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MODEL: BioCapt single use manufactured by CPC Biotech srl PRODUCT CODE: 79001210
Tryptone Soya Agar + 0.07% Lecithin + 0.5% Tween80 + 0.1% L-Hystidine + 0.05% S-Thiosulphate + 1000UI/Lt

MEDIA: ™
Lactamator

BATCH: 1912301 STORAGE CONDITIONS: at 2-25°C until expiry date

DATE OF MANUFACTURING: 23 Sep 2019 EXPIRY DATE: 23 Jun 2020

CHEMICAL/PHYSICAL TESTS SPECIFICATION RESULT
light amber coloured, clear to slightly opalescent gel

Appearaiive forms in BioCapt device plates Confarms

pH specification 7.3£0.2 Conforms

Filling media volume 30ml£1ml Conforms
TSA+NEUTRALIZERS+LACTAMATOR™ (Medium

Media composition is prepared utilizing raw materials declared to be TSE- Conforms
BSE FREE by the manufacturer)

Packaging Triple Wrapped Sterile Irradiated ( T.W.S.1.) Conforms

: - Conforms
Dose ofirradiation 210 KGy Irradiation certificate Nr: 698724

MICROBIOLOGICAL TEST CONTROLS
e  Sterility control (performed before gamma irradiation)

'TESTS SPECIFICATION RESULT
;ggﬁgog Z:gg;g tf"zll: {2§ EZE;: No growth Confor-ms
_* Fertility - Growth Promotion Test (performed after gamma irradiation) NE——

;Cfmt’rol strain Medium ino.c?llsrltion Vlevre} <IAncT|bati(7)r-|_(‘30171ditions ‘ Spl::;t::t:ins | Rl:::::t;y :;I;';;zle
i{gg 8739 ) y?lllgr:)g?g‘;irxzilgis ] at 3245-12;509 L j?‘?#R‘?@SZOOj% 8_5 8% B Conforms
o miwonmsns | wmssagc | OWEE@0E TI% | conorm
cces miooguisns | anseawe | WNSO0% 8% cotoms
i’lfggnégﬁ rrzxgrég?g‘;ﬁgﬁs at 324;;%2h§oc , 7”‘70%5R%52.(7)0%” L 725% B ”Conforms
iT[z_:r_aCs‘ll[;nOSf 1 mllgrcl’g?gmgﬁs at;;;i"z*;c T0%<R%<200% 85.1% Coiforsis
’, ZI wronmenml e | mllg“l’g?g‘;ig"cls ' at 3345-122}15°C 70%=R%=200% 77 3% Conforms

GROWTH PROMOTION TEST IN ACCORDANCE TO HARMONIS.ED. EP USP PH.ARMACOPOEIAS CHAPTER, BY QUANTl’l‘ATIV'E SURI‘ ACE PLATING ME'l;i—{OlﬁE

RECOVERY: RESULTS AS CFU ENUMERATION ON TEST BATCH AGAR PLATES X 100/CFU ENUMERATION ON REFERENCE TESTS.

REFERENCE MEDIUM FOR RECOVERY TESTS: TRYPTONE SOYA AGAR FOR ALL BACTERIA AND SABOURAUD DEXTROSE AGAR FOR YEAST & MOLD SPECIES.
ATCC 1S REGISTERED TRADE MARK OF AMERICAN TYPE CULTURE COLLECTION.
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