Wur v & der e

PharmaMedia Dr. Miiller GmbH-
Your Partner for Quality and Sevice

Tel: +49 (0) 6224 -92807-0 Fax: +49 (0) 6224 — 92807-69 Mail: info@pmm-leimen.de

Sabouraud Dextrose Broth
Article N°: 580.B100

Bottled Media

Usein e Pharmaceutical Industry

e Microbial examination of non-sterile products
Use for e test for specified micro-organisms
e testforE. coli

e (Casein Peptone 5g

Typical e Meat peptone 5g

composition e Glucose x H,0 22g

per litre:
This medium can be adjusted and / or supplemented according to the performance
criteria required.

Filling volume e 100 ml

e 220ml wide neck-bottle

Bottle e opening: 31.5 mm

e screw cap closure with 2 integrated septa
e color of closure: blue

Bottles per pack e 12 bottles on a plastic tray wrapped with shrink foil
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Shelf-life e from date of production 12 month
e 2-25°C

Storage

. e store dark

e Product name: SDB 100ml
e Expiry date: YYYYMMMDD =» MMM in letters (e.g.: 2018Apr03)

Label e Lot-number

information e Individual number
e 2-25°C
e Barcode
e 2-dimensional (data matrix), each plate with individual number; 20 digits:
e Digits1-3:  Art.-No.

Barcode e Digits 4-9: Lot-Number
e Digits 10-15: Individual-Number
e Digits 16-20: Date

Deliver e temperature controlled delivery on request

4 e for shipments of larger amounts plastic pallets in Euro-size are used

e label contains autoclaving indicator (pink =» grey-brown)
e bottle closure equipped with dust protection lip

Remarks e bottles are incubated for >48 hours at 30-35°C after production and then

packed immediately

e bottles are not touched any more by hand after autoclaving
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QC-Test / Certificates

Each product can be obtained with a certificate of analysis (CoA) as well as a
certificate of origin (CoO):

Physico-chemical test parameters

appearance Clear, purple
pH value 5,4-5,8
Certificates filling volume | 100ml (97 — 103ml)

Growth Promotion test: 10-100 cfu
C.albicans | (ATCC102319) [20-25°C [ 2-3d | growth

Sterility control: >= 7 days at 30-35°C

To all media produced by PMM Certificates of Origin (CoO) can be obtained. All
animal derived raw materials as well as all products which have been treated with
animal enzymes are specified as follows:

Certificate of e Raw material

Origin e Tissue
e  Animal source
e  Country of origin
e Infectivity category (EMA/410/01 rev. 3)
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