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* Accurate
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Urinalysis Reagent Strips

Simple and Accurate
+ Analytical sensitivity better than or comparable to market leaders
* High guality color chart ensures accurate visual reading

Flexible

= Compatible for visual and analyzer reading
* More than 30 different combinations available

Multiple Packaging Options and Long Shelf Life
= Canister Packaging
+ Available in 25, 50, 100 and 150 strips per kit
= 2 year shelf life for unopened canisters which offers cost savings and convenience for high volume testing
+ 3 month shelf life for strips in opened canisters
« Pouch Packaging New!
* Single-strip Pouch
+ Individually packaged strips with 1, 3, 6 and 20 strips and 1 color chart per kit for OTC or low volume testing
+ Unigue packaging maintains 2 year shelf life for all strips in the kit compared to 3 months for remaining strips in an
opened canister
* Multi-strip Pouch
+ Canister Refill Kits with 25 strips/pouch uniguely packaged to save cost for low volume testing and extended shelf
life by using the canister for refills
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Step 1: Immerse strip into urine Step 2: Remove excess urine Step 3: Obtain results by analyzer or visual reading
: g R 01500 ; J 0 00 or Additio B BLO PRO 0 B

U031-131 13 13C NA 100" v v | NA | NA A * | % | x| % [ %] Kk [*]| x| x| * * | %
uo31-111 11 1A 100 v v v v S * | % | x| x |[H]| *|%| * | *|%]|x

10U v v v S * || % || % [*]| % | % | x| *
u031-101 10 10A o v v v v A d | % | % | % | K| % K| x| x| *

10C 100" v v v s * * | % | * [%]| * * | % | * | *
U031-091 9 =1V 100 v v v v 5 * | k| % | *| * |*| % | * | %

8uU v v v A * | * | * * |%| % | % | %

U031-081 8 B8N 100 v v v v S * d | k| % || * * | ®

8S v v v A * k| % (x| % | * | % | %

U031-071 7 N 100 v v v v A * * % | %| * * | %
BN BNE 4 v v * * | % | * * | *

U031-061 6 6U BUE i Y 70 I & * x| * S
5B 5BE v v * * * | % | *

1031-051 5 it S 100 v M B A * - N ol
58 5SE v v * * | k [*| %
sU SUE v v * * * | * | *
48 4SE v v v * * * | *
4B 4BE v v * * [k | *
4K 4KE v v v * * *| *

Has it g 4G 4GE g v v v 8 * * * *
4N 4ANE v v ¥ * * * | *
4P 4PE v v v % * & |
3P 3PE v v v * * | %

vo31-031| 3 i ARE 100 v ¥ |V |5 A - . *
3G 3GE v v v * * *
3N 3NE v v v * * | %
2G 2GE v v v * 5
2K 2KE v v v * *
2N 2NE v v v * *

Uo31-021 2 2B 2BE 100 v o 77 L A * *
2U 2UE v v ¥ * | *
28 2SE v v v * *
2C 2CE 100" v v 4 * | *
1B 1BE v v *
1P 1PE v v v *

U031-011 1 1G 1GE 100 v v v v A *
1K 1KE v v v *
1R 1RE v v v *

+Type of Strip: ¢ Also available in canisters of 25, 50 and 150 strips
Visual Strip Size ® Mot available in camisters of 150 strips

1-6 Parameters: 5 mm x 80 mm; 7-11 Parameters: 5 mm x 108 mm;
12-13 Parameters: 5 mm x 121 mm
U120/U500 Strip Size

1-11 Parameters: 5 mm x 108 mm : »
"E" means extended strip length for 1-6 Parameters CE Marked for sale in the European Community c €
Cleared for US 510(k)

A Single-strip Pouch available in 1,3, 6 and 20 strip kit
Canister Refill Kit, with 25 strips per pouch or canister, available in 3-pouch and 1- canister kit, or 4-pouch kit



U120 Urine Analyzer

Accurate
\ « Up to 120 tests/hour in Continuous Test Option
| « Capable of reading 1 strip at a time in Single Test Option
« Test modes include Routine, STAT and QC
+ Automatic calibration for accurate results and easy operation
Reliable
« Can read up to 4 Strip combinations with 8, 8, 10, 11 parameters, additional strips with 1-11 parameters available upon request
« Minimal training required

i Convenient Operation
N - » Saves and recalls the last 2,000 results automatically
r i = « Audible beep signals operator to dip strips in urine
- W = - * Can print up to 3 copies per test for convenient reviewing and easy record keeping

« Option to print results on sticker paper for quick and simple record management
Easy Data Management
+ Includes RS232C port for easy data transfer to an external computer or LIS
+ Optional Barcode Reader to record patient |D
Unique Lockout Functions mew!
* Strip Lockout
= + Prevents using strips of another brand on the U120 Urine Analyzer
* Requires barcode reader scan or manual entry of the canister code
r * User Lockout
* Eliminates unapproved users from testing
* Up to 10 lab operators can perform testing, but only the lab administrator can change analyzer settings
* QC Lockout
* Prevents testing without passing QC
« QC tests can be performed once every 8 hours, day, week or month
* Analyzer will alert when to run QC test
+ |f QC tests fail, analyzer will switch to STAT mode and list "E” at the end of each test number

Specifications

Feature Specifications

Analyzer Type Manual
Reflectance Photometry

Methodology

Detection Photosensitive Diode

Single Test Option: 60 tests/hour

T
hroughput Continuous Test Option: 120 tests/hour

Test Modes Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request. User/QC Lockout: Included with option to turn ON/OFF
Memory Last 2,000 results

Strip Incubation Time
Wavelength of Monochromatic LED
Standard Strips

1 Minute
525 nmand 635 nm
8,9, 10, 11 Parameters (5 mm x 108 mm)

Additional Strips Available
Total Combinations Per Analyzer

1-11 Parameters (5 mm x 108 mm); see URS Parameters

4 Combinations

Standard RS232C Port for Barcode Reader or Data Transfer
USB Port for Data Transfer
25Pin Parallel Port for External Printer

Analyzer Ports

Internal Thermal Printer (included)
Optional External Printer (not included)

RS232C Barcode Reader (optional)
USB or RS232C Data Transfer Cable (optional)

Code 128, Code 39, Codabar (NW.T7), Interleaved 25, UPC-A, UPC-E,
EAN 8 EAN 13

Automatic

Capabilities

Major Readable Barcodes

Calibration

Available Languages on the Screen

English and additional language(s)

Operating Conditions

0-40°C {32-104°F); £85% RH

Storage Conditions

-5-50°C (23-122°F), =90% RH

Power Source

100-240 VAC, 50-60 Hz

Dimensions (Lx Wx H)

272cmx26.9cmx14.6cm (10.7"x 10.6"x5.7")

Display Dimensions (L x W)

10.8cmx57cm(4.2"x 2.2

Weight

2.6 kg (5.7 Ibs)

Ordering Information

7 Kit Box Dimensions Carton Dimensions Number of
ProductName Sarog - sompoaents (L x W x H) & Weight (L % W X H) & Weight Kits/Carton
1 Urine Analyzer 2 Fuses (2.04) 42.0cmx 41.5cmx 31 cm; 5.0kg
U120 Urine Analyzer ut1-1019T 1 Strip holder 1 Power Cord 1
2 Printer Paper Rolls THuck Start Sulde, 16.4"%16.2" x12.1"; 176.4 0z
1Urine Analyzer 2Fuses (2.0A) 44.5cmx 44.5cm x 40.0cm; 5.5 kg
U120 Urine Analyzer U111-111¢T 1 Strip holder 1 Power Cord
i od ade i . 1 Serial Splitter Cable (RS232C) 1
2 PrinterPaper Rolls 1 Quick Start Guide 17.5" x17.5"x 15.7"; 194 oz
1 Barcode Reader (RS232C) 1 Instruction Manual
Jt : g 23.6cmx108cmx?8cm'0.482m 63.0cmx 37.0cm x30.0cm; 12.0kg
Barcode Reader U221-111 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) 53 %43 X317 1700z TAE %X 146 1115, 4233 02 22
Thermal Paper (0.06 m x 20 m): 200 resultsfroll 12.0cmx12.0cmx6.5cm; 0.36ka] 63.0cmx 37.0cm x 30.0 cm; 19.4 kg
Printer Paper Rolls U121-101 4 Printer Paper Rolls . . 4.7 x4.7°x2.0° 12,702 2.8 %146 x 11.6.694.302 50
Sticker Paper (0.06 mx 9 m): 100 1 temll 120cmx12.0ecmx6.5cm: 0.dkg | 63.0cm» 37.0cm x30.0 cm; 21.4 kg
il : 47" x4 7"x26" 1410z 24 8" x 146" % 118" 684 3 0z; 754 9%
& Jt 16.0cmx 13.0cmx 3.5cm; 0.147 kg| 25.0cm x 21.0cm x 15.0 cm; 1.36 kg
U120 Data Transfer Kit U221-131 1 Data Transfer Cable (RS232C) 1 Package Insert ST sb T xT 4530z 58 %83 X507 48052 | 8

v’ CE Marked for sale in the European Community c €

t Cleared for US 510(k)



U500 Urine Analyzer

Accurate and Efficient
= Upto 500 tests/hour for medium/large volume sample testing
= Professional accuracy equivalent to market leader
= Automatic strip detection and alignment for better efficiency
* Test modes include Routine, STAT and QC
Easy to Operate
+ Large touch screen LCD offers simple menu navigation
* Unigquely designed strip platform/waste tray unit for easy one-step cleaning

Convenient
+ Automatic calibration and waste disposal reduce hands-on time
= Can read strips with 8, 9, 10, 11 parameters, additional strips with 1-11 parameters available upon request
= Strip selection of up to 4 combinations for analyzer reading
= Stores up to 2,000 records and automatically flags abnormal results
» Capable of printing results on sticker paper for quick and easy record management
Data Management Capability
* Includes RS232C port for easy data transfer to an external computer or LIS
*» Optional Barcode Reader to record patient ID

Unique Lockout Functions o' Seen!
= Strip Lockout
* Prevents using strips of another brand on the U500 Urine Analyzer
* Requires barcode reader scan or manual entry of the canister code
* User Lockout
= Eliminates unapproved users from testing
* Up to 10 lab operators can perform testing, but only the lab administrator can change analyzer settings
* QC Lockout
* Prevents testing without passing QC
* QC tests can be performed once every & hours, day, week or month
= Analyzer will alert when to run QC test
« If QC tests fail, analyzer will switch to STAT mode and list “E” at the end of each test number

Specifications

Feature Specifications
Analyzer Type Semi-Automatic
Methodology Reflectance Photometry
Detection Photosensitive Diode
Throughput 500 tests/hour (Measuring cycle: 7 seconds/test)
Test Modes Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request: User/QC Lockout: Included with option to turn ON/OFF
Memory Last2 000 Records
Strip Incubation Time 1 Minute
Wavelength 525and 635 nm

Standard Strips
Additional Strips Available
Total Combinations Per Analyzer

8,9,10, 11 Parameters (5 mmx 108 mm)

1-11 Parameters (5 mm x 108 mm); see URS Parameters
4 Combinations

Up to 150 Strips

Standard RS232C Port for Barcode Reader or Data Transfer
25 Pin Paralle| Port for External Printer

Internal Thermal Printer (included)

Waste Disposal Capacity

Analyzer Ports

Capabilities RS5232C Barcode Reader (optional)

Optional External Printer (not included)

RS232C Data Transfer Cable (optional)

Major Readable Barcodes

Code 128, Code 39, Codabar (NW-7), Interleaved 25, UPC-A, UPC-E, EAN 8, EAN 13

Calibration

Automatic

Available Languages on the Screen

Enaglish and additional language(s)

0-40°C (32-104°F); =85% RH

-5-50°C (23-122°F), =80% RH

100-240 VAC, 50-60 Hz
36.6cmx283emx195em (14 4" x 11 1"x7.7")
11.5emx9.0cm (4.5"x 3.5

40kg (8.81bs)

Ordering Information

Operating Conditions

Storage Conditions

Power Source

Dimensions (L x Wx H)
Display Dimensions (L x W)
Weight

Number of
KitsiCarton

Carton Dimensions
(L xWxH) & Weight

Kit Box Dimensions

Components (L xW x H) & Weight

Catalog No.

Product Name

1 Urine Analyzer 2 Fuses (2.0A) :
G LA etodd 1 Strip PlatformMWaste Tray 1 Pawar.Gard S1.0cmx42.0cmx38.5cm; Tkg :
: 2 Printer Paper Rolls 1 Instruction Manual 201" X16.5" x 15.2"; 2469 0z
1 Urine Analyzer 2 Fuses (2.04) 55.0cmx 55.0cmx55.0cm; 9.2 kg
U500 Urine Analyzer § 1 Strip Platform/\Waste Tray 1 Power Cord
it Uz11-111Y 1
with Barcode Reader 2 Printer Paper Rolls 1 Serial Splitter Cable (RS232C)
1 Barcode Reader (RS232C) 1 Instruction Manual 21.7" x21.7"x 21.7",324.5 02
+ . , 23.6cmx10.8cmx 7.8 cm; 0. 482!(9] 63.0 cm % 37.0 cm x 30.0 em; 12 ki 22
Barcode Reader uz21-111¥ 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) S v i3 T ooz T TRy 11.8_r9_". 9350
Thermal Paper (0.06 m x 20 m): 200 resultsiroll 120cmx12.0ecmx6.5cm; 0.360 kg] 63.0cm x 37.0 cm x 30.0 cm; 19.4 kg
Printet Paper Rolls B 4 Printer Paper Rolls 477x4.7"x2.6% 12 7oz 248 4 146" 118" 684307 50
Sticker Paper (0.06 m x 8 m): 100 results/roll 120emx120ecmx6.5cm; 0.40kg | 63.0cm x 37 0 cm x 30.0 cm; 21.4 kg |
47" x4 7" %2 6" 14 102 248" x 146" % 118" 684 3 oz, 754 9 0z
- - v 16.0cmx13.0cmx3.5¢cm; 0.147kal] 250cm x21.0cm x 150 cm: 1.36 kg |
U500 Data Transfer Kit uz221131 1 Data Transfer Cable (RS232C) 1 Package Insert BT x4 550z S BT x50 B 0oz 8

We also offer other rapid diagnostic and medical products:

Blood Glucose Monitoring Systems, Immunoassay EIA/ELISA and more.

\/CE Marked for sale in the European Communit
p y
t Cleared for US 510(k)
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ACON Laboratories, Inc., 10125 Mesa Rim Road, San Diego, CA 92121, U.S.A. « Tel: 1-858-875-8000 + Fax: 1-858-200-0729 + E-mail: info@aconlabs.com
Please visit our website for details: www.aconlabs.com

1150449703 © 2011 ACON Laboratories, Inc.



Technical Data

Nutrient Agar Mo001

Intended use
Nutrient Agar is used as a general purpose medium for the cultivation of less fastidious microorganisms, can be

enriched with blood or other biological fluids.

Composition**

Ingredients Gms / Litre
Peptone 5.000
Sodium chloride 5.000
HM peptone B* 1.500
Yeast extract 1.500
Agar 15.000
Final pH ( at 25°C) 7.4+0.2

**Formula adjusted, standardized to suit performance parameters

# - Equivalent to Beef extract

Directions

Suspend 28.0 grams in 1000 ml purified / distilled water. Heat to boiling to dissolve the medium completely. Sterilize
by autoclaving at 15 lbs pressure (121°C) for 15 minutes. Cool to 45-50°C. If desired ,the medium can be enriched with
5-10% blood or other biological fluids. Mix well and pour into sterile Petri plates.

Principle And Interpretation

Nutrient media are basic culture media used for maintaining microorganisms, cultivating fastidious organisms by
enriching with serum or blood and are also used for purity checking prior to biochemical or serological testing (1,2).
Nutrient Agar is ideal for demonstration and teaching purposes where a more prolonged survival of cultures at ambient
temperature is often required without risk of overgrowth that can occur with more nutritious substrate. This relatively
simple formula has been retained and is still widely used in the microbiological examination of variety of materials and
is also recommended by standard methods. It is one of the several non-selective media useful in routine cultivation of
microorganisms (3,4). It can be used for the cultivation and enumeration of bacteria which are not particularly fastidious.
Addition of different biological fluids such as horse or sheep blood, serum, egg yolk etc. makes it suitable for the cultivation
of related fastidious organisms. Peptone, HM peptone B and yeast extract provide the necessary nitrogen compounds,
carbon, vitamins and also some trace ingredients necessary for the growth of bacteria. Sodium chloride maintains the

osmotic equilibrium of the medium.

Type of specimen

Clinical samples - faeces, urine ; Food and dairy samples; Water samples

Specimen Collection and Handling:

For clinical samples follow appropriate techniques for handling specimens as per established guidelines (5,6).

For food and dairy samples, follow appropriate techniques for sample collection and processing as per guidelines (3,4,7).
For water samples, follow appropriate techniques for sample collection, processing as per guidelines and local standards (8).
After use, contaminated materials must be sterilized by autoclaving before discarding.

Warning and Precautions :

In Vitro diagnostic use. For professional use only. Read the label before opening the container. Wear protective
gloves/protective clothing/eye protection/ face protection. Follow good microbiological lab practices while
handling specimens and culture. Standard precautions as per established guidelines should be followed while
handling clinical specimens. Safety guidelines may be referred in individual safety data sheets.

Limitations :

1. Individual organisms differ in their growth requirement and may show variable growth patterns on the medium.

Please refer disclaimer Overleaf.



HiMedia Laboratories Technical Data

2.Each lot of the medium has been tested for the organisms specified on the COA. It is recommended to users to validate
the medium for any specific microorganism other than mentioned in the COA based on the user’s unique requirement.

Performance and Evaluation
Performance of the medium is expected when used as per the direction on the label within the expiry period when stored at
recommended temperature.

Quality Control
Appearance
Cream to yellow homogeneous free flowing powder

Gelling
Firm, comparable with 1.5% Agar gel

Colour and Clarity of prepared medium
Light yellow coloured clear to slightly opalescent gel forms in Petri plates

Reaction

Reaction of 2.8% w/v aqueous solution at 25°C. pH : 7.4+0.2
pH

7.20-7.60

Cultural Response
Cultural characteristics observed after an incubation at 35-37°C for 18-48 hours.

Organism Inoculum Growth Recovery
(CFU)

Escherichia coli ATCC 50-100 good-luxuriant ~ >=70%

25922 (00013%*)

Pseudomonas aeruginosa 50-100 good-luxuriant ~ >=70%

ATCC 27853 (00025%)

Salmonella Typhi ATCC 50-100 good-luxuriant ~ >=70%

6539

Staphylococcus aureus 50-100 good-luxuriant ~ >=70%

subsp. aureus ATCC
25923 (00034%*)

Streptococcus pyogenes 50-100 good-luxuriant ~ >=70%
ATCC 19615

Salmonella  Enteritidis 50-100 good-luxuriant >=70%
ATCC 13076 (00030%*)

Salmonella Typhimurium 50-100 good-luxuriant >=70%
ATCC 14028 (00031%*)

Yersinia enterocolitica 50-100 good-luxuriant >=70%
ATCC 9610 (00038*) .

Yersinia  enterocolitica 50-100 good-luxuriant >=70%

ATCC 23715 (00160%)
Key : (*) Corresponding WDCM numbers.

Storage and Shelf Life

Store between 10-30°C in a tightly closed container and the prepared medium at 20-30°C. Use before expiry date on
the label. On opening, product should be properly stored dry, after tightly capping the bottle in order to prevent lump
formation due to the hygroscopic nature of the product. Improper storage of the product may lead to lump formation.
Store in dry ventilated area protected from extremes of temperature and sources of ignition. Seal the container tightly
after use. Product performance is best if used within stated expiry period.

Disposal

User must ensure safe disposal by autoclaving and/or incineration of used or unusable preparations of this product. Follow
established laboratory procedures in disposing of infectious materials and material that comes into contact with clinical
sample must be decontaminated and disposed of in accordance with current laboratory techniques (5,6).

Please refer disclaimer Overleaf.
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Disclaimer :

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in this and
other related HiMedia™ publications. The information contained in this publication is based on our research and development work and is to the best
of our knowledge true and accurate. HiMedia™ Laboratories Pvt Ltd reserves the right to make changes to specifications and information related
to the products at any time. Products are not intended for human or animal or therapeutic use but for laboratory,diagnostic, research or further
manufacturing use only, unless otherwise specified. Statements contained herein should not be considered as a warranty of any kind, expressed or
implied, and no liability is accepted for infringement of any patents.

HiMedia Laboratories Pvt. Ltd. Corporate Office : Plot No.C-40, Road No.21Y, MIDC, Wagle Industrial Area, Thane (W) - 400604, India.
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SELECTROL

Discurile cu tulpini de referinta Selectrol® sunt destinate utilizarii in laboratoarele de microbiologie
in scop de control a metodelor de testare. Fiind derivati de prima generatie trasabili la tulpinile de
tip national renumite, discurile Selectrol sunt bine primite in laboratoare acreditate pentru productia
culturilor de lucru.

Discurile Selectrol sunt un produs microbial congelat fabricat exclusiv din culturi ale NCTC
(Colectia Nationald a Tipurilor de Culturi) si NCPF (Colectia Nationald a Fungilor Patogeni).
Viabilitatea microorganismelor este stabilizata prin incorporarea carbunelui activat 1n disc si a silica
gelului din flacon.

PRECAUTIUNI SI PASTRARE

e Discurile Selectrol contin microorganisme patogene si trebuie folosite doar in laboratoarele
special echipate pentru manipularea acestora de catre microbiologi calificati.

e Pastrati la temperatura indicata pe flacon. Pierdere de viabilitate poate aparea la pastrarea
necorespunzatoare pe timp indelungat (temperaturi mai mari decat cea indicata pe flacon).

e Lasati flaconul sd ajungd la temperatura camerei si inchideti flaconul imediat dupa
indepartarea duscului/discurilor. Umiditatea din aer ar putea duce la reducerea numarului de
microorganisme de pe disc.

e Nu folositi produsul dupa expirarea termenului de valabilitate sau daca culoarea silica gelului
din flacon isi schimba culoarea. Acestia sunt indicatori ai pierderii viabilitatii si modificarilor
in antibiotice si reactii chimice.

Indepartarea unui disc din flacon: aceasta se efectueaza usor cu forceps steril sau ansa sterila de
10 pl.

Utilizarea cu medii solide: Plasati discul pe mediul solid corespunzator.Lasati discul sa se inmoaie
timp de 10-15 minute. Placa poate fi plasata in incubator pentru a grabi procesul. Apoi imprastiati
discul pe suprafata mediului si incubati la conditiile optime/corespunzatoare.

Utilizarea cu medii lichide: Plasati discul in 1-10ml de bulion corespunzator. Amestecati usor
bulionul pentru a dilua discul, evitand formarea aerosolilor. Incubati la conditiile
optime/corespunzatoare. Pentru uz rapid, folositi metode alternative precum dizolvarea discului si
incubarea bulionului la 35-37°C timp de o ora apoi sa-1 folositi imediat. Puteti face careva experiente
proprii pentru a descoperi metoda de dilutie corespunzatoare Dvs.

Limitari: Sub-cultura repetata poate cauza modificare a caracteristicilor tulpinii. Este recomandata
folosirea discurilor prospete pentru fiecare set de testari.

In laboratoarele de acreditare, discurilor pot fi folosite doar pentru producerea stocurilor de lucru.
Sub-cultura de apoi va invalida uzul lor.

RUPERE, SCURGERI SI ELIMINARE

1. Toate discurile expuse, pachetele contaminate si sticlele stricate trebuie plasate intr-un
container corespunzator si incinerate sau autoclavate la 121°C timp de 30 minute.

2. Flacoanele intregi pot fi Indepartate cu forceps, spalate cu solutie bactericida corespunzatoare,
uscate si utilizate ulterior.

3. Toate suprafetele contaminate trebuie dezinfectate cu solutie bactericida corespunzatoare.
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Selectrol® : Manufactured under licence from Public Health England Culture Collections

SELECTROL® - FREEZE-DRIED ORGANISMS IN A DISC

Quality control of microbial characterisation tests, culture media and antimicrobial susceptibility determinations
is best accomplished by the use of microorganisms with well-documented and stable phenotypic and genotypic
characteristics.

Bacterial and fungal strains have been selected and recommended by expert bodies, such as EUCAST, CLSI and the
European Pharmacopoeia, on the basis of their suitability for monitoring test performance and ensuring the validity of
results for testing used in clinical, food, pharmaceutical, water and veterinary laboratories.

Products derived from the cultures in the collections should be manufactured using the minimum number of sub-cultures,
to minimise the possibility of alterations to the phenotype due to mutations. See also page 14.

Selectrol strains are manufactured exclusively from Public Health England Culture Collections (NCTC® and NCPF®) and
are first generation subcultures, unlike many products on the market which are 2™, 3" or 4" generation subcultures. They
are preserved by long-term storage as freeze-dried cells in order to minimise any alterations to the phenotype caused by
mutations.

Passages

A Selectrol®disc is a first generation subculture from a master culture sourced from Public Health England Culture
Collections, and is designed to be used to obtain working stock cultures for use in testing. It is generally accepted that
no more than a total of five passages should be made from the master culture, in order to avoid genetic drift and mutant
selection. Therefore, no more than four passages (fresh cultures) from the working stock should be made.

Shelf life

For most strains, Selectrol® discs are guaranteed to contain at least 10° organisms at the time of purchase; this number
is sufficient to ensure that when the discs are used and stored as directed there will be viable organisms cultivable up to
the stated end of the shelf life, which is usually 9 months from the time the vial is first opened.

Quality Control

Selectrol® batches are tested in our UKAS accredited testing laboratory number 2496. A test report for each batch of
Selectrol® can be accessed via our website. The reporting of Selectrol® test results via the website comes under our
UKAS accreditation.

Selectrol® cultures are rigorously tested to confirm identity, to confirm the possession of essential phenotypic
characteristics and to exclude contamination with other organisms. Photographic evidence of the test results is retained
for each batch, along with retained appropriately stored samples.
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Glossary

AMRHAI: Antimicrobial Resistance and Healthcare Associated Infections reference unit

ATCC®: American Type Culture Collection. ATCC® strains are listed for reference only. ATCC® is a registered trademark of the
American Type Culture Collection.

BSAC: British Society for Antimicrobial Chemotherapy - Now superseded by EUCAST

CLSI: Clinical Laboratory Standards Institute. (USA)

CPE: Carbapenemase Producing Enterobacteriaceae

CRE: Carbapenem Resistant Enterobacteriaceae

Culture collection: Cultures of fully characterised organisms maintained in such a way as to minimise sub-culturing. See page 14.
ESBL: Extended Spectrum Beta-Lactamase-producing organism.

EUCAST: European Committee on Antimicrobial Susceptibility Testing.

First generation derivative: A single passage from a master culture, for example a Selectrol® disc.

Master culture: Culture derived from a reference culture vial.

NCPF®: National Collection of Pathogenic Fungi. NCPF® is a registered trademark of Public Health England.
NCTC®: National Collection of Type Cultures. NCTC® is a registered trademark of Public Health England.
Passage: An equivalent term for a subculture.

PHE: Public Health England.

Reference cultures: Quality control strains selected on the basis of their phenotypic biochemical and antimicrobial susceptibility
characteristics to be used as controls in microbiological testing. These are obtained as freeze-dried vials from culture collections.

Stock culture: Cultures derived from a Selectrol® disc, which can be stored for up to a week, usually on agar slants.
Working cultures: Stock cultures further sub-cultured to provide 18-24 hour growth for use in testing.
WDCM: World Data Centre for Microorganisms

WFCC: World Federation for Culture Collections
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SIGNIFICANT PROPERTIES AND USES OF SELECTROL® ORGANISMS
Aspergillus brasiliensis (formerly Aspergillus niger):

MM94 — NCPF® 2275 / ATCC® 16404 / WDCM 00053 — used in pharmaceutical industry for testing media and preservatives.
Colonies are initially white or yellowish and on the reverse greyish or greenish-yellow. Sporing heads on the colony surface are
initially pale, becoming dark brown to black. Sporulation may be inhibited in sealed plates.

Bacillus cereus:

MM21 — NCTC® 10320/ ATCC® 9634 / WDCM 00001 (recently renamed Bacillus toyonensis) — ISO 11133 recommended me-
dia and ID test control organism.

MM86 — NCTC® 7464 / ATCC® 10876 — PHE recommended media and ID test control organism.
Bacillus subtilis (Bacillus subtilis subsp. spizizenii):

MM29 — NCTC® 10400/ ATCC® 6633 / WDCM 00003 — used in antibiotic assays (fully sensitive), PHE recommended media
and ID test control organism. :

Bacteroides fragilis:

MM44 — NCTC® 9343 / ATCC® 25285 — type strain, PHE recommended strain for media and sensitivity test control.

Campylobacter jejuni (Campylobacter jejuni subsp. jejuni):
MM82 — NCTC® 11322 / ATCC®29428 / WDCM 00156 — PHE recommended strain for media control.
MM36 — NCTC® 11351 / ATCC®33560 — EUCAST recommended strain for susceptibility testing.

Candida albicans:
MM28 — NCPF® 3255 / ATCC®2091 / WDCM 00055 — sensitivity control / industrial use.

MM42 — NCPF® 3179 / ATCC® 10231 / WDCM 00054 — pharmaceutical / media testing / PHE recommended strain for media
control.

CRE = ‘Carbapenem Resistant Enterobacteriaceae’ / CPE = ‘Carbapenemase Producing Enterobacteriaceae’

There are 5 carbapenemases which are currently a significant problem in the UK — KPC, OXA-48, IMP, NDM and VIM — and
PHE recommend that all clinically-significant Gram-negative bacteria should be routinely screened for carbapenemase
production, using a recommended carbapenem? such as ertapenem or meropenem. Resistant isolates may be investigated
further to determine which resistance mechanism is involved using the Modified Hodge Test, MALDI-TOF, PCR or a reference
laboratory.

MM55 Klebsiella pneumoniae — NCTC® 13440 — produces a Class B VIM-1 Carbapenemase.

MM56 Klebsiella pneumoniae — NCTC® 13443 — produces a Class B NDM-1 Carbapenemase.

MM58 Klebsiella pneumoniae — NCTC® 13438 — produces a Class A KPC-3 Carbapenemase.

MM59 Kilebsiella pneumoniae — NCTC® 13442 — produces a Class D OXA-48 Carbapenemase.

MM57 Escherichia coli— NCTC® 13476 — produces a Class B IMP Carbapenemase.

MM33 Escherichia coli— NCTC® 10418 / ATCC® 10536 — recommended by PHE as a negative control for CRE testing.
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Citrobacter freundii:

MM27 — NCTC® 9750 / ATCC® 8090 — type strain.

Clostridium perfringens:

MM45 — NCTC® 8237 / ATCC® 13124 / WDCM 00007 — type strain. PHE recommended strain for food testing (Tryptose Sulphite
Cycloserine agar — lactose and gelatin positive) and sensitivity test control. Clostridium perfringens is listed in Schedule 5 of the Anti-
terrorism, Crime and Security Act 2001, and should be securely stored in accordance with the guidelines of the Act. However, MM45
is a type A strain, which does not produce the lethal epsilon toxin of potential interest to bioterrorists.

Clostridium sporogenes:

MM31 — NCTC® 532 / ATCC® 19404 / WDCM 00008 — used for media control. PHE recommended strain for media QC (lactose
gelatin medium for ID of C. perfringens lactose negative and gelatin positive).

Enterobacter aerogenes:

MM26 — NCTC® 10006 / ATCC® 13048 / WDCM 00175 — type strain; used in water, paint and adhesive testing.

Enterobacter cloacae:

MMO01 — NCTC® 13380 / ATCC® 23355 / WDCM 00082 — disinfectant control, media testing.
MM51— NCTC® 13406 — PHE recommended strain for QC of AmpC (de-repressed) detection.
Enterococcus faecalis:

MM52 — NCTC® 13379 / ATCC® 51299 / WDCM 00085 — is vancomycin resistant (low-level VanB mediated) and also shows high-
level resistance to aminoglycosides. It is used to confirm methodologies used to detect these resistances are working correctly.
Lancefield group D.

MM17 — NCTC® 775 / ATCC® 19433 / WDCM 00009 — used in water industry and QC. PHE recommended strain for media control.
Fully sensitive. Lancefield group D.

MM18 — NCTC® 12697 / ATCC® 29212 / WDCM 00087 - is fully sensitive to vancomycin and gentamicin. PHE recommended positive
control strain for aesculin test. CLSI, EUCAST recommended media control for sulpha / trimethoprim testing and general
susceptibility testing control. Lancefield group D.




Enterococcus hirae:

MM35 — NCTC® 13383 / ATCC® 10541 / WDCM 00011 — disinfectant control. Used in microbiological assays. Colonies are alpha-
haemolytic on sheep blood agar.

Escherichia coli strains:

MMO02 — NCTC® 12241 / ATCC® 25922 / WDCM 00013 — EUCAST, CLSI, PHE recommended control strain for susceptibility testing
(fully sensitive). Exhibits 2 colony types — the most prevalent type is slightly irregular, smooth and translucent. The secondary type ap-
pears more opaque. It is preferable to maintain cultures on agar as passage in broth can result in a change in MIC levels.

MM57 — NCTC® 13476 — CRE testing control; produces a Class B IMP Carbapenemase.

MM33 — NCTC® 10418 / ATCC® 10536 — (PHE recommended alternative to NCTC 12241) fully sensitive control strain. PHE
recommended positive control for indole test, ONPG test, negative control for oxidase test, PHE recommended negative control for CRE
and ESBL testing.

MM24 — NCTC® 11954 / ATCC® 35218 — beta-lactamase positive strain. CLS| recommended strain for susceptibility testing ONLY for
penicillin / beta-lactamase inhibitor combinations. Sensitive to amoxicillin / clavulanic acid.

MM75 — NCTC® 9001 / ATCC® 11775 / WDCM 00090 — used in water / chemical industry. PHE recommended strain for media QC.

MM93 — NCTC® 12900 / ATCC® 700728 / WDCM 00014 — O157 strain (non-toxigenic). PHE recommended strain for media QC.

MM63 — NCTC® 11560 — beta-lactamase positive strain.

MM38 — NCTC® 12923 / ATCC® 8739 / WDCM 00012 — used in pharmaceutical / water industry. Three colony types: A) Entire, glistening,
smooth and translucent. B) Entire, glistening smooth and opaque. C) Irregular, rough and translucent. The rough colonies appear after
48 hours incubation.

MM34 — NCTC® 13846 — Possesses the plasmid-mediated mcr-1 colistin resistance mechanism gene and is recommended by PHE and
EUCAST as a control for tests to detect this increasingly prevalent resistance, in conjunction with NCTC® 12241 / ATCC® 25922
(Selectrol strain MM02) as a negative control.



Haemophilus influenzae strains:

MM81 - NCTC® 12699 / ATCC® 49247 —is a ‘BLNAR’ strain — (beta-lactamase non-producing ampicillin / amoxycillin resistant). These
strains are important clinically because the susceptibility results obtained using conventional testing procedures maybe misleading in the
case cephalosporins. PHE, CLSI recommended QC strain for susceptibility testing media.

MM98 — NCTC® 11931 — a fully sensitive strain. PHE recommended strain for porphyrin synthesis test, chocolate agar control.

MM100 — NCTC® 8468 / ATCC® 9334 / CCUG 23946 — another fully sensitive strain, which reportedly gives results which are easier to
interpret when Mueller-Hinton medium is used in preference to Iso-Sensitest medium. MIC for amoxycillin is 0.5 mg/I.

MM37 — NCTC® 12975 / ATCC® 49766 — recommended by EUCAST.

Klebsiella strains:
MMO04 Klebsiella pneumoniae — NCTC® 9633 / ATCC® 13883 / WDCM 00097 — type strain. Two colony types may be seen. The
predominant type is entire and opaque. The secondary type is slightly smaller and translucent.

MM83 Klebsiella pneumoniae — NCTC® 13368 / ATCC® 700603 — ESBL-producing strain used as control for ESBL testing. There are
two colony types.

MM55 Kilebsiella pneumoniae — NCTC® 13440 — CRE testing control; produces a Class B VIM-1 Carbapenemase.

MM56 Klebsiella pneumoniae — NCTC® 13443 — CRE testing control; produces a Class B NDM-1 Carbapenemase.
MM58 Klebsiella pneumoniae — NCTC® 13438 — CRE testing control; produces a Class A KPC-3 Carbapenemase.

MM59 Kilebsiella pneumoniae — NCTC® 13442 — CRE testing control; produces a Class D OXA-48 Carbapenemase.

MM88 Klebsiella aerogenes (Raoultella planticola) — NCTC® 9528 — used in water / pharmaceutical industry. PHE recommended
negative control for Tryptone Bile X-Glucuronide agar and Yeast Extract agar.



)

Lactobacillus brevis:

MM76 — NCTC® 13386/ ATCC® 8287 — used in food industry.

Legionella pneumophila serogroup 1:

MMO08 — NCTC® 11192 / ATCC® 33152 / WDCM 00107 — derived from strain isolated from first recognised outbreak of legionellosis in
Philadelphia at the Legionnaires’ Convention 1976

Listeria innocua:

MM92 — NCTC® 11288 / ATCC® 33090 / WDCM 00017 — type strain. Non-pathogenic.

Listeria monocytogenes:

MM87 — NCTC® 11994 / WDCM 00019 — type strain, PHE recommended positive control strain for Listeria detection in food.
Serotype 4b, most common serovar isolated from human infections.

MM48 — NCTC® 7973/ ATCC® 35152 / WDCM 00109 — produces 2 phenotypes, one is beta-haemolytic and virulent, the other non-
haemolytic and non-virulent. Serovar 1/2a.

MM77 — NCTC® 13372/ ATCC® 7644 — used in food microbiology Q.C. Colonies exhibit beta-haemolysis on sheep blood agar.

Neisseria gonorrhoeae:

MM96 — NCTC® 12700/ ATCC® 49226 — has low-level, but clinically relevant, resistance to penicillin — MIC of penicillin is 0.5 mg/I.
PHE recommended control for susceptibility testing — methodology assesses the ability of testing to detect resistance rather than sensi-
tivity; this strain has low-level, but clinically relevant, resistance to penicillin — MIC of penicillin is 0.5 mg/l. Some variation in size and
texture of colonies may be observed. Increased CO: is helpful in growth.

MMO05 — NCTC® 8375/ ATCC® 19424 — is fully sensitive — MIC of penicillin is 0.06 mg/l. PHE recommended strain for media QC.
Proteus mirabilis:

MM43 — NCTC® 13376 / ATCC® 14153 — pharmaceutical / disinfectant / media control.
MM68 — NCTC® 10975 — media control. PHE recommended control for motility test.



Proteus vulgatris:

MMO09 — NCTC® 4175 / ATCC® 13315 — was the type strain, but is atypical and has been recognised as a separate species — Proteus
hauseri — it is used for media control. Colonies are glistening with spreading edges.

Pseudomonas aeruginosa strains:

MM10 — NCTC® 12903 / ATCC® 27853 / WDCM 00025 — is fully sensitive to anti-pseudomonal antibiotics (EUCAST susceptibility test
control). 2 colony types may be observed: A) predominantly flat, spreading edges and rough surface; B) small and compact. Produces
both fluorescein and pyocyanin pigments.

MM65 — NCTC® 10662 / ATCC® 25668 / WDCM 00114 — is fully sensitive. PHE recommended control strain for media control

MM40 — NCTC® 12924 / ATCC® 9027 / WDCM 00026 — used in water industry / disinfectant testing. Colonies on agar plates are entire,
glistening and mucoid with a grainy surface. This strain also produces both fluorescein and pyocyanin pigments.

MM41 — NCTC® 13359 / ATCC® 15442 — used in water industry / disinfectant testing. May produce up to 3 different colony types.
Pyocyanin is not produced.

Rhodococcus equi:

MM97 — NCTC® 1621 / ATCC®6939 / WDCM 00028 — type strain.

Saccharomyces cerevisiae:
MM73 — NCPF® 3178 — PHE recommended strain for food testing and enumeration of yeasts and moulds.

MM50 — NCTC® 10716 / WDCM 00058 — used for QC of culture media and for antifungal susceptibility testing.

Salmonella serotypes:

MM11 Salmonella Typhimurium — NCTC® 12023 / ATCC® 14028 / WDCM 00031 — (1,4,5,12: i: 1,2) Used for media/test QC. This is a
common serotype from animals and from human infections.

The strains listed below are unusual serotypes, used to avoid any chance of confusion with strains commonly found in animals, food, etc,
and are used to control media and detection methods in the food industry:

MM89 Salmonella Poona — NCTC® 4840 — (13,22: z: 1,6) PHE recommended control strain for food testing.
MM84 Salmonella Nottingham — NCTC® 7832 — (16: d: e,n,z15) PHE recommended control for water testing.

Serratia marcescens:

MM12 — NCTC® 13382 / ATCC®8100 — used for disinfectant testing. PHE recommended negative control for indole test. Colonies are
entire, glistening, smooth and translucent. Non-pigmented.
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Staphylococcus aureus:

(A) Fully sensitive:

MM85 — NCTC® 6571 / ATCC®9144 / WDCM 00035 — historically used for susceptibility testing (‘Oxford staph’), but largely
superseded by MM13 as it has unusually low MIC’s and so is unrepresentative of normal range of Staph aureus strains. Sensitive to
penicillin and cefoxitin / methicillin / oxacillin. PHE recommended coagulase, DNAse and catalase positive control.

MM13 — NCTC® 12981 / ATCC® 25923 / WDCM 00034 — used in susceptibility and media testing/QC. Fully sensitive to all anti-
staphylococcal antibiotics (including penicillin and methicillin / oxacillin). It is preferable to maintain cultures on agar as passage in
broth can result in a change in MIC levels. Colonies are circular white to cream, convex to flat in elevation. After 48 hours incubation
a few grey/translucent variants may be noted. Beta-haemolytic on sheep blood agar.

B) Penicillin resistant:

MM14 — NCTC® 12973 / ATCC® 29213 / WDCM 00131 — used for susceptibility testing, especially for automated methodology.
EUCAST, CLSI strain. Sensitive to cefoxitin / methicillin / oxacillin. Penicillin resistant — weak beta-lactamase producer. Colonies are
beta-haemolytic, and a golden-orange colour.

MM30 — NCTC® 7447 / ATCC®6538P / WDCM 00033 — used for susceptibility testing/antibiotic assay, disinfectant testing.
Cefoxitin / methicillin / oxacillin sensitive. Penicillin resistant. Colonies are weakly beta-haemolytic, coagulase positive and beta-
lactamase negative.

(C) MRSA (cefoxitin / methicillin / oxacillin resistant):

MM91 — NCTC® 13373 / ATCC® 43300 / WDCM 00211 (MRSA) — Possesses mecA gene but is hetero-resistant, (so as few as one
per thousand cells demonstrate the resistance) and consequently has low-level cefoxitin /oxacillin/methicillin resistance (4.0 mg/I
MIC of oxacillin, 8.0 mg/l MIC of cefoxitin — methicillin sensitive strains have MIC of 0.12-0.5 for oxacillin and 1-4 for cefoxitin.); it is
used to confirm testing procedures for methicillin resistance are working and provides a more stringent test than testing with an
MRSA which shows homogeneous resistance and has a much higher MIC. This organism will have a zone of inhibition reduced in
size compared to a fully cefoxitin / oxacillin / methicillin sensitive strain (such as MM13). CLSI recommended strain for MRSA testing.
There are two colony types: 1) Beta-haemolytic with a slight yellow tint. 2) Non-haemolytic and white.

MM64 — NCTC® 12493 / WDCM 00212 (MRSA) — possesses mecA gene and shows homogeneous resistance with MIC of >64 for
methicillin, which produces high-level cefoxitin / methicillin / oxacillin resistance. EUCAST recommended strain. Instances have
been reported where loss of the mecA gene has occurred during storage.

D) Other:

MM46 — NCTC® 10788 / ATCC® 6538 / WDCM 00032 — used in pharmaceutical industry for testing disinfectants etc. Usually yellow
pigmented colonies, or can produce a white colonial variant. Beta-haemolytic.




Staphylococcus epidermidis:

MM15 — NCTC® 13360 / ATCC® 12228 / WDCM 00036 — used for media control / antibiotic assay. Colonies are small and beta-
haemolytic.

Streptococcus agalactiae: (Beta-haemolytic Streptococcus group B)

MM16 — NCTC® 8181 / ATCC® 13813 — type strain, used for QC. PHE recommended negative control for aesculin test.

Streptococcus pneumoniae strains:

MM95 — NCTC® 12977 / ATCC®49619 — has low-level, but clinically relevant, resistance to penicillin — this organism is used to
assess detection of resistance rather than sensitivity. PHE recommended positive control for bile solubility test. CLSI, EUCAST
recommended control strain for susceptibility testing. Serotype 19F.

MM19 — NCTC® 12695 / ATCC®6303 — is fully sensitive. Colonies are mucoid and alpha-haemolytic. A few colonies may have an
irregular edge. Serotype 3.

Streptococcus pyogenes:

MM20 — NCTC® 12696 / ATCC® 19615 — used for QC and media testing. Lancefield group A, beta-haemolytic.
PHE recommended blood agar control.

Vibrio parahaemolyticus:

MMO06 — NCTC® 10885 / WDCM 00185 — used for QC of media and ID testing. PHE recommended strain used mainly in the food
industry.

Yersinia enterocolitica:

MM80 — NCTC® 12982 / ATCC® 9610 / WDCM 00038 — type strain, used for media control. Serotype O:8, which is a pathogenic
serotype, commonest in USA.

References:

1 European Committee on Antimicrobial Susceptibility Testing (EUCAST). Routine and Extended Internal Quality Control for
MIC Determination and Disc Diffusion. Version 7.0 - 01.01.2017.

2 UK Standards for Microbiology Investigations. Example Reference Strains for Microbiology Investigations Test Proce-
dures: Bacteriology—Test Procedures | TP 1 | Issue No. 2 1 05.01.2015. Public Health England (PHE).

3 Performance Standards for Antimicrobial Disc Susceptibility Tests: Approved Standard—11th Edition. Clinical and Labora-
tory Standards Institute (CLSI).
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How to use Selectrol®

Always warm the vial to ambient temperature before opening.
Be sure to use non-selective culture media to revive the organisms.

For the more fastidious organisms, such as anaerobes, it is generally better to use agar rather than broth for revival.

=

Place disc on suitable growth Leave disc for a few minutes to
medium such as blood agar liquefy, then spread plate and

incubate to produce isolated

colonies

Obtain a stock culture which can be
used to prepare an inoculum for
biochemical and antibiotic

susceptibility tests

Place disc in a small volume of Allow disc a few minutes to dissolve,
a suitable broth medium such then spread aliquot onto a plate of
as brain-heart infusion suitable growth medium
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Out-of-specification results

Laboratories use Selectrol® for Quality Control of culture media, biochemical identification tests and antimicrobial susceptibility
testing. When a laboratory test result, an MIC or biochemical reaction, is unexpected or out-of-specification, the test should first be
repeated to confirm it; an out-of-specification result is an indication that the testing procedure should be reviewed; it is not, in the first
instance, a sign of a problem with the control organism.

If incorrect results are obtained on retesting, the explanation could be:

. The test procedure was not followed correctly — check standard operating procedures
o There is an instrumentation error — check calibration, mechanical functioning, etc

o There is a problem with the consumables — out of date, incorrect storage, etc

J The culture of the control organism has become contaminated

Technical Support

If no explanation for out-of-spec results can be found, but repeated tests still give unacceptable results, please contact TCS and / or
your relevant reference laboratory or instrument manufacturer for advice. For example, contact AMRHAI at Colindale, London if MIC
results are consistently outside the acceptable range. Please retain any remaining discs of organisms about which you have concerns
so they can be returned to TCS and investigated alongside retained samples.
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Preparing QC and Validation Spikes from Selectrol®

Preparing the spike

- Place a Selectrol® disc in Brain Heart Infusion (BHI) broth* or equivalent, and culture (typically for 18 hours) at the appropriate
temperature for the organism (typically 37°C)

- Assume the count in the broth to be 108 organisms per ml (A)
- Mix and transfer 100 pl of (A) to 100 ml of saline or % strength Ringer’s solution -- (B)
- Mix and transfer 100 pl of (B) to 10 ml of saline or % strength Ringer’s solution --- (C)

- Mix and transfer 100 pl of (C) to your homogenised food sample.

Verifying the inoculum

- Pipette 5 x 10 pl drops from (C) onto each of two agar plates for Miles and Misra counts.

Using the assumptions and dilutions above:

- (A) contains 108 organisms per ml

- (B) contains 10° organisms per mi

- (C) contains 10® organisms per ml

If the Miles and Misra counts indicate that the required count was not achieved:

- If the count was too high by a factor of 10, reduce the volume transferred from (A) to (B) from 100 pl to 10 pl
- If the count was too low by a factor of 10, increase the volume transferred from (A) to (B) from 100 pl to 1 ml.

Keep a record of the correct dilutions for each organism type for future use. You will find that this method is very repeatable.

*Note: BHI broth will work for most of the Selectrol® organisms; however, for fastidious organisms an appropriate culture broth
must be selected, e.g. Fastidious Anaerobe Broth for strictly anaerobic organisms.
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Culture Collections

Cultures of microorganisms have been deposited and subsequently maintained in 589 collections in 68 countries, and many of
the cultures are derived from the same original isolate; the history of each organism, its properties and names of the culture
collections which hold it are detailed in the relevant catalogues and websites.

Some of the organisms have been selected and recommended by expert organisations to be supplied as controls for microbio-
logical tests, and when the identical cultures are present in more than one collection they will have a specific designation for
each, incorporating the abbreviation for the collection and a reference number.

For example:- Staphylococcus aureus NCTC 7447, widely recommended as a control for antimicrobial susceptibility testing, is
held in 30 collections, and consequently the phenotypically and genotypically identical organism has 30 different references,
such as ATCC 6538P, CIP 53.156, DSM 346 and so on.

In an effort to minimise potential confusion and help users find local sources of reference strains, the WFCC and the WDCM
initiated a system that ascribes each recommended QC strain a reference number (WDCM 00001 onwards), cites all collections
that contain it and provides contact details and each collection’s unique reference. For example, the strain of Staphylococcus
aureus NCTC 7447 (Selectrol® strain MM33) mentioned above is designated WDCM 00033.

Staphylococcus aureus \WDCM 00033

AHU 1142; ATCC™ 6538P; BCRC 10451 ; BTCC 209P; BU 395; CCM 2022; CCTM 596; CCUG 1828; CECT 240; CIP 53.156;
CN 3784; CNCTC Mau 28/58; DSM 346; FIRDI 451; IAM 1011; IAM 12082; IEM Mau 28/58; IFO 12732; IFO 3061; IID 671; IMET
10904; JCM 2151; LMG 8195; NCIMB 8625; NCTC 7447; NRRL B-313; OUT 8232; PCI 1209; PZH 8/54; RIMD 3109007; VNIIA
209P;

Products derived from the cultures in the collections should be manufactured using the minimum number of sub-cultures, to
minimise the possibility of alterations to the phenotype due to mutations. Ideally, as in the case of Selectrol®, a single sub-
culture only is used, so the Selectrol® product is a ‘first generation derivative’ of a culture supplied by NCTC, and will be identi-
cal with regard to its properties and suitability for use in QC applications to a culture of the particular organism obtained from
any of the other WDCM listed culture collections.

Every effort has been made to ensure the accuracy of the information in this document, however TCS makes no warranties,
expressed or implied, regarding errors or omissions and assumes no legal liability or responsibility for loss or damage resulting
from the use of information contained within.

E&O.E
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Selectrol Strain Index

Strain Name Designation Code WDCM
Aspergillus brasiliensis NCPF 2275/ ATCC 16404 MM94 00053
Bacillus cereus NCTC 10320/ ATCC 9634 MM21 00001
Bacillus cereus NCTC 7464 / ATCC 10876 MM86

Bacillus subtilis NCTC 10400/ ATCC 6633 MM29 00003
Bacteroides fragilis NCTC 9343 / ATCC 25285 MM44
Campylobacter jejuni NCTC 11351/ ATCC® 33560 MM36
Campylobacter jejuni NCTC 11322 / ATCC" 29428 MM82 00156
Candida albicans NCPF 3255/ ATCC 2091 MM28 00055
Candida albicans NCPF 3179 / ATCC 10231 MM42 00054
Citrobacter freundii NCTC" 9750 / ATCC™ 8090 MM27

Clostridium perfringens NCTC 8237 / ATCC 13124 MM45 00007
Clostridium sporogenes NCTC 532 / ATCC 19404 MM31 00008
Enterobacter aerogenes NCTC 10006 / ATCC® 13048 MM26 00175
Enterobacter cloacae NCTC® 13380 / ATCC® 23355 MMO1 00082
Enterobacter cloacae NCTC 13406 MM51
Enterococcus faecalis NCTC 775 / ATCC 19433 MM17 00009
Enterococcus faecalis NCTC 12697 / ATCC 29212 MM18 00087
Enterococcus faecalis NCTC 13379 / ATCC 51299 MM52 00085
Enterococcus hirae NCTC 13383 /ATCC 10541 MM35 00011
Escherichia coli NCTC 12241/ ATCC® 25922 MMO02 00013
Escherichia coli NCTC" 11954 / ATCC 35218 MM24

Escherichia coli NCTC 10418 / ATCC 10536 MM33

Escherichia coli NCTC® 12923 / ATCC 8739 MM38 00012
Escherichia coli NCTC 11560 MM63

Escherichia coli NCTC 9001 / ATCC 11775 MM?75 00090
Escherichia coli CRE NCTC 13476 MM57

Escherichia coli (mcr-1) NCTC 13846 MM34

Escherichia coli 0157 (non-toxigenic) NCTC 12900 / ATCC™ 700728 MM93 00014
Haemophilus influenzae NCTC 8468 / ATCC 9334 MM100
Haemophilus influenzae NCTC 12975 / ATCC 49766 MM37
Haemophilus influenzae NCTC 12699 / ATCC 49247 MM81
Haemophilus influenzae NCTC 11931 MM98

Klebsiella aerogenes NCTC 9528 MM88

Klebsiella pneumoniae NCTC 9633 / ATCC® 13883 MMO04 00097
Klebsiella pneumoniae NCTC 13368 / ATCC 700603 MM83

Klebsiella pneumoniae CRE NCTC 13440 MM55

Klebsiella pneumoniae CRE NCTC" 13443 MM56

Klebsiella pneumoniae CRE NCTC" 13438 MM58




Selectrol Strain Index

Strain Name Designation Code WDCM
Klebsiella pneumoniae CRE NCTC 13442 MM59
Lactobacillus brevis NCTC" 13386 / ATCC" 8287 MM76

Legionella pneumophila serogroup 1 NCTC" 11192 / ATCC 33152 MMO08 00107
Listeria innocua NCTC 11288 / ATCC 33090 MM92 00017
Listeria monocytogenes NCTC" 7973 / ATCC 35152 MM48 00109
Listeria monocytogenes NCTC 13372 ATCC 7644 MM77

Listeria monocytogenes NCTC 11994 MM87 00019
Neisseria gonorrhoeae NCTC® 8375/ ATCC 19424 MMO5

Neisseria gonorrhoeae NCTC" 12700 / ATCC" 49226 MM96

Proteus mirabilis NCTC 13376 / ATCC 14153 MM43

Proteus mirabilis NCTC" 10975 MM68

Proteus vulgaris NCTC® 4175/ ATCC 13315 MMO9
Pseudomonas aeruginosa NCTC" 12903 / ATCC® 27853 MM10 00025
Pseudomonas aeruginosa NCTC 12924 / ATCC’ 9027 MM40 00026
Pseudomonas aeruginosa NCTC 13359 / ATCC 15442 MM41
Pseudomonas aeruginosa NCTC 10662 / ATCC 25668 MM65 00114
Rhodococcus equi NCTC 1621 / ATCC 6939 MM97 00028
Saccharomyces cerevisiae NCTC 10716/ ATCC 9763 MM50 00058
Saccharomyces cerevisiae NCPF 3178 MM73

Salmonella Nottingham NCTC® 7832 MM84

Salmonella Poona NCTC" 4840 MM89

Salmonella Typhimurium NCTC 12023/ ATCC' 14028 MM11 00031
Serratia marcescens NCTC" 13382 / ATCC" 8100 MM12
Staphylococcus aureus NCTC 12981 / ATCC 25923 MM13 00034
Staphylococcus aureus NCTC 12973 / ATCC 29213 MM14 00131
Staphylococcus aureus NCTC 7447 / ATCC' 6538P MM30 00033
Staphylococcus aureus NCTC 10788 / ATCC 6538 MM46 00032
Staphylococcus aureus NCTC 6571 / ATCC 9144 MM85 00035
Staphylococcus aureus (MRSA) NCTC 12493 MMe64 00212
Staphylococcus aureus (MRSA) NCTC® 13373 / ATCC® 43300 MM91 00211
Staphylococcus epidermidis NCTC 13360 / ATCC 12228 MM15 00036
Streptococcus agalactiae NCTC 8181/ ATCC 13813 MM16
Streptococcus pneumoniae NCTC 12695 /ATCC 6303 MM19
Streptococcus pneumoniae NCTC 12977 /ATCC 49619 MM95
Streptococcus pyogenes NCTC 12696 /ATCC® 19615 MM20

Vibrio parahaemolyticus NCTC 10885 MMO06 00185
Yersinia enterocolitica NCTC" 12982 / ATCC" 9610 MM80 00038
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Selectrol Strains Listed by WDCM Number

WDCM Strain Name Designation Code

00001 Bacillus cereus NCTC® 10320 / ATCC® 9634 MM21
00003 Bacillus subtilis NCTC 10400 / ATCC® 6633 MM29
00007 Clostridium perfringens NCTC" 8237 / ATCC® 13124 MMA45
00008 Clostridium sporogenes NCTC 532/ ATCC 19404 MM31
00009 Enterococcus faecalis NCTC' 775 / ATCC’ 19433 MM17
00011 Enterococcus hirae NCTC 13383 /ATCC® 10541 MM35
00012 Escherichia coli NCTC 12923 / ATCC 8739 MM38
00013 Escherichia coli NCTC® 12241/ ATCC 25922 MMO02
00014 Escherichia coli 0157 (non-toxigenic) NCTC 12900 / ATCC 700728 MM93
00017 Listeria innocua NCTC® 11288 / ATCC 33090 MM92
00019 Listeria monocytogenes NCTC 11994 MM87
00025 Pseudomonas aeruginosa NCTC" 12903 / ATCC 27853 MM10
00026 Pseudomonas aeruginosa NCTC 12924 / ATCC 9027 MM40
00028 Rhodococcus equi NCTC 1621 / ATCC 6939 MM97
00031 Salmonella Typhimurium NCTC® 12023/ ATCC® 14028 MM11
00032 Staphylococcus aureus NCTC 10788 / ATCC 6538 MM46
00033 Staphylococcus aureus NCTC 7447 / ATCC 6538P MM30
00034 Staphylococcus aureus NCTC 12981 / ATCC 25923 MM13
00035 Staphylococcus aureus NCTC 6571 / ATCC 9144 MM85
00036 Staphylococcus epidermidis NCTC 13360/ ATCC' 12228 MM15
00038 Yersinia enterocolitica NCTC® 12982 / ATCC 9610 MM80
00053 Aspergillus brasiliensis NCPF 2275/ ATCC' 16404 MM94
00054 Candida albicans NCPF’ 3179 / ATCC® 10231 MM42
00055 Candida albicans NCPF 3255 / ATCC® 2091 MM28
00058 Saccharomyces cerevisiae NCTC® 10716/ ATCC 9763 MM50
00082 Enterobacter cloacae NCTC" 13380 / ATCC® 23355 MMO1
00085 Enterococcus faecalis NCTC® 13379 / ATCC 51299 MM52
00087 Enterococcus faecalis NCTC" 12697 / ATCC' 29212 MM18
00090 Escherichia coli NCTC 9001 / ATCC" 11775 MM75
00097 Klebsiella pneumoniae NCTC" 9633 / ATCC 13883 MMO04
00107 Legionella pneumophila serogroup 1 NCTC 11192 / ATCC 33152 MMO08
00109 Listeria monocytogenes NCTC® 7973 / ATCC® 35152 MM48
00114 Pseudomonas aeruginosa NCTC" 10662 / ATCC 25668 MM65
00131 Staphylococcus aureus NCTC 12973 / ATCC 29213 MM14
00156 Campylobacter jejuni NCTC 11322 / ATCC™ 29428 MM82
00175 Enterobacter aerogenes NCTC 10006 7/ ATCC 13048 MM26
00185 Vibrio parahaemolyticus NCTC 10885 MMO6
00211 Staphylococcus aureus (MRSA) NCTC 13373 / ATCC' 43300 MM91
00212 Staphylococcus aureus (MRSA) NCTC 12493 MMe64
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d)enepa.nbu(;e rocyaapcTeeHHoe GroaxeTHOe yupexaeHue « HayuHblil HeHTp 3KCnepTU3b
HayLIHblﬁ LEHTp cpeacTB MeAMUHMHCKOr0 NpUMeHeHusd» MUHHCTEPCTBA 31PAaBOOXPAHCHHUS
i\ : Poccuiickoit @enepaunin  (PIBY «HIIDCMIT» Munsapasa Pocenn)
"'J 3KCNEepTU3b CPEACTE IOpuanueckuii anpec: 127051, r. Mocksa, [Tetposekuii Oynbsap, A. 8, Ten. (495) 625-43-48, 625-43-42
MEAWUMHCKOrO NPUMEHEHUA  dakruueckuii anpec: 119002, r. Mocksa, nep. Cusues Bpaxex, 4. 41, ctp. 1,3,

Ten. (499) 190-18-18, 206. 64-55, 8(499)252-75-59

_ TACHOPT }
®APMAKOTEWHBIV CTAHJAPTHBIA OBPA3EI]
rOCYJAPCTBEHHO# ®APMAKOIIEM POCCHVCKOW ®EAEPALIN

(oTpaciieBoii)

CTAHIAPTHBINA OBPA3EI]
COJIEPXAHUS AHTAAJTb®ACTAPUIOJIU3NHA

®CO 3.1.00342 (OCO 42-28-342)
CEPHSI: 041-110722

1. HASHAYEHUE: dapmakorneiinpii crangapTasiit obpasen (©@CO) npenHasHaueH I ONPEACIICHUS
aHTHATE(ACTAQUIONM3KHA B CHIBOPOTOYHEIX Iperaparax KpOBH YENOBEKA M XMBOTHBIX, & TaKXKe A
OIpe/IeTIEHHs JIMMHTA TEMOIMTIHYECKOTo AekcTBus (Lh) cTaQunoKokKoBOro TOKCHHA.

2. ATTECTOBAHHASI XAPAKTEPUCTHKA: conepxanue antnanbdacradpunomsuna 21 ME/mi,
pacIIHperHas HeompeeleHHocTs: £1 ME/mit (kosguuuent oxsara 2, ypoBeHb I10BEPUS 95%,).

3. OIIMUCAHME, JOIIOJHUTEJILHBIE CBEJEHUS: ®CO mpexcrasiser coboi OYHIICHHYIO
KOHIIEHTPUPOBAHHYIO JTHO(HIIH3HPOBAHHYIO CBIBOPOTKY JIOIIAaH, UMMYHU3UPOBaHHOM
CcTa(UIOKOKKOBEIM aHATOKCHHOM, CONEpXallylo aHTHTeNna K aitbbacrapuiomusuny. ConepxaHue
aHTHAIbhacTAbUIONI3MHA ONPEENICHO IPU CPABHEHHH ¢ MEKIyHapOIHBIM CTaHIAPTHBIM 00pasIoM -
International Standard for Staphylococcus Alpha Antitoxin Equine NIBSC B peaxkuwnn He#Tpanusaluu
- FEMOJIUTHYECKUX CBOMCTB CTadMIOKOKKOBOTO alb(paTOKCHHA CHENU(PUUECKUMH aHTUTETIAMH.

4, IOPSIIOK IPUMEHEHMS: B cootserctauu ¢ OPC.1.8.2.0008.15 I'® POD.
5. KOMILIEKT IIOCTABKM: 1 ¢nakon o 10 mi, macmopt Ha ®CO.

6. YCJIOBUSA XPAHEHHS W TPAHCIIOPTUPOBAHUA: ®OCO npomkeH XpaHUTBCS IIpU
temmeparype oT 2 mo 8 °C B 3alMIIEHHOM OT CBETa MecTe. TpaHCIOPTUPOBAHHME BCEMH BUJAMU
KPBITOrO TPAHCIIOPTa [pK TeMiepaType He Boiuie 8 °C B TeueHHe 5 CYTOK.

CrabWIbHOCTh 3HAYEHWH AaTTeCTOBAHHOM XapaKTepuCTMKH B TedeHue cpoka rogsocty OCO
rapaHTHPYeTCs IPX COOMIONCHUH YCIOBHH TPAHCIIOPTUPOBAHUS, XPAHEHUS U ITOPSA/IKA IPUMEHEHHS.

7. TPEBOBAHUSA BE3OIIACHOCTHU: wmarepuan @OCO mnpenHasHaued s J1abOpaTOPHBIX
UCTIBITAHWHN U He IpeJHa3HaYeH IJIs BBEACHHUS JIIOASIM.

8. TATA BBIITYCKA: 11.07.2022 1.
9. CPOK TOMHOCTH: 11.01.2024 1. &% = .

OI'bY «HIIOCMII» Munznpasa Pocqym'_

%ﬂ&/ B.II. bonnapes
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NACTIOPT 1692

Ten. (499) 193-30-50, (499) 190-44-59, dpakc: (499) 190-66

Ha6op peareHTOB 4151 onpenenieHusi ypoBHs aHTManbcacTachmnonmaux
CbIBOPOTOYHbIX Npenaparax KpoBu yenoseka «TOKCUH CTachnNOKOKKOB

Cpok ronHocTH

Jarta nsrotosneHus

O6beMcepuun 88 amnyn
AHanua BeinonHeH no TY 21.20.23-001-01894956-2018.

AnarHocTu4eckl

40 06.2024
06.2022

Ne HaumeHoBaHue Tpeboanus no HI PesynbTatbl KoHTponst OKK
nn nokasarenemn
1 Onucaxve MpospayHas XUAKOCTb XenToro upeta 6e3 nocTopoHHMX BUAMMBIX.| [Mpo3payHas XuakocTb XenToro ug
6e3 NOCTOPOHHUX BUANUMBIX.
o | O6bem He MeHee HOMWHaNbHOrO. CooTtBeTcTBYET
COAepPXUMoro
nepBUYHOM yNakoBKu
CrtepunbHoCTb JonxeH 6bITb CTEPUBHBIM. CrepuneH
4 | AHanutuyeckas Hewtpanusauus reMonMTU4eCcKnX CBOMCTB TOKCUHA TO/TbKO CoortBetcTByeT
crneunguYHoOCTb creumrYeckUMY aHTUTeNnamMm (aHTuanbacTaunonnauHom)
6 | AHanutuyeckas Mpeaen o6HapyXeHus (Lh nuMuT remonnTUYecKoro NencTaus) 0.16
YyBCTBUTENIbHOCTb cTachunokokkoeoro TokcuHa ot 0,1 0o 0,2 mn.
7 | MpowasoacTeeHHbIN | [ns usrotosneHus peareHTa «TOKCUH CTAPUIOKOKKOBbIN CooTeeTcTBYeT
wramm JAuarHocTuyeckuii» ucnonbayioT wramm Staphylococcus aureus 015
13 FocyRapCTBEHHOW KONNEKLMM MaToreHHbIX MUKPOOPraHu3MosB,
Poccus (Ne nenoauta 201064). Wramm xpanutesi B PrbY
«HUSCMI» Munaapasa Poccuu v npeacTasnsieT coboi
rpamrnonoXuTenbHbie KOKKU NpasuibHOM WapoBUaHON dhopMbl
nuametpoMm 0,5 - 1,0 pkM, iBNsieTCs KoarynasononoXuTernbHbiM v
reMonusupyeT SpUTPOLIMTbI KPONvKa, MpY Ky b TUBMPOBAHUN Ha
XUOKUX NuTaTenbHbIX cpefax o6pasyeTtcst 8K30TOKCUH
CTadUIOKOKKOBbIN (CUH.: anbda-TOKCWH, TOKCUH
CTaOUNOKOKKOBbIN, anbdacTtatunonnanH).
g | Ynakoska Ynakoska - no 20 unu 25 unu 30 unv 35 mn 8 amnynsl WM no OCT CooTtseTrcTByeT.
64-2-485-85 unu ALUH ¢ konbLoM Uy Toukoi nanoma no TY 9462-
001-83426370-2012 nnu aHanorvyHble no ceoicTeam o6bemom 20
unu 25 unu 30 unu 35 Mn ua ctekna mapkn HC-1, AB-1, HC-3 no
FOCT 19808-86 1 HGB 1 rugponuTuyeckoro knacca no FOCT
33202-2014. 1 amnyny ynakoBblBaloT B METaNNN4YecKnii KOHTeAHep
BbicoTOM 18,0 cM/auameTpom 4,0 M nnw BeicoTow 18,0 cM/
anameTtpoMm 6,0 cM. B KoHTeilHep BKNaabiBaloT MHCTPYKLWIO MO
npUMeHeHuto 1 nacnopT. Fpynnosas ynakoska 1 TpaHCrnopTHas
Tapa LoNxHbl cooteeTcTBOBaTh FOCT 17768-90. Metannuyeckune
KOHTelHepbl yknagbisaioT B swwyk no FOCT 9142-2014 n3
rocppokaptora no FOCT P 52901-2007.
9 Mapkuposka Ha amnyny HakneusaioT aTukeTky U3 6ymarv nucyeit FOCT 18510- | CooTteetcTsyer.

87 unu u3 Bymarv aTvkeTo4Hoi no FOCT 7625-86 ¢ 4eTko
BbINONHEHHOM, HECMbIBAEMOV MapKUPOBKOW C YKa3aHWeM: TOBapHOro
3HaKa U3roTOBUTENS; COKPAUEHHOro HaumeHoBaHus PeareHTa
(«TokcuH CTagMNOKOKKOBbIA AUarHOCTUYECKMUiA»); HoMepa cepuu
(«Cepuisi Ne XX»); natbl narotosnexus («flarta usrotoeneHuns
XX.XXXX»); cpoka roaHocTu («"oaeH Ao XX.XXXX»); ycnosui
XpaHeHusi; akTusHocTy (Lh) TokcuHa («Lh TokcuHa X.XX»); o6 bema
PeareHTa («O6beM XX Mn»); 3Haka «Buonornyeckuin puck»; sHaka
CTEepUNbHOCTU. MpaBbiii HUXHUIA Yron 3TUKETKU AOMONHUTENbHO
MapKupoBaH KpacHbIM LIBETOM. Ha KOHTeHep HakneuBatoT 3TUKeTKY|
13 Bymaru nucyeit TOCT 18510-87 unu n3 Gymaru sTUKeTO4HO no
[OCT 7625-86 ¢ ykazaHVeM: HauMeHOBaHUsl U3roTOBUTENS U

TARANUArA AHAara MArNTARUTANG® - NN NKUURCKOro anbeca



COKpaLeHHOro HanMeHoBaHus PeareHTa; HoMepa TexXHUYECKMX
yCnoBwit; Homepa cepun («Ne cepum XX»); aktuBHocTu (Lh) TokcuHa
(«AKTUBHOCTb (Lh) X.XX Mn»); aatbl uarotosnenus («ara
naroToBneHus XX.XXXX»); cpoka roaHocTu («IoaeH 4o
XX.XXXX»); o6bema PeareHta («O6bem XX Mn»); ycnosui
XpaHeHusi U TPaHCNOPTUPOBaHWUS; 3HakoB «Buonorudeckuit puck»,
«OcTopoxHo! OBpaTnTech K MHCTPYKLUM MO NPUMEHEHWIO»
WTPUXOBOro KOAa; NPeaynpeanTenbHbIX HaAnUcen «XpaHuTb B
HeJOCTYMHOM AN aetei Mecte», «3aMopaxusaHue He
nonyckaeTcsi», «[lns MHOroKpaTHOro UCrnonb3oBaHus »; MNpasbiit
HUXHWIA Yron 8TUKeTKW JONONHUTENbHO MapKMpPOoBaH KPacHbLIM
useToM. KoHTeliHep oneyatbiBatoT neyvarbio OBTK, ncnonbays
nnacTunuH pasHoro useta (OCT 6-15-1525-86).

10 | Cpok rogHocTu 2ropna 2ropna
11 | TpaHcnopTupoBaHue| PeareHT TpaHcnopTupyloT B cooTeeTCTBuM ¢ Cf1 3.3.2.3332-16 npu CooTBeTcTBYET.
Temnepa-type o1 2 °C o 8 °C. 3amopaxusaHu1e He A0MycKaeTcs.
12 | XpaHeHue PeareHT xpaHsaT B cooTBetcTumn ¢ Cl 3.3.2.3332-16 npwu CooTeetcTayer.
Temnepatype o1 2 °C 0o 8 °C B CyxoM, 3alluLeHHOM 0T cBeTa
mecTe. PeareHT XxpaHaT B HeAOCTYNHOM AN AeTeit mecTe.
3amopaxuBaHue He [onycKaeTcs.
3aknioyeHue: npenapart cooTeeTcTByeT TpebosaHusm TY 21.20.23-001-01894956-2018. ﬂ/ o
Ly ok 2022, /' 3am. HayanbHuka OKK r/{% M. 10. YepH)
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cepusNe 275

J6bvem cepun

NACIOPT 849

(®Pununan "Menraman" ®rby “HULLOM um. H.d. Famanen” MwHappasa Poccum)
Ten. (499) 193-30-50, (499) 190-44-59, chaxc: (499) 190-66-71

AHaTOKCHH CTacPUNOKOKKOBbI OUYULLLEHHbI A agcopbupoBaHHbIN
PeructpauvorHoe yaoctoseperne P NO00649/01 ot 28.07.2008 (Oata nameHeHus

Cpok roaHocTn

Larta narotosneHus

600 ynakoBok

\Hanu3 soinonHeH no PN000649/01-280708, nam. Ne 1, 2, 3,4, 5, 6.

19.08.18)

ao 11.21

10.19

¥ | HaumeHosaHue Tpe6osanus no HL PesynbTarsl kKoHTponsi OBTK
in nokasareneu ;
1 Onucanue PasHomepHas cycrieHauns 6enoro useTa ¢ XenTosatom OTTeHKoM, | PaBHomepHas cycneHans 6enoro useta
pasaensiolasncs Npu CTOAHUM Ha NPO3paYHyIo HaA0caa0uHYIo C XentoBaTtbiM OTTEHKOM, 0Ca0K,
KMAKOCTb 1 HEKHbIN PbIXNbIA 0Caa0kK, pasbusaeTtcs npy 06pasyowuics Npy cTosHWM,
BCTPAXMBAHUN, ; NONHOCTbIO pasbusaeTcs Npw
BCTPAXVBAHUN,
2 MonnuHHocTb LonxeH Bbi3biBaTh 06pa3oBaHne aHTUTEN K TOKCUHY BbigbiBaeT 06pazosaHve aHTUTEN K
CTaPnIOKOKKOBOMY. TOKCWHY CTachUNOKOKKOBOMY.,
3 HomuHanbHeii He MeHee HoMWHanbHoro. 1mn
06bem
4 FepmeTusauna AMMY bl [ONXHbI BbITh FEPMETUYHBI AMnNynbl repMeTnyHbI.
5 pH 01620074 6.67
6 | HAucnepcHoctb Or06m014 1.37
7 Paamep vacTuy LonxeH cBo6oaHO NPOXoauTL B wnpuvy vyepes urny Ne 0840. CB06OAHO NPOXOANT B WNPWLY yepes
nrny Ne 0840,
8 Bpems Mocne BCTpAXMBaHMS He NONXEH paccnansaTbes & TeyeHune 2 lMocne scTpsixusanws He paccnavieaeTtcs
CEANMEHTALMOHHON MUHYT. B T@YEHUE 2 MUHYT.
YCTOMYNBOCTH
9 CrepunbHocTb LonxeH BbiTb cTEpUNbHBLIM CrepuneH
10 | TokcuyHocTb LlonxeH 6bITb HETOKCUYHbIM Hetokcuuen
11 | Cneundounueckas HonxeH 6biTb 6e38peHbIM Besspenen
6e3BpenHOCTDL
12 | Cneundonyeckas He meree 3 ME/mn aHTuanbhacTaunonnsnHa 13,3 ME/Mn
aKTUBHOCTb
13 | Monuota copbummn | Cop6uns CTagoMNOKOKKOBOr0 aHaTOKCUHA A0/XKHA BbITb NONHOM. Copbuumst nonHas.
14 | @opmanbaerug He 6onee 0,003 % 0.0005 %
16 | lNpoussoncTBeHHLIN Staphylococcus aureus 015, Ne genoauta 201064 B Konnekumm Staphylococcus aureus 015, Ne
wramm DPIrYH rMCK mm. N.A.Tapacesuya). nenosuta 201064 B konnekumm OIYH
"'MCK wum. J1.A.Tapacesuya).
17 | Fenb aniomuHus AntoMuHmii ot 0,9 no 1,3 Mr/mn. 0.96 Mr/mn
ruapokcuaa
18 | Meptuonst Ot 80 no 120 mkr/mn. 89 mkr/mn
19 | Ynakoska Mo 1.0 mn B amnynel WM-2 u3 crekna HC-2 nnn HC-3 ¢ konbuom unu| Mo 1.0 Mn 8 amnynbl Tuna WMN-2 ¢
To4Ykon nznoma no OCT 64-2-485-85: 10 amnyn B nayke (tun 1-1, KONbLUOM 1 ToYKom nanoma no OCT 64-2-
nosuuws 4 no P [l 42-28-36-90) na KapTtoHa kopoboyHoro no FOCT 485-85; no 10 amnyn B nauke ua KapToHa
7933-89. B nauyky Bknanbisaior VHCTPYKLMIO N0 NPUMEHEHWI0. KOPOBOYHOI0 C UHCTPYKLIEN o
TpaHcnopTHas Tapa no FOCT 1 7768-90. npumMeHeHnto. TpaHcnopTHas Tapa no
"OCT 17768-90.
20 | Mapkuposka Ha amnyne ykasbisaioT cokpawenHoe HaumeHoBsaHve npeanpusTus-| Ha amnyne ykasaHo! COKpauieHHoe

usrotosutenst (MELrAMAJ), cokpatweHHoe Ha3BaHwve npenapara -
(Anar. ctacbun. oyuuy. afcopb.), Homep Cepuv 1 naTy U3roToBneHns,
06beM B M1, KONNYECTBO 403, Konm4ecTBo Mn B 103€, CPOK
FOAHOCTY, NpeaynpeanTenbHyIo HaaNUch “Betpaxveate”. Ha nauke
yKasbiBaloT HanmMeHosaHne NPeAnpPUATUSA-U3roTOBUTENS, NOYTOBbIN
aapec, renedoH, hakc, HassaHne npenapara, nekapcTBeHHyio
opmy, Homep cepun Aary USroToBNeHns, cpok roaHoOCTY,

HanMeHoBaHve npeanpuaTus-
narotosutens (MEACAMAN),
COKpauleHHoe Ha3BaHue npenapara -
(AHar. cTacbun. oymLy, ancopb.), Homep
Cepun n fnarta uarotosneHus, obvem s
MJ1, KONIMYECTBO 003, KONMMYECTBO MA B
003€e. CDOK ronHocTA




KONM4ecTBO amnyn, o6bem B Mn B amnyne, akTueHocTb (EC) B
amnyne, KOAMYECTBO A03 B amnyne, [03a v KONn4ecTso 403 B
ynakoBKe, BelWwecTsa, BHOCUMbIE B Npenapar, yCnoBus XpaHeHus,
pervcTpaunoHHbIn HOMEp, AaTy perncTpaunuy, HOMep NNUEH3NN 1
CPOK e€ AencTend, Wrpux-kof. MpenynpegutensHole HagNUcw:
"CTepnnbHO", "XpaHuTb B HELOCTYNHOM ANns feTe mecTe", ‘Tlepea
BBEAeHMeM BCTpaxmeath”, "Ilns neyebHo-npodhnnak Tn4eckmx
yupexaeHuin". MapkupoBKy rpynnoBoi v TpaHCrNopTHOM Tapbl No
P 42-1100/1440-99-113 n TOCT 14192-96. Ha TpaHCMopTHYI0
Tapy HaHocAT npeaynpeaunTenbHble Haanuen: "CTEKO",

"BUNOMPEMAPATbBI", "BAMOPAXUBAHUE HE OOMYCKAETCSH".

npenynpeavTensHas Haanucb
“BetpsixvBaTth”. Ha nayke ykasaHbl
HavMeHoBaHWe NpeLanpuaTUs -
N3roToBUTENS, NOYTOBLIN aapec,
TEeNnedoH, hakc, HassaHue npenapara,
nekapcreeHHasa hopma, HoMep cepun n
fara uaroToBneHns, CPOK rogHoCTH,
KONMYeCTBO amnyn, o6 bem B Mn B
amnyne, aktusHocTb (EC) B amnyne,
KONMYeCTBO A03 B amnyne, 103a u
KONMMYEeCTBO 03 B yNakOBKe, BELeCTBa,
BHOCWMbIE B Npenapar, ycnosus
XPaHEHWUs, PErncTpaunoHHbIA Homep,
hara perucrpauum, HOMep NMULEH3NN 1
CPOK €€ NevcTBus, WTPUX-Koa.
[penynpennTenbHble Hagnmuew:
"CtepunnbHO", "XpaHnuTb B HEJOCTYMHOM
ans peren mecte”, ‘lNepen seeaeHuem
BCTpsAxmBaTth”, "na neyebHo-
NPOOUNAKTUYECKNX YUPE X AeHNIA".
MapkunpoBkv rpynmnoso u
TpaHcnopTHoWM Tapel no P 42-
1100/1440-99-113 n FOCT 14192-96. Ha
TPaHCMOPTHYIO Tapy HAHOCAT
npenynpeavuTenbHble Haanucu:
"CTEKNO", "BUOMNPENMAPATbI",
"3AMOPAXVBAHWE HE
JOMYCKAETCSHA".
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Cpok rogHocTu
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CEPTUOUKAT COOTBETCTBHA

HA MPOAYKIMIO, BKAIOYEHHYIO B e AHHBIA NIePEeYeHbd NPOAYRIHH,
noasexamei ofssareason cepruduKaim

No POCC RU C-RU.OMI3.A.00360/19

Cpox aencrersic  25.11.2019 g

o 0076048
Op]g%g {E&)lﬁﬂ)w ez}él;;gnibuoro TOCYIapCTBEHHOTO B0 KETHOTO yqpei{sz(eum "Hayunbtit uestp
- ORCTICPTH3BI CPEICTB MEAMUMHCKOrO npuMeHenna” MunucTepersa 31paooxpauenus Poceniickoli Genepauun.
127051. POCCHA, ropon Mockea, 6-p. Ietposckui, 1. 8, crp. 2, 3; 119002, POCCHJL. ropoa Mocksa,
nep. Cusues Bpaex. 1. 41, crp. 1; 121002, POCCHSL, ropon Mocksa, niep. [Taothukor, 1. 17/39, crp. 3.
Teaedon +74991901818. +74992419463. dakce +74956254350.

BME{"T%}&BM um. H.®. INamanen” Munsapasa Poccun ;
(duaman "Mearaman” OUBY "HULIDM um. H.O. Mamanen"” Munzapasa Poceun). Pocens.
Anapec: 123098, r. Mocksa, yn. Famanen, 1. 18,

Teaedon (499) 193-30-50, dakc (499) 190-66-71.

. “%{,,‘ﬂgﬂﬁﬁ%bw H.d. Tamanen” Munsapara Poccun

{huaman "Mearaman” OIBY "HHLIDM uv. H.D. Namanen” Munsapasa Poccuu), Poceus.
Axpec: 123098, r. Mocksa, yi. IN'amanen, 1. 18.

HHH 7734013214, koA OK
| AAY : O}( 034-2014
!T.K}:aédnﬂpg{ad;moxoxxosbm OYMLIEHHBIH a/COPOUPOBAHHBIN, CYCTeH3Hs (KITEC 2008) (OKTI/I 2)
L79 FIOAKOKHOrO BBeAeHms (amnyia) 1.0 ma x 10 (navka KapToHHas). 21.20.21.126
Perucrpaumontoe ynocrosepenue Ne P N000649/01 or 28.07.2008 . : :
aara savenst 19.03.2018 ., sriaanioe Mumsapaeom Poceun, 2. koA THBIA
Cepua 275. Cpok roasoctu: 10 11.2021 r,
Haprua 600 ynax.

C ()()TBETCTB)’E T TPEBOBAHHUAM HOPMATUBHDBIX AOKYMEHTOBRB
P N000649/01-280708, Usmenenus Ne 1,2,3.4, 5. 6.

CEPTHUOHKAT BHIAAH HA OCHOBAHHH
. iporoxona uenbirauni No C1500/UTTK/19 o1 22.11.2019 r. UcnibiTatensHoro UEHTPA IKCIICPTHIBI KauecTBa

MEIHUMHCKIX MMMYHOGHOZIOTHYECKHX NPENapaTos deepaibHoro rOCY1apCTBEHHOIO BIOKETHOTO YUPEskKIEH S
A HTHSTRPCTBA 3/ApaBOOXpaHeHis PoceHitcKoi
S

“Hayunsiit HeHTP SKCNEPTH3BI CPEACTB MEAHIMHCKOrO MPUMEHCI,

Deaepaimy, aTrecTar aKKPeIUTaLUK per. No RA.RU.21®JI3, 6 oapec: 119002, POCCH S,

GUITHAI
«Menramain»
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OT'BY "HULIOM um. H.O. I'amanen" Munsnpasa Poccuu
(dunman "Menraman” ®IBY "HULIOM um. H.®. T'amanen” Munsspasa Poccum)

Pocewus, 123098, r. Mocksa, el (499) 193-30-50, (499) 190-44-59;
yi. lamanen, 18; daxc (499) 190-66-71.
VTBEPXJIAIO

I'naBHeii rocynapcrsennpIii CaHUTAPHKIH Bpay
Poccutickoit ®eneparyu
I'T". Ounmenko

«20» _ nexabps 2007 r.
Ne_ 01-11/229-07

HHCTPYKIHA IO MIPUMEHEHUIO
AHATOKCHHA CTA(HIOKOKKOBOr0 0YHIEHHOr O aacopbupoBaHHoOro

Jlexapersennasn popma. Cycriensus s TIOIKOJKHOTO BBEIEHMUSL.

AHATOKCHH CTa(UI0KOKKORbII OYHUICHHBIH A1COPOHPOBAHHBII PEACTABIIAET COBOM TOKCHH
CTa(pUIOKOKKOBEII 00e3BpeKeHHbIH hopMaTnHOM 1 TEILIOM, OYMIICHHBIH OT GaNIacTHBIX GelKoB,
aICOPOMPOBAHHEIA Ha refle ATOMUHHS THIPOKCHIA. ;

[penapar npeacrasnser cooii PABHOMCDHYIO CYCNEH3MIO GEloro IBeTa C KeTTOBATHIM
OTTCHKOM, PasfeIsIONyIOCs NIPH CTOSHHH HA TIPO3PAYHYI0 HANOCANOYHYIO KUAKOCTE U HEKHEIN
PBIXJIBIH OCAI0K, TTOTHOCTRIO pasbusatoutuiics npu BCTPSAXHBAHMH.

B 1,0 Mz ipenapara coxepxures 10 EC (2 no3s1) cradunokokkosoro aHATOKCHMHA, AMOMHHUIA
(copbent) — ot 0,9 10 1,3 MI, MEPTHOJIST (KOHCEPBAHT) — oT 80 10 120 MKT.

DapmakoTepaneBTHueckas rpynna: MUBIT

I/Immynonoruqeqlgqg cBoiictea. Ilpn  BReAcHUH IpETIapaT  BI3BIBACT 0Opa3oBaHMe

- CHeNM(PUIECKUX aHTHTE K IK30TOKCUHY CTa(HIIOKOKKOBOMY Lod

Iloxasauus k npumenenuio.

- lpodunakruka crahunokokkospix MH(EKIMHN Y JIMI C TIOBBIIIEH HBIM puckoM 3aboJieBanus -
[POMBIILICHHBIE H CEJIbCKOXO3AHCTBEHHBIE paboune, TIOABEPTralOILMECs 110 POIY CBOEH AeSTENBHOCTH
HacTOMy TPABMATH3MY, & TAlkKe y GONBHBIX, KOTOPHIM TIPEACTOAT IUIAHOBBIE ONEPALIUH.

- HWmmysmwsauus  nomopos ¢ menmio MOY4CHHA aHTHUCTAPUIOKOKKOBOM TU1a3MBl M
AHTUCTADUIIOKOKOBOro UMMYHOII00YJIMHA.

Tporusonokasanus. Hporusonokazauusmu s NPUMEHEHH S AHATOKCUHA
CTa(uI0KOKKOBOrO  OYMIEHHOrO a7COPOUPOBAHHOTO  SIBIISHOTCH: OCTPBIC  MH(EKUMOHHBIE U
HEUH(EKUMOHHBIE 3aboneBanus, o6ocTpeHue XpOHMYECKHX 3a0oneBanuii (MpUMEHeHHE npernapara
BO3MOXHO HE paHee, YeM 4Yepe3 Mecsi [ocie BBI3/IOPOBIICHYS HIIM DEMHCCHHM); XPOHHYECKHE
3a001€BaHusT B craaum ACKOMICHCALMHK; CHIIBHBIE AIIEPIUYECKHE pEeakluu Ha UILEBEIE,
JICKAPCTBEHHBIC W JIPYrHE  ReIecTBa; TUMOMEramus; GOJNE3HH KPOBHM;  3JI0KA4YECTBEHHEIE
HOBOOOpa3oBanus. C HENBIO BHISBICHHS TIPOTHBONIOKA3AHHH NPH NPOYHIAKTHYECKOM TIPHMEHEHUH
npenapara Bpad (e auep) nomken nposectu OHPOC ¥ B ICHb NPUBHUBKH - OCMOTP HPHBHBAEMOTO C
obs3arensHOM TEPMOMETPUEIH,

-Crnioco6 npumenenus u 103p1. Ilpenapar BBOAST riyGoko moakoxkHo B 06nacTs HIDKHETO
YIJIa. JIOTATKW. AMITyJly IEpel BCKPBITHEM TIATENILHO BCTPSIXMBAIOT /IO TOJIYYEHUS TOMOTEHHOMN
CYCIIECH3HH,

Henpuronen x npumenenmo Tpenapar, CoZepkauuiCs B aMIylax ¢ HapyLIEHHOH
UCTIOCTHOCTBIO, MAPKUPOBKOMH, TP M3MEHEHHH (usuueckux cpoiictp (Hanuume HepasOHuBaommxcs
XIIOTBEB), C UCTEKILMM CPOKOM FOZHOCTH, C HAPYIUICHUEM YCIIOBUIt XPAHEHMS.

Bekpeite amnyn u TPOLEAYPY MMMYHU3AUHH OCYMIECTBISIOT TIPH CTPOIOM COBIOACHHY
NPABUIT ACCIITUKU U AHTUCETITUKH.

Bsamen unctpykiup, YTBEPKICHHOM 26 nexabps 2003 r.



Pazosas n03a npenapara cocrasiser 0,5 ML

[Ipenapar BO BCKPBITOM aMITyJie XPAHEHHUIO HE TOJUIEHKHT.

Kypc MMMyHH3aIMM TPOMBIIICHHBIX ¥ CENbCKOXO3AHCTBEHHBIX PalouMX COCTOMT M3 JBYX
unbeKimii (mo 1 xo3e kaxnas) ¢ unrepsanoM ot 30 1o 45 cyT.

IMepBas peBakuUMHALMS TPOBOJAMTCA CIIyCTA TPU MeCAla TOCIE OKOHYAHMS Kypca MMMYHM3AlMWH.
[Mocneayronue peBakIMHALMU NPOBOIST ¢ HHTEpBANOM 12 Mec.

Kypc uMMyHH3aIMH TIAHOBBIX XMPYPrUdeckux O0NbHBIX (eTel crapuie |1 roja u B3pOCIbIX)
COCTOMT M3 JBYX MHBEKLwi (110 1 103e kaxkaas) mpenapara ¢ uarepsaiom ot 20 1o 30 cyT; BTopyio
UHBEKIHUIO TIPOBOJAT HE MO3/IHEE, YeM 3a 4-5 CyT 10 oneparuy.

Kypc umMMyH#M3a1M# JOHOPOB COCTOMT M3 TPEX MHBEKIMH Npernapara ¢ MHTEPBAIOM 7 JHEH.
Tlpu nepBoit UHBEKIMH JOHOpaM BBOIAT - 1,0 M1 (2 110351) npenapara, pu Bropoii - 1,0 mn (2 1o3s1),
nipu Tperheit - 2,0 Mit (4 103b1).

CymMapHOe KOJIMYECTBO Iperapara, BBOAMMOE JOHOPY 3a MOJHBIA Kype HMMYHH3ALMH,
cocrasaser 4,0 mi (8 103).

VMMyHM3auMsi JOHOPOB NPOBOJMTCS COINIAacHO  jAedcrByiomed  «MHCTpyKiMu 110
HUMMYHHM3ALMM  JOHOPOB CTa(UIOKOKKOBBIM AHATOKCHHOM M TMpPOBEICHHIO IUIasmodepesa /s
MOJTYYEHHS AHTUCTAQUIIOKOKKOBOM ruiasMemy, yreepiaenHoi M3 CCCP 02.08.77r.

Ipu moxbope JOHOPOB Ui MMMYHM3ALMM W TNPOBEACHMS IUlasModepesa HeoOX0auMo
PYKOBOJCTBOBATHCS OOIIMMY ITOIOKEHUAMH, IPETYCMOTPEeHHbIMU «IHCTPYKIUEH 110 MEAMLIMHCKOMY
OCBHIETEILCTBOBAHMIO JOHOPOBY, yTBepxaAeHHOH M3 P® 16.11.1998 r.

IMoGounoe aeiicTBue. Beenenue npemnapara y OTACIBHBIX NPHBUTHIX MOXKET CONPOBOKAATHCS
obmeli u MmecrHo¥ peakuumedl. OOmue peaklMM XapakTEPU3yIOTCS JIETKMM HEAOMOTaHHEM M
cybdebpusHoli Temmeparypoii (mo 37,5 °C) npomokuTensHOCTRIO 0T 24 g0 48 uacos. [l
MECTHBIX PEaKLHii XapakTepHO Pa3BUTHE IUIIEPEMHH U 06PA30BAHNE B MECTE HHBEKLIMH HHOHIBTPATa
JTHAMETPOM 10 SMM.

[unepemust  wcyesaer B TedeHwe  3-4  cyr, uHQWIBTPar  CcoXpaHsercs [0
10 cyr, a y yactu mpuBuThX - 10 30 u Gosee cyT, B Buxe Ge3bonesHeHHoro yrotHenus. Ilpu
HAJTAYUM HHOUIETpATa O4YePEIHYIO IPUBUBKY IPOM3BOJAT HA NPOTUBOIOIOKHON CTOPOHE.

' BsaumogeilicTBHE ¢ APYrHMH JIEKAPCTBEHHBIMH CPEACTBAMM.

AHaToxcHH CTaQUIIOKOKKOBEI OYHIICHHBIH ancOpOUPOBAHHEIN CIEIyeT BBOAMTH HE paHee,
yeM 4Yepe3 3 HEAENH II0CHE NPEMIECTBYIONeH WHBEKLIMM MMMYHOrI00y/JMHA YelOBeKa HIH
aHTUCTAQMIOKOKKOBOH IUIA3MBL

®opma Bbimycka. B amnyaax mo 1,0 ma (2 xo3bi). YmakoBka comepxur 10 ammyn u
HHCTPYKLHIO 110 IPUMEHEHHIO.

Tpancnopruposauue. B coorsercrsun ¢ CIT 3.3.2.1248-03 npu temneparype or 2 0 8 °C.
3amMOpakMBaHHE HE JOIYCKACTCS.

Veaosus xpanenusi. B coorserctBum ¢ CIT 3.3.2. 1248-03 mpu Temmeparype
ot 2 710 8 °C B CyXoMm, 3aLMIIECHHOM OT CBETa MECTE. 3aMOPAKUBAHHC HE IOTYCKACTCs.

Yenosusi ornycka. Jlis neue6HO-NPOPUIAKTHHECKUX YIPEKICHUH.

Cpoxk rogHoeTH. CPOK FOJHOCTH - 2 roJa.

~~ TIpenapar C UCTCKIUIMM CPOKOM I'OJHOCTH IIPUMCHEHHMIO HE TTOTCHKHT.

TpousBoauTe b/NPETEH3HH NOTPebuTeNeli HanpaBasTh no aapecy: ®I'BY "HULIOM um.
H.®. I'amanen" Munzzipasa Poccun (pmman "Menraman” ®I'BY "HHULIOM um. H.®. Tamanen”
Mumnsnpasa Poceun); Pocens, 123098, . Mocksa, yi1. I'amanen, 1.18; Ten. (499)193-30-50, (499)190-
44-59; daxc (499)190-66-71.
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