Y.¥ MEDIST
T{( Grup

Solutii pentru sandtate

FORMULAR INFORMATIV DESPRE OFERTANT

1. Denumirea MEDIST GRUP SRL
2. Codul fiscal 1018600004516
3. Adresa sediului central mun. Chisinau, str. Binulescu Bodoni, 25 ofiicul 33

4. Telefon /022/ 84-94-95
E-mail office@medist.md

5. Certificatul de inregistrare
1018600004516 din 02.02.2018
(numarul, data inregistrarii)

I. P. Agentia Servicii Publice
(institutia emitentd)

6. Obiectul de activitate, pe domenii:

- Comert cu ridicata al produselor farmaceutice;

- Comert cu ridicata nespecializat;

- Repararea echipamentelor electronice si optice;

- Activitati de testare si analize tehnice;

- Comert cu amanuntul al articolelor medicale si ortopedice, in magazine specializate;
(in conformitate cu prevederile din statutul propriu)

7. Rechizitele bancare:

BC Victoriabank SA, Filiala nr.26 Chisinau
Codul bancii: VICBMD2X469

IBAN (MDL): MD57V1022242600000269MDL

Digitally signed by Anghel Gabriela-Cristina
Date: 2024.11.28 18:04:59 EET

Data completarii: 28.11.2024 Reason: MoldSign Signature
S emnat: Location: Moldova
) I MOLDOVA EUROPEANA |

Nume: Gabriela-Cristina Anghel
Functia in cadrul firmei: Directoare administrativa
Denumirea firmei si sigiliu: Medist Grup SRL

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469
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Anexa nr. 2
la Regulamentul cu privire la achizitiile
publice de valoare mica

DECLARATIE DE ELIGIBILITATE

Catre IMSP SCR ,,Timofei Mosneaga”
Stimati domni,

Subsemnatul, reprezentant imputernicit al Medist Grup SRL, (denumirea operatorului economic) in
calitate de ofertant, declar pe propria raspundere, sub sanctiunea excluderii din procedura si sub
sanctiunile aplicate faptei de fals in acte publice, ca nu ma aflu in una dintre situatiile prevazute la art.
19 din Legea nr. 131/2015 privind achizitiile publice.

Ma oblig, la solicitarea autoritatii/entitatii contractante, in scopul verificarii si confirmarii
declaratiei, sa prezint orice document doveditor de care dispun.

Data completarii 28 noiembrie 2024 Ofertant/candidat Medist Grup SRL

(semndtura autorizata)

MEDIST Grup S.R.L.
Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova
Tel./Fax: +373 22 84 94 95

E-mail: office@medist.md

Web: www.medist.md

TVA: 0508191

BC Victoriabank SA, Filiala nr. 26 Chisindu
IBAN (MDL):MD57V1022242600000269MDL
SWIFT: VICBMD2X469



I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr. 117493 din 15.09.2023

Denumirea completd: Societatea cu Raspundere Limitata "MEDIST GRUP"

Denumirea prescurtata: "MEDIST GRUP" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata

Numarul de identificare de stat si codul fiscal: 1018600004516

Data inregistrarii de stat: 02.02.2018

Sediu: MD-2012, strada Mitropolit Gavriil Banulescu-Bodoni 25, ap. 33, mun. Chisinau,
Republica Moldova

Genurile de activitate:

1. Comert cu ridicata al produselor farmaceutice;

2. Comert cu ridicata nespecializat;

3. Repararea echipamentelor electronice si optice;

4. Activitati de testare si analize tehnice;

5. Comer{ cu amanuntul al articolelor medicale si ortopedice, in magazine specializate;

Capitalul social: 373026 Lei
Administrator: ANGHEL GABRIELA-CRISTINA IDNP 2017803985939
Asociati:
1. MEDIST IMAGING & P.O.C. S.R.L., partea sociala 6244 Euro, ce constituie 33.00%

2. MEDIST LIFE SCIENCE S.R.L., partea sociala 6244 Euro, ce constituie 33.00%
3. MEDIST S.R.L., partea sociala 6433 Euro, ce constituie 34.00%

Beneficiari efectivi: MANOLE IONEL, KLUMPNER CATALINA ANA, VLADESCU CARMEN, VLADESCU
SEBASTIAN-ALEXANDRU

Prezentul extras este eliberat in temeiul art. 34 al Legii nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a Intreprinzatorilor individuali si confirma datele din Registrul de stat la data
de 15.09.2023

Specialist coordonator
Marina Frantuz
tel. 022-207837

Acest document poate contine date cu caracter personal . .
Extras din Registrul de stat al persoanelor juridice nr. 117493 din 15.09.2023 Pagina 1 din 1
Document semnat electronic in conformitate cu Legea nr. 91 din 29.05.2014. Verificarea semnaturii

poate fi realizata la adresa: https://msign.gov.md.



Certificate
of Accreditation

Randox Laboratories Limited

Proficiency Testing Provider No. 0010

is accredited in accordance with International Standard ISO/IEC 17043:2010
- Conformity assessment - General requirements for proficiency testing

This accreditation demonstrates technical competence for a defined scope specified in the
schedule to this certificate. The schedule to this certificate is an essential accreditation
document and from time to time may be revised and reissued.

The most recent issue of the schedule of accreditation, which bears the same accreditation
number as this certificate, is available from www.ukas.com.

This accreditation is subject to continuing conformity with United Kingdom Accreditation
Service requirements.

D rne,

Matt Gantley, Chief Executive Officer
United Kingdom Accreditation Service

Initial Accreditation: July 4, 2002
Certificate Issued: December 9, 2019

Scan QR Code to
verify

UKAS is appointed as the sole national accreditation body for the UK by The Accreditation Regulations 2009 (SI No 3155/2009) and operates
under a Memorandum of Understanding (MoU) with the Department for Business, Energy and Industrial Strategy (BEIS).




RAND®X

MPOrPAMMDbI BHELLUHEW
OLIEHKU KAYECTBA

MEXOYHAPOOAHAA CUCTEMA BHELWHEN OUEHKW KAYECTBA RANDOX




XAPAKTEPUCTUKU U NMPEUMYLLIECTBA

MexpyHapoaHas cuctema BHelLHel oLeHKu kavectea Randox RIQAS €

RIQAS - kpynHellllan MeXxayHapoaHaa CUCTEMA BHeLHe oueHku kavectsa (BOK), ucnonssyeman s 6onee
Yem 55000 nabopatopusax yyactHuuax B Gonee yem 134 CTpaHax. Takoe 6onbwoe KONMUECTBO YYaCTHUKOR
obecneyusaeT obwmnpHyio 6asy AaHHbIX PE3YNLTATOB ANA MHOTOUUCIEHHbIX aHANUTUYECKUX METOL0B, YT
HaNpAmMyIo NoBbIWAET CTATUCTUYECKYIO AOCTOBEPHOCTD.,

MpeumywecTea

Bonbuwan 6a3a faHHbIX Pe3YNBTATOB, NOAYMEHHBIX YHACTHIKAMA
* BoicOKUI ypoBeHb yUacTua 03HaYAET, UTO Pasmep rpynn cPaBHEHNA MaKCUMANBHO ysenuuneaetca, obecneynsas, Takum o6pazom,
Hanuune joctatouHoro oGbema AaHHbIX N0 WUPOKOMY CHEKTPY NPUGOPOR K METOAOE.

MpocTbie u yaobHble oTueTsl

- MpocToli ogrocTpanuunblil popmaT oTuéTa no kaxgomy AHanuTy NO3BOMAST OLEHMBATL PE3YNbTATH C OAHOIO B3TMALA, SKOHOMA
ueHHoe spems naGoparopun.

» onoanuTtensHble oTYeTh no rpynne npubopos/nabopaTopuil NO3BONAKT NPOBOANTS cpa BHATENbHY K OLEHKY BCaX aHanuTuuecknx
cucTem 1 nabopatopuit, BXOAALWMK B rpynny.

+ WTorosble 0TYETEI N0 OKOHYAHMIO UMKNA CYMMUPYIOT PE3YALTATL OUEHKN 38 TERYWWI LKA B CRABHEHUN C PR3Y/LTATAMMA
NPEABIAYILETD UNKa, NO3BO/IAA BLIABIATL NMEHEHNA B YPOBHE KAYeCTBa 3a NPOROIKMTENIbHBIE NePUOLbI BREMEHN,

JkoHoMNHeCKan IPPEKTNBHOCTD

» Wnpokun crekTp Nporpamm, BKAYAWUX 0MLILON NEpeYeHb aHANUTOR N03BONAET COKPATUTL YNCTIO OTAENLHBIX TPOrpamm,
Tpebyembix AnA 0XBaTa BCero Balero MeHIo TeCTOB, 3KOHOMA BPEMA 11 CPeacTEa nafiopatopun.

» Hanuune anA paga nporpamm BapuaHTos C COKPaLEHHBIM NEPEUHEM aHANNTOR obecneqnaacT Gonbiwyio rnBKocTs U COOTBETCTENE
TpeboBanuam naGoparopuil pazHoro pasmepa 1 Blogxera.

+ BO3MOXHOCTD perucTpaumn 4o NATY NpUBapPOs Ha ofHy Nporpamy 663 AGNOAHUTENLHOM NAATH ANA NpoBegeHus ux
VHANBUAYANBHOW U CRABHWUTENBHOW OLLEHKIA.

Yacrota uccnepnosanuii

+ Hactoe nposegexue BOK no3ponset onepatuBHEs BHIABNATL DWWGKN B paBoTe TecT-cuctem u NPOBOAUTE KOPPEKTHPYIOUNE
ACUCTBUA, MUHUMK3UPYA NOCNEACTBIA A8 naBopaTtopun.

» KopoTKuia Lkn 06paboTKn PesynbTaToR - MeHee, uem 72 yaca Ans DONBIIMHCTBA OTYETOR NO3BONALT PAHLILE BBINONHUTL
HEOBXOMbIE KOPPEKTUPYIOUIUE AEACTRIA, YTO NOTEHUUANLHG CHIKAET KONMUBETEO MOBTORHbLIX aHaNM308 06PA3LOB NAUWNEHTOR
B Cyvae Bbiapnesun ownboxk B KK,

Bbicokoe kayecTeo o6pasuor
+ O6pasiibl, OXBaTHIBAKWME BCE KNMHMYECKI 3HAYMMbIE YPOBHU
HANUTOB NO3BONANT BIABMATL CABUIMM B KOHUEHTPAUWAX, NOMOTas
+ OBpasypl Yen0BEYECKOTO NPOUCKOMACHIA HE COTeP AT A0BAROK I
KOHCEPRAHTOB, BAVAIOWNX HA PE3YNbTaTH M3MEDEHWS, YEENUUMBAIOT
YBEPEHHOCTB B TOM, 4TO pesynbratol BOK ageksatHo oTpamaior 6
YPOBEHE NPABUNBHOCTI PE3YNbLTATOB AMA 00Pas OB NALMEHTOR,
= [lnst pAAa aHanuTos M NaPTWIA KOHTPOMBHBIX o0pasyos nporpambl
MO KAMHUYECKOW XU NPELOCTABAMIOTCA 3HAUGHMUA, NONYHEHHbE
pedepeHcHbIMY MeTogamA.

Bbicokas aBTOpUTETHOCTB

= Mporpammel RIQAS npusHaHb! HaLMOHANBHBIMU 1 MEMAYHADOAHBIMK
OpraHamii akKpeauTaLmnm No BCemy mupy.

= Ceprudukare RIQAS CBNAETENLCTBYIOT 06 yyacTuy B aBTOPUTETHON
cucteme BOK.




MPOrPAMMDI RIQAS

Mporpamma Ammuak/3tavon+ (Ammonia/Ethanol Program+) coyenxoi no yenu &

RO9164 (2 mn)
2 AnanvTa

EsemecayHan, rofosae

Annanak Sranon

Mporpamma AuTuTena Kk peyentopy TTI+ (Anti-TSH Receptor Program+) ¢ oyeuroii no yenu L.

RQ9174 {1 mn}
1 AHanuT
ExemecauHan, roforoe yaactiue

Anmiatena k peyentopy TTT {TRAB)

Mporpamma lasbi kpoBu (Blood Gas Program) c ouenroi no yenu 5

Subsequ nstruments
11 aHanurop
Ememecaytas, rojosoe yyactue

BrkapboHathl COZ06UR} K- nH
LCat+ MmioKasa Na+ pO2
e 3 Nawrar pCo2

Mporpamma MozroBoi HaTpuitypeTunyeckmii nentug+ (BNP Program+) couenxoi no yenu ﬂ

ROS165 (T mn)
anuT

SCAYHAH, MOoBOe yuacTue

Kapguonorunyeckas NMporpamma (Cardiac Program) coyeuxoii no yenu L

AHANUTOR
OGpasusi pas 82 Hepenw, 2 NORYIOAGBLIX LMKNA, FO0ROR yuacTie MEMECAYHAR, MGHOBOE yHacTHE

KpeatusrvHaza Obuan KE-MB (Macca) MuonoGius TponoHma T
KE-MB (AxTusnocTs) Tomoumnciany Tponaum

Kapawonoruueckas Pacwmpennas Mporpamma (Cardiac Plus Program) coyenxod no yenu L

RQ9190 (3 mn)
11 ananutor
EmemecauHasn, rogosoe yyactie

Kpearuhkmnsaza Obwan H-fvne CPB BLICOROUYBCTRATENLHBIA TpomoHmH |
EE-MB (Ak oot Hwrorcyns Muornobud Tpononkn T
KE-MB (htacea) Fossoumerent NT proBNP

Mporpamma CnuHOMOzroBas XugKoCTb+ (Cerebrospinal Fluid Program+) ¢ouenxoui no yenu l
ROQ9168 (3 mn)

7 ananuton

EMEI’ﬂECHHH-:'!H. roADBOe YYacTHe

Anvbymunn Tniokosa Hawrar Hatpuie
Xnopwie IgG Benok (Q6uyan)
5 = ANIKIE, TOTOBEN K #CNERbIOEAHING L = Mnadunusnpob e DHGETORLL AocTynHes 1onuen s nporparme 12135/ + = He akgpegaiosaim = Mo e yakn
2

%



MPOrPAMMbI RIQAS

Mporpamma Koarynauus (Coagulation Program) couenxoii no yenu L

RQ2135/a (1 mn)

3 AHANMTOB + 1 NMNOTHBIA aHanuT
{AYTE, MTE, TE, PrbprHe
EmemecruHan, rogos

RQ9135/b (1 mn)
Bee 16 aHanuToR + 1 IWNGTHBIA aHanMT

D-Nupapp*
WaxTop il
DakTop ¥
Pakrop Vil
ParTop VIl

WakTop 1¥
Dakrop X
Darop X
Baktop X
MnazmuHores

Fporeun €
Mpotenn 5

MNporpamma CO-okcumeTpus+ (CO-Oximetry Program-+) b

RQ177 (1.2 mn)
”El- BHIA AHANMIATO P

RQS177/A (1.2 mn)

AonoanuTencHee aHanMaaTops
ToB

af, TOADBOE YuacTHe

RapBokcuremarnotud (COHE / HBCO)
Neaokcnremornabnn (HHB)

Metremornoting (MetHb)
Copepxanve kucnoponal02cT)

Catypauma kncnopogom (502 / Vol 023
Qreuremornobun {0-2Hb / HBO?)

OBwMa remarnobiu (tHb

Mporpamma OHkomapkep CYFRA 21-1+ (CYFRA 21-1 Program+) L

RQIT75 (1 mn}
1 Auanwr
EemecsuHan, rogoBoe yHactue

CYFRA 21-1 {LimTokepatisk 19)

Mporpamma Lutokunsi+ (Cytokines Program+) L

RQ9195 (1 mn)

1 Anannt + 11 pilots
ExemecnuHas, r

BOE YYacTHe

AnuaspmanscHel daktop pocra (EGF)*

WHiepneisrnH - 4 (IL-41*

WHTepdepon ramma (INF-Y)*

CocyaMeThin 3HOTeRMANLHEA akTap

Wrreprieiikus — 1 anbda (L-1a)*
MHtepneikiad - 1 Sera {IL-1H)"
WHTepneiks - 2 (IL-21*

Wrrepnenkid - 6 (L-6
WHTepnenkaH - § {IL-8)
HTepnelinmm = 10 (IL-10)*

BENoK-XemoaTTPAKTAHT MOHOLMTOR -1
(MCP-11%
Bakiop Herposa onyxonk ansga | TNF-a)’

pocta (VEGF*

Mporpamma CO3+ (ESR Programme+) 5

RO9163 (4.5 mn)

1 Axanur
2 06pa3ua B KBapTan, rogosoe yHacTHe

CO3 (CropocTe oLeganls 3puTpaUnTos}

[lporpamma O6uwan knunuueckas xumua (General Clinical Chemistry Program) coy.uxoi n. yenu E

RQ9112/a (5 mn)
10 aHANWTOE + 4 NUAOTHBIX

RO9112/b (5 mn)
17 aHanWTOR + 4 NUAOTHEIX

RQ9112/c (5 mn)

Bee 52 Auaninra + 4 nunoTH

O6pa3siipl pas & 2 Hefleaw, 2 NONYIOAOBLIX LNKNE, FOROBOE YHECTHE, faHHbIE MO pedepeHcHbIM MeToaaMm

Kansugi (b |
Hnopige
Xoneciepin A : '
XonuHscTepasa rAporeHasa (LBH)
Kpmmmnaza_mm;aﬁ] DUHAIAHA®
Megs - Munasa 4
Kpearfinm SuTng
D-3-TmaporcubyTupar Marsui Tp‘umuuepunw
PLKD (pacierian ckopoe Boukaaan | Hmpaﬁmuuppnaﬂﬂuemupuw TIT
dntapar ) KMCAOTE (HIHK) HEC
| WpyRInIaMIH | Xonecieprum e NG ’M%\leau 5
Wﬂﬁpyﬁm {I'Ipmcw y T CeMonANLHOCT J rmcnora
f{:ﬂnﬂﬁ?gﬂﬂ“{@m i .II‘._EI;DH ‘mbpﬂ?lioprﬂmuecmm
Ll ok Kanui
ppeKIp i erasa | Beno (O

L = NMendannsnpopates: TMONETORRNA = Ror

5 = BAR0E, TOTOBRIE K PLNOABIOBRH I TYMEE! TOALKD B NPOTPanme RG9S * = ThanaTHbIN ke

t o He armpogaiogass

%
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MPOrPAMMbI RIQAS

Mporpamma MukosunuposaxHbiii remorno6un (Glycated Haemoglobin Program (HbA1c¢) L

C oyenkod no yenu

BOB YYyacTue

| TenornoGaH Alc OFlLi remornoGus -

Nporpamma lematonorus (Haematology Program) couenkod no yenu 5

RO9118 (2 mn) 40 (2mn)
ANTOR 11 aHanuTop
3Ll pas 8 2 Hegenu, 2 nonyrogoRuix LMKna, rofoBos y4yactve Exemecaynan, rogopoe YyacTHe
lematoxpur (HCT) CPeiiHAR KoHLEHTRALNA Temornofiuug B IpomGaure (PLT) Nevkauwin: (WEC)
[emornobum (His) spuTpounTe (IMCHC) Gospur (PCT)
Cpensee conep rererned B Cpegnai obuém aputpoywrna (MCY) JpuTpounten IRBC)
apuTpogrte (MCH) Cpegnni obvém TpombBona (MPY) Wipatana pacnpanensHtd spupountos (ROW)

Mporpamma Buoxumusa moun (Human Urine Program) couesxoii no yenu 'n

RQ9115 (10 mn}
25 aHanWToBaHanMToB06pasLB pas & 2 Hegenw, 2 NONyrogossix LUKNE, rofosos y4acri

ExememMcaunan, rofjosoe yuactve

ACR Kpeariuy Mal i KMauesnHa

ANbByrisH (M KpoanuhynH] Hedann QcmoannbHoCTL Movesan kucnora

Amanaza JnHS N Orcanar BarunummiHiansHan kucnota (VA
Kanbii Mnioxaza Dacdop (HeopraHuuackuii) S-TUBPORCHNHAORKIYKCYCHAA KNCNoTa
*nop MeTanedpun Kasiui {5-HIAA)

Mean Hoepanunedpud benok (06w

Kopimaon Hoprmeradedpun Harpuir

Mporpamma UmmyHoxumus (Immunoassay Program) coyenxoii no yenu L

RO%125/b {5 mn) 9 RO9130 (5 mn)
+ 2 MANOTHBIX 13 AHanuTa + 2 TURoTHLIX B WIOTHBIX Hafita + 2 nMnoTH
HKEMECAYHAR, TON0B0E YYacThe

O6pa3pl pas & 2 Hepgenu, 2 nNonyrofosbix WWKNa, TofoBoe yyacTe | 30)
AKTT Ar3A-cynudar 17-CH-Mporeciepou T4 {CeobogHh}
Ansda-beronpotenn (AOT1) AP IA HeRoHBIOFHPOEaHHBI IMapaueramon T4 106w}
AnbAucTapon Hurokcit Benobapturan lestosterone (CRoGogHLHAT
Aniiraiyan QeppuinH TR
AngpocTeHguo Ponar MNporecrepon
[-Z-Muspornotyiwe acr MponakTios Tupesrnobynui
CA125 Tenmasmuumn MNCA iCeobonubs) T
CA15-3 lopmoH pocTa MEA (OGumnt Banbnpoesan kucnora
CATa-g Xy Haparepronansm ropmon (111 BaHkaMULMH
KapGamazenm- IgE Canuuunatsl Buramm B12
P34 MHCyniE rcnr 1,25-(OH)2-Burasn D*
RopTiaon ThoTEoHM3UpYIoWMA TopMoH T3 (CeoGogHbim) 25-OH-Buramin D
C-nenrig 2CTPMIHGA T3 (ot

Mporpamma CneunanbHas UMMyHOXUMKA 1 (Immunoassay Specialty 1 Program) L
C oyeHkod ne yenu

RO59147 {2 mn)
9 aHanuTo

+ 1 NUAOTHBIA
ExemecAunan, rogos

1,25-(0H12-Burammn D* AHu-Tupeornodynm OoreoransLyy WIHCYnH
25-0OH-Burasun D Anti-THpeotepokoriaia NpokankUrTons
C-nentug HHcynuHonogobibi daktop pocta-1 Napampeouaibi Fopmoen

Mporpamma CneymnansHas UMMYHOXUMUA 2 (Immunoassay Specialty 2 Program) l.
C oyenkol no yenu

RQ9142 {1 mn}

5 aHANUTOR
Eemecnyn:

, MOACBEOE YYacTHE

KansuuronmH NpeanbUrToHH Penud (Mpamae anpegencine
Tactipun PenuH (AKTUEHOC TS B NNasme) KOHUBHTREL M)

ﬁ = HIIRLE, FOTTRKIE K WCTHD 30810 L = MuadamusnposaHkst:

bHEG B Eorpane RO9135/0 + = He akpegntosan o MO THER LR

“

B



MPOrPAMMbI RIQAS

Mporpamma UMmyHopenpeccauTbi+ (Immunosuppressant Program+) L

Lnknoenopi Ineponimyc j Claponmmyc. !t Takponirye /

Mporpamma Jiunuab (Lipid Program) couenrod no yenu '..

RQ9 n}
3 AHanwTa (Ha Buifop ua 7) Bce 7 AHanuTa
O6pa3ubl pas & 2 He <4 NONYrofgoselx UWKNA, FOJ0EDE yyacTie
ARcannunpoTain Al KonectepiH (Obiumn) Konectepud NMHN Tpuranyepuasi
Anomnnonporenn B Kenestapus JINBA MunonpoTeuns (al

Mporpamma MepuHatanbHbin ckpuHuHr (Maternal Screening Program) coyenxod no yenu L

Ememecaudan, rogopoe ynactue

Ansdia-beronpotent KPY {OGuyn) PAPR-A FCTPUON HEKOHBIOIUPOBANHRIN
CrotoaHeil B-Xry Pt A

Mporpamma HeoHatanbHbiii 6unupy6un+ (Neonatal Bilirubin Program+) !n

RQ9197 (3 mn)
2 Ananwta
Ewemecayudan, rofopos yqactie

BunupyGuH Mpamoin BunspyGus Oty

Mporpamma Ceponorus AHTu-SARS-CoV-2+ (Serology (Anti-SARS-CoV-2) Program+) ﬂ

RQY193 (0.5 mn)

lgG Ight CyrmmapHbie aHThTena

Mporpamma Ceponorus Bupyc Inwreitha-bapp+ (Serology (EBV) Program+) 5

RQ9153 {1 mn)
3 Auany

Ememecaynan [DBOR YHACTME, KONWYECTBEHHLIA W KaYecTEeHHbIe NbTathl

Anti-EBVVCA IgG Anti-EBMA lgG Anti-EBY VCA Ighi

Mporpamma Ceponorusa BUY+ (Serology (HIV-Hepatitis) Program+) B

RQ9151 (1.8 mn}
16 aHanmToR
EmeMECRYHAR, FOACBOE YHACTUE, KONNUECTBEHHBIA I KaUeCTBAHHbIE pe3yneTathi

AHTiiENE K LWTomer ANCENPYCY AHTHTONG ® ALCPHOMY AHTHI iy AuTurena k BNY-2 MOBepAHOCTHEW AHTHFEH BUpyCa
{CyninrapHbea) BUPYCA renatuta B lgh* Aurutena k BMY (Komtunwposamimiel renarura B (HBsAg)

AHTATENA K BupyCy renatdra A lght* AHTHTENA K @-aHTHISHY BV[IYCA TeliaTuTa AHTiTena K T-numdoTpenHomy supycy Anvared BHY P24*

AHTUTEN K BUPYCY FenaTiTa A B {Cyeanaaprpie HenoReKa |

(Cymamaphbie)* AHTUTERE K NOBSOXHGCTHOMY AHTHISHY AHTHTEnA K T-nmboTRonHoMy BUpYCY

AHTHTENA K AASPHOMY AHTUTEHY Brpyca renatita B (£ HLE yenoeeka Il
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RQ9129

GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME

PROGRAMME HEMOGLOBINE GLYQUEE (HbA1c)

PROGRAMMA EMOGLOBINA GLICATA (HbA1c)

PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbALc)
HEMOGLOBINA GLICADA (HbAlc) PROGRAMA

GLYCATED HAEMOGLOBIN (HbAlc) PROGRAM

PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1c)
CHUONG TRINH NGOAI KIEM (HbA1c)

GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI

RIQAS

ENGLISH
GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME: RQ9129

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the CHARACTERISTICS section
below. Please confirm that none of the vials are broken and notify your local Randox representative immediately if there are any discrepancies. Finally, please
log on to www.rigas.net to confirm the exact date on which you received this Kkit.

CHARACTERISTICS
The pack contains 6 vials of lyophilised 0.5 ml samples. The vials are labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

The samples are sealed under vacuum. Open the vial very carefully, avoiding any loss of material and reconstitute with an accurately measured 0.5ml volume
of freshly distilled water at +20°C to +25°C. Replace the sample bottle cap, swirl the bottle several times and leave to stand at room temperature for 15 minutes.
After 15 minutes, coat all surfaces of the bottle by rotating and inverting the bottle. Continue mixing until the solution is homogeneous and all lyophilised
material is reconstituted. Do not shake the vial. The reconstituted sample should be analysed within 2 days. Do not freeze the reconstituted samples. The
samples should be stored at 2 to 8°C when not in use.

NB. The reconstituted samples should be treated the same as patient samples. Depending on the method of analysis, they may require pre-
treatment (either on the analyser, or manually) in order to assay for HbAlc.

SAFETY

Potentially Biohazardous Material. The samples contain human blood. Human source material from which this product has been derived has been tested at
donor level for the Human Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B surface Antigen (HbsAg), and Hepatitis C Virus (HCV) antibody and
found to be NON-REACTIVE. FDA approved methods have been used to conduct these tests. However, since no method can offer complete assurance as to
the absence of infectious agents, this material and all patient samples should be handled as though capable of transmitting infectious diseases and disposed of
accordingly.

For IN VITRO use only, do not pipette by mouth, exercise the normal precautions required for handling laboratory reagents.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 hrs GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE gives insufficient time,
we suggest that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after the final date for the next sample.

GLYCATED HAEMOGLOBIN (HbA1c) PROGRAMME / PROGRAMME HEMOGLOBINE GLYQUEE (HbALc) /
PROGRAMMA EMOGLOBINA GLICATA (HbA1c) / PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbALc) /
HEMOGLOBINA GLICADA (HbAlc) PROGRAMA / GLYCATED HAEMOGLOBIN (HbA1c) PROGRAM /
PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1c) / CHPONG TRINH NGOAI KIEM (HbA1c)/
GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI

RETURN OF RESULTS / DATES de RETOUR / INVIO DEI RISULTATI/ ENVIO DE RESULTADOS
PLAN FOR INDSENDELSE AF / ZWROTU WYNIKOW / GU'I TRA KET QUA/ SONUG GONDERIM TARIHLERI / ODOSLANIE VYSLEDKOV

CYCLE 19A/ CICLO 19A/ RESULTATER 19A / CYKL 19A / CHU KY 19A / DONEM 19A / CYKLUS 19A

SAMPLE NO / ECHANTILLON NO,/ RECOMMENDED ANALYSIS DATE / DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE / *DATE LIMITE /

N. CAMPIONE / N° DE MUESTRA/  DATA DI ANALISI RACCOMANDATA / FECHA DE ANALISIS RECOMENDADA / * DATA FINALE / *FECHA FINAL /

AMOSTRA N°. / PR@VENR. / DATA RECOMENDADA PARA ANALISE / ANBEFALET ANALYSEDATO / * DATA FINAL / * SLUTDATO / SIDSTE DATO
PROV NR. / MAU SO ZALECANA DATA WYKONANIA OZNACZENIA / NGAY KHUYEN CAO PHAN TICH  * SLUTDATUM / * HAN CUOI GUI TRA KET QUA
ORNEK NO / C.VZORKY ONERILEN ANALIZ TARIiHi / ODPORUCANY DATUM ANALYZY *SON SONUG GONDERIM TARIHI /

*FINALNY DATUM

1 15.01.24 22.01.24
2 12.02.24 19.02.24
3 11.03.24 18.03.24
4 08.04.24 15.04.24
5 13.05.24 20.05.24
6 10.06.24 17.06.24

RAN D@X L 2
PROFICIENCY

TESTING
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RIQAS

FRANCAIS
PROGRAMME HEMOGLOBINE GLYQUEE (HbA1lc): RQ9129

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION:

Veuillez vérifier que 'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la section ci-dessous. De
plus assurez-vous qu'aucun des flacons ne soient brisés et en informer inmédiatement votre représentant Randox si cela est le cas. Enfin, il est nécessaire de se
connecter a www.rigas.net pour confirmer la date exacte a laquelle vous avez regu ce kit.

CARACTERISTIQUES:
Ce coffret contient 6 sérums lyophilisés en flacons de 0.5 ml, étiquetés 1 a 6.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS

Les flacons sont scellés sous vide. Ouvrir avec précaution le flacon en évitant toute perte de matériel et reconstituer avec 0.5 ml d'eau distillée a une température comprise
entre +20 et+ 25°C. Replacer le bouchon, agiter délicatement le flacon plusieurs fois et laisser reposer 15 minutes a température ambiante. Apres 15 minutes,
procéder a plusieurs retournements afin d'obtenir une solution homogeéne et s'assurer que tout le matériel lyophilisé soit dissout. Ne pas agiter le flacon. Une fois le
flacon reconstitué, I'analyse des parametres doit étre réalisée dans les deux jours. Ne pas congeler les échantillons reconstitués. Les échantillons doivent étre
conservés entre 2-8°C lorsqu'ils ne sont pas utilisés.

NB. Le contrdle reconstitué doit étre traité comme un échantillon patient. Le pré-traitement dépend de votre méthode d'analyse, se référer a votre
protocole.

SECURITE

Produit arisque biologique. Les échantillons contiennent du sang humain. Les donneurs du matériel source, dont ce produit a été dérivé, ont été testés pour la
présence d'anticorps de I'Human Immunodeficiency Virus (HIV 1, HIV 2), I'antigéne de surface de I'Hépatite B (HbsAg), et d'anticorps du virus de I'Hépatite C (HCV)
et ont été trouvés NEGATIFS. Ces tests ont été effectués par des méthodes approuvées par la FDA (US Food and Drug Administration).

Cependant, aucun test ne pouvant apporter une garantie totale sur le caractére non infectieux de ces produits, il est recommandé de les manipuler et de les détruire
selon les précautions requises pour tout matériel a risque biologique.

A usage IN VITRO exclusivement. Ne pas pipeter avec la bouche. Appliquer les précautions d'usage recommandées pour les manipulations des réactifs en
laboratoire.

* NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Département RIQAS au plus tard le lundi midi selon la DATE FINALE. Nous vous recommandons
d’analyser les échantillons quelques jours avant la date finale. Les résultats en retard ne seront pas acceptés apres la date finale de I'échantillon suivant. Vous
pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

ITALIANO
PROGRAMMA EMOGLOBINA GLICATA (HbA1lc): RQ9129

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione CARATTERISTICHE qui sotto.
Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci fossero delle discrepanze. Infine, si prega di accedere al
sito www.rigas.net per confermare la data esatta in cui si & ricevuto questo kit.

CARATTERISTICHE
La confezione contiene 6 fiale da 0.5 ml di campioni liofilizzati. Le fiale sono etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

| campioni sono stati sigillati sotto vuoto. Aprire la fiala con estrema cautela, evitando qualsiasi fuoriuscita di materiale e ricostituire con un volume accuratamente misurato di
0.5ml di acqua appena distillata a +20°C - +25°C. Richiudere avvitando il tappo della confezione, roteare il flacone piu volte e lasciare riposare a temperatura ambiente
per 15 minuti, passati i quali, ruotando e mettendo sottosopra il flacone, fare in modo che le superfici interne ne siano del tutto rivestite. Continuare a miscelare sino
a che la soluzione appaia omogenea e tutto il materiale liofilizzato sia ricostituito. Non agitare la fiala. Analizzare i vostri campioni entro 2 giorni dalla ricostituzione.
Non congelare i campioni ricostituiti. | campioni, se non utilizzati, devono essere conservatia 2 - 8 °C.

NB. | campioni ricostituiti dovrebbero essere trattati allo stesso modo di quelli dei pazienti. In base al metodo analitico, potrebbe essere richiesto un pre-
trattamento (o sull' analizzatore o manualmente) per poter effettuare la misurazione dell' HbAlc.

SICUREZZA

Materiale potenzialmente pericoloso. | campioni contengono sangue umano. Il materiale di origine umana dal quale deriva il prodotto & stato controllato,
relativamente al donatore, per I'eventuale presenza degli anticorpi da Virus da Immunodeficienza acquisita (HIV 1, HIV 2) , antigene di superficie dell'Epatite B
(HbsAg) ed anticorpi da virus dell'Epatite C(HCV) e trovato NON REATTIVO. Nell'esecuzione di tali prove sono stati utilizzati metodi approvati dall'FDA.
Comunque, dal momento che nessun metodo puo offrire la totale sicurezza dell'assenza di agenti infettivi, tale materiale ed i campioni dei pazienti devono essere
maneggiati come fossero in grado di trasmettere malattie infettive e quindi smaltiti di conseguenza.

Per I'esclusivo uso IN-VITRO, non pipettare con la bocca e mettere in atto le normali precauzioni richieste nel maneggiare reagenti di laboratorio.
* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 GMT dell’ ULTIMA DATA. Se la DATA RACCOMANDATA PER L’ANALISI non fornisce

tempo a sufficienza, suggeriamo di analizzare il campione prima per essere certi di rispettare la scadenza. Risultati in ritardo non saranno accettati dopo l'ultima
data del campione successivo.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912 R AN D X
Email: mail@rigas.com Website: www.randox.com
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RIQAS

ESPANOL
PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbAlc): RQ9129

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacion indicada en la seccién
"CARACTERISTICAS" que encontrara a continuacion. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su Representante
local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, Acceda a www.rigas.net para confirmar la fecha exacta en la que
recibi6 el kit.

CARACTERISTICAS
El paquete contiene 6 frascos de muestras liofilizadas de 0.5 ml. Las etiquetas de los frascos indican el nimero de muestra

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Las muestras estan selladas al vacio. Abrir el frasco con mucho cuidado, para evitar cualquier pérdida de material y reconstituir con una medida muy precisa de 0.5 ml
de agua destilada recientemente y conservada entre +20°C y +25°C. Remplace el tapén de la botella, reestandaricela varias veces a temperatura ambiente y déjela
reposar durante 15 minutos. Transcurridos los 15 minutos, recubra todas las superficies interiores de la botella rotandola e invirtiéndola. Continle mezclandola
hasta que la solucién esté homogénea y se haya reconstituido todo el material liofilizado. No agite el vial. Por favor, analice las muestras dentro de los 2 dias
posteriores a su reconstitucion. No congele las muestras reconstituidas. Las muestras deben refrigerarse a 2-8 °C cuando no estén en uso.

Nota. Las muestras reconstituidas deberian ser tratadas como las muestras de pacientes en el método de analisis pueder requerir pre-tratamiento
(en el autoanalizador, o manual) para informar sobre el porcentaje de HbAlc.

SEGURIDAD

Material potencialmente biopeligroso. Estas muestras contienen sangre humana. EL material Humano del que se deriva este producto, ha sido examinado
a nivel de donanante en cuanto a su reaccién frente a anticuerpos del Virus de la Inmunodeficiencia Humana (HIV 1, HIV 2) , frente al Antigeno de Superficie
de la Hepatitis B (HbsAg), y a Anticuerpos frente al Virus de la Hepatitis C (HCV) y se han encontrado NO-REACTIVOS., por métodos de ensayo aprobados
por la FDA. Sin embargo, dado que ninglin método de anélisis puede ofrecer completa certeza sobre la ausencia de agentes infecciosos, este material y todas
las muestras de pacientes, deberian se tratadas como potencialmente infecciosas y desechados de forma consecuente.

Par el uso exclusivo de IN VITRO, no pipetear con la boca. Ejercite las precauciones normales requeridas para tratar reactivos de laboratorio.

* NOTA IMPORTANTE: Los resultados deben arribar a RIQAS a las 17:00 horas GMT en la FECHA FINAL. Sila FECHA RECOMENDADA PARA
ANALISIS dada es insuficiente, le sugerimos que analice la muestra antes para asegurarse que la tenga lista en la fecha final. Los resultados tardios nos
seran aceptados después de la fecha final de la siguiente muestra.

PORTUGUES
HEMOGLOBINA GLICADA (HbA1lc) PROGRAMA: RQ9129

CONFIRMAGAO DAS CARACTERISTICAS DO KIT E DATA DE RECEPGAO ;
Agradecemos-lhe que confirme que recebeu o nimero correcto de amostras e que estas teém o aspecto descrito na seccdo CARACTERISTICAS deste
documento. Verifique também, se nenhum dos frascos estéa partido e notifique o seu representante local da Randox caso encontre alguma discrepancia.
Finalmente, aceda ao www.rigas.net para confirmar a data exacta em que recepcionou este kit.

CARACTERISTICAS
A embalagem contém 6 frascos de 0.5 ml de amostras liofilizadas. Os frascos encontram-se rotulados com o nimero de amostra.

PREPARACAO/CONSERVACAO/ESTABILIDADE DAS AMOSTRAS

As amostras sdo seladas sob vacuo. Abrir o frasco cuidadosamente, evitando perda de material e reconstituir com o volume preciso de 0.5 ml de 4gua destilada de
+20°C a +25°C. Colocar a tampa no frasco, rodar suavemente o frasco varias vezes e deixar em repouso a temperatura ambiente por 15 minutes. Depois de 15
minutos, molhar a superficie do frasco rodando-o e invertendo-o. Continuar a misturar até que a solucéo esteja homogénea e todo o material liofilizado esteja
reconstituido. Nao agitar o frasco. Por favor analise as suas amostras dentro de 2 dias apds reconstituigdo. Nado congelar as amostras reconstituidas. As
amostras devem ser conservadas de 2-8 °C quando néo estdo a ser usadas.

NB. As amostras reconstituidas devem ser tratadas da mesma forma que as amostras de doentes. Dependendo de método de andlise, podem
requerer pré-tratamento (tanto no analisador como manualmente) para ensaiar a HbAlc.

SEGURANGA
Material potencialmente nocivo biolégicamente. As amostras contém sangue humano. A fonte humana de onde este produto foi obtido foi testada ao nivel
do dador quanto ao anticorpo do Virus da Imunodeficiéncia Humana (HIV 1, HIV 2), Antigénio de superficie Hepatite B (HbsAg), e anticorpo do Virus da
Hepatite C (HCV) e detectou-se ser NAO -REACTIVO Foram usados métodos aprovados pela FDA para conduzir estes testes. No entanto, uma vez que
nenhum método pode oferecer garantia total quanto a auséncia de agentes infecciosos, este material, bem como as amostras de doentes, devem ser
manuseados como sendo capazes de transmitir doengas infecciosas.

Para utilizagéo exclusiva IN VITRO, nédo pipetar com a boca, respeitar as precaucdes normais necessarias para manuseamento de reagentes de laboratdrio.
* NOTA IMPORTANTE: Os resultados devem chegar ao RIQAS na DATA FINAL até as 17 horas, GMT. Se a DATA RECOMENDADA PARA ANALISE nio

permitir tempo suficiente para o envio, sugere-se que a amostra seja ensaiada antecipadamente, de forma a garantir o cumprimento do prazo final. Os
resultados em atraso nédo seréo aceites apés a data final da amostra seguinte.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912 R AN D X
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

DANSK
GLYCATED HAEMOGLOBIN (HbAlc) PROGRAM: RQ9129

BEKRAFTELSE PA KIT KARAKTERISTIKA OG MODTAGELSESDATO

Du bedes kontrollere at det korrekte antal af prgver er tilstede i kittet og at preverne ser ud som beskrevet i KARAKTERISTIKA-afsnittet nedenfor. Kontroller
venligst at alle flasker er intakte og kontakt straks din lokale Randox repraesentant, hvis der er uoverensstemmelser. Endelig, s bedes du logge pa
www.rigas.net og bekreefte datoen, hvor du modtog dette Kit.

KARAKTERISTIKA
Pakningen indeholder 6 rar med 0.5 ml frysetgrrede prgver. Rgrene er maerket med prgvenummer.

FORBEREDELSE/OPBEVARING/STABILITET AF PRGVER

Prgverne er forseglede under vacuum. Raret &bnes meget forsigtigt for at undga spild af materialet, og indholdet oplgses med praecis 0.5 ml redestilleret vand ved
+20°C til +25°C. Seet flaskelaget pa igen, mix flasken flere gange pa whirlymixer og lad sta ved rumtemperatur i 15 minuter. Efter 15 minuter, skab beleegning pa
alle overflader i flasken ved at rotere og vende flasken rundt. Fortsaet med at mixe indtil oplgsningen er homogen og alt lyofiliseret materiale er rekonstitueret.
Flasken ma ikke rystes. Jeres prover ber analyseres indenfor 2 dage efter genoplgsning. Rekonstituerede prgver ma ikke fryses. As amostras devem ser
conservadas de 2-8 °C quando ndo estédo a ser usadas.

NB. De rekonstituerede pragver ber behandles pd samme made som patientprever. Afhaengigt af analysemetoden kan de behgve for-behandling
(enten pa analyseren, eller manuelt) for at kunne testes for HbAlc.

SIKKERHED

Potentielt Biohazard Materiale. Prgverne indeholder humant blod. Det humane kildemateriale, som dette product er udviklet fra, er blevet testet pa donor
niveau for Human Immunodeficiency Virus (HIV 1, HIV 2) antistof, Hepatitis B overflade Antigen (HbsAg) og Hepatitis C Virus (HCV) antistof og fundet at vaere
IKKE-REAKTIVT. FDA godkendte metoder er blevet anvendt til at udfgre disse tests. Bemeerk dog, at siden ingen metode kan give fuldsteendig sikkerhed for
fraveeret af infektigse agenter, sd ber dette materiale og alle patientpraver handteres som om de er smittefarlige og bortkastet korrekt efter endt brug.

Til IN VITRO brug, undg& mund-pipettering, udvis normale forholdsregler for handtering af laboratoriereagenser.

*VIGTIG NOTE: Resultaterne skal veere RIQAS i haende senest kl. 17.00 GMT p& datoen for SENESTE FRIST. Hvis den ANBEFALEDE ANALYSEDATO
ikke muligger overholdelsen af dette, anbefaler vi at praven analyseres fgr denne dato for at sikre at deadline overholdes. Forsinkede resultater vil ikke blive
accepteret efter slutdatoen for den naeste prave.

POLSKI
PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1lc) : RQ9129

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ prébek i Panstwa prébki wygladaja tak, jak w podanej ponizej CHARAKTERYSTYCE.
Prosimy o potwierdzenie, ze zadna z prébek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne zgtoszenie tego lokalnemu
przedstawicielowi.

Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia doktadnej daty otrzymania zestawu.

CHARAKTERYSTYKA
Opakowanie zawiera 6 fiolek prébek liofilizowanych po 0.5 ml. Fiolki sg oznakowane numerem prébki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Probki sg zamkniete metodg prézniowa. Otworzyé¢ fiolke bardzo ostroznie, unikajgc utraty materiatu i rekonstytuowa¢ w doktadnie odmierzonej objetosci 0.5 ml
$wiezo destylowanej wody w temperaturze od +20 do +25°C. Zamknag¢ fiolke korkiem, zamieszac kilka razy i pozostawi¢ na 15 minut w temperaturze
pokojowej. Po 15 minutach pokryé wszystkie powierzchnie butelki poprzez obracanie i odwracanie butelki. Kontynuowa¢ mieszanie dopoki roztwdr nie bedzie
jednorodny i catkowicie rozpuszczony caty materiat liofilizowany. Nie wstrzgsac fiolkg. Prosimy wykona¢ oznaczenie nie p6zniej niz w ciggu dwdéch dni od
przygotowania materiatu. Nie zamrazac¢ zrekonstytuowanej prébki. Probki, kiedy nie sg w uzyciu powinny byé przechowywane w temperaturze 2-8 °C.

UWAGA. Zrekonstytuowane probki zaleca sie traktowac tak samo jak materiat pobrany od pacjentéw. W zaleznosci od metody oznaczania prébek,
moze by¢ wymagane wstepne przygotowanie probki (przy uzyciu analizatora bagdz manualnie) w celu oznaczenia HbA1c.

BEZPIECZENSTWO

Materiat potencjalnie szkodliwy biologicznie. Probki zawierajg krew ludzka. Materiaty pochodzenia ludzkiego, z ktérych pochodzi ten produkt, byty badane
pod wzgledem obecnosci przeciwciat przeciwko wirusowi ludzkiego niedoboru odpornosci (HIV 1, HIV 2), antygenu powierzchniowego wirusa zapalenia
watroby typu B (Hbs Ag) oraz przeciwciat przeciwko wirusowi zapalenia watroby typu (HCV) i zostaty uznane za NIE-REAKTYWNE. W celu przeprowadzenia
tych testéw zastosowano metody zatwierdzone przez FDA. Poniewaz zadna metoda nie daje catkowitej pewnosci nieobecnosci czynnikéw zakaznych, dlatego
ten materiat i wszystkie probki od pacjentéw powinny by¢ traktowane jako potencjalne zrédto choréb zakaznych i usuwane w odpowiedni sposéb.

Tylko do IN VITRO, nie pipetowa¢ ustami, zachowac¢ ostrozno$¢ wymagana przy uzywaniu odczynnikéw laboratoryjnych.
* UWAGA: Wyniki muszg dotrze¢ do RIQAS do godziny 17:00 czasu GMT w dniu DATY FINALNEJ. Jezeli ZALECANA DATA OZNACZENIA jest zbyt

pdzna, sugeruje sie przeprowadzenie wczesniejszej analizy, aby uzyskac czas na przestanie wynikéw. Spdznione wyniki przestane po dacie finalnej nastepne;j
probki nie zostang przyjete.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

TIENG VIET
CHUONG TRINH NGOAI KIEM HbA1c: RQ9129

XAC NHAN VE NHI'NG DAC TiNH MAU VA NGAY NHAN .

Xin vui long xac nhan ring ban da nhan dung va day di s6 luong mau, nhirtng mau dé dwoc md ta nhuw phan “DAC TINH” dwéi day. Xin vui long xac nhan khéng
¢6 lp mau nao bi v&r hoic hu héng va théng bao ngay cho dai dién ctia hdng Randox tai dia phwong ctia ban néu c6 sai léch. Sau cung, xin vui long dang nhap
vao www.rigas.net dé xac nhan thei gian chinh xac ma ban da nhan bo mau nay.

DAC PIEM
1 hop bao gdm 6 lo mau dang déng kho, méi lo 0.5 ml (6 x 0.5 ml) dwoc danh sb the tw tiv 1-6 theo s6 thér tw mau phan tich

CHUAN BI/BAO QUAN/BO BEN CUA MAU

Lo mau dwoc déng nap chan khdng. M@ ndp lo can than tranh lam that thoat, pha loang véi chinh xac 0.5ml nwéc cét hai lan & +20°C - +25°C. Day nap cao
su va lac nhe nhang sau d6 dé& mau yén & nhiét do phong trong 15 phut. Sau 15 phut, dao déu lo miu d& mau hoa tan hoan toan tao dung dich déng nhét. Chu
y khdng dwoc lac manh. Khuyén cao phan tich mau trong vong 2 ngay sau khi hoan nguyén.. Khéng dwoc ddng lanh mau da hoan nguyén. Nhirng mau nay
nén dwoc bao quan & nhiét do 2-8 °C khi chwa st dung

Chu y: Mau phan tich sau khi hoan nguyén duoc x& Iy giéng nhu mau bénh nhan. Tly thudc vao phuong phap phén tich, mau co thé phai tién x Iy (ly gidi
hong cau) trwéc khi phan tich HbA1c

DO AN TOAN
C6 kha nang déc hai vé sinh hoc. Mau chira thanh phan tir mau nguoi va déu duoc kiém tra am tinh voi HIV-1, HIV-2, HCV, HbsAg theo phwong phap duoc
FDA chirng nhan. Tuy nhién d& bdo dam an toan tuyét ddi nén mau nay nén dwoc xt ly nhw mau bénh nhan @é tranh lay nhiém.

Chi dung cho phan tich trong édng nghiém. Khéng dwoc hit mau bing miéng. Tuan thi cac khuyén céo théng thwéng yéu clu trong quy trinh x& ly hoa chét
phong xét nghiém.

LUU Y QUAN TRONG:

Két qué phan tich phai duwoc goi dén cho RIQAS trwéc 17:00 GMT ngay han chét guri tra két qua. Phong xét nghiém nén phan tich mau sém trwéc ngay
khuyen cao phan tich mau néu can d& dam bao thdi gian givi tra két qua. Két qua phan tich tré s& khong dwoc chap nhan sau han chét givi tra két qua cua
mAu tiép theo.

TURKGE
GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI : RQ9129

KIT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI . _

Litfen dogru sayida 6rnegin bulundugunu ve érneklerin gériinuslerinin asagida OZELLIKLER bélimunde belirtildigi gibi oldugunu dogrulayiniz. Liitfen
siselerden hig birinin kirik olmadigini dogrulayiniz ve eger herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz. Son olarak, lutfen
www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Paket; 6 sise 0.5 ml'lik liyofilize 6rnekten olusmaktadir. Siseler, 6rnek numaralariyla etiketlenmistir.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Ornekler vakumlanarak ambalajlanmistir. Siseyi, herhangi bir materyal kaybi olmayacak sekilde dikkatlice aginiz ve kalibre edilmis bir pipetle tam 0.5 ml'lik
hacimde taze distile su ile +20°C- +25°C’de sulandiriniz. Plastik kapadi yerlestiriniz, siseyi kapatiniz, siseyi bir ka¢ kez alt Ust ediniz ve 15 dakika oda Isisinda
bekletiniz. 15 dakika sonra, distile suyun tim yuzeylerle temasini saglamak igin siseyi hafifge ceviriniz ve alt st ediniz. Soliisyon homojen hale gelinceye ve
liyofilize materyal tamamen ¢ozlinene kadar karistirmaya devam ediniz. Siseyi hafif¢e alt-ist ederek liyofilize materyalin tamamen ¢ézlindiiglinden emin
olunuz. Calkalamayiniz. Litfen, érnegi ¢ézdiikten sonraki 2 giin igerisinde ¢alisiniz. Céziinmiis érnekleri dondurmayiniz. Ornekler kullaniimadigi zaman 2-
8°C’de muhafaza edilmelidir.

NOT. Coziinmiis orneklere, hasta 6rnekleriyle ayni sekilde muamele edilmelidir. Analiz metoduna bagh olarak HbA1c analizi igin 6rneklere dn-iglem
gerekebilir (analizor Gzerinde veya manuel).

GUVENLIK

Potansiyel olarak biyolojik tehlikeli madde. Ornekler insan kani igerir. Bu iriiniin elde edildigi insan kaynakli materyal donor seviyesinde insan immiinyetmezlik
Virisii (HIV 1, HIV 2) antikoru, Hepatit B yiizey Antijeni (HbsAg), ve Hepatit C Viriis (HCV) antikoru agisindan test edilmis ve NON-REAKTIF olarak
bulunmustur. Bu testler icin FDA onayli metotlar kullaniimistir. Fakat yine de, hi¢ bir metot enfeksiyon ajanlarinin yoklugu icin tam garanti vermediginden bu
materyal ve tim hasta 6rnekleri muhtemel enfeksiyon hastaligi tasiyicisi varsayilarak galisiimali ve uygun sekilde atiga génderilmelidir.

Sadece IN VITRO kullanim igindir. Agizla pipetleme yapmayiniz. Laboratuvar reaktiflerinin rneklenmesi igin gerekli normal énlemleri uygulayiniz.

* ONEMLI NOT: Sonuglar, RIQAS’a SON SONUG GONDERIM TARIHI’nde saat 17:00'de ulasmis olmalidir.Eger ONERILEN ANALIZ TARIHI sizin icin uygun
degilse, sonug gdnderim tarihine yetismesi icin igin 6rnedi daha erken analiz etmenizi 6neririz. Ge¢ sonuglar, bir sonraki 6rnegin son sonug¢ génderim tarihi
sonrasinda kabul ediimeyecektir.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

SLOVENSKY
GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME: RQ9129

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte doruc¢enie spravneho &isla vzorky a potvrdte, ¢i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii niz$ie. Prosim potvrdte, Ze Ziadne
flasticky nie su rozbité, v opacnom pripade okamzite kontaktuje svojho obchodného zastupcu. Po prihlaseni na www.rigas.net potvrdte a zadajte presny datum,
kedy Vam bol kit doruceny.

CHARAKTERISTIKA
Balenie obsahuje 6 flasti¢iek lyofilizovanych 0.5 ml vzoriek. Flasticky su oznacené ¢islom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Frasticka je vakuovo uzatvorend. Otvorte flastiCku velmi opatrne, vyhnite sa stratdm materialu a pouzitim nakalibrovanej pipety rekonstitujte presne 0.5 ml
objemu cerstvo destilovanej vody pri teplote +20°C to +25°C. Zatvorte flasticku, niekolko krat jemne premies$ajte a nechajte odstat pri izbovej teplote 15 mindt.
Po 15 minatach vytvorené vrstvy odstrarite rotaciou a prevracanim flasticky. Pokracujte v mieSani kym nebude roztok homogénny a vsetok lyofilizovany
material rekonstituovany. Netraste flastiCkou. Vzorky analyzujze do 2 dni po rekonétiticii. Rekonstituované vzorky nezamrazujte. Vzorky skladuijte pri teplote
2-8°C.

Poznamka: So vzorkami zaobchadzajte rovnakym spésobom ako s pacientskymi vzorkami. V zavislosti od metody analyzy, méze byt pozadovana
Gprava vzoriek (analyzatorom alebo manualne).

BEZPECNOST

Potencialne nebezpecny material. Vzorky obsahuju fudsku krv. Material fudského povodu, ktory bol testovany na HIV (HIV 1 a HIV2) protilatky, HBsAg a
hepatitidu C (HCV) a bol NEREAKTIVNY. AvSak Ziadna metéda nedokaze zabezpecit’ absolutnu istotu pri detekcii, preto s tymto materialom a vSetkymi
pacienstkymi vzorkami by sa malo zaobchadzat ako by boli schopné prenasat infekéné ochorenie.

Iba na IN VITRO pouZitie, nepipetujte Ustami, vykonajte bezné bezpecnostné opatrenia vyzadované pri laboratérnych postupoch.

* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY neposkytuje
dostatoény ¢as, odporu¢ame analyzu vzorky skor, aby sa zabezpedilo dodrzanie terminu. Vysledky prijaté po finalnom termine nebudu akceptované.

Sep 2023

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
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RQ9159

IMMUNOSUPPRESSANT PROGRAMME
PROGRAMME IMUNOSSUPRESSEUR
PROGRAMA IMUNOSSUPRESORES

PROGRAMA DE INMUNOSUPRESORES
PROGRAMMA IMMUNOSOPPRESSORI

PROGRAM LEKI IMMUNOSUPRESYJNE

CHUONG TRINH NGOAI KIEM (’'C CHE MIEN DICH
Tdsunss IMMUNOSUPPRESSANT

SRBEINRIFIT A
IMMUNOSUPRESANLAR PROGRAMI

RIQAS

ENGLISH
IMMUNOSUPPRESSANT PROGRAMME: RQ9159

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the CHARACTERISTICS section below. Please
confirm that none of the vials are broken and notify your local Randox representative immediately if there are any discrepancies. Finally, please log on to www.rigas.net to
confirm the exact date on which you received this kit.

CHARACTERISTICS
The pack contains 6 vials of lyophilised material (6 x 2 ml). The vials are labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

The samples are sealed under vacuum. Open the vial very carefully, avoiding any loss of material and using a calibrated pipette reconstitute with an accurately measured 2 ml
volume of freshly double distilled water at +20°C to +25°C. Replace the rubber stopper and ensure that samples are dissolved completely by swirling gently (ideally place on a
roller for half an hour prior to analysis). Do not shake the vials. We recommend that the samples are run immediately following full reconstitution. The samples should be
treated in the same way as patient samples.

SAFETY

Warning: Potentially Biohazardous Material

Human source material from which this product has been derived has been tested at donor level for the Human Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B
surface Antigen (HbsAg), and Hepatitis C Virus (HCV) antibody and found to be NON-REACTIVE. FDA approved methods have been used to conduct these tests. However,
since no method can offer complete assurance as to the absence of infectious agents, this material and all patient samples should be handled as though capable of transmitting
infectious diseases and disposed of accordingly.

For IN VITRO use only. Do not pipette by mouth. Exercise the normal precautions required for handling laboratory reagents.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 hrs GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE gives insufficient time, we suggest
that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after the final date for the next sample.

IMMUNOSUPPRESSANT PROGRAMME/ PROGRAMME IMUNOSSUPRESSEUR / PROGRAMA IMUNOSSUPRESORES /
PROGRAMA DE INMUNOSUPRESORES / PROGRAMMA IMMUNOSOPPRESSORI / PROGRAM LEKI IMMUNOSUPRESYJNE

Tus1n33 IMMUNOSUPPRESSANT / CHUGNG TRINH NGOAI KIEM UC CHE MIEN DICH / $af&miil5it %] / IMMUNOSUPRESANLAR PROGRAMI

RETURN OF RESULTS / RETOUR DES RESULTATS / INVIO DEI RISULTATI/ ENVIO DE RESULTADOS / RETORNO DOS RESULTADOS/
PRZESYLANIE WYNIKOW / [Fl 455 / GUI TRA KET QUA / SONUG GONDERIM TARIHLERI / ODOSLANIE VYSLEDKOV

CYCLE 8B/ CICLO 8B/ CYKL 8B / 2[4 4L/ 8B / CHU KY 8B / DONEM 8B / CYKLUS 8B

SAMPLE NO / ECHANTILLON NO./  RECOMMENDED ANALYSIS DATE/ DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE/ *DATE LIMITE/
N. CAMPIONE / N° DE MUESTRA / DATA DI ANALISI RACCOMANDATA/ FECHA DE ANALISIS RECOMENDADA/ * DATA FINALE/ *FECHA FINAL/
AMOSTRA N°. / NR PROBKI / ZALECANA DATA WYKONANIA OZNACZENIA/ HE#E 53 Hr H A / * DATA KONCOWA/ *#% % [
FESS 1 daegeasian / MAU SO/ Sufuusilivinisiianzsk / NGAY KHUYEN CAO PHAN TiCH / * Jugavinauasnsgonanau /
ORNEK NO / C. VZORKY ONERILEN CALISMA TARIHI / ODPORUCANY DATUM ANALYZY *HAN CUOI GUI TRA KET QUA

*SON SONUG GONDERIM
TARIHI / *FINALNY TERMIN

7 11.09.23 18.09.23
8 09.10.23 16.10.23
9 13.11.23 20.11.23
10 11.12.23 18.12.23
11 15.01.24 22.01.24
12 12.02.24 19.02.24

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

FRANCAIS
PROGRAMME IMUNOSSUPRESSEUR: RQ9159

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION:

Veuillez vérifier que I'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la section ci-
dessous. De plus assurez-vous qu'aucun des flacons ne soient brisés et en informer immédiatement votre représentant Randox si cela est le cas.
Enfin, il est nécessaire de se connecter a www.rigas.net pour confirmer la date exacte a laquelle vous avez regu ce Kkit.

CARACTERISTIQUE
Le coffret est composé de 6 flacons de matériel lyophilisé (6 x 2 ml). Le numéro de I'échantillon est indiqué sur I'étiquette du flacon.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS

Les échantillons sont scellés sous vide. Ouvrir le flacon avec précaution, pour éviter la perte de matériel. Utiliser une pipette étalonnée, et mesurer 2 ml
avec précision d'eau bidistillée entre +20 et+25°C. Replacer le bouchon en caoutchouc et s'assurer que les échantillons sont dissous complétement en
procédant par retournements succéssifs (idéalement, placer sur un rouleau pendant une demi-heure avant I'analyse). Ne pas secouer les flacons. Nous
vous recommandons d’analyser les échantillons immédiatement aprés le temps de reconstitution. Les échantillons doivent étre traités comme vos
échantillons patients.

SECURITE

Produit a risque biologique

Ce matériel d’origine humaine, dont les donneurs ont été testés pour la présence d'anticorps de “I'Human Immunodeficiency Virus” (HIV 1, HIV 2),
I'antigéne de surface de I'Hépatite B (HbsAg), et d'anticorps du virus de I'Hépatite C (HCV) et ont été trouvés négatifs. Ces tests ont été effectués par
des méthodes approuvées par la FDA (US Food and Drug Administration). Cependant, aucun test ne pouvant apporter une garantie totale sur le caractére
non infectieux de ces produit.

Réservé uniquement pour un usage IN VITRO. Ne pas pipeter a la bouche. Respecter les précautions d’usage pour la manipulation des réactifs de
laboratoire.

* NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Département RIQAS au plus tard le lundi midi selon la DATE FINALE. Nous vous
recommandons d’analyser les échantillons quelques jours avant cette date finale. Les résultats en retard ne seront pas acceptés apres la date finale de
I’échantillon suivant. Vous pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

PORTUGUES
PROGRAMA IMUNOSSUPRESORES: RQ9159

CONFIRMA(;AO DAS CARACTERISTICAS DO KIT E DATA DE RECEPCAO .
Agradecemos-lhe que confirme que recebeu o nimero correcto de amostras e que estas teém o aspecto descrito na secgdo CARACTERISTICAS
deste documento. Verifigue também, se nenhum dos frascos esta partido e notifiqgue o seu representante local da Randox caso encontre alguma
discrepéancia. Finalmente, aceda ao www.rigas.net para confirmar a data exacta em que recepcionou este Kkit.

CARACTERISTICAS
O Kit contém 6 frascos com material liofilizado (6 x 2 ml). Os frascos estéo rotulados com o nimero da amostra.

PREPARACAO/CONSERVACAO/ESTABILIDADE DAS AMOSTRAS

As amostras encontram-se fechadas em vacuo. Abra o frasco cuidadosamente, evitando perdas de material e, usamdo uma pipeta calibrada, reconstitua com
a exactamente 2 ml de agua recentemente destilada a +20°C- +25°C. Reponha a rolha de borracha e dissolva completamente o material agitando
suavemente ( pode colocar os frascos no agitador durante 30 minutos antes da analise).Recomendamos que faga os testes imediatamente apés a
reconstituicdo. As amostras devem ser tratadas da mesma forma que as amostras dos doentes.

SEGURANCA
Aviso: material com potencial risco biolégico

O material de origem humana usado, foi testado ao nivel do dador para os virus HIV 1 e HIV 2 , assim como para HbsAg e HCV. Os métodos usados
para efectuar estes testes tém a aprovacéo do FDA, contudo e uma vez que nenhum método pode garantir totalmente a auséncia de agentes infecciosos,
este material deve ser tratado como potencialmente perigoso e eliminado respeitando as boas praticas laboratoriais.

Apenas para IN VITRO. N&o pipete com a boca e respeite as Boas Praticas Laboratoriais para 0 manuseamente de material potencialmente contaminado.
* NOTA IMPORTANTE: Os resultados tém de chegar ao RIQAS até as 17:00 hr GMT na DATA FINAL. Se a DATA RECOMENDADA PARA

ANALISE n&o der tempo suficiente, sugerimos que a amostra seja analisada mais cedo para garantir o cumprimento da data limite. Resultados
atrasados néo serdo aceites depois a data final da amostra seguinte.

ESPANOL
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PROGRAMA DE INMUNOSUPPRESORES: RQ9159

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacion indicada en la seccion
"CARACTERISTICAS" que encontrara a continuacién. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su
Representante local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, Acceda a www.rigas.net para confirmar la
fecha exacta en la que recibi6 el kit.

CARACTERISTICAS
El paquete contiene 6 frascos de muestras liofilizadas (6 x 2 ml). Los frascos estan marcados con el nimero de la muestra.

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Las muestras estan cerradas al vacio. Abrir el frasco con mucho cuidado, para evitar cualquier pérdida de material y reconstituir con exactamente 2 ml de agua
destilada obtenida recientemente y conservada entre +20°C y +25°C. Volver a colocar el tap6n de goma para cerrar el frasco y asegurarse de que los
componentes liofilizados estén completamente disueltos girando el frasco suavemente (idealmente debe ponerlos en una maquina girador durante media
hora antes de analizar). No agitar los frascos. Recomendamos que se analice las muestras inmediatamente después de reconstitucion. Debe manejar
las muestras en la misma manera que las muestras de pacientes.

SEGURIDAD

Advertencia: Material Potencialmente Biopeligroso

El material de base humana de donde vienen estas muestras ha sido analizado, siendo negativo para anticuerpos HIV 1, HIV 2, HbsAg y HCV. Hemos
usado métodos aprobados por la FDA para realizar estas pruebas. Sin embargo, ya que ningin método pueda ofrecer una seguridad completa en
cuanto a la ausencia de agentes infecciosos, se debe manejar este material y las muestras de pacientes como si fueran capaces de transmitir
enfermedades infecciosas y debe tirarlos de manera apropiada.

Solo para IN VITRO. No pipetear con la boca. Debe seguir las precauciones normales para el manejo de reactivos de laboratorio.

* NOTA IMPORTANTE: Los resultados deben arribar a RIQAS a las 17:00 horas GMT en la FECHA FINAL. Si la FECHA RECOMENDADA PARA
ANALISIS dada es insuficiente, le sugerimos que analice la muestra antes para asegurarse que la tenga lista en la fecha final. Los resultados tardios
nos seran aceptados después de la fecha final de la siguiente muestra.

ITALIANO
PROGRAMMA IMMUNOSUPPRESSORI: RQ9159

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione CARATTERISTICHE
qui sotto. Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci fossero delle discrepanze. Infine,
si prega di accedere al sito www.rigas.net per confermare la data esatta in cui si € ricevuto questo Kkit.

CARATTERISTICHE
Il pacco contiene 6 fiale di materiale liofilo (6 x 2 ml). Le fiale sono etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

I campioni sono chiusi sottovuoto. Aprire la fiala con estrema cautela, evitando qualsiasi perdita di materiale e usando una pipetta calibrata ricostituire con un
volume accuratamente misurato di 2 ml di acqua appena bidistillata a +20°C to +25°C. Rimettere il tappo di gomma e assicurarsi che i campioni siano dissolti
completamente agitando delicatamente (I'ideale sarebbe utilizzare un agitatore per mezz'ora prima dell'analisi). Raccomandiamo di dosare i campioni
immediatamente dopo la ricostituzione. | campioni devono essere trattati nello stesso modo in cui vengono trattati i campioni di pazienti.

SICUREZZA
Attenzione:materiale potenzialmente pericoloso

Il materiale di origine umana da cui & derivato questo prodotto € stato testato sui donatori, e ha dato ESITO NEGATIVO, per I'anticorpo del virus da
Immunodeficienza Umana (HIV 1, HIV 2), per I'Antigene di Superficie del virus dell’Epatite B (HbsAg), e per I'anticorpo del virus dell’Epatite C (HCV). Per
questi test sono stati usati metodi approvati dal’FDA.

Poiché nessun metodo di indagine puo dare assoluta garanzia di assenza di questi agenti infettivi, si raccomanda di trattare e smaltire il prodotto e tutti i
campioni dei pazienti con cautela.

Solo per uso IN VITRO. Non utilizzare pipette a bocca. Utilizzare le normali precauzioni necessarie per la manipolazione di reagenti di laboratorio.
* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 GMT dell’ ULTIMA DATA. Se la DATA RACCOMANDATA PER L’ANALISI

non fornisce tempo a sufficienza, suggeriamo di analizzare il campione prima per essere certi di rispettare la scadenza. Risultati in ritardo non saranno
accettati dopo I'ultima data del campione successivo.

POLSKI
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PROGRAM LEKI IMMUNSUPRESYJNE: RQ 9159

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ prébek i Panstwa probki wygladaja tak, jak w podanej ponizej CHARAKTERYSTYCE.
Prosimy o potwierdzenie, ze zadna z prébek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne zgtoszenie tego lokalnemu
przedstawicielowi.

Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia doktadnej daty otrzymania zestawu.

CHARAKTERYSTYKA
Opakowanie zawiera 6 fiolki prébek liofilizowanych (6 x 2 ml). Fiolki s oznakowane numerem probki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Probki sg zamkniete metodg prozniowg. Otworzyé¢ fiolke bardzo ostroznie, unikajgc utraty materiatu i rekonstytuowa¢ w doktadnie odmierzonej objetosci 2 ml
$wiezo podwdjnie destylowanej wodzie w temperaturze od +20 do +25°C.Umiesci¢ gumowy korek i upewni¢ sie, czy prébka ulegta rozpuszczeniu poprzez
delikatne rolowanie (najlepiej umiescic¢ probke na mieszadle na pét godziny przed oznaczeniem).Prosze nie wstrzasac fiolka. Wskazane jest wykonanie
oznaczenia natychmiast po wykonaniu powyzszej rekonstytucji.

Zaleca sie aby postepowac z probka tak samo jak z materiatami pobranymi od pacjentow.

BEZPIECZENSTWO

Ostroznie: Materiat potencjalnie szkodliwy biologicznie.

Probki zawierajg krew ludzka. Kazdy dawca zostat przebadany na obecnos¢ przeciwciat wiruséw HIV1 i HIV2 oraz antygenu powierzchniowego zapalenia
watroby typu B (Hbs Ag) i typu C ( HCV). Prébki daty wynik negatywny. Przeprowadzone badania sg potwierdzone przez FDA. Jednakze, zadna metoda
nie daje catkowitej pewnosci nieobecnosci czynnikdw zakaznych, dlatego ten materiat i wszystkie probki pobrane od pacjentéw powinny by¢ traktowane
jako potencjalne zrodto chordb zakaznych.

Tylko do in vitro. Nie nalezy pipetowaé ustami. Zachowa¢ ostrozno$¢ wymagang przy uzywaniu odczynnikéw laboratoryjnych.

*UWAGA: Wyniki muszg dotrze¢ do RIQAS do godziny 17:00 czasu GMT w dniu DATY FINALNEJ. Termin ten dotyczy uzytkownikéw programu

RIQASnNet. Jezeli ZALECANA DATA OZNACZENIA jest zbyt pdzna, sugeruje sie przeprowadzenie wczesniejszej analizy, aby uzyskac czas na
przestanie wynikdw. Spoznione wyniki przestane po dacie finalnej nastepnej probki nie zostang przyjete.
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XAC NHAN VE BAC PIEM CUA BO KIT VA NGAY NHAN MAU ) N
Xin hay xac nhén ding so luong mau va be mét ngoai cua mau giong nhu déc diém néu phia dusi. Hay xac nhan khong c6 mau nao bi v va thong bao cho dai dién
phan phoi ngay lap tic néu xuat hién dau hiéu khac thuong ciia mau. Cudi ciing, hay dang nhap vao www.rigas.net dé xac nhan ngay ban nhin dugc mau.

DACDPIEM X )
Moi hop bao géom 6 lo dang dong kho, moi lo 2ml va dugc dan nhéan so theo thir phan tich.

CHUAN BI/BAO QUAN/DO BEN CUA MAU

Lo mau dugc dong nép chan khdng. Mé nép lo can than tranh 1am thét thoét, pha Ioang v6i chinh xac 2ml nudc cét hai 1in & +20°C — +25°C. Ddy nut cao su va dam
bao ring mau dugc hoa tan hoan toan bang cach xoay nhe nhang (tot nhit 1a dé trén may l4c tron trong 30 phut trude khi phan tich). Cha y khong dugc lic manh. Chiing
t6i khuyén céo miu nén duoc phén tich ngay sau khi thuc hién day di cac budc hoan nguyén. Mau dugc xir ly va phan tich gidng mau bénh nhan.

PO AN TOAN

Canh béo: Kha niing c6 doc tinh sinh heoc véi ngudn vt ligu

Mau c6 ngudn géc tir ngudi va déu duge kiém tra khdng c6 phan tng véi khang thd HIV (HIV 1 & HIV 2), HbsAg, HCV. Phuong phap kiém tra duoc chap nhan béi t6
chirc FDA. Tuy nhién khong c6 phuong phép klem tra nao co thé dam bao tuyét dbi sy am tinh cua tAc nhan truyén nhiém. D& bao dam an toan tuyét dbi, mau nay va
toan bé miu bénh nhan phai dugc thao tac xi Iy gidng nhur mau truyén nhiém.

Chi duing cho phan tich trong éng nghiém. Khéng dwoc hit miu bing miéng. Tuan tha cac khuyén céo thong thuong yéu cau trong quy trinh xtr Iy hoé chit phong xét
nghiém.

LUU Y QUAN TRONG:

Két qua phan tich phai dugc gui dén cho RIQAS truéc 17:00 GMT ngay han chot guri tra két qua. Phong xét nghiém nén phan tich mau som trudc ngay khuyén céo phan
tich mau néu cin dé dam bao thoi gian guri tra két qua. K&t qua phan tich tré s& khong dwoc chip nhan sau han chét gui tra két qua cua mau tiép theo.

X

SEMHIFRRI: RQ9159

AR SR R 5 R

TSR ARESAET R TES BRI S s — 50 - E RIS A/ NIEER, MNREEAE RS ARSIz, &E, 55T www.rigas.net
il nZ A anit B EA

Lk
HRFE A 6 IR TAEL (6X2 ZTh) o B LARIE T REAR S .

BB RC &/ ARE

FEARRFEEZBEIRS. O IFEEANANE,  BERBURAEMAR, TE+20°C~+25°CEF8E Nl M ARG Rigs AR S 2ml BTt 728 18 KR B A A
Ao BRERRE, IFMREAETREERER AR (EERESTAEMMITRERF LRI . FEERMT. BNBWEEERELRIEA, #F
AGEILR S B ERRAAMN o FEAANE IS,

?é

| RABEE MR SRR
LTAF‘uuEPF‘)ﬂ%ﬁﬁE’J’E@kﬁﬂ%%%ﬁ@)\ﬁ%ﬁaflL TTAEREREFEE (HIVL, HIV2) Hifk, ZRFRERR (HBsAg) MIREFXFESE (HCV) Hi
REGI > S5 NEAN: « XA E AR FDA HUERAE, A, ATRREREEBRE, REAXEYESRIELS - FXMYIRAATE BE R
AR SEAN[EHZ 47 (2 R AT A B AT AR LAY A B

RFESNSHT - FERER R TR - FERG=HAVELEE -

*BEIRR SR VIERSGHR 17:00GMT R4 RIQAS, MRMFEST AL LN EAR, HEITRIURBRHTRL O » USRS & REHR,
I Tk L F A4S R A2,

TURKCE
IMMUNOSUPRESANLAR PROGRAMI: RQ9159
KIT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI
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Liitfen dogru sayida érnegin bulundugunu ve érneklerin goriinislerinin asagida OZELLIKLER bélimiinde belirtildigi gibi oldugunu dogrulayiniz. Liitfen
siselerden hig birinin kirik olmadigini dogrulayiniz ve eder herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz. Son olarak,
lutfen www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Paket, 6 sise liyofilize materyali igerir (6 x 2 ml). Siseler; 6rnek numaralari ile etiketlenmistit.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Ornekler vakumlanarak ambalajlanmistir. Sigeyi, herhangi bir materyal kaybi olmayacak sekilde dikkatlice aginiz ve kalibre edilmis bir pipetle tam 2 ml'lik
hacimde taze distile su ile +20°C -+25°C’de sulandiriniz. Plastik tipay! yerlestiriniz ve hafifge gevirerek érneklerin tam olarak ¢éziinmesini saglayiniz.
(Ideali analizden yarim saat énce bir karistirici tizerine koymaktir). Calkalamayiniz. Ormekler tam olarak géziiniince hemen galismaniz énerilmektedir.
Orneklere, hasta érnekleri ile ayni sekilde muamele edilmelidir.

GUVENLIK

Uyari: Potansiyel olarak biyolojik tehlikeli madde

Bu iriiniin elde edildigi insan kaynakli materyal donor seviyesinde Insan immiinyetmezlik Viriisii (HIV 1, HIV 2) antikoru, Hepatit B yiizey Antijeni (HbsAg),
ve Hepatit C Viriis (HCV) antikoru agisindan test edilmis ve NON-REAKTIF olarak bulunmustur. Bu testler igin FDA onayli metotlar kullaniimistir. Fakat
yine de, hi¢ bir metot enfeksiyon ajanlarinin yoklugu icin tam garanti vermediginden bu materyal ve tim hasta 6rnekleri muhtemel enfeksiyon hastaligi
taslyicisi varsayilarak ¢alisiimali ve uygun sekilde atiga génderilmelidir.

Sadece IN VITRO kullanim igindir.Agizla pipetleme yapmayiniz. Laboratuvar reaktiflerinin 6rneklenmesi igin gerekli normal énlemleri uygulayiniz.

* ONEMLI NOT: Sonuglar, RIQAS’a SON SONUG GONDERIM TARIHi’nde saat 17:00'de ulasmis olmalidir.Eger ONERILEN ANALIZ TARIHI sizin
icin uygun degilse, sonug génderim tarihine yetismesi i¢in i¢in 6rnegdi daha erken analiz etmenizi 6neririz. Geg sonuglar, bir sonraki 6érnegin son sonug
génderim tarihi sonrasinda kabul edilmeyecektir.

SLOVENSKY
IMMUNOSUPPRESSANT PROGRAMME: RQ9159

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte dorucenie spravneho &isla vzorky a potvrdte, €i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii nizSie. Prosim potvrdte, ze
ziadne ffasticky nie su rozbité, v opacnom pripade okamzite kontaktuje svojho obchodného zastupcu. Po prihlaseni na www.rigas.net potvrdte a zadajte
presny datum, kedy Vam bol kit doruceny.

CHARAKTERISTIKA
Balenie obsahuje 6 flasticiek lyofilizovanych vzoriek (6 x 2 ml). Flasticky su oznacené &islom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Frasticka je vakuovo uzatvorena. Otvorte flastiCku velmi opatrne, vyhnite sa stratdm materialu a pouzitim nakalibrovanej pipety rekonstitujte presne 2
ml objemu ¢Eerstvo destilovanej vody pri teplote +20°C to +25°C. Zatvorte gumenou zéatkou a jemnym virenim sa uistite, Ze vzorky su Uplne rozpustené
(idedlne umiestnite na mieSadlo, roler, na pol hodinu pred samotnou analyzou). Netraste flastickami. Odporu¢ame analyzu vzoriek okamzite po Uplnej
rekonstitucii. So vzorkami zaobchadzajte rovnakym spdésobom ako s pacientskymi vzorkami.

BEZPECNOST
Upozornenie: Potenciélne biohazardny material

Tento material je vyrobeny z ludského zdroja a bol testovany na urovni darcu na Human Immunodeficiency Virus (HIV 1, HIV 2) protilatky, Hepatitidu B
povrchovy antigen (HbsAg), a protilatky Hepatitidy C (HCV) a bol preukazany ako NEREAKIVNY. Boli pouZité metddy schvalené federaciou FDA.
KedZze ziadna metdda nezabezpedi Uplnu déveryhodnost, zaobachadzajte s materidlom a vSetkym vzorkami pacientov ako so vzorkami, ktoré su
schopné prenasat infekéné ochorenia.

Iba na IN VITRO pouzitie. Neipetujte ustami. Vykonajte bezné opatrenia vyzadované pri manipuldcii s laboratérnymi reagenciami.
* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY

neposkytuje dostatoény ¢as, odporic¢ame analyzu vzorky skoér, aby sa zabezpecilo dodrzanie terminu. Vysledky prijaté po finalnom termine
nebud( akceptované.

July 2023
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BENEFITS

Delivering a comprehensive yet cost effective EQA solution, RIQAS will help meet regulatory
requirements and increase confidence in test system accuracy.

Large Database of Users
* A high level of participation means peer group numbers are maximised whilst ensuring

>

availability of data for a wide range of instruments and methods.

User-friendly Reports
* Simple, one page per parameter format, enables at-a-glance performance assessment,

saving valuable laboratory time.
* Complimentary multi-instrument and interlaboratory reports allow comparative
performance assessment of all laboratory systems and multiple connected laboratories.
* End-of-Cycle reports, summarising performance compared to the previous cycle, allows
you to identify improvements in quality over time.

Cost Effective

* Our extensive range of multi-analyte programmes will reduce the number of individual
programmes required to cover your test menu, saving both time and money.

* Reduced parameter options for selected programmes offer greater flexibility, ensuring
suitability for laboratories of all sizes and budgets.

* Register up to five instruments per programme (volume permitting) at no extra cost for
comparative performance assessment.

Frequency
* Frequent reporting allows early identification of system errors and implementation of
any necessary corrective actions with minimum disruption to the lab.

* With a turnaround of less than 72 hours for most reports, corrective action can be
implemented earlier, potentially reducing costly errors with patient results.

High Quality Samples

* Samples spanning clinically relevant levels allow identification of concentration related
biases, helping to ensure accurate instrument performance.

* Human samples free from interfering preservatives increase confidence that EQA
performance mirrors the performance of patient samples.

* Reference method values are provided in the Clinical Chemistry programme for selected

for all parameters and lots.

Highly Accredited
* Programmes accepted by National and International accreditation bodies worldwide.

parameters and lots, while for the Immunosuppressant programme they are provided

e Participant certificates provide evidence of participation in a reputable EQA scheme.

01
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EQA

RIQAS is the largest international EQA scheme in the world. It is used by more than
75,000 laboratory participants in 136 countries. 36 programmes are currently available.

RIQAS Programmes

* Ammonia/Ethanol * Cytokines * Neonatal Bilirubin

e Anti-Mullerian Hormone (AMH) * ESR * Serology (Anti-SARS-CoV-2)
* Anti-TSH Receptor * Glycated Haemoglobin (HbATc) * Serology Epstein Barr Virus (EBV)
* Blood Gas * Haematology * Serology (HIV/Hepatitis)

* BNP * Human Urine * Serology (Syphilis)

* Cardiac * Immunoassay * Serology (ToRCH)

* Cardiac Plus * Immunoassay Speciality 1 * Serum Indices

* Cerebrospinal Fluid (CSF) * Immunoassay Speciality 2 * Specific Proteins

¢ Clinical Chemistry * Immunosuppressant Drugs * Sweat Testing

* Coagulation * Lipids * Therapeutic Drugs

* CO-Oximetry * Maternal Screening * Urinalysis

* CYFRA 21-1 * Microbiology (Bacterial Identification) ¢ Urine Toxicology

Accreditation

* RIQAS provides certificates as proof of EQA participation and performance for laboratory accreditation purposes.

* RIQAS is a UKAS accredited Proficiency Testing Provider, No. 0010, and is accredited to ISO/IEC 17043:2010,
'‘Conformity Assessment- General Requirements for Proficiency Testing'.

* Accreditation to ISO/IEC 17043:2010 highlights the superior quality and excellence of RIQAS.

UK Performance Surveillance
* Recognised by the Quality Assurance in Pathology Committee (QAPC).
* Recognised by various National Quality Assurance Advisory Panels (NQAAP).

Independent Advisory Panel
RIQAS participants have access to an independent advisory panel consisting of scientific and clinical experts. This
ensures professional and ethical conduct of the scheme and participant confidentiality.

RIQAS support staff are on hand to offer
advice and troubleshoot technical queries.
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RIQAS REPORTS

RIQAS reports are presented in a user-friendly, one page per parameter format.
This allows easy interpretation of your analytical performance.

RIQAS Reports
* Statistical breakdown by all methods, your method

MULTHMETHOD STAT secTION

and, where applicable, your instrument, including
running means for the last 10 samples.

e Compare your instrument group, method group
and all methods using the histogram.

(ON CHARTS

* |dentify trends, biases and precision problems el
using the visual charts. o WmWW,M,W.:::DARDREPORT

* The Target Score chart uniquely grades your
performance in a moving window over the last 20
samples, including the previous cycle.

* At-a-glance summary page for all parameters in the

programme.
* Compare your result with statistically robust
consensus means.
* |dentify acceptable and poor performance using
fit-for-purpose performance indicators:
- SDI
- %Deviation

- Target Score

Summary CSV Files
It is possible to receive an additional summary of your report statistics, acceptable limits and performance indicators
as a .csv file for every sample (available for quantitative reports only).

Multi-Instrument Reports

Laboratories can register up to five instruments at no extra cost. Individual reports for each instrument plus a
unique multi-instrument report are provided. The multi-instrument report plots the performance of each individual
instrument on a single, colour coded Levey-Jennings chart, ensuring instant identification of any differences in
instrument performance. Additional sample packs may be ordered as required if volume supplied is insufficient for
the registered instruments.

Laboratory Group Reports

The group reporting facility enables laboratory groups or chains to monitor the performance of satellite sites. Each
affiliated laboratory will receive their individual reports with the group supervisor also receiving a summary report
comparing each laboratory in the network.
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WEB-BASED DATA TRANSFER

RIQAS.Net offers easy, direct access for the submission of results and retrieval of reports
direct from the RIQAS host server.

* Available in multiple languages.

* Confidentiality and security is maintained through the use of password protected access.

e Submit current, corrected and future results (normal policies apply), directly into the RIQAS database. Receipt of
results is confirmed by e-mail.

* Multi-lingual registration identifier provides simple identification of multiple registrations.

* Additions and changes to assay details can be made quickly and easily online.

* Requests for new method, instrument and reagent codes can be made online.

* Reports are emailed in PDF format as soon as they are prepared.

* Reports for the previous two cycles can be downloaded from the website.

* View, print, store or distribute reports as you wish.

* Update your laboratory's certificate of participation details in multiple languages.

 All that is required is web access, Adobe Reader (for viewing reports) and a valid password to access the system.

* No additional software required.

RIQASE

RIQAS ¢

Piease login to the system

Home Login Data Entry v PDF Reports.v. ~Logout

RIQAS

@0 0060

User Name: |

Logn Ploaso.
Password [ ‘

Home Login DataEriryw POF Reporisw  Logout
Enter Results - Choose Cycle and Sample
IMMUNOASSAY

Laboratory Ref. No. 11/C
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PARTICIPATION IN RIQAS

Participation in RIQAS follows these simple steps:

Order your RIQAS programmes through
your local Randox Office or Distributor.
Register the instruments and methods used
in your lab on RIQAS.net or by completing e numbered §amp|es
the enrolment document. Enrolment along with a
documents are available from M username/
password to access

rigas.com and should be submitted 3 weeks e

REGISTER

M— Receive a set of

before the cycle starts. Check RIQAS RIOASS o RIQAS.Net.

policies in method questionnaire.

Analyse the sample on
the recommended date, '
carefully following the 1
instructions for use.

Receive report by email
---d and review to assess
performance.

36.000 mg/dl
84.800 1U/ml
132.000 ng/ml

Enter your results via
RIQAS .Net and submit

before the final deadline.

Receive an end-of-cycle report,

a certificate of acceptable

performance and a certificate of

participation at the end of the ‘ .

: , cycle, provided that more than < S Rtse 5]
= £ half results are returned.

RIQAS &
Certificate of Participation

Biochemistry Lab

Method changes and registration

of additional parameters can be
submitted via RIQAS.Net.
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STANDARD REPORT

Performance data is presented in a one page format with up to seven sub-reports.

Glucose, mg/dl

CJ Al Methods
T E Hexokinase

B Roche Cobas ¢501/502 €601/602 e801

Mean for Comparisan

g

| —

3524 108.234 29 007 533 285 -

N Mean CV% U, SDPA Exc.

6598 108.157 39 006 533 621

677 107.618 22 012 530 48

A Your Result

B Mean for Comparison

Reference Value

110.300 SDI 0.51
RMSDI 0.40
107.618 TS 101
RMTS 107 -
105.179 %DEV 25 Sample Number
RM%DEV 20 TDPA = 8.1%
b L] L

Acceptable limits derived from Biological Variation 6.96% Y . _6

Acceptable limits of performance for RIQAS

8.10% °

Mm
o

Target Sare

Number of Laboratories

NN 405 N T 8 9 0 omlo1 23 45 6 7 s 9
<9697 10017 10336 10655 10975 11294 11614 11933 > Sumple Nerher
me/di
A -

Method N Mean  CV% U,

Hexokinase 3524 108234 29 007 . -

Glucose oxidase 2673 108474 55 014 Fy

Ortho Vitros MicroSlide Systems 251 105.036 23 019 ) . e
I Glucose dehydrogenase 6 107832 35 059 °

GOD/02-Beckman method 37 106425 25 055

Other Dry Chemistry 27 108360 63 L6

Agappe - GOD-PAP
Oxygen electrode
Vitros, DT60/DT60 It

Sample Number

o

<= _

e
S
33
28
£
2y
ol
o
&z
* Deviaion
.
o
oo

3 105.595 3.9 2.9 -

<= -

T T T T
170 EY 270

E]

Concentration

Text Section Chart:

Histogram Chart:

Multi-Method Stat Section Chart:
Levey-Jennings Chart:

Target Score Chart:

%Deviation by Sample Chart:

%Deviation by Concentration Chart:
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Statistics for all methods, your method and instrument group (programme specific).

Method and instrument comparison.

Enables assessment of the performance of each method.

Details features of your laboratory’s performance.

This unique chart provides a numerical index of performance, allowing at-a-glance assessment.
Helps to identify trends and shifts in performance.

Rapid assessment of concentration related biases.
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TEXT SECTION

The text section summarises the statistical information for each parameter.

Glucose, mg/dl ? ? ? ? ? ?

Mean CV% U, SDPA Exc.

(] All Methods 6598 108.157 39 006 533 621
B Hexokinase 3524 108.234 29 0.07 533 285
B Roche Cobas ¢501/502 e601/602 €801 677 107.618 22 012 5.30 48
A Your Result 110.300 SDI 0.51 __a
RMSDI @’ 0.40
RIQAS performance indicators include
B Mean for Comparison —G 107.618 TS 101 ——“ SD', Target Score and %Deviation.
RMTS @— 107
Reference Value 105.179 %DEV 2.5 ——@ IR
a_ RM%DEV @ >0 Acceptable performance criteria:
SDI <2
Target score = 50
Acceptable limits derived from Biological Variation N/A -—@ %Deviation < defined acceptable limits
Acceptable limits of performance for RIQAS 8.10% -—@

Performance statement appears here if performance indicators exceed limits

Report is presented in your chosen unit. After statistical reduction, some results are excluded from the

mean for comparison.
Number of returned results used to generate
Mean for Comparison. Ideally this will be your instrument group mean. If N<5 for

instrument group, your method group mean is selected as Mean

.
Average value of all laboratories’ results. for Comparison.

Coefficient of Variation. Standard Deviation Index = Your Result - Mean for Comparison

SDPA

Uncertainty associated with the Mean for Comparison. adjusted
U = 125xSD Running Mean average of the last 10 performance indicators
m T is used to monitor performance over time and concentration

range.

SDPA = Standard Deviation for Performance Assessment,
calculated from the Target Deviation for Performance
Assessment (TDPA) and the Mean for Comparison.

Target Score - The closer a value is to 120, the better the
performance.

SDPA = TDPA x Mean for Comparison
t-value x 100

TS =log, [316 x TDPA | x 100
| %Dev |

o - .
tvalue = factor which represents the % of poor performers @ %Deviation from the Mean for Comparison -

reflected in the TDPA (t-value ~ 1.645 when ~10% laboratories
achieve poor performance), SDPA is combined with Um/ where
appropriate.

%Dev = Your Result - Mean for Comparison x 100
Mean for Comparison

) ) The closer the value is to zero, the better the performance.
If Um > (0.3 x SDPA) then SDPAadJuSted = V( Um + SDPA“)

and the reported value is suffixed with "a" Biological Variation - Not currently available - please review online.
Performance limit set for this parameter.

It U s less than ( 0.3 x SDPA) then SDPA_ = SDPA

Reference values quoted for information purposes, where
applicable.
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HISTOGRAM

The Bar Graph is intended as a quick visualisation of how your lab’s result compares to
the method mean, instrument mean and all method mean.

Y inst t
All methods Your method group ourinstrumen g.rtaup
(programme specific)

1000 —

800 —

Number of Laboratories

400 —

200 —

< 96.97 100.17 103.36 106.55 109‘7';5 12.94 116.14 11933 >

a_mg/d:A
o

Total of 1126 laboratories reported values between 106.55 & 108.15. o Your result is indicated by the black triangle.

200 laboratories reported values between 101.77 & 103.36 in e 41 laboratories reported values between 111.35 & 112.94 in your
your method group. instrument group.

RIQAS reports show your unit of measurement.
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MULTI-METHOD STAT SECTION

This section provides an easy way of assessing the performance of other methods used to
analyse the parameter in question.

Method N Mean CV% Um
Hexokinase 3524 108.234 2.9 0.07
Glucose oxidase 2673 108.474 5.5 0.14
Ortho Vitros MicroSlide Systems 251 105.036 2.3 0.19
Glucose dehydrogenase 63 107.832 3.5 0.59
GOD/02-Beckman method 37 106.425 2.5 0.55
Other Dry Chemistry 27 108.360 6.3 1.64
Agappe - GOD-PAP 21 109.727 3.7 1.11
Oxygen electrode 17 106.666 1.3 0.43
Vitros, DT60/DT60 11 3 105.595 3.9 2.99
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LEVEY-JENNINGS CHART

SDIs reflect laboratory performance in relation to fit-for-purpose SDPAs and are useful

to monitor performance over time. Acceptable performance is SDI < 2.

< =3 wvy = — [sa} — o wv — — oo (=] — = o — o =<}
<+ o ol o~ o j=) el — (=] ol o =) wy < o~ el vy — —
a_—?m“?"f“?Q"i—fc\.“?‘\!Pf“fQQ“t"?"7§“?
§ 8 8 3 B R 8 R B g 8 8 28 g 8 &g =z & g 8
ol — o — o o — o — o — ol — o — (o} — (o} —
— — — — — — — — — — — — — — — — — — —- —
>+3
+2
+1
L )
g [ ) [ ) o e
3 ® L] e Y ’
>
] bd [
B 0
k| ° [ [ )
s [ )]
v
-1
2
<-3
N N 5 7 8 9 10 11 12 1 2 C 4 5 6 7 8 9
Sample Number |

T
s)

|
o

° The Mean for Comparison for each sample is indicated at the
top of the chart. This allows easy assessment of concentration

related bias:
|: Instrument mean
M: Method mean
A: All method mean

This line indicates a change in registration details for this
parameter.

Your SDI (Standard Deviation Index).
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Sample number.
N = No result returned in time for this registration\sample.

C = Corrected results will be accepted for non-analytical
errors. Corrected results will be accepted up to 4 weeks after
the final submission deadline, on application, with evidence
of analysis. Late results are only accepted if there has been a
Randox error.

R = Incorrect results can be removed retrospectively on
request.
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TARGET SCORE CHART

The Target Score (TS) allows you to assess your performance at a glance. The TS relates the
%Deviation of your result from the Mean to a Target Deviation for Performance Assessment
(TDPA). TDPAs are set to encourage participants to achieve and maintain acceptable
performance. TDPAs are fit-for-purpose performance criteria which are set taking guidance
from ISO/IEC17043, 1SO13528 and IUPAC. Target Deviations for Performance Assessment
are also used to calculate the Standard Deviation for Performance Assessment (SDPA).

orA = 8.1% —@)

120 L @ 0@ L 4
e [}
110 [ J o
——9 Excellent
[ ]
100 e LJ e |
90 o
® L4 Good
80
o 70
3
v
3, 60 Acceptable
s
s
50

Need for improvement

—e Unacceptable

N N 4 5 N 7 8 9 10 11 12 1 2 C 4 5 6 7 8 9

Sample Number

o This is the upper deviation limit of performance for this G High scores 250 in the lighter shaded area represent
parameter. TDPAs are reviewed regularly and deemed fit for acceptable, good or excellent performance.
purpose by the RIQAS Advisory Panel. e ) o
Heavy shading for values 10 to 50 signifies poor performance.
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%DEVIATION CHARTS

The %Deviation by sample chart helps to identify trends and shifts in performance.

Your Result - Consensus Mean x100%

%Deviation =
Consensus Mean

% Deviation
<

N N 4 5 N 7 8 9 10 11 12 1 2 ¢c 4 5 6 7 8 9

Sample Number
0 %Deviation from Mean for Comparison. 9 Acceptable limits of performance. These are defaulted to
e i o RIQAS TDPAs but can be set to e.g. biological variation or
Plot of Running Mean %Deviations (average of the last 10 regulatory requirement on request.

%Deviations for the sample indicated).

The %Deviation by concentration chart enables rapid assessment of concentration related
biases. Biases at low or high concentrations can be easily determined.

>= 10
8
6
4 ~
. 2 o 0 - @— oo
£ [
] [ J
% 0
a ° .
®
) e
e
4
%
-8
<=0 T T T T T
20 70 120 170 220 270
Concentration
0 Current sample indicated by square. 9 %Deviation at specific concentration.
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SUMMARY PAGE

Located at the back of the RIQAS Report, the Summary Page collates the key information,
allowing participants to review the performance of all parameters at-a-glance.

Mean for Your
Analyte Comparison Result SDI RMSDI %DEV RM%DEV TS RMTS Performance
Albumin 2.120 2.230 1.00 0.37 —e 5.2 2.0 72 107
Alkaline Phosphatase 17.705 19.000 0.61 -0.27 7.3 -2.9 93 105
ALT (GPT) 12.387 12.000 -0.33 -0.47 -3.1 -3.8 119 103
Amylase, Total 20.454 22.000 0.72 -0.29 7.6 2.5 86 103
AST (GOT) 11.976 11.000 -0.86 -0.03 -8.2 -0.4 —e 78 100 —0
Bicarbonate 8.203 6.900 -1.48 0.15 -15.9 1.5 54 98
Bilirubin, Direct 0.251 0.380 2.57 2.64 51.3 47.2 31 29 A —0
Bilirubin, Total 0.701 0.640 -0.91 -0.29 -8.8 -2.9 76 101
Calcium 6.074 6.020 -0.19 -0.40 -0.9 -1.8 120 92
Chloride 76.353 77.000 0.30 -0.28 0.8 -0.8 120 98
Cholesterol 112.696 110.000 -0.55 0.05 24 0.2 97 115
CK, Total 111.659 111.000 -0.08 0.35 -0.6 2.5 120 107
Creatinine 0.607 0.620 0.27 0.06 2.1 0.5 120 117
Glucose 36.429 36.000 -0.26 -0.84 -1.2 -3.7 120 82
HDL-Cholesterol 98.836 102.000 0.21 -0.04 3.2 -0.4 120 113
Iron 97.374 99.000 0.28 0.01 1.7 0.1 120 114
Lactate No Result Too Few Too Few N/A N/A
LD (LDH) 85.894 87.000 0.11 -0.70 1.3 -6.3 120 89
Magnesium 1.313 1.390 0.79 -0.07 5.8 -0.5 32 107
Phosphate, Inorganic 1.451 1.540 1.02 0.02 6.1 0.1 71 112
Potassium 1.770 1.840 1.10 -0.25 3.9 -0.7 67 99
Protein, Total 3.850 3.830 -0.11 0.07 -0.5 0.3 120 114
Sodium 112.537 114.000 0.58 -0.01 1.3 -0.0 95 104
TIBC 133.143 133.000 -0.01 -0.01 -0.1 -0.1 120 117
Trig Total 23.626 24.000 0.18 -0.09 1.6 -0.6 120 114
Urea 5.872 5.000 ﬂ—e -0.57 -14.9 -4.0 41 95 A
Uric Acid (Urate) 3.135 3.100 -0.20 -0.44 -1.1 -2.4 120 107
IORM%DEV 0.8| IORMTS 102|

o © o

0 Red triangle appears when all performance indicators (SDI, All poor performance is highlighted in bold and underlined.
%DEV and TS) exceed acceptable performance, i.e: when
SDI >=2
TS < 50

%DEV > acceptable limits set

Overall RMSDI = average RMSDI for this sample distribution.

Overall RM%DEV = average RM%DEV for this sample
distribution.

RMSDI - is the Running Mean of the 10 previous SDIs (if fewer

LS - ; Overall RMTS = average RMTS for this sample distribution.
than 10 results on file, “Too Few” is printed).

RM %DEV - Average of the last 10 %DEV for this parameter.

RMTS - Average of the last 10 Target Scores for this parameter.
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END-OF-CYCLE QUANTITATIVE REPORT

The End-of-Cycle Report is sent to labs receiving standard reports at the end of each cycle and

provides a complete summary of statistics. Results can also be compared to the previous cycle.

Sample Number

Albumin, g/l
Method: Bromocresol Purple
Instrument: Siemens/Dade Dimension RxL/Max/Xpand
Reagent: Siemens/Dade Behring
RIQAS TDPA: 7.1% Biological Variation:  3.9%
i Mean for .
Sample Result Unit N Comparison CV% Um SDPA SDI TS % Deviation
1 28.200 g/l 68 | I 28.013 2.4 0.10 1.26 0.15 120 0.67
2 26.900 g/l 87 | I 26.853 2.7 0.10 1.21 0.04 120 0.17
3 39.900 g/l 71 |1 40.531 2.5 0.15 1.82 -0.35 118 -1.56
4 19.200 g/l 81 |1 19.429 2.5 0.07 0.87 -0.26 120 -1.18
5 41.700 g/l 67 |1 41.859 2.0 0.13 1.88 -0.08 120 -0.38
6 57.300 g/l 87 |1 57.257 2.7 0.21 2.58 0.02 120 0.08
7 45.000 g/l 72 |1 45.850 2.1 0.14 2.06 -0.41 110 -1.85
8 27.600 g/l 87 |1 28.013 2.5 0.09 1.26 -0.33 120 -1.47
9 41.200 g/l 70 | I 41.891 2.2 0.14 1.88 -0.37 115 -1.65
10 26.900 g/l 83 | I 26.742 3.3 0.12 1.20 0.13 120 0.59
11 40.700 g/l 71 |1 40.601 22 0.14 1.83 0.05 120 0.24
12 45.100 g/l 80 | I 45.456 22 0.14 2.04 -0.17 120 -0.78
13 27.300 g/l 63 | I 28.179 2.0 0.09 1.27 -0.69 87 -3.12
Cycle 45 Cycle 46
Cycle Average SDI -0.23 -0.18
Cycle Average TS 110 116
Cycle Average %DEV -1.05 -0.79
Cycle Average Absolute SDI 0.36 0.24
Cycle Average Absolute %DEV 1.63 1.06
>= 3 120 ®
2 100
90 °
- 1 80
| . o x ’ g
é o |® Py - & . (] '3 : T: 60
E . b4 ° L] . R & s
K| 40
30
2 20
I
<=3 0
1 2 3 4 5 6 7 H 9 10 11 12 13 ' s s N 1 i = =
Sample Number Sample Number
T o
6 6
4 4
_ 2 “ x . . - 2
g o ® o : . ® o : E o | 3 o -
® , ° L] N ° ° ® , o ° oo
L] L
4 -4
-6 -6
.., IS P . . . . ; .

Concentration
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END-OF-CYCLE REPORT TEXT SECTION

The text section summarises the statistical information for all samples.

Albumin, g/l

Method: Bromocresol Purple

Reagent: Siemens/Dade Behring

o Instrument:

RIQAS TDPA:  7.1%

Siemens/Dade Dimension RxL/Max/Xpand

Biological Variation:

3.9%

Your assay details at the end of the cycle.

The RIQAS TDPA and biological variation

for the parameter are shown if available.

Sample Result Unit N Mean SDPA Um CV% SDI TS % Deviation
1 28.200 g/l 68 I 28.013 1.26 0.10 24 0.15 120 0.7
2 26.900 g/l 87 I 26.853 1.21 0.10 2.7 0.04 120 0.2
3 39.900 g/l 71 M 40.531 1.82 0.15 2.5 -0.36 116 -1.5
4 19.200 g/l 81 I 19429 0.87 0.07 2.5 -0.27 120 -1.2
5 41.700 g/l 67 1 41942 1.88 0.13 2.0 -0.09 120 -0.4
6 57.300 g/l 87 1 57257 2.58 0.21 2.7 0.02 120 0.1
7 45.000 g/l 72 1 45.850 2.06 0.14 2.1 -0.43 108 -1.8
8 27.600 g/l 87 I 28.011 1.26 0.09 2.5 -0.34 118 -1.5
9 41.200 g/l 70 1 41.823 1.88 0.14 22 -0.38 113 -1.6
10 26.900 g/l 83 1 26.742 1.20 0.12 33 0.14 120 0.6
11 40.700 g/l 71 1 40.601 1.83 0.13 22 0.06 120 0.2
12 45.100 g/l 80 1 45119 2.05 0.14 22 -0.18 120 -0.8
13 27.300 g/l 63 1 28454 1.27 0.09 2.0 -0.72 86 -3.1
e —

Cycle Average SDI

e Cycle Average TS
Cycle Average %DEV

@ Cycle Average Absolute SDI
Cycle Average Absolute %2DEV

Cycle 45

-0.23
110
-1.05

0.36
1.63

Cycle 46

-0.18
116
-0.79

0.24
1.06

Summary of your results and statistics are

shown, including Mean for Comparison,

SDPA, %CV, U, SDI, Target Score,

%Deviation.

Table containing a summary of your

performance for previous cycle and current

cycle, including Average Absolute SDIs and

%Deviations.
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END-OF-CYCLE REPORT TEXT SECTION

Report presented in your chosen unit

Your assay details as of the last sample

RIQAS TDPA and Biological variation

Sample number

Your results for each sample

Unit your result was returned in

Number of results used for statistical analysis

Mean for Comparison (including comparison level)

SDPA = Standard Deviation for performance assessment

Uncertainty of Mean for Comparison

Coefficient of Variation (%)

Your Standard Deviation Index

Your Target Score

Your %Deviation

LT033 RIQAS Explained FEB24.indd 16

Cycle average of your performance indicators — Standard
Deviation Index, Target Score and %Deviation.

(Sum of SDIs returned for the

completed cycle)
Cycle Average SDI = swesmsmsmssmsmsmsnsnsnssnsonsn
(Number of samples returned in

cycle)

(Sum of your Target Scores returned
for the completed cycle)

Cycle Average

Target Score =
(Number of samples returned in

cycle)

(Sum of your %Deviations returned
for the completed cycle)

Cycle Average

%Deviation =
(Number of samples returned in

cycle)

Cycle average for Absolute values of your SDI and
%Deviation. Absolute values show how far a value is from zero
regardless of the sign. This is an indication of the magnitude
of accuracy.

(Sum of your Absolute SDIs
returned for the completed cycle)

Cycle Average

Absolute SDI =
(Number of samples returned in

cycle)

(Sum of your Absolute %Deviations
returned for the completed cycle)

Cycle Average

Absolute %Deviation =
(Number of samples returned in

cycle)
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END-OF-CYCLE CHART SECTION REPORT

Your results for current cycle shown in various diagrams.

>=
3 120 ® o
110 L ]
2 100
1 80
g x o
g 70
f;’ L] Py ) ~ x Py i ) ) (] Y ol 3
0 & ° g @
g ° L4 ° [ ° R & "
&
-1 40
30
2 20
_ "
<=3 0
1 2 3 4 H 6 7 8 9 10 1 12 13 ! : 3 N s N ’ s ? o " ? =
Sample Number Sample Number
T | T
6 6
o . o
X
: o o . g
g ® o x o ® o 2 ° -
H . ° H - .
L] L]
= ) . e ® o ® . ) e o
L] L
-4 -4
-6 -
TTTTTTTTTTTTT————
<=8 <=8 T T T T T T
0 10 20 30 40 50 60
Sample Number Concentration
0 Levey-Jennings chart Shows your SDlIs for a full cycle.
e Shows SDI (positive and negative)
x Shows absolute SDI
e Target Score chart Shows your Target Scores for a full cycle.
e %Deviation by sample chart Shows your %Deviations for a full cycle.
Acceptable limits equal to TDPA unless alternative limits are registered
by the lab.
¢ Shows %Deviation (positive and negative)
x Shows absolute %Deviation
0 %Deviation by Concentration chart Shows your results for a full cycle.
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END-OF-CYCLE CURRENT & PREVIOUS CYCLE
ABSOLUTE SDIs REPORT

Based on the cycle average absolute SDI, this chart provides a visual representation of your
laboratory’s performance compared to the previous cycle.

a— Cycle Average Absolute SDI L Laboratory
a— C Country
N ® Better W World
Parameter Cycle 45 O a— Cycle 46 @ wyorse
L C w L C w Acceptable performance: SDI <= 2 —e
Albumin 036 059 0.75 024 052 08 — @c | : |
0 1 2 3
Alkaline Phosphatase 1.13 056 0.63 1.09 049 071 : : @ : .
0 1 2 3
ALT (GPT) 098 061 0.69 065 057 08 — ‘ |
0 1 2 3
Amylase, Total 025 047 0.61 0.19 045 0.58 —& : : :
0 1 2 3
AST (GOT) 053 071 068 034 066 08 @ | ‘ |
0 1 2 3
Bicarbonate 1.06 091 0.75 126 0.81 0.75 ] ——@ - ]
1 2
Bilirubin, Direct 0.14 038 0.5 023 052 0.69 ,—'3 : ‘ .
0 1 2 3
Bilirubin, Total 025 052 063 027 056 0.6 4@ | ‘ |
0 - 1 2 3
Calcium 035 0.56 0.75 055 0.56 0.79 : - : ‘ \
0 1 2 3
Chloride 080 073 0.8l 050 070 08 P ‘ .
0 1 2 3
Cholesterol 081 060 0.77 052 059 08 PS , : |
0 1 2 3
CK, Total 049 063 0.78 0.70 0.67 0.84 ——@ :
0 Parameter list List of all parameters registered.
@ Results for previous cycle Indicated by open circle on the chart.
e Report title - Cycle Average Absolute SDI This shows your performance this cycle compared to the previous
cycle.
0 Results for current cycle Indicated by a closed circle on the chart.
e Legend Cycle Average Absolute SDls are shown for:
L Your results throughout the cycle
C All labs within your own country

w All labs Worldwide

Graphical representation of Absolute SDIs Acceptable performance is < 2.

If Absolute SDI for current cycle is less than that for the previous
cycle, this is indicated by a green circle.

If Absolute SDI for current cycle is greater than that for the previous
cycle, this is indicated by a red circle.

The closer the circle is to zero, the better the performance.
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END-OF-CYCLE CERTIFICATE OF PERFORMANCE REPORT

An End-of-Cycle report will be issued for all registrations. However, the Certificate of
Performance will only be available for parameters where results for at least 50% of samples
in the cycle have been returned. Labs joining after the beginning of the cycle will only receive
the Certificate of Performance if they meet this criterion. Any parameters not included on
the Certificate of Acceptable Performance will be listed on the Notification of Unacceptable
Performance.

RI QAS 6 RANDOX INTERNATIONAL QUALITY ASSESSMENT SCHEME

CERTIFICATE OF ACCEPTABLE PERFORMANCE

e— LABORATORY REF. NO. II1/A
Laboratory Name _0
Laboratory Address

Country a— CLINICAL CHEMISTRY - CYCLE 66

a— 05/09/2022

This is to certify that the above participant took part in a cycle of external quality assessment and achieved an acceptable level of
performance (Cycle Average Absolute SDI < 2) for the following parameters:

e— Cycle Average Absolute SDI

Albumin - Bromocresol Green - Abbott Alinity i 1.6l
Alkaline Phosphatase - AMP optimised to IFCC - Abbott Alinity c 0.80
ALT (GPT) - Tris buffer without P5P - Abbott Alinity ¢ 1.20
Amylase, Total - Other 2-chloro-pNPG3 - Abbott Alinity c 0.99
AST (GOT) - Tris buffer without P5P - Abbott Alinity ¢ 0.50
Bile Acids - Enzymatic Colorimetric - Abbott Alinity c 0.49
Bilirubin, Direct - Diazo with Dichloroanaline - Abbott Alinity ¢ 0.36
Bilirubin, Total - Diazo with Dichloroaniline - Abbott Alinity ¢ 0.72
Calcium - Arsenazo - Abbott Alinity ¢ 0.69
Chloride - ISE, direct - Abbott Alinity ¢ 1.08
Cholesterol - Cholesterol Oxidase - Abell Kendall - Abbott Alinity ¢ 0.63
CK, Total - Abbott CK-NAC (IFCC) - Abbott Alinity ¢ 0.47
Creatinine - Alkaline picrate no deproteinisation - Abbott Alinity c 1.42
GGT - Gamma glut.-3-carb.-4-nitro. - Abbott Alinity ¢ 0.83
Glucose - Hexaokinase - Abbhott Alinitv c 0.75

o Full registration address Your full registration address details.

e Your lab reference number Used to identify each lab.

e Programme / cycle number Programme and current, completed cycle number.

e Date Date End-of-Cycle report is issued.

e Parameters List of parameters including the assay details for which cycle absolute

SDlis < 2.
e Average Absolute SDI Your Cycle Average Absolute SDI.
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MULTI-INSTRUMENT REPORT

Register up to five instruments per programme at no extra cost. In addition to a standard
report for each instrument, a multi-instrument report is also provided allowing comparitive
performance assessment.

Summary Multi-Instrument Report Randox
CLINICAL CHEMISTRY Performance Summary: %Deviation Cycle: 53 Sample: 3 19/10/2022
Alkaline Phosphatase
Y Deviation Summary Allowable %Deviation = 15.8%
Participant Name Registration Name 7 8 9 10 11 12 13 1 2 3 RM%DEV Lab. Ref. -
LabA Instrument 1 28 15 -2.1 0.6 -5.6 -0.6 08 8.9 -2.6 274 12338/B —
Lab B Instrument 2 2.0 \ 25 02 -1.1 -1.7 =02 1.1 -39 -12 -0.7 -0.7 237024/A  —a—
LabB Instrument 3 08 1 -1.7 43 1.7 -0.2 0.0 -1.0 2.2 12 -0.2 0.3 237024/B  —%—
LabC Instrument 4 =54 : -4.1 0.7 34 28 0.1 -0.7 0.8 -39 0.5 -0.9 86301/C g
8
Lab C Instrument 5 13 | 52 -0.9 1.1 -6.1 =31 -0.4 -1.0 0.0 -1.5 86301/D g
1 ®

© o0 o o @

Sample Number

o

Allowable %deviation for the parameter in question, based on
the RIQAS TDPA.

Poor performance.

%Deviation for each individual sample.
Sample number.
RM %Dev - Average of the last 10 %Dev for this parameter.
Lab name.

% Deviation chart comparing the performance of each
Unique instrument ID. instrument.
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URINE TOXICOLOGY REPORT

Laboratory performance is presented in both quantitative and qualitative screening formats,
allowing for easy interpretation at-a-glance.

Screening Section Quantitative Section

.
Amphetamines Group, ng/ml
N Mean CV% U,, SDPA Exc.
Your Result Positive
[ All Methods 74 656.297 774 73.82 507.99 23
Based on comparison value of 750 H s 25 1344540 5.1 50.82 20330 2
and your chosen cut-off value of 500
the correct response was Positive
A YourResult 1405.000 SDI 0.30
RMSDI -0.12
@ Mean for Comparison 1344.540
N4 s N N N S d0 m ol 1 2 3 4 5 6 7 8 N 10
Sample Number
MDMA 750 ng/ml
Ethanol 62.5 mg/dl
EDDP 75 ng/ml
Free Morphine 1500 ng/ml [
Nortriptyline 375 ng/ml —
20 —
] 15 —
Cutoff TN TP FN FP RC NT Total s
2
Your Result 500 0 1 0 0 0 0 1 3
° 10 —|
KIMS 500 0 20 0 0o o0 o0 2 2
1000 0 0 0 9 0 0 9 2
All 0 21 0 9 0 0 30
s —
All Methods 150 0 | 0 0 0 0 1
300 0 5 9 0 0 0 14
500 0 32 49 0 0 0 81
1000 65 0 0 10 0 3 78 0 i —T—
Al 65 38 58 o 0 3 174 < 136.26 408.79 681.33 953.86 1226.39 1498.93 1771.46 2043.99 >
Competitive Antibody Binding 500 0 3 0 0 o0 o0 3 ng/ml
CEDIA 500 (] 2 4 0 0 0 6 A
DRI-EIA 500 [} 3 3 (] (] 0 6
ELISA 500 [} [} | o ) 0o 1 Method N Mean CV% YU,
EMIT 500 0 1 27 ] 0 0 28
EMIT I+ s o o 8 0 o0 0 8 EMIT 15 135.267 192 837
Point of Care 500 o o 5 o o o 5 KIMS 25 1344.540 15.1 50.82
Quidel Triage 500 o 2 ! o o o 3 DRI-EIA 10 511420 56 1122
EMIT I+ 5 119.540 224 14.98
CEDIA 5 298.942 89.9 150.22
Competitive Antibody Binding 4 540.725 27 9.19
ELISA 3 501.033 4.9 17.73
Performance History
Your Data (Last 10 Samples) Your Method (This Sample) Your Method (Last 10 Samples) All Methods (This Sample) All Methods (Last 10 Samples)
0 % False Negatives 0 % False Negatives | % False Negatives 34 % False Negatives I'l % False Negatives
10 % False Positives 30 % False Positives I'l % False Positives 6 % False Positives 5 % False Positives
90 % Correct Responses 70 % Correct Responses 88 % Correct Responses 60 % Correct Responses 83 % Correct Responses
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URINE TOXICOLOGY REPORT SCREENING SECTION

Qualitative comparison of screening results available for each parameter.

Amphetamines Group, ng/ml

Your Result Positive
———  Based on comparison value of 750
and your chosen cut-off value of 500

the correct response was Positive

Performance History

Your Data (Last 10 Samples)

0% False Negatives
10% False Positives
90% Correct Responses

Your Method (This Sample)

0% False Negatives
30% False Positives
70% Correct Responses

z
z
z
z
z

MDMA 750 ng/ml
Ethanol 62.5 mg/dl
EDDP

75
Free Morphine 1500 ng/ml
| Nortriptyline 375 ng/ml

Your Method (Last 10 Samples) All Methods (This Sample)

1% False Negatives
[ 11% False Positives
Cutof TN TP FN FP RC NT Total 88% Correct Responses

34% False Negatives
6% False Positives
60% Correct Responses

Your Result

KIMS {500 o 21 o o o o 21
1000 0 0 0 9 0 9
HAII o 2l 0 9 0 0 30

=)

All Methods (Last 10 Samples)

All Methods 150 [ I [ 0 0 [ |
300 [ 5 9 0 [ 0 14
500 0 32 49 0 0 0 8l 11% False Negatives
OO S SR A 5% False Positives
83% Correct Responses
Competitive Antibody Binding 500 o 3 o 0 0 o 3
CEDIA 500 o 2 4 o ] o 6
DRI-EIA 500 o 3 3 o o 0 6
ELISA 500 o o 1 o o 0 1
EMIT 500 0 1 27 [ [ 0 28
EMIT 11+ 500 0 o 8 [ [} 0 8
Point of Care 500 o o 5 o ] o 5
Quidel Triage 500 o 2 1 o L] o 3
0 Text section shows the correct response for the lab based on Total screening results over all cut-offs for your
a comparison between the comparison value and the lab's cut laboratory’s method.
off value.

Screening results for all cut-offs returned for this sample
9 Screening Results: This chart is a quick visualisation of your over all methods.
performance over the last 20 samples. A result in the white
section indicates a correct response. A result in the upper red
section indicates a False Positive response, and a result in the

lower red section indicates a False Negative response.

Total screening results over all cut-offs for all methods.

Screening results for other methods using same cut-off as
your laboratory.

e Comment section for RIQAS to provide your laboratory with

. . . ; ; Performance history for this parameter, based on previous 10
additional relevant information regarding this sample, such as

) ‘ _ samples.
spiked metabolite concentration.
0 ) ) o Performance of your method over all cut-offs for this sample.
Screening result response categories. All abbreviations
indicated at the bottom of the report page. Performance history of your method over all cut-offs, based on
Key the previous 10 samples.

TN - true negative
FP - false positive

TP - true positive  FN - false negative

RC - sent for confirmation NT - not tested Performance of all methods over all cut-offs for this sample.

Performance history of all methods over all cut-offs, based on
the previous 10 samples.

Screening Summary: Your screening result shown in the
appropriate response category and your cut off for this sample.

Screening results for all cut-offs returned for this sample within
your method group.
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URINE TOXICOLOGY REPORT QUANTITATIVE SECTION

Quantitative statistical comparison available for each parameter.

N Mean CV% Y, SDPA  Exc.
‘— ] Al Methods 74 656297 774 7382 50799 23
B «ms 25 1344540 150 5082 203.30 2

[ Mean for Comparison 1344.540

A Your Result Q— 1405.000 sDI 030 ——a
RMSDI 0.12

20 —
w 15—
2
0
g
2
ki
S o —
2
5
E
z
5 —
0 T T 1
< 136.26 408.79 681.33 953.86 1226.39 1498.93 1771.46 2043.99 >
ng/ml
A
Method N Mean CV% Y,
a__ EMIT 15 135267 192 837
KIMS 25  1344.540 15.1 50.82
DRI-EIA 10 511.420 5.6 11.22
EMIT I+ 5 119.540 224 14.98
CEDIA 5 298.942 89.9 15022
Competitive Antibody Binding 4 540.725 27 9.19
ELISA 3 501.033 4.9 17.73

Quantitative Text Section: Comparison statistics. Caution Running mean SDI = average of last 10 SDls for this parameter
is needed when the N value is too small to support statistical (If fewer than 10 results, "Too Few" is printed).
significance.

Quantitative Results Histogram: This graph provides a quick
Your Result. visualisation of how your quantitative result falls into the overall

i picture for all methods and your method group.
Your Mean for Comparison.

e All available method statistics for this sample.
Standard Deviation Index =

(Your Result — Mean for Comparison)
SD of Mean for comparison
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URINALYSIS REPORT

Your performance for each parameter is presented in a simple, convenient report.

Protein, mg/dl —0

Il Categories ) ®) @ ®) (W)

Your Categories Total NEG 25 75 150 500 46

B Roche Cobas U601/ Urisys 2400 " 0 1 8 50 52
e—- [ All Methods (Your Categories) 1149 13 46 710 263 1"

Target Categories * *
A Your Result 500 —e‘(our Score 0 —a No. of correct scores 6 from the last 6 samples
B Target Categories 500 (47%) Your result is acceptable No. of acceptable assessments 6 from the last 6 samples
I15p (45%) -
g w $ 8 = 2 £ w $ 5 = §
2 % oz = 5 2 2 %z 2 %z

Number of Laboratories
Score

m 2

0 —

o -0
NEG 25 75 150+ 500¢ L L I
[0 ) @ ©
) “ Sample Number
myd

A
All Categories m @ @) @) ®) ©) W) ®) ®
Your Categories Total  NEG 25 75 150 500
Method
All Methods 1679 13 7 46 710 263 490 "7 9 24
Siemens Multistix 2142 1 0 4 97 0 134 0 0 6
Roche CobasU41 1 Urisys| 100/1800/Miditron 224 0 0 0 12 173 0 2 0 7
Dirui H Series 181 4 1 10 68 0 97 0 ! 0
Acon Mission 125 4 0 4 45 0 6 0 2 |
™ Roche Cobas U601/ Urisys 2400 s 0 0 1 8 50 0 52 4
77 Elektronika kft 75 0 2 3 57 0 13 0 0
Iris Velocity 66 0 1 2 54 0 9 0 0
Sysmex Meditape UC 9A & | 1A 60 0 0 0 59 0 1 0 0 0
Urit Medical Electronic 48 0 2 3 2 0 19 0 0 0
Siemens Clinitek Novus 46 0 0 0 7 0 39 0 0 0
Sysmex Meditape UC 105 & 125 2 0 0 0 34 0 6 0 0 2
Arkray/Menarini 40 0 0 0 0 38 2 0 0 0
Analyticon Combiscreen 39 0 0 1 2 0 0 13 0 0
DFI - Cybow 39 1 0 0 14 0 24 0 0 0
Erba Lachema 36 0 0 1 31 0 0 2 0 2
Roche Combur 35 1 0 1 16 0 0 16 0 l
YD Diagnostics / Biosys / Genesis 35 0 0 0 21 0 10 0 4 0

Categories are stated in your unit. Historical Performance: Provides number of correct scores

and acceptable assessments for the last 6 samples.
Your method group.

Categories Histogram: A quick visualisation of how your lab’s

Your categories (available result options for chosen test strip result falls into the overall picture for your categories.

and unit).
Possible reporting categories for your method. Target

All categories (result options) available for this parameter for categories are highlighted by *.

any method (test strip).

) Your result is indicated by the black triangle.
Results from all methods (test strips) returning results in the
same categories as your lab. Levey-Jennings type chart: Acceptable scores (0-6) have
no shading, borderline scores (7) have light red shading,

Your Result. unacceptable scores (8-10) have dark red shading.

Your Score: Scores between 0-6 are acceptable, 7 borderline

Score for each sample number.
and 8 -10 unacceptable.

Sample Number.

Target categories and percentages of submitted results in that
categories. Target categories are based on 80% consensus

in the results in your categories. Multiple categories may be
used to make up the 80% consensus. Target categories are
highlighted by * in text section.

Target Categories: If there was more than 1 target category
assigned for a sample Multi is stated.

All methods reported for this parameter.

Detailed summary of results: This table enables you to see
how you compare to all other results.

Performance Statement.

24
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SEROLOGY REPORT

Laboratory performance is presented in both quantitative and qualitative screening formats,

allowing for easy interpretation at-a-glance.

Anti-Rubella IgG, IU/ml

N Mean CV% u m SDPA Exc.
[T Al Methods 268 49.505 50.3 1.90 24.90 19
I Abborc Architecy Alinity 86 29416 52 021 1.53 10
A Your Result 27.800 sl -1.06
Your Qualitative Result Reactive RMSDI 0.00

= Mean for Comparison 29.416

Your method:
Your result:
Acceptable result (Method):

Abbott Architect/ Alinity
Reactive
Reactive

Overall results

Non-Reactive: 2
Inconclusive: 0
Reactive: 278
250 —|
200 —
@
2
s
s
g
2 150 —f
Kl
ki
=
3
o2
g oo —
z
50—

Non-Reactive Inconclusive Reactive
VN

Method N Non-R i | | R

Abbott Architect/ Alinity 94 0 0 94
Roche Cobas e601/ 602 41 0 0 41
BioMerieux VIDAS 25 0 0 25
Roche Cobas 4000/e41 | 22 0 0 22
Roche Cobas e402/e801 21 0 0 21
DiaSorin Liaison XL 14 0 0 14
Siemens Atellica IM 10 0 0 10
Siemens/DPC Immulite 2000/2500 9 0 0 9
Ortho Vitros 3600/5600/ECi/XT 7600 9 | 0 8
Beckman DxI 600/800 6 0 0 6
DiaSorin, Liaison 6 | 0 5
Siemens Centaur XP/XPT 5 0 0 5
Siemens Centaur XP/XPT RbGII 5 0 0 5
SNIBE Maglumi analysers 4 0 0 4
Siemens Atellica IM RbGlI 3 0 0 3

Mean for Comparison
§8552 382858 %f=2825358§%8¢23
S ¥§ 48 8 R s 3§ 8 % &8 8 & s R 8 s ¢ 38 ¢ 2
T ¥ ¥ ¥ £ * ¥ £ ¥ £ £ X ¥ ¥ X ¥ £ ¥ =
>+3
+2
+1
[ J
[ ] L] e
c
° b
1
S o L2 ® e L
5 L) L
2
3 ° )
[ ] Py [ ] [ ]
-l .
E
<3
10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 | 2 3 4 5
Sample Number
80 —
70—
0
8
T
g
g 50—
]
F)
3
s 40—
g
o
£
2 30—
20 —
o —
o T T T T
< 15.52 46.57 77.62 108.67 >
1U/ml
-_
Method N Mean CV% Uy,
Abbott Architect/ Alinity 86 29416 52 0.2l
Roche Cobas e601/ 602 38 82.481 58 097
BioMerieux VIDAS 25 46.540 77 0.89
Roche Cobas 4000/e41 | 22 81.417 7.1 1.54
Roche Cobas €402/e801 21 92.786 5.0 1.26
DiaSorin Liaison XL 15 33353 84 0.90
Siemens Atellica IM 9 225.947 10.8 10.19
Siemens/DPC Immulite 2000/2500 9 35.522 9.8 1.45
Ortho Vitros 3600/5600/ECi/XT 7600 8 49.850 14.4 3.18
Beckman DxI 600/800 7 37.774 14.0 249
DiaSorin, Liaison 5 35.180 59 117
Siemens Centaur XP/XPT 3 283.233 12.0 24.50
Siemens Centaur XP/XPT RbGlI 5 33.846 8.0 1.50
SNIBE Maglumi analysers 4 10.088 42 027
Siemens Atellica IM RbGIl 3 34.117 35 0.87

25
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SEROLOGY: QUALITATIVE REPORT

Your performance for each sample is presented in a convenient single page per parameter
report format.

o
Anti-Rubella IgG, 1U/ml
Your method: Abbott Architect/ Alinity
Your result: Reactive
Acceptable result (Method): Reactive
a—— Overall results
Non-Reactive: 2
Inconclusive: 0
Reactive: 278
250 —
200 —
ks
5
g
.§ 150 —
ki
s
5
g 100 |
2z
50 —
0
Non-Reactive Inconclusive Reactive
a_ -~
Method N Non-Reactive Inconclusive Reactive
Abbott Architect/ Alinity 94 0 0 94
Roche Cobas €601/ 602 41 0 0 41
BioMerieux VIDAS 25 0 0 25
Roche Cobas 4000/e41 | 2 0 0 2
Roche Cobas €402/e801 21 0 0 21
DiaSorin Liaison XL 14 0 0 14
Siemens Atellica IM 10 0 0 10
Siemens/DPC Immulite 2000/2500 9 0 0 9
Ortho Vitros 3600/5600/ECH/XT 7600 9 I 0 8
Beckman DxI 600/800 6 0 0 6
DiaSorin, Liaison 6 | [} 5
Siemens Centaur XP/XPT 5 0 0 5
Siemens Centaur XP/XPT RbGlI 5 0 [ 5
SNIBE Maglumi analysers 4 0 0 4
Siemens Atellica IM RbGlI 3 0 0 3
0 Your qualitative result and chosen method are presented along 9 Your Result is shown as a black triangle on the category chart
with the acceptable result based on an 80% consensus. This compared to other laboratories in groups:
consensus will be at the method level if there are >=5 labs in All Method Your Method .
: . ethods 'our Metho
the group or if there are <5 labs, will be at the all method level.
@ Overall Summary shows the number of results for this e Summary shows performance of all the methods used to
parameter and sample which are non-reactive, inconclusive or analyse the parameter.
reactive.
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SEROLOGY: SCREENING (QUANTITATIVE) REPORT

Your performance for each sample is presented in a convenient single page per parameter
report format.

.
Anti-Rubella IgG, IU/ml
Mean for Comparison
2 8 3 2 & 2 8 &8 35 53 §or 2 -2 3 a4 2 2
$ s 2§ s3siicsissizcgdsazs
s ¥4 8 R s 3 8 % &8 8 & s R 8 s ¢ 8 ¢ 3
N Mean cvx U SDPA Exc. Frxzzzz¥zxzzzzzzZ®zzZz Iz
-
D All Methods 268 49.505 50.3 1.90 24.90 19
[ Abbore Architect! Alinity 86 29416 52 02l 153 10 Y
+ e
A YourResult 27.800 sDI -1.06 'Y bd
Your Qualitative Result Reactive RMSDI 0.00 5 g °
i o
- Py o Iy o
[ Mean for Comparison 29416 ] o L
3 .
[ )
. [ ] 'Y [ ] [ ]
L
2
<
10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 | 2 3 4 5
Sample Number
0w —
0 —
0 —]
$
g
s 0 —f
2
5
© 40—
X
£
b 30 —
20 —
0 — T
°o 1 1 T T
< 15.52 46.57 77.62 108.67 >
1U/ml
e_ -
Method N Mean cvs% Un
Abbott Architect/ Alinity 86 29416 52 0.21
Roche Cobas e601/ 602 38 82.481 58 0.97
BioMerieux VIDAS 25 46.540 77 0.89
Roche Cobas 4000/e41 | 22 81417 7.1 1.54
Roche Cobas e402/e801 21 92.786 5.0 1.26
DiaSorin Liaison XL 15 33353 84 0.90
Siemens Atellica IM 9 225.947 10.8 10.19
Siemens/DPC Immulite 2000/2500 9 35522 9.8 1.45
Ortho Vitros 3600/5600/ECi/XT 7600 8 49.850 144 3.18
Beckman Dxl 600/800 7 37.774 14.0 249
DiaSorin, Liaison 5 35.180 59 117
Siemens Centaur XP/XPT 3 283.233 12.0 24.50
Siemens Centaur XP/XPT RbGlII 5 33.846 8.0 1.50
SNIBE Maglumi analysers 4 10.088 42 027
Siemens Atellica IM RbGII 3 34.117 35 0.87
ﬂ Quantitative statistics for All Methods and Your Method are e Your result is presented on the bar graph as a black triangle,
presented in your chosen unit along with your result and your showing how you compare to:
performance scores (SDI and RMSDI).
All Methods Your Method .

9 Levey-Jennings chart - Your SDIs for previous 20 samples.

e Multi Method Statistics section provides an easy way of
assessing the performance of the methods used to analyse the
parameter.

27
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SERUM INDICES: SUMMARY PAGE

The RIQAS Serum Indices EQA programme is designed for the pre-analytical assessment of
Haemolytic, Icteric and Lipemic (HIL) interferences. HIL parameters include the option of
quantitative or semi-quantitative reporting. Interpretation of chemistry parameter results is
also included for a number of parameters. The summary page collates the key information on
both the quantitative and qualitative results for the HIL parameters.

Sample | - Normal
Sample 2 - Haemolytic ——a
Sample 3 - Lipaemic
Mean for Y our
Sample Analyte Comparison Result SDI %DEY
I Haemolytic Index 13.750 14.000 0.02 1.8
leteric Index 0.980 1.100 017 12.2
Lipaemic Index 13.600 B.000 -0.83 -41.2 __a
2 Haemolytic Index 469.000 500.000 0.34 6.6
leteric Index 2475 <2.500
Lipaemic Index 40,000 45.000 1.23 125
3 Haemolytic Index 53.000 <50.000
leteric Index 5.700 6100 0.28 7.0
Lipaemic Index 42.000 <40.000
Target Your Your
Sample Analyte Categories Result Score
Haemaolytic Index 0 0 0
lereric Index 0 0 0
Lipaemic Index 1] 0 0
2 Haemalytic Index 4+ 5+ 0
leteric Index 0 0 0
Lipaemic Index 0 + |
3 Haemalytic Index 0 0 0
leteric Index 2+ 1+ 0
Lipaemic Indesx 0 0 0
0 The first section shows the status of each of the samples i.e. if 9 The final section shows the summary of the semi-quantitative
the sample is a normal sample or if it is haemolytic, icteric or results for the Serum Indices. This includes the target
lipaemic. categories based off an 80% consensus in the results, your
result and your score for each of the samples.
9 The next section shows the summary of the quantitative results

for the Serum Indices and your performance (SDI and %DEV)
for each sample.
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SERUM INDICES REPORT

The summary section is followed by report pages for the 3 serum indices parameters.
There will be 3 pages for each index - one for each sample.

Quantitative Section Semi-quantitative Section

Icteric Index, mg/dl

0—— Sample 18 Icteric

N Mean CV% U, SDPA Exc.

] Al Methods 2 I 7 18 I 0 | 0
l:l All Methods 77 11.036 75 0.12 0.82 7
B 1aac o o0 0 9 0 0 0 0
= Abbott Alinity 17 11.978 42 0.15 0.52a |
] Abbott Alinity ¢ 17 11.978 42 0.15 0.52a |
A YourResult 3+ Your Score 0
A Your Result 11.800 SDI -0.34
Target Categories 3+
B Meanfor Comparison 11.978 %DEV -1.5
* [IAAC = Abbott Alinity
- s —
s —
20 —
s -
8 & ¢
5 s 5
g K
H £ s
3 3
5 5
5 . 4 —
5 0 - 3
€ B
5 5
z Z 5
5 2 —
-
o — o
o I+ 2+ 3+ 4+ 5+ 6+ 7+
< 9.18 1041 11.65 12.88 >
Categories
mg/dl
A V'S

Mean for Comparison

10599
A0275
113071
10547
0695
Al4ls
10582
10123
121,633
10732
10130
13060
10770
11500

v
i
PR
' |

120419
10778
10660

111978

+2
ELP . ° . [
I . <
H L °l g,
& - g

° ° 2
-2 m
Sample Number Sample Number
0 Under the Serum Index parameter name the report will display the sample status e.g. if the sample should be flagging as haemolytic, icteric
or lipaemic. As with all reports, the results contained within the report pages will be in the unit selected by the lab during the registration

pprocess.
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SERUM INDICES REPORT: QUANTITATIVE SECTION

Quantitative comparison of results available for each index.

N Mean CV% U, SDPA Exc.

] All Methods 77 11036 75 012 082 7
: Abbott Alinity 17 11978 42 015 052 1
Abbott Alinity ¢ 17 11978 42 015 052 1
A Your Result 11.800 SDI -0.34
B Mean for Comparison 11.978 %DEV -5

Number of Laboratories

< 9.18 1041 11.65 12.88 >
mg/di
A

Mean for Comparison

10599
A0275
113071
10547
A0695
Al41S
10582
10.23

10.130
13060
10770
11500

120419
10778
10660

111978

Standard Deviation
[ ]
[ ]
[
[ ]

-2 =
< m

Sample Number

0 Text Section: In the text section you will see the All method, @ Histogram: As with other RIQAS reports, this histogram
method and instrument means for comparison in addition to shows an overview of the spread of the results that have been
the respective statistics. Below this you will see your result, your returned for each level of comparison (all method (white),
Mean for comparison and your performance (SDI and %DEV) method (green) and instrument (blue)). The lab's result is
for this specific sample. For samples which do not hit specific indicated by the black triangle at the bottom of the chart.
flags for the indices, a large proportion of analysers will have a
less than (<) setting. On a RIQAS report these will be counted e Levey Jennings style chart: The Levey Jennings chart will
in the excluded column. As one sample in each distribution will display the lab's SDIs. These reflect laboratory performance in
be a normal sample, it is likely there will be a large number of relation to SDPAs and are useful to monitor performance over
(<) results returned for these samples so we are indicating in time. Acceptable performance is SDI < 2. The sample numbers
this section the percentage of results that have been returned will be displayed along the bottom of the chart and the Means
as a < or > result to allow labs to see if the number of excluded for Comparison including the level will be displayed along the
results is high that there is an explanation for this. top of the report.
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SERUM INDICES REPORT: SEMI-QUANTITATIVE SECTION

Semi-quantitative comparison of the results available for each parameter.

] 1+ 2+ 3+ 4+ 5+ 6+ 7+
I Al Methods 2 | 7 18 | 0 | 0
E naac* 0 0 0 9 0 0 0 0

A YourResult 3+

Target Categories 3+

* IIAAC = Abbott Alinity

Your Score 0

Number of Laboratories
-
| |

+2

Categories

V'S

MULTI
0
4
0
0
0
4
0
0
3+

1

B ﬂ
+3

Variation from Target

Sample Number

Text Section: This shows the breakdown of the semi-
quantitative results returned - broken down by all methods
and the labs chosen method. The method is displayed as a
code, the description for which is found in the box just below
containing the lab’s result.

The lab's result, target categories (based on an 80%
consensus), and the lab’s score based on how many categories
away from the target category the result is, are displayed below
the breakdown of each category.
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e Histogram: The histogram shows a pictorial breakdown of the
results returned for each category. The lab's result is indicated
by the black triangle at the bottom of the chart.

e Levey Jennings chart: This chart will display the lab's score or
variation from the target category.

The sample numbers will be displayed along the bottom of the

chart and the target categories along the top. If there is more
than one target category, the chart will display the word ‘Multi"
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SERUM INDICES REPORT: CHEMISTRY PARAMETER PAGE

Following the report pages for the 3 Serum Indices, there are the report pages for any chemistry

parameters labs have registered for. There are 2 pages for each parameter, one showing the

comparison between the first sample (the normal sample) and the second sample and the

second page showing the comparison between the first and third sample respectively.

LD (LDH), U/l @ 37°C

Sample 16 Normal

w Sample 17 Haemolytic ‘

' Al Methods
E Lwrircc
B Roche Cobas c501/c502

N Mean CV% U, SDPA Exc.

31 295272 33 218 969 9
27 29464 23 162 673 8

8301275 34 453 11200 | ——e

N Mean CV% U, SDPA Exc.

O Al Methods 34 247620 37 198 923 7

E Lwrirce 33 248071 36 196 899 3

B Roche Cobas c501/c502 7250943 20 237 554 2
A Your Result 246,000 DI -125
W Mean for Comparison 252943 %DEV 27

A Your Result 295.000 DI 056
B Mean for Comparison ~ 301.275 %DEV 2.1

% Shife

19.11

|
Number of aboracors
I

22685 24069 25454 2838

Number of Laboratories.

7347 28800 30253 31707

un
A

Method N Mean CV% U,

LDIF- L to P IFCC 3 248071 36 19
LDPLI - Pto L Scandinavian & Dutch 4 512500 14 458

Method

LDIF - Lto PIFCC
LDPLI - P to L Scandinavian & Dutch 4 608000 22 829

N Mean  CV% U,

27 29464 23 e

LDIF
LDPLI

Your Response _Yes

W Yes
O No

LDIF

LDPLI

Your Response No

0 Sample Status: Under the chemistry parameter name the
report will display the sample status e.g. if the sample should
be flagging as haemolytic, icteric or lipaemic for the 2 samples
being compared. As with all reports, the results contained
within the report pages will be in the unit selected by the lab
during the registration process.

The rest of the report page shows the same information for
each of the 2 samples being compared.

The first sample of the 3 in each distribution will be the
normal sample, the other 2 may or may not flag for one or
more of the Indices.

o Text Section: In the text section you will see the all method,
method and instrument means for comparison and the
respective statistics. Below this you will see you result, your
Mean for comparison and your performance (SDI and %DEV)
for this specific sample.

The % shift in the Means for Comparison between the normal

and the affected sample is displayed in the results box for the
second and third sample.
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Histogram: As with other RIQAS reports, this histogram
shows an overview of the spread of the results that have been
returned for each level of comparison (all method (white),
method (green) and instrument (blue)). The lab's result is
indicated by the black triangle at the bottom of the chart.

Method Summary Section: As with other RIQAS reports, this
section provides an easy way of assessing the performance

of other methods used to analyse the parameter in question.
The code at the beginning of the description is the key to the
following section - Reporting of the Result based on Serum
Indices flag.

Reporting of the Result based on Serum Indices flag:
Depending on the Index that has been flagged, the lab may
choose to not report the result to the clinician. In this section
the lab can report on whether they would report the result for
this parameter based on the result from the Serum Indices
analysis.

25/04/2024 09:28



BACTERIAL IDENTIFICATION REPORT

Presented in a convenient single report, all results for the current sample will be displayed

within 6 sections.

Number of expected organisms in this sample:

Expected Organism:
Your Result for this Organism:

Result sent for referral (as per laboratory protocol)?

No

Pseudomonas aeruginosa

Pseudomonas aeruginosa

Case study - A 4| year old fireman was badly burned during a house fire. This organism was cultured from his subsequently infected wound.

Current Performance

Your Score for this Organism: 3 Global
Country

Correct Assessment (N)

125
22

Score Averages

Overall
2.84
2.95

Your Method
2.76
2.92

Organisms Reported
E 10 ism: Pseud 3

b

F3

No. of Results

3

@ 80
i

Pseudomonas aeruginosa }
Pseudomonas

Escherichia coli

Proteus

Pseudomonas fluorescens

Staphylococcus aureus

Methods in Use

Conventional tests }
VITEK 2 (all models)

BD Phoenix (all models)

MicroScan WalkAway

Sensititre Aris 2X

No. of Results

All Methods

Conventional tests
VITEK 2 (al models)
BD Phoenix (al models)
MicroScan WalkAway
Sensititre Aris 2X

oOo0ooow

Method E Incorrect

(33)
(00)
(00)
(09)
(09)

[ Partial

ocoocoocooo o

(6.7)
(09)
(09)
(09)
(09)

- Correct
125

8l (90.0)
32 (100.0)
6(100.0)
3(100.0)
3(100.0)
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BACTERIAL IDENTIFICATION REPORT

Participants can quickly and easily identify their performance for the current sample against
their peers across geographic locations and those utilising same methodologies. Each section
is explained in further detail below.

Number of expected organisms in this sample: |

Expected Organism: Pseudomonas aeruginosa
n_ Your Result for this Organism: Pseudomonas aeruginosa

Result sent for referral (as per laboratory protocol)? No

Case study - A 4| year old fireman was badly burned during a house fire. This organism was cultured from his subsequently infected wound.

Current Performance Score Averages
Correct Assessment (N) Overall Your Method

Your Score for this Organism: 3 Global 125 284 2.76

Country 22 2.95 2.92

I_Q_I

0 Sample Results: This shows the expected organism, the labs e Performance Scoring: This will contain the lab's specific score
selected organism and information on the laboratory protocol for this sample. It will also show the correct assessments and
being followed. Information on the lab's protocol will have an overall scoring with the lab's country and globally.

effect on the scoring for this sample.

9 Case Study: Clinical details are provided for each sample.

If sample is NOT sent for referral, scoring is marked out of 3  If sample is sent for referral, scoring is marked out of 2

* Correct Genus + species = 3 * Correct Genus + species = 2

* Correct Genus + species is blank, if this is lab protocol = 3 * Correct Genus + species is blank, if this is lab protocol = 2
* Correct Genus + species is blank =1 * Correct Genus + species is blank = 1

* Correct Genus + incorrect species = 1 * Correct Genus + incorrect species = 1

* Incorrect Genus and species but correct Gram stain = O * Incorrect Genus and species but correct Gram stain = O

* Incorrect Genus, species and Gram stain = -1 * Incorrect Genus, species and Gram stain = 0
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BACTERIAL IDENTIFICATION REPORT

Organisms Reported
E 1.0 ism: Pseud 3

No. of Results

Pseudomonas aeruginosa

Pseudomonas

Escherichia coli

Proteus

Pseudomonas fluorescens
Staphylococcus aureus

Methods in Use

Conventional tests )
VITEK 2 (all models)

BD Phoenix (all models)

MicroScan WalkAway

Sensititre Aris 2X

No. of Results

Method (] Incorrect
All Methods 3

Conventional tests
VITEK 2 (all models)
BD Phoenix (al models)
MicroScan WalkAway
Sensititre Aris 2X

(33)
(0.0)
(0.0)
(0.0)
(0.0)

oOo0ooow

ooocoo o

[ Partial

(6.7)
(09)
(00)
(09)
(09)

- Correct
125

8l (90.0)
32 (100.0)
6(100.0)
3(100.0)
3(100.0)

Bar Chart of Organisms Reported: This will list all organisms
reported by each lab ordered in descending frequency. The
black triangle indicates the lab's result.

6 Bar Chart Detailing Methods Used: This will list all methods
used by each lab ordered in descending frequency. The bars
are colour coded to highlight correct, partial and incorrect
responses for each method. The black triangle indicates the
lab's result.
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Method Summary Section: This is a table providing the
number of responses by method. The figures in brackets
indicate the percentage of responses for each method.
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BACTERIAL IDENTIFICATION - HISTORICAL PERFORMANCE

Track your performance across the previous 12 specimens using this one-page report.

Historical Performance

Score across the last 6 specimens 6/6

‘ Percentage 100.00%

Global 94.59% 94.29%

Overall O  Your Method A

Country 98.52% 97.53% ——a

Score

2
g £
2 =
EI
S 8
g 2
S ¢

g
s E
%
< £ g g g £ < g £ < &5 3
z z z zZ zZz zZ z Z Z Z & &

N/A

w
®

Global %
g
g 2
o =
& 3
5 3
s 8
UO
8 E
= ©°
= 3
< g £ g g £ £ g £ 8 3
z zZz z z z zZ zZ Z Z & &
| | S SN N — | S— | S—| — S "_—— "%
e e
A a

Score

N N N N N N N N N N 1 2

Sample Number

N N N N N N N N N 1 2

Sample Number

0 This shows the lab's score across the last 6 samples. This score
is also shown as a percentage.

o This shows the percentages for the lab's country and globally
for the last 6 samples. This is broken down by the lab's method
and all methods.
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A chart showing the lab's historical performance score. The
expected organism for each sample is displayed along the top
of the chart.

A chart showing the percentages for the lab, their country and
globally. Each plot is the percentage score for 6 rolling samples.
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ANTIMICROBIAL SUSCEPTIBILITY TESTING

Antimicrobial susceptability testing table details all reported antibiotics for current sample and

AST response.

Antimicrobial Susceptibility Testing

Organism: Pseudomonas aeruginosa

Antibiotic

Amikacin

Amoxicillin
Amoxicillin/Clavulinic Acid
Ampicillin
Ampicillin/Sulbactam
Azithromycin
Aztreonam

Cefazolin

Cefepime

Cefixime

Cefodime
Cefoperazone
Cefoperazone/Sulbactam
Cefotaxime

Cefoxitin
Cefpodoxime
Ceftazidime
Ceftazidime/Avibactam
Ceftolozane/Tazobactam
Ceftriaxone
Cefuroxime
Ciprofloxacin
Clindamycin

Colistin
Cotrimoxazole
Doripenem
Doxycycline
Ertapenem
Erythromycin
Fosfomycin

Gentamicin

Imipenem

Levofloxacin

Resistant

2

o NN

Intermediate

Sensitive
2 107
0 0
0 0
0 |
0 |
| 0
9 15
| 0
25 68
0 0
2 3
0 |
0 |
0 0
0 |
0 |
29 80
0 5
| 6
0 0
0 0
33 85
0 |
6 17
0 0
0 6
0 0
0 0
0 |
0 0
5 80
27 57
15 25

Your Result (Score)

Sensitive (2/2)

Intermediate (N/A)

Intermediate (2/2)

Intermediate (1/2)

Intermediate (2/2)

Sensitive (2/2)

Intermediate (2/2)

Intermediate (N/A)

Target
Sensitive (Y)
Too Few

Too Few
Resistant (A)
Too Few

Too Few

N/A

Too Few
Intermediate (Y)
Too Few

Too Few

Too Few

Too Few
Resistant (A)
Too Few

Too Few
Sensitive (A)
Sensitive (A)
Sensitive (A)
Too Few

Too Few
Intermediate (Y)
Too Few
Sensitive (Y)
Too Few
Sensitive (A)
Too Few

Too Few

Too Few

Too Few
Sensitive (Y)
Intermediate (Y)
N/A

* Target based on 80% agreement or at least 30% more than next common response

* Target requires at least 5 responses or else "Too Few' is recorded
* Target is based initially on lab's guideline (Y) followed by all guidelines (A) if lab's guideline does not fulfil criteria. If neither
of these are met then target recorded as N/A

* Participant responses are recorded for each antibiotic

* Participant responses from an incorrectly or partially identified organism are not included in totals

Scoring

* If target is Sensitive
Response of sensitive = 2
Response of intermediate = 1
Response of resistant = 0

* If target is Resistant
Response of sensitive = -1
Response of intermediate = 1
Response of resistant = 2
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* If target is Intermediate
Response of sensitive = 1
Response of intermediate = 2
Response of resistant = 1

* No scoring possible if target is N/A or Too Few
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ANTIMICROBIAL SUSCEPTIBILITY TESTING

Antimicrobial susceptability testing table details all reported antibiotics for current sample and
AST response.

Ticarcillin/Clauvulanic Acid 0 7 | Intermediate (2/2) Intermediate (A)
Tigecyclin I 0 0 Resistant (A)
Tobramycin | 0 53 Sensitive (2/2) Sensitive (Y)
Trimethoprim/Sulfamethoxazole 6 2 | N/A
Vancomycin 0 0 | Too Few
a_ Your Score 19 out of 20 95.0%
Your Guideline: EUCAST 350 out of 456 76.8%
All Guidelines 1755 out of 2048 85.7%
3 of your antibiotics have no target and are not scored
0 Scoring Summary * A total score for the participants responses that had targets is
provided for the participant
Your Score
* A total score for all antibiotics that had targets is provided for
Your Guideline
All Guidelines
Cefepime
e— Guideline Resistant Intermediate Sensitive % Agreement
CLSI 0 0 31 100.0%
EUCAST I 6 7 66.7%
Unspecified | 9 30 75.0%

@ Guideline Analsyis * For each antibiotic that has a target assigned, a breakdown of the

responses per guideline is provided

25/04/2024 09:29
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MONITORING EQA PERFORMANCE

Each EQA report should be evaluated and any poor performance investigated. A step by step
approach should be adopted consisting of the following three steps:

1. Investigate the source of the problem

In order to identify the source of the problem, it is useful to be aware of the
most common causes of poor EQA performance. Errors can occur at any
stage of the testing process; however, EQA is most concerned with detecting
analytical errors i.e. errors that occur during the analysis of the sample.

Most analytical errors can be easily divided into three main areas; clerical errors,
systematic errors and random errors. Systematic errors result in inaccurate
results that consistently show a positive or negative bias. Random errors, on
the other hand, affect precision and result in fluctuations in either direction.

It may be possible that, after extensive investigations, the root cause of the poor
performance cannot be established. Poor performance for a single sample
could be attributed to random error. If poor performance has been noted for
several samples, a systematic error is the most likely cause and the analytical
process should be reviewed.

Clerical errors Systematic errors Random errors

e Transcription errors e Sample/Reagent prep/handling * Bubbles in reagent

* Incorrect units used * Reagent/calibrator/standardisation change ¢ Bubbles in reagent/sample pipette
* Incorrect sample tested * Instrument/reagent/calibrator fault e Temperature fluctuations

* Incorrect method classification * Inexperienced operators * Poor pipetting technique

e Calculation/conversion error * Reagent deterioration * Poor operator technique

* |nappropriate method
The flowchart (page 29) is designed to help you investigate any apparent poor performance.

2. Implement corrective actions
Some errors can be readily recognised as simple clerical errors and easily corrected. If there is evidence of systematic
or random error however more detailed corrective actions must be taken.

Systematic Error
In the event of a systematic error, the following suggested actions may help to resolve the problem:

* Perform instrument maintenance ® Review reagent/sample storage * Prepare fresh reagents & re-run sample

* Recalibrate instrument * Check pipettes e Perform staff training

Random Error

If all possible causes have been excluded, a single unacceptable result is most likely due to random error. Re-
run the sample; if the result of repeat analysis is acceptable then corrective action is not required. If the issue
persists, investigate possible sources of systematic error.

3. Check the effectiveness of corrective actions
The effectiveness or impact of any corrective actions taken can be assessed by continuing to monitor analytical
performance over time.
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MONITORING EQA PERFORMANCE

A checklist similar to the one below is extremely useful when investigating poor EQA performance

and may help you to determine the root cause of the problem and initiate corrective actions.

LA O At O Yz iRttt .
Cycle Number: e Sample Number: ... .
Analysis Date: ..o Analyte: o
Mean for Comparison:....cccocoeeeeccuccciccccccccie . Lab Result:.............. SDI: e, %Dev:ieieaienn
1. Specimen Handling

a. Samples received in good condition e. Error due to imprecision; check IQC in terms of

o

]

. Samples stored/prepared appropriately

. Integrity of the sample is acceptable

2. Clerical

joo

. Correct result entered

. Correct use of decimal point and units

. Calculations, if any, performed correctly
(even if automated)

. Conversion factors applied to results before submission

3. Registration and Mean for Comparison

1Y

o

. Registered in the correct method/instrument group

. Changed method or instrument without advising RIQAS

. Peer Group changed due to the number of participants
returning results e.g. from method to instrument

. An obvious bias between method and instrument means

(check histogram and stats sections)

4. Internal Quality Control

a.

%Deviation of IQC (at similar conc to that of EQA) on
sample analysis date acceptable

. Shift in IQC in the periods just before and after EQA
sample analysis

. Trends in IQC in the periods before and after EQA

sample analysis

. Random IQC variation on sample analysis date
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f.

%Deviation compared to deviation observed in EQA

IQC target correctly assigned

5. Calibration

j:¥)

. Date of last calibration
. Calibration frequency acceptable

. Last calibration acceptable

6. Instrument

O

o

. Daily maintenance performed on date of sample analysis

. Special maintenance performed prior to sample analysis

. Instrument operated correctly

. Operator fully trained

7. Reagents

QO

o

. Reagents prepared and stored correctly

. Reagents within open vial stability

8. EQA sample

a.

Initial value

b. Re-run value

. Issue observed in previous EQA samples at a similar
concentration (check %Deviation by concentration and
Levey Jennings charts)

. All parameters affected (to the same extent) - possible

reconstitution error (check %Deviation on summary pages)

:

i

Remedial ACtion: e
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MONITORING EQA PERFORMANCE

The flow chart below can be used to help identify a possible root cause for poor EQA
performance.

Is the parameter result
within acceptable limits of

rformance? .
performance Verify that the reported result
Review performance over ) and units reflect what was

the cycle * Target Score = 50 obtained. Has a transcription
error occurred?
* SDI <2

* %Deviation < acceptable

limits of performance

Verify instrument, method and

Send corrected result units are registered correctly

to RIQAS along with for each parameter. Especially

relevant documentation to important for initial submission

support the case. and when registration changes
have been made.

Review the summary page.
Are the majority of results
flagged?

Advise RIQAS of correct
details

There may be a problem
Review IQC results from the specific to that sample
time the EQA sample was * Incorrect sample tested
tested. * Reconstitution error
¢ Sample storage

Review Levey-Jennings Review instrument

charts. Are any points parameters and calibration.
outside Has the reagent batch been
+/-1SD? changed?

-

Run out of control Look for shifts or trends

Look for trends within the
data
* Positive/Negative bias
No further actions * Poor precision
* Changes in performance
due to change in reagent,
calibrator or standardisation

Investigate and take
corrective action
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RIQAS PROGRAMMES

Ammonia/Ethanol Programme with target scoring !6

RQ9164 (2 ml)

2 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

Ammonia Ethanol

Anti-Miillerian Hormone (AMH) Programme+ 'an

RQ9198 (1 ml)
1 Parameter
Samples every month, 1x 12 month cycle, 12 month subscription

Anti-Mdllerian Hormone (AMH)

Anti-TSH Receptor Programme+ with target scoring 'm

RQ9174 (1 ml)
1 Parameter
Samples every month, 1 x 12 month cycle, 12 month subscription

Anti-TSH Receptor (TRAb)

Blood Gas Programme with target scoring L

RQ9134 (1.8 ml) RQ9134/A (1.8 ml)

First registered instrument Subsequent instruments
11 Parameters 11 Parameters

Samples every month, 1 x 12 month cycle, 12 month subscription

Bicarbonate CO,(Total) K+ pH
Ca++ Glucose Na+ PO,
Cl- Lactate pCO,

BNP Programme+ With target scoring !‘

RQ9165 (1 ml)
1 Parameter
Samples every month, 1 x 12 month cycle, 12 month subscription

BNP

Cardiac Programme with target scoring 'n

RQ9127/a (1 ml) RQ9127/b (1 ml) RQ9186 (1 ml)

2 Parameters only (choose from 7) Full 7 Parameters Full 7 Parameters

Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription Samples every month, 1 x 12 monthly cycle, 12 month subscription
CK, Total CK-MB (Mass) Myoglobin Troponin T

CK-MB (Activity) Homocysteine Troponin |

Cardiac Plus Programme with target scoring 'm

RQ9190 (3 ml)

11 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

CK, Total D-dimer hsCRP Troponin |
CK-MB Activity Digoxin Myoglobin Troponin T
CK-MB Mass Homocysteine NT proBNP

Cerebrospinal Fluid Programme+ with target scoring !‘
RQ9168 (3 ml)

7 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

Albumin Glucose Lactate Sodium
Chloride 1gG Protein (Total)
!‘ = Liquid ready-to-use samples 'ﬂ = Lyophilised samples PURPLE = The only parameters available on RQ9135/a + = Not accredited * = Pilot study ongoing
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RIQAS PROGRAMMES

Coagulation Programme with target scoring R

RQ9135/a (1 ml) RQ9135/b (1 ml)
5 Selected parameters only + 1 pilot Full 16 Parameters + 1 pilot

(aPTT, PT, TT, Fibrinogen, Antithrombin III)
Samples every month, 1 x 12 month cycle, 12 month subscription

aPTT D-dimer* Factor IX Protein C
PT (including INR) Factor Il Factor X Protein S
T Factor V Factor XI

Fibrinogen Factor VII Factor Xl

Antithrombin [l Factor VIII Plasminogen

CO-Oximetry Programme+ L

RQ9177 (1.2 ml) RQ9177/A (1.2 ml)
First registered instrument Subsequent instruments

7 Parameters 7 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

Carboxyhaemoglobin (COHb / HbCO) Methaemoglobin (MetHb) Oxygen Saturation (sO2 / Vol O2) Total Haemoglobin (tHb)
Deoxyhaemoglobin (HHb) Oxygen Content (O2CT) Oxyhaemoglobin (O2Hb / HbO2)

CYFRA 21-1 Programme+ R

RQ9175 (1 ml)
1 Parameter
Samples every month, 1 x 12 month cycle, 12 month subscription

CYFRA 21-1 (Cytokeratin 19)

Cytokines Programme+ R

RQ9195 (1 ml)

1 Parameter + 11 pilots
Samples every month, 1x 12 month cycle, 12 month subscription

Epidermal Growth Factor (EGF)* Interleukin — 4 (IL-4)* Interferon gamma (INF-Y)* Vascular Endothelial Growth Factor
Interleukin - 1 alpha (IL-1a)* Interleukin = 6 (IL-6) Monocyte Chemoattractant Protein -1 (VEGF)*

Interleukin - 1 beta (IL-1B)* Interleukin - 8 (IL-8)* (MCP-1)*

Interleukin - 2 (IL-2)* Interleukin = 10 (IL-10)* Tumour Necrosis Factor alpha (TNF-a)*

ESR Programme+ L

RQ9163 (4.5 ml)

1 Parameter
2 samples per quarterly distribution, 1x 12 month cycle, 12 month subcription

ESR (Erythrocyte Sedimentation Rate)

General Clinical Chemistry Programme with target scoring 'a;

RQ9112/a (5 ml) RQ9112/b (5 ml) RQ9112/c (5 ml) RQ9128 (5ml)
10 Parameters 17 Parameters Full 56 Parameters Full 56 Parameters

Samples every month, 1 x 12 monthly
cycle, 12 month subscription

Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription, reference method values

ACE (Angiotensin Converting Enzyme) Calcium, Adjusted HBDH Protein (Total)
Acid Phosphatase (Prostatic) Calcium (lonised) HDL-Cholesterol PSA

Acid Phosphatase (Total) Chloride Iron Sodium
Albumin Cholesterol Lactate TIBC
Alkaline Phosphatase Cholinesterase LD (LDH) T, (Free)
ALT (ALAT) CK, Total (CPK) LDL-Cholesterol T, (Total)
Amylase (Pancreatic) Copper Lipase T, (Free)
Amylase (Total) Creatinine Lithium T, (Total)
AST (ASAT) D-3-Hydroxybutyrate Magnesium Triglycerides
Bicarbonate eGFR (estimated glomerular filtration rate) NEFA TSH

Bile Acids Fructosamine Non-HDL Cholesterol UIBC
Bilirubin (Direct) yGT Osmolality Urea
Bilirubin (Total) GLDH Phosphate (Inorganic) Uric Acid
Calcium Glucose Potassium Zinc

Glycated Haemoglobin Programme (HbA1lc) with target scoring L

RQ9129 (0.5ml)

2 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

HbATc Total Haemoglobin

!‘ = Liquid ready-to-use samples '& = Lyophilised samples PURPLE = The only parameters available on RQ9135/a + = Not accredited * = Pilot study ongoing
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RIQAS PROGRAMMES

Haematology Programme With target scoring !‘
RQ9118 (2 ml)

RQ9140 (2ml)
1 Parameters
Samples every month, 1 x 12 monthly cycle, 12 month subscription

11 Parameters
Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription

Haematocrit (HCT) Mean Cell Haemoglobin Concentration
Haemoglobin (Hb) (MCHC)
Mean Cell Haemoglobin (MCH) Mean Cell Volume (MCV)

Mean Platelet Volume (MPV)
Platelets (PLT)
Plateletcrit (PCT)

Red Blood Cell Count (RBC)
Red Cell Distribution Width (RDW)
Total White Blood Cell Count (WBC)

Human Urine Programme with target scoring 'm

RQ9115 (2 x 10 ml)

25 Parameters
Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription

RQ9185 (10ml)
25 Parameters

Samples every month, 1 x 12 monthly cycle, 12 month subscription

ACR Creatinine Normetanephrine Protein (Total)
Albumin/Microalbumin Dopamine Magnesium Sodium
Amylase Epinephrine Osmolality Urea
Calcium Glucose Oxalate Uric Acid
Chloride Metanephrine Phosphate (Inorganic) VMA

Copper Norepinephrine Potassium 5-HIAA
Cortisol

Immunoassay Program me With target scoring 'n

RQ9125/a (5 ml)
4 Parameters only + 2 pilots

RQ9125/b (5 ml)

13 Parameters only + 2 pilots

RQ9125/c (5 ml)
Full 49 Parameters + 2 pilots

Samples every two weeks, 2 x 6 monthly cycles, 12 month subscription (RQ9125/a, RQ9125/b, RQ9125/c)

RQ9130 (5 ml)
Full 49 Parameters + 2 pilots
Samples every month, 1 x 12 month

cycle, 12 month subscription RQ9130)

ACTH DHEA-Sulphate 17-OH-Progesterone T, (Free)

AFP DHEA Unconjugated Paracetamol T, (Total)
Aldosterone Digoxin Phenobarbital Testosterone (Free)*
Amikacin Ferritin Phenytoin Testosterone (Total)
Androstenedione Folate Progesterone Theophylline
B-2-Microglobulin FSH Prolactin Thyroglobulin
CA125 Gentamicin PSA (Free) TSH

CA15-3 GH PSA (Total) Valproic Acid
CA19-9 hCG PTH Vancomycin
Carbamazepine IgE Salicylate Vitamin B12

CEA Insulin SHBG 1-25-(OH),-Vitamin D*
Cortisol LH T, (Free) 25-OH-Vitamin D
C-Peptide Oestradiol T; (Total)

Immunoassay Speciality 1 Programme with target scoring k

RQ9141 (2 ml)

9 Parameters + 1 pilot

Samples every month, 1 x 12 month cycle, 12 month subscription

1-25-(OH),-Vitamin D* Anti-TG Osteocalcin Insulin
25-OH-Vitamin D Anti-TPO Procalcitonin
C-Peptide IGF-1 PTH

Immunoassay Speciality 2 Programme with target scoring L

RQ9142 (1 ml)
5 Parameters

Samples every month, 1 x 12 month cycle, 12 month subscription

Calcitonin
Gastrin

Immunosuppressant Programme+ R

RQ9159 (2 ml)
4 Parameters

Procalcitonin

Plasma Renin Activity

Renin (Direct Concentration)

Samples every month, 1 x 12 month cycle, 12 m

Ciclosporin

Lipid Programme with target scoring 'm

RQ9126/a (3 ml)

3 Parameters only (choose from 7)
Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription

Everolimus

RQ9126/b (3 ml)

Full 7 Parameters

h subscription, reference method values

Sirolimus

Tacrolimus

Apolipoprotein Al
Apolipoprotein B

!‘ = Liquid ready-to-use samples

LT033 RIQAS Explained FEB24.indd 44

Cholesterol (Total)

HDL-Cholesterol

'ﬂ = Lyophilised samples

LDL-Cholesterol
Lipoprotein (a)

PURPLE = The only parameters available on RQ9135/a

+ = Not accredited

Triglycerides

* = Pilot study ongoing
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RIQAS PROGRAMMES

Maternal Screening Programme with target scoring L

RQ9137 (1 ml)

6 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

AFP Total hCG PAPP-A Unconjugated Oestriol
free p-hCG Inhibin A

Microbiology (Bacterial Identification) Programme+ i

RQ9197 1 strain complete with case study. Identification of the micro-organisms can
1 strain (complete with case study) be made at Gram positive / negative, Genus and Species level. Antimicrobial
Samples every 2 months, 1 x 12 month cycles, 12 month subscription Susceptibility Testing on identified strain

Antimicrobial Susceptibility Testing Strain Identification

Neonatal Bilirubin Programme+ R

RQ9191 (3 ml)
2 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

Direct Bilirubin Total Bilirubin

Psychiatric Drugs Programme (R

Serology (Anti-SARS-CoV-2) Programme+ L

RQ9193 (0.5 ml)
3 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription

1gG IgM Total Antibodies

Serology (EBV) Programme+ A

RQ9153 (1 ml)
3 Parameters
Samples every month, 1 x 12 month cycle, 12 month subscription, Quantitative and Qualitative results

Anti-EBV VCA 1gG Anti-EBNA 1gG Anti-EBV VCA IgM

Serology (HIV-Hepatitis) Programme+ &

RQ9151 (1.8 ml)

10 Parameters + 6 pilots
Samples every month, 1 x 12 month cycle, 12 month subscription, Quantitative and Qualitative results

Anti-CMV (Total) Anti-HBc IgM* Anti-HIV-1 Anti-HTLV I
Anti-HAV IgM* Anti-HBe (Total)* Anti-HIV-2 Anti-HTLV combined
Anti-HAV (Total)* Anti-HBs (Total)* Anti-HIV combined HBsAg

Anti-HBc Anti-HCV Anti-HTLV | p24~*

Serology (Syphilis) Programme+ &

RQ9154 (1 ml)

1 Parameter
Samples every month, 1 x 12 month cycle, 12 month subscription, Quantitative and Qualitative results

Syphilis (Methods available include immunoassay RPR, VDRL and TPHA)

Serology (ToORCH) Programme+ L

RQ9152 (1 ml)

12 Parameters + 3 pilots
Samples every month, 1x 12 month cycle, 12 month subscription, Quantitative and Qualitative results

Anti-CMV IgG Anti-HSV2 1gG Anti-Measles IgG* Anti-Toxoplasma IgG
Anti-CMV IgM Anti-HSV2 IgM Anti-Mumps IgG* Anti-Toxoplasma IgM
Anti-HSV1 IgG Anti-HSV1/2 1gG Anti-Rubella 1gG Anti-VZV 1gG*
Anti-HSV1 IgM Anti-HSV1/2 IgM Anti-Rubella IgM
!‘ = Liquid ready-to-use samples 'ﬂ = Lyophilised samples PURPLE = The only parameters available on RQ9135/a + = Not accredited * = Pilot study ongoing
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Serum Indices Programme+ L

RQ9194 (1 ml)
3 Indices Assessments

25 Chemistry Parameters
Samples Bi-Monthly, 2 x 9 samples, 12 month subscription

RQ9194/A (1 ml)

RIQAS PROGRAMMES

Indices Assessment (Quantitative and Semi-Quantitative)

Haemolysis Icteric

Parameter Assessment (Quantitative)

ALP Cholesterol
ALT CK NAC
AST Creatinine
Bilirubin (Direct) GGT
Bilirubin (Total) Glucose
Calcium HDL
Chloride Iron

Specific Proteins Programme with target scoring

RQ9114 (3 ml)

26 Parameters

Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription

Lipaemic

Lactate

LDH

Lipase
Magnesium
Phosphate
Potassium
Protein (Total)

L

RQ9187 (1ml)

26 Parameters
Samples every month, 1 x 12 monthly cycle, 12 month subscription

Sodium
Triglycerides
Urea

Uric Acid

AFP B-2-Microglobulin
Albumin Ceruloplasmin
a-1-Acid glycoprotein Complement C,
a-T-Antitrypsin Complement C,
a-2-Macroglobulin C-Reactive Protein
Anti Streptolysin O Ferritin
Antithrombin I Haptoglobin

Sweat Testing Programme+ L

RQ9173 (2 ml)

2 Parameters

Samples every month, 1 x 12 month cycle, 12 month subscription

IgA
IgE
1gG
IgM

Kappa Light Chain (Free)

Lambda Light Chain (Total)
Prealbumin (Transthyretin)
Retinol Binding Protein
Rheumatoid Factor
Transferrin

Kappa Light Chain (Total)
Lambda Light Chain (Free)

Chloride Conductivity

Therapeutic Drugs Programme with target scoring 'm

RQ9111 (5 ml)

18 Parameters

Samples every 2 weeks, 2 x 6 monthly cycles, 12 month subscription, Weighed-in values

Amikacin Ethosuximide

Caffeine Gentamicin

Carbamazepine Lithium

Ciclosporin Methotrexate

Digoxin Paracetamol (Acetaminophen)

Urinalysis Programme with scoring !6

RQ9138 (12 ml)

14 Parameters

Samples every 2 months, 1 x 12 month cycle, 12 month subscription

Phenobarbital
Phenytoin
Primidone
Salicylic Acid
Theophylline

Tobramycin
Valproic Acid
Vancomycin

Albumin Galactose
Bilirubin Glucose
Blood hCG
Creatinine Ketones

Urine Toxicology Programme+ L

RQ9139 (5 ml)

20 Parameters

Samples every month, 1 x 12 month cycle, 12 month subscription

Leucocytes
Nitrite

pH

Protein

Specific Gravity
Urobilinogen

Benzoylecgonine d-Methamphetamine

Buprenorphine EDDP
Cannabinoids (THC) Ethanol
Cotinine Free Morphine
Creatinine Lorazepam
d-Amphetamine LSD

MDMA
Methadone
Nortriptyline

Norpropoxyphene

Oxazepam
Phencyclidine

Phenobarbital
Secobarbital

Whilst every attempt is made to ensure that information is accurate and up-to-date, some information is subject to change, please contact RIQAS for current details.

!‘ = Liquid ready-to-use samples 'ﬂ = Lyophilised samples
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Ammonia / Ethanol
Anti-Mullerian Hormone (AMH) +
Anti-TSH Receptor +
Cerebrospinal Fluid +
Coagulation

CO-Oximetry +

CYFRA 21-1 +

Cytokines +

General Clinical Chemistry
Haematology

Human Urine
Immunoassay

Blood Gas
Cardiac Plus

1-25-(OH),-Vitamin D*

7-OH-Progesterone

25-OH-Vitamin D

5-HIAA X
A | a-1-Acid Glycoprotein

X X X

—_
-

a-1-Antitryspin

a-2-Macroglobulin

ACE (Angiotensin Converting Enzyme) X
Acid Phosphatase (Prostatic)
Acid Phosphatase (Total) X

AC X
ACTH X
AF
Albumin X X X
Aldosterone X
Alkaline Phosphatase X

ALT

ALT (ALAT) X

Amikacin X
Ammonia X

x

o
x

Amylase (Pancreatic) X
Amylase (Total) X X
Androstenedione X
Anti Streptolysin O (ASO)
Anti-CMV
Anti-CMV IgG
Anti-CMV IgM
Anti-EBNA IgG
Anti-EBV VCA IgG
Anti-EBV VCA IgM
Anti-HAV IgM*
Anti-HAV (Total)*
Anti-HBc
Anti-HBc IgM*
Anti-HBe (Total)*
Anti-HBs (Total)*
Anti-HCV
Anti-HIV-1
IV-1 & 2 Combined

>
2
<
N

A z
Anti-HSV-1 & 2 IgG Combined
Anti-HSV-1 & 2 IgM Combined
Anti-HSV1 IgG
Anti-HSV1 IgM
Anti-HSV2 I1gG
Anti-HSV2 IgM

TLV-1 & 2 Combined
Anti-HTLV-|
Anti-HTLV-II
Anti-Measles 1gG*

Antimicrobial Susceptibility Testing

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Microbiology (Bacterial Idenitfication) +
Neonatal Bilirubin +

Serology (Anti-SARS-CoV-2) +
Serology (EBV) +

Serology (HIV / Hepatitis) +
Serology (Syphilis) +

Serology (ToRCH) +

Serum Indices +

Specific Proteins

Sweat Testing +

Therapeutic Drug

Urine Toxicology +

Urinalysis

1-25-(OH),-Vitamin D*
7-OH-Progesterone
25-OH-Vitamin D
5-HIAA

a-1-Acid Glycoprotein

—_

a-1-Antitryspin

a-2-Macroglobulin

ACE (Angiotensin Converting Enzyme)
Acid Phosphatase (Prostatic)

Acid Phosphatase (Total)

0

ACTH

m
o

> >
bl

Albumin
Aldosterone
Alkaline Phosphatase

b
—

ALT (ALAT)
Amikacin
Ammonia
Amylase (Pancreatic)
Amylase (Total)
Androstenedione
Anti Streptolysin O (ASO)
Anti-CMV
Anti-CMV IgG
Anti-CMV IgM
Anti-EBNA 1gG
Anti-EBV VCA IgG
Anti-EBV VCA IgM
Anti-HAV IgM*
Anti-HAV (Total)*
Anti-HBc
Anti-HBc IgM*
Anti-HBe (Total)*
Anti-HBs (Total)*
Anti-HCV
Anti-HIV-1
Anti-HIV-1 & 2 Combined
Anti-HIV-2
Anti-HSV-1 & 2 IgG Combined
Anti-HSV-1 & 2 IgM Combined
Anti-HSV1 IgG
Anti-HSV1 IgM
Anti-HSV2 I1gG
Anti-HSV2 IgM
X Anti-HTLV-1 & 2 Combined
Anti-HTLV-I

X Anti-HTLV-II

X Anti-Measles 1gG*

X Antimicrobial Susceptibility Testing

X X X X X X X X X X

X X X X X X

x

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

General Clinical Chemistry

Ammonia / Ethanol
Anti-TSH Receptor +
Cardiac Plus
Cerebrospinal Fluid +
Coagulation
CO-Oximetry +
CYFRA 21-1 +
Cytokines +
Haematology
Human Urine
Immunoassay

Ml Anti-Mullerian Hormone (AMH) +
Blood Gas

A

Anti-Toxoplasma IgG
Anti-Toxoplasma IgM
Anti-TPO

Anti-TSH Receptor (TRAb)
Anti-VZV IgG*
Apolipoprotein Al
Apolipoprotein B

AST (ASAT)
B-2-Microglobulin
Benzoylecgonine
Bicarbonate

Bile Acids
Bilirubin (Direct)
Bilirubin (Total)
Blood

Buprenorphine
c |CA15-3
CA19-9
CA125
Caffeine
Calcitonin
Calcium
Calcium, Adjusted
Calcium (lonised)
Cannabinoids (THC)
Carbamazepine
Carboxyhaemoglobin (COHb / HbCO)
E
Ceruloplasmin
Chloride
Cholesterol (Total)
Cholinesterase

0

Ciclosporin

CK, Total
CK-MB (Activity)
CK-MB (Mass)
CKNAC

CO2, Total
Complement C,

A ARS-COV2 Total
AST

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Microbiology (Bacterial Idenitfication) +
Serology (Anti-SARS-CoV-2) +

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Neonatal Bilirubin +
Serology (EBV) +
Serology (HIV / Hepatitis) +
Serology (Syphilis) +
Serology (ToRCH) +
Serum Indices +

Specific Proteins

Sweat Testing +
Therapeutic Drug

Urine Toxicology +

Urinalysis

Anti-Miillerian Hormone (AMH)
Anti-Mumps IgG*

Anti-Rubella IgG

Anti-Rubella IgM

>

>
>
]
7
(0}
2
N
[}
[0}

>
]
o
2
N
()
<

n o

Anti-TG

Anti-Toxoplasma IgG
Anti-Toxoplasma IgM
Anti-TPO

Anti-TSH Receptor (TRAb)
Anti-VZV IgG*
Apolipoprotein Al
Apolipoprotein B

(%]
1

> >
>
>
o
n
(@)
2
N
)
=

AST (ASAT)

B-2-Microglobulin
8| Benzoylecgonine

Bicarbonate

Bile Acids
X X Bilirubin (Direct)
X X X Bilirubin (Total)
X Blood

8| Buprenorphine
CA15-3
CA19-9
CA125
X Caffeine
X Calcitonin
X Calcium
Calcium, Adjusted
Calcium (lonised)
%8| Cannabinoids (THC)
X Carbamazepine
Carboxyhaemoglobin (COHb / HbCO)
E
X Ceruloplasmin
X X Chloride
X X Cholesterol (Total)

0

Cholinesterase

X X Ciclosporin
CK, Total
CK-MB (Activity)
CK-MB (Mass)
X CKNAC
CO2, Total
X Complement C,

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Ammonia / Ethanol
Anti-Mullerian Hormone (AMH) +
Anti-TSH Receptor +
Cerebrospinal Fluid +
Coagulation

CO-Oximetry +

CYFRA 21-1 +

Cytokines +

General Clinical Chemistry
Haematology

Human Urine
Immunoassay

Blood Gas
Cardiac Plus

Complement C,

0

Conductivity

Copper

Cortisol

Cotinine

C-Peptide

C-Reactive Protein (CRP)

“
Ny

1 (Cytokerati
D-3-Hydroxybutyrate
d-Amphetamine
D-Dimer* 24
Deoxyhaemoglobin (HHb)
DHEA Unconjugated
DHEA-Sulphate
Digoxin
d-Methamphetamine
Dopamine

eGFR (estimated glomerular filtration rate)
Epidermal Growth Factor (EGF)*
Epinephrine

ESR

Ethanol

Ethosuximide

Everolimus

Factor Il

Factor IX

Factor V

Factor VII

Factor VIII

Factor X

Factor XI

Factor XlI

X X X X X X X X

x

Folate X
Free Morphine

free B-hCG

Fructosamine X

FS
y-GT X

I
x

Galactose

Growth Hormone (GH) X
GLDH X

(9]
<
o
3
=0
F]

S

Haematocrit (HCT) X
Haemoglobin (Hb) X
Total Haemoglobin (tHb) X X

I

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Microbiology (Bacterial Idenitfication) +
Neonatal Bilirubin +

Serology (Anti-SARS-CoV-2) +
Serology (EBV) +

Serology (HIV / Hepatitis) +
Serology (Syphilis) +

Serology (ToRCH) +

Serum Indices +

Sweat Testing +

Therapeutic Drug

Urine Toxicology +

bl Specific Proteins
Urinalysis

1Y
o
o
o
-~
3,
=1
=
)
el
0
=

Complement C,
Conductivity
Copper
Cortisol
| Cotinine
X C-Peptide
X C-Re

x
x
x
O
s

®

a2

CYFRA 21-1 (Cytokeratin 19)
D-3-Hydroxybutyrate

%8| d-Amphetamine
D-Dimer* 24
Deoxyhaemoglobin (HHb)
DHEA Unconjugated
DHEA-Sulphate

X Digoxin

& | d-Methamphetamine

Dopamine

x

eGFR (estimated glomerular filtration rate)
Epidermal Growth Factor (EGF)*
Epinephrine
E
)& | Ethanol
X Ethosuximide
X Everolimus

(%]

Factor Il
Factor IX
Factor V
Factor VII
Factor VIII
Factor X
Factor XI
Factor XlI
X Ferritin

Folate
»,&| Free Morphine
X free B-hCG
Fructosamine
FSH
X y-GT
X Galactose
X Gastrin
X Gentamicin
Growth Hormone (GH)
GLDH

Haematocrit (HCT)
Haemoglobin (Hb)
Total Haemoglobin (tHb)

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Anti-Mullerian Hormone (AMH) +
General Clinical Chemistry

Ammonia / Ethanol
Anti-TSH Receptor +
Blood Gas

Cardiac Plus
Cerebrospinal Fluid +
Coagulation
CO-Oximetry +
CYFRA 21-1 +
Cytokines +
Haematology
Human Urine
Immunoassay

Haemolysis
Haptoglobin
HbA1lc
HBsAg

h
HDL-Cholesterol

Q

0;:_
(0]

X X X X X X X X

Homocysteine
hsCRP
cteric

nhibin A

Interferon gamma (INF-Y)*
nterleukin - 1 alpha (IL-1a)*
Interleukin - 1 beta (IL-1B)*
nterleukin - 10 (IL-10)*
Interleukin - 2 (IL-2)*
Interleukin - 4 (IL-4)*
Interleukin - 6 (IL-6)
Interleukin - 8 (IL-8)*

x

I Iron

K Kappa Light Chain (Free)
. Kappa Light Chain (Total)

Ketones

L Lactate X X X
Lambda Light Chain (Free)

Lambda Light Chain (Total)

LD (LDH) X
LDL-Cholesterol X
Leucocytes

Lipase X
Lipoprotein (a)

Lithium X

Lorazepam

LSD
L

c
[
oQ
I
o
5
3
(]
=
)
-
&
X

t

Magnesium X X
MDMA

Mean Cell Haemoglobin (MCH)

Mean Cell Haemoglobin Concentration
(MCHC)

Mean Cell Volume (MCV)

Mean Platelet Volume (MPV)
Metanephrine X
Methadone

Methaemoglobin (MetHb) X

Methotrexate

X X X X

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Microbiology (Bacterial Idenitfication) +
Neonatal Bilirubin +

Serology (Anti-SARS-CoV-2) +
Serology (EBV) +

Serology (HIV / Hepatitis) +
Serology (Syphilis) +

Serology (ToRCH) +

Specific Proteins

Sweat Testing +

Therapeutic Drug

Urine Toxicology +

a8l Serum Indices +
Urinalysis

Haemolysis
Haptoglobin
HbA1lc
HBsAg

>
O
o

HDL-Cholesterol
Homocysteine
hsCRP

cteric

nhibin A

Interferon gamma (INF-Y)*
Interleukin - 1 alpha (IL-1a.)*
nterleukin - 1 beta (IL-1B)*
nterleukin - 10 (IL-10)*
Interleukin - 2 (IL-2)*
Interleukin - 4 (IL-4)*
Interleukin - 6 (IL-6)
Interleukin - 8 (IL-8)*

Iron

Kappa Light Chain (Free)
Kappa Light Chain (Total)
Ketones

Lactate
Lambda Light Chain (Free)
Lambda Light Chain (Total)
LD (LDH)
LDL-Cholesterol
Leucocytes
Lipase
Lipoprotein (a)
Lithium

)& | Lorazepam

& | LSD
ute g Hormone
X Magnesium

& | MDMA
Mean Cell Haemoglobin (MCH)

Mean Cell Haemoglobin Concentration
(MCHC)

Mean Cell Volume (MCV)
Mean Platelet Volume (MPV)
Metanephrine
)& | Methadone
Methaemoglobin (MetHb)
X Methotrexate

I
L
Lut H (LH)

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Ammonia / Ethanol
Anti-Mullerian Hormone (AMH) +
Anti-TSH Receptor +
Blood Gas
Cardiac Plus
Cerebrospinal Fluid +
Coagulation
CO-Oximetry +
CYFRA 21-1 +

Il Cytokines +
General Clinical Chemistry
Haematology
Human Urine
Immunoassay

yt .
(MCP-1)*

Myoglobin

NEFA

<

N

Non-HDL Cholesterol
Norepinephrine
Normetanephrine
Norpropoxyphene

Nortriptyline

NTproBNP

Oestradiol

Osmolality

Osteocalcin

Oxalate

Oxazepam

Oxygen Content (O2CT)

Oxygen Saturation (sO2 / Vol O2)
Oxyhaemoglobin (O2Hb / HbO2)

PAPP-A
Paracetamol (Acetaminophen)

C

Phencyclidine
Phenobarbital
Phenytoin

Phosphate (Inorganic)
Plasma Renin Activity
Plasminogen
Plateletcrit (PCT)
Platelets (PLT)

Prealbumin (Transthyretin)
Primidone

Procalcitonin
Progesterone

Prolactin

Protein (Total)

Protein C

Protein S

PSA (Free)

PSA (Total)

]
4
I

Red Blood Bell Count (RBC)

Red Cell Distribution Width (RDW)
Renin (Direct Concentration)
Retinol Binding Protein
Rheumatoid Factor

Salicylic Acid

. Monocyte Chemoattractant Protein -1
p
PO,

A Pilot status only in certain programmes. Please check pages 42-46 for more information.

LT033 RIQAS Explained FEB24.indd 55 25/04/2024 09:29



PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Microbiology (Bacterial Idenitfication) +
Serology (Anti-SARS-CoV-2) +

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Neonatal Bilirubin +
Serology (EBV) +
Serology (HIV / Hepatitis) +
Serology (Syphilis) +
Serology (ToRCH) +
Serum Indices +

Specific Proteins

Sweat Testing +
Therapeutic Drug

Urine Toxicology +

Urinalysis

Monocyte Chemoattractant Protein -1
(MCP-1)*

Myoglobin

NEFA

N

Non-HDL Cholesterol
Norepinephrine
Normetanephrine

)& | Norpropoxyphene

»& | Nortriptyline
NTproBNP
Oestradiol
Osmolality

X Osteocalcin

Oxalate

)& | Oxazepam
Oxygen Content (O2CT)
Oxygen Saturation (sO2 / Vol O2)
Oxyhaemoglobin (O2Hb / HbO2)

M
X P24*
X PAPP-A
X Paracetamol (Acetaminophen)
C
X
), &| Phencyclidine
X )& | Phenobarbital
X Phenytoin
X Phosphate (Inorganic)
X Plasma Renin Activity
Plasminogen
Plateletcrit (PCT)
Platelets (PLT)
X Prealbumin (Transthyretin)
X Primidone
X X Procalcitonin
Progesterone
Prolactin
X X Protein (Total)
Protein C
Protein S
PSA (Free)
PSA (Total)
X PTH

T

bl
O

0

-
[0}
1Y
c
e
=
<

Red Blood Bell Count (RBC)
Red Cell Distribution Width (RDW)
X Renin (Direct Concentration)
X Retinol Binding Protein
X Rheumatoid Factor
X Salicylic Acid

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Anti-Mullerian Hormone (AMH) +
General Clinical Chemistry

Ammonia / Ethanol
Anti-TSH Receptor +
Blood Gas

Cardiac Plus
Cerebrospinal Fluid +
Coagulation
CO-Oximetry +
CYFRA 21-1 +
Cytokines +
Haematology
Human Urine
Immunoassay

Secobarbital
SHBG
Sirolimus

Specific Gravity
Strain Identification
Syphilis

T T, (Free)
T, (Total)
IAGED)
T, (Total)
Tacrolimus
Testosterone (Free)*
Testosterone (Total)
Theophylline
Thyroglobulin
TIBC
Tobramycin
Total hCG
Transferrin
Triglycerides
Troponin |
Troponin T
TSH
Tumour Necrosis Factor al

[ w |

Ipha a)*

UIBC
Unconjugated Oestriol
Urea
Uric Acid
Urobilinogen
Valproic Acid
Vancomycin
Vascular Endothelial Growth Factor (VEGF)*
Vitamin B12
VMA
al White Blood Cell Count (WBC)

W

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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PARAMETER INDEX

+ = Not accredited
* = Pilot study ongoing

PURPLE = The only parameters available on RQ9135/a

Microbiology (Bacterial Idenitfication) +
Serology (Anti-SARS-CoV-2) +

Immunoassay Speciality 1
Immunoassay Speciality 2
Immunosuppressant +
Maternal Screening
Neonatal Bilirubin +
Serology (EBV) +
Serology (HIV / Hepatitis) +
Serology (Syphilis) +
Serology (ToRCH) +
Serum Indices +

Specific Proteins

Sweat Testing +
Therapeutic Drug

Urinalysis
il Urine Toxicology +

=
5
>
1Y
Q
&,
*

Secobarbital
SHBG
Sirolimus

Specific Gravity
Strain Identification
Syphilis

T, (Free)

T, (Total)

IAGED)

T, (Total)
Tacrolimus
Testosterone (Free)*
Testosterone (Total)
Theophylline
Thyroglobulin

TIBC

Tobramycin

Total hCG
Transferrin
Triglycerides
Troponin |
Troponin T

TSH

mour Necrosis Factor al

Unconjugated Oestriol
Urea
Uric Acid

Urobilinogen

Valproic Acid

Vancomycin
Vascular Endothelial Growth Factor (VEGF)*
Vitamin B12

<
<
>

Total White Blood Cell Count (WBC)

A Pilot status only in certain programmes. Please check pages 42-46 for more information.
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RANDOX QC PORTFOLIO

Our expertise in Quality Control have led to us creating market leading products that are tried
and trusted by laboratory professionals. Our product portfolio offers high quality diagnostic
solutions which offer reliable and rapid diagnosis and we believe that by providing laboratories
with these tools, we can improve health worldwide.

ACUSERA - True third party controls offering complete test menu consolidation

“ ) Uniquely combining more than 100 analytes conveniently in a single control, laboratories can
significantly reduce costs and consolidate without compromising on quality. As true third party
controls, unbiased performance assessment with any instrument or method is guaranteed.

ACUSERA 24¢7 - Online QC software with real-time peer group statistics

Designed for use with the Acusera range of third party controls, the Acusera 247 software
p  will help you monitor and interpret your QC data. Access to an impressive range of features,
including interactive charts, the automatic calculation of Measurement Uncertainty & Sigma
Metrics and live peer group data generated from our extensive database of laboratory
participants, ensures Acusera 247 is the most comprehensive package available.

ACUSERA VERIFY - Keep your instrument in check with calibration verification materials

Designed to challenge a larger section of an instruments reportable range and test if a system'’s
calibration is still valid. Our linearity materials cover a wide range of testing including, CRP, RF,
Lipids, Therapeutic Drugs, Esoterics and more. Designed with user convenience in mind, all
our linearity sets are supplied in a liquid format and in varying levels. Our unique combination
of analytes enables laboratories to reduce the number of individual products required while
ultimately reducing costs and time.

MOLECULAR - IQC & EQA solutions for infectious disease testing

Our complete quality control solutions for molecular infectious disease testing comprise
hundreds of characterised viral, bacterial and fungal targets. Covering a wide range of transplant

2 associated diseases, respiratory infections, blood borne viruses, sexually transmitted infections
and more, our Molecular IQC and EQA range covers the full laboratory portfolio. Both our
product offering are manufactured using only the highest quality material and the availability
of whole pathogen samples ensures the performance of the patient sample is mimicked
throughout.
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CONTACT US

Contact us for more information on any of our products and services:

HEADQUARTERS

Randox Laboratories Ltd, 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom

B +44(0) 28 9445 4399

INTERNATIONAL OFFICES

Y

AUSTRALIA
Randox (Australia) Pty Ltd
Tel: +61(0) 2 9615 4640

>

CZECH REPUBLIC
Randox Laboratories S.R.O.
Tel: +420 2 1115 1661

HONG KONG
Randox Laboratories Hong Kong Limited
Tel: +852 3595 0515

L

POLAND
Randox Laboratories Polska Sp. z 0.0.
Tel: +48 22 862 1080

il

REPUBLIC OF IRELAND

Randox Teoranta
Tel: +353 7495 22600

SOUTH KOREA
Randox Korea
Tel: +82 (0) 31478 3121

=

UAE
Randox Medical Equipments Trading LLC
Tel: +971 55 474 9075

= marketing@randox.com

BRAZIL
Randox Brasil Ltda
Tel: +55 11 5181-2024

il

FRANCE
Laboratoires Randox
Tel: +33 (0) 130 18 96 80

il

ITALY
Randox Laboratories Ltd.
Tel: +39 06 9896 8954

PORTUGAL
Irlandox Laboratorios Quimica Analitica Ltda
Tel: +35122 589 8320

SLOVAKIA
Randox S.R.O.
Tel: +4212 63813324

SPAIN
Laboratorios Randox S.L
Tel: +34 93 475 09 64

L=

USA
Randox Laboratories-US, Ltd.
Tel: +1304 728 2890

For technical support contact: mail@rigas.com

& randox.com

CHINA
Randox Laboratories Ltd.
Tel: +86 021 6288 6240

GERMANY
Randox Laboratories GmbH
Tel: +49 (0) 2151937 061

INDIA
Randox Laboratories India Pvt Ltd.
Tel: +91 80 2802 5000

PUERTO RICO
Clinical Diagnostics of Puerto Rico, LLC
Tel: +1787 7017000

>

SOUTH AFRICA
Randox Laboratories SA (Pty) Ltd.
Tel: +27 (0) 11 312 3590

SWITZERLAND
Randox Laboratories Ltd. (Switzerland)
Tel: +41 41 810 48 89

VIETNAM
Randox Laboratories Ltd. Vietnam
Tel: +84 (0) 8 3911 0904

Whilst every attempt is made to ensure that information is accurate and up-to-date, some information is subject to change.

Please contact marketing@randox.com for current details.
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Copyright © 2023 Randox Laboratories Ltd. All rights Reserved. VAT number: GB 151 6827 08. In EU VAT number: XI 151 6827 08. Information correct at time of print. Product availability may vary
from country to country. Some products may be for Research Use Only. For more information on product application and availability, please contact your local Randox Representative.
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RQ9129

GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME

PROGRAMME HEMOGLOBINE GLYQUEE (HbA1c)

PROGRAMMA EMOGLOBINA GLICATA (HbA1c)

PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbALc)
HEMOGLOBINA GLICADA (HbAlc) PROGRAMA

GLYCATED HAEMOGLOBIN (HbAlc) PROGRAM

PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1c)
CHUONG TRINH NGOAI KIEM (HbA1c)

GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI

RIQAS

ENGLISH
GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME: RQ9129

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the CHARACTERISTICS section
below. Please confirm that none of the vials are broken and notify your local Randox representative immediately if there are any discrepancies. Finally, please
log on to www.rigas.net to confirm the exact date on which you received this Kkit.

CHARACTERISTICS
The pack contains 6 vials of lyophilised 0.5 ml samples. The vials are labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

The samples are sealed under vacuum. Open the vial very carefully, avoiding any loss of material and reconstitute with an accurately measured 0.5ml volume
of freshly distilled water at +20°C to +25°C. Replace the sample bottle cap, swirl the bottle several times and leave to stand at room temperature for 15 minutes.
After 15 minutes, coat all surfaces of the bottle by rotating and inverting the bottle. Continue mixing until the solution is homogeneous and all lyophilised
material is reconstituted. Do not shake the vial. The reconstituted sample should be analysed within 2 days. Do not freeze the reconstituted samples. The
samples should be stored at 2 to 8°C when not in use.

NB. The reconstituted samples should be treated the same as patient samples. Depending on the method of analysis, they may require pre-
treatment (either on the analyser, or manually) in order to assay for HbAlc.

Please note that although native material is used in this programme, the sample preparation and stabilization processes utilized may lead to the
potential for non-commutability across all platforms. Performance evaluation should therefore be made against your registered peer group only.

SAFETY

Potentially Biohazardous Material. The samples contain human blood. Human source material from which this product has been derived has been tested at
donor level for the Human Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B surface Antigen (HbsAg), and Hepatitis C Virus (HCV) antibody and
found to be NON-REACTIVE. FDA approved methods have been used to conduct these tests. However, since no method can offer complete assurance as to
the absence of infectious agents, this material and all patient samples should be handled as though capable of transmitting infectious diseases and disposed of
accordingly.

For IN VITRO use only, do not pipette by mouth, exercise the normal precautions required for handling laboratory reagents.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 hrs GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE gives insufficient time,
we suggest that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after the final date for the next sample.

GLYCATED HAEMOGLOBIN (HbA1lc) PROGRAMME / PROGRAMME HEMOGLOBINE GLYQUEE (HbA1c) /
PROGRAMMA EMOGLOBINA GLICATA (HbAlc) / PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbA1c) /
HEMOGLOBINA GLICADA (HbA1lc) PROGRAMA / GLYCATED HAEMOGLOBIN (HbA1c) PROGRAM /
PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1c) / CHPONG TRINH NGOAI KIEM (HbA1c)/
GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI

RETURN OF RESULTS / DATES de RETOUR / INVIO DEI RISULTATI / ENVIO DE RESULTADOS
PLAN FOR INDSENDELSE AF / ZWROTU WYNIKOW / GU'I TRA KET QUA/ SONUG GONDERIM TARIHLERI / ODOSLANIE VYSLEDKOV

CYCLE 1B/ CICLO 19B / RESULTATER 19B / CYKL 19B / CHU KY 19B / DONEM 19B / CYKLUS 19B

SAMPLE NO / ECHANTILLON NO,/ RECOMMENDED ANALYSIS DATE / DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE / *DATE LIMITE /

N. CAMPIONE / N° DE MUESTRA/  DATA DI ANALISI RACCOMANDATA / FECHA DE ANALISIS RECOMENDADA / * DATA FINALE / *FECHA FINAL /
AMOSTRA N°. / PR@VENR. / DATA RECOMENDADA PARA ANALISE / ANBEFALET ANALYSEDATO / * DATA FINAL / * SLUTDATO / SIDSTE DATO
PROV NR. / MAU SO ZALECANA DATA WYKONANIA OZNACZENIA / NGAY KHUYEN CAO PHAN TICH  * SLUTDATUM / * HAN CUOI GUI TRA KET QUA
ORNEK NO / €.VZORKY ONERILEN ANALIZ TARIHi / ODPORUCANY DATUM ANALYZY *SON SONUC GONDERIM TARIHI /

*FINALNY DATUM

7 08.07.2024 15.07.2024
8 12.08.2024 19.08.2024
9 09.09.2024 16.09.2024
10 14.10.2024 21.10.2024
11 11.11.2024 18.11.2024
12 09.12.2024 16.12.2024

RAN D@X L 2
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http://www.riqas.net/

RIQAS

FRANCAIS
PROGRAMME HEMOGLOBINE GLYQUEE (HbA1lc): RQ9129

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION:

Veuillez vérifier que 'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la section ci-dessous. De
plus assurez-vous qu'aucun des flacons ne soient brisés et en informer immédiatement votre représentant Randox si cela est le cas. Enfin, il est nécessaire de se
connecter a www.rigas.net pour confirmer la date exacte a laquelle vous avez regu ce kit.

CARACTERISTIQUES:
Ce coffret contient 6 sérums lyophilisés en flacons de 0.5 ml, étiquetés 1 a 6.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS

Les flacons sont scellés sous vide. Ouvrir avec précaution le flacon en évitant toute perte de matériel et reconstituer avec 0.5 ml d'eau distillée a une température comprise
entre +20 et+ 25°C. Replacer le bouchon, agiter délicatement le flacon plusieurs fois et laisser reposer 15 minutes a température ambiante. Apres 15 minutes,
procéder a plusieurs retournements afin d'obtenir une solution homogeéne et s'assurer que tout le matériel lyophilisé soit dissout. Ne pas agiter le flacon. Une fois le
flacon reconstitué, I'analyse des parametres doit étre réalisée dans les deux jours. Ne pas congeler les échantillons reconstitués. Les échantillons doivent étre
conservés entre 2-8°C lorsqu'ils ne sont pas utilisés.

NB. Le contrdle reconstitué doit étre traité comme un échantillon patient. Le pré-traitement dépend de votre méthode d'analyse, se référer a votre
protocole.

Veuillez noter que bien que du matériel natif soit utilisé dans ce programme, les processus de préparation et de stabilisation des échantillons utilisés
peuvent entrainer un risque de non-commutabilité sur toutes les plates-formes. L'évaluation des performances doit donc étre effectuée uniquement par
rapport a votre groupe de pairs.

SECURITE

Produit arisque biologique. Les échantillons contiennent du sang humain. Les donneurs du matériel source, dont ce produit a été dérivé, ont été testés pour la
présence d'anticorps de I'Human Immunodeficiency Virus (HIV 1, HIV 2), I'antigéne de surface de I'Hépatite B (HbsAg), et d'anticorps du virus de I'Hépatite C (HCV)
et ont été trouvés NEGATIFS. Ces tests ont été effectués par des méthodes approuvées par la FDA (US Food and Drug Administration).

Cependant, aucun test ne pouvant apporter une garantie totale sur le caractére non infectieux de ces produits, il est recommandé de les manipuler et de les détruire
selon les précautions requises pour tout matériel a risque biologique.

A usage IN VITRO exclusivement. Ne pas pipeter avec la bouche. Appliquer les précautions d'usage recommandées pour les manipulations des réactifs en
laboratoire.

* NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Département RIQAS au plus tard le lundi midi selon la DATE FINALE. Nous vous recommandons
d’analyser les échantillons quelques jours avant la date finale. Les résultats en retard ne seront pas acceptés apres la date finale de I'échantillon suivant. Vous
pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

ITALIANO
PROGRAMMA EMOGLOBINA GLICATA (HbA1lc): RQ9129

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione CARATTERISTICHE qui sotto.
Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci fossero delle discrepanze. Infine, si prega di accedere al
sito www.rigas.net per confermare la data esatta in cui si & ricevuto questo kit.

CARATTERISTICHE
La confezione contiene 6 fiale da 0.5 ml di campioni liofilizzati. Le fiale sono etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

| campioni sono stati sigillati sotto vuoto. Aprire la fiala con estrema cautela, evitando qualsiasi fuoriuscita di materiale e ricostituire con un volume accuratamente misurato di
0.5ml di acqua appena distillata a +20°C - +25°C. Richiudere avvitando il tappo della confezione, roteare il flacone piu volte e lasciare riposare a temperatura ambiente
per 15 minuti, passati i quali, ruotando e mettendo sottosopra il flacone, fare in modo che le superfici interne ne siano del tutto rivestite. Continuare a miscelare sino
a che la soluzione appaia omogenea e tutto il materiale liofilizzato sia ricostituito. Non agitare la fiala. Analizzare i vostri campioni entro 2 giorni dalla ricostituzione.
Non congelare i campioni ricostituiti. | campioni, se non utilizzati, devono essere conservatia 2 - 8 °C.

NB. | campioni ricostituiti dovrebbero essere trattati allo stesso modo di quelli dei pazienti. In base al metodo analitico, potrebbe essere richiesto un pre-
trattamento (o sull' analizzatore o manualmente) per poter effettuare la misurazione dell' HbAlc.

Si noti che sebbene in questo programma venga utilizzato materiale nativo, i processi di preparazione e stabilizzazione del campione utilizzati
potrebbero portare alla potenziale non commutabilita su tutte le piattaforme. La valutazione delle prestazioni dovrebbe quindi essere effettuata solo
rispetto al peer group registrato

SICUREZZA

Materiale potenzialmente pericoloso. | campioni contengono sangue umano. Il materiale di origine umana dal quale deriva il prodotto e stato controllato,
relativamente al donatore, per I'eventuale presenza degli anticorpi da Virus da Immunodeficienza acquisita (HIV 1, HIV 2), antigene di superficie dell'Epatite B
(HbsAg) ed anticorpi da virus dell'Epatite C(HCV) e trovato NON REATTIVO. Nell'esecuzione di tali prove sono stati utilizzati metodi approvati dall'FDA.
Comunque, dal momento che nessun metodo puo offrire la totale sicurezza dell'assenza di agenti infettivi, tale materiale ed i campioni dei pazienti devono essere
maneggiati come fossero in grado di trasmettere malattie infettive e quindi smaltiti di conseguenza.

Per I'esclusivo uso IN-VITRO, non pipettare con la bocca e mettere in atto le normali precauzioni richieste nel maneggiare reagenti di laboratorio.
* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 GMT dell’ ULTIMA DATA. Se la DATA RACCOMANDATA PER L’ANALISI non fornisce

tempo a sufficienza, suggeriamo di analizzare il campione prima per essere certi di rispettare la scadenza. Risultati in ritardo non saranno accettati dopo l'ultima
data del campione successivo.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912 R AN D X
Email: mail@rigas.com Website: www.randox.com
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RIQAS

ESPANOL
PROGRAMA DE HEMOGLOBINA GLICOSILADA (HbAlc): RQ9129

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacion indicada en la seccién
"CARACTERISTICAS" que encontrara a continuacion. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su Representante
local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, Acceda a www.rigas.net para confirmar la fecha exacta en la que
recibi6 el kit.

CARACTERISTICAS
El paquete contiene 6 frascos de muestras liofilizadas de 0.5 ml. Las etiquetas de los frascos indican el nimero de muestra

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Las muestras estan selladas al vacio. Abrir el frasco con mucho cuidado, para evitar cualquier pérdida de material y reconstituir con una medida muy precisa de 0.5 ml
de agua destilada recientemente y conservada entre +20°C y +25°C. Remplace el tapén de la botella, reestandaricela varias veces a temperatura ambiente y déjela
reposar durante 15 minutos. Transcurridos los 15 minutos, recubra todas las superficies interiores de la botella rotandola e invirtiéndola. Continle mezclandola
hasta que la solucién esté homogénea y se haya reconstituido todo el material liofilizado. No agite el vial. Por favor, analice las muestras dentro de los 2 dias
posteriores a su reconstitucion. No congele las muestras reconstituidas. Las muestras deben refrigerarse a 2-8 °C cuando no estén en uso.

Nota. Las muestras reconstituidas deberian ser tratadas como las muestras de pacientes en el método de analisis pueder requerir pre-tratamiento
(en el autoanalizador, o manual) para informar sobre el porcentaje de HbAlc.

Tenga en cuenta que, aunque se utiliza material nativo en este programa, los procesos de preparacién y estabilizacion de muestras utilizados
pueden dar lugar a la posibilidad de no conmutabilidad en todas las plataformas. Por lo tanto, la evaluacién del desempefio debe realizarse solo
contra su grupo de pares registrado.

SEGURIDAD

Material potencialmente biopeligroso. Estas muestras contienen sangre humana. EL material Humano del que se deriva este producto, ha sido examinado
a nivel de donanante en cuanto a su reaccion frente a anticuerpos del Virus de la Inmunodeficiencia Humana (HIV 1, HIV 2) , frente al Antigeno de Superficie
de la Hepatitis B (HbsAg), y a Anticuerpos frente al Virus de la Hepatitis C (HCV) y se han encontrado NO-REACTIVOS., por métodos de ensayo aprobados
por la FDA. Sin embargo, dado que ninglin método de anélisis puede ofrecer completa certeza sobre la ausencia de agentes infecciosos, este material y todas
las muestras de pacientes, deberian se tratadas como potencialmente infecciosas y desechados de forma consecuente.

Par el uso exclusivo de IN VITRO, no pipetear con la boca. Ejercite las precauciones normales requeridas para tratar reactivos de laboratorio.

* NOTA IMPORTANTE: Los resultados deben arribar a RIQAS a las 17:00 horas GMT en la FECHA FINAL. Sila FECHA RECOMENDADA PARA
ANALISIS dada es insuficiente, le sugerimos que analice la muestra antes para asegurarse que la tenga lista en la fecha final. Los resultados tardios nos
seran aceptados después de la fecha final de la siguiente muestra.

PORTUGUES
HEMOGLOBINA GLICADA (HbAlc) PROGRAMA: RQ9129

CONFIRMAGAO DAS CARACTERISTICAS DO KIT E DATA DE RECEPGAO )
Agradecemos-lhe que confirme que recebeu o nimero correcto de amostras e que estas teém o aspecto descrito na secgdo CARACTERISTICAS deste
documento. Verifique também, se nenhum dos frascos esta partido e notifique o seu representante local da Randox caso encontre alguma discrepancia.
Finalmente, aceda ao www.rigas.net para confirmar a data exacta em que recepcionou este kit.

CARACTERISTICAS
A embalagem contém 6 frascos de 0.5 ml de amostras liofilizadas. Os frascos encontram-se rotulados com o nimero de amostra.

PREPARACAO/CONSERVACAO/ESTABILIDADE DAS AMOSTRAS

As amostras sdo seladas sob vacuo. Abrir o frasco cuidadosamente, evitando perda de material e reconstituir com o volume preciso de 0.5 ml de 4gua destilada de
+20°C a +25°C. Colocar a tampa no frasco, rodar suavemente o frasco varias vezes e deixar em repouso a temperatura ambiente por 15 minutes. Depois de 15
minutos, molhar a superficie do frasco rodando-o e invertendo-o. Continuar a misturar até que a solugdo esteja homogénea e todo o material liofilizado esteja
reconstituido. N&o agitar o frasco. Por favor analise as suas amostras dentro de 2 dias ap6s reconstituicdo. Ndo congelar as amostras reconstituidas. As
amostras devem ser conservadas de 2-8 °C quando ndo estdo a ser usadas.

NB. As amostras reconstituidas devem ser tratadas da mesma forma que as amostras de doentes. Dependendo de método de andlise, podem
requerer pré-tratamento (tanto no analisador como manualmente) para ensaiar a HbAlc.

Tenha por favor em consideragdo que apesar ser usado material nativo neste programa, os processos de estabilizacdo e preparacédo da amostras
podem levar a potencial ndo-comutabilidade entre todas as plataformas. A avaliagdo de desempenho deve por isso ser feita somente em
comparacdo com o Seu grupo paritario.

SEGURANCA

Material potencialmente nocivo biolégicamente. As amostras contém sangue humano. A fonte humana de onde este produto foi obtido foi testada ao nivel
do dador quanto ao anticorpo do Virus da Imunodeficiéncia Humana (HIV 1, HIV 2), Antigénio de superficie Hepatite B (HbsAg), e anticorpo do Virus da
Hepatite C (HCV) e detectou-se ser NAO -REACTIVO Foram usados métodos aprovados pela FDA para conduzir estes testes. No entanto, uma vez que
nenhum método pode oferecer garantia total quanto a auséncia de agentes infecciosos, este material, bem como as amostras de doentes, devem ser
manuseados como sendo capazes de transmitir doengas infecciosas.

Para utilizagéo exclusiva IN VITRO, néo pipetar com a boca, respeitar as precau¢des normais necessarias para manuseamento de reagentes de laboratério.
* NOTA IMPORTANTE: Os resultados devem chegar ao RIQAS na DATA FINAL até as 17 horas, GMT. Se a DATA RECOMENDADA PARA ANALISE ndo

permitir tempo suficiente para o envio, sugere-se que a amostra seja ensaiada antecipadamente, de forma a garantir o cumprimento do prazo final. Os
resultados em atraso néo seréo aceites apés a data final da amostra seguinte.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912 R AN D X
Email: mail@rigas.com Website: www.randox.com
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POLSKI
PROGRAM DO OZNACZANIA HEMOGLOBINY GLIKOWANEJ (HbA1c) : RQ9129

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ prébek i Panstwa probki wygladaja tak, jak w podanej ponizej CHARAKTERYSTYCE.
Prosimy o potwierdzenie, ze zadna z prébek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne zgtoszenie tego lokalnemu
przedstawicielowi.

Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia doktadnej daty otrzymania zestawu.

CHARAKTERYSTYKA
Opakowanie zawiera 6 fiolek prébek liofilizowanych po 0.5 ml. Fiolki sg oznakowane numerem prébeki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Prébki sg zamknigte metoda prozniowa. Otworzyé fiolke bardzo ostroznie, unikajac utraty materiatu i rekonstytuowa¢ w doktadnie odmierzonej objetosci 0.5 ml
Swiezo destylowanej wody w temperaturze od +20 do +25°C. Zamknag¢ fiolke korkiem, zamieszac kilka razy i pozostawi¢ na 15 minut w temperaturze
pokojowej. Po 15 minutach pokry¢ wszystkie powierzchnie butelki poprzez obracanie i odwracanie butelki. Kontynuowaé¢ mieszanie dopoki roztwor nie bedzie
jednorodny i catkowicie rozpuszczony caty materiat liofilizowany. Nie wstrzasac fiolkg. Prosimy wykona¢ oznaczenie nie p6zniej niz w ciggu dwoéch dni od
przygotowania materiatu. Nie zamrazac¢ zrekonstytuowanej probki. Probki, kiedy nie sg w uzyciu powinny by¢ przechowywane w temperaturze 2-8 °C.

UWAGA. Zrekonstytuowane probki zaleca sie traktowac tak samo jak materiat pobrany od pacjentéw. W zaleznosci od metody oznaczania prébek,
moze by¢ wymagane wstepne przygotowanie probki (przy uzyciu analizatora badz manualnie) w celu oznaczenia HbA1c.

Nalezy pamietac, ze chociaz w tym programie wykorzystywany jest materiat natywny, procedura przygotowania i stosowane procesy stabilizacji
prébki moga prowadzi¢ do niezmiennosci na wszystkich platformach. Ocena wynikéw powinna by¢ zatem dokonywana wytacznie w odniesieniu do
zarejestrowanej grupy poréwnawczej.

BEZPIECZENSTWO

Materiat potencjalnie szkodliwy biologicznie. Probki zawierajg krew ludzkg. Materiaty pochodzenia ludzkiego, z ktérych pochodzi ten produkt, byty badane
pod wzgledem obecnosci przeciwciat przeciwko wirusowi ludzkiego niedoboru odpornosci (HIV 1, HIV 2), antygenu powierzchniowego wirusa zapalenia
watroby typu B (Hbs Ag) oraz przeciwciat przeciwko wirusowi zapalenia watroby typu (HCV) i zostaty uznane za NIE-REAKTYWNE. W celu przeprowadzenia
tych testow zastosowano metody zatwierdzone przez FDA. Poniewaz zadna metoda nie daje catkowitej pewnosci nieobecnosci czynnikéw zakaznych, dlatego
ten materiat i wszystkie probki od pacjentéw powinny by¢ traktowane jako potencjalne zrédto choréb zakaznych i usuwane w odpowiedni sposéb.

Tylko do IN VITRO, nie pipetowa¢ ustami, zachowa¢ ostrozno$¢ wymagana przy uzywaniu odczynnikéw laboratoryjnych.

* UWAGA: Wyniki muszg dotrze¢ do RIQAS do godziny 17:00 czasu GMT w dniu DATY FINALNEJ. Jezeli ZALECANA DATA OZNACZENIA jest zbyt
pdzna, sugeruje sie przeprowadzenie wczesniejszej analizy, aby uzyskac czas na przestanie wynikéw. Spdznione wyniki przestane po dacie finalnej nastepne;j
prébki nie zostang przyjete.

TIENG VIET
CHUONG TRINH NGOAI KIEM HbA1c: RQ9129

XAC NHAN VE NHI'NG DAC TiINH MAU VA NGAY NHAN

Xin vui ldng x&c nhan ring ban da nhan ding va day da s6 lweng mau, nhitng miu dé dwec mé ta nhu phan “DAC TINH” dwéi day. Xin vui ldng xac nhan khéng
¢6 lo mau nao bi v& hodc hw héng va théng bao ngay cho dai dién ctia hdng Randox tai dia phuwong ctia ban néu c6 sai léch. Sau cing, xin vui long dang nhap
vao www.rigas.net dé xac nhan thei gian chinh xac ma ban da nhan bo mau nay.

DAC BIEM
1 hdp bao gdm 6 lo mau dang déng khd, mbi lo 0.5 ml (6 x 0.5 ml) dwoc danh sé thi tw tir 1-6 theo s6 thiy tw m&u phan tich

CHUAN BI/BAO QUAN/DO BEN CUA MAU

Lo mAu dwoc déng nap chan khong Mé& nap lo can than tranh lam that thoat, pha loang véi chinh xac 0.5ml nwoc cAt hailan & +20°C - +25°C. bay nap cao
su va lac nhe nhang sau d6 dé mau yén & nhiét d6 phong trong 15 phut. Sau 15 phut, dao déu lo mau dé& mau hoa tan hoan toan tao dung dich doéng nhat Chu
y khéng dwoc lac manh. Khuyén céo phan tich mau trong vong 2 ngay sau khi hoan nguyén.. Khéng dwoc dong lanh mau da hoan nguyén. Nhivng mau nay
nén dwoc bao quan & nhiét do 2-8 °C khi chwa st dung

Chay: ‘Méu phan tich sau khi hoan nguyén dwoc x& ly gibng nhu mau bénh nhan. Tuy thudc vao phwong phap phan tich, mau c6 thé phai tién xt ly (ly giai
hong cau) trwéc khi phan tich HbA1c

Xin lyu y rang mac du vat liéu géc duoc st dung trong chwong trinh nay nhwng quy trinh chuén bi mau va d6 6n dinh c6 thé dan dén nhitng kha ning mau
khong twong dong véi mau bénh nhan trén tat ca cac thiét bi. Do do, hiéu suat chi dwgec danh gia véi nhom dong dang ma phong xét nghiém da dang ky.

DO AN TOAN
C6 kha nang ddc hai vé sinh hoc. MAu chira thanh phan tir mau nguoi va déu duoc kiém tra am tinh voi HIV-1, HIV-2, HCV, HbsAg theo phwong phap duoc
FDA chirng nhan. Tuy nhién d& bao dam an toan tuyét ddi nén mau nay nén dwoc xt ly nhw mau bénh nhan dé tranh lay nhiém.

Chi dung cho phan tich trong éng nghiém. Khéng dwoc hit mau bing miéng. Tuan thi cac khuyén céo théng thweng yéu cau trong quy trinh x& ly hoa chét
phong xét nghiém.

LUU Y QUAN TRONG: B

Két qué phén tich phai duoc g dén cho RIQAS trwéc 17:00 GMT ngay han chét g tré két_qué. Phong xét nghiém nén phan tich mau sém truéc ngay
khuyén cao phan tich mau néu can dé dam bao thdi gian glri tra két qua. Ké&t qua phan tich tré s& khong dwoc chdp nhan sau han chét guvi tra két qua cua
mAu tiép theo.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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TURKCE
GLIKOLIZE HEMOGLOBIN (HbA1c) PROGRAMI : RQ9129

KIT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI .

Litfen dogru sayida érnegin bulundugunu ve érneklerin gériiniiglerinin agagida OZELLIKLER béliimiinde belirtildigi gibi oldugunu dogrulayiniz. Liitfen
siselerden hig birinin kirik olmadigini dogrulayiniz ve eder herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz. Son olarak, lutfen
www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Paket; 6 sise 0.5 ml'lik liyofilize 6rnekten olusmaktadir. Siseler, 6rnek numaralariyla etiketlenmistir.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Ornekler vakumlanarak ambalajlanmistir. Siseyi, herhangi bir materyal kaybi olmayacak sekilde dikkatlice aginiz ve kalibre edilmig bir pipetle tam 0.5 ml'lik
hacimde taze distile su ile +20°C- +25°C’de sulandiriniz. Plastik kapagd yerlestiriniz, siseyi kapatiniz, siseyi bir kac kez alt Ust ediniz ve 15 dakika oda Isisinda
bekletiniz. 15 dakika sonra, distile suyun tim yiizeylerle temasini saglamak igin siseyi hafifge geviriniz ve alt Ust ediniz. Soliisyon homojen hale gelinceye ve
liyofilize materyal tamamen c¢ozlinene kadar karistirmaya devam ediniz. Siseyi hafifge alt-ist ederek liyofilize materyalin tamamen ¢ozlindiiglinden emin
olunuz. Calkalamayiniz. Liitfen, érnegi ¢ézdiikten sonraki 2 giin igerisinde galisiniz. Céziinmiis érnekleri dondurmayiniz. Ornekler kullaniimadigi zaman 2-
8°C’de muhafaza edilmelidir.

NOT. Coziinmiis orneklere, hasta 6rnekleriyle ayni sekilde muamele edilmelidir. Analiz metoduna bagh olarak HbA1c analizi igin 6rneklere dn-igslem
gerekebilir (analizor uzerinde veya manuel).

Bu programda yerel malzeme kullaniimasina ragmen kullanilan numune hazirlama ve stabilizasyon iglemlerinin tiim platformlarda degistirilemezlik
potansiyeline yol acabilecegini liitfen unutmayin. Bu nedenle performans degerlendirmesi, yalnizca kayitl akran grubunuza gore yapilmalidir.

GUVENLIK

Potansiyel olarak biyolojik tehlikeli madde. Ornekler insan kani igerir. Bu (riiniin elde edildigi insan kaynakli materyal donor seviyesinde insan immiinyetmezlik
Virlisii (HIV 1, HIV 2) antikoru, Hepatit B yiizey Antijeni (HbsAg), ve Hepatit C Viriis (HCV) antikoru agisindan test edilmis ve NON-REAKTIF olarak
bulunmustur. Bu testler icin FDA onayli metotlar kullaniimistir. Fakat yine de, hi¢ bir metot enfeksiyon ajanlarinin yoklugu icin tam garanti vermediginden bu
materyal ve tim hasta 6rnekleri muhtemel enfeksiyon hastaligi tasiyicisi varsayilarak galisiimali ve uygun sekilde atiga génderilmelidir.

Sadece IN VITRO kullanim igindir. Agizla pipetleme yapmayiniz. Laboratuvar reaktiflerinin érneklenmesi igin gerekli normal 6nlemleri uygulayiniz.

* ONEMLI NOT: Sonuglar, RIQAS’a SON SONUG GONDERIM TARIiHi’nde saat 17:00'de ulasmis olmalidir.Eger ONERILEN ANALIZ TARIHi sizin icin uygun
degilse, sonug génderim tarihine yetismesi icin igin 6rnedi daha erken analiz etmenizi 6neririz. Ge¢ sonuglar, bir sonraki érnegin son sonug génderim tarihi
sonrasinda kabul edilmeyecektir.

SLOVENSKY
GLYCATED HAEMOGLOBIN (HbAlc) PROGRAMME: RQ9129

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte doru€enie spravneho &isla vzorky a potvrdte, ¢i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii nizsie. Prosim potvrdte, Ze ziadne
frasticky nie su rozbité, v opacnom pripade okamzite kontaktuje svojho obchodného zastupcu. Po prihlaseni na www.rigas.net potvrdte a zadajte presny datum,
kedy Vam bol kit doru¢eny.

CHARAKTERISTIKA
Balenie obsahuje 6 flastiCiek lyofilizovanych 0.5 ml vzoriek. FlastiCky su oznagené &islom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Frasti¢ka je vakuovo uzatvorend. Otvorte flastiCku velmi opatrne, vyhnite sa stratdm materidlu a pouzitim nakalibrovanej pipety rekonstitujte presne 0.5 ml
objemu cerstvo destilovanej vody pri teplote +20°C to +25°C. Zatvorte flasticku, niekolko krat jemne premies$ajte a nechajte odstat pri izbovej teplote 15 mint.
Po 15 minutach vytvorené vrstvy odstrarite rotaciou a prevracanim flasticky. Pokradujte v mieSani kym nebude roztok homogénny a vSetok lyofilizovany
material rekonstituovany. Netraste flastiCkou. Vzorky analyzujze do 2 dni po rekonétiticii. Rekonstituované vzorky nezamrazujte. Vzorky skladuijte pri teplote
2-8°C.

Poznamka: So vzorkami zaobchadzajte rovnakym spésobom ako s pacientskymi vzorkami. V zavislosti od metédy analyzy, méze byt pozadovana
Uprava vzoriek (analyzatorom alebo manualne).

Upozorinujeme, ze hoci sa v tomto programe pouziva nativny material, pouzité procesy pripravy a stabilizacie vzoriek moézu viest' k potencialnej ne-
komutabilite na vSetkych platformach.
Hodnotenie vykonu by sa preto malo vykonavat' iba vo vzt'ahu k vasej zaregistrovanej skupine porovnania.

BEZPECNOST

Potencialne nebezpecny material. Vzorky obsahuju ludsku krv. Material fudského pdvodu, ktory bol testovany na HIV (HIV 1 a HIV2) protilatky, HBsAg a
hepatitidu C (HCV) a bol NEREAKTIVNY. Avsak Ziadna metéda nedokaze zabezpecit absolutnu istotu pri detekcii, preto s tymto materidlom a vSetkymi
pacienstkymi vzorkami by sa malo zaobchadzat' ako by boli schopné prenasat infekéné ochorenie.

Iba na IN VITRO pouZzitie, nepipetujte Ustami, vykonajte bezné bezpeénostné opatrenia vyzadované pri laboratérnych postupoch.

* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY neposkytuje
dostato¢ny €as, odporu&ame analyzu vzorky skor, aby sa zabezpecilo dodrzanie terminu. Vysledky prijaté po finalnom termine nebudu akceptované.

Nov 2023

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RQ9151
SEROLOGY (HIV/HEPATITIS)
SIEROLOGIA (HIV/IEPATITE)
SEROLOGIA (HIVIWZW)
SEROLOGIE (HIV/IHEPATITE)
SEROLOGIA (HIV/HEPATITIS)
SEROLOGIA (HIV/HEPATITE)
Mg G R
CHUONG TRINH NGOAI KIEM (HIV-HEPATITIS)
SEROLOJI (HIV/HEPATITIS)

RIQAS

ENGLISH
SEROLOGY (HIV/HEPATITIS): RQ9151

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the
CHARACTERISTICS section below. Please confirm that none of the vials are broken and notify your local Randox representative immediately if
there are any discrepancies. Finally, please log on to www.rigas.net to confirm the exact date on which you received this kit.

CHARACTERISTICS
24 samples are supplied per cycle and are shipped in packs of 12. The pack contains 12 vials of liquid material (12 x 1.8 ml). The vials are
labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

Allow control to come to room temperature. Ensure the samples are homogeneous by swirling gently, do not shake the vials. To avoid
evaporation, close vial immediately after use and store at +2 to +8°C. The samples should be treated in the same way as patient samples. Once
opened please analyse the samples within 2 days.

SAFETY

Biological source material. Treat as potentially infectious.

Each human serum or plasma donor unit used in the preparation of this product has been tested for the presence of HBsAg, antibodies to HIV-1
and HIV-2 and antibodies to HCV using licensed reagents. Human source materials reactive for viral hepatitis markers and antibodies to
retroviruses used to produce this product have been treated to inactivate infectious agents. However, no known test method can assure that
products derived from human sources will not transmit infection. It is recommended that this product and all human specimens be handled in
accordance with Biosafety Level 2 practices as described in World Health Organization Laboratory Biosafety Manual, or other equivalent
guidelines. For IN VITRO use only.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 HRS GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE
gives insufficient time, we suggest that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after
the final date for the next sample.

SEROLOGY (HIV/HEPATITIS) / SIEROLOGIA (HIV/EPATITE) / SEROLOGIA (HIV/IWZW) / SEROLOGIE (HIV/HEPATITE) /
SEROLOGIA (HIV/HEPATITIS) / SEROLOGIA (HIV/HEPATITE) / i Ll #1490 /1
CHUONG TRINH NGOAI KIEM (HIV-HEPATITIS) / SEROLOJI (HIV/HEPATITIS)

RETURN OF RESULTS / RETOUR DES RESULTATS / INVIO DEI RISULTATI/ ENVIO DE RESULTADOS /
PRZESYLANIE WYNIKOW / 544 / GUI TRA KET QUA / SONUC GONDERIM TARIHLERI / ODOSLANIE VYSLEDKOV

CYCLE 12B/ CICLO 12B / CIKLAS 12B / CYKL 12B / iR[al45 5 4 12B / CHU KY 12B / DONEM 12B / CYKLUS 12B

SAMPLE NO / ECHANTILLON NO. / RECOMMENDED ANALYSIS DATE/ DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE/ *DATE LIMITE/
N. CAMPIONE / N° DE MUESTRA / DATA DI ANALISI RACCOMANDATA/ FECHA DE ANALISIS RECOMENDADA/ * DATA FINALE/ *FECHA FINAL/
AMOSTRA N°. / NR PROBKI / ZALECANA DATA WYKONANIA OZNACZENIA/ HE#£53#r H A * DATA KONCOWA/ *# 4 [ #
Fedh s I MAU SO/ NGAY KHUYEN CAO PHAN TiCH / *HAN CUOI GUI TRA KET QUA/
ORNEK NO / C.VZORKY ONERILEN ANALIZ TARIHI / ODPORUCANY DATUM ANALYZY * SON SONUG GONDERIM TARIHI/
* FINALNY DATUM

13 01.01.24 08.01.24

14 01.01.24 08.01.24

15 29.01.24 05.02.24

16 29.01.24 05.02.24

17 26.02.24 04.03.24

18 26.02.24 04.03.24

19 25.03.24 01.04.24

20 25.03.24 01.04.24

21 29.04.24 06.05.24

22 29.04.24 06.05.24

23 27.05.24 03.06.24

24 27.05.24 03.06.24
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RIQAS &

FRANCAIS
SEROLOGIE (HIV/HEPATITE): RQ9151

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION :

Veuillez vérifier que 'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la
section CARACTERISTIQUES. De plus assurez-vous qu'aucun des flacons ne soient brisés et en informer immédiatement votre représentant
Randox si cela est le cas, une photo sera demandée. Enfin, il est nécessaire de se connecter a www.rigas.net pour confirmer la date exacte a
laquelle vous avez recu ce kit.

CARACTERISTIQUES
24 échantillons sont fournis par cycle et sont expédiés dans des emballages de 12 flacons. Le coffret contient 12 flacons de matériel liquide (12
x 1.8 ml). Le numéro de I'échantillon est noté sur I'étiquette.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS

Avant le dosage, laissez le contrble arriver a température ambiante. Vérifiez que les échantillons sont homogénes en remuant doucement, ne
pas secouer les flacons. Pour éviter I'évaporation, fermer le flacon immédiatement aprés usage et le conserver entre +2 et + 8 ° C. Les
échantillons doivent étre traités de la méme maniere que les échantillons de patients. Une fois le flacon ouvert, les échantillons doivent étre
analysés dans les 2 jours.

SECURITE

Matériel de source biologique. Traiter comme potentiellement infectieux.

Chaque préparation de sérum ou plasma provient de donneurs humains, a été testée pour détecter la présence de HBsAg, d’anticorps contre le
VIH-1 et le VIH-2 et d’anticorps contre le VHC a I'aide de réactifs homologués.

Les matériaux d’origine humaine réactifs aux marqueurs viraux de I'’hépatite et les anticorps contre les rétrovirus utilisés pour produire ce
produit ont été traités pour inactiver les agents infectieux. Cependant, aucune méthode d’essai connue ne peut garantir que les produits dérivés
de sources humaines ne transmettent pas I'infection. Il est recommandé que ce produit et tous les spécimens humains soient manipulés
conformément aux pratiques de niveau 2 de biosécurité décrites dans le Manuel de biosécurité de laboratoire de I'Organisation mondiale de la
Santé, ou a d’autres lignes directrices équivalentes

A usage IN VITRO seulement.

NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Département RIQAS au plus tard le lundi 17h00 selon la DATE FINALE. Nous
vous recommandons d’analyser les échantillons quelques jours avant cette date finale. Les résultats en retard ne seront pas acceptés apres la
date finale. Vous pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

ESPANOL
SEROLOGIA (HIV/HEPATITIS): RQ9151

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacion indicada en la seccién
"CARACTERISTICAS" que encontrara a continuacion. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su
Representante local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, acceda a www.rigas.net para
confirmar la fecha exacta en la que recibié el kit.

CARACTERISTICAS
24 muestras son provistas para cada ciclo y enviadas en estuches de 12. Cada Paquete contiene 12 viales de material liquido (12 x 1.8ml). Los viales
estan etiquetados con el nimero de muestra.

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Deje que el control llegue a temperatura ambiente. Asegurese de que las muestras son homogéneas girando suavemente, no agite los viales.
Para evitar la evaporacion, cerrar el vial inmediatamente después de usar y almacenar entre +2 y +8°C. Todas las muestras se deben procesar
juntas y los resultados devueltos a RIQAS en la fecha detallada a continuacion. Las muestras deben ser tratados de la misma forma que las
muestras de pacientes. Una vez abierto por favor, analizar las muestras dentro de 2 dias

SEGURIDAD

Material de origen biol6gico. Tratar como potencialmente infeccioso.

Todo el material de suero o plasma humano de donantes utilizado en la elaboracién de este producto ha sido analizado para detectar la
presencia de HBsAg, anticuerpos de HIV-1y HIV-2 y anticuerpos de HCV utilizando reactivos autorizados. El material de origen humano
positivo para marcadores virales de hepatitis y anticuerpos de retrovirus que se ha utilizado en la fabricacion de este producto han sido tratados
con tal de inactivar los agentes infecciosos. Sin embargo, ninglin método puede garantizar que los productos derivados de material humano no
transmitan la infeccion. Se recomienda que este producto y todas las muestras humanas se manipulen de acuerdo con las practicas de
Bioseguridad de Nivel 2 descritas en el Manual de Bioseguridad del Laboratorio de la Organizacion Mundial de la Salud u otras guias
equivalentes.

Solo para uso en Vitro
* NOTA IMPORTANTE: Los resultados deben enviarse a RIQAS antes de las 17.00 Horas GMT de la fecha limite. Si piensan que no van a

poder enviar los resultados antes de la fecha limite sugerimos analicen las muestras lo antes posible con la finalidad de poder enviar los
resultados antes de la fecha indicada. Los resultados que se envien después de la fecha limite no seran aceptados.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

ITALIANO
SIEROLOGIA (HIV EPATITE): RQ9151

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione
CARATTERISTICHE qui sotto. Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci
fossero delle discrepanze. Infine, si prega di accedere al sito www.rigas.net per confermare la data esatta in cui si € ricevuto questo kit.

CARATTERISTICHE
Sono forniti 24 campioni per ciclo e sono spediti in pacchi da 12. Il pacco contiene 12 fiale di materiale liquido (12 x 1.8 ml). Le fiale sono
etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

Attendere che il controllo raggiunga la temperatura ambiente. Assicurarsi che i campioni siano omogenei agitando leggermente, non scuotere le
fiale. Per evitare |'evaporazione, chiudere la fiala immediatamente dopo I'uso e conservare a +2 - +8°C. | campioni devono essere manipolati
come fossero campioni di pazienti. Una volta aperti analizzare i campioni entro 2 giorni

SICUREZZA

Materiale di origine biologica. Trattarlo come potenzialmente infettivo.

Ogni unita di donatore di siero o plasma umano utilizzata nella preparazione di questo prodotto & stata testata per la presenza di HBsAg,
anticorpi HIV-1 e HIV-2 e anticorpi HCV utilizzando reagenti autorizzati. | materiali di origine umana reattivi per i marcatori dell'epatite virale e gli
anticorpi contro i retrovirus usati per produrre questo prodotto sono stati trattati per inattivare gli agenti infettivi. Tuttavia, nessun metodo di
prova noto pud garantire che i prodotti derivati da fonti umane non trasmettano infezioni. Si consiglia di manipolare questo prodotto e tutti i
campioni umani in conformita con le pratiche di Biosicurezza Livello 2 descritte nel Manuale sulla biosicurezza dei laboratori dell'Organizzazione
mondiale della sanita, o altre linee guida equivalenti. Solo per uso IN VITRO.

* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 HRS GMT della DATA FINALE. Se la DATA DI ANALISI
RACCOMANDATA non fornisce abbastanza tempo, suggeriamo di analizzare il campione prima per assicurare il rispetto della scadenza.
Risultati in ritardo non saranno accettati dopo l'ultima data del campione successivo.

PORTUGUES
SEROLOGIA (VIH/HEPATITE): RQ9151

CONFIRMACAO DAS CARATERISTICAS DO KIT E DATA DE RECECAO

Agradecemos-lhe que verifique se que recebeu o kit contem o nimero correto de amostras e se estas tém o aspeto descrito na secgao
CARATERISTICAS. Confirme por favor se nenhum dos frascos esté partido e notifique imediatamente o seu representante local da Randox se
encontrar alguma discrepancia. . correto de amostras e que estas tém o aspeto descrito na secgdo a seguir o documento. Verifique também, se
nenhum dos frascos esta partido e notifique o seu representante local da Randox caso encontre alguma discrepancia. Finalmente, aceda ao
www.rigas.net para confirmar a data exata em que rececionou este kit.

CARATERISTICAS
Séao fornecidas 24 amostras por ciclo. As amostras sdo enviadas em kits de 12 amostras. O kit inclui 12 frascos de material liquido (12 x 1.8ml).
Os frascos estéo identificados com o nimero da amostra.

PREPARACAO/CONSERVACAO/ESTABILIDADE DAS AMOSTRAS

Deixe o controlo estabilizar a temperatura ambiente. Verifigue se as amostras estdo homogéneas rodando-as suavemente, ndo agite os
frascos. Feche o frasco imediatamente apo6s a utilizagdo e conserve de +2 a +8°C para evitar a evaporacédo. As amostras devem ser tratadas
da mesma forma que as amostras de doentes. Uma vez abertas analisar as amostras dentro de 2 dias.

SEGURANCA

Material de Origem Biolégica. Trate como sendo potencialmente infecioso.

Cada unidade dadora de soro ou plasma usada na preparacéo deste produto foi testada quanto a presenca de HBsAg, anticorpos para VIH-1 e
VIH-2 e anticorpos para VHC usando reagentes licenciados. As matérias primas humanas usadas para produzir este produto, reativas para
marcadores de hepatite virais e anticorpos para retrovirus foram tratadas para inativar os agentes infeciosos. No entanto, nenhum método pode
garantir que os produtos de origem humana nédo transmitem infe¢do. Recomenda-se que este produto, bem como todas as amostras
humanas sejam manuseadas de acordo as préaticas de Seguranga Biol6gica Nivel 2. Tal como o descrito no Manual de Seguranca Biol6gica da
Organizagao Mundial de Saude, ou outras diretrizes equivalentes. Somente para utilizagao IN VITRO

*NOTA IMPORTANTE:  Os resultados tém de chegar ao RIQAS até &s 17:00 horas GMT da DATA FINAL. Se a DATA RECOMENDADA
PARA ANALISE ndo der tempo suficiente, sugerimos que que a amostra seja analisada mais cedo para chegar a tempo. Os resultados
atrasados ndo serdo aceites ap6s a data final da préxima amostra.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

POLSKI
SEROLOGIA (HIV/IWZW): RQ9151

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ prébek i Panstwa probki wygladaja tak, jak w podanej ponizej
CHARAKTERYSTYCE. Prosimy o potwierdzenie, ze zadna z probek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne
zgtoszenie tego lokalnemu przedstawicielowi. Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia dokladnej daty
otrzymania zestawu.

CHARAKTERYSTYKA
24 probek jest dostarczanych w cyklu | wysylanych w opakowaniach po 12. Opakowanie zawiera 12 probki materiatu ptynnego (12 x 1.8 ml).
Fiolki s oznakowane numerem probki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Prosimy poczekac na osiagniecie przez mateirat temperatury pokojowej. Prosimy upewnic sig, ze probki sg jednorodne poprzez delikatne
obracanie probki, nie wstrzgsac fiolkg. Aby zapobiec parowaniu nalezy zamkna¢ fiolke natychmiast po uzyciu i przechowywa¢ w temperaturze
od +2 do + 8 ° C. Probki powinny by¢ traktowane w taki sam sposéb jak probki pacjentéw. Po otwarciu nalezy oznaczyc¢ prébki w ciggu 2 dni.

BEZPIECZENSTWO

Materiat biologiczny. Traktowa¢ jako potencjalnie zakazny.

Kazdy dawca surowicy lub osocza uzytego do przygotowania tego produktu, zostat przebadany na obecnos¢ HBsAg, przeciwciat HIV-1 i HIV- 2
oraz przeciwciat HCV przy uzyciu licencjonowanych odczynnikéw. Materiaty pochodzenia ludzkiego reagujgce na markery wirusowego
zapalenia watroby i przeciwciata przeciwko retrowirusom uzyte do wytworzenia tego produktu, zostaty poddane obrébce w celu inaktywacji
czynnikéw zakaznych. Jednak zadna znana metoda badawcza nie moze zapewni¢, ze produkty pochodzgce ze zrédet ludzkich nie przenoszg
infekciji. Zaleca sie, aby ten produkt i wszystkie inne pochodzenia ludzkiego byty traktowane zgodnie z praktykami bezpieczenstwa
biologicznego na poziomie 2, opisanymi w Podreczniku bezpieczenstwa biologicznego Swiatowej Organizacji Zdrowia lub w innych
réwnowaznych wytycznych.

Tylko do in vitro

* WAZNA UWAGA: Wyniki musza nadej$¢ do RIQAS przed 17:00 czasu GMT, OSTATNIEGO DNIA DATY FINALNEJ. Jezeli ZALECANA DATA
WYKONANIA OZNACZENIA sprawia, ze czasu jest zbyt mato, sugerujemy wczeséniejsze przeprowadzenie oznaczenia, aby zdgzy¢ przed datg
finalng. Wyniki przestane z opéznieniem (po dacie finalnej), bedg opracowywane jako spéznione.
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RIQAS&

TIENG VIET
CHUONG TRINH NGOAI KIEM HIV-HEPATITIS: RQ9151

XAC NHAN VE NHONG PAC TINH MAU VA NGAY NHAN

Xin vui I6ng xac nhan ring ban da nhan ding va day da sé lvong mau, nhitng mau dé dwoc md ta nhu phan “DAC TINH” dudi
day. Xin vui long xac nhan khong c6 lo mau nao bj v& hoic he héng va théng bao ngay cho dai dién cta hdng Randox tai dia
phwong cta ban néu cé sai léch. Sau cling, xin vui long dang nhap vao www.rigas.net dé xac nhan thoi gian chinh xac ma ban
da nhan bé mau nay.

DAC DIEM:
24 miu phan tich méi chu ky ngoai kiém duoc cung cap 6 thang mét [an, méi Ian 12 miu phan tich. Hép chira 12 lo mau léng (12
x 1.8 ml). Méi lo dugc danh sé theo thi ty phan tich mau.

CHUAN BI/BAO QUAN/PO BEN CUA MAU

Cho phép kiém soat & nhiét d6 phong. Dam bao dé déng nhat ctia miu bang cach xoay vong nhe, khéng duoc lic lo chira mau..
Dé tranh sy bay hoi, dong nép lo ngay sau khi st dung va bao quan & +2 to +8°C. M3u nén duoc x ly va phan tich gisng nhu
mau bénh pham. Mau nén dugc phan tich trong vong 2 ngay sau khi mé nép.

PO AN TOAN

Nguén nguyén liéu sinh hoc.Xem nhw ¢6 kha nang lay nhiém

Méi don vi hién tang huyét thanh hozc huyét twong ngudi duoc st dung dé diéu ché san pham nay da dugc kiém tra sy hign
dién cta HBsAg, khang thé véi HIV-1 va HIV-2 va khang thé véi HCV bang céc thubc thir dwoc cap phep. Nguyen lieu nguon
gdc tr ngudi phan (ng va&i cac d4u hiéu virus viém gan va khang thé& déi vé&i retrovirus dwoc str dung dé san xuat san pham
nay da dwoc xtr ly dé b4t hoat cac tac nhan lay nhiém. Tuy nhién, khéng cé phwong phap kiém tra ndo dwoc biét dén c6 thé
dam bao rang cac sa&n pham c6 ngudn gdc tir con ngudi sé khong lay nhiém bénh. San phdm nay va tt ca cac mau bénh
ph&m clia con ngwdi dwoc khuyén nghi nén dwoc x ly theo cac thwe hanh An toan Sinh hoc Cép d6 2 nhw dwoc mé ta trong
Hwéng dan An toan Sinh hoc trong Phong thi nghiém clia T chire Y t& Thé gidi, hodc cac hwdng dan twong dwong khéc.
Chi str dung cho phan tich trong 8ng nghiém.

LUU Y QUAN TRONG:

Két qua phan tich phai duoc gii dén cho RIQAS truéc 17:00 GMT ngay han chot gii tra két qua. Phong xét nghiém nén phéan
tich mau sém truédc ngay khuyén cao phan tich mau néu can dé dam bao thoi gian gvi tra két qua. Két qua phan tich tré s& khong
duwoc chap nhan sau han chot giri tra két qua cda mau tiép theo.

TURKGE
SEROLOJI (HIV/HEPATITIS): RQ9151

KIT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI

Liitfen dogru sayida érnegin bulundugunu ve érneklerin gériiniislerinin asagida OZELLIKLER bélumiinde belirtildigi gibi oldugunu dogrulayiniz.
Lutfen siselerden hig birinin kirik olmadigini dogrulayiniz ve eger herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz.
Son olarak, litfen www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Dongl basina 24 numune verilir ve 12'li paketlerde gonderilir. Paket 12 flakon likit malzeme (12 x 1.8 ml) igerir. Siseler, 6rnek numaralari ile
etiketlenmisgtir.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Kontrollin oda sicakligina gelmesine izin verin. Numunelerin hafifcge déndurilerek homojen oldugundan emin olun, siseleri sallamayin.
Buharlagmayi énlemek icin, kullandiktan hemen sonra siseyi kapatin ve +2 ila + 8°C'de saklayin. Orneklere, hasta érnekleri ile ayni sekilde
muamele edilmelidir. Bir kez agildiktan sonra, liitfen 6rnekleri 2 giin igerisinde ¢alisiniz.

GUVENLIK

Biyolojik kaynak materyal. Potansiyel bulasici gibi davranin.

Bu GrGiniin hazirlanmasinda kullanilan her insan serumu veya plazma donér Unitesi, lisansli reaktifler kullanilarak HBsAg, HIV-1 ve HIV-2
antikorlari ve HCV antikorlarinin varligi agisindan test edilmistir. Viral hepatit belirtegleri icin reaktif insan kaynakl malzemeler ve bu rini
tretmek igin kullanilan retrovirlslere karsi antikorlar, bulasici ajanlari inaktive etmek igin islenmistir. Bununla birlikte, bilinen higbir test yontemi,
insan kaynaklarindan elde edilen irlinlerin enfeksiyon bulastirmayacagini garanti edemez. Bu riin ve tim insan 6rneklerinin Diinya Saglk
Orgiitii Laboratuvari Biyogiivenlik Kilavuzu'nda veya diger esdeger kilavuzlarda agiklanan Biyogiivenlik Seviye 2 uygulamalarina uygun olarak
kullaniimasi 6nerilir.

Sadece IN VITRO kullanim igindir.

* ONEMLI NOT: Sonuglar, RIQAS'a SON SONUC GONDERIM TARIiHI'nde saat 17:00’de ulasmis olmalidir.Eger ONERILEN ANALIZ
TARIHI sizin i¢in uygun degilse, sonu¢ gonderim tarihine yetismesi icin igin 6rnedi daha erken analiz etmenizi 6neririz. Ge¢ sonuglar, bir sonraki
Ornegin son sonug gdnderim tarihi sonrasinda kabul edilmeyecektir.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

SLOVENSKY
SEROLOGIA (HIV/HEPATITIS): RQ9151

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte doru€enie spravneho €isla vzorky a potvrdte, ¢i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii nizSie. Prosim
potvrdte, Ze Ziadne flastiCky nie su rozbité, v opaénom pripade okamzite kontaktuje svojho obchodného zéstupcu. Po prihlaseni na
www.rigas.net potvrdte a zadajte presny datum, kedy Vam bol kit doru¢eny.

CHARAKTERISTIKA
Cyklus obsahuje 24 vzoriek, ktoré su odosielané v dvoch €astiach baleni po 12. Jedno balenie obsahuje 12 flastiiek kvapalného materialu
(12 x 1.8 ml). Frasticky su oznacené Cislom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Nechajte kontrolu dosiahnut izbovu teplotu. Jemnym virenim sa uistite, Ze vzorky si homogénne, netraste flastickami. Vyhnite sa vyparovaniu
okamzitym zavorenim flasticky po pouziti a skladujte pri teplote +2 az +8°C. Zaobchadzajte so vzorkami rovnakym spdsobom ako s
pacientskymi vzorkami. Po otvoreni analyzuijte vzorky do 2 dni.

BEZPECNOST

Biologicky zdrojovy material. Povazovat’ za potencialne infekéné.

Kazdy jednotlivy darca ludského séra alebo plazmy pouzity pri priprave tohto produktu bol testovany na pritomnost HBsAg,
protilatok proti HIV-1 a HIV-2 a protilatok proti HCV pomocou licencovanych reagencii. Materialy z ludskych zdrojov reaktivne
na markery virusovej hepatitidy a protilatky proti retrovirusom pouzitym na vyrobu tohto produktu boli oSetrené na inaktivaciu
infek&nych agensov. Ziadna znama testovacia metéda véak neméze zarugit, Ze vyrobky pochadzajlce z fudskych zdrojov
neprenasaju infekciu. Odporuca sa, aby sa s tymto produktom a so vSetkymi ludskymi vzorkami manipulovalo v sulade s
postupmi biologickej bezpe€nosti irovne 2, ako su opisané v prirucke laboratérnej biologickej bezpe€nosti Svetovej
zdravotnickej organizacie WHO alebo v inych rovnocennych pokynoch.

Iba na IN VITRO pouzitie.

* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY

neposkytuje dostatocny ¢as, odporiéame analyzu vzorky skor, aby sa zabezpecilo dodrzanie terminu. Vysledky prijaté po findlnom termine
nebudl akceptované

Sep 2023

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 Fax: +44 (0) 28 9445 2912
Email: mail@rigas.com Website: www.randox.com

Page 6/6


http://www.randox.com/
http://www.riqas.net/

RAND®X

RANDOX QUALITY CONTROL
CERTIFICATE OF ANALYSIS

The Quality Control Department at Randox Laboratories Limited certifies that this product has
been tested and meets all performance specifications and release requirements.

DATE OF MANUFACTURE: 2023-11
_ RIQAS SEROLOGY
PRODUCT DESCRIPTION: (HIVIHEPATITIS) PROGRAMME
CATALOGUE NUMBER: RQ9151
CYCLE NUMBER: 128
EXPIRY DATE: 2025-09

THIS KIT HAS PASSED QC FUNCTIONAL TESTING

. . . S erifled by signiow
ﬁ:‘v L tpm Sy . tﬂt‘,«:}:z’&ﬂ ; S /N2 3BT |
APPROVED BY: ' L e -=-NOV-2023

QUALITY CONTROL REPRESENTATIVE

Randox Laboratories Ltd, 55 Diamend Road, Crumlin, County Antrim, BT29 4QY, United Kingdom
+44 (0) 28 9442 2413 | marketing@randox.com | randox.com

Directors: Dr SP FazGerald CBE FREng DL BSc PhD DSe (Hons) FIAE Man. R P Kelty BSc FCA.
Randox Laboratories Ltd is a subsidiary of Randox Hoidings Limited a company registered within Northern Ireland with company number NI 614690, VAT Registered Number: GB 151 6

9770-QC
Revision (5)

RQ9151 Last Date Printed:27/11/2023
Rev 2



RQ9159

IMMUNOSUPPRESSANT PROGRAMME
PROGRAMME IMUNOSSUPRESSEUR
PROGRAMA IMUNOSSUPRESORES
PROGRAMA DE INMUNOSUPRESORES
PROGRAMMA IMMUNOSOPPRESSORI
PROGRAM LEKI IMMUNOSUPRESYJNE

CHUONG TRINH NGOAI KIEM (’'C CHE MIEN DICH
Tdsunss IMMUNOSUPPRESSANT

SRBEINRIFIT A
IMMUNOSUPRESANLAR PROGRAMI

RIQAS

ENGLISH
IMMUNOSUPPRESSANT PROGRAMME: RQ9159

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the CHARACTERISTICS section below. Please
confirm that none of the vials are broken and notify your local Randox representative immediately if there are any discrepancies. Finally, please log on to www.rigas.net to
confirm the exact date on which you received this kit.

CHARACTERISTICS
The pack contains 6 vials of lyophilised material (6 x 2 ml). The vials are labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

The samples are sealed under vacuum. Open the vial very carefully, avoiding any loss of material and using a calibrated pipette reconstitute with an accurately measured 2
ml volume of freshly double distilled water at +20°C to +25°C. Replace the rubber stopper and ensure that samples are dissolved completely by swirling gently (ideally place
on a roller for half an hour prior to analysis). Do not shake the vials. We recommend that the samples are run immediately following full reconstitution. The samples should
be treated in the same way as patient samples.

SAFETY

Warning: Potentially Biohazardous Material

Human source material from which this product has been derived has been tested at donor level for the Human Immunodeficiency Virus (HIV 1, HIV 2) antibody, Hepatitis B
surface Antigen (HbsAg), and Hepatitis C Virus (HCV) antibody and found to be NON-REACTIVE. FDA approved methods have been used to conduct these tests. However,
since no method can offer complete assurance as to the absence of infectious agents, this material and all patient samples should be handled as though capable of
transmitting infectious diseases and disposed of accordingly.

For IN VITRO use only. Do not pipette by mouth. Exercise the normal precautions required for handling laboratory reagents.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 hrs GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE gives insufficient time, we suggest
that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after the final date for the next sample.

IMMUNOSUPPRESSANT PROGRAMME/ PROGRAMME IMUNOSSUPRESSEUR / PROGRAMA IMUNOSSUPRESORES /
PROGRAMA DE INMUNOSUPRESORES / PROGRAMMA IMMUNOSOPPRESSORI / PROGRAM LEKI IMMUNOSUPRESYJNE

T51n 38 IMMUNOSUPPRESSANT / CHUONG TRINH NGOAI KIEM UC CHE MIEN DICH / fa #1141 / IMMUNOSUPRESANLAR PROGRAMI

RETURN OF RESULTS / RETOUR DES RESULTATS / INVIO DEI RISULTATI/ ENVIO DE RESULTADOS / RETORNO DOS RESULTADOS/
PRZESYLANIE WYNIKOW / [al 5 455 / GUI TRA KET QUA / SONUG GONDERIM TARIHLERI / ODOSLANIE VYSLEDKOV

CYCLE 9A/ CICLO 9A / CYKL 9A / jR[F%: 5 F 11 9A / CHU KY 9A / DONEM 9A / CYKLUS 9A

SAMPLE NO / ECHANTILLON NO./  RECOMMENDED ANALYSIS DATE/ DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE/ *DATE LIMITE/
N. CAMPIONE / N° DE MUESTRA / DATA DI ANALISI RACCOMANDATA/ FECHA DE ANALISIS RECOMENDADA/ * DATA FINALE/ *FECHA FINAL/
AMOSTRA N°. / NR PROBKI / ZALECANA DATA WYKONANIA OZNACZENIA/ HE#E 53 Hr H A / * DATA KONCOWA/ *#% % [
FESS 1 daegeasian / MAU SO/ Sufuusilivinisiianzsk / NGAY KHUYEN CAO PHAN TiCH / * Jugavinauasnsgonanau /
ORNEK NO / C. VZORKY ONERILEN CALISMA TARIHI / ODPORUCANY DATUM ANALYZY *HAN CUOI GUI TRA KET QUA

*SON SONUG GONDERIM
TARIHI / *FINALNY TERMIN

1 11.03.24 18.03.24
2 15.04.24 22.04.24
3 13.05.24 20.05.24
4 10.06.24 17.06.24
5 15.07.24 22.07.24
6 12.08.24 19.08.24

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413

Email: mail@rigas.com Website: www.randox.com

1/6


http://www.randox.com/
http://www.riqas.net/

RIQAS &

FRANCAIS
PROGRAMME IMUNOSSUPRESSEUR: RQ9159

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION:

Veuillez vérifier que 'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la section ci-
dessous. De plus assurez-vous qu'aucun des flacons ne soient brisés et en informer immédiatement votre représentant Randox si cela est le cas.
Enfin, il est nécessaire de se connecter a www.rigas.net pour confirmer la date exacte a laquelle vous avez regu ce kit.

CARACTERISTIQUE
Le coffret est composé de 6 flacons de matériel lyophilisé (6 x 2 ml). Le numéro de I'échantillon est indiqué sur I'étiquette du flacon.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS

Les échantillons sont scellés sous vide. Ouvrir le flacon avec précaution, pour éviter la perte de matériel. Utiliser une pipette étalonnée, et mesurer 2 ml
avec précision d'eau bidistillée entre +20 et+25°C. Replacer le bouchon en caoutchouc et s'assurer que les échantillons sont dissous complétement en
procédant par retournements succéssifs (idéalement, placer sur un rouleau pendant une demi-heure avant I'analyse). Ne pas secouer les flacons. Nous
vous recommandons d’analyser les échantillons immédiatement aprés le temps de reconstitution. Les échantillons doivent étre traités comme vos
échantillons patients.

SECURITE

Produit a risque biologique

Ce matériel d’origine humaine, dont les donneurs ont été testés pour la présence d'anticorps de “I'Human Immunodeficiency Virus” (HIV 1, HIV 2),
I'antigéne de surface de I'Hépatite B (HbsAg), et d'anticorps du virus de I'Hépatite C (HCV) et ont été trouvés négatifs. Ces tests ont été effectués par
des méthodes approuvées par la FDA (US Food and Drug Administration). Cependant, aucun test ne pouvant apporter une garantie totale sur le
caractere non infectieux de ces produit.

Réservé uniquement pour un usage IN VITRO. Ne pas pipeter a la bouche. Respecter les précautions d’'usage pour la manipulation des réactifs de
laboratoire.

* NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Département RIQAS au plus tard le lundi midi selon la DATE FINALE. Nous vous
recommandons d’analyser les échantillons quelques jours avant cette date finale. Les résultats en retard ne seront pas acceptés aprés la date finale de
I'échantillon suivant. Vous pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

PORTUGUES
PROGRAMA IMUNOSSUPRESORES: RQ9159

CONFIRMACAO DAS CARACTERISTICAS DO KIT E DATA DE RECEPCAO

Agradecemos-lhe que confirme que recebeu o nimero correcto de amostras e que estas teém o aspecto descrito na secgdo CARACTERISTICAS
deste documento. Verifiqgue também, se nenhum dos frascos esta partido e notifique o seu representante local da Randox caso encontre alguma
discrepéancia. Finalmente, aceda ao www.rigas.net para confirmar a data exacta em que recepcionou este kit.

CARACTERJSTICAS
O Kit contém 6 frascos com material liofilizado (6 x 2 ml). Os frascos estdo rotulados com o nimero da amostra.

PREPARAQAO/CONSERVAQAO/ESTABILIDADE DAS AMOSTRAS

As amostras encontram-se fechadas em vacuo. Abra o frasco cuidadosamente, evitando perdas de material e, usamdo uma pipeta calibrada, reconstitua
com a exactamente 2 ml de 4gua recentemente destilada a +20°C- +25°C. Reponha a rolha de borracha e dissolva completamente o material agitando
suavemente ( pode colocar os frascos no agitador durante 30 minutos antes da analise).Recomendamos que faga os testes imediatamente apos a
reconstituicdo. As amostras devem ser tratadas da mesma forma que as amostras dos doentes.

SEGURANCA

Aviso: material com potencial risco biolégico

O material de origem humana usado, foi testado ao nivel do dador para os virus HIV 1 e HIV 2 , assim como para HbsAg e HCV. Os métodos usados
para efectuar estes testes tém a aprovagdo do FDA, contudo e uma vez que nenhum método pode garantir totalmente a auséncia de agentes
infecciosos, este material deve ser tratado como potencialmente perigoso e eliminado respeitando as boas praticas laboratoriais.

Apenas para IN VITRO. Nao pipete com a boca e respeite as Boas Praticas Laboratoriais para 0 manuseamente de material potencialmente
contaminado.

*NOTA IMPORTANTE: Os resultados tém de chegar ao RIQAS até as 17:00 hr GMT na DATA FINAL. Se a DATA RECOMENDADA PARA
ANALISE néo der tempo suficiente, sugerimos que a amostra seja analisada mais cedo para garantir o cumprimento da data limite. Resultados
atrasados ndo seréo aceites depois a data final da amostra seguinte.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413

Email: mail@rigas.com Website: www.randox.com
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RIQAS &

ESPANOL
PROGRAMA DE INMUNOSUPPRESORES: RQ9159

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacion indicada en la seccion
"CARACTERISTICAS" que encontrara a continuacién. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su
Representante local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, Acceda a www.rigas.net para confirmar la
fecha exacta en la que recibi6 el kit.

CARACTERISTICAS
El paquete contiene 6 frascos de muestras liofilizadas (6 x 2 ml). Los frascos estan marcados con el nimero de la muestra.

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Las muestras estan cerradas al vacio. Abrir el frasco con mucho cuidado, para evitar cualquier pérdida de material y reconstituir con exactamente 2 ml de
agua destilada obtenida recientemente y conservada entre +20°C y +25°C. Volver a colocar el tapén de goma para cerrar el frasco y asegurarse de que los
componentes liofilizados estén completamente disueltos girando el frasco suavemente (idealmente debe ponerlos en una maquina girador durante
media hora antes de analizar). No agitar los frascos. Recomendamos que se analice las muestras inmediatamente después de reconstitucién. Debe
manejar las muestras en la misma manera que las muestras de pacientes.

SEGURIDAD

Advertencia: Material Potencialmente Biopeligroso

El material de base humana de donde vienen estas muestras ha sido analizado, siendo negativo para anticuerpos HIV 1, HIV 2, HbsAg y HCV. Hemos
usado métodos aprobados por la FDA para realizar estas pruebas. Sin embargo, ya que ningin método pueda ofrecer una seguridad completa en
cuanto a la ausencia de agentes infecciosos, se debe manejar este material y las muestras de pacientes como si fueran capaces de transmitir
enfermedades infecciosas y debe tirarlos de manera apropiada.

Sélo para IN VITRO. No pipetear con la boca. Debe seguir las precauciones normales para el manejo de reactivos de laboratorio.

* NOTA IMPORTANTE: Los resultados deben arribar a RIQAS a las 17:00 horas GMT en la FECHA FINAL. Si la FECHA RECOMENDADA PARA
ANALISIS dada es insuficiente, le sugerimos que analice la muestra antes para asegurarse que la tenga lista en la fecha final. Los resultados tardios
nos seran aceptados después de la fecha final de la siguiente muestra.

ITALIANO
PROGRAMMA IMMUNOSUPPRESSORI: RQ9159

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione CARATTERISTICHE
qui sotto. Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci fossero delle discrepanze. Infine,
si prega di accedere al sito www.rigas.net per confermare la data esatta in cui si € ricevuto questo Kkit.

CARATTERISTICHE
Il pacco contiene 6 fiale di materiale liofilo (6 x 2 ml). Le fiale sono etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

I campioni sono chiusi sottovuoto. Aprire la fiala con estrema cautela, evitando qualsiasi perdita di materiale e usando una pipetta calibrata ricostituire con un
volume accuratamente misurato di 2 ml di acqua appena bidistillata a +20°C to +25°C. Rimettere il tappo di gomma e assicurarsi che i campioni siano dissolti
completamente agitando delicatamente (I'ideale sarebbe utilizzare un agitatore per mezz’ora prima dell’analisi). Raccomandiamo di dosare i campioni
immediatamente dopo la ricostituzione. | campioni devono essere trattati nello stesso modo in cui vengono trattati i campioni di pazienti.

SICUREZZA
Attenzione:materiale potenzialmente pericoloso

Il materiale di origine umana da cui & derivato questo prodotto € stato testato sui donatori, e ha dato ESITO NEGATIVO, per I'anticorpo del virus da
Immunodeficienza Umana (HIV 1, HIV 2), per '’Antigene di Superficie del virus del’Epatite B (HbsAg), e per I'anticorpo del virus dell’Epatite C (HCV).
Per questi test sono stati usati metodi approvati dall’FDA.

Poiché nessun metodo di indagine puo dare assoluta garanzia di assenza di questi agenti infettivi, si raccomanda di trattare e smaltire il prodotto e tutti i
campioni dei pazienti con cautela.

Solo per uso IN VITRO. Non utilizzare pipette a bocca. Utilizzare le normali precauzioni necessarie per la manipolazione di reagenti di laboratorio.

* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 GMT dell’ ULTIMA DATA. Se la DATA RACCOMANDATA PER L’ANALISI
non fornisce tempo a sufficienza, suggeriamo di analizzare il campione prima per essere certi di rispettare la scadenza. Risultati in ritardo non saranno
accettati dopo l'ultima data del campione successivo.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, Co. Antrim, United Kingdom, BT29 4QY
Tel: +44 (0) 28 9442 2413

Email: mail@rigas.com Website: www.randox.com
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RIQAS &

POLSKI
PROGRAM LEKI IMMUNSUPRESYJNE: RQ 9159

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ prébek i Panstwa probki wygladajg tak, jak w podanej ponizej CHARAKTERYSTYCE.
Prosimy o potwierdzenie, ze zadna z prébek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne zgtoszenie tego lokalnemu
przedstawicielowi.

Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia doktadnej daty otrzymania zestawu.

CHARAKTERYSTYKA
Opakowanie zawiera 6 fiolki prébek liofilizowanych (6 x 2 ml). Fiolki s oznakowane numerem probki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Probki sg zamkniete metodg prézniowg. Otworzyé fiolke bardzo ostroznie, unikajac utraty materiatu i rekonstytuowac¢ w doktadnie odmierzonej objetosci 2 ml
$wiezo podwdjnie destylowanej wodzie w temperaturze od +20 do +25°C.Umiesci¢ gumowy korek i upewnic¢ sie, czy prébka ulegta rozpuszczeniu poprzez
delikatne rolowanie (najlepiej umiesci¢ prébke na mieszadle na pét godziny przed oznaczeniem).Prosze nie wstrzgsac fiolkg. Wskazane jest
wykonanie oznaczenia natychmiast po wykonaniu powyzszej rekonstytucji.

Zaleca si¢ aby postepowac z probka tak samo jak z materiatami pobranymi od pacjentow.

BEZPIECZENSTWO

Ostroznie: Materiat potencjalnie szkodliwy biologicznie.

Prébki zawierajg krew ludzkg. Kazdy dawca zostat przebadany na obecnos$¢ przeciwciat wiruséw HIV1 i HIV2 oraz antygenu powierzchniowego
zapalenia watroby typu B (Hbs Ag) i typu C ( HCV). Prébki daty wynik negatywny. Przeprowadzone badania sg potwierdzone przez FDA. Jednakze,
zadna metoda nie daje catkowitej pewnosci nieobecnosci czynnikéw zakaznych, dlatego ten materiat i wszystkie prébki pobrane od pacjentéw powinny
by¢ traktowane jako potencjalne zrédto choréb zakaznych.

Tylko do in vitro. Nie nalezy pipetowaé ustami. Zachowa¢ ostrozno$¢ wymagang przy uzywaniu odczynnikéw laboratoryjnych.

*UWAGA: Wyniki muszg dotrze¢ do RIQAS do godziny 17:00 czasu GMT w dniu DATY FINALNEJ. Termin ten dotyczy uzytkownikéw programu

RIQASnNet. Jezeli ZALECANA DATA OZNACZENIA jest zbyt pdzna, sugeruje sie przeprowadzenie wczesniejszej analizy, aby uzyskac czas na
przestanie wynikdw. Spdéznione wyniki przestane po dacie finalnej nastepnej probki nie zostang przyjete.
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Reactive wazld\d3amsiildFuntsfigaifann FDA lunsnsaada test siner] athslsfimalaiffianisle fazanmnenlianuiidlalddraglannsiuan infectious agents

AIIUALIAZTINNNIAINIATITWFIREN UAT Fand1an Hilaefasaansydngsds

A3 IN VITRO winiu agiannatlin daaqsseda il juRns normal precautions duiuiingndinsasy

U2 Ay aazsiadile RIQAS Tunan 17.00 hrs. GMT 1893ugavina1aen1sdananad (Final Date) aauuziliviinisimssifiaading feauaziisiugaineanan1sdananay (Final

Date) LATE RESULTS vi3an1sdenadn azluilasunnsdseifiu dndenandsann Final Date 189 sample 6@l
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RIQAS &

TIENG VIET

CHUONG TRINH NGOAI KIEM UC CHE MIEN DICH: RQ9159

XAC NHAN VE PAC DIEM CUA BO KIT VA NGAY NHAN Mf\U
Xin hdy xéac nhan ding so luong mau va bé mit ngoai caa mau glong nhu dic diém néu phia dusi. Hay xac nhan khong 6 mau nao bj v va thong bao cho dai dién
phén phdi ngay 1ap tire néu xuat hién du hiéu khac thuong cua miu. Cudi cung, hiy ding nhap vao www.rigas.net ¢ xac nhan ngay ban nhan dugc miu.

DACBIEM )
M3i hop bao gom 6 lo dang dong kho, mdi lo 2ml va dwoc dan nhén sé theo thir phan tich.

CHUAN BI/BAO QUAN/PO BEN CUA MAU

Lo méiu duoc dong nép chan khdng. Mé nip lo can than tranh 1am that thoét, pha lodng véi chinh xac 2ml nudc cat hai 1an & +20°C — +25°C. Ddy niit cao su va dam
bao ring miu dugc hoa tan hoan toan bang céch xoay nhe nhang (tot nhat 1a dé trén may Iic tron trong 30 phat trude khi phan tich). Chii y khong dwoc lac manh.
Chung t6i khuyén c4o miu nén dugc phan tich ngay sau khi thuc hién diy du cac budc hoan nguyén. Mau dugc xir Iy va phan tich giéng miu bénh nhan.

PO AN TOAN

Canh béo: Khd niing c6 doc tinh sinh hoc véi ngudn vt ligu

Mau ¢6 ngudn géc tir nguoi va déu dugc kiém tra khong c6 phan tng voi khang thé HIV (HIV 1 & HIV 2), HbsAg, HCV. Phuong phap kiém tra duoc chap nhan béi
t6 chirc FDA. Tuy nhién khéng c6 phuong phap klem tra nao co thé dam bao tuyét dbi sy am tinh cua tac nhan truyén nhiém. Dé bao dam an toan tuyét ddi, mau nay
va toan bo mau bénh nhan phai duoc thao tac xu ly giéng nhu mau truyén nhiém.

Chi dung cho phén tich trong éng nghiém. Khéng duoc hit miu bing miéng. Tuan thii cac khuyén céo théng thuong yéu ciu trong quy trinh xir Iy hoa chit phong xét
nghiém.

LUU Y QUAN TRONG: ) ) ,
Keét qua phan tich phai dwoc giri dén cho RIQAS truéc 17:00 GMT ngay han chét giri tra ket qua. Phong xét nghiém nén phan tich mau som truge ngay khuyen cao
phén tich mau néu can dé dam bao thoi gian gui tra két qua. KEt qua phan tich tré sé khong dugc chap nhan sau han chot gui tra két qua cua mau tiép theo.

F3C
S HNHIFRI] : RQI159
HIARFISRIEREA H

TR LIRS RS B SV AN TR MR — B - BRI VB, MREERTE S EEALH IR R. &E, 5T www.rigas.net
I\ EOZ R ST B

e
PR 6 MG TR (6X2 =T o Bl LARE T HEARS

HAME /AR E

FARRERZBIRE, NUITIFEAN/NE, BEGRIRRATFAR}, {E+20°C~+25°CEFEE T8 RIS 25 AR AT 2ml HriE & KSR E ISR
Ao BRERIRE, MRS RERRETER2ER (BERES TEAMMITRERF LS ) o FEERMAF. BINBWEEERELARIEAR,
AGEBERL 5 BAERARE . FEAAE I,

Ze

BE  AAEEEMREERAR

BT L T R A A BB ISR RV C 23T 7 AR amsE (HIVL, HIV2) fifk, ZIFREHE (HBsAg) MRERXHESH (HCV) #l
KRR - Z5FENBAME < XEARIGAEAITE FDA HUERIAE. A, BTFRRERREKRE, REAREVTRNELS > FIXMYIRRIFTA S&5T
AR FE AR R A S A RN A

RTFHES LU - FREFBER T 45T - LR = BNEEIEEED -

*EERR FAFEEEARR 17:00GMT Ri#25 RIQAS, MIRMESM T AL LM RIAR, HITEIIRBH TSN » DIEEESREER,
Hﬁﬁéﬁ‘ma,ﬁﬁaﬁﬁihﬂmﬁxo
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RIQAS &

TURKGE
IMMUNOSUPRESANLAR PROGRAMI: RQ9159

KIiT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI ) )

Lutfen dogru sayida 6rnegin bulundugunu ve drneklerin gériintglerinin asagida OZELLIKLER bélumiinde belirtildigi gibi oldugunu dogrulayiniz. Litfen
siselerden hig birinin kirlk olmadigini dogrulayiniz ve eger herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz. Son olarak,
litfen www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Paket, 6 sise liyofilize materyali igerir (6 x 2 ml). Siseler; 6rnek numaralari ile etiketlenmistit.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Ornekler vakumlanarak ambalajlanmistir. Siseyi, herhangi bir materyal kaybi olmayacak sekilde dikkatlice aginiz ve kalibre edilmis bir pipetle tam 2
mllik hacimde taze distile su ile +20°C -+25°C’de sulandiriniz. Plastik tipayi yerlestiriniz ve hafifce gevirerek orneklerin tam olarak ¢6zinmesini
saglayiniz. (ideali analizden yarim saat énce bir karigtirici (izerine koymaktir). Calkalamayiniz. Ornekler tam olarak ¢dziiniince hemen galismaniz
dnerilmektedir. Orneklere, hasta érnekleri ile ayni sekilde muamele edilmelidir.

GUVENLIK

Uyari: Potansiyel olarak biyolojik tehlikeli madde

Bu driiniin elde edildigi insan kaynakli materyal donor seviyesinde insan imminyetmezlik Virlisii (HIV 1, HIV 2) antikoru, Hepatit B yiizey Antijeni
(HbsAg), ve Hepatit C Viriis (HCV) antikoru agisindan test edilmis ve NON-REAKTIF olarak bulunmustur. Bu testler igin FDA onayli metotlar
kullaniimistir. Fakat yine de, hi¢ bir metot enfeksiyon ajanlarinin yoklugu igin tam garanti vermediginden bu materyal ve tim hasta 6rnekleri muhtemel
enfeksiyon hastaligi tasiyicisi varsayilarak ¢aligiimal ve uygun sekilde atiga gonderilmelidir.

Sadece IN VITRO kullanim igindir.Agizla pipetleme yapmayiniz. Laboratuvar reaktiflerinin 6rneklenmesi igin gerekli normal énlemleri uygulayiniz.

* ONEMLI NOT: Sonuglar, RIQAS’a SON SONUG GONDERIM TARIHI’'nde saat 17:00'de ulasmis olmalidir. E§er ONERILEN ANALIZ TARIHi sizin
icin uygun degilse, sonug gonderim tarihine yetismesi igin icin 6rnegdi daha erken analiz etmenizi 6neririz. Geg sonuglar, bir sonraki 6rnegin son sonug
génderim tarihi sonrasinda kabul edilmeyecektir.

SLOVENSKY
IMMUNOSUPPRESSANT PROGRAMME: RQ9159

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte doru€enie spravneho Cisla vzorky a potvrdte, €i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii nizSie. Prosim potvrdte, Ze
ziadne ffasticky nie su rozbité, v opacnom pripade okamzite kontaktuje svojho obchodného zastupcu. Po prihlaseni na www.rigas.net potvrdte a zadajte
presny datum, kedy Vam bol kit doruceny.

CHARAKTERISTIKA
Balenie obsahuje 6 flasticiek lyofilizovanych vzoriek (6 x 2 ml). Flasti¢ky st ozna¢ené &islom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Frasticka je vakuovo uzatvorena. Otvorte flasticku velmi opatrne, vyhnite sa stratdm materialu a pouzitim nakalibrovanej pipety rekonstitujte presne 2
ml objemu cerstvo destilovanej vody pri teplote +20°C to +25°C. Zatvorte gumenou zatkou a jemnym virenim sa uistite, Ze vzorky su Uplne rozpustené
(idealne umiestnite na miesadlo, roler, na pol hodinu pred samotnou analyzou). Netraste flastickami. Odpori¢ame analyzu vzoriek okamzite po Uplnej
rekonstittcii. So vzorkami zaobchadzajte rovnakym spdésobom ako s pacientskymi vzorkami.

BEZPECNOST
Upozornenie: Potenciélne biohazardny material

Tento material je vyrobeny z ludského zdroja a bol testovany na urovni darcu na Human Immunodeficiency Virus (HIV 1, HIV 2) protilatky, Hepatitidu B
povrchovy antigen (HbsAg), a protilatky Hepatitidy C (HCV) a bol preukazany ako NEREAKIVNY. Boli pouZité metédy schvalené federaciou FDA.
KedZe zZiadna metdda nezabezpedi Uplnu déveryhodnost, zaobachadzajte s materidlom a v§etkym vzorkami pacientov ako so vzorkami, ktoré su
schopné prenasat infekéné ochorenia.

Iba na IN VITRO pouzitie. Neipetujte Ustami. Vykonajte bezné opatrenia vyzadované pri manipulécii s laboratérnymi reagenciami.
* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY

neposkytuje dostatocény ¢as, odporic¢ame analyzu vzorky skor, aby sa zabezpecilo dodrzanie terminu. Vysledky prijaté po finalnom termine
nebudd akceptované.

Nov 2023
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RANDOX QUALITY CONTROL
CERTIFICATE OF ANALYSIS

The Quality Control Department at Randox Laboratories Limited certifies that this product has
been tested and meets all performance specifications and release requirements.

DATE OF MANUFACTURE: 2023-07

. RIQAS MONTHLY SPECIFIC
PRODUCT DESCRIPTION: PROTEINS PROGRAMME
CATALOGUE NUMBER: RQ9187
CYCLE NUMBER: 4B
EXPIRY DATE: 2025-06
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APPROVED BY:% oare: /4 - Y- 25

QUALITY CONTROL REPRESENTATIVE
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+44 (0) 28 9442 2413 | marketing@randox.com | randcx.com
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Randox Laborataries Lid is a subsidiary of Randex FHeldings Limited a company registered within Northern Ireland with company number NI 614630. VAT Registered Number: GB 151 ¢
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RQ9187

MONTHLY SPECIFIC PROTEINS PROGRAMME

PROGRAMME PROTEINES SPECIFIQUES MENSUEL
PROGRAMMA MENSILE PER PROTEINE SPECIFICHE
PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS
PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS

MANED PROGRAM FOR SPECIFIKKE PROTEINER

MANADS PROGRAM SPECIFIKA PROTEINER

MHNIAIO MPOrPAMMA EIAIKQN NPQTEINQN

MIESIECZNY PROGRAM OZNACZANIA BIALEK SPECJALNYCH
BHRKEERRSTER

CHUWONG TRINH TRAO BOI PROTEIN BAC BIET HANG THANG
AYLIK SPESIFIK PROTEINLER PROGRAMI

RIQAS

English
MONTHLY SPECIFIC PROTEINS PROGRAMME: RQ9187

CONFIRMATION OF KIT CHARACTERISTICS AND RECEIPT DATE

Please confirm that the correct number of samples are present and that your samples have the appearance as indicated in the CHARACTERISTICS section
below. Please confirm that none of the vials are broken and notify your local Randox representative immediately if there are any discrepancies. Finally, please
log on to www.rigas.net to confirm the exact date on which you received this Kkit.

CHARACTERISTICS
The pack contains 6 vials of liquid 1 ml samples. The vials are labelled with the sample number.

PREPARATION/STORAGE/STABILITY OF SAMPLES

The samples are ready for use. Allow the samples to come to room temperature before analysis. To avoid evaporation, replace the rubber stopper and close
vial immediately after use and store at +2 to +8°C. Once opened please analyse the sample within 2 days. The samples should be treated in the same way as
patient samples. The samples should be stored at 2 - 8°C when not in use.

SAFETY

The serum is human based. It has been source tested and found to be negative for HBsAg and antibodies to HIV. For complete protection however, it is
recommended that the serum be handled as carefully as patient specimens.

For IN VITRO use only.

* IMPORTANT NOTE: Results must arrive at RIQAS by 17:00 HRS GMT on the FINAL DATE. If the RECOMMENDED ANALYSIS DATE gives insufficient
time, we suggest that the sample is analysed earlier to ensure you meet the deadline. Late results will not be accepted after the final date for the next sample.

MONTHLY SPECIFIC PROTEINS PROGRAMME/ PROGRAMME PROTEINES SPECIFIQUES MENSUEL / PROGRAMMA MENSILE PER PROTEINE SPECIFICHE /
PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS/ PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS /
MANED PROGRAM FOR SPECIFIKKE PROTEINER / MANADS PROGRAM SPECIFIKA PROTEINER/ MHNIAIO MPOrPAMMA EIAIKQN MPQTEINQON
MIESIECZNY PROGRAM OZNACZANIA BIALEK SPECJALNYCH / %} H ¢ & & AR i FE i /
CHUONG TRINH TRAO BOI PROTEIN BAC BIET HANG THANG / AYLIK SPESIFIK PROTEINLER PROGRAMI

RETURN OF RESULTS / DATES de RETOUR / INVIO DEI RISULTATI/ ENVIO DE RESULTADOS .
PLAN FOR INDSENDELSE AF / CYKEL FOR / KYKAOZ EMIZTPO®HE / GUI TRA KET QUA / SONUG GONDERIM TARIHLERI/ ODOSLANIE VYSLEDKOV

CYCLE 5A/ CICLO 5A / RESULTATER 5A / RESULTATRETUR 5A /
AMNOTEAEZMATON 5A / CYKL ZWROTU WYNIKOW 5A / i [a 5 5 &3] 5A / CHU KY 5A / DONEM 5A / CYKLUS 5A

SAMPLE NO / ECHANTILLON NO. / RECOMMENDED ANALYSIS DATE/ DATE RECOMMANDE POUR L' ANALYSE/ * FINAL DATE/ *DATE LIMITE/ DATA FINALE /
N. CAMPIONE / N° DE MUESTRA / DATA DI ANALISI RACCOMANDATA/ FECHA DE ANALISIS RECOMENDADA/ * FECHA FINAL/ DATA FINAL/ * SLUTDATO /
AMOSTRA N°. / PRGVENR. / DATA RECOMENDADA PARA ANALISE/ ANBEFALET ANALYSEDATO/ * SLUTDATUM/ *TEAIKH HMEPOMHNIA /

AP. AEITMATOZ / PROV NR. / REKOMMENDERAT ANALYSDATUM/ £YNIZTQMENH HMEPOMHNIA ANAAYZHE * DATA KONCOWA/ *i5 % H 1]

NR PROBKI / #£4i% / MAU SO / ZALECANA DATA WYKONANIA OZNACZENIA/ ##3#7 FHI/NGAY KHUYEN CAO PHAN TICH/  * HAN CUOI GU'I TRA KET QUA

ORNEK NO / C.VZORKY ONERILEN ANALIZ TARIHi / ODPORUCANY DATUM ANALYZY * SON SONUGC GONDERIM TARIHi /

* FINALNY TERMN

1 11.03.24 18.03.24
2 15.04.24 22.04.24
3 13.05.24 20.05.24
4 10.06.24 17.06.24
5 08.07.24 15.07.24
6 12.08.24 19.08.24

RANDOX |
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Francais
PROGRAMME PROTEINES SPECIFIQUES MENSUEL: RQ9187

CONFIRMATION DES CARACTERISTIQUES DU KIT ET DE LA DATE DE RECEPTION :

Veuillez vérifier que I'ensemble des échantillons soient présents dans le coffret et que leur apparence est conforme comme indiqué dans la section ci-dessous.
De plus assurez-vous qu'aucun des flacons ne soient brisés et en informer immédiatement votre représentant Randox si cela est le cas. Enfin, il est nécessaire
de se connecter a www.rigas.net pour confirmer la date exacte a laquelle vous avez recu ce Kkit.

CARACTERISTIQUES:
Ce coffret contient 6 sérums liquides en flacons de 1 ml, étiquettés 1 a 6.

DATE DE RETOUR:
Ces échantillons sont a tester de préférence a la date recommandée, et les résultats doivent nous parvenir au plus tard le lundi midi et selon le calendrier inclus
dans le coffret de sérums ce contrdle. Vous pouvez envoyer vos résultats via Rigasnet ou par e.mail a I'adresse suivante: mail@rigas.com.

PREPARATION/STOCKAGE/STABILITE DES ECHANTILLONS:

Les échantillons sont préts a I'emploi. Laisser les échantillons revenir a température ambiante avant I'analyse. Pour éviter toutes évaporation, placer le
bouchon en plastique et fermer immédiatement aprés I'emploi et conserver entre +2 et +8°C. Une fois le flacon ouvert, 'analyse doit étre faite dans les deux
jours, conservés a 2-8°C. Les échantillons de contrdle doivent étre traités comme les échantillons patients. Les échantillons doivent étre conservés entre 2-
8°C lorsqu'ils ne sont pas utilisés.

SECURITE :
Ces sérums sont d'origine humaine et sont contrdlés au niveau des donneurs pour s'assurer de I'absence de virus (Hépatite, HIV). Toutefois, il est
recommandé de manipuler ces sérums avec précaution comme s'il s'agissait de sérums de patients.

Réservé uniquement pour un usage IN VITRO.

* NOTE IMPORTANTE: Les résultats RIQAS doivent parvenir au Départment RIQAS au plus tard le lundi 17 heures GMT selon la DATE FINALE. Nous vous
recommandons d'analyser les échantillons quelques jours avant la date limite. Les résultats en retard ne pourrons pas étre acceptés.

Italiano

PROGRAMMA MENSILE PER PROTEINE SPECIFICHE: RQ9187

CONFERMA DELLE CARATTERISTICHE DEL KIT E DELLA DATA DI RICEZIONE

Si prega di confermare che sia presente il numero corretto di campioni e che i vostri campioni siano come indicato nella sezione CARATTERISTICHE qui sotto.
Confermare che nessuna fiala sia rotta ed informare immediatamente il rappresentante Randox locale se ci fossero delle discrepanze. Infine, si prega di
accedere al sito www.rigas.net per confermare la data esatta in cui si € ricevuto questo Kkit.

CARATTERISTICHE
La confezione contiene 6 fiale da 1 ml di campioni liquidi. Le fiale sono etichettate con il numero del campione.

PREPARAZIONE/CONSERVAZIONE/ STABILITA’ DEI CAMPIONI

| campioni sono pronti all’'uso. Lasciare che i campioni raggiungano la temperatura ambiente prima dell'analisi. Per evitare I'evaporazione, rimettere il tappo di
gomma e chiudere la fiala immediatamente dopo I'uso. Una volta aperto, analizzare il campione entro 2 giorni se conservate a +2 - +8 °C. | campioni devono
essere trattati come pazienti reali. | campioni, se non utilizzati, devono essere conservatia 2 - 8 °C.

SICUREZZA
Il siero & a base umana. E stato analizzato alla fonte, e ha dato esito negativo, per lHBsAg e anticorpi dell’HIV. Tuttavia, al fine di assicurare una protezione
completa, si raccomanda di manipolare il siero con la stessa cura riservata ai campioni dei pazienti.

Solo per uso IN VITRO.

* NOTA IMPORTANTE: | risultati devono arrivare a RIQAS entro le 17:00 GMT (ora di Greenwich) della DATA FINALE. Se la DATA DI ANALISI
RACCOMANDATA fosse troppo breve, si consiglia di analizzare il campione prima per rispettare la scadenza. | risultati inviati con ritardo superiore alla data
finale per il campione successivo non saranno accettati.

Espafiol
PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS: RQ9187

CONFIRMACION DE LAS CARACTERISTICAS DEL KIT Y LA FECHA DE RECEPCION.

Por favor, Asegurese de que ha recibido el numero correcto de muestras y que estas cumplen con la presentacién indicada en la seccién
"CARACTERISTICAS" que encontrara a continuacién. Por favor, confirme que ninguna de las muestras ha resultado dafiada y contacte a su Representante
local de Randox inmediatamente en el caso de que hubiese alguna discrepancia. Por ultimo, acceda a www.rigas.net para confirmar la fecha exacta en la que
recibi6 el kit.

CARACTERISTICAS
El paquete contiene 6 frascos de muestras liquida de 1 ml. Las etiquetas de los frascos llevan indicado el nimero de muestra.

PREPARACION/ ALMACENAMIENTO/ ESTABILIDAD DE LAS MUESTRAS

Las muestras estan listas para usar. Dejar que las muestras alcancen temperatura ambiente antes de analizarlas. Para evitar la evaporacioén, colocar el tapon
de goma y cerrar el frasco inmediatamente despues de su uso y conservar entre +2'y +8°C. Una vez abierta, analice la muestra dentro de los 2 dias
siguientes cuando son almacenados de +2 a +8 °C. Las muestras deben ser tratadas de la misma manera que las muestras de los pacientes. Las muestras
deben refrigerarse a 2-8 °C cuando no estén en uso.

SEGURIDAD
El suero es de base humana. El material de origen se ha analizado y encontrado negativo para HbsAg y anticuerpos de HIV. Sin embargo para una proteccion
completa, se recomienda manejar el suero con el mismo cuidado que las muestras de pacientes.

Sélo para IN VITRO.

* NOTA IMPORTANTE: Los resultados deberan llegar a RIQAS antes de las 17:00 horas GMT de la FECHA FINAL. Sila FECHA DE ANALISIS
RECOMENDADA no le permite tiempo suficiente para la entrega de resultados, sugerimos se analice la muestra antes, para asegurarse de que pueden llegar
antes del fin del plazo. Los resultados tardios no seran aceptados después de la fecha final de la siguiente muestra.

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 R AN D @X
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

Portugués
PROGRAMA MENSUAL DE PROTEINAS ESPECIFICAS : RQ9187

CONFIRMAGAO DAS CARACTERISTICAS DO KIT E DATA DE RECEPGAO

Agradecemos-lhe que confirme que recebeu o nimero correcto de amostras e que estas teém o aspecto descrito na secgdo CARACTERISTICAS deste
documento. Verifique também, se nenhum dos frascos esta partido e notifique o seu representante local da Randox caso encontre alguma discrepancia.
Finalmente, aceda ao www.rigas.net para confirmar a data exacta em que recepcionou este kit.

CARACTERISTICAS
A embalagem contém 6 frascos de 1 ml de amostras liquidas. Os frascos encontram-se rotulados com o nimero de amostra.

PREPARAGCAO/CONSERVAGAO/ESTABILIDADE DAS AMOSTRAS

As amostras encontram-se prontas a usar. Deixar as amostras estabilizar & temperatura ambiente antes de analisar. Para evitar a evaporagao, repor a tampa
de borracha imediatamente ap6s uso. Depois de aberto, analise a amostra dentro de 2 dias quando conservadas de +2 a +8°C. As amostras defem ser
tratadas da mesma forma que as Amostras de Doentes. As amostras devem ser conservadas de 2-8 °C quando néo estéo a ser usadas.

SEGURANCA
O soro é de matriz humana. Testes efectuados na origem confirmaram serem negativos para HBsAg e anticorpos HIV. No entanto para total protecgéo,
recomenda-se que 0 soro seja manuseado como se de uma amostra de paciente se tratasse.

Somente para uso em IN VITRO.

*NOTA IMPORTANTE:  Os resultados devem chegar ao RIQAS na DATA FINAL até as 17 horas, GMT.
Se a DATA RECOMENDADA PARA ANALISE né&o permitir tempo suficiente para o envio, sugere-se que a amostra seja ensaiada antecipadamente, de
forma a garantir o cumprimento do prazo final. Os resultados em atraso n&o seréo aceites apds a data final da amostra seguinte.

Dansk
MANED PROGRAM FOR SPECIFIKKE PROTEINER: RQ9187

BEKRAFTELSE PA KIT KARAKTERISTIKA OG MODTAGELSESDATO

Du bedes kontrollere at det korrekte antal af praver er tilstede i kittet og at prgverne ser ud som beskrevet i KARAKTERISTIKA-afsnittet nedenfor. Kontroller
venligst at alle flasker er intakte og kontakt straks din lokale Randox repraesentant, hvis der er uoverensstemmelser. Endelig, sd bedes du logge pa
www.rigas.net og bekraefte datoen, hvor du modtog dette kit.

KARAKTERISTIKA
Pakningen indeholder 6 rar med 1 ml frysetarrede pragver. Rgrene er maerket med pravenummer.

FORBEREDELSE/OPBEVARING/STABILITET AF PRGVER

Pragverne er klar til brug. Lad prgven blive stuetemperatur fgr analyse. For at undgd fordampning skal gummiproppen geniseettes, og raret skal lukkes
umiddelbart efter brug og opbevares ved +2 til +8°C. Efter &bning ber prgverne analyseres indenfor 2 dage. . Prgverne skal behandles p&d samme méade som
patientprgver. Prgverne skal opbevares ved 2-8 °C, nar de ikke skal anvendes.

SIKKERHED
Serum er baseret p& humane materialer. Kildematerialerne er blevet testet og fundet negative over for HBsAg og HIV-antistoffer. For komplet beskyttelse
anbefales det imidlertid at handtere serum med samme forsigtighed som patientprgver.

Kun beregnet til IN VITRO.

*VIGTIG NOTE: Resultaterne skal veere RIQAS i haende senest kl. 17.00 GMT pa datoen for SENESTE FRIST. Hvis den ANBEFALEDE ANALYSEDATO
ikke muligger overholdelsen af dette, anbefaler vi at praven analyseres fgr denne dato for at sikre at deadline overholdes. Forsinkede resultater vil ikke blive
accepteret efter slutdatoen for den naeste prgve.

Svenska
MANADS PROGRAM SPECIFIKA PROTEINER: RQ9187

ANKOMSTKONTROLL AV KIT EGENSKAPER OCH BEKRAFTELSE AV LEVERANSDATUM

Kontrollera att korrekt antal prover (vialer) levererats och att proverna motsvarar nedan angivna egenskaper. Kontrollera att vialer ar hela och

oskadade. Meddela din lokala Randox distributér omedelbart om nagra avvikelser iakttas. Slutligen, vanligen logga in pd www.rigas.net och bekréafta datum for
mottagen leverans av detta kit.

INNEHALL
Forpackningen innehaller 6 flaskor med vardera 1 ml véatskeprov. Flaskorna &r markta med provnummer.

FORBEREDELSE/LAGRING/HALLBARHET PROVER ( PROVERNAS STABILITET)

Proven ar fardiga for anvéndning. Pred analyzou temperujte material na izbovu teplotu. For att undvika avdunstning , sétt tillbaka gummiproppen och forslut
flaskan omedelbart efter att den anvants och férvara den vid +2 till +8°C. Prover analyseras inom 2 dagar efter att vialen 6ppnats. Proverna skall behandlas pa
samma satt som patientprover. Proverna skall férvaras vid 2-8 °C nar de inte anvéands.

SAKERHET
Serumet ar humanbaserat. Det har ursprungstestats och befunnits vara negativt for HBsAg och fér HIV-antikroppar.  For fullstédndigt skydd rekommenderas att
serumet hanteras lika forsiktigt som ett patientprov.

Endast for IN VITRO.
*VIKTIG ANMARKNING: Resultaten méste vara RIQAS tillhanda per 17:00 GMT SLUTDATUMET. Om det REKOMMENDERADE ANALYSDATUMET inte

ger tillrackligt med tid s& rekommenderar vi att provet analyseras tidigare, for att sékerstélla att tidsgransen kan klaras. Resultat som kommer in sent godtas
inte efter slutdatumet for nasta prov.

EAAnvika

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.

Tel: +44 (0) 28 9442 2413 R AN D @X
Email: mail@rigas.com Website: www.randox.com
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RIQAS &

MHNIAIO MPOrPAMMA EIAIKQN MPQTEINQN RQ9187

EMIBEBAIQZH TQN XAPAKTHPIZTIKQN TOY KIT KAl HMEPOMHNIAZ MAPAAABHZ

EmBeBaiwate 611 £XeTE TTAPAAAPBEI TO CWOTO aPIBUS delyudTwy Kal 6Tl Ta dEiypaTa gag EXOUV TNV EUPAvian, OTTwg avapépeTal otnv evotnTa XAPAKTHPIZTIKA
TapakdTw. EmBeRaiwoTe 6T Kavéva atéd Ta @IoAidIa Sev ival OTTAOUEVO Kal EVNHEPWOTE TOV TOTTIKG avTITTpdowTTo TNG Randox apéowg eav KATI Sev givail
owaTo. TEAOG, TTapakaAw ouvdeBeiTE 0TO www.rigas.net yia va eTREBaIWTETE TNV aKpIBr) NUEPOUNVia KaTd Tnv otroia AdBare autd To KIT.

XAPAKTHPIZTIKA
To TrakéTo TrEPIEXEl 6 PIaAidia uypwyv delyudTwy 1 ml. Ta @iaAidia @Epouv ETIKETA PE TOV apIBPO BeiyUaTOG.

MPOETOIMAZIA /| AMOOHKEYZH /| TTAGEPOTHTA AEIrMATQN

Ta deiypata gival £Toipa yia xpron. AQraoTe Ta deiypaTta va Tacouv oe Beppokpaaia dwuaTiou TTPIV aTré TNV avaAuon. MNa va amo@uyeTe TNV e¢ATHIoN,
ETTAVATOTTIOOETAOTE TO EAACTIKO TIWUA KAl KAEIOTE TO QIAIDIO apéowg PMETA aTTd TN XPAON, KAl aTToBNnKeUaTE O€ Bepuokpacia amd +2 éwg +8°C. Atro étav
avolxBei, To deiypa TTPETTEI va avaAuBei KaTtd Tn SIAPKEIX 2 NPEPWY. Ta DeiypaTa TIPETTEI VA Ta XEIPI{OUAOTE OTTWG Ta deiypaTta aoBevwv. Ta deiypaTta TTPETTEl va
amoBnkevovTal oToug 2-8 °C 61V eV XPNCIPOTIOIoUVTAl.

AZDAAEIA
O opdg £xel avBpwTivn Baon. ‘Exel dokipaoTei oTnv TTNyA Kal Bpébnke apvnTikdg yia HBsAg kal yia avtiowpaTta og HIV. Qotéoo, yia TTARpn TTpoaTaoia,
OUVIOTATAI VO PETAXEIPICETTE TOV 0PO PE TNV idla TTPoCcoXN OTTWG Kal Ta OeiyHaTa aoBEVWV.

Mévo yia xprion IN VITRO.

*THMANTIKH ZHMEIQZH: Ta amoteAéopata TpéTel va gBdoouv otnv RIQAS péxpi Tig 17:00 GMT otnv TEAIKH HMEPOMHNIA. Edv n ZYNIZTQMENH
HMEPOMHNIA ANAAYZHZ dev Tapéxel ETTapKA XpOvo, ouvioToUpe To deiyya va avaAUeTal VWPITEPO WOTE va dIaoPaAifeTal n uTTpoBeaun Tapaiafi Twv
amoteopdTwy. KabuaTtepnéva atroteAéapata Sev yivovTal dekTa PETE TNV TEAIKR NUEPOUNVia yia To €TTOUEVO deiyua.

POLSKI
MIESIECZNY PROGRAM OZNACZANIA BIALEK SPECJALNYCH: RQ9187

POTWIERDZENIE CHARAKTERYSTKI ZESTAWU | DATY ODBIORU

Prosimy o potwierdzenie, ze zestaw zawiera odpowiednig ilo$¢ probek i Panstwa probki wygladaja tak, jak w podanej ponizej CHARAKTERYSTYCE. Prosimy
o potwierdzenie, ze zadna z prébek nie jest zbita, a jesli sg jakiekolwiek niezgodnosci prosimy o niezwtoczne zgtoszenie tego lokalnemu przedstawicielowi.
Nastepnie prosimy o zalogowanie sie na www.rigas.net w celu potwierdzenia doktadnej daty otrzymania zestawu.

CHARAKTERYSTYKA
Opakowanie zawiera 6 fiolek prébek ptynnych po 1 ml. Fiolki sg oznakowane numerem probki.

PRZYGOTOWANIE/PRZECHOWYWANIE/STABILNOSC PROBEK

Probki sg gotowe do uzycia. Pozwoli¢ prébkom na osiagniecie tempetatury pokojowej przed analizg. Aby unikng¢ odparowania, zdjg¢ gumowy korek i
natychmiast zamkna¢ fiolke po uzyciu. Przechowywaé w temperaturze od +2 do +8°C. Nalezy upewnic¢ sig, ze prébka jest homogeniczna, delikatnie rolujac jg
w dioniach. Prosze nie wstrzasac fiolkg. Po otwarciu, wykonaj oznaczenia w ciagu dwdch dni, jezeli sg przechowywane w temperaturze od +2 do +8° C. Prébki
powinny by¢ traktowane w ten sam sposob co probki pacjentéw. Prébki, kiedy nie sa w uzyciu powinny by¢ przechowywane w temperaturze 2-8 °C.

BEZPIECZENSTWO
Surowica pochodzenia ludzkiego. Dawcy zostali przebadani i uznani za negatywnych jesli chodzi o HbsAg i przeciwciata anty-HIV. Jednakze zaleca sie aby
postepowac z surowica tak samo jak z materiatami pobranymi od pacjentéw.

Tylko do in vitro.

* WAZNA UWAGA: Wyniki musza nadejs$¢ do RIQAS przed 17:00 czasu GMT, OSTATNIEGO DNIA DATY FINALNEJ. Jezeli ZALECANA DATA WYKONANIA
OZNACZENIA sprawia, ze czasu jest zbyt mato, sugerujemy wczesniejsze przeprowadzenie oznaczenia, aby zdgzy¢ przed datg finalng. Wyniki przestane z
opdznieniem (po dacie finalnej), bedg opracowywane jako spéznione.

Lib's

FAERERSHTERF: RQI187

ARSI O BIREAS HE G R AR IEFE R, JF HREASNIL S IR 7= SRetE” i A A iR — 2
VRIS R SRR A LB A5 7 T DL, AT AR T IR A, 35 S BIIPER WE AR A
TS AE IR R A .2 5 2 e www. rigas.net A A e 2 B ok H

etk
AEFICARE 6 HBEN 1 ol BRRESHEA. BRI LA AR S .

RIS/ /et
BEATPIREI . MR, AVFFEARME BRI, AL, TGN G EE ST, T +2 & +8'C &FF. FHRSIEE 2 RN, FEALNIE 7 7R
H5EHFEAMI T PAEFE. FEARTERE NP ET 2-8Citife

24
AR A NFMTE . TR, e HBsAg A1 HIV HifA RHITE. ER, T S iRy il sl , @ uC A s 41 S8 REA /N LA HE .
WA TSt

* BEVERER: 4 R0H0E “mAWR7 SRk 17:00 CRARBUER D ZATi%k RIQAS. HSHERE /0T HIHFTA I MASS, G /04T R i DLRIE 2 A 70 B2 PR P9 52
e AEAZAE A QW2 JRIRAE I R .

TIENG VIET

RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.

Tel: +44 (0) 28 9442 2413 R AN D @X
Email: mail@rigas.com Website: www.randox.com

Page 4/5


http://www.randox.com/
http://www.riqas.net/
http://www.riqas.net/
http://www.riqas.net/

RIQAS &

CHUONG TRINH TRAO DOI PROTEIN BAC BIET HANG THANG: RQ9187

XAC NHAN VE NHING DAC TiNH MAU VA NGAY NHAN

Xin vui ldng x&c nhan réng ban da nhan ddng va day da sé lwgng mau, nhitng mau d6 dwgc mo ta nhw phan “DAC TINH” dwéi day. Xin vui long xac nhan
khéng c6 lo mau nao bi v& hodc hw hdng va théng bao ngay cho dai dién clia hdng Randox tai dia phwong ciia ban néu cé sai léch. Sau cting, xin vui long
d&ng nhap vao www.rigas.net dé x4c nhan thoi gian chinh x4c ma ban da nhan bd mau nay.

DAC PIEM
1 hop bao gém 6 lo mau dang 16ng, méi lo 1 ml (6 x 1 ml) dwgc danh sé thi tw tir 1-6 theo sé thr tw mAu phan tich

CHUAN BI/BAO QUAN/DO BEN CUA MAU

MA&u phan tich c6 thé st dung lién khi mé nap. D& cac miu dat nhiét dé phong tregc khi phan tich. D& tranh bay hoi, déng nit cao su va nép lo ngay lap tirc
sau khi st» dung va bao quan & +2 - +8°C. Sau khi m& nap, mau nén dwoc phan tich trong vong 2 ngay. Nhitng mau nay nén dwoc x& ly gibng nhw mau bénh
nhan Nhirng mau nay nén dwoc bao quan & nhiét dd 2-8 °C khi chwa st dung

DO AN TOAN
C6 kha nang doc hai vé sinh hoc. Mau ¢6 nguén géc tv  nguoi va déu duoc kiém tra m tinh voi HIV, HbsAg. Tuy nhién dé bao dam an toan tuyét déi, mau
nay nén dwgc xr ly va phan tich nhi mau bénh nhan.

Chi duing cho phan tich trong éng nghiém. Khdng dwoc hit mau bang miéng. Tuan thi cac khuyén cao thdng thwong yéu cau trong quy trinh x& ly hoa chét
phong xét nghiém.

LUU Y QUAN TRONG:

Két qua phan tich phai duwoc guu dén cho RIQAS trwdc 17:00 GMT ngay han chét giri tra két qua. Phong xét nghiém nén phan tich mau sém trwdc ngay
khuyen c4o phan tich mau néu can dé dam bao thoi gian gvi tra két qua. Két qua phan tich tré sé khong dwoc chap nhan sau han chét gli tra két qua cda
mau tiép theo.

TURKCE
AYLIK SPESIFIK PROTEINLER PROGRAMI: RQ9187

KIT OZELLIKLERININ VE ULASMA TARIHININ DOGRULANMASI R _

Litfen dogru sayida érnegin bulundugunu ve érneklerin gérinuslerinin asagida OZELLIKLER béliminde belirtildigi gibi oldugunu dogrulayiniz. Litfen
siselerden hig birinin kirik olmadigini dogrulayiniz ve eger herhangi bir uygunsuzluk varsa derhal yerel RANDOX sorumlunuzu uyariniz. Son olarak, litfen
www.rigas.net ‘e giris yaparak bu kiti hatasiz teslim aldiginiz tarihi dogrulayiniz.

OZELLIKLER
Paket; her biri 1 ml likit 6rnek iceren 6 siseden olusur. Siseler, 6rnek numaralari ile etiketlenmistir.

NUMUNE HAZIRLAMA / DEPOLAMA / NUMUNELERIN STABILITESI

Ornekler kullanima hazirdir. Analizden énce numunelerin oda sicakligina gelmesine izin verin. Buharlasmayi énlemek igin; kullanim sonrasinda hemen plastik
tipay! takiniz ve kapagini kapatarak +2 ve +8°C’de muhafaza ediniz. Litfen, érnegi actiktan sonraki 2 giin igerisinde calisiniz. Orneklere, hasta érnekleri ile ayni
sekilde muamele edilmelidir. Orekler kullaniimadigi zaman 2-8°C’de muhafaza edilmelidir.

GUVENLIK
Serum, insan kaynaklidir. Kaynak testi yapiimis ve HBsAg ve HIV antikorlari negatif bulunmustur. Yine de; tam korunma icin hasta érnekleriyle ayni titizlikle
calisiimasi onerilir.

Sadece IN VITRO kullanim igindir.

* ONEMLI NOT: Sonuglar, RIQAS’a SON SONUG GONDERIM TARIHI’nde saat 17:00'de ulagmis olmalidir.Eger ONERILEN ANALIZ TARIHI sizin igin
uygun degilse, sonug génderim tarihine yetismesi igin icin 6rnegi daha erken analiz etmenizi dneririz. Geg sonuglar, bir sonraki érnegin son sonug génderim
tarihi sonrasinda kabul ediimeyecektir.

SLOVENSKY
MONTHLY SPECIFIC PROTEINS PROGRAMME: RQ9187

POTVRDENIE CHARAKTERISTIKY KITU A DATUMU DORUCENIA

Prosim potvrdte dorucenie spravneho &isla vzorky a potvrdte, &i vzhlad vzoriek zodpoveda charakteristike opisanej v sekcii nizSie. Prosim potvrdte, Ze Ziadne
flasticky nie st rozbité, v opaénom pripade okamzite kontaktuje svojho obchodného zastupcu. Po prihlaseni na www.rigas.net potvrdte a zadajte presny datum,
kedy Vam bol kit doru€eny.

CHARAKTERISTIKA
Balenie obsahuje 6 flasticiek kvapalnych 1 ml vzoriek. Flasticky su oznacené ¢islom vzorky.

PRIPRAVA/SKLADOVANIE/STABILITA VZORIEK

Vzorky su pripravené na pouZitie. Vzorec naj se ogreje na sobno temperature pred izvajanjem analiz. Aby sa predislo vyparovaniu, ihned' po pouziti zavrite
frasticku gumenou zatkou a skladujte pri +2 az +8°C. Po otvoreni analyzujte vzorku do 2 dni. Narabajte so vzorkami ako so vzorkami pacientov. Ak sa vzorky
nepouzivaju skladujte ich pri teplote 2-8°C.

BEZPECNOST
Sérum je na baze ludského materialu. Zdroj materialu bol testovany a bol ozna¢eny ako negativny na HBsAg a protilatky k HIV. Pre bezpec¢nost je v§ak
odporuéané zaobchadzat so sérom opatrne rovnako ako so vzorkami pacientov.

Iba na IN VITRO pouZitie.

* POZNAMKA: Vysledky musia byt odoslané do RIQAS do 17:00 Hod GMT vo FINALNY DATUM. Ak ODPORUCANY DATUM ANALYZY neposkytuje
dostato¢ny €as, odporu&ame analyzu vzorky skor aby sa zabezpecilo dodrzanie terminu. Vysledky prijaté po findlnom termine nebudu akceptované.

Nov 2023
RANDOX Laboratories Ltd., 55 Diamond Road, Crumlin, County Antrim, BT29 4QY, United Kingdom.
Tel: +44 (0) 28 9442 2413 R AN D @X
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