai, deSimt cnt.),

taikomas PVM dydis - 5 %, sudaro 2227,10 Eur (du tikstanciai du Simtai dvideSimt septyni eural,
desimt cnt.)

Kodas 3000 89105 Tel.: +370-37 — 222326; +37065553397
PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326
V. Putvinskio g. 38-10 E-mail. info@prosangvis.lt

LT-44211, Kaunas



V.Putvinskio g.38-10, LT-44211, Kaunas
Imonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registre

Kartu su pasitilymu pateikiami $ie dokumentai:

Eil. Pateikty dokumenty pavadinimas Dokumen‘tg puslapiy
Nr. skaiCius
1. UAB ,,Prosangvis* registravimo pazyméjimo kopija 1
2. Igaliojimo atstovauti gamintoja kopija ir vertimas 2
3. Sitllomos prekés atitikties nustatytiems kokybés reikalavimams 15
dokumentai (CE ir ISO sertifikaty kopijos)

4. Pazyma dél tyrimo metody validavimo 1
5. PaZyma dél prekiy galiojimo laiko 1
6. Pazyma dél kokybés sertifikaty 1
Direktorius Rimantas Stakauskas
(Tiekéjo arba jo jgalioto (Vardas ir pavarde)
asmens pareigy pavadinimas)

Kodas 3000 89105 Tel.: +370-37 — 222326; +37065553397

PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326

V. Putvinskio g. 38-10 E-mail. info@prosangvis.lt

LT-44211, Kaunas




UAB ,,Pro

V.Putvinskio g.38-10, LT-44211, Kaunas
Imonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registre

V3] Nacionalinis kraujo centras

PAZYMA
DEL TYRIMU METODU VALIDAVIMO
2015-09-03
Kaunas

Siuo dokumentu patvirtiname, kad UAB ,,Prosangvis* siiillomi gamintojo Immucor reagentai,

iranga ir metodai yra validuoti tyrimus atlikti donoriniame kraujyje.
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Direktor §{ “Pr / Rimantas Stakauskas

Kodas 3000 89105 Tel.: +370-37 — 222326; +37065553397
PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326
V. Putvinskio g. 38-10 E-mail. info@prosangvis.lt

LT-44211, Kaunas



V.Putvinskio g.38-10, LT-44211, Kaunas
Imoneés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR juridiniy asmeny registre

V] Nacionalinis kraujo centras

PAZYMA
DEL PREKIU GALIOJIMO LAIKO
2015-09-03
Kaunas

Siuo dokumentu patvirtiname, kad UAB ,,Prosangvis* siiilomy reagenty galiojimo laikas

pristatymo dieng ne trumpesnis kaip 2/3 viso galiojimo laiko.

o,

Direktorius "/ Rimantas Stakauskas

Kodas 3000 89105 Tel.: +370-37 — 222326, +37065553397
PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326
V. Putvinskio g. 38-10 E-mail. info@prosangvis.t

LT-44211, Kaunas



UAB ,,ProS

V. Putvinskio g.38-10, LT-4421 1, Kaunas
Imonés kodas: 3000 89105, PVM kodas: LT 100001537918
Duomenys kaupiami ir saugomi LR Juridiniy asmeny registre

V3 Nacionalinis kraujo centras

PAZYMA
Dél kokybés sertifikaty

2015-09-03
Kaunas

Siuo dokumentu patvirtiname, kad UAB ,Prosangvis® silomy reagenty kokybés

sertifikatai iduodami kiekvienai pateikiamai reagenty serijai.
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Direktotins P15

Kodas 3000 89105 Tel.: +370-37 —222326; +37065553397
PVM kodas: LT100001537918 Faks.: +370 — 37 — 222326

V. Putvinskio g. 38-10 E-mail. info@prosangvis. It
LT-44211, Kaunas
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LIETUVOS RESPUBLIKA

JURIDINIY ASMENY REGISTRAS

REGISTRAVIMO PAZYMEJIMAS

Pavadinimas: UAB "Prosangvis"
Kodas: 3000 89105

Teisiné forma: UZdaroji akciné bendrové
Iregistravimo data: 2005 m. vasario 17 d.

Registro tvarkytojas:  Valstybés imoné Registry centras

Pazyméjima iSdave:  Valstybeés imonés Registry centro
Kauno filialas
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Pazyméjimas i3duotas: 2005 m. vasario 17 d.
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To whom it may concern

Monufacturer's awthorization form

Date o izsue;
Fabruary 20th 2000

We, IMMUCOR Medizinische Diagnostik GmbH, hereby authorize, Prosangvis Lta., ruwvinskiv su.
38-10; LT- 44211, Kaunas, Lithuania, in Lithuania to participate in tenders and offer all of Immucor

T L J..L NUwe e

MrudULLs manaluctus o S hlq.-el‘occ,l‘_lc‘f\‘, Mawr Contland / Canada, Rndermark / Germanv.

F?ar*t:* am

Jear-dacoues de
Wi @rmxdaﬂt H{B‘!’}df{{}ﬂaf

- LA

For ::md O ,;E‘mﬂi Gf Immmw;r rlﬁ\, and
mrnLicor Madizinische LHAGNOZTK AL




Tiems, kuriuos tai lie¢ia

[§davimo data:
2009 m. vasario 20 d.

Jgaliojimas

Mes, IMMUCOR Medizinische Diagnostik GmbH, igaliojame UAB Prosangvis, Putvinskio g. 38-
10, LT- 44211, Kaunas, Lietuva, Lietuvoje dalyvayti pirkimy konkursuose ir sitilyti visus Immucor
produktus, pagamintus Norcross/JAV, Naujojoje Skotijoj/Kanada ir Rodermark/Vokietija.

Vieta ir data:

Jean-Jacques de Jaegher

Tarptautinis vice prezidentas

Immucor Inc. ir Immucor Medizinische
Diagnostik GmbH vardu

ISversta teisingai
Su LR BK 205 str

TEnL0 TUfETLs; U eexovas




Lioyd's Register
| LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,
D-63322 Rédermark
Germany

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 13485:2003
EN ISO 13485:2012

The Quality Management System is applicable to:

Design and manufacture of in vitro diagnostic reagents for transfusion
diagnostics. Sale and distribution of in vitro diagnostic reagents for
transfusion and transplant diagnostics. Manufacturing, sale, distribution,
installation, servicing and repair of instrumentation for
transfusion diagnostics including associated training.

This certificate is valid only in association with the certificate schedule bearing the same
number on which the locations applicable to this approval are listed.

This certificate forms part of the approval identified by certificate number LRQ 4000904

Approval

Original Approval: 24 July 2003
Certificate No: LRQ 4000904/A

Current Certificate: 24 July 2015

Certificate Expiry: 23 July 2018

i

Issued by: Lloyd's Register Quality Assurance Limited

o

v

UKAS

MAMAGEMENT
SYSTEMS

001

1 Trinity Park, Bickenhili Lane, Birmingham, B37 7ES, United Kingdom

Loyd's Register Group Limlted, its affiliates and subsidiaries, including Lioyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collective
s "Lloyd's Register’. Lloyd's Regist

ly, referred 1o In this clause
s ¢ ¢ B assimes no resporsibility and shall not be flabile to any person for any loss, darage or expense caused by veliance on the information or advice in this document or howspever provided, unless
that person has signed a contract with the refevant Lloyd's Register entity for the provision of this infermation or advicg and in that case any responsibility or fiability is exclusively on the terms and conditi

ons set out in that cantract.



Lioyd's Register
LRQA

CERTIFICATE SCHEDULE

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,
D-63322 Rédermark

Germany
Head Office Activities

Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,

D-63322 Rédermark

Germany

Locations

Immucor ltalia S.p.a.
Via Ettore Bugatti, 12,
20142 Milano

Italy

Immucor (Portugal) Diagnésticos Médicos
Lda.

Edfficio Prime,

Av. da Quinta Grande, No 53,

Piso 7, Fracqdo A, Alfragide,

2610-156 Amadora (Lisbon)

Portugal

Immucor S.L.,

Parc Technologic del Valles,
C/Argenters, 7, Edif. Il, Local B,
08290 Cerdanyola (Barcelona)
Spain

Design and manufacture of in vitro diagnostic
reagents for transfusion diagnostics. Sale and
distribution of in vitro diagnostic reagents for
transfusion and transplant diagnostics.
Manufacturing, sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Activities

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation
for transfusion diagnostics including
associated training.

Page 1 of 2

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Approval Certificate No: LRQ 4000904/A
1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

a5 'Lioyd's Segiszgv’, Uayid's Register assumes no vesponsibility and shalf not be liable to any person for any loss, dam;
that persan has signed 3 contract with the relevant Ltoyd's Register emity for the pravision of this infarmation or advice and in that case any respansibility or lisbility is axdusively on the terms and condltions set out n that confract

Hoyd's Reglster Graup Limited, its affillates and subsidiaries, including Lioyd's Register Quality Assurance Limitad (LROA), and their respective officers, employees or agents are, individually and collectively, referred 1o in this clause
20¢ 0f expense caused by reliance on the infarmation ar advice in this document or howsoever provided, unless



Lioyd's Register
LRQA

CERTIFICATE SCHEDULE

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,
D-63322 Rédermark

Germany
Locations Activities
Immucor France Sale and distribution of in vitro diagnostic
8, rue de la Croix Jarry, reagents for transfusion and transplant
75013 Paris diagnostics. Sale, distribution, installation,
France servicing and repair of instrumentation

for transfusion diagnostics including
associated training.

Immucor UK (also trading as Quest Sale and distribution of in vitro diagnostic
Biomedical and IBG Immucor) reagents for transfusion and transplant

2 Cranbook Way, Solihull Business Park,  diagnostics. Sale, distribution, installation,
Solihull, servicing and repair of instrumentation
West Midlands, for transfusion diagnostics including

BSO 4GT associated training.

Approval Original Approval: 24 July 2003

Certificate No: LRQ 4000904/A
Current Certificate: 24 July 2015

Certificate Expiry: 23 July 2018

Page 2 of 2
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UKAS

MANAGEMENT
SYSTEMS

001

Approval Certificate No: LRQ 4000904/A
1 Trinity Park, Bickenhill Lane, Birmingham, B37 7€S, United Kingdom

Lloyd's Register Group Limited, its affiliates and Subsidiaﬁe{, induding Uoyd's Register Quality Assurance Limited {LROA), and their respectiva officers, employees or agents are, individually ang collectively, referrad to in this dause
a3 "Loyd's Register” Lioyes R:gmeg assumes no responsibllity and sha{l not be fiable to any Ferson for any loss, damage or expense caused by reliance on the information or advice in this dacument or howsoever provided, unfess
that person has signed a contract with the relevant Liayd's Reglster entity for the provision of this Infarmation or advice and in that case any responsibility or liability is exdusively on the terms and conditions set aut in that woniract.




Lloyd's Register
LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,
D-63322 Rédermark
Germany

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 9001:2008
The Quality Management System is applicable to:

Design and manufacture of in vitro diagnostic reagents for transfusion
diagnostics. Sale and distribution of in vitro diagnostic reagents for
transfusion and transplant diagnostics. Manufacturing, sale, distribution,
installation, servicing and repair of instrumentation for transfusion
diagnostics including associated training.

This certificate is valid only in association with the certificate schedule bearing the same
number on which the locations applicable to this approval are listed.

N This certificate forms part of the approval identified by certificate number LRQ 4000904
Approval Original Approval: 30 November 2011
Certificate No: LRQ 4000904/C
Current Certificate: 24 July 2015

Certificate Expiry: 23 July 2018

Z it

Issued by: Lloyd's Register Quality Assurance Limited

UKAS

MANAGEMENT
SYSTEMS

001

1 Trinity Park, Bickenhill Lane, Birmingham, B37 7£S, United Kingdom

Lioyd's Register Group Limited, its afffiates and subsidiaries, including Lloyd's Register Quality Assurance Limitad (LROA), and their respactive officars, employees or agents are, individually and collectively, referred to in this clause
as "Loyd's Regisier’. Lloyd's Register assumes no respansibifity and shall not be liable to any person for any loss, damage or expense caused by refiance on the information of atvice in this document or howsoever provided, unless
that person has signed & contract with the ralevant Uoyd's Register entity for the provision of this information ar advice and in that case any respansibility or lability is exclusively on the terms and conditions set out In that contract



Lioyd's Register
LRQA

CERTIFICATE SCHEDULE

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,
D-63322 Rédermark

Head Office

Immucor Medizinische Diagnostik GmbH
Adam-Opel Strasse 26A,

D-63322 Rédermark

Germany

Locations

Immucor ltalia S.p.a.
Via Ettore Bugatti, 12,
20142 Milano

ltaly

Immucor (Portugal) Diagnésticos Médicos
Lda.

Edificio Prime,

Av. da Quinta Grande, No 53,

Piso 7, Fracgdo A, Alfragide,

2610-156 Amadora (Lisbon)

Portugal

Immucor S.L.,

Parc Technologic del Valles,
C/Argenters, 7, Edif. II, Local ¢B,
08290 Cerdanyola (Barcelona)
Spain

UKAS
MANAGEMENT
SYSTEMS

001

Germany

Activities

Design and manufacture of in vitro diagnostic
reagents for transfusion diagnostics. Sale and
distribution of in vitro diagnostic reagents for
transfusion and transplant diagnostics.
Manufacturing, sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Activities

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation for
transfusion diagnostics including associated
training.

Sale and distribution of in vitro diagnostic
reagents for transfusion and transplant
diagnostics. Sale, distribution, installation,
servicing and repair of instrumentation
for transfusion diagnostics including
associated training.

Page 1 of 2

Approval Certificate No: LRQ 4000904/C
¥ Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

Lioysd's Register Group Limited, Its af

? . iliates and subsidiaries, induding Lioyd's Register Quality Assurance Limited (LRQA), and thelr respective offisers, amplayees or agents are, ndividually and collectively, refarred to in this clause
as "Lloyd's Registar’, Lioyd's Register assumes no responsibility and shall not be liahle 10 any parson for any loss, damage or axpense caused by reliance on the informatlon or advice in this document or howsoever provided, unless
that pessen has signed 3 contract with the relevant Lloyd's Register entity for the provision of this Information or advice and In that case any responsibility or fiability s exclusively on the tarms and conditions set out in that contract,



Lioyd's Register
LRQA

CERTIFICATE SCHEDULE

iImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH

Adam-Opel Strasse 26A,
D-63322 Rédermark
Germany

Locations Activities

Immucor France Sale and distribution of in vitro diagnostic
8, rue de la Croix Jarry, reagents for transfusion and transplant
75013 Paris diagnostics. Sale, distribution, installation,
France servicing and repair of instrumentation

for transfusion diagnostics including
associated training.

Immucor UK (also trading as Quest Sale and distribution of in vitro diagnostic
Biomedical and IBG Immucor) reagents for transfusion and transplant

2 Cranbook Way, Solihull Business Park, diagnostics. Sale, distribution, installation,
Solihull, servicing and repair of instrumentation
West Midlands, for transfusion diagnostics including

B0 4GT associated training.

Approval Original Approval: 30 November 2011

Certificate No: LRQ 4000904/C
Current Certificate: 24 July 2015

Certificate Expiry: 23 July 2018

Page 2 of 2
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‘ Approval Certificate No: LRQ 4000904/C
1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

ond’s Ragiste; Group Limited, ‘gts atiliates and subsidiaries, including Lioyd's Ragister Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred 1o in this dause
as ‘Lloyd's Register’. Lioyd's Register assumes na responsibility and shall not be liable 1o any person for any lass, damage or expense caused by rellance on tha information or advire in this document or howsosver provided, unfess
that parson has signed a tontract with the relevant Llayd's Register entity for the pravision of this infarmation or advice and In that case any esponsibility or liability is exclusively on the terms and <onditions set out in that contract.



Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC and the Medical Devices
Regulations 2002, UK Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

Iimmucor, Inc.
3130 Gateway Drive
Norcross, Georgia 30071, USA

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC, and the Medical Devices Regulations 2002 and
conforms to the requirements for the products shown on the attached certificate
schedule.

Approval is subject to the maintenance of the quality system in accordance with the
requirements of the above Directive and Regulations. In addition for List A products
approval is subject to the continued compliance with the EC Design Examination
Certificate(s) as listed on the attached schedule and continued satisfactory compliance
with the requirements for verification of manufactured product.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in
accordance with the requirements of the specified Directives/Regulations in relation to
the products as identified above.

This certificate forms part of the approval identified by certificate number UQA 0113238

Certificate No: 0113238/C

Original Approval: November 12, 2003
Current Certificate: March 1, 2015
Certificate Expiry: February 28, 2018

LRQA Notified Body Number 0088

issued by: Lloyd's Register Qu Assurance Limited

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respactive officers, employses or agents are, individually and collectively, referred to in this clause
a5 'Loye’s Register’ Lloyd's 8 assurmes o responsibility and shall not be lable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless
that person has signed a contract with the relevant Lloyd's Register entity for the provislon of this information o advice and in ihat case any responsibility or liability is exclusively on the terms and conditions set out in that contract




Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE 0113238/C SCHEDULE

has been assessed against the requirements of Annex IV of the In
Vitro Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

immucor, Inc.

3130 Gateway Drive
Norcross, Georgia 30071, USA

Annex Il List A Products:
Products

corQC Test System

corQC EXTEND Standard

corQC EXTEND 1, 2 and 3

corQC EXTEND Complete

Weak D Cells

Referencells-4 (Group A1, A2, B and O)
Referencells-2 (Group A1 and B)
Referencells-1 (Group A2}

WB corQC

Annex il List B Products:
Products

Checkcell

Checkcell (Weak)

Panoscreen | and I}

Panoscreen |, Il and It
Hemantigen

Panocell-10

Capture-CMV (plates)
Capture-CMV Indicator Red Cells

EC Design Examination Certificate

0088/0113238/00053
0088/0113238/00101
0088/0113238/00101
0088/0113238/00101
0088/0113238/00083
0088/0113238/00092
0088/0113238/00092
0088/0113238/00092
0088/0113238/00104

Panocell-16

Panocell-20

Panocell-10, Ficin-Treated

Capture-R Ready-Screen (I and 11}
Capture-R Ready-Screen (Pooled Cells)
Capture-R Ready-ID

pHix

Capture-R Ready-ID Extend |

Capture-CMV Positive Control Serum (Strong) Capture-R Ready-ID Extend I

Page 1 of 2

¥inodom,

Lloyd's Register Group Limited, s affilistes and subsidisries, in
a5 'Ll r' Lloyd's Registar assumes no responsibilit
that pe s signed a contract with the relevant Lloyd's Ragister entity tor the provision of t

y and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or agvice in this document or

his infarmation or advice and in that case any responsibility or liability is exclusively on the terms and conditi

chuding Lioyt’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, Individually and collectively, referred to in this dause

howsoever provided, unless
ons set out in that contract



Lloyd's Register
LRQA

EC CERTIFICATE — FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE 0113238/C SCHEDULE

has been assessed against the requirements of Annex IV of the In
Vitro Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

Immucor, Inc.
3130 Gateway Drive
Norcross, Georgia 30071, USA

Annex Il List B Products Cont.

Products
Capture-CMV Controls (Kit):
Capture-CMV Positive Control Serum (Weak) Capture-R Ready Screen (3)
Capture-CMV Negative Control Serum Anti-Jka
Anti-Jkb
Capture-R Ready Indicator Red Cells Gamma PeG
Capture LISS Capture-R Ready-Screen (4)
Capture-R Controls (Kit): Gamma-Clone Anti-Human Globulin, Anti-IgG,
Capture-R Positive Control Serum (Weak) -C3d; Polyspecific (Murine Monoclonal)
Capture-R Negative Control Serum Gamma-Clone Anti-Human Globulin, Anti-lgG

(Murine Monoclonal)
Bovine Albumin Solution 22%
immuAdd
Gamma-clone® Anti-Jk*(Monoclonal)
Gamma-clone® Anti-jk”(Monocional)
Gamma-clone® Anti-Fy* (Monocdonal)

Schedule Issue; 9
Date of Schedule Issue: March 1, 2015

LRQA Notified Body Number 0088

"

WNatha L) 2
Issued by: Lioyd’s Register Qualiff/Assurance’ Limited

Page 2 of 2
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Lloyd's Register Group Limited, its affiliates and subsidiaries, including Uoyd's Reglster Quality Assurance Limited (LRQA), and their respective officers, emplayees or agents are, individually and collectively, referred to in this clause
as Lt egister’ Lloyd's Register assumes no responsibility and shall not be liable to any person for any logs, damage or expense caused by reliance an the information or advice in this document or howsoever provided, unless
that person has signed 8 contract with the refevant Lloyd's Register entity for the provision of this informalion of advice and In that case any responsibility or liability is exclusively on the terms and conditions set out in that contract




Lloyd's Register
LROA

APPROVAL OF CONFORMITY CERTIFICATE

In accordance with the requirements of the in Vitro Diagnostic Medical
Devices Directive 98/79/EC and the Medical Devices Regulations 2002,
UK Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

Dominion Biologicals Limited
5 Isnor Drive
Dartmouth, Nova Scotia B3B 1M1
Canada

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic Medical
Devices Directive 98/79/EC, and the Medical Devices Regulations 2002 and conforms to the
requirements for the products shown on the attached certificate schedule.

Approval is subject to the maintenance of the quality system in accordance with the
requirements of the above Directive and Regulations. In addition for List A products
approval is subject to the continued compliance with the EC Design Examination
Certificate(s) as listed on the attached schedule and continued satisfactory compliance with
the requirements for verification of manufactured product.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in
accordance with the requirements of the specified Directives/Regulations in relation to the
products as identified above.

This certificate forms part of the approval identified by certificate number UQA 0113245

Certificate No: 0113245/C

Origi mai'Approvaf: February 4, 2004
Current Certificate: April 1, 2015
Certificate Expiry: December 31, 2017

LRQA Notified Body Number 0088 // /

Issued by: Lloyd's Register Quality Assurance Limited

Hiramford, Middlemarch Office Village, Siskin Drive, Coventry CV3 4FJ, United Kingdom




Lloyd's Register
LROA

APPROVAL OF CONFORMITY CERTIFICATE
CERTIFICATE 0113245/C SCHEDULE

has been assessed against the requirements of Annex IV of the in Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical Devices
Regulations 2002 and conforms to the requirements for the products
shown below:

Dominion Biologicals Limited
5 Isnor Drive
Dartmouth, Nova Scotia
Canada B3B 1M1

Annex Ii List A Products:

Products

NOVACLONE™ Anti-A Murine Monoclonal and Galileo

NOVACLONE™ Anti-B Murine Monocional and Galileo

NOVACLONE™ Anti-A,B Murine Monoclonal and Galileo

NOVACLONE™ Anti-D IgM + IgG Monoclonal Blend and Galileo
NOVACLONE™ Diluent Control and Galileo

NOVACLONE™ Anti-Cil (RH2) Human Monoclonal IgM Rh Typing Reagent
NOVACLONE™ Anti-E (RH3) Human Monocional lgM Rh Typing Reagent
NOVACLONE™ Anti-e (RHS) Human Monoclonal IgM Rh Typing Reagent
NOVACLONE™ Anti-c (Rh4) Human Monoclonal IgM Rh Typing Reagent

Annex Il List B Products:

Products

NOVACLONE™ Anti-lgG Murine Monoclonal Blend

NOVACLONE™ Anti-IgG Murine Monoclonal Blend (Green)

NOVACLONE™ Anti-lgG, -C3d Polyspecific Murine Monoclonal Blend
NOVACLONE™ Anti-IgG, -C3d Polyspecific (Green) Murine Monoclonal Blend
NOVACLONE™ Anti-C3d Murine Monoclonal

Schedule Issue: 7

Date of Schedule Issue: Aprit 1, 2015 ”
LRQA Notified Body Number 0088 ' %

Issued by: Lioyd% Register Quality Assurance Limited

Page 1 of 1
Hiramford, Middlemarch Office Village, Siskin Drive, Coventry CV3 4F), United Kingdom




Lloyd's Register
. LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

immucor, Inc.
3130 Gateway Drive
Norcross, Georgia 30071, USA

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 13485:2003
The Quality Management System is applicable to:

Design and Manufacture of In Vitro Diagnostic Devices
and Biological Products for Blood Bank and Clinical
Laboratory Applications. Design, Manufacture, and

Servicing of Instrumentation for Blood Bank and
Clinical Laboratory Applications.

This certificate forms part of the approval identified by certificate number UQA 0113238
Approval Original Approval: ~ February 13, 2003
Certificate No: UQA 0113238/A Current Certificate:  March 1, 2015

Certificate Expiry:  February 28, 2018
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1330 Enclave Parkway, Suite 200, Houston, Texas 77077, USA

For and on behalf of Hiramford, Middlemarch Office Village, Siskin Drive, Coventry CV3 4FJ, United Kingdom
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EC DESIGN EXAMINATION CERTIFICATE

This is to certify that Lloyd's Register Quality Assurance, a Notified Body under the terms of:
the In Vitro Diagnostic Medical Devices Directive 98/79/EC;
the Medical Devices Regulations 2002, UK Statutory Instrument 2002 No. 618;
did (in accordance with Annex IV clause 4 of the Directive) undertake an EC Design Examination on the
stated products to ensure their conformity with the requirements of the Directive which apply to them.
The products identified below were shown to comply.

This certificate is issued to:

MANUFACTURER:

PRODUCT NAME:

PRODUCT DESCRIPTION:

DESIGN DOSSIER REFERENCE;

immucorGamma Europe

Immucor Medizinische Diagnostik GmbH
Adam-Opel-Strasse 26A

63322 Rodermark

Germany

See Schedule

In vitro diagnostic reagents and reagent products, including
control materials, for determining blood groups: ABO system,
rhesus (C, ¢, D, E, e) and anti-K

TF-GER-201 (List A) CN-060 2013-09-23

This Certificate is not valid for products, the design or characteristics of which have been varied
from those examined. The manufacturer shall notify LRQA of any modification or changes to
the products in order to maintain a valid certificate,

This certificate's validity is subject to continued satisfactory completion of the verification of
manufactured product, as required by the Directive.

Certificate No:
Original Approval:
Current Certificate:
Certificate Expiry:

LRQA Notified Body Number 0088

0088/4000904/00059
8 December 2003
8 December 2013

7 December 2018

issued by: Lloyd's Register Quality Assurance Limited

71 Fenchurch Street, London EC3M 4BS United Kingdom.
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Lloyd's Register
LRQA

EC DESIGN EXAMINATION CERTIFICATE
CERTIFICATE 0088/4000904/00059 SCHEDULE

ImmucorGamma Europe
Immucor Medizinische Diagnostik GmbH
Adam-Opel-Strasse 26A
63322 Rodérmark
Germany

Product Name

immuClone Antl-A IgM and Galileo
immuClone Anti-B IgM and Galileo
immuClone Anti-A,B IgM and Galileo
immuClone Anti-D rapid IgM and Galileo .
immuClone Anti-D fast IgM

immuClone Anti-D duo IgM + 19G and Galileo
immuClone Anti-CDE IgM + IgG and Galileo
immuClone (1) Anti-C IgM and Galileo
immuCione (1) Anti-¢ IgM and Galileo
immuClone (1) Anti-E IgM and Galileo
immuClone (1) Anti-e IgM and Galileo
immuClone (2) Anti-C IgM and Galileo
immuClone (2) Anti-c IgM and Galileo
immuClone (2) Anti-E IgM and Galileo
immuClone (2) Anti-e IgM and Galileo
immuClone (1) Anti-K (Kell) IgM and Galileo
immuClone (2) Anti-K (Kell) igM and Galileo
immuCicne Rh-Hr Control and Galileo
Automated immuClone Anti-K (Kell) Galileo IgM
Anti-K (Kelly guick

This Schedule is only valid in association with the EC Design Examination certificate bearing the same

number

Original Approval: 8 December 2003
Current Certificate; 8 December 2013
Certificate Expiry: 7 December 2018

LRQA Notified Body Number 0088

Sy Fommeeioon

Issued by: Lloyd's Register Quality Assurance Limited

71 Fenchurch Street, London £EC3M 4BS United Kingdom,
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Lioyd's Register
RQA

EC DESIGN EXAMINATION CERTIFICATE

This is to certify that Lloyd's Register Quality Assurance, a Notified Body under the terms of:

the In Vitro Diagnostic Medical Devices Directive 98/79/EC;

the Medical Devices Regulations 2002, UK Statutory Instrument 2002 No. 618;

did {in accordance with Annex IV clause 4 of the Directive) undertake an EC Design Examination on the
stated products to ensure their conformity with the requirements of the Directive which apply to them.
The praducts identified below were shown to comply.

This certificate is issued to:

MANUFACTURER: Dominion Biologicals Limited
§ Isnor Drive
Dartmouth, Nova Scotia
Canada B3B8 101

PRODUCT NAME: Novaclone™ Anti-A Murine Monoclonal and Galileo
Novaclone™ Anti-B Murine Monodonal and Galileo
Novaclone™ Anti-A,B Murine Monodonal and Galileo
Novaclone™ Anti-D IgM & IgG Monoclonal Blend and Galileo

PRODUCT DESCRIPTION: In vitro diagnostic reagents for determining ABO and RhD
biood groups

DESIGN DOSSIER REFERENCE:  DEC Renewal Dossier 2014-01-06

This Certificate is not valid for products, the design or characteristics of which have been varied
from those examined. The manufacturer shall notify LRQA of any modification or changes to
the products in order to maintain a valid certificate.

This certificate’s validity is subject to continued satisfactory completion of the verification of
manufactured product, as required by the Directive.

Certificate No: 0088/0113245/00062
Original Approval: February 4, 2004
Current Certificaté: February 2, 2014
Certificate Expiry: February 1, 2019

LRQA Notified Body Number 0088

Issued by: Lloyd's Register Quality Aséidrance Limited

This document is subject to the provision on the reverse

71 Fenchurch Street, Landon EC3M 485 United Kingdom
This spproval ls carried out in accosdance with the LROA sssessment and certification pracedres and monitored by LROA
Macrs Bavsion 13




