1. PRODUCT: THREELAC DIETARY 2. SAMPLE NUMBER
ANALYST WORKSHEET SUPPLEMENT (LACTIC ACID 285344
ACTER|AY
N :'E-_.'EP.LE- 1 INTAST 4. DATE RECEIVED | 3, RECENED FROM E. DISTRICT OR LARDRATORY
¥ NOME ] BROKEN BITI2004 Matthew Benally PRL-SW

7. DESCRIFTION OF SAMPLE:

Received ane cardbpard bes, taped shut, and identified, in part, 22 "Sanpled 285344 336.2001602-3 05030004 RIC Lactobacilius dietary
supplement (3819C° containing 13 subs £ 2 (30 subs tatz]) in side hrown paper bags folded closed and ted with a rubber band, Subs 1a-15a 2nd
Te-150 identified "Sample® TR3344 33620016025 0327004 RIC Yogum Powder 0381907 sub number 1a=132, 15-130,  The sample was

received at pmbient temperature ond intact. Dade e S8 S S0P Feny ST wrifin v cesa'doees”

wifned a st A

dox, Sep

B. 2 NOT APPLICABLE DECLARELINIT  rwns shesromd B
MET [ T = ; PR Sy
COMTENTS ;iﬂr:mfn-’ EE_HMIH'D ol o it Lri =L
UNITS EXAMINED % OF DECLARED

1 ORIGINAL(S) SUSMITTED
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10, SLKMARY OF ARALYSIS:

CONTAINER: Heat sealed foil pouch measurng approximately 10cm (L) X 2.235cm (W), inside a white thin white cardboard
box with no top measuring approximately 2.7 5cm (L} X 3. 5¢m (W) X 10cm (H).

LABELING:  Orange and silver colored labeling commercially printed onto foil pouch, Mo labeling observed other than "Pure
Matural Food" printed onto the foil pouch. No labeling observed on white thin cardboard bex. Sample collector
submitted labeling provided by repacker (zee labeling).

CODE: Mone observed.

PRODUCT:  White granular powder with a lemon like seent,

ANALYSIS:  Analyzed two 15-5ub composites for the presence of Salmanella spp,

Cormposite # | from subs [-13,
Composite F 2 from subs [6-30,
METHCD, Salmonella, BAM On-line April 2003, hop: v clian fda,gov/-~ebam/bam-toc himl, Chapter 5.
RESULTE Mo Salmonslla spp. detected in 202 composites,
Al leboratory controls were satisfactory.
11. RESERWE SAMPLE:

Mane. The remaining ponicns wers disposed by he analys? an G0772004.
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GEMNERAL COMTINUATION SHEET FRODUCT: THREELAC DIETARY SUFFPLEMENT | SAMPLE "-I'f]ﬂ

(LACTIC ACID BACTERIA) 3344

MICROBIOLOGICAL CONTROLS

Cirowth (G o Growth (MG in

Any Encichonent Mediom™ Initials
[Aeakyi
Check all that apply: repe
Environmental Controls:
v Adr plate(s) typey [TE i ars sih

Adr plide(s] 1ypat I

Adr plate(s) typed i

2" Sage Air plate(s)] I

i Tiench Swak: A0 A A

i L omi rols:

e Enrichment Medin tyvpe: (_aeadess ) A s

Fhosphate Bufter:

Chhier:

Svstems Condrols:
Knivesis):
= Tray: A s

Forcep:

Chizel:

Lorill bit:
Spoon/Scoop:
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- [ lender:
Test tube: R — e —
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= If turbidiow'grovwth is observed, control will be treated as subsample and analyzed accordingly, Sec appropriaic page for

analytical resulis,

ANALYET(E) AMALYST RO
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PRODUCTTHREELAC DIETARY SUFPPLEMENT | SAKFLE R
GEHERAL CONTINUATION SHEET (LACTIC ACID BACTERIA) IRELA

MICROBIOLOGY ANALYSIS EQUIPMENT LIST

[EquipmentID|| MName Of Equipment Used | [Equipment Type || Comments |
MIC-B1T Champ 50 -scale base BALANCES
i ea e ETH INCUBATCR
M v:-r-:u.a'.in;-f.l.;.;;-a-a_ B B
. Circutating -:I.-:ua-asjm Wataroath
ARBLYSTS) Marco 5. Esteves PRI o pEeel D MRS HEES

COMFPUTER GENEEATED FORM FDA 43TA



PRODLICT: THREELAC DMETARY SAMPLE NC:
GENERAL CONTINUATION SHEET SUPPLEMENT (LACTIC ACID 285344
BACTERLA
SALMONELLA MEDIA CONTROL SHEET
MEDIUM MANUF. # BATCH # EXPIRATION
Izolation {mn'-:ld"-}jr'-{]
Air Platey _f'< ¥ +, A FEEE ey P - STE A
Lacioss Bru:h 1]_.B}J b -
Lactose Broth [L-E.‘Jl{hunb] T AL SYeid-g¥ ¥ A EIEST

Butterfield's Flmsphale (Bulk)
Butterficld's Phosphate (confrols)
Tryptic Sov Broth (TSE)
Mon-fat Dried Milk

1% Brillant Green <5
LUniv. Preenrich Broth (LIPE)
Rappaport-Yassiliadis (RY)

P R o A
e fered-{7z

eqp it - ful

Selenite-Cystine [50C) T Ao e

O =T

Tetrathionate (TT)
(. 1% Brilliant Green

o FELET - TR
38T -1

I:KI b

M Broth

o3 o Fed-¥

YWIDAS miobderienx
HE Agar oL

hondp

XLD Agar |

BS Agar !

TSI

L1A

Fapid Urea Broth
TSA {for exidase only)
Oxidase Beagent
Tryptone Brath

KCM Brath
IDEMNTIFICATIONN
MacConkey Agar

(&5 Saline
AP 20E
Mineral il

biohierien

Ferric Chloride

[ndole Kovacs
Wopes-Proskauer A

Vopes-Proskaver B

0.453% Saline

Witk

CONTROL CULTURES

8. gaminara (Pos, Control)

K. preumonioe {Neg. Contral)
F. geruginosa (Pes cirl for Oxidage Teer) ATOC & IVES3

bioheriewm

SEA2STS

ATCC W 13883

E_ e {Meg. cirl for Oxidase Test) ATCOC # 25973
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