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EC DECLARATION OF CONFORMITY

In Vitro Diagnostic Medical Devices for Professional use

MicroBioLogics
217 Osseo Avenue North,
St. Cloud, MN 56303

having designated :

Medimark Europe Sarl ,

11 rue Emile Zola —~ 38033 Grenoble Cedex 2 - France
As our European Authorized Representative

having our Quality Management System been certified against ISO 9001:2000
standard (Certificate N° C2001-01537 issued on 12/14/2001 by Perry Johnsen
Registrars, Inc;

Applying in full or partially the following standards: ANSI ISO ASQ
9001:2000, EN 46001, EN 375, EN ISO 14971, ISO 15223,

insure and declare under our sole responsibility that the In Vitro Diagnostic

Medical Devices specified in the attached list to which this declaration relates

are in conformity with the applicable requirements of the In Vitro Diagnostic
o Medical Devices Directive 98/79/EC.

This declaration is made in accordance with Annex III of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and is valid for an
undetermined period of time .

SAINT CLOUD, MN USA 10/04/2002 .
Name of the authomed person: Gerald TJernagel
Title : Executwe Vice-President

eprese: atl
Slgnature




WoaBitages

217 Osseo Ave, No, » 5t. Cloud, Minnesota 56303

{320) 253-1€40 « (800) 599-BUGS (2847) » Fax (320) 253-6250

www.tiicrobiotogics.com DECLARATION N°: 104/01

Page 1 0f 16

List of In Vitro Diagnostic Medical Devices in relation with the above declaration

Device designation

EDMS Class N°

LYFO-DISK® MICROORGANISM Individual Lyophilized
Microorganism Preparations (List 1 of cat N° attached )

KWIK-STIK ® MICROORGANISM Individual Lyophilized
Microorganism Preparations (List 1 of cat N° attached)

LYFO-DISK® MICROORGANISM Individual Lyophilized
Microorganism Sets (List 2 of Cat N° attached)

KWIK-STIK ® MICROORGANISM Individual Lyophilized
Microorganism Sets (List 2 of Cat N° attached)

KWIK-STIK PLUS ® Reference Stock cultures with Limited Passages

14 50 01 90 00

from Reference Cultures (List 3 of Cat N° aitached)

SAINT CLOUD, MN USA 10/04/2002

Name of the authorized person: Gerald Tjernagel
Title : Executive Vice-President

Exegutive Representative
Signature { :E aﬁb’( < 6




LIST 1

INDIVIDUAL MICROORGANISMS

DECLARATION N°: 104701,

Page 2 of 16

MICROORGANISM ATCC#  MBL# MICROORGANISM ATCC#  MBL#
Acinetobacter 8. wvulgatus 20327 0848
A. batmannil 19606 0357 Blastoschizomyces
A. haemolyticus 19002 0609 B. capitatus 10663 0482
A, Iwoffii 15309 0468 Bordetella
A, lwoffll 17925 08973 B. branchiseptica 4617 0671
A. specles. 49137 0836 B. bronchiseptica 10580 08655
A. specles 49138 0635 B. paraperiussis 15311 0842
A. species 49466 0934 8. pertussis 8467 0489
Acfinobaciflus B. pertussis 8797 0843
A. pleurapneumoniae 27088 0658 Branhamelia
A. pleuropneumoniae 27000 0789 B. catarhalls 8176 0622
Acfinomyces Refer to Maraxella (Branhamella) catarrhalls
A. odontalyticus 17629 0939 B. catarrhalis 25238 (951
A. pyogenes 19411 0660 Refer to Moraxella {Branhamella) catarrhalis
A. pyogenes 49698 (966 B. catarrhalis - 25240 0403
A. viscosus 15987 0750 Refer to Maraxella (Branhamella) catarrhalis
Aerococeus B. catarrhalis ' 49143 0642
A. virldans 700408 Q746 Refor to Moraxella (Branhamella) catarrhalis
Aeromonas Brevundimonas
" A. caviae 15468 Q807 B. diminuta 11568 Q0754
A, hydrophila 7966 0870 B. diminuta 19146 Q805
A. hydrophita 35654 0810 Budvicia
A. hydrophila 49140 0637 B. aquatica 51341 0213
A. saltmonicida 33658 0788 Burkholderia

Available in DuoPak anly. B. cepacia 25416 0488
Alcaligenes B. cepacia 25608 0836
A, faecalis 8750 0402 B. pickettil 49129 0641
A. faecalis 35655 0911 Refer fo Ralstonia plckettii
Aspergiflus Campylobacter
A. niger 16404 0382 C. Jejuni 29428 0325
A, niger 16888 0245 C. Jejuni 33291 0481
Bacillus C. Jejuni 49843 0251
B. brevis 8246 0798 Candlda
B. cereus 10876 0998 C. alblcans 2091 0896
B. cereus 11778 0256 C. alblcans 10231 0443
B. cereus 13061 0999 C. alblcans 14053 0332
B. cereus 14578 0200 C. albicans 24433 . 0800
B. licheniformis 12758 0812 C. albleans 26790 0672
B. licheniormis 14580 0799 C. albleans 60193 0425
B. megaterium 14681 0201 C. alblcans 66027 981
B. polymyxa 842 0883 G. albleans 00020 /6250 F§5.49

Refer to Paenibacius polymyxa C. glabrata 2001 Q982
B. sphaericus 4525 0810 C. glabrata 15126 0737
B. stearothemmophilus 7963 0871 C. glabrata B4677 0226
B. stearothermophilus 12980 0872 C. glabrata 66032 0986
B. subtills 6633 0486 C. guilllermaondii 6260 0738
B. subtilis 8372 0953 C. kefyr 2512 0980
Bacteroldes C. kefyr 4135 (0762
B. distasonls 8503 0618 C. kefyr 66028 (0982
B. fragills 23745 \/)940 N C. kefyr 204093 0777
B. fragills 25285 \0320 #35\9‘ C. kruse| 14243 0809
B. ovatus 8483 0400 ' C. lusitanlae 34449 0774
B. thetalotaomicron 29741 0318 C. magnoliae 201379 0770
B. uniformis 8492 0819 C. membranaefaclens 201377 0172
B. wreolyltcus 33387 0808 C. membranaefaciens 201378 0773
B. wvulgatus 8482 0445 C, parapsliosis 22018 0726
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LIST 4
INDIVIDUAL MICROORGANISMS

DECLARATION N°: 104/01

Page 3of 16
MICROORGANISM ATCC#  MBL# MICROCRGANISM ATCC#  MBL#
C. troplcalis 750 0847 Edwardsiella
C. tropicalis 0968 0897 E. tarda 15947 0845
C. troplcalls 13803 0450 Eggerthella
C. tropicalis 686029 (0983 E. lenta 43055 (038
C.: tropicalls 201380 0767 Formerly Eubacterium lentum
C. troplcalis 201381 0768 Enterobacter
C, utilis 8950 0779 E. aerogenes 13048 0306
Capnocytophaga E. aerogenes 35029 0389
C. sputigena 33612 0749 E. cloacae 13047 0323
Chryseobacterium E. cloacae 23355 0313
C. meningosepticum 13253 0971 E. cloacae 35030 0388
Cltrobacter E. cloacae 49141 0639
C. braaklf 43162 0478 E. cloacae 700323 0755
C, freundi 8090 0315 E. sakazaldl 51329 0758
C. freundit 43864 0229 Enterococcus
Clostridium E. avium 14025 0387
C. baratii 27638 0751 E. avium 48464 0857
C. beijerinckii 8260 0244 E. casseliflavus 700327 0761
C. bifermentans 638 0828 E. duranis 6056 0651
C. difflcile 9689 0329 E. durans 11576 0623
C, difficile 43593 0833 E. durans 49135 0624
C. histolytlcum 19401 0327 E. durans 49479 0935
C. perfringens 3624 0257 E. faecalls 7080 0497
C. peritingens 12015 0801 E. faecalis 19433 0367
C. perfringens 12919 0674 E. faecalis 20212 0368V Jf 5, ¥,
C. perfringens 13124 0318 E. faecalls 48452 0841
C. sordellii 8714 0331 E. faecalis 48532 0753
C. sporogenes 3684 0876 High level Gentanicin-resistant and Streplomycin-sensitive
C. sporogenes 11437 0487 E. faecalis 48533 0752
C. sporogenes 18404 0317 High level Gentamicin-sensitive and Streptomycin-resistant
C. themosaccharolyticum 7856 0728 E. faecalis 51289 0959
Refer to Thermoanaercbacterium Low-lave] Vancomycin resistant
- Corynebacterium . E. faecium 6569 0677
C. diphtheriae 13812 0844 E. faeclum 27270 0679
C. pseudadiphtheriticum 10700 0965 E. faecium 35867 0968
C. pseudodiphtheriticum 10701 0884 E. faecium 48032 0980
C. species (Group A) 49676 0964 E. galllnarum 49573 0895
Refer to Exiguabacterium specles (Group A) Motile strain
Cryptococcus E. gallnarum 700425 0745
C. albidus 34140 0451 E. hirae 8043 0650
C. aitbldus 66030 0984 £, hirae 10541 (0878
C. humicolus 8949 0972 E. saccharolyticus 43076 0223
C. laurentll 18803 0333 Deposited as Streptococeus
C. laurentii 66036 0991 Erysipelothrix
C. laurenti 76483 0918 E. rhusiopathlae 18414 0661
C. neoformans 32045 0334 Escherichia
C. neoformans 668031 0985 E. coll 4157 (433
C. neoformans 76484 0915 E. coli ’ 87306 0483
C. neoformans 204092 0781 E. coll 10536 0680
C. uniguttulatus 66033 0887 E. coli 11228 0681
Deinococeus E. coll 11775 0465
D. radiodurans 1393¢ 0210 E. coll 13706 0747
Delftia E. coll 13762 0682
D. acidovorans 43868 0230 E. coll 14948 0202 :
Deposited as Pseudomonas E. call (Genhotype B 23848 203 .
" E, coll( Pe®) 25922 \gaas #9545,

MICROBIOLOGICS 2002.04.10




LIST1

DEGLARATION N°: 104/01

Beta lactamase praducer

Type 4b

INDIVIDUAL MICROORGANISMS
Page 4 of 16
MICROORGANISM ATCC#  MBL# MICROORGANISM ATCCHE  MBL#
E. coll 33605 0887 . H, parahaemoiyticus 10014 0377
E. coll (UM101) 33876 0204 . H. parainfiuenzae 7901 0411
E. coli (0157:H7) 35150 0617\/47"35 9, | H. paraphrophilus 20241 0467
E. coll 35218 0495 V - dependent
Beta lactamase praducer H. paraphrophilus 40146 0845
E. coll 35421 0422 H. paraphrophilus 40017 0249
" E. coli (O1587:H7) 43888 0795 H. somnus 700025 Q790
Does not produce Shiga-Like Toxin 1or |l Issalchenkia
E. coli 51446 (B89 . orlentalls 6258 0227
E. coll 51755 0860 Depestted as Candida krusei
Thymidine-dependent QC strain for Mueller Hinton Klebsfella
E. coll 51813 0791 K. oxytoca 8724 0840
E. coll (O157:HT) 700728 0231 K. oxytoca 43086 0606
E. coll FeakRaREE 0861 K. oxytoca 43165 0477
Derivative of NCTC# 12800 K. oxytoca 43883 0214
Eubacferium K. oxytoca 49131 0626
E. lentum 43055 0936 K. oxytoca 700324 0757
Refer to Eggerthella lenta K. pneumoniae 4352 0683
Exiguobacterium K. pheumoniae 10031 0684
E. species {Group A) 49676 0064 K. pneumocniae 13882 0458
Formerly Corynebacterlum species (Graup A) K. pneumoniae 13883 0351
Flavobacterium K. pneumoniae 27736 0685
F. odaratum 4651 0324 K. pneumonlae 33465 0857
Refer to Myraoldes odoratus K. pheumoniae 35657 0042 .
Fluoribacter K. pneumoniae 700603 0784 \/#f%f),
F. bozemanaa : 33217 0212 NCCLS Mandated Microorganism far ESBLs
Depaosited as Leglonella Kacuria
Fusobactarium K. rosea 188 (0766
F. necrophorum 25286 0407 Lactobacillus
F. nucleatum 255868 (0328 L. acidophilus 314 0885
F. varium 27725 (0886 L. acldophilus 4356 0243
Gardnerella L. delbrueckil 7830 0235
G. vaginalls 14018 0410 L. fermentum 9338 0813
G. vaglinalis 14018 0252 L. plantarum 8014 0234
G, vaginalis 49145 (643 L. rhamnosus 7469 0233
Haemophilus L. rhamnosus 85085 (0989
H. aphrophilus 19415 0862 Lactococcus
H. haemolyticus 33380 0381 L. laclis 11454 0205
H. Influenzae 19418 0376 Leclercia
H. influenzae 33930 0829 L. adecarboxylata 23216 0837
Resistant to ampicillin, chloramphenicol and tetracycline L. adecarboxylata 700325 (758
H. influenzae 35056 0983 Leglonella
Betla lactamase producer L. pneumophila 33152 0214
H, influenzae 43065 0438 Listeria
H. Influenzae 43163 0476 L. grayi 25401 0856
Beta lactamase praducer L. grayi 700845 0222
H. Influenzae 49144 0644 . Lo Innocua 33080 0814
: Beta lactamase producer L. Ivanavii 19119 815
H. influenzae 49247 0647 L. monocytogenes 7644 %398—#575,24\
H. influenzae 49766 0819 L. monacytogenes 15813 0727
H. influenzae Wbk 0850 Non-hemolytic
Derlvative of NCTC# 11931 L. monacytogenes 19112 0232
H. influenzae (Type a) 9006 0620 L. monacytogenes 19114 06886
H. influenzae (Type b) 10211 0441 Type 4a
H. influenzae (Type b) 33533 0338 L. monccytogenes 19115 0687
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LDECLARATEON N°: 104/01
INDIVIDUAL MICROORGANISMS -
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MICROORGANISM ATCC# MBL# MICROORGANISIM ATCC#  MBL#
L. monocytogenes Frikxike 0783 N. meningitidis (Group C) 13102 0404
Derivative of NCTC# 10830, Type 7 N. mucosa 19685 (653
L. seeligeri 35967 0802 N. slcca 9913 0406
L. welshimerl 35897 0816 N. sicca 29193 0464
Mannheimia N. subflava 14789 0456
.. haemolyticla 33396 0664 Nacardia
- Farmerly Pasieurella haemalyticia N. braslliensis 19296 0866
Microcaceus Oilgella
M. lufeus 533 0359 0. ureolytica 43534 0868
M. luteus 4608 0242 0. ureolytica 43535 0970
M. luteus 7468 0218 Q. urethralis 17960 0621
M. luteus 8341 0688 Paenibacillus
M. luteus 10240 0689 P. polymyxa 842 0883
M. luteus 15957 0670 Formerly Bacilius polymyxa
M. luteus 49732 0804 P. polymyxa. 43865 0228
M. luteus _9341a 0669 Pastaurella
M. specles 700405 0740 P. aerogenes 27883 0808
Microsporum P. haemolytica 33396 0664
M. canis 36299 0894 Refer to Mannheimia haemalytica
M. gypseum 24102 0883 P. multocida 12045 0668
Moraxella Penicillium
M. osloensis 10873 0475 P. auranficgriseum 16025 0794
Moraxella (Branhamella) ‘P. nhotatum 2178 0207
M. catarrhalls 8176 0622 Peptostreptococcus
Subgenus Branhamella P. anaerobius 27337 0322
M. catarrhalis 23246 0248 P. asaccharclyticus 20743 0848
Subgenus Branhamelia P. magnus 29328 0409
M. catarrhalls 25238 0951 P. micros 33270 0958
Subgenus Branhamella - Flesiomonas
M. catarhalis 25240 \/0403 ;ﬁ%%? ' P. shigelloides 14029  (B846
Subgenus Branhamaella P. shigelloldes 51903 0835
M. catarrhalis 48143 0642 Porphyromonas
Subgenus Branhamella P. gingivalis 33277 0912
Morganella P. levil 29147 0600
M. morganii 25828 0215 Prevotella
M. morganif 25830 0839 P. loeschell 16830 0408
Mycobacterium Propionibacterium
M. gordonae 14470 (985 P. acnes 11827 0419
M. srfnegmatls 14468 0721 Proteus , 0607
Myroides P. mirabilis 002 0
M. odoraltus 4851 0324 P. mirabills 12453 0440
Formerly Flavobacterium P. mirabilis 25833 0680
Neisseria P. mirabilis 29245 0321
N. gonorthoeae 19424 0378 P. mirabilis 35659 0944
N. gonorthoeae 31426 0375 P. mirabliis 43071 0432
EBeta lactamase producer P. vulgaris 6380 0459
N. gonorthoeae 43068 0429 P. vulgaris 6896 0841
N. ganorrhoeae 43070 426 P. vuigaris 8427 0691
N. ganorrhoeae 49226 V0648 ;j:} 5’524 P. vuigars 13315 0355
N. gonorrhoeae 48981 0852 P. vulgaris 33420 jSOO ~
Penicillin resistant P. vulgaris 49132 \J0640 #gb, 24!7,
N. lactamica 23970 0405 Protfotheca
N. lactamica 23971 0943 P. wickerhamii 16529 0780
N. lactamica 49142 0646 Providencia '
N. meningitidis (Group A) 13077 0453 P. alcalifaclens 9886 0692
N. meningitidis {Group B) 13090 (454 P. alcalifaclens 51902 0834
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LDECLARATION N°: 104/01 1
INDIVIDUAL MICROORGANISMS
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MICROORGANISM ATCC# MBL# MICROORGANISM ATCC#  MBL#
P. retigerl 9250 0897 S, ftyphl (D, Vi[+]) 19430 0905
P. stuartii 33672 0384 choleraesusis subsp. choleraesuls serotype Typhi
P. stuarti - 49809 0879 3. typhimurlum 13311 0421
Pseudlomonas chaleraesusis subsp, choleraesuis serotype Typhimurium
P. aeruginosa 9027 0484 8. typhimurium 14028 0383
P. aeruginosa 10145 0416 choleraesusis subsp. choleraesuls serofype Typhimurium
P. aeruglinosa 15442 0693 8. iyphimurium 25241 0253
Pyocyanin not produced choleraesusls subsp. choleraesuls serotype Typhimurium
P. aeruginosa 25619 8. vellore (Group B) 15611 0342
P. aeruginosa . 27853 %353#? gﬁ 42 v chaleraesuis subsp. choleraesuls serotype Vellore
P. aeruginosa 35032 0975 Serratia
P. aeruginosa Fhwbkat - 0B30 8. liguefaciens 27692 (0838
Derivative of NCTC# 10662, same as ATCC 25668 S. marcescens 8100 0354
P. fluorescens 13525 0241 Nori-pigmented
P. fluorescens 49838 0880 ' 5. marcascens 13880 0247
P. putida 49128 0827 S, marcescens 14756 0806
P. slutzerl 17588 0853 8. marcescens 43861 0216
Ralstonia S. odorifera 33077 0654
R. pickettll 49129 0641 Shewanella
Formerly Burkholderia picketti ’ 5. putrefaciens 8071 0888
Rhodacoccus 1 8. putrefaciens 49138 0638
R. equi 6938 0697 Shigella
Recommended for CAMP Test for Listeria monosytogenes S. beydli (Serotype 1} 9207 0349
Rizopus ' 3. flexneri {Serotypeia) 9199 348 .
R. stolonifer {-) 6227a 0208 S. flexner! {Serotype 2b) 12022 \oase :#f 9,4
R. stolonifer (+) 62276 0209 S. sonnei 9230 0446
Saccharomyces 8. sonnei 25931 \ 0303 # f:;] A1)
3. cerevislae 2601 0688 S. sonne| 29830 0350
S. cerevislae 9763 0699 Sordaria ‘
8. cerevisiae Teekekkae 0736 S. flrmicola 14517 0240
Derivallve of NCYC# 79 Sphingobacterium
Salmonalla S. mulfivorum 35656 0848
S. abaetetuba 35640 0817 S. spiritivorum 3aed1  aveo
S, abony FRRRRRERAR 0880 Sphingomuonas
Perlvative of NCTC# 6017 : S. capsulata 14666 0206
8. anatum (Group E) 8270 0346 Staphylococcus
choleraesuls subsp. choleraesuis serotype Anatum S. aureus 6538 0485
S. arizonae 13314 0901 8. aureus 6538P 0827
choleraesuls subsp. Adzonas S, aureus 11632 0462
“S. ‘choleraesuls 10708 0902 ' Beta [actamase producer
choleraesuls subsp, choleraesuis serotype Choleraesuls 8. aureus 25923 %360 'Q?l%.
8. choleraesuls (Group C) 7001 0343 8. aureus 20213 \/0365 ] XS 48,
chaleraesufs subsp. choleraesuis serotype Cholerassul _ 5. aureus 289737 0906
8. enteritidis {Group D) 13076 \/0345 —,—HQ‘? A5 8. aureus 33501 0496
choleraesuis subsp. choleraesuls serotype Enteritidis Methicillin resistant
S. kunzendorf 12011 0903 S. aursus 33582 0889
* tholeraesuis subsp. choleraesuls serofype Kunzendarf Gentamicln and Methicillin reststant
S. paratyphi (Group A) 9180 0341 S. aureus 33862 0352
cholerassusis subsp. choleraesuis seralype Paratyphi-A Recormended for CAMP Test
5. poona Frimekiks 0851 S. aureus 43300 0852
Derivative of NCTC# 4840 Methicillin resistant
S. tallahassee 12002 0344 S. aureus 49444 0907
aholeraesusls subsp, choleraesuls serolype Tallahasseo Recommiended for CAMP Test for Listeria manocytogenes
3. typhl 6538 0804 S. aureus 49476 0937
choleraesusis subsp. choleraesuis serotype Typhi S. aureus 51153 0832
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INDIVIDUAL MICROORGANISMS

DECLARATION N®: 104/01

Page 7 of 16

MICROORGANISM ATCC#  wmBL# MICROORGANISM ATCC#  MBL#

S. aureus ik (0831 8. pheumoniae 6305 0447
‘Derivative of NCTC# 6571 8. pneumoniae 10015 0865

S. capills 35661 0863 8. pneumoniae 27336 0435

3. cohnii 35662 0062 S. pneumonfae 49136 0632

S, epidermidis 12228 \ﬁ)371:#f5 ,/{é‘ 8. pneumoniae 49150 0633 2 b

8. epidermidis 13518 0415 S. pneumaoniae 48619 0947\/:# gﬁ‘{l
Farmerly Staphylococcus specles Low level peniclliin reslstance by oxaciflin test

3. epldemidis 14990 0412 3. pyogenes (Group A) 12384 0879

S. epldermidis 49134 0628 Designated Type 3 A

S, epldermidis 48461 0976 8, pyogenes (Group A) 19615 03851/ —'#5) 5“4

8. gatlinarum 700401 0219 8. pyogenes (Group A) 49399 0994

8. haemolyticus 29970 (248 S. salivarius 13419 0237

3. lentus ~700403 0739~ 8." sanguinis 10856 0858

8. lugdunensis 48576 0217 Farmerly Streptococcus sanguls

8. fugdunensis 700328 0762 S. species (Group B) 12386 0438

8. saprophyticus 15305 0494 8. species (Group C) 12388 0803

3. saprophyficus 48453 0845 Refor to Straptococcus equlsimilis (Graup C)

S. saprophyticus 49807 0881 S. spesies (Group F) 12392 0978

8. sciuri ssp. sciur 29080 0460 Designated Type 2

8. sclurl ssp. sciurt 29061 0764 8. species (Group G) 12384 0802

3. simulans 27851 0413 8. species (Group B) 12401 0864

8. specles 155 0238 Dasignated Type Ib

8. warner 49454 (946 3. uberis 9927 Q765

8. xylosus 29871 0805 S. uberls 700407 0744

S, xylosus 35033 97 3. vestibularls 49124 Q224

S, xylosus 35663 0961 8. zooepidemicus 700400 0743

S. xylosus 49148 0828 equi ssp. zooepldemlcus

S, xylosus 700404 0741 Streptomyces

Stenotrophomanas S. griseus 10137 0859

8. maltophilla 13637 0369 Thermoanaerobacterium

8. maltophilia 17666 0759 T. thermosaccharolyticum 7956 Q728

8. maltophilia 51331 0742 Formerty Clostridium

Streptococcus - Trichophyton

8. agalactiae (Group B) 13813 0370\/-‘#89!% T. mentagrophytes 9533 0442
Nenhemolytic in absence of CAMP Factar T. rubrum 28188 0444

5. agalactlae (Group B) 27856 0438 T. tonsurans 28942 0831

S. bovis 9809 0391 Trichosporon

S. bovis 33317 0463 T. mucoides 201382 o'

S. bovis 49133 0630 T. muccldes 201383 0775

S. bovis 49147 0631 T. mucoides 204094 0778

S. bovis 48475 0949 Veillonefia

8. equl ssp. equi 9528 0656 V. parvula 10790 0867
Designated as Group C Vibrio

S. equi ssp. equi 33398 0221 V. alginolyticus 17749 0819

S. equlssp. zooepidemicy 700400 0743 V. fumlssii ks 0720
Farmerly Streplacoccus zooepldemicus Derlvative of NCTC# 11218

3. equisimilis (Group C) 8542- 0776 V. parahaemolyticus 17802 0818

8. equlsimlis (Group C) 12388 0603 Yarrowfa
Farmerly Slreptococcus specles (Group C) Y. lipolytica 9773 Q950

S. equisimilis {Group C) 35666 0967 Yersinia

8, mitis 6249 0423 Y. enterocolitica 9610 (0938

S. mutans 35668 0969 Y. enterocolitica 23715 \ /0316 _ﬁl 3"5\//‘4

S. parasangulinis 15908 0401 Y. enterocolitica 27729 0809
Formerly Streptococeus parasanguls Y. kristensenii 33639 0974

S. pneumoniae 6301 0783 Y. rucketi 29473 0785

S. pneumoniae 6303 0380 Avallable In DuoPak only.
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' DECLARATION N°: 104/04
INDIVIDUAL MICROORGANISMS .
Page 8 of 18
MICROORGANISM ATCC#  MBL# MICROORGANISM ATCC# MBL#
Zygosaccharomyces ‘
Z. rouxli : Frnksarerih 0255
Deriviative of NCYC# 381
Z. rouxii 28253 0803
Z. rouxii 34890 0960
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% BD Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the VD Directive 98/79/EC.
assessment

procedure:

Product: \/245000 - BD BBL Crystal E/NF #}l—fﬁ _fi'

245002 - BD BBL Crystal E/NF Code Book

We hereby declare that the above mentioned product(s) manufactured after
2010/06/30 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2010/06/30
Aﬁf‘,‘,’;‘iig,“:d Bradford M. Spring, VP, Regulatory Affairs
Signature: S %/cfw/ A :}}7

Technical File Number:

07/04/2015
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g’; BID Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \/245010 - BD BBL Crystal ANR ﬁ*f 57{)‘ 2.

245011 - BD BBL Crystal ANR Manual

We hereby declare that the above mentioned product(s) manufactured after

2010/06/30 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Signed In

Baltimore: 2010/06/30

Aﬁ?&?igﬁd Bradford M. Spring, VP, Regulatory Affairs
Signature: P e /;K—/ s

Technical File Number:

(7/04/2015
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%’9 BID Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, lreland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the [VD Directive 98/79/EC.
assessment

procedure:

Product: 245240 - BD BBL Crystal GP

\/245140 - BD BBL Crystal GP 4 §5.3,
245037 - BD BBL Crystal GP Code Book

We hereby declare that the above mentioned product(s) manufactured after
2010/06/30 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In
Baltimore: 2010/06/30
N d , ;
Auf&?i&? Bradford M. Spring, VP, Regulatory Affairs
Signature: /%f—W s d::;,f7

Technical File Number:

07/04/2015
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% BD Declaration of Conformity

Manufacturer: Becton, Dickinson and Gompany
7 Loveton Circle
Sparks, MD 21152 USA

Authorized . Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: 245009 - NEPHELOMETER CRYSTALSPEC NEPHELOMETER

\/24501 5 - NEPHELOMETER CRYSTALSPEC NEPHELOMETER

#-88. 4.

We hereby declare that the above mentioned product(s) manufactured after
2010/06/30 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we
place the devices.

Signed In
Baltimore: 2010/06/30
N d . .
Au?}gﬁify': Bradford M. Spring, VP, Regulatory Affairs
Signature: o %-’;7/ o

Technical File Number: ER245009

09/07/2015
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% BD Deciaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il! of the IVD Directive 98/79/EC.
assessment

procedure:

Product: 231562 - DISC TAXO KANAMYCIN 1 EA Vv

# 94,

We hereby declare that the above mentioned product(s) manufactured after
2011/03/31 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2011/03/31
Aﬂ?lmfiggd Bradford M. Spring, VP, Regulatory Affairs
Signature: S %/f > 57;7

Technical File Number: ER231562

07/04/2015
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%‘% B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex [l! of the IVD Directive 98/79/EC.
assessment
procedure:
Product: 230918 - BD BBL Sensi-Disc Susceptibility Test PENICILLIN 10
U/IE/UN
.\/231321 - BD BBL Sensi-Disc Susceptibility Test PENICILLIN 10
[UAEMUI
4 9.2

We hereby declare that the above mentioned product(s) manufactured after

2013/04/01 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Signed In
Baltimore: 2013/04/01
N H [
Au?r?;{:ify?d Bradford M. Spring, VP, Regulatory Affairs
Signature: /’%pﬁ%—ﬁ/ A ;:z/l-/7

Technical File Number: ER230918

07/04/2015
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%‘9 B Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex !l of the IVD Directive 98/79/EC.
assessment

procedure:

Product: 230749 - BD BBL Sensi-Disc Colistin 10 ug

L/231278 - BD BBL Sensi-Disc Colistin 10 ug

#94.5,

We hereby declare that the above mentioned product(s) manufactured after
2013/04/01 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In
Baltimore: 2013/04/01
N d , )
Au;?;?ifyr: Bradford M. Spring, VP, Regulatory Affairs
Signature: /%f—;%fv%/ s .‘15}7

Technical File Number: BALTER230749

07/04/2015
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@ BDD Deciaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \/ 291279 - BD BBL Sensi-Disc Metronidazole 5 yg

C#G4Y,

We hereby declare that the above mentioned product(s) manufactured after
2013/03/28 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2013/03/28
N d . .
Au?&?igz Bradford M. Spring, VP, Regulatory Affairs
Signature: /,%f%f“?/ s ;,5_/"_/7

Technical File Number: BALTER281279

07/04/2015
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% B Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \/ 231650 - CEFINASE 1/4 DISCS

H A5

We hereby declare that the above mentioned product(s) manufactured after
2010/06/30 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2010/06/30

Aﬂfﬁﬁﬁﬁd Bradford M. Spring, VP, Regulatory Affairs
Signature: D %P/ - ;5_/1;7

Technical File Number:

30/06/2015
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% B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, lreland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex lll of the [VD Directive 98/79/EC.
assessment

procedure:

Product: 230886 - BD BBL Sensi-Disc Susceptibility Test NOVOBIOCIN 5

By
A/ 231314 - BD BBL Sensi-Disc Susceptibility Test NOVOBIOCIN 5

916,

We hereby declare that the above mentioned product(s) manufactured after

2013/04/01 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Sighed In
Baltimore: 2013/04/01
N d . .
Au?l?;(:ig;: Bradford M. Spring, VP, Regulatory Affairs
Signature: S ff{:—:’?/ A _:;;;i_f7

Technical File Number: ER230886

07/04/2015
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g?' BD Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, lreland
Tel: +353.1.202.5222
Fax; +353.1.202.5388

Conformity Annex |l of the IVD Directive 98/79/EC.
assessment
procedure:
Product: 230926 - BD BBL Sensi-Disc Susceptibility Test POLYMYXIN B
300 IU/IE/UI
31324 - BD BBL Sensi-Disc Susceptibility Test POLYMYXIN B
300 IU/IE/UI
F A F

We hereby declare that the above mentioned product(s) manufactured after
2013/04/02 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we
place the devices.

Signed In

Baltimore: 201 3/04/02

Aﬂf&?igﬂd Bradford M. Spring, VP, Regulatory Affairs
Signature: /?pf%;/% ;_2;_/7

Technical File Number: ER230926

07/04/2015
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% B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388
Conformity Annex |1l of the IVD Directive 98/79/EC.
assessment
procedure:
Product: 231040 - BD BBL Taxo A Discs, 50

/231041 - BD BBL Taxo A Discs, 6 x 50

I+ .8,

We hereby declare that the above mentioned product(s) manufactured after
2010/06/30 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In
Baltimore: 2010/06/30
Name and ) :
Authority: Bradford M. Spring, VP, Regulatory Affairs
Signature: /%f% - = -

Technical Fite Number: ER231040

03/10/2014
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%‘9 B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: 231046 - BD BBL Taxo P Discs, 50

./ 231047 - BD BBL Taxo P Discs, 6 x 50

#9419,

We hereby declare that the above mentioned product(s) manufactured after

2011/03/31 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Signed In

Baltimore: 2011/03/31

Aﬂﬁﬂﬁi;’:d Bradford M. Spring, VP, Regulatory Affairs
Signature: //?32‘*;!;/"//'—“/—‘?/ 2 _?5_7’,_—7

Technical File Number: ER231046

03/10/2014




A1 P04,

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD}, Annex Hl excluding (4}
{Devices In Class lla, b or lll}

No. G11507 73936 008

#9¢.

02
Manufacturer: Copan Italia S.p.a. 4# ‘
Via F. Perotti, 10
25125 Brescia
ITALY

Facility(ies): Copan ltalia S.p.a.
Via F. Perotti, 10, 25125 Brescia, ITALY

Product Fiber swabs and flocked swabs
Category(ies): for the collection of biological specimens
with or without transport medium

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance systern for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il This
guality assurance system conforms to the requirements of this Directive and is subject to
pericdical surveillance, Far marketing of class 1l] devices an additional Annex Il {4) certificate is
mandatoty. See also notes overleaf.

Report No.: ITAZ62911
Valid from; 2015-09-02
Valid until: 2020-09-01

H-

Date, 2015-07-31
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 1

TOv SUD Product Service GmbH . Zertifiziarstelle - Ridlerstrafe 65 - 80339 Miinchen - Germany




ELiTechGroup

MICTROBIO

CE DECLARATION OF CONFORMITY
According to Aunex IIT of the IVD Directive 98/79/EC

MANUFACTURER PLACKE OF MANUFACTURE
ELITech MICROBIO ELITech MICROBIO

Parc d’activités, allée ' Athénes Parc d’activités, allée 4’ Athénes
83870 SIGNES (France) 83870 SIGNES (Trance)
PRODUCTS MYCOFAST Evolution 2 (Ref. 00031)

MYCOFAST Evelution 3 (Ref. 00036)
MYCOFAST US (Ref, 00050)

MYCOFAST Screening xp (Ref. 00043)
MYCOFAST Screening Evolution 3 (Ref. 00042)
UMMt-UMMIlyo (2 mL) (Ref. 00074)
UMMt-UMMlyo (3 mL) (Ref. 00077)

UMMt (2ml} (Ref, 00835)

UMMt (3ml} (Ref. 00836)

MYCOSCREEN PLUS (Ref. 00025)

A7 AGAR (Ref. 00090)

SEROLOGY (Ref, 00014)

MYCOPLASMA CONTROL (Ref, 00900)
URICHROM II (Ref, 22221)

URIFAST ABG V2 (Ref. 22214)

URIFAST TWIN 1C V2 (Ref. 22296)

PRESTO ABG (Ref. 22204)

ASO-BAR (Ref. 04125)

COMPLEMENT ASO-BAR (Ref. 04905)
DOR-BAR (Ref. 04135)

CANDICHROM II (Ref. 44211)
CANDICHROM II Pack (Ref, 44212)
CANDIFAST (Ref, 44030)

CANDIFAST ES TWIN (Ref, 44130)
FUNGIFAST (Ref, 44430) V' A A,
FUNGIFAST AFG (Ref. 44412) L/ H 4012,
ELIchrom FUNGI (Ref. 44328)

ELIchrom FUNGI Codebook (Ref. 44329)

We undersigned, ELITech MICROBIO, hereby declare that the above-mentioned devices comply with all
essential requirements (Annex 1) and declare to fulfill the obligations imposed by Annex Il — Section 2-5, of the
directive 98/79/EC of the Furopean parliament and of the council of 27 October 1998 on in vitro diagnostic medical
devices.

Signes, 26 July 2010

Bernadette QUIVIGER
Regulatory Affairs

ELITech MICROBIO
Parc d'activités du plateau — 19, allée d'Athénes — 83870 Signes
T8l : + 33(0)4 94 B8 55 00 — Fax : + 33(0)4 94 88 55 05
SAS au capital de 480 864 € - RCS Toulon 503 366 239 ~ SIRET ; 503 366 239 00021 ~ Code APE : 4675Z
Ne dident, TVA ; FR 13503366239




CE DECLARATION OF CONFORMITY

According to Annex III of the IVD Directive 98/79/EC

MANUFACTURER

ELITech MICRORBIO

Parc d’activités, allée d’ Athénes
83870 SIGNES (France)

PRODUCTS :

PLACE OF MANUFACTURE
ELITech MICROBIO

10, rue Gustave Eiffel

59130 LAMBERSAT (France)

ELITex Staph (Ref. 22711, 22712)

ELITex Bicolor albi-dubli (Ref. 44500, 44501)
ELITex Bicolor dubliniensis (Ref. 44502)
ELITex krusei (Ref. 44504)

ELIchiom glabrata (Ref. 44506)

ELLH.A. Candida, Référence 44600
ELLH.A. Aspergillus, Référence 44602
ELLH.A. Schistosoma, Référence 66600
ELLH.A. Amoeba, Référence 66602
ELLH.A. Echinococcus, Référence 66604
ELLH.A. Distoma, Référence 66606
ELITex Bicolor Amoeba, Référence 66608

We undetsigned, ELITech MICROBIO, hereby declare that the above-mentioned devices comply
with all essential requirements (Annex I) and declare to fulfill the obligations imposed by Annex II —
Section 2-5, of the directive 98/79/EC of the European parliament and of the council of 27 October 1998 on

in vitro diagnostic medical devices.

Signes,
26 July 2010

Bemadette QUIVIGER
Regulatory Affairs

@/\/QW

ELITech MICROBIO

Parc d'activités du plateau — 19, aliée d'Athénes — 83870 Signes

Tél 1 + 33(0)4 94 88 55 00 — Fax : -+ 33(0)4 94 88 55 05

SAS au capitat de 480 864 € - RCS Toulon 503 366 239 — SIRET ; 503 366 239 00021 ~ Code APE : 46752

N° diident, TVA : FR 13503366239




ELlTec FHGroup

MICROBIO

APPENDIX LETTER TO THE CE DECLARATION OF CONFORMITY

Hereby ELITech MICROBIO (EM) declares that the devices are CE matked according to
the TVD Directive 98/79/EC. The products are in the category of self declaration and the CE
certification by a notified body is not applicable,

EM declares that the products comply with all essential requirements (Annex I} of the IVD
Directive 98/79/EC. This compliance has been properly documented and covers the items listed
in Annex I of the IVD Directive.

EM declares to fulfilt the obligations imposed by Annex III section 2 to 5:

- availability of the technical documentation set in Annex III (section 3), allowing the
assessment of the conformity of the product with the requirements of the Directive.

- the manufacturer shall take necessary measures to ensure that the manufacturing process
follows the principles of quality assurance as appropriate for the products manufactured
(Annex 111 section 4),

- the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex 111 section 3).

EM (SIGNES) has a Quality System in place based on ISO 9001:2008 and ISO 13485:2004;
issued by AFAQ.

EM (LAMBERSAT) has a Quality System in place based on ISO 9001:2008 and ISO
13485:2004; issued by G-Med.
Signes, 26 July 2010

Bernadette QUIVIGER
Regulatory Affairs

ST

ELITech MICROBIO
Parc d'actlvités du plateau ~ 19, allée d'Athénes - 83870 Signes
Tél : + 33(0)4 9488 55 00 — Fax ! + 33(0)4 94 88 55 05
SAS au capltal de 480 864 € - RCS ‘roulon 503 366 239 — SIRET : 503 366 239 00021 - Code APE : 46752
Ne dident. TVA ; FR 13503366239
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&9 BD Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, lreland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex |l of the IVD Directive 98/79/EC.

assessment

procedure:

Product: /240826 - BD BBL Coagulase Plasma, Rabbit with EDTA :‘61:,///0‘

240661 - BD BBL Coagulase Plasma, Rabhit 10 x 15mL
240658 - BD BBL Coagulase Plasma, Rabbit 10 x 3mL
240827 - BD BBL Coagulase Plasma, Rabbit with EDTA 10 x
3mL

We hereby declare that the above mentioned product(s) manufactured after

2011/03/28 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Signed In
Baltimore: 2011/03/28
Name and A .
Authority: Bradford M. Spring, VP, Reguiatory Affairs
Sighature: o f,//é,/ o

Technical File Number: BALTER240826

07/04/2015
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% B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex 1l of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \/ 261181 - BD BBL Oxidase Reagent Droppers;# e

We hereby declare that the above mentioned product(s) manufactured after
2011/03/31 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we
place the devices.

Signed In

Baltimore: 2011/03/31

Aﬁf&?@:d Bradford M. Spring, VP, Regulatory Affairs
Signature: /%z‘%‘//?% =

Technical File Number: BALTER261181

09/07/2015
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% BD Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, ireland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \-/261 187 - BD BBL DMACA Indole Reagent Droppers

A 2.

We hereby declare that the above mentioned product(s) manufactured after
2011/03/31 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2011/03/31
Aﬂ?&ﬁgﬂd Bradford M. Spring, VP, Regulatory Affairs
Signature: P %ﬂ/ P ;—;;,;7

Technical File Number: BALTER261187

09/07/2015
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% B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222
Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment
procedure:
Product: W/ 2611 &3} - DROPPER FERRIC CHLORIDE
A,

We hereby declare that the above mentioned product(s) manufactured after

2011/03/31 complies with the European In Vitro Diagnostic Directive and its

relevant transposition into national laws of the member states into which we
place the devices.

Signed In
Baltimore: 2011/03/31
N d ) )
Auﬁ]“;?i@'f Bradford M. Spring, VP, Regulatory Affairs
Signature: /%fly}féfw//,% ;;5;_,.7

Technical File Number: ER261190

09/07/2015
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% BD Declaration of Conformity

Representative:

Manufacturer: Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, lreland

Tel: +353.1.202.5222

Fax: +353.1.202.5388

Conformity Annex Il of the IVD Directive 98/79/EC.
assessment

procedure:

Product: \/ 261183 - DROPPER DESOXYCHOLATE REAGENT

Ao -

We hereby declare that the above mentioned product(s) manufactured after
2011/03/31 complies with the European In Vitro Diagnostic Directive and its
relevant transposition into national laws of the member states into which we

place the devices.

Signed In

Baltimore: 2011/03/31
Az[?&fifyr:d Bradford M. Spring, VP, Regulatory Affairs
Signature: / e =

Technical File Number: ER261183

09/07/2015




& BD Declaration of Conformity

Manufacturer Becton Dickinson GmbH
Tullastrasse 8-12
69126 Heidelberg/Germany
Tel.: +49-62 21-30 50 Fax: +49-62 21-30 52 16

Conformity
Assessment IVD Directive 98/79/EC, Annex lli
Procedure
Product(s): Product Name Cat. No.
BBL CHROMagar Candida Medium 257480 JEA%9
BBL CHROMagar Candida Medium 254106
BBL CHROMagar O157 Medium 254105
BBL CHROMagar Orientation Medium 257481
BBL CHROMagar Orientation Medium 254107
BBL CHROMagar Salmonelia Medium 254104

We hereby declare that the above mentioned product(s} comply with the
European In Vitro Diagnostic Directive and its relevant transposition into national
laws of the member states into which we place the devices.

Heidelberg/Germany,

October 15, 2012

Name and Authority

Dr. Bernd Peschke
Regulatory Affairs Manager G/S/A,
Sicherheitsbeauftragter {Safety Officer)

Signature

B

Techn. File no.: S-00006




& BD

Declaration of Conformity

B¢

Manufacturer Becton Dickinson GmbH
Tullastrasse 8-12
69126 Heidelberg/Germany
Tel.: +49-62 21-30 50 Fax: +49-62 21-30 52 16

Conformity

Assessment IVD Directive 98/79/EC, Annex Il

Procedure

Product(s): Product Name Cat. No.
Brucella Blood Agar with Hemin and Vitamin K1 255509/ jt A
BD CDC Anaerobe Agar + 5% Sheep Blood 256506
Schaedler Agar with Vitamin K1 and 5% Sheep Blood 254042
Schaedler Agar with Vitamin K1 and 5% Sheep Blood 254084

We hereby declare that the above mentioned product(s) comply with the European
In Vitro Diagnostic Directive and its relevant transposition into national laws of

the member states into which we place the devices.

Heidelberg/Germany,

July 21, 2014

Name and Authority

Dr. Bernd Peschke
Regulatory Affairs Manager G/S/A,
Sicherheitsheauftragter {Safety Officer)

Signature

BN

Techn. File no,: $-00015




& BD

Declaration of Conformity

Manufacturer Becton Dickinson GmbH
Tullastrasse 8-12
69126 Heidelberg/Germany

Tel.: +49-62 21-30 50 Fax: +49-62 21-30 52 16

Conformity

Assessment IVD Directive 98/79/EC, Annex lll

Procedure

Product(s): Product Name Cat. No.
Columbia Agar with 5% Horse Blood 256006
Columbia Agar with 5% Sheep Blood 2540068
Columbia Agar with 5% Sheep Blood 254071V 4 /’36/7‘
Columbia Agar with 5% Sheep Blood 257554
Columbia Il Agar with 5% Sheep Blood 254097
Columbia lll Agar with 5% Sheep Blood 254098
Heart Infusion Agar + 5% Sheep Blood 257026
Trypticase Soy Agar 254051
Trypticase Soy Agar 254086
Trypticase Soy Agar Il with 5% Horse Biood 212099
Trypticase Soy Agar Il with 5% Sheep Blood 254053
Trypticase Soy Agar Il with 5% Sheep Blood 254087

We hereby declare that the above mentioned product(s) comply with the
European [n Vitro Diagnostic Directive and its relevant transposition into national
laws of the member states into which we place the devices.

Heidelberg/Germany, | October 15, 2012

Name and Authority Dr. Bernd Peschke
Regulatory Affairs Manager G/S/A,
Sicherheitsbeauftragter (Safety Officer)

Signature Q ? / /) /

Techn, File no.: §-00018




& BD

Declaration of Conformity

Manufacturer Becton Dickinson GmbH
Tullastrasse 8-12
69126 Heidelberg/Germany

Tel.: +49-62 21-30 50 Fax: +49-62 21-30 52 16

.

Conformity

Assessment IVD Directive 98/79/EC, Annex Il

Procedure

Product(s): Product Name Cat. No.
Brucella Agar with 5% Horse Blood 255027
Brain Heart Infusion Agar 255003
Chocolate Agar (Blood Agar No. 2 Base) 257011
Chocolate Agar (Blood Agar No. 2 Base) 257456 ,
Chocolate Agar (GC Agar with IsoVitaleX) 254060V H7'
Chocolate Agar (GC Agar with IsoVitaleX) 254089
Mueller Hinton Chocolate Agar 254035
Muelier Hinton Chocolate Agar 254082

We hereby declare that the above mentioned product{s) comply with the European
In Vitro Diagnostic Directive and its relevant transposition into national laws of

the member states into which we place the devices.

Heidelberg/Germany, October 15, 2012

Name and Authority Dr. Bernd Peschke
Regulatory Affairs Manager G/S/A,

Sicherheitsbeauftragter (Safety Officer)

Signature Q (? / /) %

Techn, File no.: 5-00014
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© Copyright by bicanalytic GmbH

Dedlaration of Conformity

Pandy's Reagent

{defem) 2004-10-22

006698-DOC

(W

eolex { galen {0 ) { am

oy

KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Pand

y's Reagent

Mit diesem Zertifikat erklaren wir in alleiniger Verantwortung:

Die nachstehenden in-vitro Diagnostica {IVDs) sind konform

mit;
Richtlinie 98/7%/EG

Richtlinie des Rates {iber ,In-vitro Diagnostica”,

conformity with:
Directive 38/79/EG

With this certificate we declare on our own responsibility:

The hereafter listed in-vitro diagnostic products {fVDs) are in

Directive of the council about , In-vitro Diagnostics”,

/ 100ml. :#21{ 2,

006698-0100 100mi 006698-0100

Pandy's Reagenz Pandy’s Reagent

006698-0250 250mi 006698-0250 250mL
Pandy'’s Reaganz - Fandy's Reagent

[V

Manfred F. Riidinger

Ing. fir biomed. Analysentechnik + Eng. for binmed.'cai Sclence & Analysis Technology

Leitung Qualitdfskontrolle « Manager Quality Confrof
hioanalytic GmbH

Umkirch/Freiburg « Germany

e Qualifty se

ENISO ?Z@)

eS"’ EN [so af

13485

(&:) e cuecal_gv i’i(_%))

2y "
S85.595,

Fax, i

Richilinie » Directive 98/79/EG

Germany 7

icandalytic GmicH

& biomed, + analyt.-chem. Reagenzen & Labordiagnostica (VD)

& biomed. Anclysentechnii

= Waidmatten 10-13 e D-79224 Umkirch/Frelburg ¢ Germany '

Telefon;
Telefax:
eMail;

Internef:

+49 (0)7645 - 5951
145 (0)7665 - 5683
office@bloanalytic.de
www,bloanalytic.de
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© Copyright by bioanalytic GmbH

Conformity

(defen) 2009-07-01

00B688-CONO1

Samson's Concenirate

KONFORMITA TSERKLARUNG

DECLARATION OF CONFORMITY

Samson's Concentrate

Mit diesem Zertifikat erklaren wir in alleiniger Verantwortung:

Die nachstehenden in-vitro Diagnostica (IVDs) sind konform

mit:
Richtlinie 98/79/EG
Richtlinie des Rates iiber ,In-vitro Diagnostica”.

With this certifikate we declare on our own responsibility:

The hereafter listed in-vitro diagnostic products {IVDs} are in

conformity with:
Directive 98/79/EG
Directive of the council about ,In-vitro Diagnostics”.

006688-0020 20mi
/Samsnn 's Konzentrat
0086880100 100mi

Samson's Konzentrat

#qum

006688-0020 20mi.
Samson's Concenirate
/006688-0100 100mL

Sams 7n's Concentrate
qf ALt

Die Laufzeit des Zertifikats betragt 5 Jahre ab Ausstellungsda-
tum.

T

Manfred F. Riidinger

Urnkirch/Freiburg » Germany

The expiry date of this certificate is 5 years up from date of

issue.

1% QM@BHW gy,

?
& EN SO (7
e EN ISO @f [ ;\@

(&:uc)c:(ﬁcﬂ&. ec®)

ing. filr biomed. Analysenfechnik « Eng. for biomedical Science & Analysis Technology o RiLi 98/79/EG {;z){;a
Leitung Qualitstskontrofie - Manager Quaiity Control G, SS@@W@?}WVA S
bioanalytic GmbH 5951 Fac
| hicanalytic GmioH Telefon: +49 (OY7665 - 5951
blomed. + andlyt.-chem. Reagenzien ¢ Labordiagnostica (VD) Telsfax: +49 (037665 - 55683
@ blomed. Anclysentechnik ehail: ofﬁce@bioc:noly?!c.de
Waldmaiten 16-13 & D-79224 Umkirch/Freliourg ® Germany Intemet: www . bioanalyiic.de




0373L
02211
0656L
0101L
0743L
0631L
0391L
09491

0423L
03831
02661
0969L
0401L
0630L
0865L
04351
06321
0633L
09471

0523L
0763L
0380L
04471
02671
0469L
0508L
0979l
0385L
09941
0314L
02371
01361

G855L
0978L
0864L
01096L

ATCC Licensed )‘“
Derivative

0221K
0656K
0101K
0743K
0631K
0391K
0949K

0423K
0383K
0266K
0969K
0401K
0630K
0865K
0435K
0632K
0633K
0947K

0623K
0763K
0380K
0447K
0267K
0469K
0508K
0979K
0385K
0994K
0314K
0237K
0136K

0858K
0978K
0864K
01096K

Page 30

0373P
0221P
0656P
0101P
(0743P
0631P
0391P
0949pP

0423P
0383P
0266F
0969pP
0401pP
0630P
0865P
0435P
08320
0B33P

047

0523P
0763P
0380P
0447P
0267P
0469P
0508P
0979P
\/0385P
0994P
0314P
0237p
0136P

0858P
0978P
0864P

Streptococcus dysgalactiae subsp. equisimilis NCTC 8543
Streptococcus equi subsp. equi ATCC® 33398™*
Streptococcus equi subsp. equi ATCC® 9528TM*
Streptococcus equi subsp. zooepidemicus ATCC® 43079™+
Streptococcus equi subsp. zooepidemicus ATCC® 700400™*
Streptococcus gallolyticus ATCC® 49147™4*

Streptocaccus gallolyticus ATCC® 9809™*

Streptococcus gallolyticus subsp. gallolyticus
ATCC® 49475™™*

Streptococcus mitis ATCC® 6249™*
Streptococcus mitis NCIMB 13770
Streptococcus mutans ATCC® 251757
Streptococcus mutans ATCC® 3b668™*
Streptococeus parasanguinis ATCC® 15909™*
Streptococcus pasteurianus ATCC® 40133 ™+
Sireptococcus pneumoniae ATCC® 10015™*
Sireptococcus pneumontiae ATCC® 27336™*
Sireptococcus pneumoniae ATCC® 49136™*
Strepiococcus pneumoniae ATCC® 49150™*
Streptococcus prieumoniae ATCC® 49619™* ,:bE 37 5 : ;{ .

Streptococcus pneumoniae ATCC® 51916™*
Streptococcus pneurnoniae ATCC® 6301™*
Streptococcus pnieumoniae ATCC® 6303™*
Streptococcus pneumeniae ATCC® 6306™*
Streplococcus pneumoniae ATCC® 700677+
Streptococcus pneumoniae NCIMB 13286
Streptocaccus pyogenes ATCC® 12344TM*
Streptococeus pyogenes ATCC® 12384 ™M*
Streptococcus pyogenes ATCC® 19615™* ’# ggl 2 1
Streptococcus pyogenas ATCC® 49399
Streptococcus pyogenes NCIMB 13285
Streptococcus salivarius ATCC® 13419TM*

Streptococcus salivarius
subsp. thermophilus ATCC® 19268™M*

Streptococcus sanguinis ATCC® 10556™*
Streptocaccus species ATCC® 12392+
Streptococcus species ATCC® 12401™*

01096P Streptococcus species ATCC® 9884™*

Microbiotogics® Retail Products: 40th Edition

B RS NN R == N — = NN = e NN

=k RN RN RN NN RN NN

NN =N

group G
group C
group C

low level penicillin
resistance by oxacillin test

mucoid colonies

group A; type 1
group A; type 3
group A
group A
group A

formerly Streptoceceus
thermophilus

group F; type 2
group B; type Ib
group G; type 16

* The ATCC Licensed Derivative Emblem, the ATCG Licensed Derivative word mark and the ATCC catalog marks are traddemarks of ATGC.
Microbiclogics, Inc. is licensed fo use these trademarks and to sell preducts derived from ATCC® cultures. Look for the ATCC Licensed Derivative®
Emblem for produets derived from ATCC® cultures.
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01112t

0573L
0e84L
0458L
0351L
0685L
0261L
095670
09421
0883L
0784L

0103L
0305L
0471L
0719L

01264
01012L

0126l
0670L
OlelLl
0359L
0668L
0688L
07661

0885L
0243L
0b46L
0176l
0813L
0127L

ATCC Licensed )‘”
Derlvative

01112K

0573K
0684K
0458K
03b1K
0685K
0261K
(957K
0942K
0683K
0784K

0LO3K
0305K
0471K
0719K

0125K
01012K

0126K
0670K
0161K
(358K
0B69K
688K
0766K

088bK
0243K
0546K
0176K
0813K
0127K

Page 16

0l112p

0573P
0684P
0458pP
0351P
0685P
02elp
0957P
0242P
0683P

\/0784P

0103P
0305P
0471P
G/19P

0125P
01012pP

0126P
0670P
olelp
0359P
0669P
0688P
0766P

0885P
0243P
0b4eP
0176P
0813P
0127P

Klebsiella pneumoniae NCTC 13440

Klebsielia pneumoniae NCTC 9633

Klebsiella pneumaniae subsp.
Klebsiella pneumoniae subsp.
Klebsiella pneumoniae subsp.
Klebsiella pneumoniae subsp.
Klehsiella pneumoniae subsp.
Kiebsiella prieumoniae subsp.
Kiehsiella pneumoniae subsp.
Klebsiella pneumaniae subsp.
Klebsiella pneumoniae subsp.

ATCC® 700603™*

Klebsiella pneumoniae subsp.
Klehsiella pneumoniae subsp.
Klebsiella pneumaoniae subsp.
Klebsiella pneumoniae subsp.

pneumoniae ATCC® 10031™*
pneumoniae ATCC® 13882
pneumoniae ATCC® 13883™*
pneumeniae ATCC® 27736™*
pneumoniae ATCC® 31488™*
pheumoriae ATCC® 33495™M*
pneumoniae ATCC® 35657™*
pnieumoniae ATCC® 43b2™M*
pneumoniae

pneumoniae ATCC® 8308™*
pneumoniae NCIMB 8267
pneumoniae NCIMB 9111
pneumoniae NCTC 13368

Hioeckera
Kloeckera apiculata var. apis ATCC® 32857*
Kloeckera Japonica ATCC® 58370™*

Kocuria
Kocutia kristinae ATCC® BAA-752TM*
Kocuria rhizophila ATCC® 15957TM*
Kocuria rhizophila ATCC® 51820™*
Kocuria rhizophila ATCC® 5337M*
Kocuria rhizophila ATCC® 9341a™*
Kocuria rhizophila ATCC® 93411+

Kocuria rosea ATCC® 186™*

Lactobacilius
tactobacillus acidophilus ATCC® 314™*
Lactobacillus acidophilus ATCC® 4356™*
Lactobacillus casei ATCC® 334™*
Lactobacilius casei ATCC® 393™*
Lactobacillus fermentum ATCC® 9338™*
Lactobacillus gasseri ATCC® 19992+

Microbiologics® Retail Products: 40th Edition

av]

NN N MNDDN N MDD NN

NN NN

O VU i (I Y

[ i e

metallo-beta-lactamase
positive

ESBL positive # ﬁj 2,

formerly Kocuria varians

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC,
Microbiologics, Inc. is licensed fo use these trademarks and to sell products derived fror ATCC® cultures, Look for the ATGC 1icensad Derivative®
Emblem for preducts derived from ATGC* cullures.
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0238L
010671
0946L
0605L
07971
0629L
07410

01020L

0369L
07591
01351
07420

0439L
0104L
0370L

0436L
0105L
0709L
0480L
g710L
010771
0389L
0463L
03070
0174L

0603L

0602L

09671

07761

ATCC Licensed )“
Derivative

6PK
0238K
01067K
0946K
0605K
0797K
0629K
0741K

01020K

0369K
0759K
013bK
0742K

0439K
0104K
0370K

0436K
0105K
Q709K
0480K
0710K
01077K
0389K
0463K
0307K
0174K

0603K
0602K
0967K

0776K

BRO9 Rev F

0238P
01067P
0946P
0605P
0797P
0629P
0741P

01020P

0369P
0759P
0135P
Q742P

0439F
0104pP

/0370P

0436P
0105P
0709P
0480P
o710pP
01077P
0383P
0463P
0307pP
0174P

0603P
0602P
0967pP

0776P

Staphylococcus species ATCC® 155™*
Staphylocaceus species ATCC® 27626™*
Staphylococcus warneri ATCC® 49454 ™+
Staphylococous xylosus ATCC® 29971™*
Staphylococeus xylosus ATCC® 35033™*
Staphylococcus xylosus ATCC® 49148™*
Staphylococcus xylosus ATCC® 700404 ™*

Stenotrophomonas
Stenatrophomonas matiophilia ATCC® 13636™*

Stenotrophomonas maltophilia ATCC® 13637™*
Stenotrophomonas mattophilia ATCC® 17666™*
Stenotrophomonas maltophitia ATCC® 49130™*
Stenotrophomonas maltophilia ATCC® 51331™*

Streptococcus
Streplococeus agalactiae ATCC® 12386™*
Streptococcus agalactiae ATCC® 12403™*
Streptococcus agalactiae ATCC® 13813™Y :#; 35: %

Streptococcus agalactiae ATCC® 27956™*
Streplococeus agalactiae ATCC® BAA-611™M*
Streptococcus agalactiae NCIMB 701348
Streptococcus agalactiae NCTC 8017
Streptacoccus agalactiae NCTC 9993
Streptococcus anginosus ATCC® 33397™
Streptococcus anginosus NCTC 10713
Streptococcus bovis ATCC® 33317™*
Streptococcus bovis NCIMB 700597
Streptococcus criceti ATCC® 19642™*

Streptococcus dysgalactiae subsp. equisimilis
ATCC® 12388™*

Streptococcus dysgalactiae subsp. equisimilis
ATCC® 12394™™*

Streptococcus dysgalactiae subsp. equisimitis
ATCC® 35666™*

Streptococcus dysgalactiae subsp. equisimilis
ATCC® 9542TM*

Microhiologics® Retail Products: 40th Edition
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positive control for Etest®
melalio Beta-Lactamase
strip

group B
group B; type Il

group B; nonhemolytic in
absence of CAMP Factor

group B

group B; serolype V
group B

group B

group B

group G; type 1
group G

formerly Streptococcus
cricetus
group C
group G
group €

group C

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Microbioogics, (ne. is licensed to use these trademarks and to sell praducts derlved from ATCG® culltures. Look for the ATCC Licensed Derivative®
Emblem for products derived from ATCC® cultures,

Page 29
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Escherichia

011011 O0110I1K O©01101P Escherichia coli (0103:H11} CDC 06-3008 2 serofype 0103:H11; eae
positive; stx 1 and/or six
2 positive; export license
required for shipping this
product outside the United
Slates

0l102L 01102K 01102P Escherichia coli {0111:H8) CDC 2010C-3114 2 serotype 0111:H8; eae
positive; stx 1 and/or stx
2 positive; export license
required for shipping this
product outside the United
Slates

010991 0Q1099K 01099P Escherichia coli (0121:H19) CDC 02-3211 2 serolype 0121:H1S; eae
positive; stx 1 and/for six
2 positive; export license
required for shipping this
product outside the United
Stales

01097L O1097K 01097P Escherichia coli (0145:NM} CDC 99-3311 2 serotype 0145:NM; eae
positive; stx 1 andfor stx
2 positive; export license
required for shipping this
product outside the United
States.

01100 Ol100K O01100P Escherichia coli (026:H11) CDC 03-3014 2 serotype 026:H11; eae
positive; stx 1 and/or stx
2 positive; export license
required for shipping this
product outside the United
Slates

01098L 01098K 01098P Escherichia coli {(045:H2) CDC 00-3039 2 serolype 045:HZ; eae
positive; stx 1 and/or six
2 positive; export license
required for shipping this
preduct outside the United
States

01104L 01104K 01104P Escherichia coli (0104:H4) ATCC® BAA-2326M** 2 serotype 0104:H4; aggR
positive; stx 2 positive;
export license required for
shipping this product
outside the Uniled States

N

serotype 0157:H7; Export
license required for
shipping this product
oulside the United States

0617 0617k \,d6L7P  Escherichia coli (O157:H7) ATCG 35150™* FF 5.5,

ATCC Licensed \® * The ATCC ticensed Derivative Emblem, the ATCG Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Derjvative Microbiologics, Ine. is ficensed to use these irademarks and to sell products derived from ATCC® culfures, Look for the ATCC Licensed Derivative®
Emblem for products derived from ATCC® cullures,

BRO9 Rev | Microbiologics® Retail Products: 40th Edition Page 11




0644L
06471
0919L
0620L
0185L
08501
07171
0716L
03971
01024L
0377L

0165L

0227L

0148L

0530L
0606L
04771
0214L
0626L
0167L
07570
0840L
01019L

01005L

01006L

01060L

ATCC Licensed )®
Derivative

0644K
0647K
0919K
0620K
(185K
0850K
0717K
0716K
0397K
01024K
Q377K

0165K
0227K
0148K

(530K
0606K
0477K
0214K
0626K
0167K
0757K
(840K
01019K

01005K

01006K

01060K

BROY9 Rev F

0644P
0647P
0919P
0620P
0185P
0850P
0717P
0716P
0397P
t£§024p

0377P
0165P

0227pP

0148P

0530P
0606P
0477pP
0214pP
0626P
0167pP
0757pP
0840P
01019P

01005P

01006P

01060P

Haemophilus influenzae ATCC® 49144 ™*
Haemophilus influenzae ATCC® 49247TM*
Haermophilus influenzae ATCC® 49766™*
Haemophilus influenzae ATCC® S006™*
Haemophilus influenzae ATCC® 90077M*
Haemophilus influenzae NCTC 11931
Haemophitus influenzas NCTC 12689
Haemophilus influenzae NCTC 13377
Haemaphilus influenzae NCTC 8143
Hacmophilus influenzae NCTC 8468 = 57,4,
Haemophilus parahaemolyticus ATCC® 10014™*

Hafnia
Hafnia alvei ATCC® 51815™*

Issatchenkia
Issatchenkia otientalis ATCC® 6258™*

Kingelia
Kingella denitrificans ATCC® 33394 ™*

Klebsiella
Klebsiella oxytoca ATCC® 13182™*
Klebsiella oxytoca ATCC® 43086™*
Klebsiella oxytoca ATCC® 43165™*
Klebsiella oxytoca ATCC® 43863™*
Kiebsiella oxytoca ATCC® 49131 ™*
Kiebsiella oxytoca ATCC® 51817™*
Klebsiella oxytoca ATCC® 700324™*
Klebsiella oxytoca ATCC® 8724TM*
Klebsiella pneumoniae ATCC® BAA-1144T*

Klebsiella pneumoniae ATCC® BAA-1705™*

Klebsiella pneumoniae ATCC® BAA-1706™*

Klebsiella pneumoniae ATCC® BAA-2146™*

Microbiologics® Retail Products: 40th Edition
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[\

beta lactamase producer

ype a
type ¢

type b

control strain for the AmpC
disk test: weak positive
Modified Hodge Test
(MHT) positive control
Modlified Hodge Test
(MHT)

negalive control

New Delhi metallc-beta-
factamase (NDM-1)
positive

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC cataleg marks are trademarks of ATCG.
Microbiologics, Inc. is licensed to use these trademarks and to sell products derived from ATCC® cultures, Loak for the ATCC Licensed Derivative®
Emblem for products derived from ATCC® cultures.
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0623L
0651L
0181L
03671
0366L
0197L
0941L
07531

0752L

0959t

01089L

04971
0336L
0714L
04721
0679L
0968L
01052L
0677L
01000L
0895L
0745L
C678L
0624L

0935L

0650L
08571
02231

0661l

ATCC Licensed )“
Derivative

0623K
0651K
0181K
0367K
0366K
0197K
0941K
0753K

0752K

0359K

01089K

0497K
0336K
0714K
0472K
0679K
0968K
01052K
0677K
01000K
0895K
0745K
0678K
0624K

0935K

0650K
0867K
0223K

0B61K

Page 10

0623P
0651P
0181P
0367P
\,£66P
0197P

0941P
0753P

0752P

0959P
01089P

0497P
0336P
0714P
0472P
0679P
0968P
01052P
0677pP
01000P
0895P
0745P
0678P
0624P

0935P

0850P
0857P
0223P

0661P

Fnterococcus durans ATCC® 11576™*
Enterococcus durans ATCC® 60b6™*

Erterococcus faecalis ATCC® 14506™*
Enterococcus faecalis ATCC® 19433™*

Enterococcus faecalis ATCC® 29212 Z# ?5# ;f\

Fnterococcus faecalis ATCC® 33186™*
Enterococcus faecalis ATCC® 49452 *
Enterococcus faecalis ATCC® 49532TM*

Enterococcus faecalis ATCC® 49533™*

Enterococcus faecalis ATCC® 51299™*

Enterococcus faecalls ATCC® B1575™F

Enterococcus faecalis ATCC® 7080™*
Enteroceccus faecalis NCIMB 13280
Enterococcus faecalis NCTC 13379
Enteracoccus faecalis NCTC 775
Enterococcus faecium ATCC® 27270™M*
Enterococcus faecium ATCC® 35667 ™*
Enterococcus faecium ATCC® 6057TM*
Enterococcus faecium ATCC® 6563™*
Enterococeus fascium ATCC® 7002217M*
Enteracoccus gallinarum ATCC® 49573™*
Enterococcus gallinarum ATCC® 700426™*
Enteracoccus hirae ATCC® 10541™*
Enterococcus hirae ATCC® 49135™*

Enterococcus hirae ATCC® 49479™*

Enterococcus hirae ATCC® 8043 ™+
Enterococcus raffinosus ATCC® 49464 ™

Fnterococcus saccharolyticus ATCC® 43076™*

Erysipelothrix

Erysipelothrix rhusiopathiae ATCC® 19414™*

Microbiologics® Retail Products: 40th Edition
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Gemtamicin-resisiant and
Streptomycin-sensitive
Gentamicin-Sensitive and
Streptomycin-Resistant
Vancomycin resistant and

high level
aminoglycosides, vani

Resistant fo gentamicin,
streptomycin and v
ancomycin

Vancomycin resistarit

formerly Enterococeus
durans

formerly Enferococcus
durans

* The ATCC Licensed Derlvative Embiem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Micrabiotogics, Inc. is ficensed to use these trademarks and to self products derived from ATCC® culturas. Look for the ATCC Licensed Derivative®
Emrblem for produets derived from ATCG® cullures.
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0337L
07401

0894L
0a93L

06221

0248L

09514

0403L

06421

04751

03951

0215L
0839L

0b22L
05441
0513L
0995L
0364L
01049L

01570
0b4bL
05121
0721t

ATCC Licensed )@
Derivative

0337K
0740K

0894K
0893K

Ce22K

0248K

0951K

0403K

0642K

0475K

0305K

02156K
08332K

0522K
0544K
0513K
0995K
0364K
010459K

0157K
0545K
0612K
0721K

BRO9 Rev F

0337p
Q740pP

0894pP
0893p

0622P
0248P

0951P

%403 P

Os42P

0475pP

0395P

0215P
0839P

0522P
0544P
0513pP
0995P
0364P
01045P

0157F
0bA5P
0s12pP
g721p

Micrococcus futeus NCIMB 8166
Micrococeus species ATCC® 700405™*

Microsparum
Microsporum canis ATCC® 36209
Microsporum gypseum ATCC® 241027%*

Moraxeila
Maraxelia catarrhalis ATCC® 8176™*

Moraxella catarrhalis ATCC® 23246™*
Moraxella catarrhalis ATCC® 25238™*
Moraxella catarrhaiis ATCCo 25240 #H-§5. 8,
Moraxella catarrhalis ATCC® 49143™*

Moraxella osloensis ATCC® 10973TM*

foraxelia (Branhamella)
Moraxella {Branhamella) catarrhalis NCTC 4103

Morganella
Morganella morganii subsp. morganii ATCC® 25829™*
Morganella morganii subsp. morganii ATCC® 25830™*

Mycobacterium
Mycobacterium avium subsp. avium ATCC® 15769™*
Mycobacterium avium subsp. avium ATCC® 25291™*
Mycobacterium fortuitum subsp. fortuitum ATCC® 684174 *
Mycobacterium gordonae ATCC® 14470™*
Mycobacterium gordonae NCTC 10267
Mycobacterium haemophilum ATCC® 29548™*

Mycobacterium intracellulare ATCC® 13950TM*
Mycobacterium kansasii ATCC® 12478™*
Mycobacterium peregrinum ATCC® 700686™*
Mycobacterium smegmatis ATCC® 14468™*

Microbioiogics® Retail Products: 40th Edition
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fungus
fungus

formerly Moraxella
(Branhamella) catarrhaiis

formerly Moraxella
{Branhamella) catarrhalis

formerly Moraxella
(Branhamella) catarrhalis

formerly Moraxella
{Branhamelia} catarrhalis

formerly Moraxella
(Branhamella) catarrhalis

formerly Moraxella
(Moraxelfa) osloensis

serolype 1
serolype 2

requires hemin (x factor}
for growth

« The ATCC Licensed Derivative Emblem, the ATCC Licensed Derlvative word mark and the ATCC cafalog marks are frademarks of ATCC.
Microbialogics, Inc. Is licensed to use these trademarks and 1o self products derived from ATCC® cultures. Look for the ATCC Licensed Derivative®
Embiem for products derived from ATCC® cultures,
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0120L
02701
0539L

0940L
0320L
0358L
0400L
0585L
05871
0319L
0619l
0908L.
0848L
0445L

010921
010251
0175L

0ebbL
0671L
08421
04839L
0100L
0843l

0138L
0798L
0144L

0754L
0805L

ATCC Licensed )
Derivative

Pape 4

0940K
0320K
0358K
0400K
ChH8bK
0b87K
0319K
0619K
(908K
0848K
0445K

01092K
01025K
0175K

06b5K
0671K
0842K
0483K
0100K
0843K

0139K
0798K
0144K

07b64K
0805K

0120P
0270P
0539P

0940P
\/0320P
0358P
0400P
0585P
0587P
0319P
0619P
0908P
0848P
04450

01092pP
01025P
0175P

0Bb5P
0671P
0842P
0489P
0100P
0843P

0139pP
0798P
0144P

0754pP
0805P

Bacillus subtilis subsp. subtilis ATCC® 6051™*

Bacillus thuringiensis ATCC® 10792™*
Bacillus thuringiensis ATCC® 33679™*

Bacteroides
Bacteroides fragilis ATCC® 23745™*

Bacteroides fragilis ATCC® 252851+ - §57, )

Bacteroides fragilis NCTC 9343
Bacteroides ovatus ATCC® 8483™*
Bacteroides avatus ATCC® BAA-1296™*
Bacleroides ovatus ATCC® BAA-1304T™*

Racteroides thetaiotaomicron ATCC® 29741™*

Bacteroides uniformis ATCC® 8492™4*
Bacteroides ureolyticus ATCC® 333877+
Bacteroides vulgatus ATCC® 20327 *
Bacteroides vulgatus ATCC® 8482™*

Bifidobacterium

Rifidobacterium animalis subsp. animalis ATCC® 25527T™*

Bifidobacterium bifidum ATCC® 11863™*
Bifidobacterium breve ATCC® 15700™*

Bordetella
Bordetella bronchiseptica ATCC® 10580™*
Botdetella bronchiseptica ATCC® 4617TM*
Bordetella parapertussis ATCC® 15311 ™
Bordetellz pertussis ATCC® 8467 *
Bordetella pertussis ATCC® 9340™*
Bordetella pertussis ATCC® §797™*

Brevibacillus
Brevibaciilus agri ATCC® 51663™*
Brevibacillus brevis ATCC® 8246™*
Brevibacillus laterosporus ATCC® 64T

Brevundimonas
Brevundimonas diminuta ATCC® 11568™*
Brevundimenas diminuta ATCC® 19146™*

Microbiclogics® Retail Products: 40th Edition
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serctype H3:3a,3b

® * The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Micrabiologics, Inc. is ficensed to use these trademarks and to sell products derived from ATCC® cultures. Look for the ATCC Licensed Derivative®
Emblem for products derived from ATCC® cultires.
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0180L

0301L

0340L

03421

01087L

0171L

0838L
02471
0506L
0806L
0z16L
0262L
03541
0654L

0638L

0888L

0349L
0356L
0348L
0303L
0350L
0446l
(705L

ATCC Licensed )‘”
Derivative

0292K

0180K

0301K

0340K

0342K

01087K

0171K

0838K
0247K
0506K
0806K
0216K
0262K
03b4K
06b4K

0638K

0888K

0349K
0356K
0348K
0303K
0350K
0446K
(705K
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0180P
0301P
0340P
0342P

01087P

0171P

0838P
0247P
0506P
0806P
0216P
0262P
0354P
0654P

0638P

0888pP

0349P
/0356P
0348P
\/0303p
0350pP
0446P
0705P

Salmaonelia enterica subsp. enterica serovar Typhirurium
ATCC® 49416™*

Salmonella enterica subsp. enterica serovar Typhimurium
ATCC® H1812™M*

Salmonelia enterica subsp. enterica serovar Typhimurium
NCIMB 13284

Salmonella enterica subsp. enterica serovar Typhimurium
NCTC 74

Salmoneila enterica subsp. enterica serovar Vellore
ATCC® 15611™*

Salmonella enterica subsp. salamae serotype Tranaroa
NCTC 10252

Scopulariopsis
Scopulariopsis acremonium ATCC® 58636™*

Serratia
Serratia liquefaciens ATCC® 27592™*
Serratia marcescens ATCC® 13880™*
Serratia marcescens ATCC® 14041™*
Serratia marcescens ATCC® 14756™*
Serratia marcescens ATCC® 43861™*
Serratia marcescens ATCC® 43862™*
Serratia marcescens ATCC® 8100™*
Serratia odorifera ATCC® 33077M*

Shewanella
Shewanella haliotis ATCC® 49138™*

Shewanella putrefaciens ATCC® 8071™*

Shigella
Shigella bhoydii ATCC® 9207 ™™
Shigella flexneri ATCC® 120227M* # 8’5 ) 40,
Shigella flexnert ATCC® 9199 *
Shigella sonnei ATCC® 25931™=  HH§5 1A
Shigella sonnei ATCC® 299307+
Shigetla sonnei ATCC® 9290™*
Shigella sonnei NCTC 12584

Micraobiologics® Retail Products: 40th Edition
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MR R NN RN

highly mutable;
recommended for Ames
test

group B

fungus

pigmented
pigmented

formerly Shewanella
pulrefaciens

serotype 1
serctype 2b
serolype la

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are frademarks of ATCC.
Microbiologics, Inc. is Hicensed to use these trademarks and to sell products derived from ATCCe® cultures. Look for the ATCC Licensed Darivative®
Emblam for products derived from ATCC® culiures.
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0190L
0944L
0432L
0607L
0310L
0306L
0640L.
04591
0841L
0691L
0393L

0780L

0834L
0692L
0997L
03841
0879L

0416L
01078L
0693L
0199L
0695L
0353L
09751
01821
04841
01009L
01010L
02971
0598L
0304L
0576l
0830L
0241L

ATCC Licensed )°
Derivative

0190K

0944K
0432K
0607K
0310K
030CK
0640K
04539K
0B41K
0691K
0393K

0780K

0834K
0692K
0997K
0384K
0879K

0416K
01078K
0693K
0199K
0695K
03563K
0975K
0182K
0484K
01009K
01010K
0297K
0598K
0304K
0576K
0830K
0241K

BROY Rev F

0780P

0834P
0692P
0997P
0384P
0879P

0416P
01078p
0693P
0199P
0695P
/0353P
0975P
0182P
0484P
01009P
01010P
0297P
0598P
0304P
0576P
0830P
0241P

Proteus mirabilis ATCC® 33583™*
Proteus mirabilis ATCC® 356591M*
Proteus mirabilis ATCC® 43071+
Proteus mirabilis ATCC® 7002™*
Proteus mirabilis NCIMB 13283
Proteus vulgaris ATCC® 33420™*
Proteus vulgaris ATCC® 49132TM*
Proteus vulgaris ATCC® 6380™*
Proteus vulgaris ATCC® 6826™*
Proteus vulgaris ATCC® 8427 ™*
Proteus vulgaris NCTC 4636

Prototheca
Prototheca wickertamii ATCC® 16529™M*

Providencia
Providencia alcalifaciens ATCC® 51902™*
Providencia alcalifaciens ATCC® 9886™*
Providencia rettgeri ATCC® 9250™*
Providencia stuartii ATCC® 33672™*
Providencia stuartii ATCC® 49809™*

Pseudomonas
Pseudomonas aeruginosa ATCC® 10145™*
Pseudomanas aeruginosa ATCC® 13388™*
Pseudomonas aeruginosa ATCC® 15442
Pseudomonas aeruginosa ATCC® 19429™*
Pseudomonas aeruginosa ATCC® 25619™*
Pseudomonas aeruginosa ATCC® 27853 ™* :#—ff ; /2,
Pseudomonas aeruginosa ATCC® 35032™*
Pseudomonas aeruginosa ATCC® 3b554™*
Pseudomonas aeruginosa ATCC® 9027
Pseudomonas aeruginosa ATCC® 9721 ™™
Pseudomonas aeruginosa ATCC® BAA-1744TM%
Pseudomonas aeruginosa ATCC® BAA-427TM*
Pseudomonas aeruginosa NCIMB 12469
Pseudomonas aeruginosa NCIMB 8295
Pseudomonas aeruginosa NCIMB 8626
Pseudomonas aeruginosa NCTC 10662
Pseudomonas fluorescens ATCC® 13525™*

Microbiologics® Retaill Products: 40th Edition
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Pyocyanin not produced

* The ATCC iicensed Derivative Embiem, the ATCC Licensed Darivative word mark and the ATCC catalog marks are frademarks of ATCC.
Microbiclogics, Inc. is licensed to use these trademarks and fo self products derived from ATCC® cultures. Logk for the ATGC Licensed Derivative®
Emblem for products derived from ATCC® cultures.
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G901L
01054L

01045L

0B01L

08171

08261

0890L

01056L

0346L

0902L

0343L

0903L

0345L

01095L

0341L

08b1L

06041

03441

0421L

0363L

02631

0641L

ATCC Licensed )®
Derivative

901K
01054K

01045K

0501K

0817K

0826K

0830K

01056K

0346K

0902K

0343K

0903K

0901P
01054pP

01045pP

0501P

0817P

0826P

0890P

01056P

0346P

0902P

0343F

0903P

0345K \,/0345P

01095K

0341K

0851K

0604K

0344K

0421K

0363K

0253K

0541K

BRO9 Rev FF

01095P

0341P

0851P

0s04P

0344pP

o421p

0363P

0253P

0541P

Salmonella enterica subsp.
Salmonella enterica subsp.

Salmonella enterica subsp.

Salmonella enterica subsp,

Salmonella enterica subsp.
ATCC® 35640™*

Salmonella enterica subsp.
Silliker® SLR1566

Salmonella enterica subsp.
NCTC 6017

Salmonella enterica subsp.
ATCC® 9842TM*

Salmonella enterica subsp.
ATCC® 927Q™*

Salmonella enterica subsp.
ATCC® 10708™*

Salmonella enterica subsp.
ATCC® 7001 ™*

Salmonella enterica subsp.

arizonae ATCC® 13314™*
diarizonae ATCC® 12325+

diarizonae ATCC® 29934 ™™ *

enterica ATCC® 51741™*

enterica serovar Abaetetuba
enterica serovar Abaetetuba
enterica serovar Abony
enterica serovar Abortusequi
enterica serovar Anatum
enterica serovar Choleraesuis
enterica serovar Choleraesuis

enterica serovar Choleraesuis

var Kunzendorf ATCC® 12011™*

Salmonella enterica subsp,
ATCC® 13076™*

Salmonella enterica subsp.
ATCC® 6962TM*
Salmonella enterica subsp.
ATCC® 9150™*
Salmonella enterica subsp.
NCTC 4840

Salmonella enterica subsp.
ATCC® 13036™*

Salmonella enterica subsp.
ATCC® 12002™M*
Salmonella enterica subsp.
ATCC® 1331 1™*
Salmonella enterica subsp.
ATCC® 14028™*
Salmonella enterica subsp.
ATCC® 25241 T*

Salmonella enterica subsp.
ATCC® 29629™*

enterica serovar Enteritidis
enterica serovar Newport
enterica serovar Paratyphi
enterica serovar Poona
enterica serovar Pullorum
enterica serovar Tallahassee
enterica serovar Typhimurium
enterica serovar Typhimurium
enterica serovar Typhimurium

enterica serovar Typhimurium

lactose broth positive; H,S
positive
lactose broth positive; H,5
negative

H.,S negative; formerly
Salmonella enterica subsp.
enlerica serovar Infantis

H,S negative
group £
H.S negative

group C; H.S negative

group 2 #}&!ff, 15,

group A; H,S negative

H,S negalive

H,S negative

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC eatalog marks are trademarks of ATCC.
Microbiologics, ine. is licensed to use these trademarks and to sell products derived from ATCC® cultures. Look for the ATCC iicensad Derlvative®
Emblem for products derived from ATCC® culures.
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Yarrowia

0950L  0950K  08950P  Yarrowia lipolytica ATCC® 9773™* 1
Yersinia
0316L  0316K \/0316P Yersinia enterocolitica subsp. enterocolitica ATCC® 23715™* 2 biotype 1; serofype 8:’#375 ,/(/f
0S09L 0909K 0909P  Yersinia enterocolitica subsp. enterocolitica ATCC® 27729™* 2 biotype 1; serctype 8
0938L  0938K  (0938P Yersinia enterocolitica subsp. enterocolitica ATCC® 9610™* 2 biovar 1; serogroup 0:8
09741 0974K  0974P  Yersinia kristensenii ATCC® 33639™* 2
0785l  0785K  (Q785P  Yersinia ruckeri ATCC® 29473™* 1
Zygosaccharomyces
0101311 OCl01IK OQlOL1P Zygosaccharomyces bailii ATCC® MYA-4549™*
09601l  0960K  0960P  Zygosaccharomyces bisporus ATCC® 34890 * 1 formerly
Zygosaccharomyces rouxii
0803L  0803K 0803P  Zyposaccharomyces rouxii ATCC® 28263 ™* 1
02661 (255K 0255P  Zyposaccharomyces rouxii NCYC 381 1

Praducts for Cepheid® Instruments

036CMSSA  Staphylococcus aureus subsp. aureus ATCC® 25923 2 Two KWIK-STIK™ Units at E4; for use with
Cepheid® GeneXpert Systems only

0158MRSA  Staphylococcus aureus subsp. aureus ATCC® 700699™* 2 Two KWIK-STIK™ units at £4; for use wilh
Cepheid® GeneXpert Systern only; Methicillin
resistant

0371MSSE  Staphylococcus epidermidis ATCC® 12228™* 1 Tiwo KWIK-STIK™ units at E4; For use with
Cepheid® GeneXpert System only

Note: Additional Cepheid® Sets located are located on pages 36-37.

Producis for Roche Melecular Diagnostics Instruments

0158ROCHE  Staphylococcus aureus subsp. aureus ATCCe 700609™* 2 Two KWIK-STIK™ units at E4; for use with the
LightCycler® MRSA Advanced lest from Roche
Molecular Diagnostics only

Note: BD GeneDhmT™ sets are located on page 35. Cepheid® Smart GBS™ and Xpert™ sets are located on pages 36-37.

ATCC Licensed @ * The ATCC Licensed Derivalive Emblem, the ATCC Licansed Derivalive word mark and the ATCC catalog marks are trademarks of ATCC.
Derivative Microbiologlcs, Inc. is licensed to use these trademarks and to seil products derived from ATCC® cultures. Lock for the ATCC Licensed Derivative®
Emblem for praducts derived from ATCC® cultures,
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07951

0231L

010691

01074L

0861L

01072L

01071L

01062L

01073L

010701

0204L
0680L
01050L
0681L
05021
0465L
07471
06821
0643L
0202L
010371

0203L
0335L
0887L
01064L

ATCC Licensed )°
Derivative

Page 12

Q795K

0231K

01069K

01074K

0861K

01072K

01071K

01062K

01073K

01070K

0204K
068CK
01050K
0681K
0h02K
0465K
0747K
0682K
05643K
0202K
01037K

0203K
0335K
0887K
01064K

0795p

0231P

01069P

01074pP

0861P

01o72p

O1071P

01062P

01073P

01070P

0204p
0680P
01050P
0681P
0502p
0465P
0747P
0682P
0543P
0202pP
01037pP

0203P

\/0335P

0887P
01064P

Escherichia coli ATCC® 43888™*

Escherichia coli ATCC® 700728™*

Escherichia coli NCTC 10279

Escherichia coli NCTC 10677

Escherichia coli NCTC 12900

Escherichia coli NCTC 8009

Escherichia coli NCTC 8620

Escherichia coli NCTC 8622

Escherichia coli NCTC 9081

Escherichia coli NCTC 9103

Escherichia coli (JM101) ATCC® 33876™*

Escherichia coli ATCC® 10536™*
Escherichia coli ATCC® 10799™*
Escherichia coli ATCC® 11229M*
Escherichia coli ATCC® 11303™*
Escherichia coli ATCC® 11775™*
Escherichia coli ATCC® 13706™*
Escherichia coli ATCC® 13762™*
Escherichia coli ATCC® 14169™*
Escherichia coli ATCC® 14948+
Escherichia coli ATCC® 15597+

Escherichia coli ATCC® 23848+
Escherichia coli ATCC® 25922 *
Escherichia coli ATCC® 33605™*
Escherichia coli ATCC® 33849+

#7545

= b b e et femd b el ea

Pk jed b

serotype O157:H7; does
not

produce Shiga-Like Toxin
forll

serotype O157:H7:

for USA

shipment only:
nontoxigenic

serovar 0145:K(B):H-;
for USA shipment only
serovar 0146:K:H21;
for LJSA

shipment only

serolype 0157:H7; non
toxigenic; for USA
shipment only

serovar 0111:K58(B4):H2;
for USA shipment onily
serovar 026:K60(B6):H-;
for USA shipment only
serovar 0126:K7(B16):H2;
for USA shipment only
serovar 091:H-; for USA
shipment only

serovar 0103:H8; for USA
shipment only

serovar OI:K1:H7

Host for MSZ
Bacieriophage
(ATCC® 15597 ™*_B])

Genotype B

DH1; transformation host

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Microbiologics, inc. is licensed to use these trademarks and to sell producis derived from ATCC® cultures. Laok for the ATCC Licensed Derivative®
Emblem for products derived from ATCC# cultures.
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0113L
01065L
0146l

01471

03121
0679L
0713L
0533L

0963L
0371L
0412L
0628L
0976l
01068L
GLsbL
OB71L
0219L
02461
0739L
0217L
07621
0307L

04941
01035L
Ob29L
0945L
0881L
0134L
0470L

0460L
0764L
0413L

ATCC Licensed )u
Derivative

113K
01055K
0146K

0147K

0312K
0579K
0713K
0533K

0963K
0371K
0412K
628K
0976K
01068K
Q155K
0571K
0219K
0246K
0739K
0217K
0762K
0907K

0494K
01035K
05629K
0945K
0881K
0134K
0470K

0460K
0764K
0413K
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0113P
(01055P
0146P

0147P

0312P
0579P
0713P
0533P

963P
\/3371P
0412p
0628pP
0976P
01068P
0155P
0s71p
0219p
0246P
0739pP
0217pP
0762F
0907P

0494P
01035P
0529pP
0945p
0881pP
0134P
0470P

0460P
07649
0413p

Staphylococcus aureus subsp, aureus ATCC® 9144+
Staphylococcus aureus subsp. aureus ATCC® BAA-44 ™M
Staphylococcus aureus subsp. aureus ATCC® BAA-976™*

Staphylocaccus aureus subsp. aureus ATCC® BAA-977™M¥

Staphylococcus aureus subsp. aureus NCIMB 12702
Staphylococeus aureus subsp. aureus NCIMB 9518
Staphylococeus aureus subsp. aureus NCTC 12973
Staphylococcus capitis ATCC® 146™*

Staphylococcus capitis subsp. capitis ATCC® 35661 7M*
Staphylococcus epidermidis ATCC® 12228™*
Staphylococcus epidermidis ATCC® 14990™*
Staphylococcus epidermidis ATCC® 43134 ™+
Staphylococcus epidermidis ATCC® 434611 *
Staphylococcus epidermidis ATCC® 51625™*
Staphylococcus epidermidis ATCC® 700296™*
Staphylococcus epidermidis NCIMB 8853
Staphylocaccus gallinarum ATCC® 700401™*
Staphytococcus haemolyticus AFCC® 29970 *
Staphylococeus lentus ATCC® 700403™*
Staphylococeus lugdunensis ATCC® 49576™*
Staphylococeus lugdunensis ATCC® 700328™M*
Staphylococcus pseudintermedius ATCC® 49444 ™~

Staphylococcus saprophyticus ATCC® 15305™*
Staphylocaccus saprophyticus ATCC® 35552
Staphylococcus saprophyticus ATCC® 438677M*
Staphylococcus saprophyticus ATCC® 49453™*
Staphytococcus saprophyticus ATCC® 49907
Staphylococcus saprophyticus ATCC® BAA-750™*

Staphylococcus saprophyticus subsp. saprophyticus
NCIMB 8711

Staphylococcus sciurt subsp. sciuri ATCC® 29060™*
Staphylococcus sciuri subsp. sciuri ATCC® 29061™*
Staphylococcus simulans ATCC® 27851™*

Microbiclogics® Retail Products: 40th Edition
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Methicillin resistant
Clindamycin sensitive;
D-zone test negative

Clindamycin resistant;
D-zone test positive

formerly Slaphyloccccus
epidermidis

::#255.« /[%

Methicillin resistant

formerly Slaphylococcus
aureus subsp. aureus;
recommended for CAMP
tast for Listeria
monocytogenes

* Tae ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Micrabiclogics, fnc. is licensed to use these trademarks and 1o selt products derived from ATCC® cuitures. Look for the ATCC Licensed Derivative®
Emblemn for products derived from ATCC® cultures.
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0943L

02741

01013L

01790
010071
01065L

08311
04621
0173L
01093L
0360L

0700L
0365L
0906L

0496L

0889L

0352L

08b2L

09371
0832L
0159L
0827L
0485L
010221

01581

ATCC Licensed )‘”
Derivative

0948«  0948P

0274P

Q274K

01013K  01013P

0179K  0179P
01007K  01007P
01065K&/g1065P
0831K  0831P
0462K  0462P
0173K  0173P

01093K  01093P
0360K |/0360P

O700K  0700P
0365K \/0365P
0906K  0906P
0496K  0A96P
0889K 0B89P
0352K  0352P
0852K  0852P
0037K 0937
0832K  0832P
O159K  0159P
0827K  0827P
0485K  0485P
01022K  01022P
OL58K  0158P

BRO9 Rev F

Sphingobacterium
Sphingobacterium multivorum ATCC® 35656™*

Sphingomonas
Sphingomonas paucimobilis ATCC® 2983/™*

Sporidioholus
Sporidiobolus salmonicolor ATCC® MYA-4550™*

Staphylococcus
Staphylococeus aureus ATCC® BAA-1026™
Staphylococcus aureus ATCC® BAA-1708™*

Staphylococcus aureus NCTC

Staphylococcus aureus NCTC
Staphylococcus aureus subsp

Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.

Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococeus aureus subsp.
Staphylococcus aureus subsp.

Staphylococcus auretss subsp.
Staphylococcus aureus subsp.

Staphvlococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.
Staphylococcus aureus subsp.

Staphylococcus aureus subsp.

Microbiologics® Ret

12493 =85, 2%,

6571

. aureus ATCC® 11632™T*
aureus ATCC® 12600T%*
aureus ATCC® 14775Tw*
aureus ATCC® 2h923™*

aureus ATCC® 27734™*
aureus ATCC® 29213™*
aureus ATCC® 29737+
aureus ATCC® 33591+
aureus ATCC® 33592TM*

aureus ATCC® 33862™*
aureus ATCC® 43300™*

aureus ATCC® 49476™*
aureus ATCC® 51153+
aureus ATCC® 51740™*
aureus ATCC® 6538PTM*
aureus ATCC® 6538™*
aureus ATCC® 700698™*

aureus ATCC® 700699™*

ail Products: 40th Edition
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mupA positive by PCR

EUCAST Sirain; methiciflin
resistant

bela laclamase producer

=If fecommended for CAMP
Test

5.4,

Methicillin resistant
Gentamicin and Methicillin
resistart

recommended for CAMP
Test

Methicillin resisiant; mec
A positive

Methicillin resistant; GRD
Etest® control

Methicillin resistant;
Mub0;

reduced Vancomycin
susceptibility

* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derlvative word mark and the ATCC catalog marks are trademarks of ATCC.
Microblologics, Inc. is Hcensed o use these trademarks and to sell products derived from ATCC® cultures. Losk for the ATCC Licensed Derivalive®
Emblem for products derived from ATCG® cullures.
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0150L

04881
0836L

010231
0121L
03251
0481L
O111L
0525L
0251L
0188L
0718L
0339L
07121

0443L
0332L
0896l
0800L
0672L
04251
0538L
0981L
0264L
0250L
0379L
0187L
0520L
07370
099zt
0226L
0986L
01221

ATCC Licensed )@‘
Derivative

0150K  O150P

0488K  0488P
836K  0836P

01023K  01023P
0121K  0121P
0325K  0325P
0481K  Q481P
0111K {/b111pP
0525K  0525P
0251K  0251P
0l88K  0188P
0718K  0718P
0339K  0339p
0712K  0712P

0443K  0443P
0332K  0332P
0B96K  0896P
0BOCK  OB0OP
0672K  0672P
0425K  0425P
0538K  (B38P
0981K  (981P
0264K  (Q264P
0250K t/6250P
0379K  0379P
0187K  ©18/P
0520K  (520P
0737k G737P
0992K  0992P
0226K  0226P
0986K  0986P
0122k 0l22pP

BRO9 Rev F

Brochothrix
Brochothrix thermosphacta ATCC® 11509™*

Burkholderia
Burkholderia cepacia ATCC® 25416™*
Burkholderia cepacia ATCC® 25608™*

Campylobacter
Campylobacter coli ATCC® 335597™*
Campylobacter coli ATCC® 43478™M*
Campylobacter jejuni subsp. jejunt ATCC® 29428™*
Campylobacter jejuni subsp. jejuni ATCC® 33291™*
Campylebacter jejuni subsp, jejuni ATCC® 33560™*
Campylcbacter jejuni subsp. jejuni ATCC® 43430™*
Campylebacter jejuni subsp. jejuni ATCC® 49943™*
Campylebacter jejuni subsp. jejuni ATCC® BAA-1153™*
Campylobacter jejuni subsp. jejuni NCTC 11322
Campylobacter jejuni subsp. jejuni NCTC 11351
Campylobacter jejuni subsp. jejuni NCTC 13367

Candida
Candida albicans ATCC® 10231 ™*
Candida albicans ATCC® 14053™*
Candida albicans ATCC® 20017+
Candida albicans ATCC® 24433™*
Candida albicans ATCC® 26790™*
Candida alhicans ATCC® 60193™*
Candida albicans ATCC® 62376™*
Candida albicans ATCC® 66027T™*
Candida albicans ATCC® 90028™*
Candida albicans ATCC® 90029TM*
Candida albicans NCYC 1363
Candida catenulata ATCC® 10565+
Candida geochares ATCC® 36852™*
Candida glabrata ATCC® 15126™*
Candida glabrata ATCC® 2001™*
Candida glabrata ATCC® 64677 Tv*
Candida glabrata ATCC® 66032™*
Candida glabrata ATCC® MYA-2050T*

Microbiologics® Retail Products: 40th Edition
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* The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Micrabiologics, Inc. is licensed to use these frademarks and fo sell products derived from ATCC® cultures. Look far the ATCC Licensed Derivative®
Embilen: for products derived from ATCC® cultures.
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05141
0114L
02721
01121

0156L
01053L
0156L
0504L
0503L

0324L

0378L
0375L
0429L
04261
0648L
05521
0952L
0368L
0405L
0943L
0646L
0453L
0454L
0404L
01004L
0268L
0649L
0653L
0131L
0390L
0456L
04641
0406L

ATCC Licensed )
Derivative

0514K
0114K
0272K
0112K

0156K
01053K
0166K
0504K
0503K

0324K

0378K
0375K
0429K
0426K
0648K
0552K
0962K
0368K
0405K
0943K
0646K
0453K
0454K
0404K
01004K
0268K
0649K
0653K
O131K
(390K
0456K
0464K
0406K

Page 20

0514P
0114P
0272P
0112pP

01569
01053P
01b6P
0504P
0503P

0324P

0378P
0375P
0429P
0426P
| /oB48P
0552P
0952P
0368P
0405P
0943P
0B46P
0453p
0454p
0404P
01004P
0268P
0649P
0653P
0131P
0390P
0456P
0464P
0406P

Mycobacterium smegmatis ATCC® 19420™*
Mycobacterium smegmatis ATCC® 607™*

Mycobacterium terrag ATCC® 15755™*
Mycobacterium tuberculosis ATCC® 25177TM*

Mycoplasma
Mycoplasma hominis ATCC® 15488¥M*
Mycoplasma bovis ATCC® 25025™*
Mycoplasma hominis ATCC® 15488™M*
Mycoplasma orale ATCC® 237141+

Mycopiasma pneumoniae ATCC® 155631™*

Myroides
Myroides odoratus ATCC® 4651™M*

Neisseria
Neisseria gonorrhoeae ATCC® 19424™*
Neisseria gonorrhoeae ATCC® 31426™*
Neisseria gonorrhoeae ATCC® 43069™*
Neisseria gonorrhoeae ATCC® 43070™*
Neisseria gonorrhoeae ATCC® 49226™*
Neisseria gonorrhoeae ATCC® 49498™*
Neisserla gonorrhoeae ATCC® 49981 ™W*
Neisseria gonorrhosae NCTC 8375
Nelsseria lactamica ATCC® 23970TM*
Neisseria lactamica ATCC® 23971™*
Neisseria lactamica ATCC® 49142™™*
Neisseria meningitidis ATCC® 13077T*
Neisseria meningitidis ATCC® 13090™*
Neisseria meningitidis ATCC® 13102™*
Neisseria meningitidis ATCC® 13113+
Neisseria meningitidis ATCC® 35561 ™*
Neisseria meningitidis NCTC 10026
MNeisseria mucosa ATCC® 19695™*
Neisseria mucosa ATCC® 49233™*
Neisseria mucosa NCTC 10774
Neisseria perflava ATCC® 14799T4*
Neisseria sicca ATCC® 29193™M*
Neisseria sicca ATCC® 9913™*

Microbiologics® Retail Products: 40th Edition
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attenuated

bela lactamase producer

#9504,

Penicillin resistant

serogroup A
serogroup B
serogroup C
serogroup D
serogroup Y
serogroup B

® * The ATCC Uicensed Derivafive Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks ofl AT_CC.
Microbiologics, Inc. Is ficensed to use these trademarks and to sell products derived from ATCC® cultures. tock for the ATCC Licensed Derivative®
Emblem for products derived from ATCC® cultures.
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0687L  0687K  0687P  Listeria monocytogenes ATCC® 19115+

2 serolype 45
0154L  0154K  0Q154P  Listeria monocytogenes ATCC® 19118™* 2 serolype 4e
0398L  0398K \/0398P Listeria monocytogenes ATCC® 7644™* 2 ;#{?5‘, 2.
0130L  CO130K  0Ql30P Listeria monocylogenes ATCC® BAA-7H1™* 2
02654L  0264K  0254P  Listeria monocyltogenes Cornell University SLR2249 2 Act A gene removed
07831, (783K 0783FP  Listeria monocytogenes NCTC 10890 2 serofype /
0802L  CBO2K  (0802P  Listeria seeligeri ATCC® 35967™* 1
0816L  0B16K  (0816P  Listeria welshimeri ATCC® 35897™* i
Lysinibaciflus
0810L  C810K - 0Bl10P  Lysinibacillus sphaericus ATCC® 4525™M* 1 formerly Baciflus
sphaericus
Macracoccus
04151 0416K 0415F  Macrococcus caseolyticus ATCC® 13518™* 1 formerly Staphyiococcus
epidermidis
0962L  (0962K 0962P  Macrococcus caseolyticus ATCC® 35662 2
Malassezia
0701L  0701K  0Q701P  Malassezia furfur ATCC® 145211+ 2 fungus

Mannheimia

Oe64l  0664K  0664P  Mannheimia haemolytica ATCC® 33396™* 2
Methylobacterium
01110L  01110K O01110P Methylobacterium extorquens ATCC® BAA-2500™* 1
0280L. 0280K  0280F° Methylobacterium mesophilicum ATCC® 29983™* 1
Microbacterium
0163L  0163K  0163P  Microbacterium esteraromaticum ATCC® 51822+ 1
01042L 01042K 01042P Microbacterium liquefaciens ATCC® BAA-1819™* 1
01041L O01041K O1041P Microbacterium paraoxydans ATCC® BAA-1818™* 1
0295L  0295K  0295P  Microbacterium testaceum ATCC® 15829™* 1
Micrococcus
0689L  0689K  0689P  Micrococcus luteus ATCC® 10240 1
02420 0242K  0242P  Micrococeus luteus ATCC® 4658™* 1
0804L  0804K  0804P  Micrococcus luteus ATCC® 49732 1
0218l 0218K  0218P  Micrococeus luteus ATCC® 7468™* 1

ATCC Licensed @ * The ATCC Licensed Derivative Emblem, the ATCC Licensed Derivative word mark and the ATCC catalog marks are trademarks of ATCC.
Derivative Micrebiologics, inc. Is llcensed to use these trademarks and to sell products derived from ATCC® cultures. Look for the ATCC Licensed Derlvative®
Emblem far products derived from ATCC® cultures,
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identitication

The Crystal™ Kits are a miniaturised identification method. Mariy of the tests used are modifications of
lassical methads. These indlude tests for fermentation, exidation, degradation and hydrolysis of various
subsirates. In addition, there are chromogen linked substrates to detect enzymes that microbes use to
metabolise various substrates,

Cne-step inoculation with no pipetting for dramatically reduced hands-on time and virtuafly no repetitive
movements. Reagenis are pre-dispensed in the wells so no reagent additions or oif overlay are needed, All
components are incluced fri every test kit. After inoculation, the snap-on lid ensures a closed system for
integrity, safety and no spillage, Each panel IDs many arganisens so fewer kits are needed.

CAT NO, 51Z¢ DESCRIPTION

; 20 té’siéfki{_ BD nyﬁél'" -, Entéri_dNonfe[m_enté'f_:'ED'.Kit:' B

For the identification of aerobic Gram-negative bacteria that belong to
the family Enterobacteriaceae as well as some of the more frequently
isolated glucose fermenting and non-fermenting Gram-negative bacilli.
The kit contains:

* 20 panel lids

+ 20 panet bases

+ 20 inocuium tubes

* 7 incubation trays

*» 1 resull pad

/245010 20 testskit,

:#; f Intended for the identification of clinically significant anaerobic bacteria
[ I 2 f in 4 hours, Separate databases for Schaedler Blocd Agar, CDC Anaerobe
Blood Agar and Alternate Blood Agars are included for impreved

spacificity.

The kit contains:

* 20 panet lids

* 20 panel bases

» 20 inoculum tubes

+ 2 incubation trays

» 1 result pad

'BD Crystal™ - Anaerobe ID Kit

245130

" BD Crystal™  Neisseria/Haemophilus D Kit -

Intended for the identification of froguently isolated Neisseria and
Haemephilus species as well as several other fastidious bacteria. The kit
identifies 35 organisms from multiple media.

The kit confains:

+ 20 pane! lids

+ 70 panel bases

+ 20 inoculum tubes

« 2 incubation trays

* 1 result pad

20 fests/kit.  BL

v/ 3 221'5114(_5_,' o

positive bacteria.
The kit cortains:

* 20 panel fids

* 20 panel bases

+ 20 inocutum tubes
« 2 incubation trays
o 1 result pad

M tX f 5 Intended for the identification of frequently isolated aercbic Gram-
1] ¥

Rapic ;Gfam-l?os'itiyezllﬁi Kit

For the identification of frequently isolated aerobic Gram-positive
bacteria, The kit identifies 88 Gram-positive organisms from muliiple
media.

The kit congains:

* 20 panel lids

+ 20 panel bases

« 20 inoculum tubes

= 2 incubatien trays

* 1 result pad

ieniiein i
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& BD CrystalSpec™ Nephelometer
User’s Guide
English: poges 1- 2 italiano:  pagine 6 -8 c E 32:]{;10943;3; #f& L{‘

Frangals pages 3- 4 Espafiol:  paginas B -9

Deutsch: Selten 4~ &

Ses symbol glossary at end of insert, / ¥iz popls symbolt na kand piibalového letdku. / 5e
symbotglossaret i slutningen af Indle=gssedlen, f Zhe Hst met symbolen aan het einde van de hijslulter. /
Vaadake s0mbolite selatust Infolehe [8pus. / Katso pakkausselosteen lapussa alevaa kuvamerkkien
sanastoa, / Yolr fz glossalre des symbaoles 4 [a fin de la notice, / Sighe Symbol-Erklrungen am Ende der
Packungshellage, / Aeire To yAwootipio vev gupfidhay oro vEkog Tou évBerouw, / A felmagyardzat a
hasza#latl utasitss végsn talalhatd. / Vedere 1l glossarlo dei simbali afia fine del fogTio llustrativo. / (N
Informacinla lapello pabaigole patelklama simbolly glosarljy. / e | symbolforkfaringen pa slutten av pro-
duktvedlegget. 7 Zobacz objasnianie symboli na koficu ulotk, / Consulte o glossdrio de simbolos no fim
do folheto Infermative. / Pozd stovalk symbolov na kandl letdka. 7 Consulte el glosario de simholos al
final del prospecto. / Se symbolférteckningen vid slutet av bipacksedeln.

Pokyny vém poskytne mistnl zdstupce spolelnosti BD, / Kontakt den fokale BD repraesentant for at 14
Instruktloner, / Kasutusjuhlsta suhtes kontakteeruge oma kohallku BD esindajaga. / Emrowvaviare e
yov TamkG avnmpdowie Tag BD yio odnyleg. / & haszndlati utasitdst kéra a BD helyl képviselstétsl, /
Nauda]imo Instrukijy telraukités vietos BD |gailoto]o atstovo. 7 Aby uzysked Instrukeje uzytkowanla,
skontaktu] sig z lokalnym przedstawiclaistwem BO. / Contacte o seu representante ocal da BD para
obter instrugtas. / initrukde zlskate U miestneho zdstupcu spoladnosti BD. / Kontakta lokal Becton
Hckinson: fior anvlsnl

INTENDED USE

The CrystaiSpec™ Mephelomater is a battery-powered, portable device dasigned to measure the tur-
bldity of microblal suspensions equivelent to McFarland standards 0.5 through 4.0. The Instrument can
be used for any laboratary protedure that requires inoculum density adjustments within this range,

SUMMARY AND EXPLANATION

‘The visuat tomparison of organism suspensicns to turbidlty standards is an accepted method of est:-
mating organlsm densities. The most widely accepted standard is the McFarlaad standard.* A McFarland
standerd is preperad by sdding barium chloride to aguecus sulfuric acid. The density of the resutting
barium sulfate precipitate can be used to approximate the colony count of 2 prepared suspension; e.g.,
McFarland 1 is the equivalent of approximately 3 x 108 CFU/mE. Other standards have been used for den-
sity measurements, including titanium dioxlde? and latex particle suspensions.?

The instrumented measurernent of turbidity relies on the abity of particies te scatter light while In
suspension. The measurement of this scattered lght is refarred to as nephelometryd in order to
cbtsin an accurate density measurement, a rellable method of callbration must be used.

PRINCIPLES OF THE PROCEDURE

The CrystalSpec Nephelometer measures scattered fight at a 50° angle of incidence. it Is a solid state
Instrumant that uses a fight-emitting disde as a light source and 8 photodiede detector, The instrument
was developed using bacterial suspensions at known concentrations (CFU/mL}. Colany counts were cor-
related with McFarland units and the CrystalSpec Instrument was programmed to display the mea-
surement In McFarland unlts. The calibration standards supptied with the instrument have been devel-
oped to assure an accurete calibration,

Before making @ measurement on the CrystalSpec Nephelometar, the Instrument is callbrated using
the supplied standards. To determine the McFarland equlvafent of 2 microbial suspenslon, a tube is
pleced in the reading chamber and the test button is pressed. The results are then displayed on the
LCe sereen in McFacland units.

SPECIFICATION
Range..

McFarland 0.5 - 4.0 Instrument Ambieng

Accutac +0.2 McFarfand Unilt  Operating Conditions.. o 20 10 30°C

Reproducibliity ... + 8.1 McFarland Unlt  Storage Termnperature Range

Battery . 9 Vv Alkaline {Instrument and calibration twhe) .. 20 10 30°C

Battery Life .. 1 Year (typically) Sample Tube $5ze e 16 - 17 mm dia,,
ﬂa‘: bottomed gisss
iube

Precautians: in vitro Dizgnaostic
Read all Insteuctions kefare use and follow precisely.

PROCEDURE

Materlals Provided: CrystalSpec Nephelometer, inciuding o CrystalSpee Callbration Blank (E),
CrystelSpec Calibration Standerd (5), Low Volume Sample Adaptes, and S-volt battery.

Matarlals Not Pravided: Anclllary culture media and equipment required to prepare 2 bacterlal sus-
pensio.

Instructions:
BATTERY INSTALLATION AND REPLACEMENT - Unpack the CrystalSpec Nephelometer and the 9 V
battery. (nvert the instrument and remove the battery cover plate. Connect the battery and replace the
covet,
If replacing 8 discharged bettery, press one of the huttons {elther “Calibration” o *Test"} for 3 sac
after discharged battery has been removed.
When a battery is initlally installed, =T will be diiglayed In the readout window while the internal
evaiuation Is In progress. This “T* will also appear when a discharged battery is replaced with a new
battery.
When Instafling a new bettery, Interrupting the rontact befare the hattery cip Is securs may cause
the T~ dlsplay to not continue to show. The unit should be functioning prapeely, but if in doubt, re-
Install the battery per abave.
The CrystalSpec instrumenst hias an Internal battery charge indicator. Alang with sample resdouts, a
reading from “B0* to “B5* Is displayed at 1he far right edge of the window to Indlcate the levet of
battery chazge. A fully charged battery will display “B5%, a battery needing replacement will display
“BO".
When the battery charge Is so fow that the integrity of the readings is compromised, "X~ wili he dis-
played and the battery will be completely discharged by the instrument. The meter will not operate
until the battery Is replaced.
NOTE: Anytime # battery is replaced or the battery Is discannected from the unit, the instrument
must be re-calibrated.
CALIBRATION PROCEDURES - The CrystalSpec instrument requires ao warm-up period and 15 ready
for catibration and Immediate use, A CrystalSpec Calibrztlan Biank (B) and CrystalSpec Calibration
Standard (S} are supplled with the instrument; use orily these cafibration standards for cafibration.
Internat errar checking Js in place to assure proper calibration of the Instrument.
The nephelometer has Internal features that minimize the need for frequent calibrations.
Calibration needs to be performed only under the following conditions: {s) Any time the battery s
reptaced or disconnected, (b} If the “£” message Is displayed when taking a reading and (¢}
Whenever the dally reading using the Calibraticn Standard {5} fails to read 1.9, 2.0 or 2.1,
| Refer to Callbratlon Fracedure, Table 2, page 10 ]

1. If the sample volume to be measured is betwaen 2.0 mL and 4.0 mL, insert the Low Volume

Sample Adapter provided prior to calibration. If the volume Is greater than 4.0 mi, the Low

Volume Sample Adepter 15 nof neaded.

—0—
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2. For ease of calibrating, press the Calibration Bution using a finger of your left hand and press
the Test Button using a finger of your right hand.

3. The sequence of button press and zelease Is Important for the proper calibration and accurate
functioning of the CrystalSper.

4. If during calibration the expected displays do not show, after the display dears, re-start the cail-
bration procedure with step 1.

5. If a callbration reading (step B) of other than =2.07 is returned, remove the Calibratien Standazd
and wipe the nutside of the tube with a Kimwipe or dean dloth to remove any smudges, finger
prints, etc. and re-callbrete,

6. Calibration between sample readings Is not necessary; however, the CrystalSpec Celibration
Standard {5) should be resd a5 a sample on a daily basis. If the standard reads 1.9, 2.0 or 2.1, the
Instrurent s calibzated and does not need re-calibration.

7. The callbration should be stable If ambieat conditions of temperature and light remain relative-
ly constant. if these conditions change, re-calibration is recommended.

B. Do not press the Test Bution untll the calibration procedure has been successfully completed {steps
1-8 are completed successfully) or the CrystalSpec will Rot ba properly callbrated and readings
witt not be valid,

TESTING PROCEDURES - Ciear, flat bottomed glass tubes, 16— 17 mm diameter must be used for sam-

ples. Organlsms may be suspended In watey, saline or clear growth medium of yellow to pale brown

color [e.g., MusllerHinton Broth, T58, or BHI Broth). Use of other celored liquids as a suspending
medium I5 not recommended, A minimum of 2.0 mi of fiquid is requlred,

1. if the sample volume Is between 2.0 ml ard 40 ml, Insert the Low Volume Sample Adspter, If
the valume 1s greater than 4.0 mL, the Low Volume Sample Adepter is not needed.

2. Vortex the test sample and set aside briefly if bubbles are present. Gently tapping on the tube may
aid In ellminating bubbtes. Insert the test tube semple tube inte the nephelometer. Make sure the
tube Is inserted as far s possible into the instrument.

3. Depress and refease the test button [test tube graphic], The result will bz disptayed along with the
battery status resdout.

EXAMPLE: For 8 sample of McFarland 1.0 and a battery that requires changing, the display will
read:
“1.0 MCFARLAND 89",

4, Adjust tha sample preparatlon with more organisims If the readout Is lawer than expected, or with
sterile difwent 1 tha reading is higher than expected. Vortex the sample and reread.

. Repeat step 4 until the deslred turbidity is achieved.

5. Repeat steps 2 - S (above) for additional samples.

RESULTS
The CrystalSpec Nepheiometer displays the measurement in McFarland units. These readings repre-
sent the density of the suspenslan and can be used to estimate the CFUml of the suspension tested.

LIMITATIONS OF THE PROCEDURE

The meter must be cafibrated with the supplied CrystalSpec Cafibration Blank (8) and CrystalSpec
Calthration Standard (5). The use of other standards will result In miscalibration of the Instrument.

The CrystalSpec Standard is to be used only for calibration of this instrument and not as a visual, i.e.
manual approximation to a barlum sulfate McFarland standard,

Do not use the CrystalSpec Nephefometer for measurements autside the range of McFarland stan-
dards 0.5 - 4.0,

Volumes below 2.0 mL cannat he measured in the Instrument.

Ciear, flat bottomed glass tubes, 16 - 17 mm dlameter must be used for samples.
Far best results we recoramend 9 V Atkaline batterles.

Da not use 1n direct sunlight.

PERFORMANCE CHARACTERISTICS

The reprodudibility of the instrument was measured over time with standards at concentrations equly-
alent to McFarland 0.5, % 2, 3, and 4 turbldity standards. The error for any estimate was detenmined
10 be = 0.1 McFarland unit.

To determine the aceuraty of the CrystaiSpec Nephelometes, colony counts were performed on sus-
penslons of £. coli ATCC™ 25822 prepared i sallne, Each test was performed in replicates of five and the
average of the plate counts 15 glven in Table &

Table 1
McFarland  Expected CFUJSmL x 108 Adjusted* CFU/mL x 107 %OV
6.5 [ %3 17 11.6
1.0 3.0 3.3 107
240 6.0 6.5 14.8
3.0 9.0 10.4 8.2
4440 2.0 13.0 949

*+ fecause of difficulty in achieving the exact 1arget McFarland density, these resuits were obtalned by
using the CrystalSpec readings and adjusting the observed CFUMmL as If each dilution had been the
target McFarfand.,

«+Fouy replicators were used to calculote the adjusted CFU/mLand % CV.

WARRANTY: The CrystalSpec Nephelometer is wairanted to be free from defects for one year from the

date of purchase,

MAINTENANCE AND TROUBLESHOOTING: No maintenance Is required except for battery replacement
when the battery Indlcator reads “B0", or "E” is displayed, Indicating 2 low battery,

If the *£* &5 displayed, the Internal error thecklng has detecied a prebiem due to improper use, dis-
charged battery, or an electranic faiture, It calibration andior replacement of the battery does not cor-
rect the problem, {In the United Stastes) contad Becton Dickinson, Jechnical Services, toll free
{300) 638-8663.

AVAILABILITY
Cat, No.  Description
245009 CrystalSpec™ Nephelometer, Induding a CrystalSpec™ Calibration Blank and CrystalSpec™
Cellbretion Standard, Low Voleme Sample Adapter, and battery. p
‘-/245015 Cry.;lalSpec‘“ Calibratien flank snd CrystalSpect™ Calibration Standerd, carton of one :}?? ﬁ ({
each. N
REFERENCES
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121,

3. Pugh, T.L, and W. Heller. 1957. Denstty of polystyrene and polyvinyl toluene latex particles. J.
Cottold 5S¢, 12:173-180.

4. Mallette, M.E 1969, XV. Evaluatlon of growth by physical and chemical means, p. 521-566. In LR
Norris and D.W. Ribbans (ed.). Methods in microbloiogy, vol. 1. Academic Press Inc.,, New York.

4




&BD BBL™ Taxo™ Discs for Presumptive
Identification of Gram-Negative Anaerobic Bacilli

English: pages 1 -2 Haliano: pagine 5 - 6 C € 8840221JAA(02)
Frangals: pages 2 - 3 Espaitel: pdglnas 6 - & 2015-04
Peutsch: Seiten 4 - §

Contact your looal BD representative for instructions, ) Coupkere ce ¢ mecThun npeacraskren Ha BD za

uHOTPYKIs, f Pokyny vam poskytne mistnt zistupce spole€nosti BD. / Kontaki den lokale BD repraesentant tor at

fi Instruktioner. ! Emikelvwvijare e Tov Tomixé avTimpdswme T BD yia ofnyleg. # Kasutusjuhiste suhtes

kentaltearuge oma kohaliku BD esindajaga. / Ota yhteys lahimp#idn BDin edustajaan ohjelden saamiseksi. / //
Kontaktiraj lokalnog pretistavaika BD za upute, J A hasznélati utasitast kérje a BD lielyl képviseletétdl. I Hyokaynap *
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INTENDED USE

These discs are recommended for use in the presumpiive idenlificalion of gram-negative anasrobic baciii based on
differences in susceptibility to anlimicsobial agents. This pracediire is nof for use for therapeulic purposes.

SUMMARY AND EXPLANATION

Sulter and Finagold reporied on the value of special-potency antibiotic discs in differentlaling Bastercides and
Fusobacterium spp. on 1he basis of anlibiotic inhibition patterns.’ The patierns, along wilh coleniaf and microsceplc
cbservations and a fimited number of biochemical tests, permitted the rapld presumptive idenlification of anaerchic bacilli.
A similar differantiation protocol was adopled by the Canlers for Disease Control {CDC).2

Sutler ei al. resommand the use of kanamyein 1 mg, vancomyein & ¢2g and colistin 10 pg dises wilh pure cultures siraakad
ot Brucekia Blood Agar wilh Hemin and Vitamin X, with a 10 mm zone size breakpoint for reporiing suscaplivlity or
rasistance.? The CDC protocal ulilizes penicillin 2 unils, sifampin 15 pg and kanamycin 1 mg discs on CDC Anaerobe
Blood Agar, an enriched medium supplementad with hemin and Vilarnin K, with farger zone size criteria,.2 The BBL test
protocol Wlilizes thase five discs on aither medium and the 10 mm zone size breakpoint.

PRINCIPLES OF THE PROCEDURE

Thess discs are used for fhe diffarenitation of gram-negative anaerobic bacllif on the basis of in vitro tesling of pure
culiures agaist selacted antimicroblal agenls using the agar diffusion meihod. Growth of the micreorganisms may

be inhibited by the anlimicrobial agant diffusing out frem $he disc, resulling In a zone of inhibilion around the disc.
Differgniiation is based on the presence of zenes of inhibiticr of equal 1o or greater than 10 mm (suscapiible) or fess than
40 mim (reststant).

PRODUCT DESCRIPTION

These #4" discs are made from high gualily absorbent papsr Impregneted with accurately detsrmined amounts of
antimicrobial agents. They ara fumished in cariridges contalning £0 discs each. The lasi disc in each carlridge is marked
X" and contains the drug as coded. Cartridges are for use in BBL. singls disc dispansers.

Warnings and Precautions:

For in vitro Diagnostic Lise.

The Taxo Kanamycin 1 mg and Taxo Rifampin 15 pg discs are net for use in susceplibllity testing for therapeulic
purpeses.

Observe aseptic lechnigues and established precautions agalnst microbiclogical hazards lhroughout all procaduras, After
use, lest plales and other contaminated materials must be sierifized by auloclaving.

Storage Instructions:

4. On raceip, store contalners of discs al -20 o +8 °C. ¥ the laboralory refrigerator is frequenlly opened and closed, and
a suitabls lemperalure is ned mainlained, place there a supply sufficient only for use within a week.

2. Allow conlainers to came 1o room lemperalura before cpening. Return unused discs to the refrigeraler when
application of discs has been completed,

3. Use the oldest discs first.

4. Discard expired discs. Also discard carfidges from which discs hava been fraquently removed during a week. Discard
discs left oul overnight in the laboralary, or test the discs for performance.

5. he discs form incorrect zones wilk the recommended conlrol organism, the entlre procadure should be chacked, &
faulty zone may be due o the dise, the incculalion, The preparation or depih of the medium or elher factors,

Tha expiration dale applies to discs In he inlacl conlainer, stored as directed.

SPECIMENS

Thesa discs are nol for use directly with clinical spedimens or cther ssurces containing mixed flora, The organism io be
prasumplively identifiad first must be Isolaled as ssparale cofonies by streaking he spagiman onle appropriate culture
media.

PROGEDURE

Material Provided: in this package ara discs for the differentialion of gram-negafive anaercbic bacili as labeled.

Materials Reguired But Not Provided: Ancilfary cullure media, reaganls, qualily controf organisms and laboratory

aguipment as required for this procadure.

Test Procedure:

1. Preparafion of moculum with tes! and cenfrol cuilures
a. Prior fo inoculalion, loosen the cap of a lube of inoculim broth (e.g., Schaedter Broth wilh Vilamin K; or suilable
slternative medium) and haat in a boifing water bath to drive off oxygen, relighten the cap and cool o room
lempsrature, or reduce the inoculum brolh overnight in an anaercbls jar,

b. Perform & Gram stain. Use only pure cullures,

Select three or four similar cofenies and inoculate the ineculum brolh.

d. Incubate anaerobically at 35 °C for 18 to 24 h or uniil heavy lurbidity i cbserved; adjust the turbidity 1o be
comparable 1o a McFarand No. 1 barlum sulfate sfandard.

Inoculalion

4. Pre-warm te room temparature plales of CDG Anaerche Blood Agar of Brucella Blood Agar with Homin and
Vitamin ¥;. Agar surfaces should he smooih and moist,

b. Within 15 min of adjusting the &irbidity of the inocuium, dip a sterle swab Into the proparly diluted inoculum and
rotate it firmly several Umes against the upper inside wail of the tubs to express the excess fluid,

¢ Inoculate the enlire agar surface three fimes, lurning the plale 60° between streakings to oblaln even inocutation.
d. Replace the lid of the plaie and hold for 3 1o 5 min at room temperature lo allow absarpticn of fhe moislure from
1he inaculum.
e. Apply tha discs evenly spaced 1o the inacutated agar surface with sterile forceps or single disc dispenser and
temp with & sterifa neadle or forceps to make completa contact with the medium surface,
f. Incubale immediately at 35 °C under anaerobic condilions.
Examine Ihs plates after 48 h. Measure and record each zone of inhibition to tha nearest millimeter: less than
16 mm as resistant; equal lo o greater than 40 mm as susceplible.
User Cluality Gontrol: Conlrol tesis using known cultures should be included each time a susceplibility test is parformed,
The following organisms are recommended:

[

P

Antimicrobial Agent and Cede

Organism Kanamysin Rifampin Peniclltin Vancomycin Gollstn
K RA P-2 Va-5 CL-10

Bactervides fragiiis

ATCC® 25285 R 8 R R R

Fusobaclenym mertiferumn

ATCG 9817 s R s R s

5 = Susceplibie (zones £ 10 nun} R = Resistant (zones < 10 mm)

Qualily conlrel requirernents must ba perfermad In accerdance with apglicabls local, state andier federal regulations or
accreditalion requirements and your laboralory's standard Qualily Cenlrol procedures. )L is recommanded that the user
refer to pertinent GLSI guidance and CLIA regufalions fer appropriale Quality Control praclices,
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RESULTS
Compare reaclivily paltorns wilh these in the 1zbla.

Inhibition of Bactercidas and Fusobacterium Species
with Antibictic Disos?

Antimicroblal Agent and Code

Crganlsm Kanamyein Rifampin Penicillin Vancomycin Colistin
K RA P-2 Va-§ cL-10
B8, fragifis group* R 5 R R R
P melaninogenica RS 8 S RS ar
A buccaiis and P veroralis R 5 ] RS &
B. urealyticus S S s R 5
F. mortiferum ] R 4 R S
F. varium ] R 5 R S
F necropfiorum S 5 5 R s
F nucleatum 5 5 8 R S

S = Susceptible {zones 2 10 mm); §7= majofity of skrains susceplible.

R = Resistanl {ones < 10 mm); RS = majority of stralns resistant.

+ Dala wete obtained on CDC Anasrobe Blood Agar and Brucella Bloud Agar with Hemin and Vitamin Ky,

* The B. fragils group includes B. fregilis, B. disk is, B. ovatus, B. # feron, 8. vulgatus and B. uniformfs,

LIMITATIONS OF THE PROCEDURE

Tha references should be consulted for the complela schema of morphological and biochemical characteristics that,
along with thesa antibiotic Inhibifion patterns, enable a prosumptive identification 10 be madle.S-4 Following presumplive
identification, definitive idenlificalicn procadures should be performed 1o eslablish the validlly of the presumplive
idenlification. Appropriate references should be consulted for addilional informafion.2-$

PERFORMANCE GHARACTERISTICS

Prior lo reloass, alt lols of BBL Taxe Anaerobe Differsniiation Discs are lested to verily specific product characlerislics.
Samples are assaye for the potency of each of the anlimicrobial agenis contained in the kit.

Additionally, plates of CDC Anaarobe 5% Sheep Blood Agar and Brucelia Biood Agar with Hemin and Vilamin K; are
swab-inoeulated vlh cultures of Bacteroides fragilis (ATCG 25285) and Fusobaciesium mortiferun (ATCC 8817}, Samples
are placed on the inoculatad plates and incubated at 35 £ 2 °C under anaerobic condilions, After 48 h incubation, the
plates are hen read for zones of inhikition around each dise. B, fragilis Is resistant {< 10 mm) 1o kanamyein, penicillin,
vansoimyels and colistin and susceplibla (2 10 mm} to rifampin. £ mortiferumis resislant (< 10 rmm) Lo rifampin and
vancomycin and susceplible (2 10 mm) to kanamycin, peniciliin and cofistin,

AVAILABILETY
Cat. No.  Description
231651 BD BBEL™ Taxo™ Anaerche Differentiation Discs Sef, 50 tesls
Set components — ene cartridge of 59 discs of each of he following antimicroblal agants:
BBHL™ Taxo™ Kanamycin, 1 mg
BBL™ Taxe™ Rifampin, 16 pg
Sensl-Disc™ Peniciiin, 2 units
Sensi-Dise™ Vancermycin, 5 p6
Sensi-Disc™ Colislin, 10 ug
\A31562 8D BBL™ Taxo™ Kanamycin, 1 mg Discs, Single carlridges of 50 discs #}94‘ ’{(
REFERENCES
4. Sutier, VL., and 5.M. Finegotd, 1971, Antibiotic disc suscepliblily 1ests for rapid presumplive identificalion of gram-
negalive anaarobic bacilli. Appl. Microbiol. 21:13-2C.
2. Dowel, VIR, Jr., and G.L. Lombard. 1977, Presumptive identification of anaerobic nonsporeforming gram-negative
bacilll. Center for Diseass Control, Aflanta,
3. Suller, V.L, D.M. Gilron, M.A.C. Edelstein, and 5.M. Finegold. 1@85. Wadsworlh anasrobic hacieriology manual,
4lh ad. Star Publishing Co., Belmond, Ca.
Finegold, S.M., and M.A.C. Edalstain. 1985. Gram-negalive, nonsporeforming anaerobic bacilli, p. 450450,
In E.H. Lennelle, A. Belows, W.J. Hausler, Jr., and H.J. Shademy (ed.), Manual of ¢linical micrebiclogy, 4th ed.
Amearican Sodiety for Micrebiclogy, Washington, D.C.
5. Holdeman. L.\, E.P. Cato, and WE.C, Moore {ed.). 1977. Anaeroblc laboratory manual, 4th ed. Virginta Polyfechnic
Instilute and Stale Universiy, Biacksburg, Va.
6. Dowell, VR., and T.M. Hawkins. 1979. Laboratory methods in anasrobic bacteriology, GG manual. HEW publicatiors
{CDC) 79-8272. Cenler for Disease Conlrol, Atianta.
7. ¥reig, M.R., and J.G. Holf {ed.). 1984, Bergey's manuat of syslamatic bacteriology, vol. 1. Williams & Wilkins, Ballimore.
8. Summamen, P., £.J. Baron, D.M. Gitron, C. Slrong, HM. Wexter, .M. Finegeld. 1993, Wadworlh anaercbic
baclericlogy manual, 5th ed. Slar Publishing Co., Belmont, Ca.

Technlcal Informalion: In the United States, contact BD Technical Service ang Supporl at 800-638-8863 or www bd.comvds.

&BD BBL Taxo Discs pour Pidentification présomptive
des bacilles anaérobies & Gram negatif
Frangals

APPLICATION
Ces disques sont recommandés pour ldentification présomptive des baciles anaérobios & Gram négalil d'aprés les
différences de sensibilité aux aganls antimicroblans. No pas employer celie méthods & des fins thdrapeutiques.

RESUME ET EXPLIGATION

Les Iravaux de Sulter et Finegold ont démentrs Iinlérét des disques imprégnés d'anfibicliques d'activilé donnée pour
diffdrencier Baclaroides el Fusobaclarium spp. d'aprés les profils dinhibition par les antibiotiques.! Les profis de
sensibilité, T'observation de la morphologie des colonies el l'observation microscopigque associés & un pelif aombre de
{esls blochimiques suffisent & lidentification présomptive rapide des bacilles anadérobies. Un protocole de différenciation
similaire a 61é retony par |a Centers for Disease Conlrof (COC).?

Suiler el al, ant préconisé l'utilisation de disques imprégnés de kanamycine (1 mg}, vancernyclae (5 pg) ou colisting

(19 1g) sur une géloss au sang pour Brugeda, complémantde ¢héming et de vitamine Ky, ensemencés en stries avec des
cultures pures, et d'un diametre ds lransition résistant/sansible de 0 mm pour la zone d'inhibiticn.3 Le protecale du COC
ulllise dos disques imprégnés de pénicilline (2 unilés), rifampine (15 g} ou kanamycine (1 mg) sur une gélose au sang
anagrobie du CDC, us millau enrichi compléments d'hémine &l de vilamine Ky sur lequel les diamairas de fransition des
zones d'inhiblion sont plus grands.? Le protocols dy test BBE ulliise css cing disques sur chague milieu et un diamélre
de iransition de 10 mm pour fa zona d'inhibflion.

PRINCIPES DE LA METHODE

Ces disques servent & différencier des bacilies anaérobles 4 Gram négatif d'aprés des lests de sensibililé & des agenis
anlimicrobiens spécifiques, réalisds in vifro par la méthade de diffusion en gélose sur des cultures pures. La croissance
des microarganismes peut dlre Inhibée par Yagent anlimicrobien diffusant & paritr du disque, d'olr la présence d'une zone
diinhibition aulour du disque. 1.a diffdrenciation repose sur [a présence d'uns zona dinhibition de diarnélire supérisur ou
égal 4 10 mm (sensible) ou inférieur & 10 rm {résistant).

DESCRIPTHON

Ces disques de 6 mm de diamétre sent constilugs de papler abserbant de haute qualité, imprégné de guanlités
précisément dosées d'agents anlimicrobiens. lls sant fourmtis en ¢arouches de 50 disques chacuns, Un << X >> surle
dernier disque de chaque cartouche indique que celul-ci eontient fe médicament codé. Les cartouches s'ulilisent avac las
distribuleurs e disque unique BBL.

Avertissemenls et précautions :

Réservs au diagnostic in vilro.

Ne pas uliiser los disques Taxo Kanamycin (1 mg) et Taxo Rifampin (15 pg) pour réaliser das fests da sensibililté & des
fins Ihérapeutiques.

Respecter les lechniques d'asspste el prendre les précautions an vigueur contre fes dangers microblologiques. Aprés
wlilisalion, stériliser 4 U'auloctave jes bolies de test el les aulres matéraux contaminés.

Instructicns pour la conservation :

1. Dés réception, consesver les carlouches de disquas antre -20 el +§ *C, 5i e réfrigératour du laborateire est
fréquernmant cuvert el gue la lempéralure précenisse n'est pas assurée, n'y placer que la guantilé de disgues
suffisante pour une semaing,

5. Lalsserles cartouches se réchauffer jusqu'a la température ambiante avant de las ouviir, Remeltre les disques
inutitisés au réfrigéraleur une fois que les disques onl 614 appliqués.
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& BD BBL™ Paper Discs for the

Detection of B-Lactamase Enzymes
Cefinase Discs

Englisii: pages 1 -2 ftaliane: pagihe 6 - 7 c E B800801JAAL02)
Frangais: pages 3 - 4 Espafiel: piginas 7 - 8 201504
Deutsch; Seifen 4 - §

Contact your local BD representative for Instructions. / CRupaeTe ce ¢ MECTHIA IpeseTaeuTen va BD sa
RHCTPYKI, | Pokyny vam poskytne misinl zéstupce spoleénosti BDL J Kontakt den fokzle 8D [ [
t for at fa ek / Em) fode e YoV TeTHRG avTiipdewte s BD via olnyle. T
K juhi; suﬁtes k L ge omz kohallku BD esindajaga, { Gta yhteys [himplia BDin

fuesta) hj iseksi, / Ki ika BD za upute, ! A haszndlali utasitist
kéija a BD helyi kipviselatédl. J Hyoxaynap yuin xeprmim ED emnlunH naGaprackisw. § Laj sepembu
norddijuraus, sazinieties & viettjo BD parstavl. J N kites vistos BD jgaliote)
aistovo, I Heem contact op met uw plaatselijke BD-vnﬂcgenwuamIgcr voorinslruat(us ! Koulakt dm [okaiu
BD-epresentant for mer informaslon. | Aby uzy utyth j 5l
prredstawiciclstwrent BD, I Contacte o representante local da BD para inslm;oes‘ { Pehiru inslrl.lr.;lunf
confactati mpmmnlanlul lacal BD. ! Ang nony'senuﬂ yaaszaHuit oGpaTHTCCh K MECTHOMY MReACTaBHTEM

keie ziskale u ml peu spolognosti BD, f Chratite se svom fakalnum

preds!avnlku kompanlje B za uputstva, f Kontakta BD-ept f&r anvisnl
igin yerel AD temsicinizie temasa gegin, / 33 THCTPYXUIAMA ABRPHITECS AU MICLIGROFD NCASTABHKKA
*oMnaHiy B,

INTENDED USE
Cef’nsse“‘ discs are Inii!ﬂdcd for use In capid 1eslmg onsolnled colonfes of Nelssenia gonomficesea,
and Iy

species, [ f . o bacteda for the production of
Pelaclamase.
SUMMARY AND EXPLANATION
Tie abllity of cedatn bacletin fo produce enzy theat lnacth (-actam antihictics, f.e., peniciling and

cephalosporing, has long been recagnized. Abrahiam and Chain in 1940 Fret recognized an enzymatic activity in
extracts of Escherichia coli that inactvated penicilin.! Siace then a large aumher nt similar enzymes I\ave bean
isclaled from a number of bacterlal species with different subst fties. Some

hydrolyze penicifin-class antimlcrobles {l.a., penicilin G, ampicilin, carbenic[l[iu) and have heen described ns
penigilinases. Others sefeclively hydralyze tha cep pork-class animicrobles (l.e., cephalothln, oepﬁaTexln
cephradine} and have been described as cephal | St other lwrlmivze betl: cephal

and panieillins.?

Alarge aumber of p-lactamase-resistant poniciiin and cephafosperin cfass antimicrobios have been

devefoped by various pharntaceutical corapanies. One group inchides the semasynlhehc ;)emallms’ methicillmn,
oxacillin, natcillin and ofhers, which are resisiant to the penicillinase y o d it 32
Atarge number of ¢ephalosporins have also been devefoped \Mﬂch hava varytng degrees of rasTstanca to

Piactamases. These Includa ﬂm i fon cep porins dote and
and third ¥ d i cefoperazone and others) 4
Several clinical Iesls have hean loped fu: the d fon of f-i . These fasis provide raptd

of the ior of | test resubts must consider:
the sensmwty of lha tes| for different ciassns of -lastamase cnzymes the types of Blactamases produced by
diffesent groups of organisms and the substrate specifictiss of e different piaclantases.
The mast ly used clinieal procadi inslude the jodometric meihod, the acid i¢ metfod, and

a varfaty of chronogenic substrates,S The iedometric and acidometric tesis are generaliy performed using
pemcil in as A subsfrate and, l]]amfui’l.?< can only defecf enzymee \which hydrolyze penicillin, One of the
halosporii AC (Calblechem-Bohing) has been found arfactwe T detecting most of the
knovm n—lamamasns oxcept rm soime of the penfeil produced by slaphy! i, and soma [i-]i
produced by anaarobic bactarla & Ancther | hati in, 0l (Glaxo Resealch) has been
found effective in 6e|ec€4n| all knovm (Hactamases |nc.1udang the smphviocoacai penicilirases. 79
Fot many groups of organ: 2.4, Enferchacler , the f test is af litle value
because a diversity of - vaith different substrate specificiies may be p wilhin the
group, or even within a singla shrain. !0
[n other bacteria, for exampls, penicllin-resistant Neisseria gonorhoeas, !t Staphylococcus aurens,121%
Moravela catorrhalis,' and ampiciin-resistant Hasmophifus inflivanzee, 59.35 only one cfass of enzyims is
produced by rasistant strains, The jHactamase test perfermed viith these organisms enzbles a predickon of
1o be mada i diately after primary isolation, 18-24 h prior to the time that growlk-dependent
susceplibiilty resuits would be availabla,
While the preval of {H! oroduging ent; { appesrs te be small, a low inoculum may resuit
in strains going undelected by susceptibility-testing pracedures, and routine sezecnlng by the nlirscefin dise
procedure is recommended. '8
WiTh ﬂnaemhlc bacmna he mlaﬂonshlp between the ;:raducllcn of I laclamaae and resistance 1o IHaclam
is d and similar ta & are most y
fountd within the Bacferoldes spacies,'? however, fHaclamase-praducing slra\ns of Clostridium bufyricum,
C. porfringens wnd Fusobacterium sp, have been reporled ‘mgmnmlu the Eederaldes group, & variety of
enzymes may be produced with different sub ity found In slrains
af Prevotelfa melaninogenica and P oralis are usuany apecific a’or penicFﬂlns tponlc{ﬂinase} O whareas the
fi-actarmases Fequently found In e B. fragilis group are cephafospotinases.?122 Avariely of cephafosporinases
have been reported In iha B. fragilis gmup and lhay |ncfuda same vary active enzymes which can hydiolyze
some of the rted) I ins such as cef 2324 Rare sirains have been
teporled wihich hydrolyze at high rafes afl knowu fHactams including cefoxitin 2428
Even {hough the Pactamases produced by the 8. fragilis group are mos! active against cophalosporing, most
2lralns are found I be resistant to peniciliin, cacbenicillin and ampiciin it growih-dependent susceplibllity
tesfa.1726 Thiz finding suggests that the 8. fragilis group may be intrinsltcally resistant to penieiliing through
factors such as permeabiity barriers,?2 or that the [Hactamese is produced fn quantities sufficfent ta overcome
the relatively sfovr hycrolysis rate of the enzyme with penicilins. Evidence which tends lo support a contribulory
role for Jaciamase in the reslstance fo peniciliing is found in raports that the combination of clavulanic acid {a
f-lactamase Inhibitor} and penlcilling 1s many Umes more aclive agains! 8. fragiis than is the penicillin afone,27
Whatever the cause or causes of panicillin resistance in B. fragilis, ali strains should probably be considsred
resistan] .28 The other gram-negalive anasrobic strains are probably susceptible o penidilin $6 long as they are
(laclamass negalivs, 23

PRINCIFLES OF THE PROCEDURE

The Cefinase dise la imprag) d with the chr Thls d exhiblls

a very rapid zolor change from yellowlo red as the amide bon;l In ihe D-!act.am fng ls hydrolyzed by a
Maclamase. Whan a baclarium produces this enzyme In significant quantitlas, the yeliow-colored diss wurns red
in the area where the lsolalz Is smeared.

Although other peniciling and cephalosporins may be used as for spagific . nff has
the wide speclrum of Ghitity and itivity of the mercially available Hac Jll5nnikno\mlu
raact wilh ether microbial enzyrnas e

Eech disc i used {0 les! one bacterfal strain for the presence of f-nctamase.

REAGENTS
Cofinase discs impragnated with nitrecefin,

Warnings and Precautions:

For in vilro Diagnostic Use,

These discs are not for Use in susceplibllity testing.

Chserve aseplic fechniques and esteblished procautions against microblological hazards througheut all
procedures. Afler use, prepared plales and elher confaminated inaterials must be sterilized by auloslaving
before discarding.

Hitrocehin induces mutaliens In certaln strains of bacteria {Ames test) and may ba sensifizing. Ingestion,
inhafation or contact wilh the skin or eyes shoufd be avoided.

Storage Instructions: Upon racelpt, store unopened package at -20 to +8°C. After use, the Gefinase canridge
should ke stored in any glass, air tight conlainer comtalning desiceant and slored at -20 fo +8°C. Discar¢
remalning Cefinase disos 60 days afier opening hitstar packaging, The explration dale on the cartridge applies
only to discs infaclin vnopened bilster packaging.

tdications of Deterioration: Do not use the carfridge If the discs appear crange or red In cofor,

SPECIMEN COLLECTION AND HANDLING

Thie procedure Is not te be used direcy with clinical spacimana ar olher sources containing mixed microblal
flora. The baclaria to be fesled must first be {sclated as esparate colonies by skreaking the spacimen onto
appropriate cuture madia plates.

PROCEDURE

Material Provided: Cefinase discs, 50 discs por cariridge.

Materials Required Bul Not Provided: Ancillary reagents, quality control organisms and laboratory equipmant

as required (or the pracedure.

Test Procedure:

1. Using a single disc dispenser, dispense tha required aumber of discs from the cariidge info an smply Petri
digh o onfo a micrescope shide.

2. Moistan sach discvith one drop of putified waler.

3. With & stenlized Joop or applicator stick remove severalwell-isolaled simfiar colonies and smear onto a disc
surface.

4, Observe disc for color change.

5. Altemata procedure: Uslng forceps molslen dise wilh ane drop of purifiad weler and ien wipe acress colony.




User Quatity Controk Controf refarance cultures should be run with each group of unknovms. The follewing
arganisms are recommended for use as fest slralns,

Test Strain Expected Results
Staphylocaccus auraws ATCG® 20213 Paoshive
Haemophilus influepzaa ATCC 10211 Megative

Quahty conlrol requlrements must be parformed in accordanca vith applicable locat, state andfor federal

and your § y's standard Qualily Centrol procedures. Itis
reoommended hat the user sefer to pertinent GLS! guidance and CLIA regulations for appropriate Quellly
Conirol practices.

RESULTS AND INTERPRETATION

A positive reaction will show a yellow to red coler changa on the area wiere the culture was applied. Note: cotor
change does not usually dovelop aver the enlire dise. A negalive result will show no eolor chiange on the diss.

For most baclern! strains a posilive resull will develop vathin 5 min. However, postlive reactions for some
staphylocotd may take up o 1 h to develop.

ApproK.

Geganlsm Rosuit Reaction Time Interpretation

Staphyloceccus aurens Positive th Resistant to penlcillin, smpicilin, carheniciltin
and licareiin. Prehably susceplible lo
cephalothin, mslkizilin, exacilin, nafcillin
and other penicilinase-resistent penlciing.*

Haemophifus inflvenzes Fositive 1 min Resistant fo ampldilin. Susceptibits o
cephalosporns.”

Nefssoria gonoritosae and  Positive 1 min Resistant to penicillin.

Morexella calarhalis

Enferocaccus fascalis Puositive 5 min Raesistent to penicillin and ampicifin

Anaerobic bacteriz Posifive 30 min Probable identification is Bacteroides

species. Probably resistant to pealefiin and
may be resistant to cephalosporins Including
cefotaxime and rarely cafoxitin,

* Susceplivifity should be confirmed by grewii-depondent susceptibifily tasts.
Negative results Imply bul do ot guarantes susceptibifity.
LIMITATIONS OF THE PROCEDURE

The clﬂcacy of Iills testin pled\chng the wiacﬁam resistance ormicmorgunlsms cther than Neissena gonomhoeas,
fih i and cerlain anaerobic bacleria is

T P
unprovern.

Resistance e [lastam antibiolics has been on rare oceasions reporied In some of the above organtsms without
the produstion of [Haclamases, 31 ln these cases, resfslancs mechanizms such as permeabiiity barriers have
been poshiftated, Therefore, the fi-lactamass test should be used as a rapid ! and not a repl

for cenventional suscaptibliity testng.

For some slrains of slaphylococei, 12 parficularly S. ep idis, ot Inducible - @ has been described
thal mighl result in a false-negative pactamase rection with a straln which Is resistant io penicilin or ampiciliin.

SPECIFIC PERFCRMANCE CHARACTERISTICS

in a comparative stily of four methads for di ing f-k activity in bic bactaria, the following
percenlagas otagreement with a " eniplaying nitracesin ated filler paper were oblained: Gefinase,
100%; pyriding-2: dimethytanilii hat r E‘EA a penicilinase diso using hromcrgsol purple pH
ladicator, 72%; the sﬂde fedometric techmque 75%.32

AVAILABILITY

Cat.Ne.  Rescription

231650  BD BBL™ Cefinase™, 50 tﬁ: Q/f‘f‘
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Contact your local BD representative for instructions. / Canpkere ce ¢ MECTHWA NpegCcTaBUTON
Ha BD 3a uHcTpyranu. ! Pokyny vam poskytne mistni zastupce speleénosti BD. / Kontakt dan
lokale BD reprazsentant for at f Instruktioner. | ETKOIVWOVI{OTE QE TOV TOTTIIKS GVTITFPSTWTFO
¢ BD yia o8nyieg. / Kasutusjuhiste suhtes kontaktesruge oma kohallku BD esindajaga. f Ota
yhieys [Fhimpidn BD:n edustajaan ohjeiden saamfiseks. ! Kontaktlra] lokalnog predstavnika
BD za upute. I A haszndlatl utasitist kérje a BD helyi képviseletétdl, / Hyckaynap yin
weprinicri BD exlniMed xafapnacoiHbiz. / Lal sanemtu norddijumus, sazinieties ar vietdjo BD
parstavi. f Naudojimo Instrukeljy teiraukités vietos BD jgaliotojo atstovo. | Neem contact op
met uw plaatselljke BD-vertegenwoordiger voor Instructies. | Kontakt din lokale
BD-representant for mer Informasjon. / Aby uzyskaé Instrukeje utytkowanla, skentaktuj sig z
lokalnym przedstawiclelstwem BD, / Contacte o representante local da BD para Instrugdes. /
Pentru Instructiunl, contactatl reprezentantul local BD. { [Ans nonyvyewnn yxaaaHut
OGPATHTECH K MECTHOMY nipefcTamutTento komnauuu BD. J Indtrukele ziskate u mlestneho
zdstupcy spolodnosti BD. { Obratite se svom fokalnom predstavniku koinpanije BD za
uputstva, / Kontakta niirmaste BD-representant fér anvisningar. / Talimatlar igin yerel BD
temsilcinizle temasa gegln. f 3a IHCTPYKUIAMK 3BRPHITLCE A9 MIGUEROIO NPEHCTIRHMKE
komnaxii BD,

INTENDED USE

Taxo™ A discs are for the presumptive [dentification of group A bata-hemolytic streptecocei based
on susceptibifity to a low level of bacilvacin, Discs are intended for use with pure cultures, with the
exception noted under “Specimens.”

SUMMARY AND EXPLANATION

Taxo A discs are impregnated with a low level of bagitracin. According to the work of Maxted, of
Levinson and Frank, and others, the group A streplecocci may be differentiated from the other
Lancefield groups of hemalytic streplococci by the formation of a zene of inhibition arcund the disc,™8

PRINCIPLES OF PROCEDURE

Group A beta-hemolylic streptococc are sensitive to small amounts of bacitracin, while beta-hemolytic
streptococei of other sercloglc groups are more resistant. The Taxo A disc on & blood agar piate can
be used for presumplive identification of group A beta-hemolytic streptococci after ovemight incubation.

REAGENTS
Taxo A discs are Imgregnated with approximately 0.04 unit of bacitracin per disc.

Warnings and Precautions:

For in vitro Diagnostic Use.

‘Taxo A discs are not for susceptibility tesfing.

Ohbserve aseptic techniques and established precautions against microbiclogical hazards throughout
all procedures, After use, test plates and other contaminaled materials must be sterilized by
autoclaving before discarding. Direclions for use should be read and followed carefully,

Storage Instructions: On receipt, store at -20 to +8 *C. Afler use, store vial or carliidge 1o protect
product integrily at 2 1o 8 °C.

Use oldest discs first and discard expired discs, Allow conlainers to come to room temperature
before opening. Return unused discs o the refrigerator when application of dlscs has been
completed. Vials and carfridges frem which discs have heen frequendly removed during one week
and discs teft out overnight In the laboratory should be discarded, or the discs should be tested for
performance with confrol erganisms prior 1o continued use,

SPECIMENS

Taxo A discs are not for use directly wih clinical specimens or other sources containing mixed flora,
The organism to be presumptively identified must first be isolaled as separale colonies by streaking
the specimen onlo appropriate culture media; e.9., Trypticase™ Soy Agar with 5% Sheep Blood
{T3A I}, However, the BBL™ Group A Selective Strep Agar with 5% Sheep Blood ($$A™) plate,
which may be used for the primary Isolation of group A streptococel from throat specimens, was
designed specifically for use with the Taxo A disc.?

PROCEDURE
Material Provided: Taxo A Discs.

Materlals Required But Not Provided: Ancillary culkre media, quality contral organisms and
faboratory equipment as required for this procedure.

Test Procedure

1. Inoculate a Trypticase Soy Agar with 5% Sheep Blood plate with the test organism exhisiting
bela-hemolysls on the primary isolation: plate. If the plale is incculated with a suspension, it
should be adiusted to provide just confluent growth over the surface of the plate. With sterile
forceps or single disc dispenser place the Taxo A disc in the center of the inoculated area. If the
organism is streak-incculated, the disc should be placed in the primary streak area or af the
junction of the primary and secondary streak area. For further information regarding the use of
the Taxo A disc with 554, consult ssA product literature,

2. Incubale plate(s) in ambient afr (or In an almosphere enriched with & to 10% COp) at 35 to 37 °C
for 18 to 24 hours.

3. Observe plate for presence of a zone of growth inkibition around the bacitracin disc.

User Quality Control: At the time of use, check performance with pure cuitures of stable control

crganisms producing known, desired reactions, The use of Sfreplococcus pyogenes ATCC® 12364

is recornmended fo demonsirate zone formation. One or more beta-hemolylic streptococcal species

belonging to groups B, G, D and/or G may be employed to demonsirate lack of zone formation.

IS,




Quality control requirements must be performed In accordance with applicabie local, state and/or
federal regulations or accreditation requirements and your laboratory’s standard Quality Control
procedures, It is recommended that the user refer to pertinent CLSI guidance and CLIA regulatichs
for appropriate Quality Control practices,

RESULTS

A zone of inhibition: is formed arcund the Taxe A disc i the organism is a group A streplococeus, itis
recommended thal any zone of inhibition, regardiess of diameter, be reported as “beta-hemoiytic
Streptococcus, presumptively group A by bacifracin."8

No zone of inhibition (growth wp to the edge of the disc) is reporled as “beta-hemalylic Skeplococsus,
presumptively not group A by bacitracin, "8

LIMITATIONS OF THE PROCEDURE

The Taxo A disc test is presumptive, and a positive result should be fofiowed with more specific
physiological andfor serological tests.®

It should be noted that an excessive inocutum concentration may restlt in the absence of a zone of
infiibition (false-negative) with some group A streplococei. It has been reporied that 6% of group B
and 7.5% of groups C and G streplococci may produce zones of inhibition (false-positive resuit). 16
Also, some straptococc may fail to grow in the absence of CO,.

PERFORMANCE CHARACTERISTICS

Pror {o release, all lots of Taxo A Discs are fested for performance characteristics. Representative
samples of the lot are assayed for bacitracin content using a microbiological assay procedure. The
acceptable minimal concentration of bacitracin per disc is determined,

Addillonally, piates of Trypticase Soy Agar with 5% Sheep Blood are swab-inoculated with cultures
of Sireptococcus pyogenes geoup A (A461), 8. pyogenes group A (ATCC 12384), 8. pyogenes group
A (ATCC 10388), $. pyogenes group A (ATCC 18815), Sfreplococcus group B (ATCC 12400y,
Streptococcus group B (ATCG 12388}, Strepfecoceus group C (152}, Strepiococcus group D (1305)
and Strepfococeus group S (R58/2336) diluted te 10-1. Representative samples of the lol are placed
on the inoculated plates and incubated at 35 + 2 °C for 18 to 24 h, The platas are then read for zone
size arcund the Taxo A disc. All strains of 5. pyogenes group A show zones of inhibillon around the
disc. Mo zones are observed around the Taxo A disc with Streploceccus groups B, C, D and G.

AVAILABILITY

Cat No, Description
\;;noae BD BBL Taxo™ A, 50
2

31041 BD BBL Taxo™ A, 8 x50 #q’{-.g .

231042 Bl BEL Taxo™ A, 50
231552 BD BBL Taxo™ A, 10 x 50
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& BD BBL Taxo A Discs pour la différenciation
des Streptococques du Groupe A

Frangais
APPLICATION
Les Taxo A discs {disques Taxo A} sont destinés 4 Jidentification présomative des streplocodues
rémolytigues béta du groupe A en fenction de leur sensibiité a Ja bacitracing en faible concentration.
Les disques sont prévus pour &tre utilisés avec des cultures pures, a l'exceplion du cas envisagé
dans la rubrique "Echanillions”.

RESUME ET EXPLICATION

Les Taxo A discs sont imprégnés de bacitracine 4 faible concentration. D'aprés les fravaux de
Maxted, et de Levinson et Frank, ainsi que d'autres chercheurs, les streptocogues du groupe A
peuvent ire différenciés des aulres groupes Lancefield de streplacoques hémolytiques par la
formation d'une zone d'inhibition autour du disque. 18




&BD BBL™ Taxo™ P Discs
for Differentiation of Pneumococci
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Contact your local BD representative for Instructions, / Ceupiere ce ¢ MECTHUst
npeacTaeuren ka BD 3a uHcTpyRauK. / Pokyny vam poskytne mistni zastupce spolednosti
BD. / Kontakt den lokale BD reprazsentant for at fa instruktioner. / EmxovwvioTe He Tov
TOmiKS avTiTipdawtre T BD yia onylic. | Kasutus)uhiste suhtes kontakteeruge oma
kohallku BD esindajaga. / Ota yhteys [ihimp#dn BD:n edustajaan ohjelden saamiseksl,

I Kontakfiraj lokalnog predstavnika BD za upute. | A hasznalat) utasitast kérje a BD helyi
keépviseletétdl, ! Hyckaynap ywid xeprinikrl BD exinimen xaGapnackiitia. f Lal sapemfu
neradijumus, sazinioties ar vietsfo BD parstavi, / Naudojimo instrekcljy telraukltés vietos
BD jgafiotejo atstovo, / Neem contact op met uw plaatselijke BD-vertegenwoordiger vaor
instructies, f Kontakt din fokale BD-representant for mer informasjon, { Aby uzyskaé
instrukcie uzytkowania, skontaktu] si¢ z lokalnym przedstawicielstwem BD. | Contacte o
representante focal da BD para instrugdes, f Pentru Instructluni, contactati reprezentantul
facal BD. / nA nonyueHius ykazaHnit oBpaTurecs K MECTHOMY NPEACTABUTENIO KOMNAHWY
Bt | inStrukele ziskate u mlestneho zéstupcou spolotnostl BD. { Opratite se svom
lokalnom predstavniku kompanije BD za uputstva. ] Kontakta niirmaste BD-representant
fér anvisningar. { Talimatiar igin yerel BD femslicinizle temasa gogin, / 3a incTpykulamm
3pepHiTLEA Ao MicLasoro npaacTaBHMKa koMnaHif BD,

INTENDED USE

Taxo™ P Discs are recommended for use in the presumptive identification of pneumocaccl,
and are intended for use with pure cultures.

SUMMARY AND EXPLANATION

Taxo P Discs are impregnated with ethylhydrocupreine hvdrochioride {optochin), a drug used
for pneumonia therapy before sulfonamitdes became available. The growlh of pneumococci,
but not of other streptococct, Is markedly Inhibited by this chemical.l2 Pneumococci may,
therefore, be differentiated from other alpha-hemalytic streptococei by the fermation of a zone
of inhibition around a Taxe P disc placed on a blood agar plate heavily inoculated wih a pure
cuilure suspected fo be Sireptococeus pneumoniae.?

PRINCIPLES QF THE PROCEDURE

Taxo paper discs are impregnated with various chemicals as an aid in the rapid differentiation
and presumptive identification of microoganisms. Evidensce may ba abtained from the reaclions
or responses to the impregnaled agents fo indicate the {axonomy of the organism under test.
The Taxo P Disc on a blood agar plate can be used for the rapid presumptive identification of
pneumccocct by observing zones of inhibition and hemoiytic reactions.

REAGENTS
Taxo P Discs are 8 mm discs made from high quality absorbent paper impregnated with

approximately 5.0 pg of ethylhydrocupreine hydrochloride per disc. The last disc in each
cartridge is marked “X" and confains the agent as coded.
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Warnings and Precautions:

For in vitro Diagnostic Use.

Observe aseptic lechnigues and established precautions against microiiclogical hazards
throughout all procedures. After use, test plates and other contaminated materials must be
starilized by autoclaving before discarding.

Storage Instructions: On receipl, store at -20 to +8 °C. Affer use, store vial or carkridge at
2 10 8 °C to protect proguet integrity. The expiration date applies fo unopened containers stored
as directed. Do not open untll ready 1o use,

Uise cldest discs first and discard expired discs. Allow containess fo come o room temperature
bafore opening. Return unused discs to the refrigerator. Discard containers which have beaen
toft out overnight.

SPECIMENS

These discs are not for use directly with clinical specimens or cther sources containing mixed
fiora. The organism to be presumptively identified must first be isofated as separate colonies
by sireaking the specimen onto appropriale culiure media; e.q., Trypticase™ Soy Agar with
5% Sheep Blood (TSA I},

PROCEDURE
Material Previded: Taxo P Discs.

Materials Required But Not Provided: Ancillary culture media, reagents, quality control
organisms and [aboratory equipment as required for this procedure.

Test Procedure:

1. Wilh sterile forceps or Single Disc Dispenser, place a Taxo P disc onto & Tryptlcase Soy
Agar with 5% Sheep Blood (T5A 1) subculture plate which has been heavily inoculated with
a pure culture of the test organism exhibiting alpha hemolysis on the primary jsolation plate.

2_ Incubate plate(s) asroblcally at 35 + 2 °C for 24 h, or as needed to obtain good growih;
incubation in a2 COy-enriched aimesphere will enhiance growth but reduce zone size 34

3. Measure the diameter of the zone obfained with a millimeler ruler or caliper,




User Quality Control: At the Eme of use, check performance with pure cultures of stable
conifrol organisms producing known desired reactions, The use of S, pneumoniae ATCC®
6305 is recommended o demonstrate zone formation (14 mm or larger in diameter) and
5. pyogenes ATCG 12384 is recommended for use as a negative (no zane) control.

Quality control requirements raust be performed is accordance with appicable loca, siate
andfor federal regulations or accreditation requirements and your iaboratory's standard
Quality Cenfrol procedures. It is recommended that the user refer to perlinent CLS! guidance
and CLIA regulations for appropriate Quality Controf practices.

RESULTS

Zones of inhibition of 14 mm or more are formed with pure cultures of S, pneumonige. Other
organisms may show zone sizes less than 14 mm in diameter. A diameter belwesn 6 and 14
mm is questionable for pneumococci and the strain should be presumgtively identified as a
pneumococeus only if it is bile soluble. 5

LIMITATIONS OF THE PROCEDURE

Taxe P Disc tesis are presumplive. Positive rasults should be followsd with more specific
{ests, Additional tests for pneumococei include bile solubility, the Neufeld (queliung) reaction
and biochemical and serological procedures, 45

Cecasional strains of pneumococcl not inhibited by oplechin have been reporied and sirains
of alpha sireplococci have been reporied to form zones of approximately 16 to 12 mm when
lighs inocula were used.8

PERFORMANCE CHARACTERISTICS

Prior to release, all lots of Taxo™ P Discs are fested for performance characteristics,
Represeniative samples of the ot are assayed for ethylhyrocuprein hydrochloride (optochin)
conteni using a chemical assay procedurs.

Additionally, plates of Tryiicase Soy Agar with 5% Sheep Blood are swab-inoculated
with cultures diluted 101 of Skeplococcus pneumoniae (ATCC 6305), S. pneumoniae
(Wilsan), 5. pneurmoniae (5PA-18), 8. pneumoniae (1), Sfreptococeus pyogenes (ATCC
12384) and Streplococcus faecalls (ATCC 10541). Representalive samples of the lot are
placed on the incculated plates and incubated at 35 £2 °C for 24 h, The plales are then read
for zone size arcund the Taxo P Disc with a miilimeter ruler. The average zone size with
8. pnoumoniae cultures is af fgast 14 mm in diameter. Mo zones are observad around the
Taxo P Disc with the S, pyogenes and S, facealis cultures.

AVAILABILITY
Cat. No.  Description
231046 BD BBL™ Taxo™ P, §0
\/231047 BD BBL™ Taxo™ P, 8 x 50 q’/{\ ql

231048 BD BBL™ Taxo™ P, 50

231564 BD BBL™ Taxo™ P, 10x 50

REFERENCES

1. Bowers, EF, and LR, Jeffries. 1965, Optochin in the Identification of St pneumoniae. J.
Clin. Patho), 8:58-80,

2. Bower, M.K., L.C. Thiele, B.D. Stearman, and .G. Schaub. 1957. The optochin sensitivity
iesl; a reliable method for identification of pneumococci. J. Lab. Clin. Med. 49:641-642.

3. Ragsdale, AR, and J.P. Sanford. 197 1. Interfering effect of incubation in carbon dioxide on
the identification of pneumccocci by optochin discs, Appl. Microbiol, 22:854-855,

4. Ruoff, K.L., R.A. Whiley, and D. Belghton, 1999, Sfreptococcus, p. 283-296. In F.R. Murray,
E..J. Baron, M. A, Pfaller, F.C. Tenovar, and R.H. Yolken (ed.}. Manual of clinica! microbiology,
7th ed. American Scciety for Microblology, Washington, D.C.

5. Baron, E.J., LR, Petersen, and 5.M. Finegold. 1994, Bailey & Scott’s diagnostic microbiology,
Sth ed. Mosby-Year Book, Inc., 54 Louis,

6. Hall, C.T. May 7, 1970. Summary analysis of results for the proficiency testing survey in
bacteriology (Jan. 9, 1970). National Communicable Disease Center, Atlanta.

Technical Information: In the United States contact BD Technical Service and Support at

800-638-8653 or www.bd.com/ds.

& BD BBL Taxo P Discs
pour la différenciation des pneumocoques
Frangals

APPLICATION

Les Taxo P Discs (disques Taxe P) sont recommandeés pour Fidentification présomplive des
preumoceques et senf prévus pour dlre utifisés avec des cultures pures.

RESUME ET EXPLICATION

Les disques Taxe P sont imprégnés de chiorhydrate d'élhylhydrocupréing {optochine), un
médicament utitisé dans la théraple des pneumonies avant Finfroduction des suifamides, La
crofssance des pneumocogues, mais pas celle des autres slreplocoques, est significativement
inhibde par ce produit chimique.l? Les pneumocoques peuvent donc ére différenciés
des autres streptocoques alpha-hémolytiques par la formation d'une zone d'inhibition de
croissance autour du disque Taxo P placé sur la surface d'une gélose au sang préalablemant
ensemencée avec un inoculum Importesyt provenat d'une culture pure présumée contenir
une souche de Skeplecocels pneumoniae.?




LIQUID BASED
MULTIPURPOSE
COLLECTION AND
TRANSPORT SYSTEM
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480C white cap | Sterile single use sample collection pack containing: S0 kits per shelf pack | Nose, throat, YES
Polypropyiene screw-cap tube with internal conical vagina and
shape filled with Iml of Liguid Amies Medium and ane 10 x 50 kits wounds
regular size FLOQSwab™, qer box
/ 481C green cap | Sterile single use sample collectian pack containing: 50 kits per shelf pack Eye, ear, NO
Polypropylene screw-cap tube with internai conical naset passages,
shape filled with Iml of Liquid Amies Medium and one 10 % 50 kits urogenital
minitip size FLOQSwab™. per box tracts
\/482C blue cap | Sterile single use sample coflection pack containing: 50 kits per shelf Nasopharynx NO
Polypropylene screw-cap tube with internat conical shape pack and pediatric
filled withy Iml of Liquid Amies Medium and one flexible sample
minitip size FLOQSwab". 10 x 50 kits collection
per box

In the testing laboratory, the ESwab
cap is unscrewed and removed, the
swab applicator stick is securely
attached to the cap. This feature
{avaitable only on the 480C) allows
the operator to conveniently remove
the swab and perform various
microbiology analyses using the
tube cap as a handle to hold and
ranipulate the swab,

482C

COFAN DIAGNOSTICS, INC.
26055 JEFFERSON AVENUE
MURRIETA, CA 92562 USA

TL.FREE 800.216.4016
TEL 951.696.6957 _ }
FAX 951.600.1832 Innovating Together

oXe O
Cb O .. G812VPD




irus, Chiamydia, Mycaplasm'é_fah_d Ureaplasma |

UNIVERSAL TRANSPORT MEDIUM i /
« Room ?’emp@rature Sfﬁble o 7

One transport - multiple tests - no sample rejection : -
e Culture - allwruses Chlamydia, mycoplasma and ureapiasma
. Enzyme Immuno Assays (EIA)
e PCR- - L O
L. Nuc!elc ac:d amplmcatson assays including Chlamydia trachomatis

. and Nefsseria gonorrhoeae (CtNg).- o IR

g Produc‘t stahle at rcom ten erature fcr 12 mnnths

Urganism viahility mamtalned at ruum temperature ansl nn u:e |

_- _Ghmce of tube size, medlum ftll volume and product furmat
_ -Vanety of__pahent spemmen col!ectmn klt vallahle compnsmg

design which 'functlons like a docking system
autematically capturmg the end of the swab
stick and securing it firmly into the cap.

Internal conical shaped tube
Tubes stand upright on the bench wnthout
the need for tube racks : : g

Glass heads’_in each _tUh_é assistthe -
refease of sample from the swab and mixing
prior to analysis when used with a vortex mixer.

Copan ltalia S.p.A.

Via F. Peretti, 10 = 25125 Brescia, ltaly

Tel: (+39) 030 268 7211 « Fax: (+39) 630 268 7250

E-mail: customercare@capanitalia,com  web: www.copanirinovation.com




Catalog No.
3300

. 3500

{)atalog No,
346C
307C

3050

3590
3610

Gatalog No.
302C

/03¢

328C

3356C

343C

360C

COPAN UTM BULK TUBES mo SWABS)
16x100 mm tube, 3 mi UTM medlum (bulk pack)
12x80 mm mini tube 1 ml UTM medsum (buik pack}

COPAN UTM TUBE & FLGCKED SWAB

16x100 mm tube 3 ml UTM medlum, 1 Regular FLOCKED Swab Molded Breakpomt

16x100 mm tube 3 ml UTM medlum 1 Mlmtlp Fi_OCKED Swa?o Mo ded Breakpomt

"COPAN

inlOO mm tube 3 ml UTM medlum 3 plastlc/polyester appllcators (2 regular, 1 mmltlp)

16x100 mrm tube 3 mI UTlVl medlum l Flexlbie Nasopharyngeal FLOCKED Swab Morded Breakpomt -
. ."12)(80 mm mini tube 1 m% UTM medlum 1 Regular FLOCKED Swai:} Mo!ded Breakpomt
. 712x8(} mm mini iube, 1 ml UTM medzum 1 Mlnztlp FLOCKED Swab Moldeé Breakpclnt
12x80 mm mini tube 1 mI UTM medmm 1 FIeX|ble Nasopharyngeal FLOCKED Swab Molded Breakpomt -

COPAN UTM - TUBE & STANDARD SWABS

16x100 mm tube 3 ml UTM medlum 2 regu ar size plastlc/polyester appllcaters

16x100 mm tube 3 ml UTM medzum 2 plasilc/polyester appl;caters (1 regular 1 mlnltlp)

16x1(}€J mm tul}e i 5 ml UTM medlum no glass beads 2 regalar size plastlcipulyester appllcators

For collection, transport, |
maintenance and long E
term freeze storage ; umvmsMTRANsmm MEDIUM

innovation
Copan ltalia S.p.a. Via F. Parolti, 10, Brescia, 25125, ltaly

Tel: +39 030 268 7211 ¥ Fax: +39 030 268 7250
E-mail: info@copanitalia.com Check out our website: www.copaninnovation.com

Gepan Flocked Swabs:
Warldwide Patent No. WO 2004/086979

Packagmg
6 % 50 klis
6 X 50 kits

Packaglng

6 X 50 klts

6 X 5l} klts

6 X 50 klts
6 X 50 kli‘s

6 % 50 klts

6 x 50 klts
6 X 50 klts

Packaging
6 X 50 k;ts

6 x 50 klts :}]%, Y,
s x 50 klts
s X 50 klts

K37 06.07

(€ 0344




WHAT IS LEM™ BROTHS RANGE

Thanks to the invention of FLOQSwabs™ patented technology, Copan has made
the concept of Liquid Based Microbiology (or LBM) and microbiology autama-
tion a reality. Along with collection, preservaiion and transport systems ideal
for bacteriology samples, virology culiure, and molecular-based assays, Copan’s
portfolio atso includes a full range of enrichment and selective broths, as well as
sample preparation reagents.

Copan's strong and continuous commitment to be innovative delivers cost-effective
and convenient pre-analytical solutions to improve the microbiology laboratory
workflow efficiently.

> PLUS FEATURES

*agplicable to specific product refarences.

COPAN

Innovating Together™




LIGUID BASED MICROBIOLOGY

BH! BfOth brain heart infusion

Enrichment broth for fastidious bacteria, including Streptococcus spp and Pneumoniae spp.

w2788

TSB Klt tryptic soy broth kit

Generic multiuse enrichment broth without salt for aerobes, moulds and yeasts.

BPW 1% buffered peptone water

Generic enrichment broth for serial dilutions and pre-enrichment ~ for indusiriat use only.

CAT Broth candida and trichomonas

Enrichment broth for isclation of Candida and Trichomonas.

50 pes per box 6X50,per case

Thiol Broth

Universal Enrichment Broth for anaerobs bacteria and obligatory microrganisms.

o gmg&;

TSB Salt Broth tryptic soy broth salt

Enrichment broth for S. aureus spp. with 2,5% of NaCl.

All abave products are suitable for WASF™ automation system. Please contacl info@copanitalia.com for additional information.




LBM"™ LIQUID BASED MICROBIOLOGY

eMRSA Broth

Enrichment broth for S. aureus spp (including MRSA and MSSA).

ription

OBE'CEGIA‘ : VE!MRS'A."Brth__ lln 12x80 Scrf:i;\r_tfap ‘i‘ubé +1regularFLOQSwab S

Fungi Swab

Selective and Enrichment broth for Fungi and Dermatephytes.

SELENITE Broth

Selective and Enrichment broth for Salmonella enterica spp and Shigella sonnei.

GN Broth gram negative

Selective and Enrichment broth for Gram Negative, in pariicular for Salmonella enterica spp and Shigella spp.

LIM Broth

Selective and Enrichment broth for Group B Streptecoccus.

e |

o

LI Kit 20niin 12 X 80rien Screw Cap ub

RVS Broth rappaport vassiliadis soy broth

Enrichment broth for Satmonella spp. - for clinical and indusirial use.

All above products are suitable for WASP™ automaticn system. Please contacl infoficepanitalia.com for additional information.




HF Broth ai Fraisen

Differential broth for Lysteria spp - for industrial use only.

catNo | Description

970C . ‘ Half—Frais_g;._Bf'ot:h_Z-nl in_]'Z_x'Sbrhm.S'g::'rew EC?.p_:‘_Fu_b_e;fnol fﬁf__.c.!;a_gﬁbsiic use - ‘ 50 pés per box 6X50 per .ca_:;_e....

SL solution

Ready to use reagent for Liquefying Sputum Samples

SL.Solution 05mi of DTT solution infguid phase n 12480 Ser vbulk |50 pes per box 6

All above products are suitable for WASP™ automation system. Please contacl info@copanitalia.com for addilional informaticn.

QUALITY & REGULATORY — By being 1S0 9001:2008 and IS0 13485:2012 Certified, Copan Italia has demostrated

INFORMATION its ability to not anly provide products that meet customer and regulatory require-
ments, but also ils cormitment 1o improve CUSTOMER SATISFACTION through the
effective application of its quality management system.

e 1S09001:2008
|SO9001:2008 is a standard on quality management system (QMS3) promoting
a systemalic approach towards the management of product quality.

15013485:2012
Quality management system specific for medical device manufacturer and related
services,

— . ~e= CE MARKING

c € IVD CE marking ensures the free movement within the European market of preducts
that conform to the requiremenis of EU legislation and it is a key indicator of a

product’s compliance with the In Vitre Diagnostics Directive (98/79/EEC).

By Placing CE marking on product, manufacturer declare their responsibility that

the product comply with all the legal requirements in force in Europe

‘

v, COPAN ITALIA sPA Via F. Peroltl 10 £ +39 D30 2687271
O PAN 25125 - Brescla, f.+39 030 2637250
faty infodicopanitalia.com

Innavating Together™ www.cepanitalia.com

Brochure hardcopies may not include the 1atest updates and changas, Please refer to Copan website lwww coparitalia.com] lo view andfor download the mos! recent
conlrolied version of tha brochure, Brachures are mainly intended for markeling purposes. Always consult preduct inserts and instruckions for use for the appropriale use
of the products. Product clearance and avaitability restriclions may epply in some Countries. Please consult Copan for the availability of these products in your Country.

©2013 Copan Htalia, All rights reserved. The trademarks mentioned herein are property of Copan ialia

JMKCCO2 Rev.00 Date 201311



Multipurpose Collection and Transport
System, Maintaing Viability of Aerobes,
Anaerobes and Fastidious Bacteria,

Preserves Nugcleic Acids and Antigens

ESwab is the only liquid-based multipurpose collection
and transport system that maintains viability of aerobic,
anaerobic and fastidious bacteria for up to 48 hours at room
and refrigerator temperature. ESwab is a truly open platform
suitable for automation, gram stains, traditional culture, and
molecular assays, just to name a few of the applications.

With a Flocked Swab and 1T ml of modified Liquid Amies,
ESwab elutes the entire sample into the medium providing
to the lab aliquots of liquid sample suspension which can be
used to run multiple tests from a single specimen collected
from a patient. ESwab is compatible with culture, as well as
with molecular assays. It represents an ideal collection and
transport system to be used for automated liguid handling,
such as Copan's WASP®: Walk-Away Specimen Processor.

Thanks to the exclusive Flocked Swab technology, the
specimen is instantaneously and completely eluted to liguid
suspension, from the moment the swab is snapped inside
the tube after sample collection. The liquid based specimen
can then be divided in homogenecus aliquots, so that all
investigations are performed from the same sample. After
routine diagnostic investigations, residual specimen can be
retained and archived for additional or repeat tests at a later
date.




Procluct Feaitures:

- Top performance in preserving viability of Bacteria
ESwab complies with the M40-A Protocol as per CLSI Guidelines
(DIN 58942). The compliance is endorsed by numerous
independent scientific publications, all available on Copan website.

= Facilitates Automation
Entire specimen moves from swab to liquid phase, allowing
automated liquid handling, for both traditional testing techniques
and molecular biology. ESwab smaller size container is compatible
with tube sorting systems available at pre-analytics stations.

- Expands Testing Capabilities
By using ESwab, laboratories can run multiple tests from the same
specimen, using the 1ml! of liquid sample suspension.

: Replaces Mulitiple Collection Devices with Just One
ESwab preserves nucleic acids and antigens of Bacteria, Viruses,
Chlamydia, Ureaplasma and Mycoplasma. lts versatility allows
laboratories to simplify and streamline specimen management at
all steps. Original specimen is available for back up purposes.

: Easy to Use
Simply collect the sample and snap the applicator. The sample
elutes immediately and is spontaneously and completely drained
from the Flocked Swab as soon as it is placed in the transport
medium.

50 kits per.box

terile smgle use sampte coifection pack contammg palypr: screw- cap
60 klts per

Py
tube with intarnal conical shape. filled with 1ml-of Liquid / Amles Madium.:
-One_ regu!ar size appllcator swab with f[ocked nylon flber tip

Orange Evye, Ear, Throat,

4B1CE Sterile single use sample collectaon pack containlng polypropylene screw-cap 80 kits per bhox

tube with internal conical shape fifled with 1ml of Liquid Amies Medium, ¢ 10 x 60 kits per case . Nasal Passages,
+One minitip applicator swab with flocked nylon fiber tip. i : Urogenital Tracts
“482CE :-:'_Steﬂle smg!e use sample collectmn pack cuntalnmg poiypropylene screw-cap " .BO-Kits per box [ éspphary‘hx an

. tube with internal conical'shape filled with fmlof Liquid Amies M Pedlalrlc Sample

; -One pernasal appllcator swab wnth flocked nylon flber tip.”

dnum. 7110 % 50 kits per case

483CE Sterlle smgle use sample coflection pack contamlng ?olypropylene screw-cap 50 kits par box . Orange Ur098ﬂ5t8| Tract
tube with internal conical shape fified with 1ml of Liquid Amies Medium. i 10 x 50 kits per case
-One urethral appllcator swah wnth flockad nylon f ber t:p ;

‘50 kits per. Box i Blue

"._Stenle smgle use. sample collectic pack contammg l’olypropy ens screw ca'.
tube with internal conical shape filled with tmil of: Liguid Amies Medmm
-One pedsatrlc apphcator swab w:th oncked nylon ﬂber tip.

ose, Throat,

480CESR Sterile smgle use sample collection pack containing polypropylene screw- 50 kits per box Pink
cap tube with internal conical shape filled with 1ml Modified Liquid Amies " 8% 50 kits per case ¢ Vagina, Rectum,
Medium, and one regular size applicator swab with fiocked nylon fiber tip Wound and
-Double Wfapped Packagmg for use ln sterlle zone Fecal Samples

50 Kits per box MRSA Sample s

\/493{IE02 s Sterlie single use sample collectlon pack contaimng ESwab MRSA Svste :
3 . 10 x 50 ki

Polypropylene screw-cap tube with-intérhal-conjéal shape filled with per case Collection
é b : 1l of Liquid Amies Medium, S
9 -Two reguEar appitcator swabs with flocksd nylon f:ber tlp e o i : » B R
49SCE03 . Sterile single use sample collection pack containing ESwab NIRSA System: 80 kits per box © Pink - MRSA Sample
! ‘Polypropylene screw-cap tube with internal conical shape i 10 x 50 kits per case Collection

fifled with Tml of Liquid Amies Msdium.
-Three regular appllcaior swahs wnth flocked nylon fiber tip.

In the testing laboratory, when the ESwab cap s unscrewed and removed, the swab app!fcator sm:k is securea'y alrached to rhe cap
This capture cap feature allows the operator to convenientiy remove fhe swab and perform varicus microbiclogy analyses using the tube cap as a
handle to manipuiate the swab, The capture cap feature is available with 480CF and 480CESR. The ESwal product ling includes a range of
regular size and minitip applicater swabs for differsnt apphcalmns including a system for MRSA screening.
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Manufacturer and
product conform to
highest medical device
classification:

Class lla - Surgically
Invasive Transieni Use.

Guality, safety and performance
is guaranteed, even in the most
critical of situations. Class Hla
means swabs can be usec for
sampiing body surfaces, body
orifices e.g. nose, throat and
vagina and deep invasive
surgical wounds,

100% traceability

Lot number, expiry date

and product description
clearly printed on the outside
of every swab pack and on
every tube. Every unit of
production can be identified.
Important for quality control,
facilitates efficient product
recall and correct stock rotation
within prescribed dating,

Manufacturers must have Certified Quality
Management System and comply with new
manufacturing standards for medical devices.

# 40,

Class Hla manufacturers
undergo regutar
inspections and audits by
independent government
appointed agencies

Necessary requirement for
manufacturers to maintain
{ € mark accreditation.

Gontrol of manufacturing
environment and level
of experiise

Manufacturer required to
design and maintain good
medical device standard
praduction facitity, Must
also demonstrate correct
technical knowledge, skili
and expertise. Qualified
design team, engineers
and microbiologists on site.

Tough bio-burden controls
directly influences
manufacturing process
Dernands for tow bio-burden
influences how the productis
made, In order to comply
manufacturers need high
technology and automation
{0 ensure product is made

in best possible way to

meet bio-burden targets.

180 9001 & EC23/42
Annex |l Controls all
product design

From initial concept through
to finished product, the system
of design and manufacture
must conform to new medical
device standards.




Extra long 13.3 cm swab shafts

enable easier access to difficult
sampiing sites without contaminating

the swab handle or the user Low bioburden

All media contain less than
2 non-viable bacterial cells
per 10 high power
microscople fields

Soft rayon swab tips

are inert and non-toxic to Tamper evident tube seal
micro~-grganisms and patients maintains product integrity Smooth round bottomed tubes
and ensures first ime use avoid jagged or shatp edges

) associated with crimped
T end tubes. No risk of

puncturing specimen
transport bags. Tubes
conveniently fit regular
test tube racks facltitating

safer transport and easy storage

Extra {arge size
pelyurethane foam sponge

soaked with Hquid transport medium,
stays anchared in place, providing a
reservoir of moisture for the
wab sampte :

No activation step necessary

no glass ampoutes to break or seals to puncture
in order to release transport media, Swabs are

automatically moistened, Double action security cap

maintains product integrity
slides over the neck of the swab
tube and tightly grips the inside
and outside of the tube

Large pre-attached lahel
for writing sample information and patient data.

Large 5ml depth of agar gel Printed in 3 languages English,

so swab is always deeple submerged. Spanish and French

Gives maximum protection to
fastidious bacteria in the sample

Venturi Hour Glass tube
design enhances

performance

Tube made from nen-breakable polypropylene
pelypropy eliminates undesirable bubbles

to protect the specimen, medical and and breaks in the deep agar gel

technical staff handling samples column. As the swab is inserted
into the tube, air bubbles and
breaks in the agar gel are
squeezed out.

Quality Confrol Minitip Sﬁiébé : Amiés Stuart

Each lot is stringently ENT, Nasopharyngeal | & Cary-Blair -
tested agaihst a diverse and urethral swabs Medium

with your choice
of medium

selection of ATCC
and NCTC control
; Organisms.

Caertificates of Analysis and
t data available on request,




Barrier Plastic and Barrier Foil!
Ultimate product protection and shelf life stability
afforded by Copan's unique combination of barrier
plastic film swab pouches and barrier outer foil packs.
Creates a closed system maintaining stable optimum
performance of medium over it's long shelf [ife,

¥V Nitrogen Flushed -

Active Packaging

The Vi-Pak concept works continually to maintain the
vitality of the medium delivering it to the point of care
perfect for maintaining all those difficult and
demanding microbes. Nitrogen gas inside the foil pack
and the individual plastic film swab pouches work
synergistically with sodium thioglycollate in the
transport medium to create an ideal Eh potential for
Meisseria, Haemophilus, Streptococci, and Anaerobes,

Fantastic Stability -

= Blocks Oxygen Entry

The metallic foil and plastic film block oxygen entry
preventing unwanted oxidation of the transport
medium. The integrity of the medium and product
performance are extremely stable.

50 swabs per foil pack
10 packs per case / 500 swabs

Prevents Media Dehydration -
Bugs Always Moist
Moisture, provided by the transport
medium, is critical for the survival
of bacteria in clinical samples.
Vi-Pak's unique combination of
metallic foil and barrier plastic film
stops liquid evaporation and media
dehydration. It prevents hard to detect shrinkage and
cracking of agar gel medium and ensures that swabs
transported in liquid medium are always moist,

No Superoxide

or Free Radicals
Combination of nitrogen rich

@ atmosphere, impermeable barrier
. swab pouches and foil outer packs
prevents the formation of free radicals and superoxide
in the transport medium. These components, which
can be triggered by the sterilization process or exposure
of the medium to UV light, are harmful to the survival
of bacteria.

Independent Studies
For free copies of independent
published studies documenting the
survival of aerobic and anaerobic
bacteria in Copan swabs,

call or email us today.




No Glass Ampoules To Break,
No Seals or Barriers to
Puncture. No Dry Swabs!

5ml Deep Gel Column,
Affords Maximum Protection,
Improves Sample Viability

Prevents Disintegration or
Breakdown of Gel Column
During Specimen Transport

Undesirable Bubbles and Breaks
in Gel Automatically Squeezed
Out As Swab is Inserted

Eliminates Air Pockets
Harmful to Fastidious Bacteria

Capsutlated Environment
Seals and Protects Bacteria

Unique Venturi Hour Glass Tube
Design Enhances Performance
Optimizes Moisture Control

Amies medium available with
or without charcoal plus Stuart
and Cary-Blair medium

No Bubbles-No troubles!

Stringent QC of Raw Materials and Finished
Product Guarantees Performance and Very
Low l.evel Non-Viable Bacteria.

Routine performance tests incorporate

a diverse selection of bacteria; Neisseria
gonorrhoeae, Streptococcus pyogenes,
Staphylococcus aureus, Pseudomonas
aeruginosa, Haemophilus influenzae,
Bordetella pertussis, Neisseria meningitidis,
Escherichia coli, Bacteroldes fragilis, Prevotella
melaninogenica, Clostridium perfringens,
Campylobacter jejuni, Shigella flexneri
and Yersinia enterocolitica




Fastidious anaerobe
transport swabs

Range of agar gel culture swabs
specifically designedto maintain
the viahility of anaerobic bacteria
In clinical swab specimens during
transport to the faboratory,

Packed in unigue
laminated film

Swabs are sealed inside a new
and unique plastic film pouch.
The film is composed of 5
different types of plastic
material sandwiched together.,

Oxygen entry blocked

The plastic film acts fike a
harrier preventing penetration
of atmospheric oxygen.
Atmosphere inside the package
is stabilized during the products
shelf life.

Nitrogen gassed

During product assembly the
tube and swab package are
flushed with nitrogen gas

to drive out any
atmospheric alr.

Tamper evident seal -
changes caolor when opened

Package seal immediately
changes color from clear to white
as soon as pack Is peeled open,
Provides visual guarantee of first
time use, product sterility and
integrity.

Designed for anaercbes

Large 6om depth of agar

gel ensures that the swab is
always deeply submerged in
medium. A deep gel column
combined with a narrow hour
glass tube constriction, to
reduce surface area available for
oxygen panetration, provides
the maximum protection for
anaerobic bacteria in the sample.

Performance tested using
fasticious anaerohes

Product Is routinely tested using
a variety of fastidious anaerobes
to guarantee performance when
used correctly.

Test organisms include:

Organism ATCCH#
Fusohacterium nucieaturn 25586
Bacteroides levii 29147

Paptostreptococcus anaerobius 27337
Clostridium perfringens 13124
Bacteroides fragllis 25285
Fusobacterium necrophorum 25286
Clostridium difficile 9689

Bacteroides thetalotagmicron  2974%

Bacteroides vulgatus 8482
Peoprionibacterium acnes 6919
Prevotella melaninogenica 25485

Porphyromonas gingivalis 33277




Armies Agar Gel-No Charcosl

Suitable for throat, vaginal, wound and skin swabs.

grg:‘“vw TS
SR AT

108C.USE Smg!e plastlc swab

13¢I1(Z_.L.JSE Double piastlc swabs :: o e
1:0.9_(.25!.!SIE i SingEe wooden swab
1LSCUSE - Single wooden -?-W?.‘b;.

108C.USE

g
134C. USE

108C.USE

’ .115C USE
All swabs are packaged 50 swabs fhox, 10x50 swabs/case

Mini Tip Amies-No Charcoal
Suitable for ear, nose, throat, eye and male urethral swab sampling.
The narrow dimension of the swab shafts and small tip provides a

more practlcal dewce for some peélatrsc swab sampling.

124C.USE

190C,USE Flexible twisted wire

124C.USE

190C.USE
All swabs are packaged 50 swabs/box, 10550 swabs/case

Amies Agar Gel-With Charcoal

Suitable for throat, vag:nal wo&nd ang skin swabs.

'I.._lf}C.'U.sE'- _S_»i'n_gl:é 'p.lés_tio.: swab

'1_3'6C.US_E : Bouble plastic swabs

114C.USE

136C.USE

All swabs are packaged 50 swabs/box, 10x50 swabs/case

|~ o b g
Mini Tip Amies-With Charcoal
Suitable for ear, nose, throat, eye and male urethral swab sampling.
The narrow dimension of the swab shafts and small tip provides a
mare practical device for some pedlatnc swab sampling.

e vimame

Re‘g'ﬁiar aluminum wire

116C.USE

-igsc_.Us_E__ Soft aiummum wire

.-'_}.'QIZC.U_SE S :--:_'FEex:bIe tmsted wire

116C.USE

125CUSE

192C.USE
L———— All swabs are packaged 50 swabs/box, 10x50 swabs/case ———




Stuart Agar Gel Medium

Suitable for throat, vaginal, wound and skin swabs.

111C.USE: 7 Single plastic swab
135C,USE Double plastic swabs -

‘112C.USE

Slngte wc;oden swab
11BC.USE

'.!.i_i'ng_ié' wooden sﬁ(éb

e

135C.USE

Rz

 118C.USE

L All swabs are packaged 50 swabs/box, 10x50 swabs/case

Mini Tip Stuart Agar Gel
Suitable for ear, nose, throat, eye and male urethrai swab sampling.
The narrow dimension of the swab shafts and small tip provides a

more practical device for some pediatric swab sampling,

e

113C.USE

Alf swabs are packaged 50 swabs/box, 10x530 swabs/case

Cary-Blair Agar Gel Medium
Suitabie for rectal or fecal samples for enteric pathogens.
o et pEEEm o

132C.USE

Virus Transport Swabs

Liquid virus transport medium is contained info the sponge deposited
in the tube bottom. Very easy to use, this swab format does not require
medium activation.

%,“_i iz ooty
;.a;:{.g %

14?C : : S,'ng;e:'plq'stlc swab

Regular aluminum wire |

149¢C

149C

L All swabs are packaged 25 swabs/box, 10x25 swabs/case ———-

H e Lo
Chlamydia Transport Swabs
tiquid Chlamydia transport medium Is contained into the sponge
deposited in the whbe bottom. Very easy to use, this swab format
does not raquire medius activation.

146C
All swabs are packaged 25 swabs/box, 10x25 swabs/case ————

. All swabs are packaged 50 swabs/box, 10x50 swabs/case —




“ PR - Card Test Kit No. 110,

e

Nontreponemal testing procedure for the serolagical datection of syphilis.
(50C qualitative tests) containing:

¢ 3 x 3 ml ampules antigen

* 20 G dispensing needle

= antigen dispensing botile

* 50 cards with 10 x 18 mm circle spots each

+ BD Dispanstirs™ davices, 0.05 mi delivery

AT M ST DESURIPTIOM

BD Macro-Vue™ RPR - Liquid Controls

BD Macro-Vue™ RPR (Rapid Plasma Reagin) Card Test Licuid Controls are
designed as an unassayed control material to monitor, at three reaction
levels, the precision of 8D Macro-Vue™ RPR 18 mm Circle Card Test. RPR
Test Reagents should be routinely tested for patterns of graded reactivity
agairst controls with established patterns of reactivity. Contains pooled
humen serum with 0.1% sodium azide as a preservative.

Controf ++, 1.5 mi BD Macro-Vise™ RPR Card Test Reactive Control Serum
Positive. Control +, 1.5 ml BD Macro-Vue™ RPR Card Test Moderately
Reactive Control Serum Weakly Positive.

Cantrol -, 1.5 ml BD Macro-Vue™ RPR Card Test Negative Control Serum
Negative Control,

Used to qualitatively determine the pathogenicity of staphylococci
using the direct tube method. Coagulase Plasma, Rabbit is lyophilised
rabbit plasma with 0.85% sodium citrate and €.85% sodium chioride,
approximately. Reconstitutes to 3 mi, 15 mi or 25 ml for the Direct
Tube Method.

 Comlae P vith F0TA

Used to qualitatively determine the pathogenicity of staphylococci
using the direct tube method. Coagulase Plasma, Rabbit with EDTA is
Iyophitised rabbit plasma with 0.15% ECTA (ethylenediaminetetraacetic
acid) and 0.85% sodium chloride, approximately. Reconstitutes to 3
ml, 15 m? or 25 ml for the Direct Tube Method.,




150 ampilles DMACA indole -

/261187

DMACA Indole Reagent Droppers are for the detection of indole

4‘/ MZ production as an aid in the identification of aercbic, anaerobic, or

\ facultatively anaerobic organisms. They are used in 2 rapid spot

test for determining the ability of bacteria to produce indole by
the dearmination of tryptophan.The colour change with DMACA s
both rapid and long lasting, making results easfer to interpret than
with more traditional reagents. Contains 0.5 m! of agueous 1%
p-Dimethylaminocinnamaldehyde in 10% hydrochloric acid.

\/. 261190 .+ 50 ampules _Ferric Chloride : o
:ﬁ;/{,{ b{‘ Ferric Chloride Reagenti Droppers are intended for use in the
differentiation of microorganisms capabla of phenylaanine dearnination.

Contain 0.5 ml of 10% ferric chleride in agueous solution.

261194 " 50 ampudes i_-tndua Ik

India Ink Reagent Broppers are used to enhance the microscopic
detection of Cryptecoceus spp. in wet preparations. India Ink Reagent
Droppers may be used to siain pus, exudate, tissue, spuium and
sediment of centrifuged urine and cerebral spinat fluid (CSF) specimens.
Contains 0.5 mt of an aquecus suspension of India ink with suspending
agent and preservative,

Indofe Reagent Droppers {modified Kovacs' reagent) are

used in determining the abdlity of bacteria to produce indole
by the deanvination of {ryptophan. Contains 0.5 ml of 5%
p-dimethylaminobenzaidehyde dissolved in a solution of 25%
hydrachloric acid and 75% isobutyi alcohol.

: Lactophenol Cotton Blue:

261 15_8 __-:-::- S

The solution can be used in wat mounts in the examination of yeasts
and molds and serves as both 2 mounting fluid and a stair.

\_/261181. ' SOampuIes_ o i Gl
Oxidase Reagent Droppers are used in the Kovacs oxidase test as

ZH‘ /{/f 4 a qualitative reaction in the identification of nonfermenters and
misceltanaous Gram-negative bacteria. The oxidase test is based on
the praduction of an enzyme calfed indophenol oxidase, This enzyme
oxidises a redox dye {present in the reagent} which results in a colour
change of yeflow to dark purple. Contains 0.5 mi of a 1% aqueous
solution of N,N,N*N*-tetramethylp-phenylenediamine dirydrochloride
which has been formulated with agents to ensure raximum stahility,

0% Potasszum Hydroxnde

261191 50 ampulés 1

19% Potassium Hydroxide Reagent Droppers are intended for use in
the examination of direct smears for fungal elements, most commonly
with skin, hair, na and sputum specimens, Cortains 0.5 ml of 10%
KOH with 1% dimethyl sulfaxide.

e

261196

PYR Reagent Droppers are used in the rapid presumptive identification
of group A B-haemolytic streptococd and group D enterccocc,

‘ Voges-Proskauer A

st

For use in the Vogas-Proskauer test o dlstmgu:sh between members of
the Enterchacteriaceae, Contains 8.5 mi of 5% wiwvol aiphanaphthol
in absolute alcohol.

261193 5 Voses Poskater B

Voges-Proskauer Reagent B Dreppers contain 0.5 ml of 46% wifvol
potassium hydroxide in distilled water.
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DESCRIPTION

Gram Stai Kit (with stebilised iodine)

Because inorganic iodine Is rapidly oxidised and loses its effectiveness
as a mordant, this Gram Stain Kit {Cat. No. 212539) differs from Gram’s
originat formulation by offering a more stable organic iodine complex, L-
polyvinylpyrrolidone-iodine. Each kit contains 1 bottle (250 mi) each of:
*» Gram Crystal Violet

*» Gram lodine (Stabilised}

*» Gram Decoloutiser

+ Gram Safranin

Gram Quality Control Slide

BD BBL™ Gram Stain QC Slides. Convesstional 17 % 37 microscope slides
imprinted with 19 squares. One square contains controf organisms
Staphyiecoccus aureus and Escherichia coli. Nine squares are avaitable
for staining test isolates, Gram Slides, individually wrapped, sufficient
for 50 tests.

Calcothior White Reagent Droppers are used in the rapid fluorescent
microscopic detection of fungi in direct smears. It may be used on fresh,
frozen, fixed, paraffin-embedded, and clinical specimens. [t can be used
in the detection of Pneumacystis carinif and other opportunistic fungal
parasites in bronchealveolar lavage (BAL) specirmens and aspirates from
imeausnosuppressed individuals such as AIDS patients. Contains 0.5 ml
af a 0.05% solution of calcofluor white in distilled water,

Ca'talésé' :
Catalase Reagent Droppers are used in a qualitative procedure for
determining catalase activity by bacteria. Catalase Reagent Droppers
contain a fydrogen peroxide solution of approximately 3% {2.5% t¢
3.5%). This reagent has bean frequently cited as a standard method for

performing the catalase test, Contains (approximately) 3% Hydrogen
Peroxide and 0.05% or less of stabiliser.

Desoxycholate Reagent Droppers are used for the presumptive
differentiation of pneumococd from other Gram-positive cocci by the
bile solubility test. Each dropper is goed for cne day’s use after ampule
has bean broken. Contains 0.5 mi of 10% agueous sclution of sodium
desoxycholate.
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