Suspension Medium MIC 200

Cat. No. Product Name Packaging (content)
; ; SM MIC 200: 2x200 mL,
MLT00074 Suspension Medium MIC 200 Instructions for use

ED e Ce

Suspension Medium MIC 200 is an in vitro diagnostic suspension medium used for pre-
paration of bacterial culture for MIC kits (MIC G-I, MIC G-I, MIC NEFERM, MIC URINE,
MIC STAPHY). Suspension medium is used with pure bacterial cultures obtained from
various clinical materials in the general population. The kits are dedicated for visual eva-
luation or for determination on automatic system ErbaExpert. In combination with other
parameters, it is intended for determination of treatment measures for infection caused
by the tested pathogen. For professional use in clinical laboratory only.

PRINCIPLE

Testing of MIC kits is based on the rehydration of antibiotics in the wells with Suspen-
sion Medium MIC 200 with addition of bacterial suspension followed by incubation and
reading of the bacterial sensitivity.

DESCRIPTION AND COMPOSITION
Mueller Hinton Il cation adjusted broth
Purified water

PREPARATION
Ready to use. Avoid to contamination.

STABILITY AND STORAGE
The unopened suspension medium is stable till the expiry date stated on the bottle and
kit label when stored at (+2 to +25) °C. Store away from direct sunlight.

ASSAY PROCEDURE
The Suspension Medium MIC 200 should be used in accordance with the instructions
for use of the specific MIC kit.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally edu-
cated person.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/
or the patient is established.

Hazards identification in accordance with Regulation (EC) No 1272/2008
Reagent is not classified as dangerous.

WASTE MANAGEMENT
Please refer to local legal requirements.

Suspenzni médium MIC 200

Kat. €. Nazev Baleni
C SM MIC 200: 2x200 ml,
MLT00074 | Suspenzni médium MIC 200 Navod k pouziti

) C€
UCEL POUZITI

Suspenzni médium MIC 200 je in vitro diagnostické médium pouzivané pro pfipravu
bakterialni suspenze pro soupravy MIC (MIC G-I, MIC G-ll, MIC NEFERM, MIC URI-
NE, MIC STAPHY). Suspenzni médium se pouziva s Cistymi bakterialnimi kulturami
ziskanymi z rtiznych klinickych material(i v béZné populaci. Soupravy jsou uréeny pro
vizualni hodnoceni nebo mohou byt vyhodnoceny automatickym systémem ErbaExpert.
V kombinaci s dal$imi parametry jsou vysledky uréeny ke stanoveni Ié¢ebnych opatfeni
u infekce zpusobené testovanym patogenem. Pouze pro profesionalni pouziti v klinické
laboratofi.

PRINCIP

Testovani MIC souprav je zaloZeno na rehydrataci antibiotik v jamkach pomoci sus-
penzniho média MIC 200 s piidanim bakteridlni suspenze, naslednou inkubaci
a odectenim bakterialni citlivosti.

SLOZENI

Mueller Hinton Il bujon s upravenymi kationty

Cisténa voda

PRIPRAVA

Suspenzni médium je pfipraveno k pouziti. Zabrarite kontaminaci.

STABILITA A SKLADOVANI

Neoteviené suspenzni médium je stabilni do data uvedeného na obalu pfi teploté skla-
dovani 2-25 °C. Nevystavujte pfimému slune¢nimu svétlu.

USED SYMBOLS / POUZITE SYMBOLY

<Erba,
POSTUP MERENI

Podrobné pokyny k pouziti Suspenzniho média MIC 200 naleznete v navodu k pouziti
pfislusné MIC soupravy.

VAROVANi A POKYNY PRO BEZPECNE POUZITi

Urc€eno pro in vitro diagnostické pouZiti opravnénou a odborné zpusobilou osobou. Ja-
kakoliv zavazna nezadouci pfihoda, ke které doslo v souvislosti s timto prostfedkem,
musi byt nahlaSena vyrobci a statni autorité.

Identifikace nebezpeénosti v souladu s Nafizenim (EC
Cinidlo neni klasifikovano jako nebezpecéné.

NAKLADANI S ODPADY
Likvidace odpadnich materidlt musi probihat v souladu s mistnimi predpisy.

€. 1272/2008

Suspenzné médium MIC 200

Kat. €. Nazov produktu Balenie (obsah)
o SM MIC 200: 2 %200 ml,
MLT00074 Suspenzné médium MIC 200 Névod na pouZitie

GO C€
URCENE POUZITIE

Suspenzné médium MIC 200 je in vitro diagnostické suspenzné médium pouziva-
né na pripravu bakteridlnych kultar pre stupravy MIC (MIC G-I, MIC G-Il, MIC NE-
FERM, MIC URINE, MIC STAPHY). Suspenzné médium sa pouziva s Cistymi bak-
teridlnymi kultirami ziskanymi z réznych klinickych materidlov v beznej popul&cii.
Supravy su urené na vizualne hodnotenie alebo na vyhodnotenie automatickym sys-
témom ErbaExpert. Stprava je vyuzivana pri stanoveni diagnézy alebo patologického
stavu, ktory mézZe byt spdsobeny testovanym patogénom. Len na profesionaine pouzitie
v klinickom laboratériu.

PRINCIP

Testovanie suprav MIC je zaloZené na rehydratacii antibiotik v jamkach so suspenz-
nym médiom MIC 200 s pridanim bakterialnej suspenzie, po ktorej nasleduje inkubacia
a odcitanie bakterialnej citlivosti.

ZLOZENIE
Mueller Hinton Il bujén upraveny na kationy
Cistena voda

PRIPRAVA
Pripravené na pouzitie. Vyhnite sa kontaminacii.

STABILITA A SKLADOVANIE
Neotvorené suspenzné médium je stabilné do datumu exspiracie uvedeného na etikete,
ak sa skladuije pri teplote 2—-25 °C . Skladujte mimo dosahu priameho slne¢ného svetla.

POSTUP ANALYZY

Suspenzné médium MIC 200 by malo byt pouzivané v sulade s navodom na pou-
zitie konkrétnej stpravy MIC.

UPOZORNENIA A BEZPECNOSTNE OPATRENIA

Na diagnostické pouZitie in vitro. Musi ju vykonavat opravnena a odborne vzdelana osoba.
Kazda zavazna udalost, ktora sa vyskytla v suvislosti s tymto zariadenim, sa musi ozna-
mit’ vyrobcovi a prislusnému organu ¢lenského $tatu, v ktorom ma sidlo pouzivatel a/
alebo pacient.

Identifikacia nebezpecnosti v sulade s Nariadenim (EC) €. 1272/2008

Cinidlo nie je klasifikované ako nebezpeéné.

NAKLADANIE S ODPADMI
Pozrite si miestne pravne predpisy.

Catalogue number LOT Lot number Expiry date Consult instructions for use
Katalogové ¢islo Cislo $arze Datum exspirace Ctéte navod k pouziti
Kataldgové &islo Datum exspiracie Citajte navod k pouZitiu

In vitro diagnostic medical device Manufacturer Temperature limit
Diagnosticky zdravotnicky Vyrobce Omezeni teploty
prostredek in vitro Vyrobca Obmedzenie teploty
Diagnosticky zdravotnicky
prostriedok in vitro
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CycneH3uoHHas cpepa pna CEHCUJIATECTA (MK 200)

<Erba,

CycneHsinHe cepepnoBuiie MIK 200

Kat. Ne YnakoBka (coaepxaHue) Kart. Ne. Hasea npogykrty YnakoBka (BMicT)
. CycneHsiliHe cepefoBuLLe CC MIK 200: 2x200 mn,
MLT00074 | CC MIIK 200: 2200 M1, MHCTPYKLMA NO NPUMEHEHI0 MLT00074 | X HGTpyKLLiA 10 3aCTOCyBANHIO
C€ ® C€
NMPUMEHEHME BUKOPUCTAHHA 3A NMPU3HAYEHHAM

CycneH3voHHas cpeaa Ans NpurotoBrieHust 6akTepuanbHbiX KynbTyp Ans pabotsl
¢ Habopamu MMK (MK G-I, G-I, URINE, NEFERM, STAPHY). Wcnone3yetca
C uucTbiMy  BakTepuanbHbIMW  KynbTypamu, MOMyYeHHbIMUM U3 Pas3nUyHbIX
KMUHUYECKUX MaTtepuanoB B oOLiei nonynsuvu, ANs Nomowy B YCTAHOBMEHWU
AnarHosa WM naTonorMyeckoro COCTOSIHUS, KOTOPOe MOXET OblTb BbI3BAHO
TecTupyembiM natoreHoMm. Habopbl npeaHasHayYeHbl Kak Ans BU3yanbHOW OLEHKM,
TaKk U ANa onpedeneHus Ha aBToMaTtuyeckon cucteme ErbaExpert. Tonbko ans
npodheccMoHanbLHOro NCNobL30BaHUs in vitro B knNHMYeckon nabopatopum!

NMPUHLIAMN PABOTbI

OcHoBaH Ha pervapaTauum aHTMBUOTKOB B NyHKax C CyCNeH3MOHHON cpeoit Ans
CEHCUNATECTA (MIK 200) ¢ pobaeneHvnem 6aktepuanbHoi cycneHsuu. Mocne
Yero NPOVCXOANT UHKyGaLms 1 onpeaeneHne YyBCTBUTENbHOCTY BakTepuit.

OMUCAHME N COCTAB

BynboH Mionnepa XvHtoHa |l ¢ nonpaBkoi Ha KaTUOHbI
OuunueHHas Boaa

noAroToBKA PEAFEHTOB
CycneHsnoHHas cpea rotosa K 1cnonb3osaHuio. Msberaite koHTammHauum!

CTABUINIbHOCTb U XPAHEHUE

HeBckpbiTasi cycneHanoHHas cpefda crabuiibHa [0 WCTEYEHWs Cpoka roAHOCTH,
yKasaHHOro Ha 3TUKeTke chriakoHa 1 Habopa, Npu TemnepaType xpaHeHusi ot +2°C
0o +25°C BOanu ot NpsiMbIX COMHEYHbIX Ny4Yen.

NMPOLIEAYPA AHAJIU3A

CycneHaunoHHyto cpegy ans CEHCUNATECTA (MK 200) cnegyeT ucnonb3oBath B
COOTBETCTBUM C MHCTPYKLMEN N0 NPUMEHEHNIO KOHKpeTHOro Habopa MIK.

NPEAYNPEXAEHUA U MEPbI NPEAOCTOPOXXHOCTHU

TonbKo Ans AMarHOCTUKY in vitro npodeccroHanbHO 06pa3oBaHHbIM CNELNanncToM.
O nobom cepbe3HOM WHUMAEHTe, MpousoLleaweM ¢ npubopom, Heobxogumo
COOGLUNTE NPOV3BOANTENIO.

Npentndukaumna onacHocren B coorserctBum ¢ Pernamenrom (EC)
Ne 1272/2008

PeareHT He knaccuduumpyeTcs, Kak onacHbIn.

YTUIIN3ALUMUA OTXOA0B

B cOOTBETCTBUM C NPUHATBIMW B K&XA0W CTpaHe HopMamu 1 npaeunamu obpalleHus
C MaTepuanom JaHHoro Buaa.

ApTukyn HaumeHoBaHue kak B PY Homep PY Oata Bblgaum PY
CycneHanoHHas cpeaa ans
MLTO00074 CEHCUNATEGTA (MK 200) dC3 2011/09959 | ot 13.05.2019

YCJTIOBHbIE OBO3HAYEHUA /| BAKOPUCTAHI MO3HAYKKU

KatanoxHbln Homep Howmep naptum

LOT

CycneHzsiiHe cepegosuie MIK 200 - ue giarHocTudHe cycneHsiiHe cepefoBuLle Ans
in vitro, sike BUKOPUCTOBYETLCS AJ1s1 NPUroTyBaHHA BakTepianbHoi KynsTypy Ans Habopis
MIK (-1, T-II, YPIHE, HE®EPM, CTA®I). CycneHsiiiHe cepeaoBuLLe BUKOPUCTOBYETLCH
3 YUCTUMK BakTepianbHUMK KymnbTypammn, OTPUMAHUMK 3 Pi3HUX KMiHIYHWUX MaTepianis
y 3aranbHiii nonynsuji. Habopy npusHaveHi Ans BisyanbHOI OuiHkM abo aHanisy
Ha aBTOMaTuyHin cuctemi ErbaExpert. ¥ noegHaHHi 3 iHLWMMK MOKa3HWKaMu, BOHO
npu3HaveHe Ans BU3HaYeHHS 3axoaiB NikyBaHHS iH(beKLi, CNpUYMHEHOT AOCNiMKYBaHUM
natoreHoM. Tinbku Anst NPodeciiHOro BUKOPUCTaHHS B KMiHIYHUX naGopaTopisix.
nPUHUMN Oli

TectyBaHHA Habopie MIC 6asyetbca Ha perigpatauii  aHTMGIOTVKIB y MyHKax
3 cycneHsinHum cepeposuem MIK 200 3 gopaBaHHsM GakTepianbHOi cycneHasii
3 noganbLUoto iHKybaLlieto Ta 34MTyBaHHAM BakTepianbHOT Yy TIMBOCTI.

onuc | CKnApQ
KaTioHHuiA 6ynbiioH Mionnep XiHToH |l
QOuuieHa Boga

NMPUroTYBAHHA POBOYOIro PO34YUHY
[oTOBUIN 10 BUKOPUCTAHHS. YHUKalTe 3abpyaHEHHS.

CTABIIbHICTb TA 3BEPIFAHHA

HesBigkpute cycneHsiiiHe cepegoBulle CcTabinbHe [0 3aKiHYEHHs TepMiHy
NpUAATHOCTI, 3a3HaYeHOro Ha eTuKeTLi rnakoHy Ta Habopy, npu 36epiraHHi npu
Temnepartypi Bif +2 go +25 °C. 36epirati nogani Bia NpsiMUX COHSAYHUX NMPOMEHIB.

NMPOLIEAYPA AHANI3
CycneHgsinHe cepegosuLle MIK 200 cnig BUKOPUCTOBYBaTU BiANOBIAHO A0 iHCTPYKLIN
3 BUKOPUCTaHHS KOHKpeTHoro Habopy MIC.

NMONEPEMAXKEHHA TA 3ANOBDKHI 3AXoOU

[ns giarHocTvkw in vitro. [N BUKOPUCTaHHSA NuLLE YNOBHOBaXeHUM i NpodeciiHo
OCBiYeHVM haxiBueM.

Mpo 6yab-SKWin Cepo3HNI IHUMAEHT 3 MeANYHUM BUPO6OM HeobxigHO noBiAoMUTH
BMPOGHUKA Ta KOMMNETEHTHUIA OpraH AepxaBu-yreHa, B sikiii IpoXMBae KOpUcTyBay
Ta/abo nauieHT.

lpenTudpikauin sarpos BignosigHo no Pernamen
PeareHT He knacudikyeTbes sk Hebe3neyHwiA.
YMNPABJIIHHA BIAXOOAMU

Byab nacka, 3BepHIiTbCs A0 MiCLIEBUX 3aKOHOAABYMX BUMOT.

€C) Ne 1272/2008

UA YnoBHOBaXXeHUI NpeAcTaBHUK B YKpaiHi:
TOB ,,EPBA AIATHOCTUKC YKPATHA“
01042, Kvis, Byn. IOHHA MABIA I, 6ya. 21, ocpic 401
Ten. +38-050-4483456
ukraine@erba.com

Cpok rogHocTh

Mepen “cnonb3oBaHWEM BHUMATENBLHO
E]E N3Y4nTE UHCTPYKLMIO

KaTtanoxHuin Homep Homep naprii TepmiH npugatHocTi Mepes BUKOPUCTAHHSM YBaXHO
BUBMITb iHCTPYKLt0
Ons in vitro anarHocTukm TMpoussoanTenb TemnepaTypa xpaHeHus (% HauionanbHuii Hak
In vitro piarHocTuka B1pOBHMK Temnepatypa 36epiraHHs BIANOBIAHOCTI ANA YKpaiHu
| QUALITY SYSTEM CERT|.=|ED| ErbaLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
1SO 13485
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