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Paskirtis

Mikroorganizmams dazyti Gramo metodu naudojami PREVI° COLOR GRAM dazai.

Jie skirti naudoti tik su PREVI° COLOR GRAM instrumentu.

PREVI° COLOR GRAM dazai naudojami su PREVI° COLOR GRAM instrumentu bakterijy ir grybeliy mikroorganizmams
dazyti atliekant tiesioginj tyrimg pagal Gramo metoda.

PREVI° COLOR GRAM instrumentas uzpurskia PREVI° COLOR GRAM reagentus ant mikroskopo skaidriy, ant kuriy
uztepti tiriami méginiai. Dazymo procedra yra greita ir tiksli.

Kiekvienas reagentas PREVI° COLOR GRAM platformoje turi konkrecig padétj (A, B, C, D, E), kuri taip pat nurodyta

reagento etiketeje.

Principas

Meéginio fiksavimas gali biti atliekamas rankiniu bidu (Siluma arba alkoholis) arba naudojant PREVI® COLOR GRAM
instrumentg (etanolis arba metanolis) (E).

Kristaly violetinis (C) greitai prasiskverbia | mikroby Igsteles ir nudazo jas mélynai juoda spalva. Dazo perteklius

nuplaunamas distiliuotu vandeniu (D), kad nesusidaryty nuosedy nudazyty lgsteliy iSoréje.

Polivinilpirolidonu stabilizuotas jodas (kandikas) (B) prasiskverbia j mikrobo Igstele ir sudaro kompleksus su kristaly

violetiniu.

Jodo perteklius iSplaunamas distiliuotu vandeniu (D).

A (RA1, RA2, RA3 arba RA4) padétyje esancio tirpalo sudétyje yra spalvos Salinimo priemonés ir kontrastinio dazymo

priemonés.

Salinant spalvg (A), dél Istelés sienelés cheminés sudéties jodo-kristaly violetinis kompleksas pasalinamas tik i$

gramneigiamy organizmuy.

Tada safraninas arba fuksinas (A) veikia kaip kontrastinio dazymo priemoné.

Raudonai rozZine spalva nusidazo tik gramneigiami organizmai. Gramteigiami organizmai, kuriy spalva nebuvo pasalinta,

lieka mélynai juodi.

Atlikus dazyma, PREVI° COLOR GRAM i§dziovina skaidres.

Rinkinio turinys

Atskiros pakuotés:

Vienety skai€ius pakuotéje

Trumpasis pavadinimas

29519 arba 29582 1x 500 ml RA1
29520 arba 29583 1x 500 ml RA2
29521 arba 29584 1x 500 ml RA3
29522 arba 29585 1 x 500 ml RA4
29523 arba 29586 1x 500 ml RB
29524 arba 29587 1x 500 ml RC

1 pakuotés informacinis lapelis, kurj galima atsisiysti iS www.biomerieux.com
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Sudeétis

Teoriné formulé 1 litrui:

1 lent.: RA1 ACETONO SAFRANINO tirpalas (@

Safraninas O* (CAS Nr. 477-73-6 - Cl Nr. 50240)

259

Buferis*

0,89

Acetonas*/Alkoholis*

11

2 lent.: RA2 SAFRANINO tirpalas )

Safraninas O* (CAS Nr. 477-73-6 - CI Nr. 50240)

259

Buferis*

0,89

Alkoholis*

11

3 lent.: RA3 ACETONO FUKSINO tirpalas (@

Bazinis fuksinas® (CAS Nr. 569-61-9 - CI Nr. 42500)

1g

Buferis*

0,89

Acetonas*/Alkoholis*

11

4 lent.: RA4 FUKSINO tirpalas ()

Bazinis fuksinas®* (CAS Nr. 569-61-9 - CI Nr. 42500)

19

Buferis*

0,89

Alkoholis*

11

5 lent.: RB JODO tirpalas

Lugolis*

13g

Polivinilpirolidonas*

269

Demineralizuotas vanduo*

980 ml

6 lent.: RC KRISTALY VIOLETINIS tirpalas

Metilvioletinis* (CAS Nr. 548-62-9 - CI Nr. 42555)

1,59

Alkoholis*

20 ml

Konservantai*

0,19

Formalinas*

1 mi

Demineralizuotas vanduo*

980 ml

* Svarbiausia Zaliava

(@ Perspéjimo zodis: PAVOJINGA

EUHO066 / H225 / H319 / H336 / P210 / P233 / P280 / P305 + P351 + P338 / P337 + P313

() Perspéjimo Zodis: PAVOJINGA
H225 / H301 / H311 / H319 / H331 / H336 / H370
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P210/P260 / P280 / P301 + P312 / P302 + P352 / P304 + P340 / P305 + P351 + P338 / P337 + P313

Pavojingumo frazés

EUHO066: pakartotinis poveikis gali sukelti odos dzitivimg arba skilingjima.
H225: Labai degis skystis ir garai.

H301: ToksiSka prarijus.

H311: ToksiSka susilietus su oda.

H319: Sukelia smarky akiy dirginima.

H331: ToksiSka jkvépus.

H336: Gali sukelti mieguistuma arba galvos svaigima.

H370: Kenkia organams.

Atsargumo frazés

P210: Laikyti atokiau nuo Silumos $altiniy, karsty pavirsiy, Ziezirby, atviros liepsnos arba kity degimo $altiniy.
Nerdkyti.

P233: talpykla laikyti sandariai uzdarytg.

P260: nejkvepti dulkiy / dimy / dujy / riko / gary / aerozolio.

P280: mavéti apsaugines pirstines / dévéti apsauginius drabuzius / naudoti akiy (veido) apsaugos priemones.

P301 + P312: PRARIJUS: pasijutus blogai, skambinti j APSINUODIJIMY KONTROLES IR INFORMACIJOS BIURA/
kreiptis j gydytojg. 18skalauti burng.

P302 + P352: PATEKUS ANT ODOS: Nuplauti dideliu kiekiu muilo ir vandens.

P304 + P340: |JKVEPUS: i$nesti nukentéjusjjj j gryna org; jam batina patogi padétis, leidZianti laisvai kvépuoti.
P305 + P351 + P338: PATEKUS | AKIS: Kelias minutes atsargiai plauti vandeniu. ISimti kontaktinius leSius, jeigu jie
yra ir jeigu lengvai galima tai padaryti. Toliau plauti akis.

P337 + P313: Jei akiy dirginimas nepraeina: kreiptis j gydytoja.

ISsamesnés informacijos zr. saugos duomeny lape.

Jspéjimai ir atsargumo priemonés

Skirta naudoti in vitro diagnostikai.

Tik profesionaliam naudojimui.

Skaitykite aukSc&iau pateiktas pavojaus frazes H ir atsargumo frazes P.

Tik JAV: perspéjimas. Remiantis JAV federaline teise, gaminj leidZiama parduoti tik licencijg turintiems gydytojams
arba jy nurodymu.

Visi méginiai, mikroby kultdros ir inokuliuoti produktai turi bati laikomi uzkre€iamais ir atitinkamai tvarkomi. Visos
proceddros metu reikia laikytis aseptiniy metody ir imtis jprasty darbo su tiriama bakterijy grupe atsargumo
priemoniy. Zr. ,CLSI M29-A, Protection of Laboratory Workers from Occupationally Acquired Infections (laboratorijy
darbuotojy apsauga nuo darbe jgyjamy infekcijy); patvirtintos gairés — naujausias leidimas®. Apie papildomas
atsargumo priemones darbo metu zr. ,Biosafety in Microbiological and Biomedical Laboratories (biologiné sauga
mikrobiologijos ir biomedicinos laboratorijose) — CDC/NIH — naujausias leidimas” arba atitinkamoje Salyje
galiojanciose taisyklése.

Reikalingi, bet nepateikiami reagentai (etanolis arba metanolis) gali kelti cheminj pavojy, todél su jais reikia elgtis
atsargiai. Zr. pirminio gamintojo pateiktus saugos duomenis.

Kaip atsargumo priemone, padedancig iSvengti nuotékio arba perpildymo, ,bioMérieux® j metalinj lasy surinkimo
padékla rekomenduoja padéti butelj, kuriame telpa iki 5 litry metanolio arba etanolio. PerziGrékite vietos teisés aktus
dél didziausio alkoholio kiekio, kurj leidZiama laikyti laboratorijoje.

Nenaudokite reagenty pasibaigus jy galiojimo laikui.

Prie$ naudodami jsitikinkite, kad nepazeisti butelio uzsukamieji dangteliai.

Perspéjimas: svarbu atsizvelgti j reagenty padétis PREVI° COLOR GRAM platformoje. Siuo tikslu reagenty buteliuky
etiketése esancios raidés (A, B, C, D arba E) atitinka reagenty padétis PREVI° COLOR GRAM platformoje.

Tyrimy rezultatai turi bati interpretuojami atsizvelgiant j paciento klinikine istorijg ir, jei batina, kity tyrimy rezultatus.
Pateikti veiksmingumo duomenys gauti naudojant procediirg, nurodytg Siame pakuotés apraSyme. Bet kokie
proceduros keitimai arba modifikacijos gali turéti jtakos rezultatams.

Reikalingos, bet nepateikiamos medziagos

PREVI° COLOR GRAM instrumentas
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» D&E: tusti 5 | buteliai etanoliui arba metanoliui ir distiliuotam vandeniui

» D&E: tusti 500 ml buteliai etanoliui arba metanoliui ir distiliuotam vandeniui

+ Distiliuotas vanduo

- Etanolis arba metanolis (Zr. specifikacijas PREVI° COLOR GRAM naudotojo vadove adresu www.biomerieux.com)
« Svariis ir neriebaluoti objektiniai stikleliai

» Termoblokas

» Panardinimo alyva

» Mikroskopas su j alyvg panardinamu objektyvu

Laikymo salygos

» Dazus laikykite +15 °C / +25 °C temperatiroje iki galiojimo pabaigos datos.
+ Jei dazus reikia iSimti i$ instrumento, uzdékite originalius dangtelius ant buteliuky ir laikykite dazus nuo +15 °C iki
+25 °C temperatiroje tamsoje.

Méginiai

Galima naudoti ant mikroskopo skaidriy uzfiksuotus Zmogaus méginius (skrepliy, maksties tepinéliy, kraujo paséliy,
bronchoalveolinio skysc€io, cerebrospinalinio skys€io, iSmaty, Slapimo, zaizdy) ir i$ pasélio iSskirtas padermes.

Imant ir transportuojant méginj reikia laikytis geros laboratorijos praktikos taisykliy, jas pritaikant méginio tipui.

Bet kokio kito tipo méginius turi patvirtinti naudotojas.

Procedura

Instrumento paruosimas ir reagenty prijungimas

Zr. naudotojo vadova adresu www.biomerieux.com.

Méginio paruosSimas

1. Tiriama méginj uZtepkite plonu sluoksniu ant Svarios, neriebaluotos skaidrés.

2. |8dziovinkite.

Méginio fiksavimas

Rankinis arba automatinis, naudojant PREVI° COLOR GRAM instrumenta. Zr. naudotojo vadova adresu
www.biomerieux.com.

Méginio dazymas

Zr. naudotojo vadovg adresu www.biomerieux.com.

Nuskaitymas ir interpretavimas

+ Stebékite mikroskopu (panardinamas j alyvg objektyvas, didinimas 1000 karty):
o Gramteigiami mikroorganizmai atrodo mélynai juodi.

o Gramneigiami mikroorganizmai atrodo raudonai rozinés spalvos.
Pastaba. Mielés atrodo mélynai juodos.

» Diagnozei nustatyti reikia naudoti papildomus metodus (pvz., pasélio ar identifikavimo).

Kokybés kontrolé

Dazymas istirtas naudojant Sias padermes.

Padermé GRAM rezultatai
Escherichia coli ATCC® 11775™ Gramneigiamos bacilos — raudonai rozinés
Bacillus cereus ATCC® 14579™ Gramteigiamos bacilos — mélynai juodos

bioMérieux SA Lietuviskai - 4
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Pastaba. Naudotojas atsakingas uz kokybés kontrolés atlikima, atsizvelgiant j reagenty paskirtj ir laikantis galiojanciy
vietos teisés akty.

Tyrimo apribojimai ir susije trukdziai

+ Batina naudoti plonasluoksnius tepinélius.

» Jaunoms kultdroms batina taikyti Gramo dazymg (24—48 valandas), nes senesniy kultdiry spalva Salinti lengviau.

» Dél gydymo antibiotikais gramteigiamos bakterijos gali pasidaryti jautresnés spalvos Salinimo poveikiui.

+ Jei méginyje mikroorganizmy koncentracija maza, tiesioginis tyrimas gali bati neigiamas.

« Nesilaikant PREVI° COLOR GRAM instrumento naudojimo ir techninés priezitros rekomendacijy, dazymo
veiksmingumas gali suprastéti.

Efektyvumas

Automatinés PREVI° COLOR GRAM sistemos ir jai skirty dazy veiksmingumas jvertintas ligoninés laboratorijoje
naudojant 40 gryny padermiy ir 116 meginiy (skrepliy, maksties tepinéliy, kraujo paséliy, bronchoalveolinio skyscio,
cerebrospinalinio skyscio, iSmaty, Slapimo).

Tyrimas atliktas naudojant ,Decolorizer 3 programg (tik su 2 méginiais) PREVI° COLOR GRAM instrumente ir lyginant
su rankiniu Gramo dazymo metodu.

Padermeés ir méginiai buvo automatiskai uZfiksuoti ir nudaZyti naudojant PREVI° COLOR GRAM instrumentg su RA1, RB
ir RC dazais. Lygiagreciai tos pacCios padermés ir méginiai buvo termiskai uzfiksuoti ir nudazyti rankiniu Gramo metodu.

Siekiant apibreézti skirtingy iSbandyty metody lygiavertiSkuma, jvertinti jvairts kriterijai.
IStyrus 40 gryny padermiy, stebétas 100 % automatinio ir rankinio dazymo metody lygiavertiSkumas.

Tiriant méginius, PREVI° COLOR GRAM 2 ir 3 spalvos Salinimo programy rezultatai buvo lygiaverciai arba geresni nei
rankinio dazymo metodo atitinkamai 99,14 % ir 100 % atvejy, o abi spalvos Salinimo programos buvo lygiavertés 99,15
% atvejy. Be to, skaidriy dazymas PREVI" COLOR GRAM instrumentu buvo aiskesnis; dazymo tolygumas ir
gramteigiamy / gramneigiamy mikroorganizmy kontrastas buvo Siek tiek geresni, nei naudojant rankinj dazymo metoda.

Vidinis patvirtinimas parodé lygiavertj visy sitlomy reagenty deriniy veiksmingumag.

Atlieky Salinimas

Nepanaudoti reagentai turi bati utilizuojami kaip pavojingos cheminés atliekos

Panaudotus reagentus iSmeskite kaip ir kitas uzkréstas vienkartines medzZiagas, laikydamiesi uzkre€iamy ar potencialiai
uzkre€iamy gaminiy iSmetimo procedury.

Tai yra kiekvienos laboratorijos atsakomybé elgtis su atliekomis ar nutekamaisiais vandenimis, susidariusiais dél jy
prigimties ir pavojingumo laipsnio bei vertinti juos ir elgtis su jais (ar vertinti juos ir elgtis su jais su jais praeityje)
priklausomai nuo vietiniy taisykliy.

Literaturos nuorodos

1. SPENGLER M., RODEHEAVER G., RICHTER L. et al. — The Gram stain - The most important diagnostic test of
infection — Journal of the American College of Emergency Physicians, 1978, vol. 7, No. 12, p. 434-438.
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Simboliy lentelé

Simbolis ReikSmé

Katalogo numeris

In Vitro diagnostinés medicinos
priemoné

B
)

Tik JAV: perspéjimas. Pagal federalinius
JAV jstatymus §j prietaisg parduoti
galima tik praktikuojan¢iam gydytojui
arba jo nurodymu

>0
o

3

<

Gamintojas

Temperaturiniai apribojimai

Sunaudoti iki

Partijos kodas

Dél naudojimo zidrékite instrukcijas

Pagaminimo data

Sia puse j virsy

=SS valE 3

Ribotoji garantija

.bioMérieux“ garantuoja, kad gaminys veiks pagal nurodytg naudojimo paskirtj, jei bus grieztai laikomasi visy naudojimo,
laikymo ir tvarkymo procediry bei atsizvelgiama j eksploatavimo trukme (jei taikoma) ir atsargumo priemones, iSdéstytas
naudojimo instrukcijose.

ISskyrus pirmiau aiSkiai iSreikStg garantija, ,bioMérieux” Siuo dokumentu atsisako visy garantijy, jskaitant bet kokias
numanomas perkamumo arba tinkamumo konkreciam tikslui ar naudojimo paskir€iai garantijas, ir atsisako tiek
tiesioginés, tiek netiesioginés, tiek Salutinés atsakomybés uz reagenty, programinés jrangos, instrumenty ir vienkartiniy
medZziagy (,sistema®“) naudojimg naudojimo instrukcijose nenurodytais tikslais.

Perziury istorijos lentelé

Pakeitimo tipo kategorijos

Net. Netaikoma (pirmoji publikacija)

Pataisymas Dokumenty klaidy pataisymas

Techninis pakeitimas Su produktu susijusios informacijos papildymas, pakeitimas ir (arba) pasalinimas
Administracinis Naudotojui pastebimy netechniniy pakeitimy atlikimas

reikalavimas

Pastaba. Nedideli tipografiniai, gramatikos ir formatavimo pakeitimai néra jtraukti j laidos istorifg.

Leidimo data Dalies numeris Pakeitimo tipas Pakeitimy santrauka

2022-03 053815-02 Administracinis Patobulinimai, kad baty laikomasi ,bioMérieux” Sablony ir
stiliaus vadovo bei IVDR (EU) 2017/746 reglamento.
Simboliy lentelé

Techninis pakeitimas Sudétis / Méginiai

bioMérieux SA LietuviSkai - 6
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Leidimo data Dalies numeris Pakeitimo tipas Pakeitimy santrauka
2019-07 14028F Administracinis Ribotoji garantija / Simboliy lentelé
Techninis pakeitimas Rinkinio turinys / Atsargumo frazés / |spéjimai ir atsargumo
priemonés
2015-03 14028E Administracinis Perziiry istorijos lentelés sukdrimas / Simboliy lentelé
Techninis pakeitimas Sudeétis / Jspéjimai ir atsargumo priemonés

BIOMERIEUX, BIOMERIEUX logotipas ir PREVI yra naudojami, laukiantys registracijos ir (arba) registruotieji
,bioMérieux” arba vienam i$ filialy ar jmoniy priklausantys prekiy Zenklai.

ATCC prekés zenklas ir prekinis pavadinimas bei visi ATCC katalogo numeriai yra ,American Type Culture Collection®

prekiy zenklai.

CLSI yra ,Clinical Laboratory and Standards Institute, Inc.” priklausantis prekés Zenklas.

Bet kuris kitas pavadinimas ar prekybinis Zenklas yra atitinkamo turétojo nuosavybé.

Europos Sajungos (reglamentas (ES) 2017/746) ir $aliy, kur taikomi panasis reikalavimai, naudotojams: Jeigu naudojant
Sig priemone arba dél jos naudojimo jvykty rimtas incidentas, praneskite apie tai gamintojui ir (arba) jgaliotajam atstovui
bei nacionalinei tarnybai.

“ bioMérieux SA

376 Chemin de I'Orme

673 620 399 RCS LYON
Tel. 33 (0)4 78 87 20 00
Fax 33 (0)4 78 87 20 90
www.biomerieux.com

69280 Marcy-I'Etoile - France
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Intended Use

The PREVI° COLOR GRAM dyes are used to stain microorganisms according to Gram’s method.
They are intended for use exclusively with the PREVI° COLOR GRAM instrument.

The PREVI° COLOR GRAM dyes are used with the PREVI° COLOR GRAM instrument to stain bacterial and fungal
microorganisms for direct examination, according to Gram’s method.

The PREVI° COLOR GRAM instrument sprays the PREVI° COLOR GRAM reagents onto microscope slides which have
been smeared with specimens to be examined. The staining procedure is rapid and precise.

Each reagent has a specific position (A, B, C, D, E) on the PREVI° COLOR GRAM platform that is also indicated on the
reagent label.

Principle

Specimen fixation can be performed either manually (heat or alcohol) or using the PREVI® COLOR GRAM instrument
(ethanol or methanol) (E).

The crystal violet (C) rapidly penetrates the microbial cells and stains them blue-black. The excess dye is washed away
with distilled water (D) in order to avoid the formation of precipitate on the outside of the colored cells.

The polyvinylpyrrolidone-stabilized iodine (mordant) (B) penetrates the microbial cell and complexes with the crystal
violet.

The excess iodine is washed away with distilled water (D). [L.4 reikalavimas |

The solution in position A (RA1, RA2, RA3 or RA4) contains the decolorizer and counterstain.

During decolorization (A), the iodine-crystal violet complex is eliminated for Gram-negative organisms only, due to the
chemical composition of the cell wall.

The safranin or fuchsin (A) then acts as a counterstain.

Only Gram-negative organisms stain red-pink. Gram-positive organisms that have not been decolorized remain
blue-black.

After staining has been performed, the PREVI° COLOR GRAM dries the slides.

Content of the Kit

Individual packs:

Units/Pack Short name
29519 or 29582 1 x 500 mL RA1
29520 or 29583 1 x 500 mL RA2
29521 or 29584 1 x 500 mL RA3
29522 or 29585 1 x 500 mL RA4
29523 or 29586 1 x 500 mL RB
29524 or 29587 1 x 500 mL RC

1 package insert downloadable from www.biomerieux.com
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Composition

Theoretical formula for 1 liter:

Table 1: RA1 ACETONE SAFRANIN solution (@)

Safranin O* (CAS no. 477-73-6 - Cl no. 50240) 25¢g
Buffer* 08¢
Acetone*/Alcohol* 1L
Table 2: RA2 SAFRANIN solution ()

Safranin O* (CAS no. 477-73-6 - Cl no. 50240) 25¢g
Buffer* 08g
Alcohol* 1L
Table 3: RA3 ACETONE FUCHSIN solution (@

Basic fuchsin* (CAS no. 569-61-9 - Cl no. 42500) 19
Buffer* 08g
Acetone*/Alcohol* 1L
Table 4: RA4 FUCHSIN solution ()

Basic fuchsin* (CAS no. 569-61-9 - Cl no. 42500) 19
Buffer* 0.8¢g
Alcohol* 1L
Table 5: RB IODINE solution

Lugol* 13g
Polyvinylpyrrolidone* 269
Demineralized water*® 980 mL
Table 6: RC CRYSTAL VIOLET solution

Crystal violet* (CAS no. 548-62-9 - Cl no. 42555) 159
Alcohol* 20 mL
Preservatives* 019
Formalin*® 1mL
Demineralized water*® 980 mL

* Critical raw material

(@ Signal word: DANGER ; ;

EUHO066 / H225 / H319 / H336 / P210 / P233 / P280 / P305 + P351 + P338 / P337 + P313

S

(®) Signal word: DANGER
H225 / H301 / H311 / H319 / H331 / H336 / H370

bioMérieux SA
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P210/P260 / P280 / P301 + P312 / P302 + P352 / P304 + P340 / P305 + P351 + P338 / P337 + P313

Hazard statements
+ EUHO066: Repeated exposure may cause skin dryness or cracking.

» H225: Highly flammable liquid and vapour.
* H301: Toxic if swallowed.

» H311: Toxic in contact with skin.

» H319: Causes serious eye irritation.

* H331: Toxic if inhaled.

+ H336: May cause drowsiness or dizziness.
» H370: Causes damage to organs.

Precautionary statements
» P210: Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No smoking.
» P233: Keep container tightly closed.
» P260: Do not breathe dust/fume/gas/mist/vapours/spray.
» P280: Wear protective gloves/protective clothing/eye protection/face protection.
* P301 + P312: IF SWALLOWED: Call a POISON CENTER/doctor if you feel unwell. Rinse mouth.
» P302 + P352: IF ON SKIN: Wash with plenty of soap and water.
» P304 + P340: IF INHALED: Remove person to fresh air and keep comfortable for breathing.
» P305 + P351 + P338: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.
» P337 + P313: If eye irritation persists: Get medical advice/attention.

For further information, consult the Safety Data Sheet.

Warnings and Precautions

» For in vitro diagnostic use only.

* For professional use only.

» Refer to the hazard statements “H” and precautionary statements “P” indicated above.

» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

+ All specimens, microbial cultures and inoculated products should be considered infectious and handled
appropriately. Aseptic technique and usual precautions for handling the bacterial group studied should be observed
throughout this procedure. Refer to "CLSI M29-A, Protection of Laboratory Workers from Occupationally Acquired
Infections; Approved Guideline - Current revision". For additional handling precautions, refer to "Biosafety in
Microbiological and Biomedical Laboratories - CDC/NIH - Latest edition", or to the regulations currently in use in
each country.

» The reagents required but not provided (ethanol or methanol) may present a chemical risk and should be handled
with care. Refer to the safety data provided by the original manufacturer.

» As a precaution in case of a leak or overflow, bioMérieux recommends placing the bottle, that can contain up to
5 liters of methanol or ethanol, in a metal drip tray. Check local regulations concerning the maximum authorized
volume of alcohol that can be stored in a laboratory.

» Do not use reagents after the expiry date.

» Before use, make sure the tamper-proof seal on the bottle screw-caps is intact.

+ Caution: It is important to respect the position of the reagents on the PREVI° COLOR GRAM platform. For this
purpose, the letters that figure on the reagent bottle labels (A, B, C, D or E) correspond to the positions of the
reagents on the PREVI° COLOR GRAM platform.

* Interpretation of the test results should be made taking into consideration the patient's clinical history and, if
necessary, the results of any other tests performed.

» The performance data presented were obtained using the procedure indicated in this package insert. Any change or
modification in the procedure may affect the results.

Materials Required but not Provided

« PREVI° COLOR GRAM Instrument
» D&E: empty 5 L bottles for ethanol or methanol and distilled water
» D&E: empty 500 mL bottles for ethanol or methanol and distilled water
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* Distilled water

« Ethanol or methanol (see specifications in the PREVI° COLOR GRAM User Manual available on
www.biomerieux.com)

» Clean and grease-free glass slides

* Thermal block

* Immersion oil

» Microscope with oil-immersion objective

Storage Conditions ¢ reikalavimas |

» Store the dyes at +15°C/+25°C until the expiry date.

« If the dyes need to be removed from the instrument, put the original caps back on the bottles and store them
between +15°C and +25°C in the dark.

Specimens

Human specimens (sputum, vaginal swabs, blood cultures, bronchoalveolar liquid, cerebrospinal fluid, feces, urine,
wounds) fixed on microscope slides can be used, and also strains isolated from a culture.

Good laboratory practices for collection and transport should be respected and adapted to the type of specimen.

Any other type of specimen must be validated by the user.

Procedure

Preparation of the instrument and connection of the reagents

Refer to the User Manual available on www.biomerieux.com.

Specimen preparation

1. Smear the specimen to be examined in a thin layer on a clean grease-free slide.

2. Dry.

Specimen fixation

Manual or automatic, using the PREVI° COLOR GRAM instrument. Refer to the User Manual available on
www.biomerieux.com.

Specimen staining

Refer to the User Manual available on www.biomerieux.com.

Reading and Interpretation

» Observe under the microscope (oil-immersion objective, magnification X 1000):
o Gram-positive microorganisms appear blue-black.

o Gram-negative microorganisms appear red-pink.
Note: Yeasts appear blue-black.

+ Additional techniques (such as culture or identification) must be used to establish a diagnosis.

Quality Control
Staining was tested using the following strains:
Strain GRAM Results
Escherichia coli ATCC® 11775™ Gram-negative bacilli - red-pink
Bacillus cereus ATCC® 14579™ Gram-positive bacilli - blue-black
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Note: It is the responsibility of the user to perform Quality Control, taking into consideration the intended use of the
reagents, and in accordance with any applicable local regulations.

Limitations of the Test and Relevant Interferents

* Thin layer smears must be used.

» Gram staining must be performed on young cultures (24-48 hours), as older cultures are more easily decolorized.
+ Antibiotic treatment may render Gram-positive bacteria more susceptible to decolorization.

+ If the specimen contains a low concentration of microorganisms, direct examination may be negative.

. Staining performance may be impaired if the recommendations for use and maintenance of the
PREVI COLOR GRAM instrument are not followed.

Performance

The performance of the automated PREVI° COLOR GRAM system and its dedicated dyes was evaluated in a hospital
laboratory using 40 pure strains and 116 specimens (sputum, vaginal swabs, blood cultures, bronchoalveolar liquid,
cerebrospinal fluid, feces, urine).

The study was performed using the program Decolorizer 3 (with 2 specimens only) on the PREVI° COLOR GRAM
instrument and in comparison with the manual Gram staining method.

The strains and specimens were automatically fixed and then stained using the PREVI° COLOR GRAM instrument with
the RA1, RB and RC dyes. In parallel, the same strains and specimens were heat-fixed and then stained using the
manual Gram method.

Various criteria were evaluated to define the equivalence between the different methods tested.

With the 40 pure strains tested, 100% equivalence was observed between the automatic and the manual staining
methods.

With the specimens, the PREVI° COLOR GRAM decolorization programs 2 and 3 gave equivalent or better results than
the manual staining method in respectively 99.14% and 100% of cases, and the two decolorization programs were
equivalent in 99.15% of cases. Moreover, staining obtained for slides stained using the PREVI° COLOR GRAM
instrument was more distinctive; the regularity and the Gram-positive/Gram-negative contrast of the staining were slightly
better than with the manual staining method.

Internal validation showed equivalent performance for all the combinations of reagents offered.

Waste Disposal

Unused reagents must be disposed of following procedures for hazardous chemical waste.

Dispose of used reagents as well as any other contaminated disposable materials following procedures for infectious or
potentially infectious products.

It is the responsibility of each laboratory to handle waste and effluents produced, according to their nature and degree of
hazardousness, and to treat and dispose of them (or have them treated and disposed of) in accordance with any
applicable regulations.

Literature References

1. SPENGLER M., RODEHEAVER G., RICHTER L. et al. — The Gram stain - The most important diagnostic test of
infection — Journal of the American College of Emergency Physicians, 1978, vol. 7, No. 12, p. 434-438.
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Index of Symbols

Symbol Meaning

Catalogue number

In Vitro Diagnostic Medical Device

<
=]

For US Only: Caution: US Federal Law
restricts this device to sale by or on the
order of a licensed practitioner

Manufacturer

Temperature limit

Use by date

1<k %

Batch code

-
o
-

Consult Instructions for Use

Date of manufacture

This way up

=R

Limited Warranty

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for
use (IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or
consequential, for any use of the reagent, software, instrument and disposables (the "System") other than as set forth in
the IFU.

Revision History

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included in the revision

history.
Release Date Part Number Change Type Change Summary
2022-03 053815-02 Administrative Improvements to match the bioMérieux templates and style

guide and comply with IVDR (EU) 2017/746 regulation.
Index of Symbols

Technical change Composition / Specimens
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Release Date Part Number Change Type Change Summary
2019-07 14028F Administrative Limited Warranty / Index of Symbols
Technical change Content of the Kit / Precautionary statements / Warnings and
Precautions
2015-03 14028E Administrative Creation of revision history / Index of Symbols

Technical change

Composition / Warnings and Precautions

BIOMERIEUX, the BIOMERIEUX logo and PREVI are used, pending, and/or registered trademarks belonging to

bioMérieux, or one of its subsidiaries, or one of its companies.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type

Culture Collection.

CLSI is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.

Any other name or trademark is the property of its respective owner.

For users in the European Union (Regulation (EU) 2017/746) and in countries with similar requirements: Should a
serious incident occur during the use of this device or as a result of its use, please report it to the manufacturer and/or
their authorized representative as well as to your national authority.

“ bioMérieux SA

376 Chemin de I'Orme

673 620 399 RCS LYON
Tel. 33 (0)4 78 87 20 00
Fax 33 (0)4 78 87 20 90
www.biomerieux.com

69280 Marcy-I'Etoile - France



ACETONE SAFRANIN SOLUTION

SOLUTION D'ACETONE SAFRANINE / ACETON-SAFRANIN- £ SUNG /

SOLUCION DE ACE7ONA SAFRANINA / SOLUZIONF Si ACETONE SAFRANINA /

SOLUGAO N SAFRANINA ACETONA / ACETCHN-SAFRANINLOSNING /

ACETONE SAFRANIN OPLOSNING / ACETONOWY ROZTWOR SAFRANINY /

ACETONOVY ROZTOK SAFRANINU / ACETONOVY ROZTOK SAFRANINU /

F) R EV I ® | ATSETOONSAFRANINI LAHUS / ACETONINIS SAFRANINO TIRPALAS /
CA®PAHWUHA PACTBOP ALIETOHOBBbI/ / ACETON-SAFRANINLGSNING /
SOLUTIE ACETONA SAFRANINA / 7 h>Y 75= > % # / +25°C

COLOR GRAM RN

Coloration automatisée de GRAM des micro-organismes 50
Automated GRAM staining of microorganisms

H225 / H319/ H336 / Automatisierte Gramfarbung von Mikroorganisinen

EUHO066 Tincion de GRAM de los microorganismos automatica

P210 f P233 / P280 / Colorazione di GRAM automatizzata dei microorganismi

P305+P351+P338 / Coloragao de GRAM automatizada para microrganismos
Automatiserad gramfargning av mikroorganismer

-+
P337+P313 Automatisk Gram farvning af mikroorganismer

700022

Automatyczne barwienie mikroorganizmow metoda Grama

Automatizované GRAM farbenie mikroorganizmov
LOT A23456 Automatizované GRAM barveni mikroorganisimnu

Mikroorganismide automaatne GRAM-varvimine

dl 2023-05-31 ABTOMATHYECKOE OKpallMBaHue No I paMy MHKPOOPraHUIMOR
Automatizuotas mikroorganizmu GRAM dazymas
Automatisert GRAM farging av mikroorganismei

g 2024-10-31

osyezy (0L LEOLYR(Z L)

RN

Coloratia Gram a microorganismelor - metoda automata
WEWO TR S 31
BalMEWMAE W R 2R E

® | 05381502 :I bioMérieux SA
Dg resourcecenter.biomerieux.com t_t HEF 2951 9 c € lVD y’c;hemin de I'Orme
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500 mL

PREVI®
COLOR GRAM

LOT| A23456

dl 2023-05-31
g 2024-10-31

CRYSTAL VIOLET SOLUTION

SOLUTION DE CRISTAL VIOLET / KRISTALL-VIOLETT-LOSUNG / ik
SOLUCION CRISTAL VIOLETA / SOLUZIONE DI CRISTAL VIOLETTO /

SOLUCAO DE CRISTAL VIOLETA / KRISTALLVIOLETTLOSNING /
KRYSTAL VIQLET OPLG@SNING / FIOLET KRYSTALICZNY / ROZTOK
KRYSTALOVE VIOLETI /

ROZTOK KRYSTALOVEJ VIOLETE / KPUCTAIMNMWYECKOIO ®MOMNMETOBOIO =
PACTBOP

KRISTALLVIOLETI LAHUS / KRISTALO VIOLETINIS TIRPALAS /

KRYSTALLFIOLETTL@SNING / SOLUTIE CRISTAL VIOLET/

244l l‘.ﬂ* ! %E**ﬁ $25°C

Coloration automatisée de GRAM des micro-organismes

Automated GRAM staining of microorganisms

Automatisierte Gramfirbung von Mikroorganismen +15°C
Tincion de GRAM de los microorganismos automnatica

Colorazione di GRAM automatizzata dei microorganismi

Colnragao de GRAM automatizada para microrganismos

700027

Ji==== ===}
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e ) —
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s, — Y

Automatiserad gramfargning av mikroorganismer 55 8 =

Automatisk Gram farvning af mikroorganismer g —_— g _—

Automatyczne barwienie mikroorganizméw metoda Grama D= () —

Automatizované GRAM farbenie mikroorganizmov — ) E—

Automatizované GRAM barveni mikroorganismu ,.“3“‘ —_— ) ——
Mikroorganismide automaatne GRAM-virvimine = — E
ABTOMaTHYecKoe oKpamiHeaHue 1o paMy MHKPOOPTaHU3IMOB ————7s)

Automatizuotas mikroorganizmu GRAM dazymas ) e— 8 =

Automatisert GRAM-farging av mikroorganismer 3 — (yE=——

Coloratia Gram a microorganismelor - metoda aut smata O—— | =
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|IODINE SOLUTION

SOLUTION D'IODE / yGu-LUSUN / SOLUCION IODURTSULUZIONE DI IODIO/ .y
SOLUCAO DE I0DO / JODLOSNING / IODIN OP_oSNING / ROZTWOR JODU /

JODOVY ROZTOK / JODOVY ROZTOY. / NOHbIA PACTBOP

JOODILAHUS / JODO TIRPALAS / JODL@SNING / SOLUTIE IODINA /

EDET F IR P

P l :‘ E V l Coloration automatisée de GRAM des micro-organismes +25°C

Automated GRAM staining of microorganisms
' O L O R G RA M Automatisierte Gramfarbung von Mikroorganismen _—
Tincion de GRAM de los microorganismos automatica %

Colorazione di GRAM automatizzata dei microorganismi
Coloragao de GRAM automatizada para microrganismos

700026
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Automatiserad gramfiargning av mikroorganismer S E ——

Automatisk Gram farvning af mikroorganismer ol — 8’1 —

Automatyczne barwienie mikroorganizmow metoda Grama 5‘: — N —

Automatizované GRAM farbenie mikroorganizmov e k) sem———

2 . e Q=== O wanm—

Automatizované GRAM barveni mikroorganismu e, T

Mikroorganismide automaatne GRAM-varvimine ) S— l'(g —_—

LOT| A23456 AETOMaTMYecKoe OKpamINBaHKHe No [ PaMy MUKPOOPTaHHIMOB O—— S mmmmm
mmm mikroorganizmu GRAM dazymas ’:5 E— 8 —_—
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SAFRANIN SOLUTION

SOLUTION DE SAFRANINE / SAFRANIN-LOSUNG /
SOLUCION SAFRANINA / SOLUZIONE DI SAFRANINA /
SOLUGAO DE SAFRANINA / SAFRANINLOSNING /SAFRANIN OPL@SNING / L
ROZTWOR SAFRANINY / ROZTOK SAFRANINU / ROZTOK SAFRANINU /
CA®PAHUHA PACTBOP / SAFRANIINILAHUS /

® SAFRANINO TIRPALAS / SAFRANINL@SNING / SOLUTIE SAFRANINA /
PREVI ababinispebs pkieots

C O LO R G RAM Coloration automatisée de GRAM des micro-organismes
Automated GRAM staining of microorganisms
Automatisierte Gramfarbung von Mikroorganismen
Tincién de GRAM de los microorganismos automatica +15°C
Colorazione di GRAM automatizzata dei microorganismi

Coloragio de GRAM automatizada para microrganismos

+25°C
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Automatiserad gramfargning av mikroorganismer o E—— “6 B —

Automatisk Gram farvning af mikroorganismer O —— () —

Automatyczne barwienie mikroorganizméw metoda Grama N — ﬂ ——

Automatizované GRAM farbenie mikroorganizmov o R ————

Automatizované GRAM barveni mikroorganismu W 8 .

w0 Mikroorganismide automaatne GRAM-varvimine 8= ()] =_
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8 Automatizuotas mikroorganizmu GRAM dazymas e ——
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NOZZLE CLEANING SOLUTION

250 mL

P R EVI ® SOLUTION DE LAVAGE DES BUSES
REINIGUNGSLOSUNG FUR DUSEN
SOLUCION DE LIMPIEZA DE LA CANULA

COLOR GRAM SOLUZIONE DI LAVAGGIO DEI TUBI
- - SOLUGAO DE LIMPEZA DO SISTEMA DE INJECCAQ
[L.6 reikalavimas |  Sneirorrok PRO TRYSKY
ISTIACI ROZTOK NA TRYSKY
—>+ 250 mL (C2HgO or CH40) orsiku putASTUSLAHUS

DUZA SOLUTIEI DE SPALARE

LOT| 158135 %
+25°C :
o3 2021-12.09 m«c/r

{01)03573026403003(10)I58135(17)211209
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—ITTIvvI [ sk 2u289C

LA www.biomerieux.com £9260 Marcy MEtoie - France

700018


Highlight

1.6 reikalavimas


PREVI Color Gram
Reagent Calculator

Stain Settings Instrument Usage
Carousel: 12 Place Full / Day: 1
Intensity: 5 6-Slide / Day: 1
Crystal Violet: Medium 4-Slide / Day: 1
lodine: Medium 2-Slide / Day: 0
Fixation: Off Cleans / Day: 1

Days Used / Month: 31
Reagents
A: 29519 Acetone Safranin
B: 29523 lodine
C: 29524 Crystal Violet

D: DI Water Reggent Costs
E: Methanol AL T78.75
B: 48.30
C:48.30
Nozzle Volumes (mL) DI Water: 0.00
A: 10.00 Methanol: 8.19
B: 10.50 Ethanol: 0.00
C:10.50
D: 10.50
E: 10.50
Reagent Usage Per Run (mL) Reagent Cost Per Run
| A B C D E | PerRun Per Slide
Full 9.02  6.41 6.15 7639  3.15 Full 2.66 0.2217
6side | 6.80 496 470 7639  3.15 6Slide | 2.03 0.3382
4side | 555 417 391 7639  3.15 4slide | 1.68  0.4199
25lide | 429 338 312 7639 3.5 25lide | 1.33  0.6650
Reagent Usage Per Month Reagent Cost Per Month
| A B C D E
Reacent (L)| 0.66 0.48 0.46 7.10 1.43
Bottles 1.3 1.0 0.9 0.0 0.0 206 . 77
| Total
Deionized Water (L) 7.10
Methanol (L) 1.43
Ethanol (L) 0.00

Generated: 2025-03-06 11:30:15

*All volumes and costs are approximate, actual usage volumes and costs may vary.



