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SCs™-1000 EN

Identification of the IVD reagent
$CS™-1000

Intended use
The SCS-1000 is a calibrator for Sysmex haematology analysers. It is designed for the
calibration and calibration verification of WBC, RBC, HGB, HCT/MCV, PLT and RET*.

Warnings and precautions

Do not inject or ingest.

All human source material used to manufacture this product was non-reactive for
antigens to Hepatitis B (HBsAg), negative by tests for antibodies to HIV (HIV-1/HIV-2)
and Hepatitis C (HCV), non-reactive for HIV-1 RNA and HCV RNA by licensed NAT,
and non-reactive to Serological Test for Syphilis (STS) using techniques specified by
the U.S. Food and Drug Administration. Because no known test method can assure
complete absence of human pathogens, this product should be handled with
appropriate precautions.

Components
SCS-1000 contains stabilised human red blood cells, fixed mammalian white blood
cells, and a platelet component in a medium containing preservatives.

Storage and shelf life of unopened product

SCS-1000 vials should be stored at 2-8°C. Avoid freezing this material. When stored
properly the unopened product can be used until the expiration date stated on the
label of the vial. Storage outside the recommended temperature range causes damage
to the product. Do not use damaged material for calibration and calibration
verification.

Storage and shelf life after first opening
Opened vials should be used within 4 hours. Afterwards opened vials should be
discarded.

Additional required equipment

SCS-1000 is intended only for use on Sysmex instruments and reagents. The SCS-1000
acceptable limits were established by solely using Sysmex instruments and reagents
and are thus comparable only with values likewise established.

Calibration procedure

Precalibration validation

. Do not use SCS-1000 if the ambient room temperature exceeds 30°C.

. Instrument power should be on for at least 30 minutes prior to calibration.

. Please make sure that you have entered the lot numbers and expiration dates of all

reagents used on the analyzer in the instrument's log.

Verify that maintenance of the instrument has been performed according to the

manufacturer's recommendations.

Perform Auto Rinse and verify that backgrounds are within specified limits.

Review the recent internal quality control data to ensure that the analyser

performance is stable.

. Verify that the lot number and expiration date on the SCS-1000 vials match the
data provided on the assay sheet.
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Analyser precision verification

1. Analyse a normal fresh whole blood sample in the open whole blood mode 11 consecutive
times. Discard the first result and calculate the Coefficient of Variation (CV%) for all
parameters being calibrated using results two (2) to eleven (11).

2. Verify that the instrument performs within “precision limits” as stated in the
instructions for use.

Selection of the mode
Select the following mode dependant upon the instrument type.

Mode
e, |Wholeiood | U o iz ot
Control Blood Mode | Calibrator Mode
K-800 X
K-1000 X
K-4500 X
KX-21/XP-Series
pocH-100i
XS-Series X (CTR3)
XT-Series
XE-Series

Preparation of the calibrator

Since SCS-1000 calibrator is a product containing minimal stabilised cells, utmost care
is to be exercised in handling the material. Slight haemolysis indicated by a slightly
coloured supernatant is normal. A strong coloured supernatant is an indication for
excessive haemolysis which could be the result of exposure to temperature extremes.
In this case the product should be discarded.

Please follow the following procedure exactly, because it is critical for the correct
calibration and calibration verification.

>

. Take a SCS-1000 vial from the refrigerator and leave it at

room temperature (18-25°C) for 30 minutes.
. Mix the vial by gentle rolling between the palms of the

hands for 20 seconds in the upright position, invert and

roll for a further 20 sec.
. Complete mixing by gently inverting the vial end-to-end 12 times and make sure
that all cells are visibly suspended.
Allow the vial to rest on a flat surface 15 seconds prior to analysis to allow for the
dispersion of bubbles.
. Remove the vial cap and analyse in the open mode 6 consecutive times. Do not mix
between the 6 measurements.
After completing 6 analyses wipe the threads of both the vial and the cap with a
clean, lint-free tissue or gauze. Replace the cap.
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Calculate mean and check data

1. Discard the first of the 6 results.

2. Calculate the mean of remaining 5 results for each parameter and check if the mean
(analyser mean) lies within the acceptable limits.

Evaluation of results

Analyser mean values deviating from the acceptable limits indicate the need for
recalibration. However, before changing calibration settings the results of the internal
quality control (using Sysmex control bloods) and of the external quality control
(Sysmex 1QAS, SNCS - IQAS ONLINE or external third-party inter-laboratory test)
have to be taken into account. If results are contradicting it is to be checked that the
calibrator is intact. The justification for recalibration shall be given careful
consideration.

Calculate new calibration settings
1. Calculate new calibration settings using this formula:

Assay Target

New calibration factor = Current calibration factor x ——————>—
Analyser Mean

2. After calibration settings have been changed, verify the changes by repeating the
calibration procedure. Analyser mean values which lie within the acceptable limits
confirm the accurate calibration status of the instrument.

Metrological traceability

The assigned values for SCS-1000 are determined by multiple analyses on Sysmex

haematology analysers who are calibrated with fresh human blood against the

following international conventional reference measurement procedures:

WBC: Reference method for the enumeration of erythrocytes and leucocytes, ICSH
Expert Panel on Cytometry, Clin Lab Haematol. 1994; 16, 131-138.

Counts on 1:500 dilutions performed on SCC (Semi-automated Single Channel
counter), a volumetric manometer semi-automated electronic impedance cell
counter.

RBC: Reference method for the enumeration of erythrocytes and leucocytes, ICSH
Expert Panel on Cytometry, Clin Lab Haematol. 1994; 16, 131-138.

Counts on 1:50,000 dilutions performed on SCC (Semi-automated Single
Channel counter), a volumetric manometer semi-automated electronic
impedance cell counter.

HGB: Recommendations for reference method for haemoglobinometry in human
blood (ICSH standard 1995) and specifications for international
haemiglobincyanide standard (4th edition), ICSH Expert Panel on
Haemoglobinometry, | Clin Pathol 1996; 49: 271-274.

CLSI H15-A3: Reference and selected procedures for the quantitative
determination of hemoglobin in blood; Approved Standard - Third edition
(2000).

Photometry on 1:250 dilutions with appropriate reagent (recommended by van
Kampen, Zijlstra).

HCT:  CLSI H7-A3: Procedure for Determining Packed Cell Volume by the
Microhematocrit Method; Approved Standard - Third edition (2000).

PLT:  Platelet Counting by the RBC/Platelet Ratio Method - A Reference Method,
ICSH Expert Panel on Cytometry and ISLH Task Force on Platelet Counting,
Am ] Clin Pathol 2007; 115: 460-464.

Determined from the RBC/PLT ratio performed by fluorescence flow
cytometry with platelets labeled with monoclonal antibodies.

RET*:  Methods for Reticulocyte Counting (Automated Blood Cell Counters, Flow
Cytometry, and Supravital Dyes); Approved Guideline - Second Edition
Manual method CLSI H44-A2 (2004).

Limitations of the examination procedure

The use of this product is validated on specific devices to optimize product
performance and meet product specifications. Please refer to the Instructions for Use
of your device to confirm that the use of this product is authorized by Sysmex. Sysmex
cannot take the responsibility for patient results obtained from the use of Sysmex
products on unauthorized devices. It is the responsibility of the user to validate
modifications to these instructions or use of the product on devices other than those
specified by Sysmex.

Manufacturer
Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan

“Producer” on OEM-Basis:
STRECK, Inc.
7002 S.109th Street La Vista, NE 68128, U.S.A.

Authorized representatives
Europe, Middle East and Africa:
[ecTrer] Sysmex Europe GmbH
Bornbarch 1, 22848 Norderstedt, Germany

Americas: Sysmex America, Inc.
577 Aptakisic Road, Lincolnshire, IL 60069, U.S.A.
Asia-Pacific: Sysmex Asia Pacific Pte Ltd.

9 Tampines Grande #06-18, Singapore 528735

Product information
SCS-1000 2.0 mL x 3 vials

Date of issue or revision
07/2020

* Not available for all countries

Sysmex Corporation

sysmex

Catalogue number

In vitro diagnostic medical device

Manufacturer
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Consult instructions for use

Temperature limitation

Use by
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MpepynpeXxaeHna v npeanasHy MepKn

[la He ce MHXXeKTVPa MK NornbLa.

BCWUKYM M3XO/IHM YOBELLKU MaTepuanm, 13Mon3BaHu 3a MPOU3BEX/aHETO Ha TO3M
NpoAyKT, Ca HepeakTVUBHY 3a aHTUreHn kbM xenatnT B (HBsAg), ¢ otpuuateneH
pe3ynTat oT TecToBe 3a aHTUTena kbm HIV (HIV-1/HIV-2) n xenatut C (HCV),
HepeakTVBHM KbM HIV-1RNA 1 HCV RNA, nscnepgsanm upes nuueHsvnpanu NAT, u
HepeakTMBHW Ha ceponoruueH TecT 3a cucmnuc (STS) npu m3nonssaHe Ha
TEXHWUKM, MOCOYeHM OT AreHuusTa no xpaHute u nekapcreata (FDA) Ha CALLL Tbit
KaTo HWKOV MO3HAT METO/ 3a TeCTBaHe He MOXe Aa rapaHTVpa Mb/iHa unca Ha
YOBELLKW MaToreH, C To31 NpofyKT TpsAbBa fa ce paboTy C NOAXOAALLM NPeAnasH
MepKU.
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Varovani a bezpe¢nostni opatieni

Neaplikujte injekéné ani nepolykejte.

Veskery materidl humanniho plvodu pouzity pfi vyrobé tohoto vyrobku byl
prokdzan jako nereaktivni na antigen hepatitidy B (HBsAg), jako negativni pfi
testech na protilatky proti HIV (HIV-1/HIV-2) a hepatitidé C (HCV), nereaktivni pro
HIV-1RNA a HCV RNA licencovanym NAT a nereagoval ani v sérologickém testu na
syfilis (STS), a to za pouZiti metod specifikovanych americkym Utadem pro
potraviny a léCiva (FDA). Jelikoz zadna zndma testovaci metoda nemize zarucit
absolutni nepfitomnost humannich patogend, méla by byt p¥i manipulaci s timto
vyrobkem dodrzovana odpovidajici bezpe¢nostni opatfeni.
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Advarsler og sikkerhedsforanstaltninger

Ma ikke injiceres eller indtages.

Alt humant kildemateriale, der er anvendt til at fremstille dette produkt, er testet
ikke-reaktivt for antigener mod Hepatitis B (HBsAg), negativ ved tests for
antistoffer mod HIV (HIV-1/HIV-2) og Hepatitis C (HCV), ikke-reaktivt for HIV-1
RNA og HCV RNA ved en licenseret NAT og ikke-reaktivt mod serologisk test for
syfilis (STS) med teknikker, der er fastlagt af de amerikanske fgdevare- og
medicinalmyndigheder (FDA). Da der ikke findes en kendt testmetode, der kan sikre
et fuldkommen fravaer af humane patogener, skal dette produkt handteres med
egnede forholdsregler.
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Warnhinweise und VorsichtsmaBnahmen

Nicht injizieren oder einnehmen.

Samtliches Material humanen Ursprungs, das zur Herstellung dieses Produkts
verwendet wurde, war nicht reaktiv fiir Antigene von Hepatitis B (HBsAg), negativ
in Tests auf Antikérper gegen HIV (HIV-1/HIV-2) und Hepatitis C (HCV), nicht
reaktiv fiir HIV-1RNA und HCV RNA in zugelassenen NAT-Tests und nicht reaktiv fiir
den serologischen Test auf Syphilis (STS) mit Verfahren, die von der
US-Bundesbehérde der Lebens- und Arzneimitteltiberwachung vorgeschrieben
sind. Da keine bekannte Testmethode die vollige Abwesenheit von
humanpathogenen Erregern sichern kann, sollte dieses Produkt unter Ergreifung
der entsprechenden VorsichtsmaRnahmen gehandhabt werden.
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MNMpodpuldaEeLg kat TtpoeLSoTOLOELG

AkataAANAo yia éveon kat Afjgn.

‘OAa e UNIKG TIoU TTpoépyovTal amd Tov GvBpwITo yia TV TaPOoKELT QUTOU TOU
TIPOIOVTOG ATV N avTISPACTIKG yia avTlyova oe Hrtatitida B (HBsAg), apvntikd oe
ehéyxoug yua avtiowpota oe HIV (HIV-1/HIV-2) kat Hrotiuda C (HCV), pn
avtdpaotikd yia HIV-T RNA kot HCV RNA amd eykekptpévo NAT kot pn
avTispaotikd oe Opoloyitkos EAEyxoug yia ZUGLAN (STS) XpOLHOTIOLLVTOG TEXVLKES
mou opilovtat and tov Opyaviopd Tpodipwy kat Pappdkwy twv H.M.A. Emedn
kapio yvwot péBodog ehéyyou Sev propei va efaodahioel oAokANpwtIKN amousia
Twv oavBpwrivwy Ttaboyovwy, TPEMEL VO XELPLOTEITE QUTO TO TIPOIOV HE TIG
KATAAANAEG TTpodUAGEELG.
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Advertencias y precauciones

No inyectar ni ingerir.

Todo el material de origen humano utilizado para fabricar este producto se mostré no
reactivo a antigenos de Hepatitis B (HBsAg), dio negativo en ensayos de anticuerpos
de HIV (HIV-1/HIV-2) y Hepatitis C (HCV), se mostrd no reactivo a HIV-TRNA y HCV
RNA mediante el sistema NAT con licencia y no reactivo al Test serolégico para sifilis
(STS) utilizando las técnicas especificadas por la Administracion de alimentos y
farmacos de EE.UU. Ya que ningtin método de prueba puede asegurar una ausencia
completa de patégenos humanos, este producto se debe manipular con la debida
precaucion.
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Hoiatused ja ettevaatusabinoud

Arge sistige ega neelake.

Koik selle toote valmistamiseks kasutatud inimmaterjalid olid mittereageerivad
B-hepatiidi (HBsAg) antikehadele, negatiivsed HIV (HIV-1/HIV-2) ja C-hepatiidi (HCV)
antikehade suhtes, mittereageerivad litsentsitud NAT HIV-1RNA ja HCV RNA suhtes
ning mittereageerivad USA Toidu- ja Ravimiameti madratud tehnikaid kasutades
siitifilise seroloogilise testi suhtes (STS). Kuna iikski tuntud testimismeetod ei saa
tagada inimpatogeenide tdielikku puudumist, siis tuleks seda toodet kasitseda
vastavate ettevaatusabindudega.
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Varoitukset ja varotoimet

Al injisoi tai niele.

Taman tuotteen valmistuksessa kéytetty ihmisperdinen materiaali on testattu
kokonaisuudessaan ja todettu Yhdysvaltain elintarvike- ja ladkeviranomaisen
maarittamid tekniikoita kdyttamalla vasta-ainetestien perusteella ei-reaktiiviseksi
B-hepatiitti-vasta-aineille (HBsAg), testien perusteella HIV (HIV-1/HIV-2)- ja
hepatiitti C (HCV) -vasta-ainenegatiiviseksi, NAT perusteella ei-reaktiiviseksi
HIV-1-RNA:lle ja HCV-RNA:lle ja serologisen tutkimuksen (STS) perusteella
ei-reaktiiviseksi syfilikselle. Koska mikaan tunnettu testausmenetelma ei voi taysin
sulkea pois ihmispatogeenien mahdollisuutta, tdman tuotteen kiésittelyssa on
noudatettava asianmukaisia varotoimia.
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Avertissements et mesures de précaution

Ne pas injecter ni ingérer.

Tous les matériaux d'origine humaine utilisés pour fabriquer ce produit sont non
réactifs a 'antigéne de I'hépatite B (HBsAg), négatifs aux tests d'anticorps du HIV
(HIV-1/HIV-2) et de I'népatite C (HCV), non réactifs a HIV-1RNA et HCV RNA par NAT
homologué et non réactifs aux tests sérologiques de la syphilis (TSS) utilisant les
techniques indiqués par I'Administration des Aliments et Médicaments (FDA) des
Etats-Unis. Cependant, aucune méthode d'examen ne peut permettre de garantir
I'absence totale d'agents pathogénes humains. Ce produit doit donc étre manipulé
avec une extréme précaution.
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Upozorenja i mjere opreza

Ne ubrizgavajte i ne gutajte.

Nijedan od ljudskih izvornih materijala koji se koriste za proizvodnju ovog proizvoda
nije bio reaktivan za antigene na hepatitis B (HBsAg), svi su bili negativni na testove
na antitijela za HIV (HIV-1/HIV-2) i hepatitis C (HCV), nisu bili reaktivni na HIV-1
RNA i HCV RNA uporabom licencirane NAT metode, niti na seroloski test za sifilis
(STS) uporabom metoda propisanih od strane Americke agencije za hranu i lijekove.
Buduci da nijedan poznati test ne moze jamciti potpunu odsutnost ljudskih
patogena, ovim proizvodom treba rukovati uz odgovarajuce mjere opreza.
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Figyelmeztetések és 6vintézkedések

Ne fecskendezze be és ne nyelje le!

Atermék elkészitéséhez hasznalt egyik human forrdsanyag sem volt reaktiv a hepatitisz
B antigénekre (HBsAg) nézve, a HIV (HIV-1/HIV-2) és a hepatitisz C (HCV) antitestek
vizsgélatdra szolgalo tesztek negativak voltak, a jovahagyott nukleinsav teszttel (NAT)
végzett vizsgdlat HIV-1 RNA-ra és HCV RNA-ra nézve nem volt reaktiv, valamint az
Amerikai Egyesiilt Allamok Elelmiszer- és Gyogyszerellenérzs Hivatala (Food and Drug
Administration) altal meghatarozott technikakat alkalmazoé szifilisz szeroldgiai teszt
(STS) sem volt reaktiv. Mivel egyetlen ismert tesztmodszer sem biztosithatja a human
patogének teljes hianyat, a terméket kell6 el6vigyazatossaggal kell kezelni.

Avvertenze e precauzioni

Non iniettare né ingerire.

Tutto il materiale di origine umana utilizzato nella produzione di questo prodotto
non ha evidenziato alcuna reattivita agli antigeni dell'epatite B (HBsAg), si & rivelato
negativo ai test degli anticorpi anti-HIV (HIV-1/HIV-2) e anti-epatite C (HCV), non
ha mostrato alcuna reattivita all'HIV-T RNA e HCV RNA tramite test NAT
autorizzato, né al test sierologico per la sifilide (STS), utilizzando le tecniche
specificate dall'agenzia americana Food and Drug Administration. Poiché nessun
metodo di analisi conosciuto & in grado di assicurare la completa assenza di agenti
patogeni umani, questo prodotto deve essere manipolato con le opportune
precauzioni.
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Ispéjimai ir atsargumo priemonés

Negalima jSvirksti ar nuryti.

Visos 3io gaminio gamybai naudojamos Zmogaus kilmés medZiagos nereagavo su
hepatito B (HBsAg) antigenais, neigiami rezultatai gauti tiriant antikiinius prie$ ZIV
(HIV-1/HIV-2) ir hepatita C (HCV), nereagavo su HIV-1 RNA ir HCV RNA (testai
atlikti licencijuota NAT), nereagavo j serologinius sifilio (STS) testus naudojant JAV
maisto ir vaisty administracijos apibréztus metodus. Sis produktas turi bati
naudojamas laikantis atitinkamy atsargumo priemoniy, nes jokie Zinomi tyrimy
metodai negali uztikrinti, kad nebus jokiy Zmogaus patogeny.

Lv

Bridinajumi un piesardzibas pasakumi

Neinjicét un nenorit.

Visi no cilvékiem iegttie materiali, kas izmantoti $a produkta razosana, nereagéja uz
B hepatita (HBsAg) antigéniem, uzradija negativus rezultatus HIV (HIV-1/HIV-2) un
C hepatita (HCV) antivielu testos, nereagéja uz HIV-1RNA un HCV RNA ar licencétu
NAT, ka arf nereagéja uz serologisko parbaudi sifilisa (STS) noteik3anai, izmantojot
ASV Partikas un zalu parvaldes noteiktas metodes. Ta ka neviena zinama metode
nevar nodrosinat cilvéka patogénu pilnigu neesamibu, ar So izstradajumu jarikojas,
atbilstigi piesargoties.
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Waarschuwingen en voorzorgsmaatregelen

Niet injecteren of inslikken.

Al het materiaal van menselijke oorsprong dat is gebruikt voor het produceren van
dit product reageerde niet voor antigenen op Hepatitis B (HBsAg), was negatief
voor tests voor antilichamen op HIV (HIV-1/HIV-2) en Hepatitis C (HCV), reageerde
niet voor HIV-1 RNA en HCV RNA door gelicentieerde NAT, en reageerde niet op
Serologische Test voor Syfilis (STS) met behulp van technieken die zijn
gespecificeerd door de US. Food and Drug Administration (Amerikaanse
organisatie ter controle op voedingswaren en geneesmiddelen). Omdat geen
bekende testmethode volledige afwezigheid van menselijke pathogenen kan
verzekeren, moet dit product met de gepaste voorzorgsmaatregelen worden
behandeld.
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Advarsler og sikkerhetsregler

Ma ikke injiseres eller svelges.

Alle menneskelige ramaterialer som ble brukt i fremstillingen av dette produktet,
har veert testet og funnet ikke-reaktive for antigener til hepatitt B (HBsAg), negative
for antistoffer til HIV (HIV-1/HIV-2) og hepatitt C (HCV), ikke-reaktive for HIV-1
RNA og HCV RNA ved godkjent NAT, og ikke-reaktive ved serologisk test for syfilis
(STS) i henhold til metoder spesifisert av U.S. Food and Drug Administration.
Ettersom ingen kjente testmetoder kan garantere fullstendig mangel pa
menneskelige patogener, ma det tas hensiktsmessige forholdsregler ved handtering
av dette produktet.
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Ostrzezenia i $rodki ostroznosci

Nie wstrzykiwac ani nie potykac.

Wszystkie materiaty pochodzenia ludzkiego uzyte do wytworzenia tego produktu
byly niereaktywne pod wzgledem antygenéw wirusa zapalenia watroby typu B
(HBsAg), jak réwniez uzyskaty wynik ujemny w testach na obecno$¢ przeciwciat
przeciwko wirusowi HIV (HIV-1/HIV-2) i przeciwko wirusowi zapalenia watroby typu
C (HCV), a takze byty niereaktywne pod wzgledem HIV-1 RNA i HCV RNA w testach
przeprowadzonych z zastosowaniem licencjonowanych technik amplifikacji kwasu
rybonukleinowego (NAT, Nucleic Acid Amplification Technology) oraz niereaktywne
w badaniu serologicznym pod katem syfilisu (STS, Serological Test for Syphilis)
przeprowadzonym z zastosowaniem technik okreslonych przez Amerykariski Urzad
ds. Zywnosci i Lekéw. Poniewaz 7adna znana metoda badan nie gwarantuje
catkowitego wykluczenia obecnosci patogenéw ludzkich, podczas stosowania
produktu nalezy zachowac odpowiednie $rodki ostroznosci.
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Adverténcias e precaucoes

Nao injectar nem ingerir.

Todos os materiais de origem humana utilizados no fabrico deste produto séo ndo
reactivos aos antigénios de Hepatite B (HBsAg), sdao negativos aos testes de
anticorpos a HIV (HIV-1/HIV-2) e Hepatite C (HCV), sdo nao reactivos a HIV-TRNA e
HCV RNA por NAT autorizado, e sdo nao -reactivos ao Teste Seroldgico de Sifilis
(STS) usando as técnicas especificadas pela U.S. Food and Drug Administration. Uma
vez que nenhum método de teste conhecido pode assegurar a auséncia total de
elementos patogénicos humanos, este produto deve ser manuseado com
precaucdes adequadas.
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Avertismente si masuri de precautie

A nu se injecta sau ingera.

Toate materialele care provin din surse umane si care au fost folosite la realizarea
acestui produs au fost testate, rezultatele negative indicand absenta antigenilor de
hepatitd B (HBsAg), anticorpilor pentru HIV (HIV-1/HIV-2) si Hepatitd C (HCV),
absenta HIV-1 RNA si HCV RNA fiind indicatd prin tehnici brevetate de amplificare a
acizilor nucleici (NAT), rezultatele fiind negative si la testul serologic pentru sifilis
(STS) realizat prin utilizarea tehnicilor specificate de Food and Drug Administration
din SUA. Deoarece nicio metoda de testare cunoscutd nu poate asigura absenta
completd a agentilor patogeni umani, acest produs trebuie manevrat luand toate
mdsurile de precautie corespunzatoare.

Sysmex Corporation

RU

Mpenynpe>kaeHUs U NpefoOCTOPOXKHOCTH

He BMPbICKMBATb M HE rNoTaThb.

Bce martepuanbl 4yenoseyeckoro MPONCXOXAEHUS, NCNONb30BaHHbIE B
NpoM3BOACTBE 3TOrO MPOAYKTA, He COAEPXanu aHTUreHos K renatuty B (HBsAg),
flaBanu OTpuULaTeNbHble pe3ynbTaThl B TecTax Ha cofepxkaHue aHtmten k HIV
(HIV-1/HIV-2) n renatuty C (HCV), He naBanu peakumu Ha HIV-TRNA n HCV RNA B
nuueHsuposaHHom metoge NAT, a Takxke He AaBanu peakunn B CEPONOrMUecKmx
TecTax Ha cucunmc (STS) npu MCMONB30BaHWM METO[OB, COOTBETCTBYHOLMX
TpeboBaHMAM YNpaBneHys Mo KOHTPOMO 3a npopyktamn v nekapcteamm CLUA
(FDA). OpHako, MOCKOMbKY HW OAWH W3 M3BECTHbIX METOOB HE MOXeT
rapaHTMpoBaTb MONHOE OTCYTCTBME MATOreHOB 4esioBeka, C 3TUM MpoAyKTOM
cneayet o6palLaTbCsl C COOTBETCTBYHOLLEN OCTOPOXKHOCTbIO.

SK

Varovania a bezpe¢nostné opatrenia

Vyrobok nepodavajte injekéne ani ordlnou formou.

Ziadne ludské zdrojové materialy, ktoré sa pouzili pri vyrobe tohto vyrobku,
nepreukazovali reaktivitu s antigénmi hepatitidy B (HBsAg), boli negativne pri
testovani protildtok proti HIV (HIV-1/HIV-2) a proti hepatitide C (HCV), tieZ boli
nereaktivne v pripade protildtok pre HIV-1 RNA a HCV RNA, ktoré boli testované
licencovanym testom nukleovej kyseliny (NAT), material bol negativny aj v pripade
sérologického testu na syfilis (STS), ktory vyuziva technické postupy Specifikované
nariadeniami Uradu na kontrolu potravin a lie¢iv USA. Vzhladom na to, Ze tato
testovacia metéda méze zaistit dplnt absenciu ludskych patogénov, je potrebné
zaobchadzat s tymto vyrobkom mimoriadne opatrne.

SL

Opozorila in previdnostni ukrepi

Ne injicirajte in ne zauZzijte.

Ves material ¢loveskega izvora, ki je bil uporabljen za izdelavo tega izdelka, ni bil
reaktiven za antigene hepatitisa B (HBsAg), bil je negativen pri testih za protitelesa
proti HIV (HIV-1/HIV-2) in hepatitisu C (HCV), ni bil reaktiven za HIV-1RNA in HCV
RNA z licencirano metodo pomnoZevanja nukleinskih kislin - NAT, in ni bil reaktiven
na seroloske teste za sifilis (STS) s tehnikami, ki jih dolo¢a Uprava ZDA za hrano in
zdravila. Ker z nobeno znano metodo ni mogoce potrditi popolne odsotnosti
cloveskih patogenov, so pri uporabi tega izdelka potrebni ustrezni previdnostni
ukrepi.

SR

Upozorenja i mere predostroznosti

Ne injektirajte i ne gutajte.

Nijedan od materijala ljudskog porekla koji se koriste za proizvodnju ovog proizvoda
nije bio reaktivan za antigene hepatitis B virusa (HBsAg), svi su bili negativni na
testove na antitela za HIV (HIV-1/HIV-2) i hepatitis C virus (HCV), nisu bili reaktivni
na HIV-1RNA i HCV RNA upotrebom licencirane NAT metode, niti na seroloski test
za sifilis (STS) upotrebom metoda propisanih od strane Americke agencije za hranu
i lekove. Buduci da nijedan poznati test ne moze da garantuje potpuno odsustvo
ljudskih patogena, ovim proizvodom potrebno je rukovati uz odgovarajuce mere
opreza.

NY

Varningar och férebyggande atgérder

Far inte injiceras eller intas.

Allt humant kéllmaterial som anvéndes vid tillverkningen av den hér produkten var
icke-reaktivt for antigener mot Hepatitis B (HBsAg), negativt enligt tester for
antikroppar mot HIV (HIV-1/HIV-2) och Hepatitis C (HCV), icke-reaktivt fér HIV-1
RNA och HCV RNA enligt licensierad NAT, samt icke-reaktivt fér STS (serologiskt
test for syfilis) enligt tekniker som har angivits av FDA. Eftersom ingen kénd
testmetod kan garantera total avsaknad av humana patogener, bor produkten
hanteras enligt limpliga férsiktighetsregler.

TR

Uyarilar ve 6nlemler

Enjekte etmeyiniz ve yutmayiniz.

Bu urtint tretmek icin kullanilan insan kaynakli maddelerin hicbiri Hepatit B
(HBsAg) antijenlerine karsi reaktif degildir, HIV (HIV-1/HIV-2) ve Hepatit C (HCV)
antikorlarinin testleri itibariyle negatiftir, ruhsath NAT (Nukleik Asit Testleri)
itibariyle HIV-1 RNA ve HCV RNA'ya karsi reaktif degildir ve ABD Gida ve ilag
Yénetimi (FDA) tarafindan belirlenen tekniklerin kullanildig Sifilis icin Serolojik
Teste (STS) karsi reaktif degildir. Bilinen hicbir test yéntemi insan patojenlerinin
yoklugunu biitiintiyle garanti etmediginden, bu triin gerekli 6nlemler alinarak
kullaniimahdir.
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