Liofilchem®

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La societa Liofilchem® S.r.I,, con Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualita di
fabbricante del dispositivo medico-diagnostico in vitro elencato nella tabella allegata Revisione 31.0 del
08.01.2016

dichiara sotto la propria responsabilita

1. che il dispositivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98/79/CE (Allegato
III) recepita nella Legislazione Italiana dal Decreto Legislativo n® 332 del 8 settembre 2000;

2. che il dispositivo in oggetto non ¢ incluso nell’ Allegato II, lista A e B della Direttiva 98/79/CE

3. che la documentazione tecnica di cui all’allegato III della direttiva Direttiva 98/79/CE ¢ a disposizione delle
autorita nazionali presso la sua sede e sara conservata per 5 anni dall’ultima data di fabbricazione del
prodotto;

4. che il processo di fabbricazione segue adeguati principi di assicurazione della qualita;

5. di aver attivato e di mantenere aggiornato, un sistema di sorveglianza post-produzione per il monitoraggio
dei prodotti;

6. che il dispositivo in oggetto € stato messo in commercio munito di marcatura CE.

EC DECLARATION OF CONFORMITY

The company Liofilchem® S.r.1., registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a
manufacturer of the in vitro medical-diagnostic device listed in the attached table, Revision 31.0 of 08.01.2016

hereby certifies under its own responsibility

1. that the above mentioned device complies with all the applicable provisions of Directive 98/79/EC (Annex III)
and its relevant transposition into national law;

2. the above mentioned is not included in Annex II, List A and B of Directive 98/79/EC;

3. that the technical documentation referred to at Annex III of the Directive 98/79/EC is available for the
national authorities in its facility and that this documentation shall be kept for 5 years after the last product
has been manufactured;

4. that the manufacturing process follows suitable principles of quality assurance;

5. that, has implemented and keep up to date, a post-production surveillance system for monitoring the
products;

6. that the device in question, was introduced into the market provided with CE mark.

Roseto, 08.01.2016

Digitally signed by Ceaicovschi Tudor
Date: 2022.03.05 14:13:03 EET
Reason: MoldSign Signature
Location: Moldova

Direttore Tecnico/ Technical Director
Dott. Silvio Brocco
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10002 DNA AGAR + BLU DI TOLUIDINA 10046 SERUM TELLURITE AGAR
10004 CLED ANDRADE AGAR 10047 BISMUTH SULFITE AGAR

10004* CLED ANDRADE AGAR 10047* BISMUTH SULFITE AGAR

10005 MAC CONKEY SORBITOL AGAR 10048 E.M.B. LEVINE AGAR

10005* MAC CONKEY SORBITOL AGAR 10048* E.M.B. LEVINE AGAR

10006 TRYPTIC SOY AGAR + 0,6% YEAST EXTRACT 10050 CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007 BACILLUS CEREUS AGAR (PEMBA) 10050* CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007* BACILLUS CEREUS AGAR (PEMBA) 10051 Legionella BCYE Agar

10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR 10051* Legionella BCYE Agar

10011* YEAST GLUCOSE CHLORAMPHENICOL AGAR 10052 YERSINIA SELECTIVE AGAR

10013 DNase TEST AGAR 10052* YERSINIA SELECTIVE AGAR

10013* DNase TEST AGAR 10053 WILKINS CHALGREEN AGAR

10014 Purple Lactose Agar 10053* WILKINS CHALGREEN AGAR

10014* Purple Lactose Agar 10054 WURTZ LACTOSE AGAR

10017 CZAPEK DOX AGAR 10054* WURTZ LACTOSE AGAR

10018 DRIGALSKY LACTOSE AGAR 10056 X.L.D. AGAR

10021 BIGGY (NICKERSON) AGAR 10056* X.L.D. AGAR

10021* BIGGY (NICKERSON) AGAR 10057 BILE AESCULIN AGAR

10022 BRILLIANT GREEN AGAR 10057* BILE AESCULIN AGAR

10022 BRILLIANT GREEN AGAR 10058S TRYPTIC SOY AGAR lrradiated -30 mL-
10023 Chocolate Agar 10060 BRAIN HEART INFUSION AGAR

10023* Chocolate Agar 10060* BRAIN HEART INFUSION AGAR

10024 TRYPTOSE AGAR 10064 CHRISTENSEN UREA AGAR

10024* TRYPTOSE AGAR 10065 SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025 COLUMBIA AGAR (Horse Blood 5%) 10065* SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025* COLUMBIA AGAR (Horse Blood 5%) 10067 SCHAEDLER KVN AGAR (Sheep Blood 5%)
10026 CLED AGAR 10069 X.L.T. 4 AGAR

10026* CLED AGAR 10069* X.L.T. 4 AGAR

10027 BACILLUS CEREUS AGAR (Mossel) 10074S TRYPTIC SOY AGAR+NEUTRALIZING Irradiated
10027* BACILLUS CEREUS AGAR (Mossel) 10078 MUELLER HINTON Il MOD. AGAR

10028 ISOSENSITEST AGAR 10078* MUELLER HINTON Il MOD. AGAR

10028* ISOSENSITEST AGAR 10079 CASITONE AGAR

10029 MAC CONKEY AGAR 10079* CASITONE AGAR

10029* MAC CONKEY AGAR 10080 HAEMOPHYLUS TEST AGAR

10030 MANNITOL SALT AGAR 10080* HAEMOPHYLUS TEST AGAR

10030* MANNITOL SALT AGAR 10082 HELICOBACTER PYLORI AGAR

10031 MUELLER HINTON Il AGAR 10082 HELICOBACTER PYLORI AGAR

10031* MUELLER HINTON Il AGAR 10090 M.R.S. Agar

10033 PSEUDOMONAS (CETRIMIDE ) AGAR 10090* M.R.S. Agar

10033* PSEUDOMONAS (CETRIMIDE ) AGAR 10095 BRAIN HEART AGAR FOR HAEMOPHILUS
10035 SABOURAUD AGAR 10129 MAC CONKEY AGAR MMG

10035* SABOURAUD AGAR 10129* MAC CONKEY AGAR MMG

10035S SABOURAUD AGAR Irradiated 10131 Mueller Hinton Il Agar (Sheep Blood 5%)
10036 S.S. AGAR 10131* Mueller Hinton Il Agar (Sheep Blood 5%)
10036* S.S. AGAR 10132 MUELLER HINTON FASTIDIOUS AGAR 90 mm
10037 TRYPTIC SOY AGAR 10134 Legionella BMPA Agar

10037* TRYPTIC SOY AGAR 10141 SALMONELLA TEST AGAR

10037S TRYPTIC SOY AGAR Irradiated 10141* SALMONELLA TEST AGAR

10039 ROGOSA AGAR 10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10039* ROGOSA AGAR 10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10040 NEW YORK CITY AGAR 10143 Mueller Hinton Agar + 5 % Horse Blood Lysed
10040* NEW YORK CITY AGAR 10145 CAMPYLOBACTER KARMALI AGAR

10041 LISTERIA PALCAM AGAR 10146 CAMPYLOBACTER PRESTON AGAR
10041* LISTERIA PALCAM AGAR 10148 CAMPYLOBACTER AGAR (Sheep Blood 10%)
10042 CRYSTAL VIOLET AGAR (Sheep Blood 5%) 10225 LISTERIA PALCAM AGAR 140 mm

10042 CRYSTAL VIOLET AGAR (Sheed 5%) 10231 MUELLER HINTON Il AGAR 140 mm

10043 HEKTOEN ENTERIC AGAR 10233 R.P.M.I. AGAR

10043* HEKTOEN ENTERIC AGAR 10235 SABOURAUD CAF AGAR + GENTAMICIN
10044 NUTRIENT AGAR 10235 SABOURAUD CAF AGAR + GENTAMICIN
10044 NUTRIENT AGAR 10236 CLED AGAR 140 mm
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10240 SCHAEDLER K AGAR (Sheep Blood 5%) 140mm 11057 ENTEROCOCCO AGAR

10241 SCHAEDLER KKV AGAR(Sheep blood 5%) 140mm 11057~ ENTEROCOCCO AGAR

10242 SABOURAUD CAF AGAR 140 mm 11058 SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10243 SABOURAUD CAF AGAR + GENTAMICIN  140mm 11058* SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10244 DERMATOPHYTE (D.T.M.) AGAR 140 mm 11060 CLOSTRIDIUM AGAR (Sheep Blood 5%)

10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11060* CLOSTRIDIUM AGAR (Sheep Blood 5%)

10246 Chromatic™ MH 11065 SCHAEDLER K AGAR (Sheep Blood 5%)

10247 Brucella Blood Agar with Hemin and Vitamin K1 11065* SCHAEDLER K AGAR (Sheep Blood 5%)

10249 Purple Lactose Agar 140 mm 11070 MYCOSEL AGAR

10334 NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11070* MYCOSEL AGAR

10334* NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11132 MUELLER HINTON FASTIDIOUS AGAR (140mm)
10335 MUELLER HINTON CHOCOLATE AGAR 11124 COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353 BORDET GENGOU AGAR (Sheep Blood 15%) 11124* COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353* BORDET GENGOU AGAR (Sheep Blood 15%) 11135 SABOURAUD AGAR MODIFIED

10405 SCHAEDLER CNA AGAR (Sheep Blood 5%) 11135* SABOURAUD AGAR MODIFIED

10407 VANCOMYCIN SCREEN AGAR 11143 HERELLEA AGAR

10408 WILKINS CHALGREN AGAR +5% SHEEP BLOOD 11143* HERELLEA AGAR

10409 CAMPYLOBACTER CCDA AGAR 11185 VOGEL JOHNSON AGAR

10410 MUELLER HINTON AGAR w VITALEX 11185* VOGEL JOHNSON AGAR

10411 BILE ESCULIN AZIDE AGAR w VANCOMYCIN 11195 T.C.B.S. AGAR

10412 Legionella BCYE Agar w/o Cysteine 11195* T.C.B.S. AGAR

10413 XLD Agar EP, USP, JP Formulation 11196 SPS AGAR

10416 MIDDLEBROOK 7H11 AGAR 11196* SPS AGAR

10424 Legionella BCYE Agar w Vancomycin + Colistin 11200 PAR TEST AGAR

10425 SCEDOSPORIUM SELECTIVE AGAR 11200* PAR TEST AGAR

10438 MacConkey Agar No.2 11205 MYCOPLASMA AGAR

10438* MacConkey Agar No.2 11206 Mueller Hinton Il Agar + 2% NaCl

10439 Group A Selective Strep Agar w/ 5% Sheep Blood 11231 Mueller Hinton Il Agar (Sheep Blood 5%) 140mm
10599 CHROMATIC™ MRSA 11235 SABOURAUD CAF AGAR + TTC

10600 OXACILLIN RESISTANCE STAPHYLOCOCCUS AGAR 11235* SABOURAUD CAF AGAR + TTC

10601 CHOCOLATE AGAR w/o VITOX 11236 Sabouraud CAF Agar + Actidione

10602 CAMPYLOBACTER SKIRROW AGAR 11250 TINSDALE AGAR

10605 ?EIAISOBACTER PYLORI EGG YOLK EMULSION 11250 TINSDALE AGAR

10620 O.ALISTERIA 11335 SABOURAUD AGAR + GENTAMICIN

11023 CHOCOLATE BAGITRACIN AGAR 11335* SABOURAUD AGAR + GENTAMICIN

11023+ CHOGOLATE BAGITRAGIN AGAR 11501 ENTEROCOCCUS AGAR + VANCOMYCIN
11024 COLUMBIA CNA AGAR (Sheep Blood 5%) 11506 BURKHOLDERIA CEPACIA SELECTIVE AGAR
11024* COLUMBIA CNA AGAR (Sheep Blood 5%) 11509 R.P.M.. AGAR

11025 COLUMBIA AGAR (Sheep Blood 5%) 11510 M.HINTON+GLUCOSE+METHYLEN BLUE
11025* COLUMBIA AGAR (Sheep Blood 5%) 11511 NEISSERIA-MORAXELLA MEDIUM

11027 DESOXYCHOLATE AGAR 11512 NUTRIENT AGAR acc.to ISO 21528

11027* DESOXYCHOLATE AGAR 11513 NUTRIENT AGAR acc.to ISO 6579

11030 ANAEROBIC AGAR 11517 COLUMBIA AGAR(Sheep Blood 5%)+VANCOMYCIN
11033 PSEUDOMONAS ISOLATION AGAR 11518 Mueller Hinton Agar + Cloxacillin

11033* PSEUDOMONAS ISOLATION AGAR 11610 Chromatic™ E.coli O157

11035 SABOURAUD CAF AGAR 11611 CHROMATIC™ DETECTION

11035* SABOURAUD CAF AGAR 11612 CHROMATICT™ CANDIDA

11035S SABOURAUD CAF AGAR lrradiated 11614 CHROMATIC™ SALMONELLA

11037 TRYPTIC SOY AGAR (Sheep Blood 5%) 11616 CHROMATICT STAPH AUREUS

11037* TRYPTIC SOY AGAR (Sheep Blood 5%) 11617 CHROMATIC™ STREPTO B

11038 TRYPTIC SOY AGAR (Horse Blood 5%) 11618 CHROMATICT MH

11038* TRYPTIC SOY AGAR (Horse Blood 5%) 11619 CHROMATICT™ CRE

11040 THAYER MARTIN AGAR 11621 CHROMATIC™ VRE

11040* THAYER MARTIN AGAR 11622 CHROMAI:ACTM ESBL

11041 AZIDE AGAR (Sheep Blood 5%) 11627 Chromatic ™ Enterococcus

11041* AZIDE AGAR (Sheep Blood 5% ) 11629 CHROMATIC™ ESBL + AmpC

11052 DERMATOPHYTE (D.T.M.) AGAR 11629" CHROMATIC™ ESBL + AmpC

11052" DERMATOPHYTE (D.T.M.) AGAR 11631 Chromatic™ OXA-48

11054 GARDNERELLA AGAR (Sheep Blood 5%) 11632 Chromatic:h’:' Clostridium difficile

11054* GARDNERELLA AGAR (Sheep Blood 5%) 11634 Chromatic _ Detection opaque
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12031 MUELLER HINTON Il AGAR (120X120 mm) 18500 BAIRD PARKER / MAC CONKEY
12080 MUme)Iler Hinton Il Agar (Sheep Blood 5%) (120 mm x 120 18500* BAIRD PARKER / MAC CONKEY
Mueller Hinton Fastidious Agar (Horse blood 5% + 20 18502 CLED / MAC CONKEY
12033 mg/L B-NAD) (120 mm x 120 mm) 18502* GLED / MAC CONKEY
13012 CLED/MACCONKEY/TSA BLOOD AGAR 18503 HEKTOEN ENTERIC / SS
13012* CLED/MAGCCONKEY/TSA BLOOD AGAR 18503* HEKTOEN ENTERIC / SS
13013 BAIRD PARKER/BIGGY/MACCONKEY 18505 MAC CONKEY /S.S.AGAR
13013* BAIRD PARKER/BIGGY/MACCONKEY 18505* MAC CONKEY / S.S.AGAR
13014 COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507 COLUMBIA CNA / CHOCOLATE
13014* COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507+ COLUMBIA GNA / CHOGOLATE
13017 CLED/MACCONKEY MMG/MALTO 18595 D.T.M./ SABOURAUD
13017* CLED/MACCONKEY MMG/MALTO 18595* D.T.M./ SABOURAUD
13018 BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18700 Group A Selective/TSA Il + Sheep Blood 5%
13018* BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18703 CHOGCOLATE AGAR /THAYER MARTIN
13019 CLED/MACCONKEY/CETRIMIDE 20075 MAC CONKEY BROTH(7516MC2) 20x5ml
13019 GLED/MACCONKEY/GETRIMIDE 20077 PHYSIOLOGICAL SOLUTION 2.5 ml
13020 MAC CONKEY/B.PARKER/TSA BLOOD 20079 PHYSIOLOGICAL SOLUTION 4.5 ML
13345 GARDNERELLA V/ROGOSATHAYER MARTIN 20081 INOCULUM SOLUTION 5 ML
13345* GARDNERELLA V./ROGOSA/THAYER MARTIN 20089 SUSPENSION BROTH
13356 Gard.V. / Chocolate / Thayer Martin 20090 HELICOBACTER PYLORI TEST
13371 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20095 PHYSIOLOGICAL SOLUTION
13371 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20098 PEPTONE WATER
13480 MACCONKEY/VOGEL JOHNSON/SABOURAUD 20105 Glucose Broth
13480* MACCONKEY/VOGEL JOHNSON/SABOURAUD 20121 INOGULUM BROTH 7 ML
13602 SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20129 TRYPTIC SOY BROTH 15 ml
13602* SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20136 TRYPTONE WATER
13607 CHOC. BAC./COLUMBIA/MAC CONKEY 20140 PURPLE LACTOSE BROTH
13607* CHOC. BAC./COLUMBIA/MAC CONKEY 20156 SUSPENSION MEDIUM 7 ML
13614 CLED/MACCONKEY/ENTEROCOGCO 20158 MYCOPLASMA TRANSPORT BROTH
13614° CLED/MACCONKEY/ENTEROCOCCO 20159 TRICHOMONAS BROTH w/o CLORAMPHENICOL
165312 MYCOPLASMA AGAR 20171 Thioglycollate Medium w Vit.K1 & Hemin
18007 CHROMATIC™ STAPH AUREUS/ MRSA 20340 VAGITUBE
18008 TSA BLOOD/CROMagar ORIENTATION 21104 TRYPTIC SOY BROTH
18008* TSA BLOOD/CROMagar ORIENTATION 21110 SELENITE BROTH
18009 Chromatic™ Salmonella/Hektoen Enteric 21241 Fluid Thioglycollate Medium
18011 CHROMATIC™ DETECTION/ESBL 22130 SCHAEDLER BROTH
18012 BRILLIANT GREEN / SS AGAR 23001 F B. FASTIDIOUS BROTH
18012" BRILLIANT GREEN / SS AGAR 23002 MUELLER HINTON BROTH w HORSE BLOOD _(11ml)
18015 BIGGY (NICKERSON) / MALT AGAR 23003 MUELLER HINTON BROTH
18015* BIGGY (NICKERSON) / MALT AGAR 24070 MYCOSEL BROTH 20PV
18017 COLUMBIA CNA BLOOD/CHROMAGAR 24071 Cooked Meat Medium
18017* COLUMBIA CNA BLOOD/CHROMAGAR 24091 HAEMOPHILUS TEST BROTH 20 PV
18018 MAC CONKEY/ SABOURAUD CAF 24098 PEPTONE WATER 20PV
18020 EMB LEVINE / TSA BLOOD 24100 ALKALINE PEPTONE WATER __ 20PV
18020* EMB LEVINE / TSA BLOOD 24103 NUTRIENT BROTH 20PV
18021 Chromatic™ CRE / Chromatic™ ESBL 24104 BRAIN HEART INFUSION BROTH __ 20PV
18021* Chromatic™ CRE / Chromatic™ ESBL 20105 Glucose Broth
18022 TSA Blood/Columbia CNA 24107 MUELLER HINTON Il BROTH 20 PV
18327 COLUMBIA CNA / MAC CONKEY 24108 MULLER KAUFFMANN BROTH __ 20PV
18327" COLUMBIA CNA / MAC CONKEY 24109 SABOURAUD BROTH (Harm.EP) 20PV
18379 GARDNERELLA V. / THAYER MARTIN 24110 SELENITE BROTH 20PV
18379* GARDNERELLA V. / THAYER MARTIN 24111 TODD HEWITT BROTH 20PV
18380 MAG CONKEY / TSA BLOOD 24112 TRYPTOSE BROTH 20PV
18380" MAC CONKEY / TSA BLOOD 24115 TRICHOMONAS BROTH 20PV
18390 BAIRD PARKER / SABOURAUD CAF 24117 Pergola Broth
18390* BAIRD PARKER / SABOURAUD CAF 24119 GN HAJNA BROTH 20PV
18391 HEKTOEN ENTERIC / YERSINIA 24120 BILE AESCULIN BROTH 20PV
183917 HEKTOEN ENTERIC / YERSINIA 24124 Fluid Thioglycollate Medium
18422 COLUMBIA CNA / GARDNERELLA 24125 SERUM BROTH 20PV
18422" COLUMBIA CNA / GARDNERELLA 24127 Fluid Thioglycollate Medium + 1% Tween 80
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24128 TRYPTIC SOY BROTH + TWEEN 80 1%  20PV 30082 TRYPTIC SOY AGAR

24135 SALMONELLA DIFFERENTIAL BROTH  20PV 30083 NUTRIENT AGAR

24136 TRYPTONE WATER 20PV 30084 BRAIN HEART INFUSION AGAR

24137 MALONATE BROTH 20PV 30085 PHENYLALANINE AGAR

24139 LYSINE DECARBOXYLASE BROTH 20PV 30087 KLIGLER IRON AGAR

24141 BRAIN HEART INFUSION BROTH 2 ml_20PV 30088 KLIGLER IRON AGAR + NaCl 2%

24142 PHYSIOLOGICAL SOLUTION 3ml 20PV 30090 Mueller Hinton Il Agar

24144 TODD HEWITT w Gentam/Nalidixic acid 20PV 30091 BIGGY (NICKERSON) AGAR

24145 TODD HEWITT B. w Colistin/Nalid.a. 20PV 30093 SABOURAUD AGAR

24146 THIOGLYCOLLATE M w/o INDICATOR acc.USP 20PV 30095 SIM MEDIUM

24147 Thiogycollate Bile 30096 T.S.I. AGAR

24149 MR-VP MEDIUM 20PV 30097 Tryptose Agar

24161 Sabouraud Dextrose Broth + CAF 30098 LYSINE IRON AGAR

24241 Fluid Thioglycollate Medium 30099 Chocolate Agar

24342 MOTILITY TEST MEDIUM 20PV 30116 LOEFFLER MEDIUM

24345 O.F. Medium with Glucose 30117 PERGOLA MEDIUM

24400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 20PV 30118 Lowenstein Jensen Medium

24403 BIOTONE BROTH 20PV 30119 LOWENSTEIN JENSEN MEDIUM w/o GLYCEROL
24404 CAMPYLOBACTER BROTH 20PV 30121 Stonebrink Medium

24411 S.F. BROTH 20PV 30125 DORSET EGG MEDIUM

24412 STREPTOCOCCUS BROTH 20PV 30368 MIDDLEBROOK 7H10 AGAR

24413 MOSSEL AND MARTIN w MANNITOL  20PV 31065 SPS Agar

24416 UREA BROTH 20PV 31075 Mueller Hinton Il Agar

24417 Wilkins Chalgren Broth 31090 Mueller Hinton Il Agar

24430 SCHAEDLER BROTH 20PV 31097 Tryptose Agar

24432 YERSINIA BROTH 20PV 31099 Chocolate Agar

24433 EUGON BROTH 20PV 31121 Stonebrink Medium

24436 MIDDLEBROOK 7H9 BROTH 20PV 33040 THAYER MARTIN AGAR

24446 PHENOL RED BROTH 20PV 33055 MYCOSEL AGAR

24450 Rappaport Broth w/o Soy 33060 SERUM TELLURITE AGAR

24451 Tetrathionate Broth 33066 O.N.P.G. AGAR

24459 CASO BROTH (Double Concentration) CE20PV 33085 BILE AESCULIN AGAR

24461 RPMI Broth 33086 DERMATHOPHYTE (D.T.M.) AGAR

24462 RPMI Broth (double strength) 33118 1.U.T.M. MEDIUM

24513 TRYPTIC SOY BROTH (Harm.EP) 33120 PETRAGNANI MEDIUM

24514 TRYPTIC SOY BROTH 34070 CAMPYLOBACTER AGAR

24516 UREA BROTH 34071 CYSTINE TRYPTIC AGAR (CTA)

26105 Glucose Broth 34075 Mueller Hinton Il Agar

26124 Fluid Thioglycollate Medium 100 x 10 ml 34121 LOWENSTEIN JENSEN + RIFAMPICIN 15 pg/mL
26400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 341211 LOWENSTEIN JENSEN + RIFAMPICIN 5 pg/mL
26513 Tryptic Soy Broth 34121/2 LOWENSTEIN JENSEN + RIFAMPICIN 10 pg/mL
27001 GESA MEDIUM 34121/3 LOWENSTEIN JENSEN + RIFAMPICIN 25 pg/mL
27500 Triptic Soy Broth 34121/4 LOWENSTEIN JENSEN + RIFAMPICIN 50 pg/mL
27501 Todd Hewitt Broth 34121/5 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL
27502 Brain Heart Infusion Broth 34121/6 LOWENSTEIN JENSEN + RIFAMPICIN 20 pg/mL
27503 Nutrient Broth 34122 LOWENSTEIN JENSEN + RIFAPENTIN 9 pug/mL
29000 CHECK-SET BROTH Irradiated 20 Tests 34123 LOWENSTEIN JENSEN + ISONIAZID 0.1 pg/mL
30007 m"D":’UY,\;OBACTEH SELECTIVE THIOGLYCOLLATE 34123/1 | LOWENSTEIN JENSEN + ISONIAZID 0.2 pg/mL |
30008 CLOSTRIDIUM AGAR (Sheep Blood 5%) 34123/2 LOWENSTEIN JENSEN + ISONIAZID 1 pg/mL
30009 HELICOBACTER PYLORI AGAR 34123/3 LOWENSTEIN JENSEN + ISONIAZID 5 pg/mL
30010 STREPTOCOCCAL KF + TTC AGAR 34123/4 LOWENSTEIN JENSEN + ISONIAZID 10 pg/mL
30011 SIMMONS GITRATE AGAR 341241 LOWENSTEIN JENSEN + PYRAZINAMIDE 5 pg/mL
30013 NITRATI AGAR 34124/2 LOWENSTEIN JENSEN + PYRAZINAMIDE 15 pg/mL
30014 MOSSEL AGAR 34124/3 LOWENSTEIN JENSEN + PYRAZINAMIDE 20 pg/mL
30022 T.C.BS. AGAR 34124/4 LOWENSTEIN JENSEN+PYRAZINAMIDE 200 pg/mL
30023 SABOURAUD CAF AGAR 34125/1 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pg/mL
30024 SABOURAUD CAF + ACTIDIONE AGAR 34125/2 LOWENSTEIN JENSEN + STREPTOMYCIN 10 pg/mL
30030 MR.S. AGAR 34125/3 LOWENSTEIN JENSEN + STREPTOMYCIN 25 pg/mL
30080 BORDET GENGOU AGAR (Sheep Blood 15%) 34125/4 LOWENSTEIN JENSEN + STREPTOMYCIN 2 pg/mL
30081 CHRISTENSEN UREA AGAR 34125/5 LOWENSTEIN JENSEN + STREPTOMYCIN 50 pg/mL
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34126/1 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 35061 LOWENSTEIN JENSEN + KANAMYCIN 30pg/ml
34126/2 LOWENSTEIN JENSEN + ETHAMBUTOL 4 pg/mL 35070 LOWENSTEIN JENSEN + PAS 1 pg/mL
34126/3 LOWENSTEIN JENSEN + ETHAMBUTOL 5 pg/mL 35071 LOWENSTEIN JENSEN + PAS 0.5 pg/mL
34126/4 LOWENSTEIN JENSEN + ETHAMBUTOL 1 pg/mL 35080 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/ml
34126/5 LOWENSTEIN JENSEN + ETHAMBUTOL 3 pg/mL 35081 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/ml
34126/6 LOWENSTEIN JENSEN + ETHAMBUTOL 10 pg/mL 35082 LOWENSTEIN JENSEN + OFLOXACIN 40 pg/ml
34127 LOWENSTEIN JENSEN + AMIKACIN 5 pg/mL 35090 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/ml
3412711 LOWENSTEIN JENSEN + AMIKACIN 40 pg/mL 35091 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/ml
34128/1 LOWENSTEIN JENSEN + OFLOXACIN 5 pg/mL 35147 LOWENSTEIN JENSEN + PNB 500 pg/ml
34128/2 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/mL 35148 LOWENSTEIN JENSEN + TCH 2 pg/ml

34128/3 LOWENSTEIN JENSEN + OFLOXACIN 25 pg/mL 36001/1 IUTM + STREPTOMYCIN 2 pg/mL

34128/4 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/mL 36001/2 IUTM + STREPTOMYCIN 4 pg/mL

34128/5 LOWENSTEIN JENSEN + OFLOXACIN 20 pg/mL 36001/3 IUTM + STREPTOMYCIN 10 pg/mL

341291 LOWENSTEIN JENSEN + PAS 1 pg/mL 36001/4 IUTM + STREPTOMYCIN 25 pg/mL

34129/2 LOWENSTEIN JENSEN + PAS 10 pg/mL 36001/5 IUTM + STREPTOMYCIN 50 pg/mL

34129/3 LOWENSTEIN JENSEN + PAS 0.5 pg/mL 36002/1 IUTM + ISONIAZID 0.1 pg/mL

34129/4 LOWENSTEIN JENSEN + PAS 0.1 pg/mL 36002/2 IUTM + ISONIAZID 0.2 pg/mL

34129/5 LOWENSTEIN JENSEN + PAS 5 pg/mL 36002/3 IUTM + ISONIAZID 1 pg/mL

34130/1 LOWENSTEIN JENSEN + RIFABUTIN 10 pg/mL 36002/4 IUTM + ISONIAZID 5 pg/mL

34130/2 LOWENSTEIN JENSEN + RIFABUTIN 30 pg/mL 36002/5 IUTM + ISONIAZID 10 pg/mL

34130/3 LOWENSTEIN JENSEN + RIFABUTIN 50 pg/mL 36003/1 IUTM + ETHAMBUTOL 1 pug/mL

34131/1 LOWENSTEIN JENSEN+CLARITHROMICIN 4 pg/mL 36003/2 IUTM + ETHAMBUTOL 2 pug/mL

34131/2 LOWENSTEIN JENSEN+CLARITHROMYCIN 32 pg/mL 36003/3 IUTM + ETHAMBUTOL 3 pg/mL

34132/1 LOWENSTEIN JENSEN + ETHIONAMIDE 10 pg/mL 36003/4 IUTM + ETHAMBUTOL 5 pg/mL

34132/2 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 36003/5 IUTM + ETHAMBUTOL 10 pg/mL

34132/3 LOWENSTEIN JENSEN + ETHIONAMIDE 30 pg/mL 36004/1 IUTM + RIFAMPICIN 5 pg/mL

34132/4 LOWENSTEIN JENSEN + ETHIONAMIDE 40 pg/mL 36004/2 IUTM + RIFAMPICIN 10 pg/mL |

34135/1 LOWENSTEIN JENSEN + NICOTINAMIDE 10 pg/mL 36004/3 IUTM + RIFAMPICIN 20 pg/mL

34135/2 LOWENSTEIN JENSEN + NICOTINAMIDE 20 pg/mL 36004/4 IUTM + RIFAMPICIN 40 pg/mL

34135/3 LOWENSTEIN JENSEN + NICOTINAMIDE 30 pg/mL 36004/5 IUTM + RIFAMPICIN 50 pg/mL

34136 LOWENSTEIN JENSEN + PEFLOXACIN 2 pg/mL 36005/1 IUTM + RIFABUTIN 10 pg/mL

341371 LOWENSTEIN JENSEN + CYCLOSERINE 30 pg/mL 36005/2 IUTM + RIFABUTIN 20 pg/mL

34137/2 LOWENSTEIN JENSEN + CYCLOSERINE 10 pg/mL 36005/3 IUTM + RIFABUTIN 30 pg/mL

34137/3 LOWENSTEIN JENSEN + CYCLOSERINE 20 pg/mL 36005/4 IUTM + RIFABUTIN 40 pg/mL

34137/4 LOWENSTEIN JENSEN + CYCLOSERINE 40 pg/mL 36005/5 IUTM + RIFABUTIN 50 pg/mL

34137/5 LOWENSTEIN JENSEN + CYCLOSERINE 50 pg/mL 36006/1 IUTM + CYCLOSERINE 10 pg/mL

34138/1 LOWENSTEIN JENSEN + CAPREOMYCIN 10 pg/mL 36006/2 IUTM + CYCLOSERINE 20 pg/mL

34138/2 LOWENSTEIN JENSEN + CAPREOMYCIN 40 pg/mL 36006/3 IUTM + CYCLOSERINE 30 pg/mL

34138/3 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/mL 36006/4 IUTM + CYCLOSERINE 40 pg/mL

34138/4 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/mL 36006/5 IUTM + CYCLOSERINE 50 pg/mL

34139/1 LOWENSTEIN JENSEN + CLOFAZIMINE 5 pg/mL 36007/1 IUTM + OFLOXACIN 1.25 ug/mL

34139/2 LOWENSTEIN JENSEN + CLOFAZIMINE 10 pg/mL 36007/2 IUTM + OFLOXACIN 2.5 pg/mL

34143/1 LOWENSTEIN JENSEN + KANAMYCIN 10 pg/mL 36007/3 IUTM + OFLOXACIN 10 pg/mL

34143/2 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 36007/4 IUTM + OFLOXACIN 25 pg/mL

34143/3 LOWENSTEIN JENSEN + KANAMYCIN 30 pg/mL 36007/5 IUTM + OFLOXACIN 50 pg/mL

34144 LOWENSTEIN JENSEN + PYRUVATE 0.2% 36008/1 IUTM + PAS 0.1 pg/mL

34145 LOW.JENSEN + PACT 36008/2 IUTM + PAS 0.5 pg/mL

34146/1 Lowenstein Jensen + Levofloxacin 2 pg/ml 36008/3 IUTM + PAS 1 ug/mL

35000 LOWENSTEIN JENSEN MEDIUM 36008/4 IUTM + PAS 5 pg/mL

35001 LOWENSTEIN JENSEN + ISONIAZID 0.20 pg/mL 36008/5 IUTM + PAS 10 pg/mL

35002 LOWENSTEIN JENSEN + ISONIAZID 1 pg/ml 36009/1 IUTM + PYRAZINAMIDE 10 pg/mL

35010 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL 36009/2 IUTM + PYRAZINAMIDE 30 pg/mL

35011 LOWENSTEIN JENSEN + RIFAMPICIN 20 pg/mL 36009/3 IUTM + PYRAZINAMIDE 50 pg/mL

35020 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pug/mL 36009/4 IUTM + PYRAZINAMIDE 70 pg/mL

35021 LOWENSTEIN JENSEN + STREPTOMYCIN 10ug/ml 36009/5 IUTM + PYRAZINAMIDE 90 pg/mL

35030 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 37000 MIDDLEBROOK 7H11

35040 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 37001 MIDDLEBROOK 7H11 + AMIKACIN 2 pg/mL
35041 LOWENSTEIN JENSEN + ETHIONAMIDE 30pg/ml 37002 MIDDLEBROOK 7H11 + AMIKACIN 4 ug/mL
35050 LOWENSTEIN JENSEN + PYRAZINAMIDE 1 pg/mL 37006 MIDDLEBROOK 7H11 + ETHAMBUTOL 7.5 ug/mL
35060 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 37011 MIDDLEBROOK 7H11 + ETHIONAMIDE 10 pg/mL

O©Liofilchem® s.r.l. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

Pag. 6 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

37016 MIDDLEBROOK 7H11 + ISONIAZIDE 0.2 pg/mL 412080 TRICHOMONAS BROTH 6X200 ml

37017 MIDDLEBROOK 7H11 + ISONIAZIDE 1 pg/mL 412100 CHRISTENSEN UREA AGAR  5X200 ml
37021 MIDDLEBROOK 7H11 + KANAMYCIN 6 pg/mL 412110 TRYPTIC SOY BROTH + TWEENS0 1% 6x200ml
37026 MIDDLEBROOK 7H11 + PAS 8 pg/mL 412130 PSEUDOMONAS AGAR BASE  6x200ml
37031 MIDDLEBROOK 7H11 + PYRAZINAMIDE 25 pg/mL 412150 AZIDE BLOOD AGAR BASE  6X200 ml
37036 MIDDLEBROOK 7H11 + RIFABUTIN 1 pg/mL 412170 PHENILALANINE AGAR 6X200 ml

37037 MIDDLEBROOK 7H11 + RIFABUTIN 0.5 pg/mL 412180 CLED AGAR 6X200 ml

37041 MIDDLEBROOK 7H11 + RIFAMPICIN 1 pg/mL 412190 NUTRIENT AGAR 6X200 ml

37046 MIDDLEBROOK 7H11 + STREPTOMYCIN 2 pg/mL 412210 COLUMBIA CNA AGAR BASE 6X200 ml
37051 MIDDLEBROOK 7H11 + OFLOXACIN 2 pug/mL 412230 HEKTOEN ENTERIC AGAR  6X200 ml
37056 MIDDLEBROOK 7H11 + CYCLOSERINE 30 pg/mL 412240 MAC CONKEY AGAR 6X200 ml

400020 Fluid Thioglycollate Medium 6 x 100 ml 412250 MUELLER HINTON Il AGAR _ 6X200 ml
400120 Fluid Thioglycollate Medium 6 x 300 ml 412270 PSEUDOMONAS CETRIMIDE AGAR 6X200 ml
400220 Fluid Thioglycollate Medium 6 x 1000 ml 412280 SABOURAUD AGAR 6X200 ml

401890 BUFFER SOLUTION pH7  6X100 ml 412290 MANNITOL SALT AGAR  6X200 ml

401930 SPS Agar 6X150 ml 412300 S.S. AGAR 6X200 ml

401980 TRYPTONE WATER 6X100 ml 412370 SABOURAUD CAF AGAR  6X200 ml
401990 ALKALINE PEPTONE WATER 6X100 ml 413010 ISOSENSITEST AGAR 6X200 ml

402000 NUTRIENT BROTH 6X100 ml 413030 CAMPYLOBACTER AGAR 6X200 ml
402020 MUELLER HINTON Il BROTH _ 6X100 ml 413040 CLOSTRIDIUM AGAR BASE  6X200 ml
402030 MULLER KAUFFMANN BROTH 6X100 ml 413080 NUTRIENT AGAR acc. to ISO 6579

402040 SABOURAUD BROTH 6X100 ml 414010 PEPTONE WATER pH 8.4 + NaCl 1% 6X225 ml
402050 Selenite Broth 6X100 ml 432050 SELENITE BROTH (DOUBLE CONCENT.) 6X200ml
402060 SALMONELLA DIFF.BROTH 6X90 ml 432080 TRYPTIC SOY BROTH 6X225 ml

402070 TRYPTOSE BROTH 6X100 ml 432250 D-Nase TEST AGAR 6X200 ml

402120 MRS AGAR 6X100 ml 432290 TRYPTIC SOY AGAR 6X200 ml

402130 PEPTONE WATER 6X100 ml 442080 TRYPTIC SOY BROTH 6X200 ml

402140 BLOOD AGAR BASE 6X100 ml 442220 Chocolate Agar 6x 100 ml

402170 AZIDE BLOOD AGAR BASE  6X100 ml 442280 SABOURAUD MODIFIED AGAR 6X100 ml
402180 CLED AGAR 6X100 ml 442290 TRYPTIC SOY AGAR 6X100 ml

402190 NUTRIENT AGAR 6X100 ml 442300 WURTZ LACTOSE AGAR _ 6X100 ml
402200 DERMATHOPHYTE (D.T.M.) AGAR 6X100 ml 442320 BILE AESCULIN AGAR 6X100 ml

402210 COLUMBIA CNA AGAR BASE 6X100 ml 442350 BIGGY (NICKERSON) AGAR 6X100 ml
402220 DRIGALSKI LACTOSE AGAR 6X100 ml 442490 SPS AGAR _ 6X100 ml

402230 HEKTOEN ENTERIC AGAR _ 6X100 ml 452060 Fluid Thioglycollate Medium 6 x 100 ml
402240 MAC CONKEY AGAR 6X100 ml 452080 TRYPTIC SOY BROTH 6X100 ml

402250 MUELLER HINTON Il AGAR  6X100 ml 452210 COLUMBIA AGAR BASE 6X200 ml
402270 PSEUDOMONAS CETRIMIDE AGAR 6X100 ml 452500 Fluid Thioglycollate Medium + 1% Tween 80 25 x 100 ml
402280 SABOURAUD AGAR 6X100 ml 453060 Fluid Thioglycollate Medium 25 x 100 ml
402290 MANNITOL SALT AGAR 6X100 ml 463100 Fluid Thioglycollate Medium 6 x 900 ml
402300 S.S. AGAR 6X100 ml 463130 Selenite Broth 6X1000 ml

402320 TRYPTOSE AGAR 6X100 ml 470010 TRYPTIC SOY AGAR 6X500 ml

402330 BRILLIANT GREEN AGAR _ 6X100 ml 470020 Selenite Broth 6X500 ml

402340 DESOXYCHOLATE AGAR _ 6X100 ml 470030 DESOXYCHOLATE AGAR _ 6X500 ml
402350 E.M.B. LEVINE AGAR 6X100 ml 470040 SABOURAUD AGAR 6X500 ml

402360 SALMONELLA RAPID TEST _ 6X100 ml 470050 NUTRIENT BROTH 6X500 ml

402370 SABOURAUD CAF AGAR  6X100 ml 470060 NUTRIENT AGAR 6X500 ml

402380 BRAIN HEART INFUSION AGAR 6X100 ml 470070 Mueller Hinton Il Agar 6X500 ml

402430 PEPTONE DILUITIONS  6X100 ml 470080 MANNITOL SALT AGAR  6X500 ml

402450 MAC CONKEY SORBITOL AGAR 6X100 ml 470090 MAC CONKEY AGAR 6X500 ml

402500 Fluid Thioglycollate Medium + 1% Tween 80 470100 COLUMBIA AGAR BASE 6X500 ml
402570 X.L.D. AGAR _ 6X100 ml 470110 CLED AGAR 6X500 ml

403030 BIOTONE BROTH 6X100 ml 470120 Chocolate Agar 6 x 500 ml

403050 S.I.M. MEDIUM 6X100 ml 470130 BLOOD AGAR BASE 6X500 ml

403060 UREA INDOLE BROTH 6X100 ml 470140 BILE AESCULIN AGAR  6X500 ml

412010 BRAIN HEART INFUSION BROTH 6X200 ml 470150 TRICHOMONAS BROTH 6X500 ml
412030 SIMMONS CITRATE AGAR _ 6X200 ml 470160 DESOXYCHOLATE CITRATE AGAR 6X500 ml
412040 LYSINE IRON AGAR 6X200 ml 470210 ALKALINE PEPTONE WATER 6X500 ml
412050 Selenite Broth 6X200 ml 470220 CZAPEK DOX AGAR 6X500 ml

412060 TODD HEWITT BROTH 6X200 ml 470280 DRIGALSKI LACTOSE AGAR 6X500 ml
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470290 CARY BLAIR TRANSPORT MEDIUM 6X500 ml 610013 COLUMBIA AGAR BASE

470300 Fluid Thioglycollate Medium 6 x 500 ml 6100135 COLUMBIA AGAR BASE

470320 PEPTONE WATER 6X500 ml 610014 DESOXYCHOLATE AGAR

470370 TRYPTIC SOY BROTH 6 x 500 ml 6100145 DESOXYCHOLATE AGAR

471070 SABOURAUD BROTH 6X500 ml 610015 DESOXYCHOLATE CITRATE AGAR
471120 PHYSIOLOGICAL SOLUTION 6X240 ml 610016 DRIGALSKI LACTOSE AGAR
473000 PHYSIOLOGICAL SOLUTION 6X500 ml 610019 E.M.B. LEVINE AGAR

481110 CHROMATIC™ CANDIDA 6X100 ml 610021 HEKTOEN ENTERIC AGAR

481130 CHROMATIC™ DETECTION _ 6X100 ml 6100215 HEKTOEN ENTERIC AGAR

481140 CHROMATIC™ SALMONELLA  6X100 ml 610022 G.C. MEDIUM

481160 CHROMATIC™ STAPH AUREUS 6X100 ml 610023 KLIGLER IRON AGAR

481180 CHROMATIC™ STREP B 6X100ml 610024 M.R.S. AGAR (ISO/FDIS 15214)
482190 Chromatic™ E.coli 0157 6 x 200 ml 610025 M.R.S. BROTH (ISO/FDIS 15214)
490010 HEMO-AEROBIC culturing 6X80 ml 610026 LOWENSTEIN JENSEN MEDIUM
490020 HEMO-ANAEROBIC culturing 6X80 ml 6100265 LOWENSTEIN JENSEN MEDIUM
490030 HEMO-AEROBIC culturing-Pediatric 6X40 ml 610027 LYSINE IRON AGAR

490040 HEMO-ANAEROBIC culturing-Pediatric 6X40ml 610028 MAC CONKEY AGAR

490050 HEMO-AEROBIC culturing NEONATAL 6x9 ml 6100285 MAC CONKEY AGAR

490060 HEMO-ANAEROBIC culturing NEONATAL 6x9 ml 610029 MANNITOL SALT AGAR

493000 Fluid Thioglycollate Medium 6 x 100 ml 6100295 MANNITOL SALT AGAR

495010 TRYPTIC SOY BROTH 6x100 ml 610032 MR-VP BROTH

495020 Fluid Thioglycollate Medium 6 x 100 ml 610033 MUELLER HINTON AGAR

500142 URITEST PENTA 6100335 MUELLER HINTON AGAR

500152 URITEST 610034 MUELLER HINTON BROTH

500182 URITEST M 610035 MULLER KAUFFMANN BROTH
500702 URITEST EF 610036 NUTRIENT AGAR

50020 VAGITEST 610037 NUTRIENT BROTH

50021 DERMATEST 6100375 NUTRIENT BROTH

500232 URITEST N 610038 PEPTONE WATER

500302 URITEST 2 610039 PHENYLALANINE AGAR

500402 URITEST MALTO 610041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
500412 URITEST EC 6100415 PSEUDOMONAS CETRIMIDE AGAR
51014 URITEST PENTA 610042 SS AGAR (MODIFIED)

51015 URITEST 6100425 SS AGAR (MODIFIED)

51018 URITEST M 610043 SCHAEDLER AGAR BASE

51020 VAGITEST 120 slide 610044 PURPLE LACTOSE AGAR

51021 DERMATEST 610046 SIMMONS CITRATE AGAR

51023 URITEST N 610047 MONSUR AGAR

51024 URITEST C 610048 AEROMONAS AGAR BASE

51030 URITEST 2 610049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
51040 URITEST MALTO 610050 Fluid Thioglycollate Medium

51041 URITEST EC 6100505 Fluid Thioglycollate Medium

51070 URITEST EF 610051 TODD HEWITT BROTH

51118 URITEST M 6100515 TODD HEWITT BROTH

51123 URITEST N 500 slide 610052 TRYPTIC SOY AGAR

51130 URITEST 2 500 slide 6100525 TRYPTIC SOY AGAR (Harm.EP) 5KG
51140 URITEST MALTO 610053 TRYPTIC SOY BROTH

51170 CLED/MAC CONKEY/ BILE AESCULIN 6100535 TRYPTIC SOY BROTH

52115 CLED/MAC CONKEY/SLANETZ 120 slide 610055 T.S.I. AGAR USP

52119 URITEST SF 500 slide 610056 CLOSTRIDIUM BROTH

610001 BILE AESCULIN AZIDE AGAR 6100565 CLOSTRIDIUM BROTH

610002 DEXTROSE AGAR 610057 MAC CONKEY AGAR No.2

610005 BLOOD AGAR BASE 6100575 MAC CONKEY AGAR No.2 5 KG
610006 BORDET GENGOU AGAR BASE 610060 X.L.D. AGAR (ISO 6579)

610007 BRAIN HEART INFUSION AGAR 6100605 X.L.D. AGAR

610008 BRAIN HEART INFUSION BROTH 610061 TRICHOMONAS BROTH

6100085 BRAIN HEART INFUSION BROTH 610065 GSB AGAR BASE (ISLAM)

610009 BRILLIANT GREEN AGAR 610070 YEAST GLUCOSE CHLORAMPHENICOL AGAR
610012 CLED AGAR 6100705 YEAST GLUCOSE CHLORAMPHENICOL AGAR 5 Kg
6100125 CLED AGAR 610071 PSEUDOMONAS AGAR BASE
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610072 CZAPEK DOX BROTH 610170 MAC CONKEY MMG AGAR

610074 TRYPTONE SULFITE NEOMYCIN AGAR 6101705 MAC CONKEY MMG AGAR

610075 PHENYLALANINE MALONATE BROTH 610172 MALONATE BROTH

610079 BRUCELLA AGAR BASE 610174 PHENOL RED BROTH BASE

610080 WORT BROTH W/O NaCl 610175 RAPPAPORT VASSILIADIS BROTH (ISO 6785-6579)
610092 XLT 4 AGAR 610176 ROGOSA AGAR

610095 CZAPEK DOX AGAR 610177 ROGOSA BROTH

610096 REINFORCED CLOSTRIDIAL AGAR 610179 SABOURAUD CAF AGAR + ACTIDIONE
610097 STAPHYLOCOCCUS BROTH 610180 S.F. BROTH

610098 ALKALINE PEPTONE WATER 610181 S.I.M. MEDIUM

610101 MALT AGAR 610182 STUART TRANSPORT MEDIUM

610103 SABOURAUD AGAR 610183 TETRATHIONATE BROTH BASE

6101035 SABOURAUD AGAR 610185 TRYPTIC (CTA) MEDIUM

610104 SABOURAUD BROTH 610186 VOGEL JOHNSON AGAR

610107 UREA AGAR BASE (ISO 6785) 610188 BLOOD AGAR BASE N. 2

610108 MAC CONKEY SORBITOL AGAR 610191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610109 P.P.L.O. BROTH 6101915 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610110 MUELLER HINTON AGAR MODIFIED 610193 TRYPTOSE AGAR

610111 YERSINIA SELECTIVE AGAR BASE 610195 MAC CONKEY AGAR w/o CRYSTAL VIOLET
610112 CLED ANDRADE AGAR 610196 TRYPTIC BILE AGAR

610113 COLUMBIA CNA AGAR BASE 610197 TRYPTOFAN BROTH

610114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 610200 CAMPYLOBACTER KARMALI AGAR BASE
610115 CLOSTRIDIUM DIFFICILE AGAR BASE 610203 SABOURAUD CAF AGAR

610117 TRYPTONE YEAST AGAR 6102035 SABOURAUD CAF AGAR  5KG

610118 ANDRADE LACTOSE PEPTONE WATER 610205 DNase TEST AGAR

610123 CORN MEAL AGAR 610206 TRYPTONE WATER (ISO/DIS 3811)

610125 LEGIONELLA CYE AGAR BASE 610207 CLOSTRIDIUM PERFRIGENS AGAR BASE
610128 MAC CONKEY AGAR w/o BILE SALT 610210 BILE AESCULIN AGAR

610130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 610211 KLIGLER IRON AGAR MOD.

610131 CAMPYLOBACTER ENRICHMENT BROTH BASE 610214 MIDDLEBROOK 7H9 BROTH BASE

610132 MOTILITY TEST AGAR 610217 NUTRIENT BROTH N.2

610134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 610218 Mueller Hinton Il Broth

610135 BIGGY (NICKERSON) AGAR 610221 ANTIBIOTIC TEST MEDIUM

610136 BACILLUS CEREUS AGAR BASE (PEMBA) 610222 CLOSTRIDIUM BROTH w/o AGAR

610137 SCHAEDLER BROTH 6102225 CLOSTRIDIUM BROTH w/o AGAR

610140 E.M.B. AGAR w LACTOSE + SUCROSE 610223 MAC CONKEY AGAR w/o Salt

610143 LIVER BROTH 610227 PHENOL RED AGAR BASE

610144 MRS BROTH w/o GLUCOSE 610229 ANTIBIOTIC MEDIUM E

610145 SELENITE BROTH 610230 OXIDATIVE/FERMENTATIVE MEDIUM
6101455 SELENITE BROTH 610233 TRYPTOSE BROTH

610146 SABOURAUD MALTOSE AGAR 610235 MANNITOL MOTILITY TEST MEDIUM
610147 SLANETZ AND BARTLEY AGAR + TTC 610236 MOTILITY INDOLE UREA AGAR (M.L.U.)
6101475 SLANETZ AND BARTLEY AGAR + TTC 610241 TRYPTONE SOYA YEAST EXTRACT BROTH
610148 SPS AGAR 610245 LB AGAR

610151 BILE AESCULIN BROTH 610301 BISMUTH SULPHITE AGAR

610152 AMIES TRANSPORT MEDIUM + CHARC. 610303 Lysine Decarboxylase Broth

6101525 AMIES TRANSPORT MEDIUM + CHARC. 610304 OF BASAL MEDIUM

610153 AZIDE BLOOD AGAR BASE 610305 ORNITHINE DECARBOXYLASE BROTH
610155 AZIDE VIOLET BLOOD AGAR BASE 610306 ARGININE DECARBOXYLASE BROTH
610157 BIOTONE AGAR 610308 PHENOL RED AGAR BASE

610158 BIOTONE BROTH 610309 PSEUDOMONAS AGAR F

610159 CPLM SELECTIVE WITH CAF 610310 PSEUDOMONAS AGAR P

610160 DERMATOPHYTE (D.T.M.) AGAR 610311 UREA BROTH

610161 DEXTROSE BROTH 610315 ANTIBIOTIC AGAR N.11

610163 G.N. HAUNA BROTH 610319 PFIZER SELECTIVE ENTEROCOCCUS AGAR
610164 HERELLEA AGAR 610322 NITRATE BROTH

6101645 HERELLEA AGAR 610331 DIAGNOSTIC SENSITIVITY TEST AGAR (D.S.T.)
610165 KOSER CITRATE MEDIUM 610339 T.S.I. AGAR acc.EP

610168 LISTERIA PALCAM AGAR 610341 EMGON BROTH

610169 .U.T.M. MEDIUM 610343 MANNITOL SALT BROTH
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610363 Yeast Extract Sodium Lactate medium 611701 PEPTONE BACTERIOLOGICAL
610364 Tryptose Phosphate Broth 6117015 PEPTONE BACTERIOLOGICAL
6103645 Tryptose Phosphate Broth 611801 SUCROSE

610372 Cooked Meat Medium 6118015 SUCROSE

610492 POLYPEPTONE 611901 BILE SALT N.3

610495 BRAIN HEART INFUSION 6119015 BILE SALT N.3

6104955 BRAIN HEART INFUSION 612001 LIVER EXTRACT

610496 ACID HYDROLISATE OF CASEIN 6120015 LIVER EXTRACT

610497 BEEF EXTRACT 612101 PEPTONE MYCOLOGICAL
6104975 BEEF EXTRACT 6121015 PEPTONE MYCOLOGICAL
610498 LACTOSE 612201 PROTEOSE PEPTONE

6104985 LACTOSE 6122015 PROTEOSE PEPTONE

610506 CYSTINE HEART AGAR 612202 STREPTOCOCCUS SELECTIVE AGAR
610611 CHROMATIC™ SALMONELLA 612203 STREPTOCOCCUS BROTH
610612 CHROMATIC™ DETECTION 612501 SOY PEPTONE

6106125 CHROMATIC™ DETECTION 6125015 SOY PEPTONE

610613 CHROMATIC™ CANDIDA 620001 BILE AESCULIN AZIDE AGAR
610614 Chromatic™ E.coli 0157 620002 DEXTROSE AGAR

610615 CHROMATIC™ MRSA 620005 BLOOD AGAR BASE

610616 CHROMATIC™ STAPH AUREUS 620006 BORDET GENGOU AGAR BASE
610617 CHROMATIC™ STREP B 620007 BRAIN HEART INFUSION AGAR
610625 SABOURAUD CAF (50 mg/L) AGAR 620008 BRAIN HEART INFUSION BROTH
610627 MUELLER HINTON Il AGAR 620009 BRILLIANT GREEN AGAR
6106275 MUELLER HINTON Il AGAR 620012 CLED AGAR

610629 CHROMATIC™ ESBL 620013 COLUMBIA AGAR BASE

611000 SODIUM CHLORIDE 620014 DESOXYCHOLATE AGAR
611001 AGAR 620015 DESOXYCHOLATE CITRATE AGAR
6110015 AGAR 620016 DRIGALSKY LACTOSE AGAR
611002 GELATIN BACTERIOLOGICAL 620019 E.M.B. LEVINE AGAR

6110025 GELATIN BACTERIOLOGICAL 620021 HEKTOEN ENTERIC AGAR
611003 SODIUM SELENITE 620022 G.C. MEDIUM

6110035 SODIUM SELENITE 620023 KLIGLER IRON AGAR

611004 TRYPTONE 620024 M.R.S. AGAR (ISO/FDIS 15214)
6110045 TRYPTONE 620025 M.R.S. BROTH (ISO/FDIS 15214)
611005 YEAST EXTRACT 620026 LOWENSTEIN JENSEN MEDIUM
6110055 YEAST EXTRACT 620027 LYSINE IRON AGAR

611006 MALT EXTRACT 620028 MAC CONKEY AGAR

6110065 MALT EXTRACT 620029 MANNITOL SALT AGAR

611007 CAMPYLOBACTER AGAR BASE 620032 MR-VP BROTH

611008 TRYPTOSE 620033 MUELLER HINTON AGAR
6110085 TRYPTOSE 620034 MUELLER HINTON BROTH
611009 GLUCOSIO 620035 MULLER KAUFFMANN BROTH
611010 T.C.B.S. AGAR 620036 NUTRIENT AGAR

611015 SIERRA LIPOLYTIC AGAR 620037 NUTRIENT BROTH

611016 YEAST EXTRACT AGAR (ISO 6222) 620038 PEPTONE WATER

611021 HEART INFUSION BROTH 620039 PHENYLALANINE AGAR
6110215 HEART INFUSION BROTH 620041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
611022 MIDDLEBROOK 7H10 AGAR BASE 620042 SS AGAR (MODIFIED)

611203 SABOURAUD CAF (1g/l) AGAR 620043 SCHAEDLER AGAR BASE
611210 WURTZ LACTOSE AGAR 620044 PURPLE LACTOSE AGAR
611265 ISOSENSITEST AGAR 620046 SIMMONS CITRATE AGAR
611366 STAPHYLOCOCCUS 110 AGAR 620047 MONSUR AGAR

611367 BILE BACTERIOLOGICAL 620048 AEROMONAS AGAR BASE
611401 IRON SULPHITE AGAR 620049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
611402 CARY BLAIR TRANSPORT MEDIUM 620050 Fluid Thioglycollate Medium
611502 CASEIN PEPTONE 620051 TODD HEWITT BROTH

611601 GLUCOSE 620052 TRYPTIC SOY AGAR

6116015 GLUCOSE 620053 TRYPTIC SOY BROTH

611618 CHROMATIC™ MH 620055 T.S.. AGAR USP

611619 CHROMATIC™ CRE AGAR BASE 620056 CLOSTRIDIUM BROTH
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620057 MAC CONKEY AGAR No.2 620170 MAC CONKEY MMG AGAR

620060 X.L.D. AGAR (ISO 6579) 620172 MALONATE BROTH

620061 TRICHOMONAS BROTH 620174 PHENOL RED BROTH BASE

620065 GSB AGAR BASE (ISLAM) 620175 RAPPAPORT VASSILIADIS BROTH
620070 YEAST GLUCOSE CHLORAMPHENICOL AGAR 620176 ROGOSA AGAR

620071 PSEUDOMONAS AGAR BASE 620177 ROGOSA BROTH

620072 CZAPEK DOX BROTH 620179 SABOURAUD CAF AGAR + ACTIDIONE
620074 TRYPTONE SULFITE NEOMYCIN AGAR 620180 S.F. BROTH

620075 PHENYLALANINE MALONATE BROTH 620181 S.I.M. MEDIUM

620079 BRUCELLA AGAR BASE 620182 STUART TRANSPORT MEDIUM
620092 XLT 4 AGAR 620183 TETRATHIONATE BROTH BASE
620095 CZAPEK DOX AGAR 620185 TRYPTIC (CTA) MEDIUM

620096 REINFORCED CLOSTRIDIAL AGAR 620186 VOGEL JOHNSON AGAR

620097 STAPHYLOCOCCUS BROTH 620188 BLOOD AGAR BASE N. 2

620098 ALKALINE PEPTONE WATER 620191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
620101 MALT AGAR 620193 TRYPTOSE AGAR

620103 SABOURAUD AGAR 620195 MAC CONKEY AGSAR w/o CRYSTAL VIOLET
620104 SABOURAUD BROTH 620196 TRYPTIC BILE AGAR

620107 UREA AGAR BASE (ISO 6785) 620197 TRYPTOFAN BROTH

620108 MAC CONKEY SORBITOL AGAR 620200 CAMPYLOBACTER KARMALI AGAR BASE
620109 P.P.L.O. BROTH 620203 SABOURAUD CAF AGAR

620110 MUELLER HINTON AGAR MODIFIED 620205 DNase TEST AGAR

620111 YERSINIA SELECTIVE AGAR BASE 620206 TRYPTONE WATER (ISO/DIS 3811)
620112 CLED ANDRADE AGAR 620207 CLOSTRIDIUM PERFRIGENS AGAR BASE
620113 COLUMBIA CNA AGAR BASE 620210 BILE AESCULIN AGAR

620114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 620211 KLIGLER IRON AGAR MOD.

620115 CLOSTRIDIUM DIFFICILE AGAR BASE 620214 MIDDLEBROOK 7H9 BROTH BASE
620117 TRYPTONE YEAST AGAR 620217 NUTRIENT BROTH N.2

620118 ANDRADE LACTOSE PEPTONE WATER 620218 Mueller Hinton Il Broth

620122 MIDDLEBROOK 7H10 AGAR BASE 620227 PHENOL RED AGAR BASE

620123 CORN MEAL AGAR 620229 ANTIBIOTIC MEDIUM E

620125 LEGIONELLA CYE AGAR BASE 620233 TRYPTOSE BROTH

620130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 620235 MANNITOL MOTILITY TEST MEDIUM
620131 CAMPYLOBACTER ENRICHMENT BROTH BASE 620241 TRYPTONE SOYA YEAST EXTRACT BROTH
620132 MOTILITY TEST AGAR 620303 Lysine Decarboxylase Broth

620134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 620309 PSEUDOMONAS AGAR F

620135 BIGGY (NICKERSON) AGAR 620311 UREA BROTH

620136 BACILLUS CEREUS AGAR BASE (PEMBA) 620495 BRAIN HEART INFUSION

620137 SCHAEDLER BROTH 620496 ACID HYDROLISATE OF CASEIN
620140 E.M.B. AGAR w LACTOSE + SUCROSE 620497 BEEF EXTRACT

620143 LIVER BROTH 620498 LACTOSE

620144 MRS BROTH w/o GLUCOSE 620611 CHROMATIC™ SALMONELLA

620145 SELENITE BROTH 620612 CHROMATIC™ DETECTION

620146 SABOURAUD MALTOSE AGAR 620613 CHROMATIC™ CANDIDA

620147 SLANETZ AND BARTLEY AGAR + TTC 620614 Chromatic™ E.coli 0157

620148 SPS AGAR 620615 CHROMATIC™ MRSA

620151 BILE AESCULIN BROTH 620616 CHROMATIC™ STAPH AUREUS
620152 AMIES TRANSPORT MEDIUM + CHARC. 620617 CHROMATIC™ STREP B

620153 AZIDE BLOOD AGAR BASE 620627 MUELLER HINTON Il AGAR

620155 AZIDE VIOLET BLOOD AGAR BASE 620629 CHROMATIC™ ESBL

620157 BIOTONE AGAR 621000 SODIUM CHLORIDE

620158 BIOTONE BROTH 621001 AGAR

620159 CPLM SELECTIVE WITHCAF 621003 SODIUM SELENITE

620160 DERMATOPHYTE (D.T.M.) AGAR 621004 TRYPTONE

620161 DEXTROSE BROTH 621005 YEAST EXTRACT

620163 G.N. HAUNA BROTH 621006 MALT EXTRACT

620164 HERELLEA AGAR 621007 CAMPYLOBACTER AGAR BASE
620165 KOSER CITRATE BROTH 621010 TCBS AGAR

620168 LISTERIA PALCAM AGAR 621015 SIERRA LIPOLYTIC AGAR

620169 I.U.T.M. MEDIUM 621016 YEAST EXTRACT AGAR (ISO 6222)
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621021 HEART INFUSION BROTH 79822 INTEGRAL SYSTEM YEASTS Plus 4 Tests
621022 MIDDLEBROOK 7H10 AGAR BASE 80009 IODINE MKTT SOLUTION 10 x 10 ml

621210 WURTZ LACTOSE AGAR 80010 XLT 4 supplement 2 x50 ml

621265 ISOSENSITEST AGAR 80021 GLYCEROL supplement 4 x 50 ml

621367 BILE BACTERIOLOGICAL 80022 POTASSIUM TELLURITE 1% suppl. 5 x 10 ml
621401 IRON SULPHITE AGAR 80031 TWEEN 80 supplement 2 x 50 ml

621402 CARY BLAIR TRANSPORT MEDIUM 80040 CHROMATIC™ SALMONELLA Supplement 2x50 ml
621601 GLUCOSE 80047 MULLER KAUFFMANN 3X50 ml (lodio/B.G.0.1%)
621618 CHROMATIC™ MH 80053 VITAMIN K 1% supplement 5 x 5 ml

621619 CHROMATIC™ CRE AGAR BASE 80056 LEGIONELLA growth supplement 10 vials
621701 PEPTONE BACTERIOLOGICAL 80057 H202 REAGENT 1 x 10 ml

622202 STREPTOCOCCUS SELECTIVE AGAR 80060 DECONTAM-KIT

630026 LOWENSTEIN JENSEN MEDIUM w GLYCEROL 1 litre 80110 UREA 40% 6X100 ml

71618 ENTEROSYSTEM 18R 20 Tests 80219 EGG YOLK emulsion 4 x50 ml

71630 STAF SYSTEM 18 R 20 Tests 80252 ENTEROSYSTEM 18R REAGENT 100/200 Tests
71670 COPRO SYSTEM 40 Tests 80253 COPRO SYSTEM REAGENTS (antisera)
71675 COPRO SYSTEM Plus 20 Tests 80257 LISTERIA SYSTEM 18R -REAG 100/200 Tests
71678 PATHOGENIC SYSTEM DOUBLE 40 Tests 80258 AF GENITAL SYSTEM REAGENT

71679 PATHOGENIC SYSTEM 20 Tests 80260 IDENTIF. SYSTEM-REAGENT 100/200 Tests
71681 PATHOGENIC SYSTEM AST 80271 KOVAC'S REAGENT 4x25 ml

71714 INTEGRAL SYSTEM ENTEROBATTERI 20 Tests 80272 FERRIC CHLORIDE 10% 2x 25 ml

71718 INTEGRAL SYSTEM STAFILOCOCCH]I 20 Tests 80273 NINHYDRIN 7% 10 ml

71720 INTEGRAL SYSTEM STREPTOCOCCHI 20 Tests 80275 MIF COLOR KIT 50 Tests

71724 INTEGRAL SYSTEM GARDNERELLA 20 TESTS 80276 ZIEHL-NEELSEN 3 x 250 ml

71822 INTEGRAL SYSTEM YEASTS Plus 20 Tests 80277 METHYLENE BLUE Solution 250 ml

72560 STREPTO SYSTEM 12 R 40 Tests 80279 VASELINE OIL 4 x 50 ml

72592 MYCOPLASMA SYSTEM Plus 20 Tests 80280 V.P. TEST-Reagent 10x10ml

74156 A.F. GENITAL SYSTEM 20 Tests 80281 V.P. TEST EP 10 x 10 mL

74160 URIN SYSTEM Plus 20 Tests 80282 Kit May-Griinwald Giemsa

74161 URIN SYSTEM Chrom 20 Tests 80290 SAFRANIN SOLUTION 1000 ml

76010 Sensi Test gram-negative 20 Tests 80291 POTASSIUM TELLURITE 3.5% suppl.5x10 ml
76020 Sensi Test gram-positive 20 Tests 80292 UREA 40 % supplement 10 x5 ml

76031 SensiQuattro Gram-negative 20 Tests 80293 GRAM COLOR KIT 4 x250 ml

76032 SensiQuattro Gram-positive 20 Tests 80294 KIT COLOR ALBERT 2 x 250 ml

76033 SensiQuattro Candida EU 20 Tests 80295 DECOLOURIZING SOLUTION 1000 ml
78618 ENTERO PLURI TEST 10 Tests 80296 LUGOL PVP SOLUTION 1000 ML

78619 ENTERO PLURI TEST 25 Tests 80297 SAFRANIN SOLUTION 500 ml

78620 OXI/FERM PLURI TEST 10 Tests 80298 LUGOL PVP SOLUTION 250 ml

78621 OXI/FERM PLURITEST 25 Tests 80299 CRYSTAL VIOLET SOLUTION 1000 ml
79010 Sensi Test gram-negative 4 Tests 80300 TTC 1% supplement 5x 10 ml

79020 Sensi Test gram-positive 4 Tests 80350 ANTIBIOTIC TEST

79031 SensiQuattro Gram-negative 4 Tests 80351 RAPID ANTIBIOTIC TEST 50 Tests

79032 SensiQuattro Gram-positive 4 Tests 80380 KINYOUN COLOR KIT 2 x250 ml

79033 SensiQuattro Candida EU 4 Tests 80390 FIXUR 1

79156 A.F. GENITAL SYSTEM 4 Tests 80409 IODINE SOLUTION 10 x 10 ml

79160 URIN SYSTEM Plus 4 Tests 80410 XLT 4 SUPPLEMENT 4 x 50 ml

79161 URIN SYSTEM Chrom 4 Tests 80422 POTASSIUM TELLURITE 1% Supplement 10 x 10 ml
79560 STREPTO SYSTEM 12 R 8 Tests 80430 TTC 1% supplement 10 x 10 ml

79592 MYCOPLASMA SYSTEM Plus 4 Tests 80431 TWEEN 80 Supplement 4 x 50 ml

79618 ENTEROSYSTEM 18R 4 Tests 80453 VITAMIN K 1% SUPPLEMENT 10 x 5 ml
79630 STAF SYSTEM 18 R4 Tests 80491 POTASSIUM TELLURITE 3,5% Supplement 10 x 10
79670 COPRO SYSTEM 8 Tests 81001 AMPICILLIN supplement 10 vials

79675 COPRO SYSTEM Plus 4 Tests 81002 LEGIONELLA (BMPA) supplement 10 vials
79678 PATHOGENIC SYSTEM DOUBLE 8 Tests 81003 BRUCELLA supplement 10 vials

79679 PATHOGENIC SYSTEM 4 Tests 81004 CAMPYLOBACTER Preston supplem 10 vials
79681 PATHOGENIC SYSTEM AST 81006 CN (Pseudomonas) supplement 10 vials
79714 INTEGRAL SYSTEM ENTEROBATTERI 4 Tests 81007 CLOSTRIDIUM difficile suppleme 10 vials
79718 INTEGRAL SYSTEM STAFILOCOCCHI 4 Tests 81008 LEGIONELLA (GVPC) supplement 10 vials
79720 INTEGRAL SYSTEM STREPTOCOCCHI 4 Tests 81009 IODINE solution 5x10ml

79724 INTEGRAL SYSTEM GARDNERELLA 4 Tests 81011 CLOSTRIDIUM perfrigens (T.S.C.) sup.10 v.
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81012 LCAT supplement 10 vials 88008 AESCULIN BILE TEST 30 Tests

81013 BORDETELLA supplement 10 vials 88009 NITRATI TEST 30 Tests 30 Tests

81014 HAEMOPHILUS supplement 10 vials 88010 LISTERIA MONO TEST 20 Tests

81015 CAMPYLOBACTER Butzler supplement 10 vials 88011 UREA RAPID TEST 30 Tests

81016 BACILLUS Cereus Supplement 10 Vials 88013 H2S RAPID TEST 30 Tests

81017 CHLORAMPHENICOL supplement 10 vials 88014 LYSINE DECARBOXYLASE TEST 30 Tests
81019 LEGIONELLA (MWY) supplement 10 vials 88015 ORNITHINE DECARBOXYLASE TEST 30 Tests
81020 MMG Supplement 10 vials 88016 ARGININE DECARBOXYLASE TEST 30 Tests
81022 V.C.N. supplement 10 vials 88017 INDOLE TEST 30 Tests

81023 VITALEX growth supplement 10 vials 88020 S F RAPID TEST 30 Tests

81024 V.C.N.T. supplement 10 vials 88021 CAMP TEST-S 30 Tests

81025 DERMATOPHYTE supplement 10 vials 88023 CATALASI/OXY TEST 30 Tests

81026 LISTERIA PALCAM supplement 10 vials 88024 UREA /INDOLO TEST 30 Tests

81032 ONPG 1.5% Supplement 10 vials 88027 CAMP TEST-R 30 Tests

81033 GENTAMYCIN supplement 10 vials 88028 PEPTIDASE A TEST 30 Tests

81035 MIDDLEBROOK 7H 10 supplement 4 x 50 ml 88029 OXIDASE TEST STICKS 50 Tests

81036 CAMPYLOBACTER KARMALI Supplement 10 vials 88030 COAGULASE TEST 40 Tests

81037 CAMPYLOBACTER CCDA supplement 10 vials 88031 GRAM TEST STICK 30 Tests

81038 CAMPYLOBACTER C.T.V.N. Supplement 10 vials 88032 INDOLO TEST STICK 30 Tests

81039 YERSINIA supplement 10 vials 88033 BETA LACTAMASE STICKS 30 Tests

81040 GARDNERELLA vaginalis Supplement 10vials 88034 PEPTIDASE A STICKS 30 Tests

81041 V.C.A.T. supplement 10 vials 88035 VP TEST KIT

81042 LISTERIA FRASER supplement (1125mg)10 vials 88040 C 390 50 Discs

81048 CNA (Staf/Strep) supplemet 10 vials 88041 Brilliant Green 100 ug

81050 CAMPYLOBACTER growth supplement 10 vials 88042 CITRATE TEST

81051 CAMPYLOBACTER Blaser Wang supp 10 vials 88043 0129 Disc 150 pg

81054 SCHAEDLER supplement 10 vials 88044 0129 Disc 10 ug

81055 CAMPYLOBACTER Skirrow supple 10 vials 88105 O.N.P.G. TEST

81056 LEGIONELLA (BCYE) growth suppl.10 vials 88201 GALACTOSE TEST 30 Tests

81062 VANCOMYCIN Supplement for VRE 10 vials 88202 GLUCOSE TEST 30 Tests

81077 CAMPYLOBACTER C.T.V.A. Supplement 10 vials 88203 LACTOSE TEST 30 Tests

81078 CHROMATIC™ MRSA Supplement 88204 MALTOSE TEST 30 Tests

81079 UREA-ARGININE SCREEN 88205 RAFFINOSE TEST 30 Tests

81082 CEFIXIME TELLURITE Supplement 88206 SUCROSE TEST 30 Tests

81083 MEROPENEM Supplement 88207 ARABITOL TEST 30 Tests

81084 NEOMYCIN Solution 88208 ADONITOL TEST 30 Tests

81085 CHROMATIC™ STAPH AUREUS Supplement 88209 ARABINOSE TEST 30 Tests

81086 VCC MOD SELECTIVE Supplement 88210 DULCITOL TEST 30 Tests

81088 CHROMATIC™ CRE Supplement 88211 INOSITOL TEST 30 Tests

81089 Chromatic™ ESBL Supplement 88212 INULIN TEST 30 Tests

81090 CHROMATIC™ ESBL+AmpC Supplement 88213 LEVULOSE TEST 30 Tests

81091 Legionella BCYE Growth Supplement w/o L-Cysteine 88214 MANNITOL TEST 30 Tests

83810 HORSE SERUM 1x100 ml 88215 MANNOSE TEST 30 Tests

85501 COPRO KIT (SELENITE BROTH) 88216 RHAMNOSE TEST 30 Tests

85502 COPROKIT 2 (SALMONELLA BROTH) 88217 SALICIN TEST 30 Tests

87001 KOVAC'S Reagent 88218 SORBITOL TEST 30 Tests

87002 VP (NaOH) Reagent 88219 TREHALOSE TEST 30 Tests

87003 CATALASE Reagent 88220 XYLOSE TEST 30 Tests

87004 PHENYLALANINE Reagent 89021 CultiControl™ Aspergillus brasiliensis ATCC® 16404™
87005 OXIDASE Reagent 89022 CultiControl™ Bacillus Cereus ATCC® 11778™
87006 Vaseline Ol 89023 CultiControl™ Bacillus subtilis ATCC® 6633™
87007 VP (KOH) Reagent 89024 CultiControl™ Candida albicans ATCC® 10231™
87008 Lactophenol Cotton Blue Droppers 89025 CultiControl™ Enterococcus faecalis ATCC® 19433™
87101 GRAM COLOR KIT 89026 CultiControl™ Enterococcus faecalis ATCC® 29212™
88001 BETA LACTAMASE TEST 30 Tests 89027 CultiControl™ Escherichia coli ATCC® 25922™
88003 OXIDASE TEST SWABS 30 Tests 89028 CultiControl™ Escherichia coli ATCC® 8739™
88004 OXIDASE TEST DISCS 30 Discs 89029 CultiControl™ Listeria innocua ATCC® 33090™
88005 O.N.P.G. TEST 30 Tests 89030 CultiControl™ Listeria ivanovii ATCC® 19119™
88006 E.COLI TEST 30 Tests 89031 CultiControl™ Listeria monocytogenes ATCC® 19111™
88007 HIPPURATE TEST 30 Tests 89032 CultiControl™ Proteus mirabilis ATCC® 25933™
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CultiControl™ Pseudomonas aeruginosa ATCC® CultiControl™ Kilebsiella pneumoniae ATCC ® BAA-
89033 27853™ 89088 1705™
; ™ f ™ CultiControl™ Klebsiella pneumoniae subsp. pneumoniae
89034 CultiControl™ Pseudomonas aeruginosa ATCC® 9027 89089 ATCC ® 13883™
1 ™ i ™
89035 CultiControl™ Rhodococous equi ATCC® 6939 89090 CultiControl™ Clostridium difficile ATCC ® 9689™
89036 CultiControl™ Saccharomyces cerevisiae ATCC® 9763™ CultiControl™ Aggregatibacter aphrophilus ATCC ®
89037 CultiControl™ Salmonella typhimurium ATCC® 14028™ 89091 7901™
- v an - ™ CultiControl™ Staphylococcus aureus subsp. aureus
89038 CultiControl™ Shigella flexneri ATCC® 12022 89092 ATCC® 700698™
89039 CultiControl™ Staphylococcus aureus NCTC 12493 CultiControl™ Staphylococcus aureus subsp. aureus
. 89093 ATCC ® 700699™
89040 CultiControl™ Staphylococcus aureus ATCC® 25923™ CultiControl™ Plesiomonas shigelloides ATCC ®
89041 CultiControl™ Staphylococcus aureus ATCC® 29213™ 89094 14029™
89042 CultiControl™ Staphylococcus aureus ATCC® 33862™ 89095 CultiControl™ Clostridium sporogenes ATCC ® 19404™
89043 CultiControl™ Staphylococcus aureus ATCC® 43300™ 89096 CultiControl™ Micrococcus luteus ATCC ® 10240™
89044 CultiControl™ Staphylococcus aureus ATCC® 6538™ 89097 CultiControl™ Candida tropicalis ATCC ® 750™
CultiControl™ Staphylococcus epidermidis ATCC® . ™ ; ; ™
89045 12008 89098 CultiControl™ Candida krusei ATCC ® 14243
i ™ i I ™
89046 CultiControl™ Streptococcus agalactiae ATCC® 13813™ 89099 CultiControl™ Gardnerella vaginalis ATCC ® 14018
CultiControl™ Streptococcus pneumoniae ATCC® 89100 CultiControl™ Lactobacillus fermentum ATCC ® 9338™
89047 49619™ 89101 CultiControl™ Listeria grayi ATCC ® 25401™
89048 CultiControl™ Streptococcus pyogenes ATCC® 19615™ 89102 CultiControl™ Micrococcus luteus ATCC ® 4698™
89049 CultiControl™ Proteus mirabilis ATCC® 12453™ CultiControl™ Moraxella (Branhamella) catarrhalis ATCC
™
89050 CultiControl™ Yersinia enterocolitica ATCC® 9610™ 89103 ® 25238
i ™ i il ™
89051 CultiControl™ Listeria monocytogenes ATCC® 19115™ 89104 CultiControl™ Neisseria gonorrhoeae ATCC ® 49226
CultiControl™ Legionella pneumophila subsp. 89105 CultiControl™ Proteus mirabilis ATCC ® 35659™
89052 pneumophila ATCC® 33152 89106 CultiControl™ Proteus mirabilis ATCC ® 43071™
89053 Cult?COﬂtrOl:x Clostridium perfri.ngens ATCC® ‘!3124”" 89107 CultiControl™ Proteus vulgaris ATCC ® 6380™
CultiControl i SaI_moneIIa enterica subsp. enterica CultiControl™ Pseudomonas aeruginosa ATCC ®
89054 serovar Typhimurium ATCC® 13311™ 89108 10145™
CultiControl™ Lactobacillus paracasei subsp. paracasei CultiControl™ Pseudomonas aeruginosa ATCC ®
89055 ATCC ® BAA-52™ 89109 15442™
89056 CultiControl™ Vibrio parahaemolyticus ATCC ® 17802™ CultiControl™ Pseudomonas fluorescens ATCC ®
™
89057 CultiControl™ Aspergillus fumigatus ATCC ® 204305™ 89110 L.
89058 CultiControl™ Shigella sonnei ATCC ® 25931 ™ 89111 CultiControl™ Bacteroides ovatus ATCC ® 8483™
89059 CultiControl™ Clostridium sordelli ATCC ® 9714™ 89112 CultiControl™ Clostridium histolyticum ATCC ® 19401™
. cbari 89113 CultiControl™ Bacteroides fragilis ATCC ® 23745™
™ ™
89060 CultiControl™ Listeria monocytogenes ATCC ® 7644 CultiControl™ Actinomyces odontolyficus ATCC ®
89061 CultiControl™ Streptococcus bovis ATCC ® 33317™ 89114 17929™
89062 CultiControl™ Streptococcus mutans ATCC ® 25175™ 89115 CultiControl™ Enterococcus faecalis ATCC ® 33186™
CultiControl™ Streptococcus pneumoniae ATCC ® CultiControl™ Staphylococcus aureus subsp. aureus
89063 27336™ 89116 ATCC ®33591™
89064 CultiControl™ Streptococcus sanguinis ATCC ® 10556™ 89117 CultiControl™ Enterococcus faecium ATCC ® 51559™
CultiControl™ Enterobacter cloacae subsp. cloacae CultiControl™ Fusobacterium nucleatum ATCC ®
89065 ATCC ® BAA-1143™ 89118 25586™
89066 CultiControl™ Enterococcus faecalis ATCC ® 49532™ 89119 CultiControl™ Aeromonas hydrophila ATCC ® 7966™
89067 CultiControl™ Enterococcus faecalis ATCC ® 49533™ 89120 CultiControl™ Haemophilus influenzae ATCC ® 10211™
89068 CultiControl™ Escherichia coli NCTC 11954™ 89121 CultiControl™ Serratia marcescens ATCC ® 8100™
1 ™ i i -
CultiControl™ Kiebsiella pneumoniae ATCC ® BAA 89122 CultiControl™ Neisseria gonorrhoeae ATCC ® 49981™
89069 2146™
CultiControl™ Klebsiella pneumoniae subsp. pneumoniae 89123 g;gé%gatrolTM Haemophilus haemolyticus ATCC ®
89070 ATCC ® 700603™
89071 CultiControl™ Candida parapsilosis ATCC ® 22019™ 89124 CultiControl™ Haemophilus influenzae ATCC ® 33533™
: ' . 89125 CultiControl™ Providencia stuartii ATCC ® 33672™
™ ™
89072 CultiControl™ Candida albicans ATCC ® 90028 CultiControl™ Staphylococcus hasmolyticus ATCC ®
89073 CultiControl™ |ssatchenkia orientalis ATCC ® 6258™ 89126 29970™
89074 CultiControl™ Neisseria gonorrhoeae ATCC ® 19424™ 89127 g;gggatrolw Streptococcus anginosus ATCC ®
89075 CultiControl™ Neisseria gonorrhoeae ATCC ® 31426™ CultiControl™ Streptococcus dysgalactiae
89076 CultiControl™ Haemophilus influenzae ATCC® 49766™ 89128 subsp.equisimilis ATCC ® 12388™
89077 CultiControl™ Haemophilus influenzae ATCC® 49247™ 89129 CultiControl™ Streptococcus mitis ATCC ® 6249™
89078 CultiControl™ Bacteroides fragilis ATCC® 25285™ 89130 CultiControl™ Streptococcus pyogenes ATCC ® 49399™
CU”iCCT’S“'O'TM Bacteroides thetaiotaomicron ATCC® 89131 CultiControl™ Streptococcus salivarius ATCC® 13419™
89079 29741 CultiControl™ Salmonella enterica subsp. enterica
89080 CultiControl™ Lactobacillus acidophilus ATCC ® 4356™ 89132 serovar Abony NCTC 6017
89081 CultiControl™ Lactobacillus leichmannii ATCC ® 4797™ 89133 CultiControl™ Staphylococcus xylosus ATCC ® 29971™
89082 CultiControl™ Lactococcus lactis ATCC ® 19435™ 89135 CultiControl™ Propionibacterium acnes ATCC® 11827™
89083 CultiControl™ Proteus mirabilis ATCC ® 29906™ 89136 CultiControl™ Haemophilus influenzae NCTC 8468
CultiControl™ Salmonella enterica subsp. enterica CultiControl™ Staphylococcus aureus subsp. aureus
89084 serovar Enteritidis ATCC ® 13076™ 89137 ATCC ® 19095™
89085 CultiControl™ Listeria monocytogenes ATCC ® 13932™ 89138 CultiControl™ Cronobacter sakazakii ATCC ® 29544™
Iti ™ B Il hi ica AT
89086 CultiControl™ Campylobacter jejuni ATCC ® 33291™ 89139 QuliContro™  Bordetella bronchiseptica ATCC ®
CultiControl™ Klebsiella pneumoniae ATCC ® BAA- CuliControl™ Trichophyton mentagrophytes ATCC ®
89087 1706™ 89140 9533™

O©Liofilchem® s.r.l. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

Pag. 14 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

89141 g):;tlT(biontroITM Acinetobacter baumannii ATCC ® BAA- 9018/1 CEFOXITIN FOX 30 ug 50 Discs

89144 CultiControl™ Vibrio alginolyticus ATCC ® 17749™ 9019 CEFTAZIDIME CAZ30ug 250 Discs
CultiControl™ Campylobacter jejuni subsp. jejuni ATCC ® 90191 CEFTAZIDIME CAZ 30 pg 50 Discs

89145 33560™ 9020 CEFTRIAXONE CRO 30 ug 250 Discs

89146 CultiControl™ Citrobacter freundii ATCC ® 43864™ 9020/1 CEFTRIAXONE CRO 30 pg 50 Discs

89147 CultiControl™ Burkholderia cepacia ATCC ® 25416™ 9021 CEFUROXIME CXM 30 g 250 Discs

89148 CultiControl™ Listeria monocytogenes ATCC ® 35152™ 9021/1 CEFUROXIME CXM 30 ug 50 Discs
CultiControl™ Stenotrophomonas maltophilia ATCC® -

89149 13637™ 9022 CHLORAMPHENICOL C 30 ug 250 Discs
CultiControl™ Legionella pneumophila subsp. fraseri 9022/1 CHLORAMPHENICOL C 30 ug 50 Discs

8: 5; gTﬁ(C; ® 33]1:6: P — 9023 COLISTIN SULFATE CS 10 g 250 Discs

Ss152___ouiContolEnorooce o ATOOBS0STR | o231 | oL SULFATE G5 1050 s

89154 ® 13314™ 9024 ERYTHROMYCIN E 15 ug 250 Discs

89156 CultiControl™ Enterobacter aerogenes ATCC ® 13048™ 9024/1 ERYTHROMYCIN E 15 yg 50 Discs

89160 CultiControl™ Haemophilus influenzae ATCC ® 19418™ 9025 FOSFOMYCIN FOS 50 ug 250 Discs

89163 CultiControl™ Escherichia coli ATCC ® 35218™ 9025/1 FOSFOMYCIN FOS 50 pyg 50 Discs

89164 CultiControl™ Neisseria meningitidis ATCC ® 13090™ 9026 GENTAMICIN CN 10 yg 250 Discs

89165 g;gg(;gatrolm Peptostreptococcus anaerobius ATCC ® 9026/1 GENTAMICIN CN 10 yg 50 Discs
CultiControl™ Staphylococcus aureus subsp. aureus 9027 KANAMYCIN K 30 ug 250 Discs

89170 ATCC ® BAA-44T" 9027/1 KANAMYCIN K30 ujg 50 Discs

89171 CultiControl™ Enterococcus faecium ATCC ® 19434™ 9028 LINCOMYCIN MY 2 ug 250 Discs
CultiControl™ Enterococcus faecium ATCC ® BAA- -

89172 2319T™ 9028/1 LINCOMYCIN MY 2 ug 50 Discs

89173 CultiControl™ Enterococcus faecalis ATCC ® 51299™ 9029 METHICILLINMET S ug 250 Discs

89174 CultiControl™ Acinetobacter baumannii ATCC ® 19606™ 90291 METHICILLIN MET 5 g 50 Discs
CultiControl™ Streptococcus pneumoniae ATCC ® 9030 MINOCYCLINE MN 30 ug 250 Discs

89175 700§71TM — 9030/1 MINOCYCLINE MN 30 ug 50 Discs

89176 CuIt!ControITM Haen?ophlluls influenzae ATCC ® 33391™ 9031 AMPICILLIN-SULBAGTAM AMS 20 ug 250 Discs

89177 CuIt!ControITM Cand?da albﬁcans ATCC ® 18804™ 9031/1 AMPICILLIN-SULBAGTAM AMS 20ug 50 DISCS

89178 CultiControl™ Candida albicans ATCC ® 64124™ 9032 NEOMYGIN N30 g 250 Discs

9001 NALIDIXIC ACID NA 30 pg 250 Discs 9032/1 NEOMYCIN N30 pg 50 Discs

9001/1 NALIDIXIC ACID NA 30 pg 50 Discs 9033 NETILMICIN NET 30 pg___ 250 Disce

9002 Oxolinic acid OA2 g 250 Discs 903311 NETILMICIN NET 30 ug 50 Discs

900271 Oxolinic acid OA2 pg 50 Discs 9034 NITROFURANTOIN F 300 pg 250 Discs

9003 PIPEMIDIC ACID P120 yg 250 Dises 9034/1 NITROFURANTOIN F 300 pg 50 Discs

9003/1 PIPEMIDIC ACID P120 pg 50 Discs 9035 NORFLOXACIN NOR 10yg 250 Discs

9004 AMIKACINAK 30pg 250 Discs 9035/1 NORFLOXAGIN NOR 10 ug 50 Discs

9004/1 AMIKACIN AK 30 ug 50 Discs‘ 9036 OXAGILLIN OX_ 14g 250 Discs

9005 AMOXICILLIN AML 30 yg 250 Discs 9036/1 OXAGILLINOX 1 pg 50 Disce

9005/1 AMOXICILLIN AML 30 ug 50 Discs 9037 PENICILLING P 101U 250 Discs

9006 AMPICILLINAMP 10 ng 250 Discs 9037/1 PENICILLIN G P 10 IU__ 50 Discs

90061 AMPICILLINAMP 10ug 50 Discs 9038 PIPERACILLIN PRL 100 pg 250 Discs

9007 AZLOCILLINAZL75 g 250 Discs 9038/1 PIPERACILLIN PRL 100 pg 50 Discs

9007/1 AZLOCILLIN AZL 75 ug 50 Discs 9039 RIFAMPICIN RD 30 ug 250 Discs

9008 AZTREONAM ATM 30 ug 250 Discs 9039/1 RIFAMPICIN RD 30 ug 50 Discs

900871 AZTREONAMATM 30 ug 80 Discs 9040 STREPTOMYGIN S 10ug 250 Discs

9009 CARBENICILLIN CAR 100 pg 250 Discs 9040/1 STREPTOMYCINS 10 yg_ 50 Discs

9009/1 CARBENICILLIN CAR 100 pg 50 Discs 9041 SULFAFURAZOLE SF 300 pg 250 Discs

9010 CEFACLORCEC 309 250 Discs 9041/1 SULFAFURAZOLE SF 300 ug 50 Discs

9010/1 CEFACLOR CEC 30 ug 50 Discs TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug

9011 CEPHALEXIN CL 30 pg 250 Discs 9042 250 Discs

- TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug 50

9011/1 CEPHALEXIN CL 30 ug 50 Discs 9042/1 Discs

9013 CEPHALOTHINKF30pg 250 Discs 9043 TETRACYCLINE TE 30 ug 250 Discs

9013/1 CEPHALOTHINKF 30 g 50 Discs 9043/1 TETRACYCLINE TE 30 ug 50 Discs

9014 CEFAMANDOLE MA 30 ug 250 Discs 9044 TOBRAMYCIN TOB 10 ug 250 Discs

9014/1 CEFAMANDOLE MA 30 bg 50 Discs 9044/1 TOBRAMYCIN TOB 10 yg 50 Discs

9015 CEFAZOLINKZ30pg 250 Discs 9045 VANCOMYCIN VA 30 ug 250 Discs

9015/1 CEFAZOLINKZ30ug 50 Discs 9045/1 VANCOMYCIN VA 30 ug 50 Discs

9016 CEFOPERAZONE CFP 30 pg 250 Discs 9046 SISOMYCIN SIS 30ug 250 Discs

9016/1 CEFOPERAZONE CFP 30 pg 50 Discs 9046/1 SISOMYCIN SIS 30 ug 50 Discs

9017 CEFOTAXIME CTX 30 g 250 Discs 9047 CLINDAMYCIN CD 2 pg 250 Discs

901711 CEFOTAXIME CTX 30 ug 50 Discs 9047/1 CLINDAMYCINCD 2 ug 50 Discs

9018 CEFOXITIN FOX 30 ug 250 Discs
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AMOXICILLIN-CLAVULANIC ACID AUG 30 pg 250
9048 Discs
9048/1 AMOXICILLIN-CLAVULANIC ACID AUG 30 pg 50 Discs
9049 FUSIDIC ACID FC 10 ug 250 Discs
9049/ FUSIDIC ACID FC 10 ug 50 Discs
9050 TEICOPLANIN TEC 30 ug 250 Discs
9050/1 TEICOPLANIN TEC 30 pg 50 Discs
9051 BACITRACIN BA 10 IU 250 Discs
9051/1 BACITRACIN BA 10 IU 50 Discs
9052 CEFADROXIL CDX 30 pg 250 Discs
9052/1 CEFADROXIL CDX 30 ug 50 Discs
9053 CEFSULODIN CSD 30 ug 250 Discs
9053/1 CEFSULODIN CSD 30 pg 50 Discs
9054 CEFTIZOXIME CZX 30 yg 250 Discs
9054/1 CEFTIZOXIME CZX 30 ug 50 Discs
9055 CEPHRADINE CE 30 pg 250 Discs
9055/1 CEPHRADINE CE 30 ug 50 Discs
9056 CIPROFLOXACIN CIP 5 pg 250 Discs
9056/1 CIPROFLOXACIN CIP 5 ug 50 Discs
9057 CINOXACIN CIN 100 pg 250 Discs
9057/1 CINOXACIN CIN 100 ug 50 Discs
9058 CLOXACILLIN CX 5ug 250 Discs
9058/1 CLOXACILLIN CX 5 pg 50 Discs
9059 DOXYCYCLINE DXT 30 ug 250 Discs
9059/1 DOXYCYCLINE DXT 30 ug 50 Discs
9060 ROXITROMYCIN RXT 15 pg 250 Discs
9060/1 ROXITROMYCIN RXT 15 pg 50 Discs
9061 ERTAPENEM ETP 10 yg 250 Discs
9061/1 ERTAPENEM ETP 10 ug 50 Discs
9062 MEZLOCILLIN MEZ 75 pg 250 Discs
9062/1 MEZLOCILLIN MEZ 75 pg 50 Discs
9063 NOVOBIOCIN NO 30 ug 250 Discs
9063/1 NOVOBIOCIN NO 30 ug 50 Discs
9064 CEFPODOXIME PX 10 ug 250 Discs
9064/1 CEFPODOXIME PX 10 ug 50 Discs
9065 OXYTETRACYCLINE OT 30 pg 250 Discs
9065/1 OXYTETRACYCLINE OT 30 pg 50 Discs
9066 POLYMYXIN B PB 100 1U 250 Discs
9066/1 POLYMYXIN B PB 100 IU 50 Discs
9067 SPECTINOMYCIN SPC 100 yg 250 Discs
9067/1 SPECTINOMYCIN SPC 100 ug 50 Discs
9068 MEROPENEM MRP 10 ug 250 Discs
9068/1 MEROPENEM MRP 10 yg 50 Discs
9069 FLUCONAZOLE FLU 100 pg 250 Discs
9069/1 FLUCONAZOLE FLU 100 pg 50 Discs
9070 TICARCILLIN TC 75 g 250 Discs
9070/1 TICARCILLIN TC 75 ug 50 Discs
9071 AMPHOTERICIN B AMB 20 ug 250 Discs
90711 AMPHOTERICIN B AMB 20 g 50 Discs
9072 ECONAZOLE ECN 10 ug 250 Discs
9072/1 ECONAZOLE ECN 10 ug 50 Discs
9073 FLUCYTOSINE AFY 1 ug 250 Discs
9073/1 FLUCYTOSINE AFY 1 yg 50 Discs
9074 GRISEOFULVIN AGF 10 ug 250 Discs
9074/1 GRISEOFULVIN AGF 10 ug 50 Discs
9075 KETOCONAZOLE KCA 10 ug 250 Discs
9075/1 KETOCONAZOLE KCA 10 ug 50 Discs
9076 METRONIDAZOLE MTZ 5 ug 250 Discs
9076/1 METRONIDAZOLE MTZ 5 ug 50 Discs
9077 MICONAZOLE MCL 10 ug 250 Discs
9077/ MICONAZOLE MCL 10 ug 50 Discs

9078 NYSTATIN NY 100 IU 250 Discs

9078/1 NYSTATIN NY 100 IU 50 Discs

9079 IMIPENEM IMI_10 ug 250 Discs

9079/1 IMIPENEM IMI 10 ug 50 Discs

9080 OFLOXACIN OFX 5pug 250 Discs

9080/1 OFLOXACIN OFX 5 ug 50 Discs

9081 CEFOTETAN CTT 30 ug 250 Discs

9081/1 CEFOTETAN CTT 30 ug 50 Discs

9082 TYLOSIN TY 30 ug 250 Discs

9082/1 TYLOSIN TY 30 ug 50 Discs

9083 TRIMETHOPRIM TM 2.5 ug 250 Discs

9083/1 TRIMETHOPRIM TM 2.5 ug 50 Discs

9084 SULFAMETHOXAZOLE SMX 50 ug 250 Discs
9084/1 SULFAMETHOXAZOLE SMX 50pg 50 Discs

9085 Imipenem + Phenylboronic acid IMI + BO 250 Discs
9085/1 Imipenem + Phenylboronic acid IMI + BO 50 Discs
9086 Imipenem + Cloxacillin _ IMI + CL 250 Discs
9086/1 Imipenem + Cloxacillin _IMI + CL 50 Discs

9087 EDTA ED 250 Discs

9087/1 EDTA ED 50 Discs

9088 SPIRAMYCIN SP 100 pg 250 Discs

9088/1 SPIRAMYCIN SP 100 yg 50 Discs

9089 CEFIXIME CFM 5 ug 250 Discs

9089/1 CEFIXIME CFM 5 ug 50 Discs

9090 Daptomycin DAP 30 ug 250 Discs

9090/1 Daptomycin DAP 30 pg 50 Discs

9091 PEFLOXACIN PEF 5 ug 250 Discs

9091/1 PEFLOXACIN PEF 5 ug 50 Discs

9093 DICLOXACILLIN DCX 1 pg 250 Discs

9093/1 DICLOXACILLIN DCX 1 yg 50 Discs

9094 TIAMULIN T 30 pg 250 Discs

9094/1 TIAMULIN T 30 ug 50 Discs

9095 IMIPENEM/CILASTATIN IMC 20 pg 250 Discs
9095/1 IMIPENEM/CILASTATIN IMC 20 pg 50 Discs

9096 TICARCILLIN-CLAVULINC ACID TTC 85 pg 250 Discs
9096/1 TICARCILLIN-CLAVULINC ACID TTC 85 pg 50 Discs
9097 CLOTRIMAZOLE CLO 50 ug 250 Discs
9097/1 CLOTRIMAZOLE CLO 50 pg 50 Discs

9098 CLARITHROMYCIN CLR 15 ug 250 Discs

9098/1 CLARITHROMYCIN CLR 15 pg 50 Discs

9099 FURAZOLIDON FR 50 pyg 250 Discs

9099/1 FURAZOLIDON FR 50 ug 50 Discs

9100 PIPERACILLIN-TAZOBACTAM TZP 110 pg 250 Discs
9100/1 PIPERACILLIN-TAZOBACTAM TZP 110 pg 50 Disc
9101 CEFTIBUTEN CTB 30 pg 250 Discs

9101/1 CEFTIBUTEN CTB 30 yg 50 Discs

9102 LEVOFLOXACIN LEV 5 ug 250 Discs

9102/1 LEVOFLOXACIN LEV 5 ug 50 Discs

9103 MOXIFLOXACIN MOX 5 ug 250 Discs

9103/1 MOXIFLOXACIN MOX 5 ug 50 Discs

9104 CEFEPIME FEP 30 ug 250 Discs

9104/1 CEFEPIME FEP 30 ug 50 Discs

9105 AZITHROMYCIN AZM 15 pg 250 Discs

9105/1 AZITHROMYCIN AZM 15 ug 50 Discs

9106 MYOKAMYCIN MK 15 yg 250 Discs

9106/1 MYOKAMYCIN MK 15 ug 50 Discs

9107 ITRACONAZOLE ITC 50 ug 250 Discs

9107/1 ITRACONAZOLE ITC 50 ug 50 Discs

9108 CEFOPERAZONE CFP 75 ug 250 Discs

9108/1 CEFOPERAZONE CFP 75 ug 50 Discs
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9109 FOSFOMYGIN (includes G-6-p) FOS 200 ug 250 Discs 914211 STREPTOMYGIN S 300 pg 50 Discs
9109/1 FOSFOMYCIN (includes G-6-p) FOS 200 yg 50 Discs 9143 CEFEPIME+CLAVULANIC ACID FEL 40 pg 250 Discs
9110 TRIMETHOPRIMTM 5ug 250 Discs 9144 Cefoxitin+Cloxacillin FOC 230 pg 250 Discs

91101 TRIMETHOPRIM TM 5 ug 50 Discs 9144/1 Cefoxitin+Cloxacillin FOC 230 pg 50 Discs

o111 FUSIDIC ACID FC 30 ug 250 Discs ores (DDiIZE;'AZIDIMBCLAVULANIC ACID CAL 40 pg 250
CARRTA FUSIDICACIDFC 30pg 50 Discs 9145/1 CEFTAZIDIME+CLAVULANIC ACID CAL 40 pg 50 Discs
o1z CEFPROZIL CPR 30 ug 250 Discs 9146 CLINDAMYCIN CD 10 g 250 Discs

9112/ CEFPROZIL CPR30 g 50 Discs 9146/1 CLINDAMYCIN CD 10 ug 50 Discs

9113 LOMEFLOXACIN LOM 10 pig 250 Discs o147 TIGECYCLIN TGC 1546250 Discs

91131 LOMEFLOXACIN LOM 10 g 50 Discs 91471 TIGEGYGLIN TGG 15 pg_50 Discs

9115 AMPICILLIN AMP 2 g 250 Discs 9148 FLUCYTOSINE AFY 10pg 250 Discs

91157 AMPICILLINAMP 2ug 50 Discs 9148/1 FLUCYTOSINE AFY 10 g 50 Discs

9116 LINCOMYCIN MY 15 pg 250 Discs 9150 SULFADIAZINE SUZ300ug 250 Discs

9116/ LINCOMYCIN MY 1549 S0 Discs 91501 SULFADIAZINE SUZ 300 ug__ 50 Discs

917 NOVOBIOCINNO S pg 250 Discs 9151 AMOXIGILLIN AML 2 ug 250 Discs

EIRVA NOVOBIOCINNO5ug 50 Discs 9151/1 AMOXICILLIN AML 2 yg 50 Discs

9118 RIFAMPICINBD 5 pg 250 Discs 9152 CEFOTAXIME CTX 5 pg 250 Discs

18 RIFAMPICINRD 5ug 50 Discs 915211 CEFOTAXIME GTX 5 pg 50 Discs

9119 METRONIDAZOLE MTZ 50 ug 250 Discs o153 CEFTAZIDIME GAZ 10 19 250 Do

9119/ METRONIDAZOLE MTZ501ug 50 Discs 91531 CEFTAZIDIME GAZ 10 g 50 Discs

9120 POLYMYXIN B PB300 Ul _250 Discs o154 DORIPENEM DOR 10 4g 250 Dioos

91201 POLYMYXIN B PB 300 Ul 50 Discs 91541 DORIPENEM DOR 10 g 50 Discs

9121 FOSFOMYGIN (includes G-6-p) FOS 100 pg 250 Discs o168 LINEZOLID LNZ 10 g 250 Discs

9121/1 FOSFOMYCIN (includes G-6-p) FOS 100 yg 50 Discs 9155/1 LINEZOLID LNZ 10 ug 50 Discs

9122 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 pg 250 Discs 9156 MEGILLINAM MEC 10 ug 250 Discs

912211 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 ug 50 Discs 91561 MEGILLINAM MEG 10 pg_50 Discs

9124 GENTAMICINCN 120 g 250 Discs 9157 MUPIROCIN MUP 200 g 250 Discs

912471 GENTAMICINCN 120 ug 50 Discs 915711 MUPIROCIN MUP 200 ug 50 Discs

9125 GENTAMICIN CN 30 g 250 Discs 9158 NITROFURANTOIN F 100 g 250 Discs

9125/1 GENTAMICINCN 30 g 50 Discs 9158/1 NITROFURANTOIN F 100 pg 50 Discs

9126 SULFONAMIDE S3 300 g 250 Discs 9159 PIPERACILLIN PRL 30 ug 250 Discs

9126/1 SULFONAMIDE S3 300 ug 50 .Discs 9159/1 PIPERACILLIN PRL 30 ug 50 Discs

9127 PENICILLING P21U__ 250 Discs 9160 PIPERACILLIN-TAZOBAGTAM TZP 36 ug 250 Discs
91271 PENICILLNG P21U__ 50 Discs 916011 PIPERACILLIN-TAZOBACTAM TZP 36 g 50 Discs
9128 CHLORAMPHENICOL € 10 ug 250 Discs 9161 QUINUPRISTIN-DALFOPRISTIN QDA 15 pg 250 Discs
91281 CHLORAMPHENICOL © 10 19 50 Dises 9161/1 QUINUPRISTIN-DALFOPRISTIN QDA 15 g 50 Discs
9129 SULBACTAM SU 20ug 250 Discs 9162 STREPTOMYCIN S 300 ug 250 Discs

91297 SULBACTAM SU 20g 50 PiSCS 9162/1 STREPTOMYCIN S 300 pg 50 Discs

9130 PENIGILLING P11U 250 Discs 9163 TOBRAMYCIN TOB 30 ug 250 Discs

91307 FENICILLING P11U_ 50 Discs _ 9163/1 TOBRAMYCIN TOB 30 ug 50 Discs

9131 SODIUM FUSIDATE FC 30 250 Discs o164 VANGOMYGIN VA 5 g 250 Discs

9132 SULFAPRIM SXT 509 250 Discs 9164/1 VANCOMYGIN VA5 ug 50 Discs

9132/1 SULFAPRIM SXT 80 ug 50 Discs 9165 CASPOFUNGIN CAS 5 g 250 Discs

9133 AMOXICILLIN AML 10 bg 250 Discs 9165/1 CASPOFUNGIN CAS 5 g 50 Discs

9133/ AMOXICILLIN AML 10 ug 50 Discs 0166 FLUCONAZOLE FLU 254 250 Discs

9134 CEFOTAXIME CTX 75 1ig 250 Discs 9166/1 FLUCONAZOLE FLU 25pg 50 Discs

9134/ CEFOTAXIME CTX 75 ug 50 Discs 9167 POSACONAZOLE POS 5 g 250 Discs

9135 OXACILLIN OX Sug 250 Discs 9167/1 POSACONAZOLE POS 5 g 50 Discs

9135/1 OXACILLIN OX 5Shg 50 Discs 9168 VORICONAZOLE VO 1 pg 250 Discs

9136 LINEZOLID LNZ 30ug 250 Discs 9168/1 VORICONAZOLE VO 1 pg 50 Discs

9136/1 LINEZOLID LNZ 30ug 50 Discs 9169 GATIFLOXACIN GAT 5g 250 Discs

9137 AMPHOTERICIN B AMB 10 pg 250 Discs 91691 GATIFLOXAGIN GAT 5 1g_50 Discs

9137/ AMPHOTERICIN B AMB 10 ug 50 Discs 9170 NETILMIGIN NET 10 g 250 Discs

9139 ITRACONAZOLE ITC 8 1g 250 Discs 91701 NETILMICIN NET 10 ug 50 Discs

9139/ ITRACONAZOLE ITC 8 pg 50 Discs 9171 PHENOXYMETHYLPENICILLIN PV 10 pg 250 Discs
9140 KETOCONAZOLE KCA 15 ug 250 Discs 917111 PHENOXYMETHYLPENICILLIN PV 10 ug 50 Discs
9140/1 KETOCONAZOLE KCA 15 ug 50 Discls 9172 TELITHROMYCIN TEL 15 ug 250 Discs

9141 COLISTIN SULFATE CS 30 U250 Discs po— TELITHROMYGIN TEL 15 g 50 Discs

9141/ COLISTIN SULFATE CS 30 Ul 50 Discs 9173 LORAGARBEF LOR 30 g 250 Discs

9142 STREPTOMYCIN S 300 ug 250 Discs 917311 LORACARBEF LOR 30 pg 50 Discs

O©Liofilchem® s.r.l. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

Pag. 17 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

9174 NAFCILLIN NAF 1 ug 250 Discs 91200 DISC DISPENSER 8 CARTRIDGES

9174/1 NAFCILLIN NAF 1 ug 50 Discs 91203 DISC DISPENSER 6 CARTRIDGES

9175 MEROPENEM+CLOXACILLIN MR+CL 250 Discs 92000 AMOX*/SULB 2/1 AXS 0.016-256* 30 MIC Tests

9175/ MEROPENEM+CLOXACILLIN MR+CL 50 Discs 920000 AMOX*/SULB 2/1 AXS 0.016-256* 100 MIC Tests

9176 Meropenem + Phenylboronic acid MR + BO 250 Discs 92001 RIFAMPICIN RD 0.002-32 30 MIC Tests

9176/1 Meropenem + Phenylboronic acid MR + BO 50 Discs 920010 RIFAMPICIN RD 0.002-32 100 MIC Tests

9177 MEROPENEM+DIPICOLINIC ACID MR+DP 250 Discs 920011 RIFAMPICIN RD 0.002-32 10 MIC Tests

917711 MEROPENEM+DIPICOLINIC ACID MR+DP 50 Discs 92002 FUSIDIC ACID FU 0.016-256 30 MIC Tests

9178 Meropenem + EDTA MR + ED 250 Discs 920020 FUSIDIC ACID FU 0.016-256 100 MIC Tests

9178/1 Meropenem + EDTA MR + ED 50 Discs 920021 FUSIDIC ACID FU 0.016-256 10 MIC Tests

9179 AMOXICILLIN AML 25 pg 250 Discs 92003 AMPICILLIN AMP 0.016-256 30 MIC Tests

91791 AMOXICILLIN AML 25 pg 50 Discs 920030 AMPICILLIN AMP 0.016-256 100 MIC Tests

9181 NITROFURANTOIN F50 ug 250 Discs 920031 AMPICILLIN AMP 0.016-256 10 MIC Tests

91811 NITROFURANTOIN F 50 ug 50 Discs 92004 POLYMYXIN B PB 0.064-1024 30 MIC Tests

9182 CEFOTAXIME+CLAVULANIC ACID CTL 40 g 250 Discs 920040 POLYMYXIN B PB 0.064-1024 100 MIC Tests

9182/1 CEFOTAXIME+CLAVULANIC ACID CTL 40 g 50 Discs 920041 POLYMYXIN B PB 0.064-1024 10 MIC Tests

9183 Imipenem + EDTA _IMI + ED 250 Discs 92005 CEFPODOXIME PX 0.016-256 30 MIC Tests

9183/1 Imipenem + EDTA _IMI + ED 50 Discs 920050 CEFPODOXIME PX 0.016-256 100 MIC Tests

9184 COLISTIN SULFATE CS 25 pg 250 Discs 920051 CEFPODOXIME PX 0.016-256 10 MIC Tests

9184/1 COLISTIN SULFATE CS 25 ug 50 Discs 92006 CEFOTAXIME CTX 0.016-256 30 MIC Tests

9185 CEFPIROME CR 30 ug 250 Discs 920060 CEFOTAXIME CTX 0.016-256 100 MIC Tests

9185/1 CEFPIROME CR 30 ug 50 Discs 920061 CEFOTAXIME CTX 0.016-256 10 MIC Tests

9186 TEMOCILLIN TMO 30 ug 250 Discs 92007 CEFOTAXIME CTX 0.002-32 30 MIC Tests

9186/1 TEMOCILLIN TMO 30 g 50 Discs 920070 CEFOTAXIME CTX 0.002-32 100 MIC Tests

9187 Sulfamethoxazole SMX 100 pg 250 Discs 920071 CEFOTAXIME CTX 0.002-32 10 MIC Tests

9187/1 Sulfamethoxazole SMX 100 g 50 Discs 92008 CEFPIROME CR 0.016-256 30 MIC Tests

9188 Metronidazole MTZ 10 ug 250 Discs 920080 CEFPIROME CR 0.016-256 100 MIC Tests

9188/1 Metronidazole MTZ 10 ug 50 Discs 920081 CEFPIROME CR 0.016-256 10 MIC Tests

9189 MUPIROCIN MUP 5 g 250 Discs 92009 GENTAMICIN CN 0.016-256 30 MIC Tests

9190 SSEOFESCDSOX'ME*CLAVULAN'C ACID PXL 11 g 920090 GENTAMICIN CN 0.016-256 100 MIC Tests
CEFPODOXIME+CLAVULANIC ACID PXL 11 ug 920091 GENTAMICIN CN 0.016-256 10 MIC Tests

91901 50 Discs 92010 GENTAMICIN CN 0.064-1024 30 MIC Tests

9191 AMOXICILLIN-CLAVULANIC ACID AUG 3 Mg 250 Discs 920100 GENTAMICIN CN 0.064-1024 100 MIC Tests

919111 AMOXICILLIN-CLAVULANIC ACID AUG 3 pg 50 Discs 920101 GENTAMICIN CN 0.064-1024 10 MIC Tests

9192 ROKITAMYCIN ROK 30 pg 250 Discs 92011 GATIFLOXACIN GAT 0.002-32 30 MIC Tests

9192/1 ROKITAMYCIN ROK 30 g 50 Discs 920110 GATIFLOXACIN GAT 0.002-32 100 MIC Tests

9193 Phenylboronic acid BO 250 Discs 920111 GATIFLOXACIN GAT 0.002-32 10 MIC Tests

9193/1 Phenylboronic acid BO 50 Discs 92012 TEICOPLANIN TEC 0.016-256 30 MIC Tests

9194 DIPICOLINIC ACID DP 250 Discs 920120 TEICOPLANIN TEC 0.016-256 100 MIC Tests

91941 DIPICOLINIC ACID DP_50 Discs 920121 TEICOPLANIN TEC 0.016-256 10 MIC Tests

9195 CEFTAROLINE CPT 5 g 250 Discs 92013 ENROFLOXACIN ENR 0.002-32 30 MIC Tests

91951 CEFTAROLINE CPT 5 g 50 Discs 920130 ENROFLOXACIN ENR 0.002-32 100 MIC Tests

9198 CEFTAROLINE GPT 30 ug 250 Discs 920131 ENROFLOXACIN ENR 0.002-32 10 MIC Tests

9198/1 CEFTAROLINE CPT 30 ug 50 Discs 92014 SPECTINOMYCIN SPC 0.064-1024 30 MIC Tests

9199 ERTAPENEM+CLOXACILLIN ET+CL 250 Discs 920140 SPECTINOMYCIN SPC 0.064-1024 100 MIC Tests

9199/1 ERTAPENEM-+CLOXACILLIN ET+CL 50 Discs 920141 SPECTINOMYCIN SPC 0.064-1024 10 MIC Tests

9201 ORITAVANCIN ORI 25 g 250 Discs 92015 OXACILLIN OX 0.016-256 30 MIC Tests

920111 ORITAVANCIN ORI 25 ug 50 Discs 920150 OXACILLIN OX 0.016-256 100 MIC Tests

9202 Ertapenem+Phenylboronic acid ET+BO 250 Discs 920151 OXACILLIN OX 0.016-256 10 MIC Tests

9202/1 Ertapenem+Phenylboronic acid ET+BO 50 Discs 92016 CEFTIZOXIME CZX 0.016-256 30 MIC Tests

9203 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 250 Discs 920160 CEFTIZOXIME CZX 0.016-256 100 MIC Tests

9203/1 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 50 Discs 920161 CEFTIZOXIME CZX 0.016-256 10 MIC Tests

9204 Ceftazidime+Clavulanic acid+Cloxacillin CALC 250 Discs 92017 MEGCILLINAM MEC 0.002-32 30 MIC Tests

9204/1 Ceftazidime+Clavulanic acid+Cloxacillin CALC 50 Discs 920170 MECILLINAM MEC 0.002-32 100 MIC Tests

9205 Ceftazime-avibactam CZA 50 ug 250 Discs 920171 MECILLINAM MEC 0.002-32 10 MIC Tests

9205/1 Ceftazime-avibactam CZA 50 ug 50 Discs 92018 AMIKACIN AK 0.016-256 30 MIC Tests

9206 Ceftazime-avibactam CZA 14 ug 250 Discs 920180 AMIKACIN AK 0.016-256 100 MIC Tests

9206/1 Ceftazime-avibactam CZA 14 ug 50 Discs 920181 AMIKACIN AK 0.016-256 10 MIC Tests

9207 Ulifloxacin ULI 5 pg 250 Discs 92019 BACITRACIN BA 0.016-256 30 MIC Tests

92071 Ulifloxacin ULI 5 pg 50 Discs 920190 BACITRACIN BA 0.016-256 100 MIC Tests
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920191 BACITRACIN BA 0.016-256 10 MIC Tests 920391 CEPHALOTHIN KF 0.016-256 10 MIC Tests
92020 CEFOTETAN CTT 0.016-256 30 MIC Tests 92040 DORIPENEM DOR 0.002-32 30 MIC Tests
920200 CEFOTETAN CTT 0.016-256 100 MIC Tests 920400 DORIPENEM DOR 0.002-32 100 MIC Tests
920201 CEFOTETAN CTT 0.016-256 10 MIC Tests 920401 DORIPENEM DOR 0.002-32 10 MIC Tests

92021 AMOXICILLIN AML 0.016-256 30 Tests 92041 Pefloxacin PEF 0.016-256 _mg/L 30 MIC Tests
920210 AMOXICILLIN AML 0.016-256 100 MIC Tests 920410 Pefloxacin PEF 0.016-256 _mg/L 100 MIC Tests
920211 AMOXICILLIN AML 0.016-256 10 MIC Tests 920411 Pefloxacin PEF 0.016-256 _mg/L 10 MIC Tests
92022 NITROFURANTOIN F 0.032-512 30 MIC Tests 92042 CEFTRIAXONE CRO 0.016-256 30 MIC Tests
920220 NITROFURANTOIN F 0.032-512 100 MIC Tests 920420 CEFTRIAXONE CRO 0.016-256 100 MIC Tests
920221 NITROFURANTOIN F 0.032-512 10 MIC Tests 920421 CEFTRIAXONE CRO 0.016-256 10 MIC Tests
92023 CEFOB*/SULB 2/1 CPS 0.016-256* 30 MIC Tests 92043 CEFTRIAXONE CRO 0.002-32 30 MIC Tests
920230 CEFOB*/SULB 2/1 CPS 0.016-256* 100 MIC Tests 920430 CEFTRIAXONE CRO 0.002-32 100 MIC Tests
920231 CEFOB*/SULB 2/1 CPS 0.016-256* 10 MIC Tests 920431 CEFTRIAXONE CRO 0.002-32 10 MIC Tests
92024 AMOX*/CLAV 2/1 AMG 0.016-256" 30 MIC Tests 92044 CLOXACILLIN CX 0.016-256 30 MIC Tests
920240 AMOX*/CLAV 2/1 AMG 0.016-256" 100 MIC Tests 920440 CLOXACILLIN CX 0.016-256 100 MIC Tests
920241 AMOX*/CLAV 2/1 AMG 0.016-256* 10 MIC Tests 920441 CLOXACILLIN CX 0.016-256 10 MIC Tests
92025 RIFAMPICIN RD 0.016-256 30 MIC Tests 92045 CIPROFLOXACIN CIP 0.002-32 30 MIC Tests
920250 RIFAMPICIN RD 0.016-256 100 MIC Tests 920450 CIPROFLOXACIN CIP 0.002-32 100 MIC Tests
920251 RIFAMPICIN RD 0.016-256 10 MIC Tests 920451 CIPROFLOXACIN CIP 0.002-32 10 MIC Tests
92026 QUIN-DALFOPRIST QDA 0.002-32 30 MIC Tests 92046 SPIRAMYCIN SP 0.002-32 30 MIC Tests

920260 QUIN-DALFOPRIST QDA 0.002-32 100 MIC Tests 920460 SPIRAMYCIN SP 0.002-32 100 MIC Tests
920261 QUIN-DALFOPRIST QDA 0.002-32 10 MIC Tests 920461 SPIRAMYCIN SP 0.002-32 10 MIC Tests

92027 AMPIC*/SULB 2/1 AMS 0.016-256* 30 MIC Tests 92048 CLARITHROMYCIN CLR 0.016-256 30 MIC Tests
920270 AMPIC*/SULB 2/1 AMS 0.016-256* 100 MIC Tests 920480 CLARITHROMYCIN CLR 0.016-256 100 MIC Tests
920271 AMPIC*/SULB 2/1 AMS 0.016-256* 10 MIC Tests 920481 CLARITHROMYCIN CLR 0.016-256 10 MIC Tests
92028 SULBACTAM SUL 0.016-256 30 MIC Tests 92049 CEFTAROLINE CPT 0.016-256 30 MIC Test
920280 SULBACTAM SUL 0.016-256 100 MIC Tests 920490 CEFTAROLINE CPT 0.016-256 100 MIC Test
920281 SULBACTAM SUL 0.016-256 10 MIC Tests 920491 CEFTAROLINE CPT 0.016-256 10 MIC Test
92029 TEMOCILLIN TMO 0.064-1024 30 MIC Tests 92050 FOSMIDOMYCIN FOM 0.016-256 30 MIC Tests
920290 TEMOCILLIN TMO 0.064-1024 100 MIC Tests 920500 FOSMIDOMYCIN FOM 0.016-256 100 MIC Tests
920291 TEMOCILLIN TMO 0.064-1024 10 MIC Tests 920501 FOSMIDOMYCIN FOM 0.016-256 10 MIC Tests
92030 AZITHROMYCIN AZM 0.016-256 30 MIC Tests 92051 ERYTHROMYCIN E 0.016-256 30 MIC Tests
920300 AZITHROMYCIN AZM 0.016-256 100 MIC Tests 920510 ERYTHROMYCIN E 0.016-256 100 MIC Tests
920301 AZITHROMYCIN AZM 0.016-256 10 MIC Tests 920511 ERYTHROMYCIN E 0.016-256 10 MIC Tests
92031 SULFAMETOXAZOLE SMX 0.064-1024 30 MIC Tests 92052 TELAVANCIN TLV 0.002-32 30 MIC Tests
920310 SULFAMETOXAZOLE SMX 0.064-1024 100 MIC Tests 920520 TELAVANCIN TLV 0.002-32 100 MIC Tests
920311 SULFAMETOXAZOLE SMX 0.064-1024 10 MIC Tests 920521 TELAVANCIN TLV 0.002-32 10 MIC Tests
92032 MINOCYCLINE MN 0.016-256 30 MIC Tests 92053 TELAVANCIN TLV 0.016-256 30 MIC Tests
920320 MINOCYCLINE MN 0.016-256 100 MIC Tests 920530 TELAVANCIN TLV 0.016-256 100 MIC Tests
920321 MINOCYCLINE MN 0.016-256 10 MIC Tests 920531 TELAVANCIN TLV 0.016-256 10 MIC Tests
92033 AZTREONAM ATM 0.016-256 30 MIC Tests 92054 IMIPENEM IMI 0.002-32 30 MIC Tests

920330 AZTREONAM ATM 0.016-256 100 MIC Tests 920540 IMIPENEM IMI 0.002-32 100 MIC Tests

920331 AZTREONAM ATM 0.016-256 10 MIC Tests 920541 IMIPENEM IMI 0.002-32 10 MIC Tests

92034 KANAMYCIN K 0.016-256 30 MIC Tests 92056 Ceftaroline CPT 0.002-32 30 MIC Tests

920340 KANAMYCIN K 0.016-256 100 MIC Tests 920560 Ceftaroline CPT 0.002-32 100 MIC Tests

920341 KANAMYCIN K 0.016-256 10 MIC Tests 920561 Ceftaroline CPT 0.002-32 10 MIC Tests

92035 GEMIFLOXACIN GEM 0.002-32 30 MIC Tests 92057 VANCOMYCIN VA 0.016-256 30 MIC Tests
920350 GEMIFLOXACIN GEM 0.002-32 100 MIC Tests 920570 VANCOMYCIN VA 0.016-256 100 MIC Tests
920351 GEMIFLOXACIN GEM 0.002-32 10 MIC Tests 920571 VANCOMYCIN VA 0.016-256 10 MIC Tests
92036 CEFACLOR CEC 0,016-256 30 MIC Tests 92058 CEFTIBUTEN CTB 0.002-32 30 MIC Tests
920360 CEFACLOR CEC 0,016-256 100 MIC Tests 920580 CEFTIBUTEN CTB 0.002-32 100 MIC Tests
920361 CEFACLOR CEC 0,016-256 10 MIC Tests 920581 CEFTIBUTEN CTB 0.002-32 10 MIC Tests

92037 TRIMETHOPRIM TM 0.002-32 30 MIC Tests 92060 CEFIXIME CFM 0,016-256 30 MIC Tests
920370 TRIMETHOPRIM TM 0.002-32 100 MIC Tests 920600 CEFIXIME CFM 0,016-256 100 MIC Tests
920371 TRIMETHOPRIM TM 0.002-32 10 MIC Tests 920601 CEFIXIME CFM 0,016-256 10 MIC Tests

92038 MUPIROCIN MUP 0.064-1024 30 MIC Tests 92066 CEFOXITIN FOX 0.016-256 30 MIC Tests
920380 MUPIROCIN MUP 0.064-1024 100 MIC Tests 920660 CEFOXITIN FOX 0.016-256 100 MIC Tests
920381 MUPIROCIN MUP 0.064-1024 10 MIC Tests 920661 CEFOXITIN FOX 0.016-256 10 MIC Tests

92039 CEPHALOTHIN KF 0.016-256 30 MIC Tests 92072 CLINDAMYCIN CD 0.016-256 30 MIC Tests
920390 CEPHALOTHIN KF 0.016-256 100 MIC Tests 920720 CLINDAMYCIN CD 0.016-256 100 MIC Tests
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920721 CLINDAMYCIN CD 0.016-256 10 MIC Tests 921211 TOBRAMYCIN TOB 0,016-256 10 Tests
92075 CHLORAMPHENICOL C 0,016-256 30 MIC Tests 92123 TRIM*/SULFAM SXT 0,002-32 30 MIC Tests
920750 CHLORAMPHENICOL C 0,016-256 100 MIC Tests 921230 TRIM*/SULFAM SXT 0,002-32 100 MIC Tests
920751 CHLORAMPHENICOL C 0,016-256 10 MIC Tests 921231 TRIM*/SULFAM SXT 0,002-32 10 MIC Tests
92078 FOSFOMYCIN FOS 0,016-256 30 MIC Tests 92126 CEFEPIME FEP 0.016-256 30 MIC Tests
920780 FOSFOMYCIN FOS 0,016-256 100 MIC Tests 921260 CEFEPIME FEP 0.016-256 100 MIC Tests
920781 FOSFOMYCIN FOS 0,016-256 10 MIC Tests 921261 CEFEPIME FEP 0.016-256 10 MIC Tests
92079 FOSFOMYGIN FOS 0,064-1024 30 MIC Tests 92127 CEFEPIME FEP 0.002-32 ug/ml 30 MIC Tests
920790 FOSFOMYGIN FOS 0,064-1024 100 MIC Tests 921270 CEFEPIME FEP 0.002-32 ug/ml_100 MIC Tests
920791 FOSFOMYGIN FOS 0,064-1024 10 MIC Tests 921271 CEFEPIME FEP 0.002-32 ug/ml_10 MIC Tests
92081 LEVOFLOXACIN LEV 0.002-32 30 MIC Tests 92129 CEFUROXIME CXM 0.016-256 30 MIC Tests
920810 LEVOFLOXACIN LEV 0.002-32 100 MIC Tests 921290 CEFUROXIME CXM 0.016-256 100 MIC Tests
920811 LEVOFLOXACIN LEV 0.002-32 10 MIC Tests 921291 CEFUROXIME CXM 0.016-256 10 MIC Tests
92084 MEROPENEM MRP 0.002-32 30 MIC Tests 92132 NALIDIXIC ACID NA 0,016-256 30 MIC Tests
920840 MEROPENEM MRP 0.002-32 100 MIC Tests 921320 NALIDIXIC ACID NA 0,016-256 100 MIC Tests
920841 MEROPENEM MRP 0.002-32 10 MIC Tests 921321 NALIDIXIC ACID NA 0,016-256 10 MIC Tests
92087 METRONIDAZOLE MTZ 0.016-256 30 MIC Tests 92135 LINEZOLID LNZ 0.016-256 30 MIC Tests
920870 METRONIDAZOLE MTZ 0.016-256 100 MIC Tests 921350 LINEZOLID LNZ 0.016-256_100 MIC Tests
920871 METRONIDAZOLE MTZ 0.016-256 10 MIC Tests 921351 LINEZOLID LNZ 0.016-256 10 MIC Tests
92090 MOXIFLOXAGIN MXF 0,002-32 30 MIC Tests 92136 TEDIZOLID TZD 0.002-32 30 MIC Tests
920900 MOXIFLOXACIN MXF 0,002-32 100 MIC Tests 921360 TEDIZOLID TZD 0.002-32 100 MIC Tests
920901 MOXIFLOXAGIN MXF 0,002-32 10 MIC Tests 921361 TEDIZOLID TZD 0.002-32 10 MIC Tests
92093 NETILMICIN NET 0.016-256 30 MIC Tests 92137 Dalbavancin DAL 0.002-32 30 MIC Tests
920930 NETILMICIN NET 0.016-256 100 MIC Tests 921370 Dalbavancin DAL 0.002-32 100 MIC Tests
920931 NETILMICIN NET 0.016-256 10 MIC Tests 921371 Dalbavancin DAL 0.002-32 10 MIC Tests
92096 NORFLOXACIN NOR 0.016-256 30 MIC Tests 92138 CEFTAZIDIME CAZ 0.016-256 30 MIC Tests
920960 NORFLOXACIN NOR 0.016-256 100 MIC Tests 921380 CEFTAZIDIME CAZ 0.016-256 100 MIC Tests
920961 NORFLOXACIN NOR 0.016-256 10 MIC Tests 921381 CEFTAZIDIME CAZ 0.016-256 10 MIC Tests
92099 OFLOXACIN OFX 0.002-32 30 MIC Tests 92140 Ceftobiprole BPR 0.002-32 mg/L 30 MIC Tests
920990 OFLOXACIN OFX 0.002-32 100 MIC Tests 921400 Ceftobiprole BPR 0.002-32_mg/L 100 MIC Tests
920991 OFLOXAGCIN OFX 0.002-32 10 MIC Tests 921401 Ceftobiprole BPR 0.002-32_ mg/L 10 MIC Tests
92102 PENICILLIN G P 0.016-256 30 MIC Tests 92141 COLISTIN CS 0.016-256 30 MIC Tests
921020 PENICILLIN G P 0.016-256 100 MIC Tests 921410 COLISTIN CS 0.016-256 100 MIC Tests
921021 PENICILLIN G P 0.016-256 10 MIC Tests 921411 COLISTIN CS 0.016-256 10 MIC Tests
92103 PENICILLIN G P 0.002-32 30 MIC Tests 92142 COLISTIN CS 0.064-1024 30 MIC Tests
921030 PENICILLIN G P 0.002-32 100 MIC Tests 921420 COLISTIN CS 0.064-1024 100 MIC Tests
921031 PENICILLIN G P 0.002-32 10 MIC Tests 921421 COLISTIN CS 0.064-1024 10 MIC Tests
92105 PIPERACILLIN PIP 0.016-256 30 MIC Tests 92144 TIGECYCLIN TGC 0.016-256 30 MIC Tests
921050 PIPERACILLIN PIP 0.016-256 100 MIC Tests 921440 TIGECYCLIN TGC 0.016-256 100 MIC Tests
921051 PIPERACILLIN PIP 0.016-256 10 MIC Tests 921441 TIGECYCLIN TGC 0.016-256 10 MIC Tests
92108 PIPERAC*/TAZOB TZP 0.016-256* 30 MIC Tests 92145 DAPTOMYCIN DAP 0.016-256 30 MIC Tests
921080 PIPERAC*/TAZOB TZP 0.016-256* 100 MIC Tests 921450 DAPTOMYCIN DAP 0.016-256 100 MIC Tests
921081 PIPERAC*/TAZOB TZP 0.016-256* 10 MIC Tests 921451 DAPTOMYCIN DAP 0.016-256 10 MIC Tests
92111 STREPTOMYCIN S 0.064-1024 30 Tests Ceftolozane*-tazobactam C/T 0.016-256* mg/L
92146 30 MIC Tests

921110 STREPTOMYCIN S 0.064-1024 100 MIC Tests Ceftolozane*-tazobactam C/T 0.016-256* mg/L
921111 STREPTOMYGCIN S 0.064-1024 10 MIC Tests 921460 100 MIC Tests

, Ceftolozane*-tazobactam C/T 0.016-256* mg/L
92112 Streptomycin S 0.016-256 mg/L 30 Tests 921461 10 MIC Tests
921120 Streptomycin S 0.016-256 mg/L 100 MIC Tests 92147 FLUCONAZOLE FLU 0.016-256 30 MIC Tests
921121 Streptomycin S 0.016-256 mg/L 10 MIC Tests 921470 FLUCONAZOLE FLU 0.016-256 100 MIC Tests
92114 TETRACYCLINE TE 0.016-25 30 MIC Tests 921471 FLUCONAZOLE FLU 0.016-256 10 MIC Tests
921140 TETRACYCLINE TE 0.016-25 100 MIC Tests 92148 ITRACONAZOLE ITC 0.002-32 30 MIC Tests
921141 TETRACYCLINE TE 0.016-25 10 MIC Tests 921480 ITRACONAZOLE ITC 0.002-32 100 MIC Tests
92117 TICARC"/CLAV TTC 0,016-256" 30MICTests 921481 ITRACONAZOLE ITC 0.002-32 10 MIC Tests
921170 TICARC*/CLAV TTC 0,016-256* 100 MIC Test 92149 FLUCYTOSIN FC 0.002-32 30 MIC Tests
921171 TICARC*/CLAV TTC 0,016-256" 10 MIC Test 921490 FLUCYTOSIN FC 0.002-32 100 MIC Tests
92120 TOBRAMYCIN TOB 0,064-1024 30 MIC Tests 921491 FLUCYTOSIN FC 0.002-32 10 MIC Tests
921200 TOBRAMYCIN TOB 0,064-1 024 100 MIC Tests 92150 VORICONAZOLE VO 0.002-32 30 MIC Tests
921201 TOBRAMYCIN TOB 0.064-1024 10 MIC Tests 921500 VORICONAZOLE VO 0.002-32 100 MIC Tests
92121 TOBRAMYCIN TOB 0,016-256 30 Tests 921501 VORICONAZOLE VO 0.002-32 10 _MIC Tests
921210 TOBRAMYCIN TOB 0,016-256 100 Tests 92151 KETOCONAZOLE KE 0.002-32 30 MIC Tests

O©Liofilchem® s.r.l. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

Pag. 20 di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

921510 KETOCONAZOLE KE 0.002-32 100 MIC Tests 92170 ETHAMBUTOL EB 0.016-256 30 MIC Tests
921511 KETOCONAZOLE KE 0.002-32 10 MIC Tests 921700 ETHAMBUTOL EB 0.016-256 100 MIC Tests
92152 POSACONAZOLE POS 0,002-32 30 MIC Tests 921701 ETHAMBUTOL EB 0.016-256 10 MIC Tests
921520 POSACONAZOLE POS 0,002-32 100 MIC Tests 92171 ISONIAZIDE 1Z 0.016-256 30 MIC Tests
921521 POSACONAZOLE POS 0,002-32 10 MIC Tests 921710 ISONIAZIDE 1Z 0.016-256 100 MIC Tests
92153 AMPHOTERICIN B AMB 0,002-32 30 MIC Tests 921711 ISONIAZIDE 1Z 0.016-256 10 MIC Tests
921530 AMPHOTERICIN B AMB 0,002-32 100 MIC Tests 92172 ETHIONAMIDE ET 0.016-256 30 MIC Tests
921531 AMPHOTERICIN B AMB 0,002-32 10 MIC Tests 921720 ETHIONAMIDE ET 0.016-256 100 MIC Tests
92154 CASPOFUNGIN CAS 0,002-32 30 MIC Tests 921721 ETHIONAMIDE ET 0.016-256 10 MIC Tests
921540 CASPOFUNGIN CAS 0,002-32 100 MIC Tests 92173 AZTREONAM ATM 0.064-1024 30 MIC Tests
921541 CASPOFUNGIN CAS 0,002-32 10 MIC Tests 921730 AZTREONAM ATM 0.064-1024 100 MIC Tests
92155 ANIDULAFUNGIN AND 0.002-32 30 MIC Tests 921731 AZTREONAM ATM 0.064-1024 10 MIC Tests
921550 ANIDULAFUNGIN AND 0.002-32 100 MIC Tests 92174 CEFAZOLIN KZ 0.016-256 30 MIC Tests
921551 ANIDULAFUNGIN AND 0.002-32 10 MIC Tests 921740 CEFAZOLIN KZ 0.016-256 100 MIC Tests
92156 DOXYCYCLINE DXT 0,016-256 30 MIC Tests 921741 CEFAZOLIN KZ 0.016-256 10 MIC Tests
921560 DOXYCYGLINE DXT 0,016-256 100 MIC Tests 92180 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 30 MIC Tests
921561 DOXYCYCLINE DXT 0,016-256 10 MIC Tests 921800 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 100 MIC Tests
92157 ERTAPENEM ETP 0,002-32 30 MIC Tests 921801 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 10 MIC Tests
921570 ERTAPENEM ETP 0,002-32 100 MIC Tests 92181 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 30 MIC Tests
921571 ERTAPENEM ETP 0,002-32 10 MIC Tests 921810 AMPIG*/SULB 4 pug/mLSAM 0.016-256* 100 MIC Tests
92159 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 30 Tests 921811 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 10 MIC Tests
921590 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 100 Tests 92182 MICAFUNGIN MYC 0,002-32 30 MIC Tests
921591 CEFTAZ/CEFTAZ+GCLAV. CAZ/CAL MIC 10 Tests 921820 MICAFUNGIN MYC 0,002-32 100 MIC Tests
92160 CEFOT./CEFOT.+ CLAV. CTX/CTL 30 MIC Tests 921821 MICAFUNGIN MYC 0,002-32 10 MIC Tests
921600 CEFOT./CEFOT.+ CLAV. CTX/CTL 100 MIC Tests 92183 Ticarcillin TC 0.016-256 mg/L 30 MIC Tests
921601 CEFOT./CEFOT.+ CLAV. CTX/CTL 10 MIC Tests 921830 Ticarcillin TC 0.016-256 mg/L 100 MIC Tests
92161 CEFEP./CEFEP.+CLAV. FEP/FEL 30 MIC Tests 921831 Ticarcillin TC 0.016-256 mg/L 10 MIC Tests
921610 CEFEP./CEFEP.+CLAV. FEP/FEL 100 MIC Tests 92184 Isavuconazole IVU 0.002-32 mg/L 30 MIC Tests
921611 CEFEP./CEFEP.+CLAV. FEP/FEL 10 MIC Tests 921840 Isavuconazole IVU 0.002-32 mg/L 100 MIC Tests
92162 IMIPEN./IMIP.+ EDTA IMI/IMD 30 MIC Tests 921841 Isavuconazole IVU 0.002-32 mg/L 10 MIC Tests
921620 IMIPEN./IMIP.+ EDTA IMI/IMD 100 MIC Tests 92200 Tiamulin TIA 0.002-32 30 MIC Tests
921621 IMIPEN./IMIP.+ EDTA IMI/IMD 10 MIC Tests 922000 Tiamulin TIA 0.002-32 100 MIC Tests
92163 VANCOM/TEICOPLANINA VA/TEC 30 MIC Tests 922001 Tiamulin TIA 0.002-32 10 MIC Tests
921630 VANCOM/TEICOPLANINA VA/TEC 100 MIC Tests 92201 TILMICOSIN TIL 0.002-32 30 MIC Tests
921631 VANCOM/TEICOPLANINA VA/TEC 10 MIC Tests 922010 TILMICOSIN TIL 0.002-32 100 MIC Tests
o164 ?eESFtST/CEFOTJfC'-OX CTT/CXT0,5-32/0,5-32 30 MIC 922011 TILMICOSIN TIL 0.002-32 10 MIC Tests
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 100 MIC 93001 EASY RID h-lgG
921640 Tests 93002 EASY RID h-IgA
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 10 MIC
921641 Tests 93003 EASY RID h-IlgM
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- 93004 EASY RID h-C3c
92165 8/0.032-2 pg/ml 30 MIC Tests
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- 93005 EASY RID h-C4
921650 8/0.032-2 ug/ml 100 MIC Tests 93006 EASY RID h-Transferrin
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- i .
921651 | 8/0.032-2 ug/ml 10 MIG Tests 93007 EASY RID h-Albumin_
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 30 MIC 93008 EASY RID h-Apolipoprotein A1
92166 Tests 93009 EASY RID h-Apolipoprotein B
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 100 MIC — -
921660 Tests 93010 EASY RID h-Alfa 1 Acid Glicoprotein
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 10 MIC 93011 EASY RID h-Fibrinogen
921661 Tests 93012 EASY RID h-Antitrombin Il
MEROPENEM / MEROPENEM + PHENYLBORONIC -Antitrombin
92167 ACID MRP/MBO 0.125-8/0.032-2 30 MIC Tests 93013 EASY RID h-Ig Light Chain K
MEROPENEM / MEROPENEM + PHENYLBORONIC Y .
921670 | ACID MRP/MBO 0.125-8/0.032-2 100 MIC Tests 93014 EASY RID f-lg Light Chain Lambda
MEROPENEM / MEROPENEM + PHENYLBORONIC 93015 Anti h-alfa 1 Antitrypsin
921671 ACID MRP/MBO 0.125-8/0.032-2 10 MIC Tests 93016 Anti h-Ceruloplasmin
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC : >
92168 ACID ETP/EBO_ 0.125-8 / 0.032-2 30 MIC Tests 93018 Anti h-Haptoglobin
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC 93104 Multiplate h-lgG/IgA/igM
921680 ACID ETP/EBO _ 0.125-8/0.032-2 100 MIC Tests
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC 93106 MULTIFLATE h-G3c/C4
921681 ACID ETP/EBO 0.125-8 / 0.032-2 10 MIC Tests 93110 MULTIPLATE h-Apo A1/Apo B
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- i - .
92169 230 MIC Tests 93115 MULTIPLATE h-Kappa Chain/Lambda Chain
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- 93201 BENCE JONES TEST
921690 2 100 MIC Tests 940010 RID CONTROL SERUM
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- -
921691 2 10 MIC Tests 9501 OPTOCHINE OPT 100 Discs
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9502 Bacitracin Test 100 Discs 96021 SALMONELLA PARATYPHI C TOTALE 20 ml
9503 X FACTOR TEST 100 Discs 96022 BRUCELLA MELITENSIS 20 ml

9504 V FACTOR TEST 100 Discs 96023 BRUCELLA SUIS 20 ml

9505 V+X FACTOR TEST 100 Discs 96031 SALMONELLA TYPHI H SLIDE 5 m

9508 METRONIDAZOLE TEST 100 Discs 96032 SALMONELLA TYPHI O SLIDE 5 ml

9511 SULPHONAMIDE TEST 100 Discs 96033 SALMONELLA TYPHI TOTALE 5 mi SLIDE

95200 ANAEROBES 96034 SALMONELLA PARATYPHI AH SLIDE 5 m
95210 ENTEROCOCCI 96035 SALMONELLA PARATYPHI AO 5 ml SLIDE
95220 ENTEROBAGTERIA 1 96036 SALMONELLA PARATYPHI A TOTALE 5ml SLIDE
95230 ENTEROBACTERIA URINE 96037 SALMONELLA PARATYPHI BH 5 ml SLIDE
95240 ENTEROBACTERIA 2 96038 SALMONELLA PARATYPHI BO 5 ml SLIDE
95250 PSEUDOMONAS 96039 SALMONELLA PARATYPHI B TOTALE 5ml SLIDE
95260 STAPH 96040 SALMONELLA PARATYPHI CH 5 ml SLIDE
95270 ACINETOBACTER 96041 SALMONELLA PARATYPHI CO 5 ml SLIDE
95280 YEASTS 96042 SALMONELLA PARATYPHI G TOTALE 5 ml SLIDE
95290 Strepto 96043 BRUCELLA TOTALE SLIDE 5ml SLIDE

95380 ENTEROBACTERIA 96044 BRUCELLA ABORTUS 5 ml SLIDE

95390 PSEUDOMONAS ACINETOBACTER 96045 BRUCELLA MELITENSIS _ SLIDE 5 ml

95400 ENTEROCOCCI 96046 BRUCELLA BENGAL ROSE _ SLIDE 5 ml

95410 ANAEROBES 96047 PROTEUS OX2 5 ml SLIDE

95420 STAPH/STREP 96048 PROTEUS OX19 5 ml SLIDE

95430 ENTEROBACTERIA URINE 96049 PROTEUS OXK 5 ml SLIDE

95440 EQ“TAERL(E)BACTER'A FROM URINE AND OTHER 96093 CONTROLLO NEGATIVO/NEGATIVE GONTROL 0.5m|
95500 VEASTS 96096 POSITIVE CONTROL FOR SALMONELLA 0.5m
o555 T HAEMOPHILUS 96097 POSITIVE GONTROL FOR PROTEUS 0.5ml

o562 URIN.2 96098 POSITIVE CONTROL FOR BRUGELLA 0.5ml
9563 MICE 96142 Legionella Latex Kit

o564 KGL | (Gram  v6) 1 x 100 Tost 96143 CAMPYLOBAGTER LATEX KIT

o565 KGL 1l (Gram - ve) 1 x 100 Test 96144 CLOSTRIDIUM DIFFICILE LATEX KIT

9566 KGL 1 100 Toct 96148 SHIGELLA ANTISERUM

o567 MULTODISC A 96150 E. COLI 0157 LATEX KIT

9568 MULTODISG B 96151 SALMONELLA LATEX KIT

9569 MULTODISG G 96153 STREPTO B LATEXKIT

0570 MULTODISG b 96154 STREPTO A LATEXKIT

9571 MULTODISC A (100 Pz) (Tender106/2003) 96155 BENCE JONES LATEXTEST

9573 MULTODISG C (100 Pz) (Tender106/2003) 96316 Clostridium difficile GDH Card

0574 MULTODISC D (100 Pz) (Tender106/2003) 96317 Clostridium Difficile Toxin A+B Card

9575 URINE RING (Tender238/2006) 96318 Giardia Card

9576 PSEUDOMONAS RING (Tender238/2006) 96319 Listeria Monocytogenes Card

9577 GRAM NEGATIVE RING (Tender238/2006) 96320 Saimonella Ag Card

9578 GRAM POSITIVE RING (Tender238/2006) 96321 ©157 E coli Card

96001 SALMONELLA TYPHIH 20 m 96401 ONE STEP AMP DRMG SCREEN 20 CARDS
96002 SALMONELLATYPHIO 20 mi 96404 ONE STEP COC DRMG SCREEN

E e anosnn____
96004 SALMONELLA PARATYPHI AO 20 ml ONE STEP BRUPRENORPHINE DRMG SCREEN 20
96005 SALMONELLA PARATYPHI BH 20 ml 96411 CARDS

96006 SALMONELLA PARATYPHI BO 20 ml 96415/20 | FECAL OCCULT BLOOD GARD

96007 BRUCELLA TOTALE 20 ml 96418 STREPTO A CARD 30 CARDS

96008 BRUCELLA ABORTUS 20 ml 96441 Gonorrea Ag Card

96009 SALMONELLA TYPHI TOTALE 20 ml_CE 96442 Gardnerella Vaginalis Card

96010 SALMONELLA PARATYPHI A TOTALE 20 ml 96443 Trichomonas Vaginalis Card

96011 PROTEUS OX2 20 ml 96444 B.J. Free Kappa/Lambda Dipstick

96012 PROTEUS OXK 20 ml 96455 H.PYLORI CARD 20 GARD

96013 PROTEUS OX19 20 ml 96460 HCG URINE/SERUM CARD 50 CARD

96015 FEBRILE MULTITEST KIT 96461 HCG URINE/SERUM CARD 100 CARD

96016 STREP-CHECK KIT 96462 MICROALBUMIN CARD URINE _ 20 Cards
96017 STAPH LATEXKIT 96465 AFP -ALFA FETO CARD 20 CARDS

96018 SALMONELLA PARATYPHI B TOTALE 20 m 96468 TUBERCOLOSI GARD 20 CARDS

96019 SALMONELLA PARATYPHI CH 20 ml 96480 IgE TOTAL CARD

96020 SALMONELLA PARATYPHI CO 20 m 96485 CEA CARD 20 Cards
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96487 MYOGLOBIN 97800 ROTASTICK ONE STEP KIT 20 Tests

96488 TROPONIN 20 CARDS 97801 RSV STICK ONE STEP 20 Tests

96490 FERRITIN CARD 97802 ROTA/ADENO COMBI STICK ONE STEP 20 Tests
96495 SIFILIDE CARD 20 CARDS 97803 H.PYLORI FECAL Ag ONE STEP 20 Tests

96498 IM MONONUCLEOSIS INFECTION 20 CARDS 97805 STREP B STICK ONE STEP ASSAY 20 Tests
96590 URINE STRIP 97807 ADENOSTICK ONE STEP ASSAY 20 Tests

96900 GIOTTO READER 9999 Blank Discs

96909 BIOMIC V3 99003 KPC&MBL disc kit (acc. to EUCAST)

96914 BIOMIC V3 AST 99004 ESBL disc kit (acc. to EUCAST)

96915 BIOMIC V3 ID 99005 ESBL disc kit (acc. to CLSI)

96916 BIOMIC V3 CC 99006 ESBL (Chromos. Ind. AmpC) disc kit (acc. to EUCAST)
96919 AST Software 99007 KPC&MBL&OXA-48 disc kit (acc. to EUCAST)
96931 ID Software 99008 ESBL+AmpC screen disc kit

96932 CC Software 99009 AmpC disc kit

96933 Micropiastre 96 pozzetti Software

Direttore Tecnico/ Technical Director
Dr.Silvio Brocco
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Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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000 "MeankaoH"
MEONK/IOH

127276 Mockea, botaHuueckas ya 35, T\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT MNPOU3IBOAUTEAS
Ha «Habop peareHToB AAS ONpeAeAeHUs FPynn KpOBYU YeAOBeKa
cucrem ABO, Pesyc m Kell» no TY-9398-101-51203590-2009

( HOAMKAOH Autu-D Cynep )
PemctpaumonHoe yaoctosepere  Ne ©CP 2009/06043 o 05 Hosbps 2009 r

Hanmenosaune: Llommxion Artu-D Cynep 2o drakoHax mo 10 M1 ¢ 3e1eHBIME
KpPBIIIKaMH .

Cepus: 219706

HzroToenen: 28.06.2021

T'open no: 28.06.2023

Macomopt: Hc219706 ot 28.06.2021

Eaunnna: 100 mn
KosnyecTro eanuun 10

O6nem cepun: 10000 mu.

_m&@

MEZMKNOH

000

“"Meankaon”

127276 Mocksa, botaHMieckas YA, 35, T\ +7495 231-2272 +7499 502-1214

NMACNOPT-CEPTUPUKAT MNPOUIBOAUTEAA
Ha tHabop peareHToB AAS ONpeAEeAeHuUs FPYNN KPOBU YEAOBEKA
_cuctem ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
Eo:_\:n:o: aHTH — A — MoHOKIOHaNbHEIe(IgM) aHTHTENa K aHTHreHY A;
" LI0/MKJIOH aHTH — B — MOHOK/IOHANBHBIE aHTHTENA (IgM) x anTHreHy B;

Honukion anty — AB — MOHOKITOHaIBHEIE anTuTeNa (IgM) K aHTHrenam A u B
PerucrpaumonHoe yaoctosepetne Ne PCP 2009/06043 o1 05 Hos6ps 2009 r

HaunmenoBanue: Ionuxnon Autu-AB

Cepus: 011506

Msrorosnen: 28.06.2021
Toaen no: 28.06.2023

Envanna: 100 mn
KonnuecrBo eqnuun 13

O6nem cepun: 10000 M.

IMacnopt: ABO011506 ot 28.06.2021

HanmeHosaHue PeayaeTars!
Hopma no TY 4 .
nokKasareas MCNBITAHWM

1. BHeluHW! BMA Mpo3payHas XMAKOCTE CBETAC-6@)eBOro LBeTa CoorBetcTRYET

2. Ceponoruyeckue
CBOWCTBA
2.1 CneundpuyHocTs Lloankaor AHTu-D Cynep He AONKeH arrAoTMHUpoBaTs | CooTseTcTeyer

D(-) spurpoumTbi.

2.2 TeMarraoTvHMpYIowas | HeTkas peakLMs arfAITYHALIAM AOAXHQ HACTYTIATb B CooreetcTayer
cnocobHocTb TedeHue 30 cek NocAe cMmelLMBaHUs peareHTa ¢ D(+) 30cex.

SpYTPOLUTAMA

2.3 Twip Tip  UoamkaoHa AWm-D  Cynep 8 peaxuwm| Cootsercrayer
arrAIOTVHAUMM HA nAockocT © D(+) aputpounramm 1:32
1:32
Turp  LloAmkao LGV _ _umox:ss npsiMoi | CootBeTcTayeT
ArrAICTHHA SPUTPOLTOM) 1:256
HDKe 1 N /6 i N

x- S \ __: Yz

UoAuKAoH cooTBeTcTBYeT TPE6O E._ M .5\1_ w :f

3aseayiowas

OTK OO0 «MeAUKACH» K.B. IOweHko

HavumeHosaHue Hopma no TV _umu<>r6?._
nokasareas UCNbITaHUN
1. BHeWH\A BuA
1.1 LLOAMKAOH QHTK-A [Mpo3paiHas XMAKOCTe KPACHOTO LiBeTa. Coomercreyer
1.2 LOAUKAOH QHTU-B MPO3paYHAR XXMAKOCTE CUHErO LBeTa.
1.3 UoArKAOH QHTU-AB MNpo3payHas GeCLBETHAA AW CAETKA OKPALLIEHHAS
XKUAKOCTb.
2. Cepoaormieckue
CBOMCTBA
2.1 CneundbmnyHoCTL LLOAMKAOH QHTM-A  HE AOAXEH AQBCTL QITAIOTMHALMM C Coomercreyer
aputpoumtamu rpynn B(lll} v O(l)
LLOAMKAOH QHTL-B  HE AOAXEH ACQBATL QITAKOTUHAUMM C Coortsercreyer
sputpoumramm rpynn A(ll) u O(l)
2.2 TemarraioTMHMpyoLLlas | LLOAMKAOR QHTU-AB HE AOAXKEH AQBATL QIFAIRTMHALMM C Coorteercrsyer
CRoCcOBHOCTE sputpountamu rpynnel Ofl)
AITAIOTMHAUMA HQ MAOCKOCTU 3pUTROUMTOB Al 1B ¢ CootseTctayeT
COOTBETCTBYIOLLIMMN LLOAMKAOHGMM AOAKHA MOSBUTLCS
He No3aHee 10 Cek. NOCAEe CMELLMBAHMS
2.3Tup TP LLOAMKAOHQ QHTM-A B peakumm QITAIOTMHAUMM Ha | CooTsercTayer
MAOCKOCTH C 3PITROLAIEMY 6<_.__._v_ Afll) 1:32 - 1:64 1:32-1:64
Tutp Lloavik aovn\uuxﬂnw B pRElus1 armraAloTMHaLMm Ha | CootsercrayeT
NAOCKOCTU mwx U\.U%.qozsﬂ 1:64
Tutp no&ﬁ:@g QHTM-AB 8 UmQan_ IOTHMHOLLMM HO Cooreercreyer
:;onxoniaum:ﬁoc.:a;x _.U_..a_.i\eh :32 - 1:44 i B{lIN) 1:32-1:64

_\

3aseaytoLLas

OTK OO0 «MeanKAOH)

751 203590-2009

K.B. IOLeHko
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MEAMK/IOH

127276 Mocksa, botaHudeckas yA., 35, T\ (495) 231-2272

000 ‘Megnrror”

(499) 502-1214

NMACNOPT-CEPTUPUKAT NPOUIBOAUTEAR
Ha «Ha6op peareHToB AAS ONpPEeAEASHHUSA rPYNi KPOBU HEAOBEKA CUCTEM
ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( LOAUKAOH AHTU-Kell Cymep)

PeructpaumnorHoe yaoctoseperne Ne PCP 2009/06043 o1 05 HosEps 2009 1

Haumenosauue: Llommcoion Arru-Kell Cynep

Cepusi: 114606

HsrortoBjen:

28.06.2021
Toaen mo: 28.06.2023

Eaunnua: 100 mn
Konnueerpo equnun 17

O6nem cepun: 10000 M.

IMacmopt: K114606 ot 28.06.2021

. ®
14
MEOVKNOH

127276 Mocksa, BOTAHMYECKas YA., 35

’

000 “‘Megnxrorn”

T\ {495) 231-2272

{499) 502-1214

NACNOPT-CEPTUPUKAT MNPOU3IBOAUTEAS

Ha «cHabop peareHToB AAS ONPEAEAEHMUS PYNN KPOBU YEAOBEKA CHCTEM

ABO, Pesyc 1 Kelln no TY-9398-101-51203590-2009

( LOAUKAOH AHTH-D (IgG) )
PernctpaumnorHoe yaoctoseperme Ne PCP 2009/06043 ot 05 Hoa6ps 2009 r

HanmenoBanne: {ominoH Artu-D(IgG)
Cepus: 214903
Hsrotosnen: 15.03.2021
Togen mo: 15.03.2023

Enunnna:

100 mn

KosnyecTBO eAHHHL 5

Oobem cepun: 10000 M.

HauMeHoBaxue XapaxrepucTuka HOpMBI 0 TY Pesynbrats
IIOKa3aTcna HCITBITAHHH
1.Buewnuit Bug [Tpo3paunas XenToBaTast WIM po30BaTas XKHIKOCTh CooTBeTCTBYET
2. Ceponoruyeckue
cBolicTBa
2.1 CnetmduuHOCTD Lommxiion AnTH-Kell cynep He nomkex CooteeTcTBYET
arrTIOTHHUPOBATH IpHTPOLMTHL K(-)
2.2 TemarmoTHHHpyIolas | UeTkas peakuus arnioTHHAIMH Ha INTOCKOCTH JODKHA
crocobHoCT HaCTyTIaTh B Te4eHHUE 3().ceK. MOCIE CMEUHBaHUA CooTBeTCTBYET
.\\A\\i e —
2.2 AKTHBHOCTB CooTBercTByeT
1:16
H1 ﬂ
M. |1
LonuknoH cooTseTCTBYET TpebOBAHUIM ,_,«.m..»mm.w,m-_c_-
3aeenyrowas OTK 000 «Meauxnon» ,p.u.. N M.C.OprnoBa

IMacnopt: [[%214903 ot 15.03.2021
HaumenoBaHue XapakTepucTHKa HOPMEI Pesyasrarsl
NOKa3arest MCIBITaHUH
1. Buewmnuii Bux IIpospagHas KHAKOCTH CBETIO-BEXEBOTO UBET2
CoorsercTayer
2. Ceponoruueckue
cBoiicTBa
Ionuknon Antu-D He gomkeH armmoTuaupo- | CooTBeTcTBYeT
2.1 Ceunpnunocts BaTk D(-) 3pUTpOLHUTEL
2.2 TemarrmOTHHUPYIOW | ArrmoTuHaLmA spuTpouuTos D+ ¢ Llonkxro- | Coorsercrayer
at  crmoco6HOCTH HOM B NpOGMPOYHOM TECTE ¢ KENATHHOM
MOJDXHA TOABIIATLCA HE MO3AHee 15 MuH.
2.3 Turp Tutp Losuxnona antu-D B npobupousom Cootsercrayer
TeCTe C xenaTthHoM 11128,
Turp Ionuknona B HenpaMmom
auTHImoDynuHoBoM TecTe : 1:512 .
Lomurnon cooteetctryet TpeGobanmam TY —9398-101-512035 02009
3asenyiomas OTK OO0 «Meauxnomy. M.C.Opnosa




@ 000 “"MeankaoH’

MEIMKIIOH 127276 Mockso, borammeckan ya. 35, b +7495 2312272 +7299 5021214

AACNOPT-CEPTUPUKAT MNPOU3BOAUTEAA
Ha (HaGop peareHTOB AAS ONpPeAeAeHUs TPYI KPOBU HYeAOBEKA
cuctem ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
Honuwion ant — A — MoHOoKTOHaNEHEIE(IgM) aHTHTENa K aHTHTEHY A;
HonuxmoH auth — B — MoOHOKITOHANBHBIE aHTHTENa (IgM) Kk aHTHTrEeHY B;

HonuwioH auty — AB — MOHOKJIOHALHEIE anTHTeNa (IgM) k aHTHreHam A u B
PemcrpaumonHoe yaocrosepenue Ne PCP 2009/06043 ot 05 HosBpsa 2009 1

E 000 "MeankaoH’

MELMKIIOH 127276 Mockea, Borammeckas ya. 35, \cb +7495 2312272 47499 5021214

NMACNOPT-CEPTUPUKAT MNPOU3IBOAUTEAS
Ha «tHaGop peareHTOB AAS ONPeAEeAEeHUs rpynin KPOBU YeAoBeKd
~cuctem ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
- Hondknon auTi — A — MOHOKIOHaNBHEIE(IgM) aHTHTeNa k aHTHTECHY A;
Llonuision auty — B — MOHOKITOHATEHBIE anTHTena (IgM) k aHTHreHy B;

Lonuxion antu — AB — MoHOKTOHANBHEIEe anTUTena (IgM) k aHTHreHam A u B
PernctpaumonHoe yaoctoseperne Ne PCP 2009/06043 ot 05 Hoabps 2009 r

Haumenosanue: llomiion AnTi-B Bo (rrakoHax no 10 M ¢ CHHMME KphIIIKaMHE
Cepua: 016606

Hsroroenen: 07.06.2021

Togen no: 07.06.2023

ITacnmopt: B016606 ot 07.06.2021

HaumenoBanue: LlomiioH AHTH-A BO ¢nakoBax 1o 10 MII ¢ KpacHEIME

KpBIIIKaMH Enunauna: 100 mn

Cepusi: 216706 Eounmua: 100 mu
MsroroBaen: 21.06.2021
Topen go: 21.06.2023

Macmopt: A216706 o1 21.06.2021

KonuyectBo eaunun 30

Konnyectso ennuun 30 O6bem cepun: 10000 M.

O6bem cepun: 10000 M.

HaumeHosaHme Pe3yAbtaThl HanmeHosaHMe Pe3syAbtathi
nokalareas Hopmano TV UCMLITAHNA nokQaiareas Hopmano v UCNbITAHWM
1. BHewHWA Bua 1. BHeLwHWA A
1.1 UOAMKAOH GHTU-A MPOo3PAYHAs XXMAKOCTb KPQCHOIO LiBETA. Coortsercrayet 1.1 LOAMKAOH QHTU-A Mpo3payHAs XMAKOCTb KPACHOTO uBera. Coorteercreyer
1.2 UoAnKAOH aHTL-B Npo3paqHAs XMAKOCTb CMHErO LIBETA. 1.2 LloAMKAOH QHTL-B MNpOo3paUYHAas XMAKOCTb CUHETO LBETA.
1.3 LoAMKAaOH aHT-AB MNpoapayHas OeCLreTHAs MAM CAETKA OKpAaLeHHAas 1.3 UoAMKAOH QHTU-AB Npo3payHas GecuBeTHAs MAM CASMKA OKpALLeHHas
KMAKOCTb. KMAKOCTb.
2. CepoAormdeckme 2. Cepoaoruyeckme
cBovcTea CBOMCTBA
2.1 CneumdmnsHOCTs LLOAMKACOH QHTU-A  HE AOAKEH ACBATH ArrAIOTUHALMM C CoortsercreyeT 2.1 CneumnuiHOCTL LOAMKACH QHTU-A  HE AOAKEH AQBATH AIMAKOTMHALMK C Coortsertcrayer
aputpoumtamm rpynn B{lll) n O(l) spurpouutamm rpynn B{lll) n O(l)
LLOAMKAOH GHTU-B  HE AOAXEH AQBATL AITAITMHALMM C Coortsetcrsyer LLOAMKAOH QHTU-B  HE AOAXEH AQBATL QITAIOTUHALMM C CoortsetcTeyer
aputpoumramu rpynn A(ll) v O(l) apurpoumtamu rpynn A(ll) v Ofl)
2.2 FTemarrailoHmpyiowas | LLoAMKAOH QHTU-AB HE AOAXEH AQBQTH AFAITUHALIMM C CoortsetcrayeTr 2.2 femarraloTHMPYOWLAs | LOAMKACH QHTU-AB HEe AOAKEH AGBQTH QrTAIOTUHAUMM C Coortsercrayer
CNocoBHOCTL aputpoumTamu rpynnel Ol) . cnocoBHOCTL sputpoumTamu rpynnet Of!)
AITAIOTUHAUMS HQ MAOCKOCTU 3pUTpOoUMTOB Al MB ¢ Cootsercreyer AITAIOTMHALMA HA NAOCKOCTU 3pUTPOLMTOB A1 M B ¢ Coorsercrsyer
COOTBETCTBYIOLLIMMM LIOAMKAOHAMM AOAKHA FMOKBUTLCS COOTBETCTBYIOLLUMMU LIOAMKAOHRAMM AOAKHA MOABUTLCS
He no3aHee 10 Cek. MOCAS CMELLMBAHKS He no3aHee 10 cek. NOCAE CMELLIMBAHMS
2.3 Tutp TUTP LIOAMKAOHA GHTU-A B peakuMu arraloTHaummn Ha | Cootsertcrsyer 2.3 Tutp Tutp LOAMKACHA QHTW-A B pPeaKkUMM arfAioTiHAuMKk Ha | Cootsetcrsyert
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



MunuM<cny

nocmapwuk nabopamopuil

000 “MununMen”, 241520, Poccunckan ®epepauun, BpaHckas obnacTb,
BpaHckuMi panoH, c. CynoHeso, yn. loccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

MHorokaHansHbii Homep - 8-800-100-48-32
®akc (4832) 92-24-54, 92-24-59, 92-24-61

WHH 3234007127 www.minimed.ru

e-mail: info@minimed.ru

Peructpaunonnoe yaocroseperne Ne ©CP 2011/11306 o1 07.12.2015 1.

IMacnopT

Kpacureas Azyp-303ud no Pomanosekomy (MunnMen-P)

TY 9398-003-29508133-2011

Cepus 72

JlaTa H3roToBJIeHHHA

08.2021 .

Hcnons3oBarh A0

08.2022 2.

anﬂHafiﬂa‘lCH AJ1 OKPALLHMBAHHA (]}OpMCHHhIX IJCMCHTOB KPOBH.

1. Haznauenne

2. Texunueckue TpedoBanmns

HauMeHOBAHHE MOKAZATEINA

Hopma no TY

Pe3yJibTarThl HCNBLITAHHH

1. BHewHMi BHA

1.1. Kpacurens

TeMHO-CHHAA CHponeodpasHas KHAKOCTE 03
HEPACTBOPHMBIX MPHUMECEH

coomeemcmeyem

1.2. Bydep ocdhaThrii ITpo3payunas decuseTHas JKHAKOCTh coomeemcmeyem
2. [InoTHOCTE pacTBopa

KPACHTES [PH KOMHATHOI 1,000 - 1,100 1,011
temmeparype 20£2°C, r/em’

3. Bpemst HaCTYIUICHHA OKPACKH

Maska (pH pa3BeACHHH 50 30

kpacutens 1:19), mun, He Oonee

4. Oxpacka ()OpMCHHBIX
3JICMCHTOB KPOBH

3PHTPOLMTEL — PO30BLIC C CEPBIM OTTCHKOM, OEKEBO-

PO30BBIC C CCPBIM

KOPHYHEBBIC OTTEHKOM

sapa NCHKOLUTOB — (PHOTICTOBBIC (uoncrossie
LHTOMNA3Ma THM(OLIMTOB — romyoas, cepo-romyoas; ronyoas
HTOIIA3MA  Heid HIOB — HO-PO30B -

LUTOIIA3Ma HEHTPO(HIO OnenHO-po3oBas, cepo 61 AHO-P030BAs

PO30Bast;

3ePHHCTOCTh HEHTpo(HIOB — (HONeTOBas, KpacHO-
(pronerosas;

KpacHO-(hHONeToBAs

3CPHHCTOCTh 303HHO(DHIIOB — JKCITO-0PAHIKEBAS, PO30BO-
(hpnonerosas;

FKCATO-OPAHKCBAA

3epHHCTOCTH Dazo(unoB — (uonerosas;

(uoneropas

TPOMOOLHTEL — PO30BO-(DHOICTOBEIE, PO30BO-CHHE-
(puoneToBsIc

PO30BO-()HONETOBBIC

3. TpancnopTupoBaHue H XPAHEHHE

TpancnopTHpPOBAHHE KpACHTEMA-(PHKCATOPA AOMKHO MPOBOAHTHCA BCEMH BHIAAMH KPBITOTO TPAHCMOPTA MPH
Temneparype or 0 no 25°C B COOTBETCTBHM C MpPAaBWJIAMH MNMCPCBO3KH IPY30B, NCHCTBYIOIMMH HAa JAHHOM BHIC
Tpancnopra. Kpacutens ciesyer XpaHWTh NMpu TeMmmeparype oT +5° mo +25°C B TeMHOM MeCTe, BAANHM OT KHCIOT H
meno4eii B Te4eHHe BCEr0 CPOKA TOXHOCTH.

HsroToeurens

FApaHTHPYET COOTBETCTBHC

4, FapaHTHN H3rOTOBHTEIA

Kpacutenst Asyp-so3uHa no Pomanoeckomy (MunuMen-P)

Tpebosanusm TY 9398-003-29508133-2011 npu codaroaeHHH NoTpedUTENEM YCIOBHIT TPAHCTIOPTHPOBAHHUS, XPAHEHHUA H
MPHMCHCHHMS B TCUCHHUE BCETO CPOKA TOIHOCTH.

Havaneuuk [ITO

ba6uu B.A.




®EAEPAABHAS CAVJKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YﬂOCTOBEPEHﬁE

HA MEAWLIMHCROE U34EJIME
or 07 nexabps 2015 rona Ne @CP 2011/11306
Ha mMeu1MHCKOE H3/e/He

Kpacureab Asyp-J034H 10 PoMaHOBCKOMY (MuuuMea-P)
mo TV 9398-003-29508133-2011

HacTosmiee perucTpaiHoOHHOE yA0CTOBEPeHHE BbIIAHO
OfmiecTBO ¢ OrpaHHYennoil orBeTcTBennHocTHI0 "MunnMen"
(000 "MuunuMen'"), Poccus,

241520, Bpsinckas o6a1acTsb, Bpanckuii paiion, ¢. Cynoneso, yi1. Illocceiinas, a. 17A

[TpoussoauTens

OfmecTBO ¢ OrpaHHYeHHOl 0TBETCTBEHHOCTHLIO "MuuuMen"

(000 "MunuMen'), Poccus,

241520, Bpsinckas obaactk, Bpsanckuii paiion, ¢. Cynoueso, yi1. Illocceiinas, A, 17A

MecTo NpoM3BOACTBA MEJHIIMHCKOTO H3/1ETHA
241520, Bpsinckas obaacts. Bpsnckuii paiion, ¢. Cynoneso, nep. Komcomonbckuii,
a. 7, kopm. 2-a

Howmep peructpanuonnoro gocke Ne P/I-9275/51846 ot 18.11.2015
Bua MeauuuHcKoro usaenus 232730
K1ace MOTeHIHATBLHOTO PHCKA TIPUMEHEHHS METHIMHCKOrO H3/enHs 3

Kox O6mepoccHiickoro Kiaccu(puKkaTopa TPOAyKIHH /A MEAULHHCKOTO Hajieus 93 9816/ \

JIONYLIEHO K 0OpallleHHIO Ha TEPPHTO i PoC

Pykosoautens @exepanbHoii 21 1 i d Lol 5
no naxsopy B cepe 3ApaBooxpanenys - S M.A. Mypamko

A S A A A
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DocuSign Envelope ID: E8F445D9-0AEC-4A47-8EC1-8F9310154111

G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 7

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

DocuSigned by:

Début de validité / Effective date : July 28th, 2020 (included)
Valable jusqu'au / Expiry date :  July 27th, 2023 (included)
Etabli le /lIssued on: July 17th, 2020

cofrac o B gl
o Lionel DREUX
2 Certification Director
I GUEGTON  GMEDN° 104627 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 10462-6

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr





ELITech Clinical Systems :

Zone industrielle . EI_I Grou p
61500 Sées - France EMPOWERING 1VD
Tel : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 o
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu’ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et s'appuie sur la certification de notre systéme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu’au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27 , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagnostico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a la lista B del
anexo II, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y esta respaldado por la certificacion de nuestro
sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

Valérie LAMBERT, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios Directora General

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON

DCCE - ECSSAS- V10 —Mai / May / Mayo 2021



TRIGLYCERIDES SL

TGML-0250/0455

REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/M830 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M490
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M690
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430 59123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-M830
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0497/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M490 52923
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52094
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0600/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0850
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M690 53359
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HDL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53395
LDL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M690
TRIGLYCERIDES ENVOY TGML-0850 53460
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497
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REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Controles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44698
CK-MB CONTROL CKMB-0900 44693
ELICAL 2 CALI-0550 47868
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | 1SCT-0046 47869
ISE CONTROL Il 1SCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 53588
URIC ACID Standard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41839
CRP IP CONTROL Il ICRP-0047
CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L +H HBAC-0049 44435
IgA IP 1IGA-0400 53760
1gG IP 11GG-0400 53787
IgM IP [1GM-0400 53795
WALBUMIN IP |IMAL-0400 53475
PALBUMIN IP CALIBRATOR SET [IMAL-0043 53477
UALBUMIN IP CONTROL | IMAL-0046 53478
WALBUMIN IP CONTROL Il IMAL-0047
OROSOMUCOID IP 10R0-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IPRO-0043 53593
RF CALIBRATOR [IRFA-0042 42230
RHEUMATOID FACTOR [IRFA-0230 55111
RHEUMATOLOGY CONTROL | [IRCT-0046 47869
RHEUMATOLOGY CONTROL I [IRCT-0047
TRANSFERRIN IP [ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 59238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY 1SCV-0850
ISE CLEANER/CONDITIONER 1SCC-0280 59058
ISE DILUENT 1SDI-0250 58237
ISE DILUENT ENVOY 1SDV-0850
ISE REFERENCE SOLUTION ISRS-0800 50238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

ACID SOLUTION for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION for ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5905 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX [Lxcr-0112 53707
DCCE-ECSSAS-v10 2/2
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ELISA

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsibility and declares that the products listed
on pages 2-3 are in conformity with relevant provisions of EC Council Directive 98/79/EC on in
vitro diagnostic medical devices and fulfill the essential requirements of that directive.

Classification of products:
Other devices (all devices except Annex |l and self-testing devices)

Harmonized standards applied:

EN ISO 18113-1:2011; EN I1SO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definitions and general requirements. In vitro
diagnostic reagents for professional use); EN ISO 15223-1:2016 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN ISO 13485:2016+AC:2016 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical devices); EN 23640:2015 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents); EN ISO 14971:2012 (Medical
devices. Application of risk management to medical devices).

Conformity assessment procedure:
Annex Il (not including section 6).

Manufacturer:
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36, office
211, Russian Federation, tel. +7 (383) 336-73-46, tel.ffax +7 (383) 332-67-49.

European authorized representative:

BIORON GmbH
Address: In den Rauhweiden 20, 67354 Roemerberg, Germany, tel.: +49 (0) 6232 298 450.

Date: 2020/12/09 @
Place: Novosibirsk

Valid until: 2022/07/03
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ELISA
No. Product name Identification data REF

Vectohep A-lgG

Enzyme immunoassay kit for the detection
and quantification of IgG to hepatitis A virus

D-0362

VectoMeasles-lgG

Enzyme immunoassay kit for the detection
and quantification of IgG to measles virus in
blood serum (plasma)

D-1356

VectoMeasles-IgM

Enzyme immunoassay kit for the detection of
IlgM to measles virus in blood serum (plasma)

D-1358

Rotavirus-antigen-EIA-BEST

Enzyme immunoassay kit for the detection of
human rotavirus antigen

D-1652

Adenovirus-antigen-EIA-BEST

Enzyme immunoassay kit for the detection of
human adenovirus antigen

D-1654

VectoEBV-NA-IgG

Enzyme immunoassay kit for the detection of
lgG to Epstein-Barr virus nuclear antigen in
blood serum (plasma)

D-2170

VectoEBV-EA-IgG

Enzyme immunoassay kit for the detection of
lgG to Epstein-Barr virus early antigens in
blood serum (plasma)

D-2172

VectoEBV-VCA-IgM

Enzyme immunoassay kit for the detection of
IgM to viral capsid antigen of Epstein-Barr
virus in blood serum (plasma)

D-2176

VectoMumps-lgG

Enzyme immunoassay kit for the detection of
IgG to mumps virus in blood serum (plasma)

D-2602

10.

Toxocara-IgG-EIA-BEST

Enzyme immunoassay kit for the detection of
IgG to Toxocara antigens in blood serum
(plasma)

D-2752

11.

Trichinella-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Trichinella antigens in blood serum
(plasma)

D-3152

12

Yersinia-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to causative agents of yersiniosis

D-3202

13.

Yersinia-IgA-EIA-BEST

Enzyme immunoassay kit for the detection of
IgA to causative agents of yersiniosis

D-3204

14.

Yersinia-IgM-EIA-BEST

Enzyme immunoassay kit for the detection of
IgM to causative agents of yersiniosis

D-3206

15.

Echinococcus-lgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Echinococcus granulosus antigens in
blood serum (plasma)

D-3356

16.

Ascaris-IgG-EIA-BEST

Enzyme immunoassay kit for the detection of
lgG to Ascaris lumbricoides antigens in blood
serum (plasma)

D-3452

14,

IgA-Transglutaminase-EIA-BEST

Enzyme immunoassay kit for the quantification
of IgA to tissue transglutaminase in blood
serum (plasma)

D-3758
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18. | lgG-Transglutaminase-EIA-BEST

Enzyme immunoassay kit for the quantification
of IgG to tissue transglutaminase in blood
serum (plasma)

D-3760

19. | Pepsinogen 1-EIA-BEST

Enzyme immunoassay kit for the quantification
of pepsinogen 1 in blood serum (plasma)

D-3762

20. | Pepsinogen 2-EIA-BEST

Enzyme immunoassay kit for the quantification
of pepsinogen 2 in blood serum (plasma)

D-3764

21. | VectoHanta-lgG

Enzyme immunoassay kit for the detection of
IgG to hantavirus in blood serum (plasma)

D-4902

22. |VectoHanta-IlgM

Enzyme immunoassay kit for the detection of
IgM to hantavirus in blood serum (plasma)

D-4904

23. | VectoNile-IgM

Enzyme immunoassay kit for the detection of
lgM to West Nile virus in blood serum
(plasma)

D-5150

24. | VectoNile-lgG

Enzyme immunoassay kit for the detection of
lgG to West Nile virus in blood serum
(plasma)

D-5152

25. | VectoNile-IgG-avidity

Enzyme immunoassay kit for the
determination of avidity index of IgG to West
Nile virus in blood serum (plasma)

D-5154

26. | VectoCrimean-CHF-IgG

Enzyme immunoassay kit for the detection of
lgG to Crimean-Congo hemorrhagic fever
virus in blood serum (plasma)

D-5052

27. | VectoCrimean-CHF-IgM

Enzyme immunoassay kit for the detection of
lgM to Crimean-Congo hemorrhagic fever
virus in blood serum (plasma)

D-5054

28. | VectoCrimean-CHF-antigen

Enzyme immunoassay kit for the detection of
Crimean-Congo hemorrhagic fever virus
antigen

D-5056




A ®
EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60139384 0001

Report No.: 21264033 013
Manufacturer: EUROIMMUN

Medizinische Labordiagnostika AG

Seekamp 31

23560 Liibeck
Deutschland

Products: - Immuno-biochemical test systems
- Immunofluorescence test systems
- Molecular diagnostic test systems
- Test systems for the determination of pathogens

(see attachment for products and sites included)
Replaces certificate, registration no.: HL 60118880 0001

Expiry Date: 2022-05-17

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices
this certificate an EC design-examination certificate according to Annex IV, section 4 2
verification of manufactured products according to section 6 is required.

overed by

Notified Bod
Effective Date: 2019-06-14

Date: 2019-06-14

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.

10/020h 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and appliication requires prior approval.



. ®
TUVRheinland

TUV Rheinland ST b gty T
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60139384 0001

Report No.: 21264033 013

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck
Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 Grofd Grénau, Germany

Activities: Design and development, manufacture
and quality control

- EUROIMMUN Meidzinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany

Activities: Manufacture

Date: 2019-06-14

10/020h 04.08 ®  TUV, TUEV and TUV are registered tradermarks. Utlisation and application requires prior approval.



TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60139384 0001

Report No.: 21264033 013

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstraRe 1, 23942 Dassow, Germany

Acivities: Design and development, manufacture,

quality control, warehousing and distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Am Plieffnitztal 1, 02748 Bernstadt, Germany

Activities: Manufacture

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Manufacture

Date: 2019-06-14 S /) /

. ®
TUVRheinland

Doc. 2/4, Rev. 0

Dipl.-lné.yn

Hoffma

ST e ® >

10/020 h 0408 ® TUV, TUEV and TUV are registered trademarks. Utllisation and application requires prior approval




H ®
TUVRheinland

TUV Rheinland B S P
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60139384 0001

Report No.: 21264033 013

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck
Deutschland

Products included:

Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG, p52 IgM)
Anti-Chlamydia ELISA (IgA, IgG, IgM)

Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae ELISA (IgA, IgG, IgM)
Anti-Toxoplasma gondii ELISA

(IgG, IgM, Avidity IgG, CSF IgG, IgA)

Anti-Rubella Virus ELISA

(IgG, IgM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG)
Anti-Chlamydia trachomatis IIFT (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae IIFT (IgA, IgG, IgM)
Anti-Toxoplasma gondii IIFT (IgG, IgM, Avidity IgG)
Anti-Rubella Virus IIFT (IgG, Avidity IgG)

Notified Body

Date: 2019-06-14 55, /
Dipl.-lng)ﬁén Hoffmann

10/020h 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



& ®
TUVRheinland

TUV Rheinland Ry vrgler:
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60139384 0001

Report No.: 21264033 013

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liubeck
Deutschland

Products included:

Anti-Chlamydia MIF (IgA, IgG, IgM)

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)
Anti-Chlamydia MIF EUROPattern (IgA, IgG, IgM)
Anti-Chlamydia trachomatis MIF EUROPattern (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF EUROPattern (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF EUROPattern (IgA, IgG, IgM)

Anti-Rubella Virus WESTERNBLOT (IgG)
Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)
Anti-Chlamydia HP EUROLINE-WB (IgA, IgG)

Multimarker Controls for Euroimmun ELISA

EUROLINE Anti-TO.R.C.H. Profile (IgG, IgM)
EUROLINE Anti-TO.R.C.H. 10-Profile (IgG)

EUROArray STI

Date: 2019-06-14

10/020h 04.08 ® TV, TUEV and TUV are registered trademarks. Utlisation and application requires prior approval.



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

NovaTec Immundiagnostica GmbH
WaldstraBe 23 A6
63128 Dietzenbach
Germany

for the scope

immunodiagnostics for the determination of
antibodies against Toxoplasma gondii, Rubella virus,
Cytomegalovirus and Chlamydia
(see attachment)

has introduced and applies a
Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex IV — excluding Section 4 and 6
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

The surveillance will be held as specified in Annex IV, Section 5.

Valid from 2018-12-04
Valid until 2023-12-03
Registration no. D1055500015
Report no. P18-01143-127558
Stuttgart 2018-10-09

A A
Head of Certification Body

medical device certification

Mac

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de




Attachment of the certificate

No. D1055500015 Date 2018-10-09 Page 1 of 1
Product category Product Class
immunodiagnostics for the NovaLlsa Toxoplasma gondii IgA List B,
determination of antibodies against NovaLlsa Toxoplasma gondii IgG Annex Il
Toxoplasma gondii NovaLlsa Toxoplasma gondii IgM p-capture

NovalLisa® Avidity Toxoplasma gondii IgG
Toxoplasma gondii IgA

Toxoplasma gondii IgG

Toxoplasma gondii IgM u-capture

Avidity Toxoplasma gondii IgG

immunodiagnostics for the NovaLlsa Rubella Virus IgG List B,
determination of antibodies against NovaLlsa Avidity Rubella Virus 1gG Annex Il
Rubella virus NovaLisa® Rubella Virus IgM p-capture

Rubella Virus 1gG
RubeIIaV|rus IgM u-capture

immunodiagnostics for the NovaLlsa Cytomegalovirus (CMV) IgG List B,
determination of antibodies against NovaLlsa Avidity Cytomegalovirus (CMV) IgG Annex Il
Cytomegalovirus NovaLisa® Cytomegalovirus (CMV) IgM

Cytomegalovirus (CMV) IgG
Cytomegalowrus (CMV) IgM

immunodiagnostics for the NovaLlsa Chlamydia pneumoniae IgA List B,
determination of antibodies against NovaLlsa Chlamydia pneumoniae IgG Annex Il
Chlamydia NovaLlsa Chlamydia pneumoniae IgM

NovaLlsa Chlamydia trachomatis IgA
NovaLlsa Chlamydia trachomatis IgG
Novalisa® Chlamydia trachomatis IgM
Novagnost Chlamydia pneumoniae IgA
Novagnost Chlamydia pneumoniae IgG
Novagnost Chlamydia pneumoniae IgM
Novagnost Chlamydia trachomatis IgA
Novagnost Chlamydia trachomatis IgG
Novagnost Chlamydia trachomatis IgM
Chlamydia pneumoniae IgA

Chlamydia pneumoniae 1gG

Chlamydia pneumoniae IgM
Chlamydia trachomatis IgA

Chlamydia trachomatis 1gG

Chlamydia trachomatis IgM

; -'__',I/r/ 7
/” /S T

Head of Certification Body

medical device certification

Mac

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de















helena

Biosciences Europe

Coagulation Control Plasmas

REF 5186
REF 5187
REF 5183
REF 5482

Routine Control N

Routine Control A

Routine Control SA

Routine Coagulation Control Set

CE Mo

Helena Biosciences Europe, Queensway South, Team Valley Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

Tel: +44 (0)191 482 8440
Fax: +44 (0)191 482 8442
Email: info@helena-biosciences.com

Web: www.helena-biosciences.com

HL-2-0482P 2016/01 (16)

Coagulation Control Plasmas en
Instructions for use

INTENDED PURPOSE

The Coagulation Control Plasmas kit is intended for use as a quality control material.

Routine Control N, Routine Control A and Routine Control SA are for use as normal, moderately prolonged and markedly prolonged

controls for PT and aPTT assays. They are also assayed for Fibrinogen, TCT and ATIIl, and are prepared from normal human
plasma.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal protective
mn:_u_dm:. when handling all kit oo_duo:m:.w Refer to the product safety declaration for the link to appropriate hazard and
y where Dispose of components in accordance with local regulations.

Blood products have been screened and found negative (unless otherwise stated on the kit box or vial) for the presence of:
Hepatitis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV antibody

However they should be handled with the same precautions as a human patient sample.

COMPOSITION
REF Component Content Description
5186 Routine Control - N 10x1mL Prepared from pooled normal plasma.
5187 Routine Control - A 10x1mL Prepared from adsorbed human plasma.
5183 Routine Control - SA 10x1mL Prepared from adsorbed human plasma.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Each kit contains instructions for use.
Each kit contains lot spe reference values insert.

Each vial contains 1 mL of buffered, lyophilised human plasma.
Preparation: Reconstitute each vial of the appropriate control with 1 mL of distilled or deionised water. Swirl gently.
for 10 minutes for complete dissolution and mix well before use.

ITEMS REQUIRED BUT NOT PROVIDED

Coagulation Control Plasmas may be used when performing tests on any mechanical or photo-optical coagulation instrument in
conjunction with all suitable, commercial reagents.

low to stand

STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial or kit label. The
reconstituted controls are stable for 8 hours when kept at *2 —*8°C or 4 weeks at -20°C when flash frozen. Keep covered.

SAMPLE COLLECTION AND PREPARATION
Not applicable.

PROCEDURE

Each control should be treated in the same manner as the unknown specimen in accordance with the instructions outlined in each
particular test protocol.

INTERPRETATION OF RESULTS

Routine Control N should give values within the laboratory normal range for PT, aPTT and fibrinogen assays. Routine Control A and

Routine Control SA have been to give and markedly PT and aPTT times respectively. Lot and
instrument specific expected values are provided with each pack of controls.
LIMITATIONS

The results obtained with Coagulation Control Plasmas depend on mm«m_‘wm_ factors strongly associated with instrumentation, types of
reagents, deficient substrates and laboratory to laboratory variations Each laboratory should establish an expected range for
the particular instrument-reagent system.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior to each
batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform as expected,
patient results should be considered invalid.

REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each laboratory
should establish its own reference ranges.

PERFORMANCE CHARACTERISTICS

The following performance istics have been i by Helena Europe or their representatives using an
opto-mechanical . Each y should establish its own performance data.
Reproducibility
Intra-assay precision
Sample n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 171
Routine Control SA 5 172 1.03

BIBLIOGRAPHY

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCF, 59:231-235.

Plasmas de contrdle de coagulation ._"—‘
Fiche technique

UTILISATION

Le kit Coagulation Control Plasmas est destiné a étre utilisé comme produit de contréle qualité.

Les contréles Routine Control N, Routine Control A et Routine Control SA servent de témoins normal, modérément prolongé et
nettement prolongé dans les déterminations du TP et du TCA. Le fibrinogéne, la TCT et I'ATIII ont été dosés et ils sont préparés a
partir de plasma humain normal.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit mo_‘_» a usage diagnostique in vitro uniguement — NE PAS Porter un équi de
individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de sécurité du produit
pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les composants conformément
aux églementations locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultat négatif (sauf indication contraire sur la boite du kit ou sur le
flacon) quant a la présence de :
Antigéne de I'hépatite B (AgHBs)

Anticorps anti-VHC
Cependant, ils doivent étre manipulés avec les mémes précautions que celles prises pour les échan

ns patients humains.

COMPOSITION
REF Composant Contient Description
5186 Routine Control - N 10x 1 mL Préparé a partir d’un pool de plasma norm:
5187 Routine Control - A 10x1mL Préparés a partir de plasma humain adsorbé.
5183 Routine Control - SA 10x1mL Préparés a partir de plasma humain adsorbé.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Chagque kit contient une fiche technique.
Chagque kit contient valeurs de référence spécifiques du lot.
Chaque flacon contient 1 mL de plasma humain tamponné lyophilisé.

Préparation: Reconstituer chaque flacon du contréle approprié avec 1 mL d’eau distillée ou désionisée. Agiter doucement. Attendre
10 minutes jusqu’a dissolution totale et bien mélanger avant d'utiliser.

MATERIEL NECESSAIRE NON FOURNI

Le Coagulation Control Plasmas peut étre utilisé dans les analyses réalisées sur des instruments de coagulation mécanique ou
photo-optique avec les réactifs appropriés vendus dans le commerce.

CCONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les conditions indiquées sur
tiquette du kit ou du flacon. Une fois reconstitués, les contréles sont stables 8 heures entre *2 —*8°C ou 4 semaines a -20 °C en
cas de congélation instantanée. Courir le produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS
Non applicable.

PROCEDURE

Chagque contrdle doit étre traité de la méme maniére que I'échan
spécifique.

INTERPRETATION DES RESULTATS
Le Routine Control N doit donner des valeurs se situant dans la plage normale du laboratoire pour le TP, le TCA et le fibrinogéne.

Le Routine Control A et le Routine Control SA ont été standardisés pour donner des temps TP et TCA prolongés et trés prolongés
respectivement. Les valeurs prévues spécifiques du lot et de I'instrument sont fournies avec chaque kit de controles.

n & analyser en observant les instructions de chaque protocole

LIMITES

Les résultats obtenus avec le Coagulation Control Plasmas dépendent de U:_._wm_m:ﬁ facteurs fortement corrélés avec l'instrument,
les types de réactifs, les substrats carencés et les variations int < Le doit une plage prévue
pour chaque systéme instrument-réactif.

CONTROLE QUALITE

Chagque laboratoire doit établir un programme de contréle qualité. Les plasmas de contréle, normaux et anormaux, doivent étre
testés avant chaque lot d'échantillons patients afin de s'assurer que linstrument et I'opérateur offrent des performances
satisfaisantes. Si les contrles ne donnent pas les résultats prévus, les résultats du patient doivent étre considérés comme non
valables.

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire a I'autre suivant les techniques et les systemes utilisés. C'est pour cette
raison qu'il appartient a chaque laboratoire de déterminer ses propres plages de référence.

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en uf
instrument de coagulation opto-mécanique. Chaque laboratoire doit établir ses propres données de performance.

Reproductibi
Précision intra-série

Echantillon n TCACV (%) TP CV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 1.72 1.03

BIBLIOGRAPHIE

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of Ct Factor Assay
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AJCP, 59:231-235.

Kontrollplasma fiir die Gerinnung Q@
Anleitung

VERWENDUNGSZWECK

Das Coagulation Control Plasmas-Kit ist fiir die Qu

skontrol

vorgesehen.

Routine Control N, Routine Control A und Routine Control SA sind als normale, méBig verzdgerte und stark verzogerte Kontrollen
fir PT und aPTT Tests geeignet. Sie sind auch auf Fibrinogen, TZ und AT-lll getestet und werden aus normalem Humanplasma
hergestel

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in sem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen. NICHT
VERSCHLUCKEN. Tragen Sie beim Umgang mit mmi___ozm: des Kits Schutzausriistung. Beachten Sie
gegebenenfalls die Verweise auf und Vorb: arungen in der Produktsicherheitserklarung.

Entsorgen Sie Komponenten geman aw: rtlichen <oﬁwnj::m:,

Die Blutprodukte wurden untersucht und sind fiir folgende Gene ohne Befund (soweit nicht anderweitig auf der Verpackung oder
den Ampullen angegeben):
Hepatitis-B-Antikérper (HbsAg)
HIV-Antikorper 1
HIV-Antikérper 2
HCV-Antikorper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen Patienten.

ZUSAMMENSETZUNG
REF Komponente Inhalt Beschreibung
5186 Routine Control - N 10x1mL Aus gepooltem Humanplasma hergestellt.
5187 Routine Control - A 10x1mL Adsorbiertem Humanplasma hergeste
5183 Routine Control - SA 10x1mL Adsorbiertem Humanplasma hergests
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Jedes Kit enthalt eine Gebrauchsanweisung.
Jedes Kit enthalt chargenspezifischen Referenzwerten

Jedes ﬂ_mmozozm: enthélt 1 mL mmu::mamm lyophilisiertes I:3m=n_mm3m
U Jedes F mit 1 mL oder entionisiertem Wasser rekons!
mnssmzrmz Zum vollstandigen )::omm; 10 Minuten stehen lassen und vor Gebrauch gut mischen.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulation Control Plasmas kann in Verbindung mit allen entsp i 1 ien bei der Di y von
Tests an 1en oder lict werden.

LAGERUNG, HALTBARKEIT UND STABILITAT

ingen bis zum

Ungeoffnete Flaschchen sind unter den auf oder
2 —*8°C 4 Wochen m_mu: bzw. 4 Wochen bei -20 °C, wenn

Verfallsdatum stabil. Rekonstituierte Kontrollen sind bei
schockgefroren. Verschlossen aufbewahren.

PROBENENTNAHME UND VORBEREITUNG
Entfallt
VORGEHENSWEISE

Jede Kontrolle solite gemaB den Anleitungen der einzelnen wie Probe werden.
INTERPRETATION DER ERGEBNISSE
Routine Control N solite 4:_‘ PT, m_uj und Fibrinogen Tests Werte im Normalbereich ergeben. Routine Control A und Routine

Control SA wurden bzw. stark PT und aPTT Zeiten zu ergeben. Chargen und Gerate
spezifische Normalwerte sind in gmnmﬁ Packung mit Kontrollen enthalten.

EINSCHRANKUNGEN

Die mit Coagulation Control Plasmas erzielten Resultate héngen von mehreren Faktoren ab, die stark mit dem Gerat, den
i und Unterschieden zwischen den Labors in Verbindung stehen"?3. Jedes Labor
sollte daher firr jedes Geréte-Reagenzien-System einen eigenen Normalwertebereich erstellen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitétskontrolle sorgen. Normale und pathologische Kontrol c_mmim: missen vor jeder
Testreihe Patientenproben getestet werden, um eine zufrieden stellende g und Liegen
die des No 1s, sind die nicht zu




REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem Grund
sollte jedes Labor seine eigenen Referenzwertbereiche erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder i
Gerinnungsgerat ermittelt. Jede Labor muss seine eigenen Werte ermitteln.

rem Auftrag mit einem optomechanischen

Reproduzierbarkeit
Intra-assay-Prazision

Probe n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 276 1.7
Routine Control SA 5 172 1.03
LITERATURVERZEICHNIS
1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.
2. MD (1971) in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.

Plasmi di controllo della coagulazione __”
Istruzioni per 'uso

SCOPO PREVISTO

Il kit Coagulation Control Plasmas & concepito per 'uso come materiale di controllo qualita.

Routine Control N, Routine Control A e Routine Control SA sono destinati ad essere utilizzati come controlli normal
prolungati e ite per i dosaggi di PT e aPTT. Essi vengono dosati anche per fibrinogeno, TCT
e ATIIl e sono preparati con plasma umano normale.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare un'adeguata

protettiva durante la di tutti i del kit. Per conoscere i relativi simboli precauzionali
e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto. Smaltire i componenti conformemente
alle normative local

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla confezione del kit o sulla fiala)
per la presenza di
Antigene dell'epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse

COMPOSIZIONE

i adottate per un paziente umano.

REF Componente Contiene Descrizione
5186 Routine Control - N 10x1 mL Preparato con un pool di plasma normale.

5187 Routine Control - A 10x1mL Preparati con plasma umano adsort
5183 Routine Control - SA 10x1mL Preparati con plasma umano adsort
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

contiene un Istru; per l'uso.
Ogpni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

Ogni flacone contiene 1 mL di plasma umano tamponato liofilizzato.

_uaumuwn_o:m Ricostituire ogni flacone di controllo appropriato con 1 mL n_ acqua distillata o deionizzata. Agitare delicatamente.
10 minuti per al prodotto di bene prima dell'uso.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Il Coagulation Control Plasmas puo essere utilizzato durante 'esecuzione
o foto-ottico in combinazione con tutti | reagenti idonei

lest su qualsiasi strumento di coagulazione meccanico

CONSERVAZIONE, VITA UTILE E STABILITA

Ogni riferimento a nomi e dati utilizzati negli esempi & casuale, se non specificato diversamente. | controlli ricostituiti sono stabili per
8 ore se conservati a *2 —*8°C oppure 4 settimane a -20°C se congelato molto velocemente. Mantenere i prodotti coperti.

RACCOLTA E PREPARAZIONE DEI CAMPIONI
Non applicabile.
PROCEDURA

Ogni controllo deve essere trattato seguendo la stessa procedura adottata per il campione non noto, conformemente alle istruzioni
riportate in ciascun protocollo di test specifico.

INTERPRETAZIONE DEI RISULTATI

Routine Control N deve fornire valori compresi nel range normale di laboratorio per i dosaggi di PT, aPTT e fibrinogeno. Routine
Control A e Routine Control SA sono stati per fornire, tempi di PT e aPTT prolungati e marcatamente
prolungati. | valori previsti speci lotto e lo strumento vengono forniti con ciascuna confezione di control

LIMITAZIONI

Coagulation Control Plasmas dij da i faftori, legati alla
variazioni dovute ai sing Ogni laboratorio dovra definire un range 9
sistema strumento-reagente specificamente uti

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere testati prima
di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto riguarda lo strumento che per
'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non val

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per tale motivo
ciascun laboratorio dovra elaborare i propri range

CARATTERISTICHE PRESTAZIONALI

Le seguenti i sono state i da Helena
I'utilizzo di uno strumento di co: i opte ico. Ciascun i

Europe o dai propri rappresentanti con
dovré pertanto elaborare i propri dati prestazionali

Riproduci

Precisione intra-dosaggio
Campione n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 1.72 1.03

BIBLIOGRAFIA

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.
Plasmas de control de la coagulacion es

Instrucciones de uso

USO PREVISTO

El uso previsto del kit Coagulation Control Plasmas es como material de control de calidad.

Routine Control N, Routine Control A y Routine Control SA se usan como controles normal, moderadamente prolongado y
notablemente prolongado para las valoraciones de TP y TTPa. También se valoran para fibrindgeno, TCT y ATIIl y se elaboran a
partir de plasma humano normal.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion umaozm_
adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para saber mas sobre
las indicaciones adecuadas de advertencia y riesgo. Desechar los de con las normativas locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo contrario en la caja del kit o en el vial)
de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anticuerpos del VHC

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.

COMPOSICION
REF Componente Contiene Descripcion
5186 Routine Control - N 10x1mL Elabora a partir de plasma normal de reserva.
5187 Routine Control - A 10x1mL Elaboran a partir de plasma humano adsorbido.
5183 Routine Control - SA 10x1mL Elaboran a partir de plasma humano adsorbido.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

Cada vial contiene 1 mL de plasma humano tamponado, liofilizado.

Preparacién: Reconstituya cada vial del control adecuado con 1 mL de agua destilada o desionizada. Agite suavemente. Deje que
repose durante 10 minutos para que la disolucion sea completa y mezcle bien antes de su uso.

ARTICULOS NECESARIOS NO SUMINISTRADOS

El Coagulation Control Plasmas puede usarse cuando se realizan pruebas con cualquier instrumento de coagulacion mecanica o
foto-6ptica junto con todos los reactivos adecuados, comerciales.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial 0 en la etiqueta del kit. Los controles reconstituidos son estables durante 8 horas cuando se conservan a *2 —*8°C o durante 4
semanas a -20°C cuando se conserva con congelacion instantanea. Manténgase cubierto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable.

PROCEDIMIENTO

Cada control debe tratarse de la misma forma que la muestra desconocida, de acuerdo con las instrucciones indicadas en cada
protocolo de prueba concreto.

INTERPRETACION DE LOS RESULTADOS

Routine Control N debe dar valores dentro del intervalo normal de laboratorio para TP, TTPa y valoraciones de fibrindgeno. EI
Routine Control Ay el Routine Control SA han sido estandarizados para dar tiempos de TP y TTPa prolongados y notablemente
prolongados, respectivamente. Se aportan los valores esperados especificos de lote y de instrumento con cada paquete de
controles.

LIMITACIONES
Los r i con C Control Plasmas dependen de varios factores fuertemente asociados a la

instrumentacion, los tipos de reactivos, sustratos deficientes y variaciones entre laboratorios"#°. Cada laboratorio debe establecer
un intervalo esperado para el sistema instrumento-reactivo concreto.

CONTROL DE CALIDAD

Cada io debe un de control de calidad. Los plasmas de control normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el operador.
Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta razon,
cada laboratorio debe establecer sus propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las
un instrumento de

han sido determinadas por Helena Biosciences Europe o sus representantes usando
Cada debe sus propios datos de rendimiento.

Riproducibilita
Precisi6n intra-ensayo

Muestra n TTPaCV (%) TPCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 172 1.03

BIBLIOGRAFIA

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of C Factor Assay
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AJCP, 59:231-235.

KOHTPO/JIbHbBIE MNJTA3MbI
VHCTPYKLUWA

ru

HA3HAYEHVE

KomnnekTt Coagulation Control Plasmas AanA B KavecTse

ANA KOHTPONA KayecTsa.

KOHTpONbHble nnaaMbi: «KOHTPOMb KauecTsa, HopMa», «KOHTPONb KAYecTea, BLICOKAA MATONOTUA», «KOHTPOMb KauecTsa, yMEpeHHo
BbIDAEHHAR NATONOMA» — KOHTPONM KAUECTBA C HOPMATIBHBIM, YMEPEHHO YBE/MMEHHIM 1 3HAUATEIIHHO YBENUUEHHbIM aKTUBIPOBAHHBIM
NapUUANbHLIM TPOMBOMNACTUHOBbIM BpemeHem (ATTTB/AUTB) W ApOTPOMGHHOBLIM Bpemerem (TTB). Vix Takxe MOXHO MCTIONb30BATH AR
onpeneneHwA_KonudecTsa (MGpUHOreHa, TPOMGUHOBOTO EpemeHn (TB) 1 awTuTpoMGuHa Il (AT-I). KOHTpORM npuroToBneHsi u3
4e/10BEUECKO NNA3MbI MPAKTM4ECKIN 3A0POBLIX MIOAGH.

NPEAYNPEXAEHWA U MEPbI NPEAOCTOPOXHOCTU

Conepalneca B AaHHOM HAGOPE PeareHThi NpeaHaaHaseHs! TONbKO ANA in vitro AvarHocTukit- HE MPUHMATb BHYTPb! Mpu patote co

BCeMir KOWNOHEHTaMN HEOpa, UCTONSOBaTL COVTETCTBYIOLMe CPORSTSa MHAMBMAYaNbHo/i SaWNTH. B onyuae KeobxoaumocTh ow.
BO O napenvA ana c oooammqnaw,\ﬁEx;s onacHoro

Mepax . Ynaneue B OTXORbI C MECTHbIMM

MpenapaThi KpoBM Gbini MOABEPTHYTHI CKPUHVHTY U MOKA3anu OTPULATENbHbIA PeaynbTaT (ecni Ha KOPOOKe, B KOTOPYIO ynakoaH
KOMINEKT W Ha NPOBUKe HE YKa3aHO MHOE) Ha:

AuTurett k renatuty B (HbsAg)

AnTutena k BUY 1

AntuTena k BIY 2

AntuTena K Bupycy renatuta C (HCV)

Tem He MeHee C HAMM crieqyeT Te e Mepbi 470 1 Npy ¢ o6pastiom, nony

oT Yenosexa.

COCTAB
Kar.Ne  KomnowenTsi Cocras HaGopa  Onucakme
5186 KoHTponb KauecTsa, Hopma 10x 1m0 NPUrOTOBNEH U3 Nyna HOPMANbHOV NNa3MbI
5187 KOHTPONb Ka4ecTBa, yMepeHHo BhipaxeHHan natonorva 10 x 1 mn NPUrOTOBNEH 13 aACOPGMPOBAHHOI NNA3Mb.
5183 KOHTpONb Ka4ecTBa, BLICOKAR NaTonorvA 10x 1m0 NPUrOTOBNEH 13 ACOPGMPOBAHHOI NNA3MbI.
5482 KoHTpOSb KoarynALuM, yposeHs M1:

KOHTpOIb KauecTsa, HopMa 4x1mn

KOHTPOSb Ka4eCTBa, yMePeHHO BbipaxeHHan natonoruA 3 x 1Mn

KOHTpOAb KavecTea, BLICOKaA NatonoruA 3x1mn
Kazbiii Ha60p COREPXUT MHCTPYKLIIO 110 MPUMEHEHMIO.
Macnopt ¢

Kazbiii (hnakoH coepxuT 1.0 M MOunManpoBaHHOM Nnasmbi denoseka.
MoarotosKka: PassequTe COOTBETCTBYIOUYIO KOHTDOMbHYIO MnasMy AoGasneHvem B0 chnakod 1.0 MR AVCTWIIMDOBAHHOW Wi
BoAel. O W oCTaBbTe MW KOMHATHOW Tenepatype B Tevewne 10 MHyT. Mepen
hnakoH ¢ iA nnaamoi nepesop (6e3
HEOBXO/VIMBIE KOMMOHEHTBI, HE BK/IOYEHHBIE B KOMMIEKT MOCTABKM

KOHTPOIHLIE MNa3Mbl MOTYT GbiTh VICTIONB30BAHSI C HANMIATOPAMM, UMEIOLIMI PASAVHHbI METOR ACTEKLAN (MEXBHAIECKWT, ONTUHECK Wi
nra) s cp b

XPAHEHME, CPOK FOAHOCTM 1 YCTOR4YMBOCTb

HeBCKPBITbIE (DIAKOHBI C MO(MIIMANPOBAHHOV NIAGMOIA XPAHATCA A0 VICTEHEHW CPOKA TORHOCTH B YCNIOBHAX, YKA3aHHbIX Ha STUKETKe.
Pa3BefieHHan KOHTPONbHARA NNasMa B 3aKPLITOM (BIAKOHE MOXET XPaHUTLCA Npu 2 —*8°C unm 4 Hepenb npu -20°C B Cny4ae MrHOBEHHOI
3aMOPO3KY. B TeueHVe 8 Yacos.

OTEOP U NOArOTOBKA OBPA3LIOB

He oTHocuTeA.

NPOLIEAYPA

Kaxqbiii 06padels KOHTPOMbHO NnaaMbi AOMKEH aHANM3MPOBATHCA Tak e, Kak 0Gpasell Mnasmbi GOMLHOTO, B COOTBETCTBUM C
VHCTPYKLWAMM K MCTIONb3YeMOMY PEAreHTY 1 NpUGOpY.

VHTEPNPETALMA PE3Y/IbTATOB
<KOHTPOMb KAYeCTBa, HOPMA», AOMKEH MNOKA3LIBATL BHAUEHA B NPEAENAX HOPMATBHOTO AUANA3OHA UCTIONBIYEMOrO B N1a6OPATOPUM AN

1B, ATTTB 1 OpeAeneHA KOHLISHTPaLMY (DUBPUHOTEHa. «KOHTPOMT KAHECTBA, YMEPEHHO BLIPAXEHHAR NaToNorA» M «KOHTPONb Ka4ecTsa,
BBICOKAR MATONIOTMA», IV CTAHAAPTUIMOBAHLI, TAKVM OGPA3OM, YTOGbI MOKA3bIBATH COOTBETCTBEHHO YMEPEHHO WNM BHIDAXEHHOE

ysenuenve ATTB v [1B. Homep naptiu u npenensi AnA p Koary © KaxabiM
HaBOPOM KOHTPONE.

OrPAHUYEHUA

PehepeHcHble aHaueHta MoryT Mexay ot peareTos, MeTOmoB,

KOArynoMeTpoB 1 Apyrux dakTopos'==. Mo 3Toi NpuuMHe Kaxaan :mmouﬂouxn [ONXHA YCTaHOBUTL CBOM COGCTBEHHbIE HOPMATUBHbIE

napaveTp! MeToaa.

KOHTPOJIb KAYECTBA
Kaxnan na6opatopua AOMKHa YOTAHOBUTL MPOTPaNMy KOHTPONA KavecTsa. Mepen M3MepeHvien Kamoi napTiiu oGpasLios NauneHTos

b W navororweaiyio aIMy. TOGe TheA B patote
o6opyaoBaHMA ¥ onepatopa. Ecnu He . T0 RakHbie

NaUNEHTOB CNIEMYET CHMTAT HEAOCTOBEPHBIMM.
HOPMAJIbHBIE NOKASATENN

PechepeHCHbIE 3HAYEHIA MOTYT BAPL/POBATS My NaBOPaTOPMAMM B or MeToR0 1 Koar Mo aToit
MPYIUMHE KEXKAGA NABOPATOPUA AOMXHA YCTAHOBMTS CBOU COBCTBEHHBIE BHAYGHA.

SKCMNYATALMOHHBIE XAPAKTEPUCTUKK

Komnawua Xenewa unn eé
1naGopaTopA OMKHA OMPEAENTH CBOU COBCTBEHHIE AHANMTUYECKIE XapaKTepUCTIK

aHanuTUveCKvie XapakTepucTUKW. Kaxaan

Mpn KoarynomeTpa u p Xenewa 6611 Bapuaum
(Cv),
BocnponssoaumocTs

B Npeaenax aHANNTUYECKO Cepum
KoHTponeHas nnazma Kon-so o6pasuyos CV (%) ANTB CV (%) NB
KoHTpons kauecTsa, Hopma 5 2.83 1.01
KOHTPONb KaYecTBa, yMEpEHHO BbIpaXeHHas NaTonorvA 5 2.76 1.71
KOHTPOMb KaYeCTBa, BLICOKAA NATONOrA 5 1.72 1.03
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