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Foreword
We thank you for purchasing Culture medium bottles for LABSTAR
Automated bacteriological Systems.
Bottles are designated for cultivation and detection of pathogens from
clinical blood and other nomially sterile human body fluids. The bottles are used

with LABSTAR KOHOH3.® Automated bacteriological Systems.

The Bottles are ready for use, and are designated for single-use.

It is recommended to use the Bottles and the System in laboratory which
corresponds to the second level of biological safety. Measures of biological
protection shall be assumed in course of its operation. Used bottles shall be
sterilized by means of autoclaving or other safe method, provided hy local
legislation requirements.

Product data;

Permit to manufacture No.: L.S.Y.J.X.S.C.X. No. 20110052

Manufacture date; specified on the label.

Product standard; YZB/ LU 0272-2013 dated 01 July 2013.

First instruction issue date; 01 July 2013.

Instruction version for registration in the Russian Federation:

V.2 dated 19 September 2019.

The product will be presented under KOHOH3® trademark on the Russian

Federation market.

Scenker Biological Technology Co., Ltd.
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1 Infomiation on medical product
1.1. Medical product name

Culture medium bottles KOHOHa® for automated bacteriological systems
FOHOHa® LABSTAR in models (hereinafter referred as medium bottle(s)):
1. Culture medium Bottle KOHOHa® for aerobe cultivation;

2. Antibiotic-neutralized culture medium bottle KOHOHa® for aerobe

cultivation;

3. Antibiotic-neutralized culture medium bottle KOHOHa® for anaerobe

cultivation;

4. Antibiotic-neutralized culture medium bottle HOHOHa® for aerobe

cultivation for children.

1.2. Infomiation on medical product manufacturer
SCENKER Biological Technology Co., Etd., East End of Weier Road,
Fenghuang Industrial Park, Eiaocheng, Shandong Province, China, 252000.

1.3. Information on medical product authorized representative
You shall refer to the manufacturer’s authorized representative in the
Russian Federation regarding quality and maintenance issues of medical products

“Automated bacteriological System FKOHOHa® EABSTAR, design versions:

FOHOHa® LABSTAR 50, OHOHa® LABSTAR 100 with the accessories” and
“Culture medium bottles FOHOHa® for automated bacteriological systems

FOHOHa® LABSTAR in models”, manufactured by SCENKER Biological

Technology Co., Ltd, China:
Triopromtrade, Limited Liability Company (Triopromtrade, EEC),
The Russian Federation, 620028, Sverdlovsk region, Yekaterinburg, 28
Kirova st./43 Toledova st. Tel.: +7 (343) 270-75-00, Fax: +7 (343) 246-91-56.
E-mail: info.triopromtrade@mail.m

2. Description and operation
2.1. Briefinformation on medical product
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2.1.1. Medical product designation, provided by manufacturer
Culture medium bottles are designated for cultivation and detection of
pathogens from clinical blood and other nomially sterile human body fluids. The

bottles are used with automated bacteriological systems FOHOHa® LABSTAR.

2.1.2. Medical product applicable scope and potential consumers

This is used in medical institutions, clinical diagnostic centers. Users are
qualified medical technicians, occupied in microbiological researches conduction.

2.1.3. Rick class and applicable classification rules

Medical product usage potential risk class in accordance with medical
products classification nomenclature is 2a (i. 9.4 of the Order of Ministry of Health
of Russia dated 06.06.2012 No.4h).

According to the Guideline “On medical products”, issued in 2002 by the
Chinese Department for Medical Products and Drugs Control, the product is
classified as “Reagents for laboratory in vitro diagnostics 6840 and belongs to the
second class of medical products.

2.1.4. Indications for use

The necessity of cultivation and detection of pathogenic microorganisms in
blood samples and other sterile biological fluids of the human body during
microbiological studies to support the diagnosis of infectious diseases

2.1.5. Counterindications

The bottles are used only for in vitro diagnostics.

2.1.6. Possible side effects

Not applicable

2.2. Medical device technical specifications and characteristics, guaranteed
by manufacturer
2.2.1. Models

“Culture medium bottles KOHOHa® for automated bacteriological systems

FOHOHa® LABSTAR in models” have four models depending on pathogens type
and clinical examinations scope:

. Culture Medium Bottle KOHOHa® for aerobe cultivation (color of

label and removable cover is red, designation®) —a standard culture medium
bottles designed for adult patients not treated with antibiotics;
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. Antibiotic-neutralized Culture Medium Bottle OHOHa®’ for aerobe

cultivation (color of label and a removable cover is blue, designation *), culture
medium bottles designed for adult patients treated with antibiotics;

. Antibiotic-neutralized Culture Medium Bottle KOHOHa® for

anaerobe cultivation (color of label and removable cover is cadmium orange,

designation ), culture medium bottles designed for adult patients treated with
antibiotics;

. Antibiotic-neutralized Culture Medium Bottle FOHOHa® for aerobe
cultivation for children (the color of the label and removable cover is pink,
designation ), culture medium bottles designed for children.

Culture medium bottles are compatible with all models of automated

bacteriological systems KOHOHa® LABSTAR.

T\WNi 21 viI P". [

2.2.2. Description

Once the sample culture has been completed, culture medium bottles shall
be put in the System for cultivation and continuous monitoring whether there is
any growth of microorganisms in the Bottle by means of fluorescent method.

The optical sensitive element, located on the bottles bottom (polymer
sensor), which starts shining under the influence of substance of metabolism that is
generated by bacteria. If there are microorganisms in the sample, which was put in
the Bottle, they produce carbon dioxide in course of substrates growth and
disposal. LED gives off light, and this light reflects from the sensor, photoelectric
detector identifies such light, and sends signal to the system computer analytic

block, where the analogue signal is transformed into the discrete one. Due to
6
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carbon dioxide accumulation the sensor reflects more light. CBet, The results
shall be compared to initial sensor indexes. If CO2 content is high, the sample shall
be considered to be positive, if CO2 level doesn’t change after incubation in course
of the time specified by operator, the sample shall be considered to be negative.
The visual reporting system activates on the monitor once positive samples have
been detected.

Based on the measurement data system computer analytical block creates the
growth curve, which view allows to draw a conclusion on pathogens presence or
lack in this sample. The rate of growth of pathogens is directly proportional to the
volume of the biomaterial (in the range recommended for each type of bottles), the
optimal detection of pathogens is achieved with the maximum volume of the
sample. On the diagram you can see the point of triggering an alarm in case of the

presence of the positive sample.

Im age 2 G rowth cun>e o fthe positive sam ple Im age 3 G rowth cuiwe o fthe negative sam ple

The bottles are ready for use, the bottles shall be used once.
2.2.3. List of detected microorganisms
Culture medium bottles are designated for cultivation and detection of the

following microorganisms in blood sample and other normally sterile human body

fluids:
 Aerobic bacteria;
Gram (+) Coccus:
- Streptococcus pneumoniae
- Streptococcus pyogenes
- Staphylococcus aureus

- Alcaligenes faecalis

- Gram (-) Coccus:
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- Neisseria meningitidis

Gram (-) Rods;
Enterobacteria (Enterobacteriaceae):
- Escherichia coli
Nonfennentable bacteria:
- Pseudomonas aeruginosa
Hemophilus influenza;
- Haemophilus influenzae

* Anaerobic bacteria
Gram (-) Rods:
- Bacteroides fragilis

- Bacteroides vulgatus

Gram (+) Rods;
- Clostridium histolyticum

- Clostridium perfringens

e Fungus

- Candida albicans

The list of diseases, caused by these microorganisms, is introduced in
Appendix B.

2.2.4. Information on materials

Culture medium bottles are packed leak-proofwith the cork. The Bottle’s
body material is polyethylene terephthalate resin. There is a coloured label on the

body.
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Im age 4 Culture medium bottle

1 - mixed cap with rem ovable part, 2 - cork, 3 — bar code, 4 -filling marks, 5 - culture medium,

6 - resin granules, 77polym er sensor

Combined cap with removable part (1) - guarantees the Bottle’s cleanness

(but not sterility), it is manufactured from the aluminum stripe and removable part
made of coloured plastic of the same colour the label is, which simplifies
identification.

Cork (2) - butyl cork is fixed by the aluminum cap.

Bar code (3) - there is a unique bar code on each Bottle label. Bar code

detachable section shall be sticked in the laboratory register or other document. Bar
code information shall be scanned before placing Bottles in the System. Putting bar
code in the System is required for the correct algorithm of processing of data of
measurements in the Bottle, and also for putting the Bottle in a corresponding
mesh for the following cultivation.

Filling marks (4) - 5 ml marks are designated for approximate determination

ofthe volume of sample, put in the Bottle.

Culture medium (5) - yellowish liquid with granules of adsorption resin*

intended for adsorption and neutralization of antibiotics (6). Culture medium

volume in the Bottle amounts to 25 ml.

* exclusive model Culture Medium Bottle KDHOHa® for aerobe cultivation.

Polymer sensor (7) - affected by the bacteria substance of metabolism it starts
to shine, the strength of shining increases as the quantity of bacteria increases. The

9
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System determines whether there is the growth of microorganisms subject to the

shining nature change.

2.2.5. Overall dimensions of the Bottles.

Overall dimensions of the Bottles are provided in Table 1.

Dimension Index
Height, mm 102,0£1,0
Bottom diameter, mm 35,0+0,3
Neck diameter, mm 19,6%0,3
W eight, g, not more than 50+2
Full capacity, ml, not more than 35+1,5
Culture medium capacity, mm, not 25+1,5

more than
2.2.6. Culture medium components

Components of culture medium, contained in the Culture medium bottles

corresponds to the data of Tables 2 and 3.

10
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Table 2 - Culture medium eomponents

Ingredients list Culture medium Antibiotics-neutralized Antibiotics-neutralized Antibiotics-

culture medium bottles neutralized culture

bottles KOHOHa® for culture medium bottles

FOHOHa® for aerobe medium bottles

aerobe cultivation * FOHOHa® for anaerobe

HOHOHa® for aerobe

cultivation for cultivation

children cultivation *
Pure water, ml 25,01il,5 25,01l.6 25,0115 25,0115
Tiyptone, % weight/volume 2,24+0,02 2,221 0,02 2,50i0,03 2,221 0,02
) 0,250-0,400ii .
Y east extraet, % weight/volume 0.240+0.005 0.220i0,004 0,220i0,004
' (0,005-0,008)
Brainheart infusion % 0,370+0,007 0,340i0,007 0,100i 0,002 0.340i0 007
weight/volume ' ’
0,060-0,250i .
D(+)-Glucose monohydrate, % 0.060+0,001 0,050i0,001 0.001-0.005 0,050i0,001
weight/volume . s )
Sucrose, % weight/volume 0.080£0,002 0.080i0,002 0.08010,002 0.08010,002
D-Fructose, % weight/volume - - 0.25010,005 R
o . 0,250i0,00 -
L-Agrinin, % weight/volume - B I >
. . 0,00050i0,00003
Hemin, % weight/volume - B !
Sodium thioglycolate, % B - 0,160i0,003 _
weight/volume
. . . 0,000050i0,000003
Vitamin K1, % weight/volume - B I
11
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Polyanetholesulfonic acid sodium 0.060+0.001 0.03040,001 0,050+0,001 0,050+0,001
salt (SPS), % weight/volume
. . + 1,6%0,1
Macroporous adsorption resin, g — 1,6%0.1 1ox0.1
12
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Table 3 - Inforaiation on components

M aterial

Tryptone

Y east extract

Brainheart infusion

D(+)-Glucose

monohydrate

Sucrose

D-Fructose

L-Agrinin

Hemin

Sodium

thioglycolate

Vitamin K1
Polyanetholesulfonic
acid sodium salt

(SPS)

Macroporous

adsorption resin

Mark

OXOID

OXOID

OXOID

Sinopharm

Sinopharm

AMRESCO

Sinophann

Sinopharm

Sigma

Sigma

DOW

Manufacturer

Oxoid Ltd.

Oxoid Ltd.

Oxoid Ltd.

Sinopharm Chemical
Reagent Co., Ltd

Sinophann Chemical
Reagent Co., Ltd

AMRESCO LLC.
Sinopharm Chemical
Reagent Co., Ltd
Sinopharm Chemical
Reagent Co., Ltd
Shanghai Huixing
Biochemical Reagent
Co., Ltd.
StGMA Life Science

SIGMA Life Science

ROHM AND ILAAS
SHANGHAI
CHEMICAL

INDUSTRY CO.,
LTD.

2.2.7. Indexes and characteristics requirements

2.2.7.1.

Appearance

Country
United
Kingdom
United
Kingdom
United

Kingdom

China

China

USA

China

China

China

Switzejland

Switzerland

China

The Bottle shall be clean in appearance, designations on the label shall be

clear. The Bottle shall

be leak-proof and shall have no cracks. Leakage and

exudation of moisture are not allowed. Culture medium in the Bottle shall be clean,

transparent, yellowish with blue resin granules, with no flakes. Polymer sensor

shall be blue.
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12.12. Capacity

Culture medium volume in the Bottle amounts to 25x1,5 ml.

1.1.1. B pH value

pH value shall amountto 7,2+0,2 at temperature 20-25°C.

1.1.1. A Positive results reproducibility

W lien standard strains are cultured in the Bottles, examination results shall
be positive.

2.2.7.4.1. Culture medium sensibility

Culture medium shall ensure standard strains growth not later than 72 hours
after the culture at the temperature 35£1,5°C. The lowest number of bacteria which
shall be detemiined in the Bottle: 5010 CPU.

2.2.7.4.2. Growth rate

The minimum time of cultures incubation that shall pass to see a clear and
visible to the naked-eye culture growth is 24 hours.

12.1.5. Sterility

Examination results shall be negative when standard strains aren’t cultured
in the Bottles.

2.2.7.6. Consistency

. Once standard strains have been cultured in the Bottles, examination
results shall be positive in terms of onQ.month after the period of validity
expiration.

. W hen standard trains aren’t cultured in the Bottles examination results

shall be negative in terms of one month after the period of validity expiration.

2.2.8. Information on sterility

2.2.8.1. Culture medium sterilization

Ready culture medium shall be sterilized by means of autoclaving in course
of 30 minutes at the temperature (121 = 1)°C, at pressure 0,12MPa. If the culture
medium isn’t designated for immediate appliance, it shall be stored at temperature
4+2°C. After sterilization the culture medium shall be stored for not more than 7
days.

The data is provided in the sterilization process verification report

No. XK/TYS-(12)-2015-03.
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2.2.8.2. Culture medium Bottles sterilization
Culture medium Bottles exposed to radiation sterilization, which is
perfonned on outsourcing basis by the company Hitrusty Industry and Trade Co.,

Ltd.

The data is provided in the sterilization process verification report

No.HC/FZ-2015-15.

2.3. Composition (delivery completeness) of the medical product

. Culture medium bottles KDOHOHa® for aerobe cultivation - 50 pcs. in
the box;
. Antibiotic-neutralized culture medium bottles KOHOHa® for aerobe

cultivation - 50 pcs. in the box;

. Antibiotic-neutralized culture medium bottles KKHHOHa® for anaerobe

cultivation - 50 pcs. Lkgbe box;

. Antibiotic-neutralized culture medium bottles KOHOHa® for aerobe

cultivation for children - 50 pcs. in the box;

. Instruction for use;
. Certificate.
2.4. Warnings, safety measures and restrictions during medical product use

2.4.1. Warnings and safety measures

. Learn instruction for use before working with the Bottles;

. The Bottle with evidence of damage or leakage aren’t allowed to be
used;

. The culture medium bottles are designated for single use;

. Check whether the text, designations and marking on the label are

clear before using the Bottles.

2.4.2. Restrictions for use

. Bacteria with special nutritious demands, defined by slow rate of
growth, in a sample can result in its insufficient growth in the Bottle. There’s a
possibility of false negative result.

. Results mostly depend on blood samples collection conditions, so one
negative result doesn’t accurately determine infection absence. It’s required to

comply with the cultivation procedure.

15
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2.5. Package, marking and warning designations description

2.5.1. Package

Culture medium is packed in the Bottle which ensures protection of the
medium from mechanical and climatic factors during transportation and package.

Culture medium bottles are put in transportation package, which is a carton
box with dimensions: 393x195x115 mm, and high strength corrugate paper is put
inside in order to prevent the Bottles consistency damage. Carton box design

allows to exclude culture medium bottles movability during transportation and to

protect products from damage.

2.5.2. Marking
2.5.2.1. Bottle marking
Culture medium bottle label contains the following infomiation:
manufacturer’s logo,
culture medium volume,
culture medium name and designation,
sample volume,

sign “Medical product for in vitro diagnostics” (corresponding symbol

is applied);
storage conditions:
sign “Protect from moisture” (corresponding symbol is applied);
sign “Temperature range” (corresponding symbol is applied);
sign “Prevent exposure to sunlight” (corresponding symbol is
applied);

designation;

product standard;

license number;

number of registration license in the Russian Federation;
manufacturer’s name;

manufacturer’s country;

bar code;

detachable bar code;

batch number;

production date;

16
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validity period with the sign “expire date”;
place for information on patient:

last name

time

number

Indication of applied symbols:

r 1
IVD . . . .

Medical product for m VItro diagnostics

L J

STERILE Sterile

Protect from moisture

X Prevent exposure to sunlight
Temperature range

2.5.2.2. Identification by colour

Culture medium bottles differ from each other by label and removable cap

colour (images 5a, 5b, 5c, 5d, 5e) depending on its designation:

. Culture medium bottle OHOH3.® for aerobe cultivation —red:

17
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. Antibiotic-neutralized culture medium bottle KOHOHa® for aerobe

cultivation - blue:e
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. Antibiotic-neutralized culture medium bottle KOHOHa® for anaerobe

cultivation - cadmium orange:

18
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cultivation patients who

didn’t take

antibiotics

Antibiotic-neutralized biological

culture medium bottle samples of il

5-10 ml 25 ml patients who XCR 1 (N
v for aerobe took ||||M||||

cultivation antibiotics

Antibiotic-neutralized biological

culture  medium bottle samples of

210 ml 25ml  patients who XYY T
HOHOHAE® for anaerobe ) ]
i took THIH

cultivation antibiotics
b}
biological .
Antibiotic-neutralized samples of T
culture medium bottle children and Ll
2-10 ml 25 ml XET .
for aerobe « other samples
cultivation for children difficult to
collect

25.24. Transport package marking:

. manufacturer logo;
. manufacturer name;
. handling signs:

- top (corresponding symbol is applied),
- protect from moisture (corresponding symbol is applied),
- reqular pile legs number limit (corresponding symbol is applied),
- do not roll (corresponding symbol is applied),
. designation “Medical device for in vitro diagnostics” (corresponding
symbol is applied);
information on sterility (corresponding symbol is applied);
culture medium name and designation;
batch number;
manufacture date;
validity period,;
storage temperature;
number of pieces in a box;
manufacture address;

20
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product standard;

license number;

number of registration license in the Russian Federation
manufacturer address and telephone;

authorized representative name, address and telephone,
market circulation mark;

weight netto/brutto.

Cpegabl nutatensHsle OHOHA - so (hnakoHax K
aHa/ll13atopa?n 6aKTepronornyeckum
aBTomartunyeckmm cepum KOHOHAM™ LABSTAR

Mopgenb; Cpepga nuTaTenbM3si < HeliTpanusatopamu aHTUBMOTUKOB A1
KynbTUBMPOBaHMA aapoboB FOHOH<1' BO hnakoHe
Homep napTuu;
[ata npousEO/icTes:
Cpok rogHocTu; 12 mMecsiLeB
MNpounssogutens; SCENKER Biological Technologv' Co., Ltd.
|CnHbIrs Bronogxukan TekHonogwwm Ko., Nta4
Apgpec npounsBoacTsa; East End of Weier Road, fersghuang Industrial Park,
Liaocheng, Shandong Pro¥ince, China, 252000 {V-mtan), Ten.: 800-860-801S
Homep nuueH3um: L.S.y.J.X.S.C.X. M0.2011<X*52

Cpepapl nutatenbHole KOHOHAMN BO (hnakoHax H
T aHa/InsaTtopam 6aKTep|/IOI'IOFI/Il-IeCKI/IM
aBTomaTtuyeckum cepun KOHOHA* LABSTAR
YNONHOMOYEHHbIA npeacTaBuTens B8 PO: OO0 "TpuonpomTtpeiig”
Agpec YM: Po®, 620028, CBepanoBckas 064., r. Ekatepunbyusr, ysi. Kuposa, 28/
Toneposa, 4i, Ten.r*7 543 270-75-00,
E-mail: liTfo.tricopfomlrade#mail.ru
Homep 1 gata per. ygoctoBepeHus B PO:
TemnepaTypa XpaHeHWs 1 TpaHWwopTupoBamusi: 4-30'C
KonuuectBo B Kopob6ke: 50

Bec HeTTO,.N6pYTTO, Kr;

IVD STERILE

Im age 5e. Ssam ple transportpackage marking

Applied symbols designations;

I IJ Top

21
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



I Protect from moisture

I Regular pile legs number limit
Do not roll
VD Medical product for in vitro diagnostics
STERILE Sterile

q> Market circulation mark

3. Medical product operation

3.1. Adjustment, assemblage, setting up, gauging and other activities,
required to put the product into operation.

3.1.1. Adjustment and assemblage aren’t required for using the Bottles as
intended.

3.1.2. The Bottles are designated for joint operation with Automated

bacteriological System KOHOHM® LABSTAR. See the System operation

conditions in the operation manual for the medical product “Automated

hacteriological System FHOHOH3.® LABSTAR, models: KOHOHA® LABSTAR 50,

KO HoHa® LABSTAR 100, with accessorises».

22
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3.2. Operation procedure

3.2.1. General regulations for collecting biological samples for the
examination.

. It’s reasonable to collect biological material before starting
antibacterial therapy.

. Material for bacteriologic examination shall be collected directly from
the infection pocket or clinically significant biological material shall be examined.

. It’s required to respect antiseptics and avoid biological material
contamination with foreign bacterial population.

. Material amount shall be sufficient for examination realization.

. It is not allowed to use the Bottles with evidence of damages and
leaks.

. Culture medium bottles are designated for the single use.

. Make sure\ that the text, signs and marking on the Bottles labels are
clear before using the Bottles.

. If anaerobic infection is suspected, a sample should be collected in
two vials simultaneously - with culture media for aerobic and anaerobic
cultivation.

. Do not use expired medium

. Culture medium transparency shall be visually determined before

using the Bottles, and any turbidity shall evidence its invalidity.

. Before sowing the biological material in the bottle of the medium
should be warmed to a temperature of 18-30°C.

3.2.2. Blood examination

. If temperature increases the blood shall be collected from the
peripheral vein, antiseptics regulations and individual protection measures,
required while working with blood, shall be respected (rubber gloves shall be

used).
. Sterile syringes and systems for single use are required for the blood
collection.
. Exhaustion is created in the Bottle, and it simplifies patients’ blood
collection.
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. Blood volume from 5 ml to 10 ml for adults for aerobic bottles, from
2 ml to 10 ml for anaerobic bottles and from 2 ml to 10 ml for children (the label
on the label of the vial allows you to estimate the volume of blood taken). For
newborns, the amount of blood taken should not exceed 1% of the total blood
volume. Optimal pathogen isolation is achieved by adding the maximum sample
volume.

. Blood shall be cultures in culture mediums straight after its collection
at the patient’s side or in the medical treatment room.

. If the patient is suspected of bacterial endocarditis, tliree
microbiological tests are perfonned to isolate the pathogens, and blood is drawn at
least once per hour for 24 hours.

. If the patient has been treated with antibiotics for one to two weeks
prior to the blood culture test, then two to three microbiological blood tests should
be performed within one day.

. Blood shall not be collected with intravascular catheters excepts if
catheter origin infection is suspected.

3.2.2.1. Blood collection procedure and culture

. Culture medium bottles, sterilizing materials and other materials shall
be prepared (image 6, drawing 1).

. Culture medium bottle shall have fluid volume scale, where 5-10 ml
blood filling volume shall be designated (image 6, drawing 2).

. Plastic protection cap shall be removed from the Bottle, the Culture
medium bottle shall be sterilized with the cotton wool stick/wipe, soaked in 70%
ethyl hydroxide, avoid using iodine. After sterilizing alcohol wipe/stick shall be
applied to the Bottle for sterility maintenance (image 6, drawing 3).

. Skin disinfection; the skin shall be disinfected with the stick/wipe,
soaked in 70% ethyl hydroxide and left to dry for 30 seconds. Then a center point
for the puncture shall be marked a with iodine which is required for disinfection.
Then a cycle of 2.5-3 c¢m radius shall be disinfected (1-2% iodine tincture for 30
seconds) (image 6, drawing 5).

. lodine shall be removed with the wipe/cotton wool stick soaked in 70—
75% ethanol solution (image 6, drawing 6).

. It’s recommended to use a pair of aerobic and anaerobic bottle for
adult patients
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. It’s recommended to use the acus for vacuum blood collection
((butterfly needles with Luer adapter, sterile, 21-23G) for collecting blood directly
to the Bottle. It excledus personnel contact with the blood, protects personnel from
spontaneous acus wound, which can lead to hematogenous infection (image 6,
drawing 7).

. Wilien using a blood sampling system, culture is done first in an
aerobic vial and then in an anaerobic vial. (Do not remove the needle from the
patient's vein during blood collection. After the end of the first extract needle from
vial, then from veins patient). When using a syringe, first inject blood into an
anaerobic vial and then into an aerobic one (avoid air entering the anaerobic

bottle.)
. The Bottle shall be turned up-down carefully (image 6, drawing 8).
d?awin| B
Image 6 Patients blood collection procedure
. After the procedure, iodine is removed from the skin with a cloth with

70% ethyl alcohol and the puncture area is closed with a plaster.

. The Bottles shall be marked with the information on the patient and
material collection date. They shall be stored at indoor temperature (18-30 C) in a
place protected from the light (not in the fridge) before their transporting to the
laboratory.

. It’s required to remove half of a label, which contains bar code, from
the Bottle (it is impossible to remove the second part) and stick it to the laboratory
blood examination assignment module.

/1\ Wilren removing the label it is required to check whether the information on
the assignment and the Bottle coincides!
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A bt required to send samples to the laboratory for examination as soon as
possible. It will allow to increase the possibility of pathogens detection. It is
required to start sample examination not later than in 24 hours after collection!

A If samples processing cannot be started, they shall be stored at indoor
temperature, do not put them in the fridge! In winter time culture bottles should be
delivered to the laboratory in a thermal container with a temperature of 18-35°C.

3.2.3. Spinal fluid examination

. Cerebrospinal fluid (CSF) is obtained with lumbar puncture, rarely
with puncture of the lateral ventricles of the brain, preferably before taking
antibiotics

. The puncture area is treated with 70% ethyl alcohol, then 1-2% iodine

tincture for 30 seconds. The first portions of liquor have the highest potential for
contamination by microorganisms from the skin and should be discarded.

. Immediately after puncture, not less than 5 ml and not more than 10
ml of the resulting liquor should be aseptically introduced into an aerobic vial (in
certain clinical situations, an anaerobic vial is required secondarily).

If the volume of liquor is small from 2 to 5 ml, as well as liquor from
children - you should use aerobic bottles for children.

. Large volumes (5-10 ml) are introduced into bottles with an aerobic
medium.

. Recommended volume for anaerobic culture medium bottles is 2-10
ml.

. Samples should be sent to the laboratory for examination as soon as

possible. This will increase the probability of detection of pathogens.

. During storage and transportation, excessive overheating and
especially cooling should be avoided (a thermos or thermal container with a
temperature of 30-35°C can be used). Cooling the liquor below 30°C leads to the
death of meningococci.

. Storage and transportation time should not be more than 8 hours.

. After sowing liquor in the bottle, you must tear off half of the label
with a bar code from the bottle (the second half of the label can not be tom off) and
glue it to the fomi of the direction for laboratory testing of liquor.
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When tearing off the label with a bar code, it is necessary to ensure
that the infomiation on the direction and on the bottle matches!

3.2.4. Examination of body fluids from normally sterile cavities:

. Peritoneal, synovial, pleural, pericardiac fluids can be examined.

Fluids collected by means of the puncture and aspiration shall be used
for bacteriological examination.

. The puncture area is treated with 70% ethyl alcohol, then 1-2% iodine
tincture for 30 seconds

. For adults, it is recommended to take for each aerobic vial from 5 mi
to 10 ml, for each anaerobic vial from 2 ml to 10 ml of the test liquid, for children,
as well as in the case of restrictions on the volume of the collected sample for each
vial you need from 2 ml to 10 ml of the test liquid

. The rate of growth of pathogens is directly proportional to the volume
of biomaterial. Optimal pathogen detection is achieved with maximum sample
volume

. Immediately after the puncture, the biological fluid should be
aseptically introduced into the aerobic vial (in certain clinical situations, an
anaerobic vial is required secondarily).

. Air bubbles, entered in asyringe; shall be removed.

. Minimum fluid volume for bacteria discharge is 2-5 ml, minimum
fluid volume for fungus discharge is 10 ml.

. Excessive fluid and purulence shall be transported in sterile containers
with screw cap.

Samples should be sent to the laboratory for examination as soon as
possible. This will increase the probability of detection of microorganisms

. Store at room temperature (18-30°C) for a maximum of 24 hours.

. After sowing sample inthe bottle, you must tear off half of the label
with a bar code from the bottle (the second half of the label can not be torn off) and

glue it to the form of the direction for laboratory testing of liquor.

/[ 1\ When tearing off the label with a bar code, it is necessary to ensure
that the information on the direction and on the bottle matches!
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3.2.5. Cultivation
3.2.5.1. The Bottles with cultured biological material shall be put in the

main block of KOHOHa® LABSTAR automated bacteriological system.

3.2.5.2. If System alann is tripped, software interface shall be checked:

. If the position on the screen flashes red, it means positive result.
There is growth of microorganisms in the Bottle. It is required to remove the Bottle
from the System, execute reculture and send the sample for additional examination.
More than 90% of positive samples are detected within 24 hours.

. If the position on the screen turns green when the maximum
cultivation time is set to 120 h, it means a negative result.. There is no growth of
microorganisms in the Bottle or there are inviable microorganisms.

t.

Additional identification and drug sensitivity can be executed for
colonies taken from pure growth.
3.2.5.3. Received results interpretation

. Positive results:

There is growth of microorganisms in the blood.

Sample contamination during collection can lead to a false positive
result.

Execute culture for confirmation.*"
. Negative results:
— There is no growth of microorganisms in the blood.
— There are bacteria with special nutritious demands, defined by slow
rate of growth.
— There is a small amount of bacteria in a sample.
— Antibiotics intake can cause false negative result.
- Storage condition violation can influence efficiency of
microorganisms detection and even lead to a false negative result.
3.3.  Quality control
The certificate of quality of the cultural media bottles is provided by the
manufacturer with each batch of the product.
In-laboratory quality control of the media bottles is not required. However, if
desired, laboratories can perfonn media quality control using standard strains (see
Table 4) and the LABSTAR automated bacteriological system.
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Table 4. Reference ATCC strains for examination

Bottles with aerobic cultures

Bottles with anaerobic cultures

N eisseria m eningitidis (A TC C 13090) C lostridium histolyticum (ATCC19401)
W aem e iies et en e (ATCC 19418) Ciesiieiin seriingens (ATCC13124)
b hein e (ATCC6305) s acierorses ieains (ATCC25285)
Streptococcus pyogenes{P H C C 19615) Bacteroides vu\galus(ATCC8482)
Cevsen e aers finese (ATCC27853) b eeecens e eim e (ATCC6305)
C andida albicans {X c C 18804) E scherichia co i (ATCC25922)

e hate e i aurens (ATCC25923) e hate e i aureus (ATCC25923)
ceenerienie e (ATCC25922)

Alcaligenes faecalis (ATCC8750)

Positive and negative control must be exercised simultaneously. For positive
control, prepare an inoculate with microorganisms of one or more of the types
specified in Table 4. as follows:

- Using a sterile physiological 0.9% solution to prepare inoculate 0.5 MCF
(0.5 units of turbidity ac'tording to the Mcfarland standard) of the reference strains
of table 4 (tube number 0-0.5 u = 1.5 * 100 CFU / ml);

- Take another 4 tubes of 10 ml sterile physiological 0.9% solution-respectively
tubes number 1,2,3,4);

- Take 100 pi from test tube No. 0 and add to test tube No. 1. Mix thoroughly (the
concentration of bacteria in test tube No. 1will be 1.5 * 10 CFU/ml) ;

- Take 100 pi from test tube No.l and add to test tube No.2. Mix thoroughly (the
concentration of bacteria in test tube No. 2 will be 1.5*10" CFU/ml) ;

- Take 100 pi from test tube No. 2 and add to test tube No. 3. Mix thoroughly (the
concentration of bacteria in test tube No. 3 will be 1.5 * 10* CFU/ml);

- Take 5 ml from test tube No. 3 and add to No. 4. Mix thoroughly (the
concentration of bacteria in test tube No. 4 will be 50 CFU/ml).

Syringe 1 ml of bacterial suspension 50 CFU/ml into bottle of medium and
place them in the system.

Growth of microorganisms in the seeded medium is usually observed within
72 hours, more than 90% of positive samples are detected within 24 hours. In this
case, the warning system is activated, and the position on the system screen with a
positive bottle lights up in red.

In the absence of seeding, the result should be negative. The system is
activated after 5 days (120 h is the default cultivation time). The medium in the
bottle should be clean and transparent.
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3.4. Medical product application risks, counterindications, expected and
predictable side effects, connected to medical product use as intended.
3.4.1. The Bottles are not accepted for examination, if;
. Infonuation of the Bottle does not coincide with the analysis
conduction assigmiient.
The Bottles have cracks or visible impurity.
24 hours passed after collection.
The Bottle type does not correspond to examination type.
The Bottle validity period expired.

Material volume in the Bottle is not sufficient for examination.
3.4.2. If there are bacteria with special nutritious demands, defined by slow
rate of growth, it can lead to their insufficient growth in the Bottle. There is a
possibility of a false negative result.
3.4.3. The results mostly depend on collection conditions, so one negative
result does not determine absence of infection. It is required to respect cultivation
procedure strongly.

4. Information on maintenance and current repairs
Maintenance is not foreseen. The Bottle is a single use product.

5. Storage and transportation

5.1. Transportation

. The Bottles transportation shall be performed at the temperature 4-
30°C. It is required to take corresponding measures for necessary temperature
maintenance in conditions of cold winter or hot summer.

. It is required to protect the Bottles from low temperatures and also
from high temperature continuance.

. It is required to exercise caution, avoid pressure, keep package clean,

not to open the package, protect it from water, atmospherical condensation and
sunlight impact.

5.2. Storage

. It is required to store packages with the Bottles in a dry place at the
temperature 4-30°C.

It is required to protect it from direct sunlight.
The Bottles period of validity is 12 months.
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6. Warranty liabilities

. The Bottles period of validity is 12 months from their production date.

. The manufacturer guarantees the Bottles compliance with applicable
standard and manufacturer documentation requirements if conditions of
transportation, storage and operation are met.

. The manufacturer is not liable for any damage or defect done during
the Bottles use until his guilt has been proved.

. The manufacturer is not liable for any damage or defect, caused but
repeated use of the Bottles.

. The manufacturer is not liable for any damage or defect, caused by the
use of the Bottles after expiration of the validity period, specified on the package.

7. Medical product disposal and liquidation procedure.

The product must be disposed of in accordance with the current legislation
of the Russian Federation at the time of disposal.

Samples may contain pathogens, including hepatitis B and human
immunodeficiency virus (HIV), therefore, the media belong to class B -
"Epidemiologically hazardous waste™ and require appropriate precautions for their
disposal according to SanPiN 2.1.7.2790-10.

Used media shall be disinfected. If the laboratory is equipped .with an
autoclave, the disinfection is performed by autoclaving (exposure to water vapor
under pressure) at a temperature of 121°C and a pressure of 1.2 ATM. 20 minutes.
Vials with the remnants of blood or other biological samples, closed lids, harvest in
sustainable for leaks fluid capacity or plastic packages, suitable for physical
method disinfection and housed in an autoclave. After autoclaving, the waste is
transferred to yellow bags labeled *'class B Medical waste™. The person responsible
for the collection of waste in this medical unit ties the bag or closes it using tie-tags
or other devices and indicates the date, time. Name of the person responsible on
the label. Packages are removed to the temporary storage of waste for subsequent
removal and disposal. If the laboratory is not equipped with an autoclave,
disinfection is carried out using other methods established by local rules and
regulations.

Medium that have become unusable because of a violation of the integrity
of the packaging (bottles) as well as expired can be disposed of in accordance with

SanPIiN 2.1.7.2790-10 as medical waste class B "Epidemiologically hazardous
waste"".
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Cardboard boxes and liners are disposed of in accordance with SanPiN
2.1.7.2790-10 as class A waste "Epidemiologically safe waste, in composition
close to solid household waste."
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Appendix A

The information about the examination with the use of American typical
culture collection (ATCC) strains.

Strains

Neisseria meningitidis

Haemophilus influenzae

Streptococcus

pneumoniae

Streptococcuspyogenes

Pseudomonas eruginosa

Candida albicans

Staphylococcus aureus

Escherichia coli

Alcaligenes faecalis

Clostridium histolyticum

Clostridium perfringens

Bacteroidesfragilis

Bacteroides MAlgatus

Strain code

ATCC 13090

ATCC 19418

ATCC6305

ATCC 19615

ATCC27853

ATCC 18804

ATCQ25923

ATCC25922

ATCC8750

ATCC 19401

ATCC13124

ATCC25285

ATCC8482
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Conditions
Temperature Time
(°C) (h)
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
33

Pathogenic
microorganism
detection method
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System
The culture detected
by System

Results

Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system



Appendix B
Diseases, caused by microorganisms
Aeraobic bacteria,;

> Neisseria meningitidis are pathogens which cause children’s and
adults’ cerebral fever, bacteriaemia and other serious infections.

> Haemophilus influenzae can cause accute suppurative inflammation,
bacteriaemia, sepsis. Existent capsular microbes, espessially b-type capsular
microbes may cause primary infecting. Non-capsular bacteria are also pathogens
and they mostly cause secondary infecting. Their virulence is mostly caused by
bacterial endotoxins, which can cause such patients’ secondary diseases as flue,
measles, whooping caugh, bronchitis. After infection anticapsular specific
antibodies appear, and resistant immunity forms.

> Streptococcus pneumoniae  may cause sudden strong fever,
depressed state of mind, impatience, anxiety, headache, cough, laborious breathing,
otalgia, dysacusis, puruldnce outflow and other symptoms.

> Streptococcus pyogenes is mainly the cause of acute pharyngitis,
acute tonsillitis, and it also can cause pulmonary infection, scarlet fever, skin
covering and soft tissues infection, and it also can cause generalized infection.
These bacteria are also indirect cause of the diseases of allergic Bouillaud’s disease
and acute glomerulonephritis.

> Pseudomonas eruginosa is a relative pathogen, and it is the natural
barrier and does not cause pathogen changes if skin covering is not damaged, but if
skin covering is damaged, it can cause the following diseases: septic fever,
respiratory infections, endocarditis, urinary tract infections, brain infections and so
on.

N Candida albicans can be detected in different parts of the human
body and it can cause the following diseases: cutaneous Candida infection (mainly
it appears in skin folds, erubescence, intertrigos, shine, sometimes the skin covers
with whitish plague and cracks, affected areas with vesicles); mucous membrane
Candida infection (in most cases it causes stomatitis, angular cheilitis, vaginitis,
mucous membrane surface covers with white tyroid plaque with large grains. After
lacteous-white fonuations removal, superficial painful erosion is left); internal

| organs and cerebrospinal nervous system candidamycosis (includes pneumonia,
gastroenteritis, cerebral fever, encephalitides and so on, and in rare cases it
includes septical fever).
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> Staphylococcus aureus may cause allocated purulence infection, and
also it can cause pneumonia, pseudomembranous colitis, pericarditis and even
septical fever, pyemia and other generalized infection.
> Escherichia coli diseases, caused by escherichia coli mainly cause
modified bronchoalveolitis in lower lobes of both lungs. On the 6”*'day of disease
development patients often have signs of pulmonary abscess, pleural fluid and
even pyothorax. There is lower possibility of inflammation in mucous membrane
of trachea and bronchial tubes. It may be so because mostly when a person suffers
from pneumonia caused by escherichia coli, the contamination happen in a
haematogenous way. There is a common amount of serous liquid in bronchic cells
and a common amount of mononuclear cells. On early stages of disease
development a large amount of erythrocytes appears in exudate, on later stages of
disease neutrophils and macrophages are detected. Cells walls enlargement and
visible necrotic damages ean be observed. In some cases escheriehia coli can cause
cholecystitis, pyelonephritis, and cerebral fever, and other diseases.
> Alcaligenes’ faecalis causes enteritis, urinary tract infections.
Anaerobic bacteria:
> Clostridium histolyticum
> Clostridium perfringens
> Bacteroides fragilis
> Bacteroides vulgatus
Anaerobic infection is a hard toxic wound fever, caused by anaerobic
microorganisms. Endogenous infection develops as a result of anaerobic migration
inside the body. Infections, caused by anaerobic bacteria, are usually provoked by
mixed flora. If a negative result of bacterial culture cultivation is detected, the
possibility of anaerobic infection presence is not excluded. If a positive result of
bacterial culture cultivation is detected, the possibility of mixed anaerobic infection
is also not excluded.
Clinical criteria of anaerobic infections presence include the following:
> Active gas generation, tissues edema and necrosis, subcutaneous
crackling rale are present in infected tissues. These are symptoms, which are
caused by Clostridium perfringens.
> The infection affects mucous membrane, affected area periphery, oral
cavity, intestinal canal, pharyngonasal cavity, vagina and other mucous membranes
easily, here large number of anaerobic parasites are concentrated. If these parts of
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the body and their periphery are damaged, they are highly exposed to anaerobic
infection;

N Such deep traumas, as gunshot wounds and animal bites create
supportive environment for anaerobic infections;

> If the secretion has stinking odor or dark flesh red colour, and it has
red fluorescence at UV light, it corresponds to anaerobic infection. If the secretion
or the pus have “grey granules”, it corresponds to antimycotic infection;

> If microbes are detected in the swipe sample of patient’s secretion
microscopically after Gram coloration, but after cultivation or bacteria cultivation
in fluids or in deep layers of semisolid culture medium a negative result is
obtained, anaerobic infection can be detected;

N In case of long-term aminoglycoside antibiotics intake and their

inefficiency, the anaerobic infection is possible;

N Infection can be caused by abortions and gastrointestinal surgical
operations;
> It shall be (Considered that if the bacterial reaction is negative, and

bacterial endocarditis, detected in the blood culture, is complicated with septic
thrombophlebitis and accompanied by yellow plague and so on, it can state
anaerobic infection.

Thus, the use of culture media bottles for microbiological diagnosis of
infectious diseases should be combined with a number of additional bacteriological

and clinical studies and taking into account the history of patients.
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Appendix C
List of applicable national standards to ensure the safety, efficacy and
qguality of medical products

Medical product "Culture medium Bottles HOHOHa® for Automated

bacteriological Systems HOHOHa® LABSTAR in models" complies with

international and national standards of the People’'s Republic of China for products:

. GB/T2828.1-2012 Sampling procedure for quality control-Part 1
Index of sampling schemes according to acceptable quality limits (AQL) for
sequential batch inspection;

. GB/T2829-2002 Procedure for sampling and the frequency of periodic
quality control (Applicable for the stability control of the process);

. GB/T19973.2-2005 Sterilization of medical products-Microbiological
methods-Part 2: Sterility Tests carried out during the validation of the sterilization

process;
. ISO 11737-1: 2006 Sterilization of medical products. Microbiological
methods - Part 1. Determination of a population of microorganisms on products;
. ISO 11137-1: 2006 Sterilization of medical products-Radiation

Sterilization-Part 1: Requirements for the development, validation and ongoing
monitoring of the sterilization process of medical products;

. ISO 11137-2: 2012 Sterilization of medical products-Radiation
Sterilization-Part 2: Establishment of sterilizing dose.

. YY0033-2000 Good manufacturing practices for sterile medical
products;

. YY0466.1-2009 Medical Products-Symbols on labels of medical
products and the provided information. Part 1. General requirements

. YY / T 0656-2008 Automated Blood Culture System;

. Principles and procedure for handling blood cultures. Approved
methodical instruction;

. National regulations on the organization and operation of clinical
laboratories (Third edition);

. Chinese Phamiacopoeia.
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Medical product "Culture medium Bottles KOHOH3. for Automated

bacteriological Systems HKOHOH3® LABSTAR in models” complies with

international and national standards of the Russian Federation for products:

. GOST R 51352-2013 «In vitro diagnostic medical devices. Test
methods»;

. GOST R 51088-2013 «In vitro diagnostic medical devices. Reagents,
kits, the test - systems, control materials, culture media. Requirements to devices,
and to supporting documentationy;

. GOST R ISO 23640-2015 «In vitro medical devices. Evaluation of
stability of in vitro diagnostic reagents»;

. GOST R EN 12322-2010 « In vitro diagnostic medical devices.
Culture media for microbiology. Performance criteria for culture mediay;

. GOST R ISO 18113-1-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 1. Terais, definitions
and general requirements»;

. GOST R ISO 18113-1-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 2. In vitro diagnostic
reagents for professional use»;

. GOST R ISO 15223-1-2014 «Medical devices. Symbols to be used
with medical device labels, labelling, and information to be supplied. Part 1
General requirements»;

. GOST R 56894-2016 «Summary technical documentation for
demonstrating confomiity to the essential principles of safety and perfonnance of
in vitro diagnostic medical devices»;

. SanPiN 2.1.7.2790-10 «Sanitary and epidemiological requirements for
the treatment of medical waste».
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CEPTUPUNKAT

/NoroTtun: KnTaicknii KOMUTET COLENCTBUA Pa3BUTMIO MeXAYHApOAHON Toprosiun/

Kumaiicknih KOMUTET COAeincTBMA pasBUTMIO MeXAYHapPOAHOW TOProBamn ABnsetTcs Kutaickon MexxayHapoaHO TOProBon nanaTtoin
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MepeBoA C KNTANCKOTO M aHTINACKOTO A3bIKOB Ha PYCCKUIA A3bIK

[Norotun KomuteTa/

Kutaickuii KOMUTET COLENCTBUA Pa3BUTUIO MeXAYHAPOLHON TOProBn
KuTaiickaa mexxagyHapogHas Toprosas najara

CEPTUNPUKAT

/QR- kopg/
Ne 193700B0/012341

HACTOAWMM  CBUAETE/ICTBYEM, UTO;  nevatb  kKomnaHun  «CUHbK3
BMONOOXKNKAT TEKHONOOXW KO., NTA.» (SCENKER BIOLOGICAL TECHNOLOGY

CO., LTD.) B npunaraeMoM AOKYMEHTE SIBNSETCS MOAMHHON.

/V\OEHTWUYHbIN TEKCT Ha aHIIMNCKOM 5i3blKe/

/TuncHeHasa neyvatsb: CepTugmKauma *
KnTaincKmin KOMUTET COAENCTBUA Pa3BUTUIO
MeXayHapogHoi Toprosnn/

KuTaickuii KOMUTET COAenNCTBUA
pasBUTUIO MEXYHAPOLHOW TOProBn
/Mevatb: CepTudumkaumsa *
KuTalicKnin KOMUTET COLENCTBINSA PasBUTUIO
MeXayHapoHol Toprosnun/

Mognuck ynonHoMo4YeHHOro mua: /nognuce/
LLlao KOHbL3e
[Oara: 29 ceHTa6pa 2019 r.
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I'IepeBo,q C KUTANCKOro 1 aHrMIACKOT0 A3bIKOB Ha pyCCKI/IVI A3bIK

XSCENKER VIR

SCENKER Biological Technology
Co., Ltd.

Ly M3/3aKOHHbIN

npeactasutens /Mognucek/

«19» ceHTa6pa 2019 .

/Mevatb: «CIHbK3 Buonompknkan TeKHOM0M,KN
Ko., NlTa.»
(SCENKER Biological Technology Co., Ltd.)/

Cpegabl nutaTtenbHble KOHOH3.® BoO (hiakoHax K aHasmn3aTopam
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HBPEBO,U, C KATANCKOr0o 1 aHININIACKOr0 A3bIKOB Ha pyCCKI/II7I A3bIK

Mpeancnosue
Bnarogapum Bac 3a npuobpeTeHue cpef nuTaTeslbHbIX BO (PrlakoOHax K
aHanmM3aTopaMm 6aKTepuonornyeckMm asBToMaTuveckum cepum LABSTAR B
BapmaHTax UCMOSIHEHUA.
Cpefbl npefHa3HayeHbl 419 KYNbTUBUPOBaAHUA U BbISABNEHUA NaTOreHHbIX
MUKPOOPraHn3mMoB B o6pasuax KpoBU W APYrUX CTEPUIbHbLIX OGUONOrMYEeCKUX

XXNAKOCTAX opraHmnsma yenoseka. Cpeflbl BO (pslakoHaxX MCMNO/b3YHOTCA COBMECTHO
C aHa/M3aTopoM 6aKTepuonorMyeckKMMm asToMaTuyeckum cepumn HKOHOHB

LABSTAR.

Cpefbl roToBbl K MPUMEHEHUIO, NPUMEHSAOTCA O4HOKPATHO.

Cpegbl 1 AHanIM3aTop PEKOMEHA0BaHbI A1 UCNO/Ib30BaHUs B nabopartopun,
oTBeyaroLlleir TpeboBaHMSIM YPOBHSA 2 6MONOrMYecKonm 6e3onacHocTU. B xoge ux
aKcnyaTaumm Heo6XoAMMO NMPUHUMATL Mepbl 6ro3alnTbl. OTpaboTaHHbIe cpefbl,
HEeo6Xxo4nmMo noagsepraTb 06e33apaXKnBaHuio c NCnosb3oBaHNEM
aBTOK/IaBUPOBaHUA WM pyroro 6e3onacHoro Metoga, MnpefyCcMOTPEeHHOro
TpeboBaHNAMKN MeCTHOI0 3aKOHOAATe/IbCTBA.

[aHHble Ha n3genve:

JlnueH3na Ha npomnssofcTBo Ne: L.S.Y.J.X.S.C.X. Ne 20110052

[laTa n3rotoBfieHns: yKasaHa Ha 3TUKETKEe.

CraHgapT Ha n3genue: YZB/ LU 0272-2013 ot 01 utona 2013 r.

Jata nepBoHayanbHoro Bbinycka VHcTpykuum: 01 nona 2013 T.

Bepcuna NHCTpyKuum gns peructpaummn B Poccuiickon degepaymm:

V.2 oT 19 ceHTA6pA 2019 T.

Ha pblHke P® usgenve 6yaeT o6pallaTbCs C MUCMOMb30BaHWEM TOBApPHOIo

3HakKa OHOHa®.

KomnaHusa Scenker Biological Technology Co., Ltd.
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MepeBog C KNTACKOTO M aHI/IMIACKOTO A3bIKOB Ha PYCCKNIA A3bIK
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MepeBoj C KUTANCKOTO M aHTIMIACKOTO A3bIKOB Ha PYCCKUIA S3bIK

1 MHpopmaumsa 0 MegULIMHCKOM U34ennmn

1.1. HammeHoBaHMe MegULIMHCKOIO MU3genus

Cpegbl nutaTensbHble KOHOHa® Bo dhnakoHax K aHanmsaTopam

bakTepuonornyeckmm astomatundeckmum cepum KOHOHa LABSTAR B
BapuaHTax UCNofIHeHNA (fanee No TekcTy - cpega(bl)):
1 Cpepaa nuTaTenbHasa anst KynbTuBupoBaHus aspobos KOHOHa Bo

(hNaKoHe;

2. Cpepa nuTaTenbHas ¢ HeliTpanmnsaTopaMmym aHTUBNOTUKOB AN
KynbTuBmpoBaHus aspo6os KOHOHa® Bo thnakoHe;

3. Cpefa nuTaTeNbHas ¢ HeUTpann3aTopamm aHTUM6MOTMKOB ANs
KynbTuBMpoBaHus aHaspo6os FKOHOHa® Bo thnakoHe;

4, Cpepna nuTaTenbHasa Ans AeTei ¢ HEMTpanm3aTopamm aHTUMONOTUKOB

ANs KynbTBmpoBaHust aspobos KOHOHa® Bo hnakoHe.

1.2. CsegeHuda o0 npousBoauTene MeAULMHCKOIO U3genus
SCENKER Biological Technology Co., Ltd, East End of Weier Road,
Fenghuang Industrial Park, Liaocheng, Shandong Province, China, 252000.
(«CNHbBbK?3 Buonogpxkukan TekHonomkn Ko., ta»
Banep Poypa, npombllinieHHas 30Ha dP3HxyaH, J1s04sH, npoBuHUMA LaHbayH,

Kutaii, 252000).

1.3. CBefleHMss 006 YMO/THOMOYEHHOM npeAcTaBuUTeNe  MEeAULMHCKOrO
n3penus

Mo Bonpocam KayecTBa W 06GCNY)XMBaHUSA  MEOULMHCKUX  WU3LeSTNIA

«AHanusatop 6akTepuonorndyecknin astomatmyeckuii FOHOHa® LABSTAR,

BapuaHTbl ucnonHeHna: KOHOHa® LABSTAR 50, OHOHB® LABSTAR 100, c

npuHagnexHoctamm» (per.ygoctosepeHne B P® No ) n «Cpeabl nutaTesibHble
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HEPEBO,U, C KMTaANCKOro M aHT/IMINCKOro S13bIKOB Ha pyCCKI/II7I A3bIK

FOHOHA.® BO (hnakoHax K aHanmM3aTopaM 6aKTepMOIorMYeCKMM aBTOMaTUYECKUM

cepum KOHOHaA® LABSTAR B BapuaHTax UCMONHeHUS» (per.yaocToBepeHue B

P® Ne ), npomsBogctBa SCENKER Biological Technology Co., Ltd, Kwuraij,
obpallaTbCa K YNOHOMOYEHHOMY MNpeAcTaBuUTeNs NPOM3BOAUTeNs B PoccuiicKoii
defepayunn:

O6WeCTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbIO «TpuonpomTpeng» (OO0
«TpuonpomTpen»),

P®, 620028, CeepanoBckas 061., r. EkatepunHoypr, yn. Kuposa, 4. 28 /
Tonegosa, 4. 43., Ten.: +7 (343) 270-75-00, Pakc: +7 (343) 246-91-56.

E-mai X info.triopromtrade@mail.ru

2. OnwucaHue n paboTa

2.1. KpaTkune cBefileHA 0 MeAULMHCKOM U34ennn

2.1.1. HasHa4eHue MeLNLUNHCKOTO nsgenus, yCTaHOBJ/IEHHOE
npousBoanTeNnemM

Cpeabl NuTaTeNbHble NMpefHasHayeHbl ANA Ky/IbTUBUPOBaHUA U BbIABIEHUA
NaTOreHHbIX MWKPOOPraHM3mMoB B o06pasuax KpoBU W [APYrUX CTepPU/bHbIX
OMONOIrNYECKUX XUAKOCTSAX opraHmsMa 4enoseka. Cpeabl B0  (hylakoHax

NCMONb3YOTCA COBMECTHO C aHaM3aTopom 6aKTePMONOrN4ecKNM
aBToMaTtnyeckmm cepumn FKOHOHa® LABSTAR (fanee - aHanusatop).

2.1.2. Obnactb NnpUMeHeHNA n noTeHUManbHble noTpeouTenu
MeLNLNHCKOro 1U3fenns

MNpuMeHAeTCA B MELUUMHCKUX YUYPeXAeHUAX, KAUHUKO-ANArHOCTUYECKNX
ueHTpax. [lonb3oBaTenamMu ABAAKOTCA  KBIN(UUMPOBaHHbIE  MeLULUHCKNE
paboTHNKMW, 3aHATbIE B NPOBELEHNN MUKPOOMOIOrMYeCKNX UcCcnefoBaHNA.

2.1.3. Knacc pvcka 1 npuMeHnMble KiacCnKaLnoHHbIe npasuia

Knacc noTeHUManbHOro pucka MPUMEHEHUA MeAULUMHCKOro Wu3fennsa B
COOTBETCTBUM C HOMEHKNATYPHON Kraccuukaumen MeguumMHCKUX U3gennim —2a

(n. 9.4 npukaza MuHsgpasa Poccum o1 06.06.2012 r. Ne 4H).
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HGDEBOA C KNTANCKOro 1 aHrNACKOro A3bIKOB Ha pyCCKI/IVI A3bIK

CornacHo [AupektnBe «O MeAUUMHCKUX WN3[eNUAX»,  BbINYLLEHHOW
KuTaickum ynpaBfieHMeM M0 KOHTPOMO 3a MeLUUUHCKUMU  U3LeNnaMn  1n
nekapcteamu B 2002 ropgy, u3genve KnacCUpuMUMpPOBAHO KaK «peareHTbl AN
nabopaTopHO AMArHOCTMKKM in vitro 6840» M OTHOCMTCA KO BTOPOMY Kjaccy

MeANLUNHCKUX U3AENNNA.

2.1.4. MNokKa3aH1Aa K NPUMEHEHUIO

HeobxognmocTb Ky/IbTUBUPOBaHUA " BbISIBNIEHUA NnaToreHHbIX
MUKPOOPraHn3MoB B o06pasuax KpoBUM W ApPYrux B HOPMe CTepU/IbHbIX
OMONOrNYecKNX  XUAKOCTAX  OpraHMsMa 4efiloBeka  Mpu  NpPOBeAeHUn
MUKPOOMOSIOrMYECKUX WUCCNEeA0BaHNN C LeNbio MNOALEPXKKM AUMArHOCTUKMK Mpu
MOAO3PEHUN WNN  KIMHWUYECKN YCTaAHOBJ/IEHHON WHMeKUuMM KpoBOTOKA M60
NIOKa/IbHOr0 rHOMHO-BOCMa/INTE/IbHOIO MpoLiecca.

2.1.5. ﬁpOTI/IBOI'I(;Ka3aHVIF|

Cpeabl nuTaTe/bHble MPUMEHSIIOTCS TO/TIbKO ANS AMArHOCTMKM in vitro.

2.1.6. Bo3MOXXHble M060YHbIE BO3AENCTBUS

He npuvmeHNMO

2.2. [fapaHTMpOBaHHbIE TMPOU3BOAUTENEM TeXHWYeckue napameTpbl U
XapaKTepUCTUKN MELULNHCKOIOo U3genus
2.2.1. BapwaHTbl UCMOMHEHUA

B 3aBMCMMOCTM OT BMAa NATOreHHbIX 6aKTepuii U Lenerl KIANHUYECKNX

nccnegoBaHnin - «Cpefbl nutaTesibHble KOHOH3.® BO (hnakoHax K aHanu3aTtopam

0aKTepuonornvyeckKMm aBToMaTmyeckmum cepunm  HKOHOH3® LABSTAR B
BapuaHTax UCMOJSIHEHMSA» UMEIOT YeTblpe BapuaHTa UCMOJSTHEHUA:
. Cpepa nutaTtefnbHas ans KynbTuBMpoBaHMA aspoboB HOHOH3® Bo

(hnakoHe (UBET 3TUKETKM M CbEMHOW KPbILLKW - KPacHbIA, YC/IOBHOE 0603HaYeHMe
*) - cTaHgapTHas nNuTaTe/lbHas cpefa NpeAHa3HayeHa Ansi B3POC/bIX MaLueHToB,

He NMPpUHNMaBLINX aHTUOMOTUKM;
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MepeBOA C KUTANCKOr0 M aHTIMIACKOTO A3bIKOB Ha PYCCKUI A3bIK

. Cpega nuTaTeNnbHas C  HeWTpaimsaTopamMy  aHTUOMOTUMKOB ANs
KynbTnBMpoBaHnsa aspobos FOHOH3.® Bo (nakoHe (UBeT 3TUKETKM U CbeMHOM

KPbILLIKW - CUHWIA, YCNOBHOe 0603HauYeHne *) - nuTaTeNbHas cpefa npefHasHadeHa
AN B3POC/bIX MAaLWEHTOB, MPUHMMABLUNX aHTUOMOTUKMN;

. Cpega nutatesibHas C  HelTpanm3atopamu  aHTUOMOTUKOB AN1S
Ky/IbTMBMpPOBaHUA aHaspo6os FKOHOH3® Bo hiakoHe (UBET 3TUKETKU U CbEMHOA

KPbILWKN - >XeNTO-OpaHXXeBbll, YC/I0OBHOe 0003HayeHue ') - nuTatesbHas cpeja
npegHasHayeHa 4715 B3POC/bIX NauMeHTOB, NPUHUMABLLUNX aHTUBUOTUKMN;

. Cpepa nuTatenbHasa 1A geTeill ¢ HeTpanmsaTopaMm aHTUOMOTUKOB
Ana  KynbTuBupoBaHMs aspoboB HKOHOH3® Bo (iakoHe (UBET 3TUKETKU WU

CbEMHOI KPbILWKA - PO30BbIiA, YCIOBHOE 0603HAYeHWe ) - NUTaTeNbHas cpefa
npegHasHaveHa ans aeTeid.

Cpefbl BO belaKOHaX COBMECTMMbI CO BCEMU MOAE/IAMUN aHa/IN3aTOPOB

6aKTepmnonornyeckmnx aBTtomatmnyeckmx cepum KOHOH3® LABSTAR.

Puc. 1 BapnaHTbl UCMONHEHNS

2.2.2. OnucaHue
Cpeabl BO hniakoHax, B KOTOpble NpeABapuUTe/IbHO MPOM3BOAUTCA MOCEB

o6pasla, NoMeLLalTCsl B aHanM3aTop, rAe OCYLUEeCTBASETCS Ky/bTUBUPOBAHUE U
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MepeBOA C KUTANCKOTO M aHFUIACKOTO A3bIKOB Ha PYCCKUI A3bIK

HenpepbIBHbIA  MOHUTOPUHI Ha/MyMs pocTa MWUKPOOPraHM3MOB BO (PllakoHe
(h1yopecueHTHbIM MeTO0M.

B pgHuwe ¢nakoHOB npegycMaTpuBaeTcs OMTUYECKUIA YYBCTBUTENbHbIN
aneMeHT  (MOIMMEPHBIA  CeHCOp), KOTOpbIA NoA  AeACTBMEM  MPOAYKTOB
mMeTabonmama 6akTepuii HadnHaeT CBETUTbCA. ECnM BO BHECEHHOM BO (b/1aKOH
obpasLe ecTb MUKPOOpPraHM3Mbl, TO B NpoLiecce pocta 1 yTunmsauum cybcTpaTos
OHM BblpabaTbiBalOT  yrnekucnblii ras. CBeT,  MCMNYCKaeMblii CBETOAMOL0M
OTpaXaeTcs OT CeHcopa WM (DOTO3NEKTPUYECKNIA [eTEKTOP O6HapyXuBaeT TaKoe
CBeYeHMe M MOoCbINaeT CUrHas B aHa/IMTUYECKUA 610K CUCTEMHOI0 KOMMbIOTEPa,
rge NpoMcxoauT npeobpasoBaHne aHa/IOroBOro curHana B AUCKPeTHbIN. Mo mepe
HaKOMMEeHNA YrneKNcoro rasa CeHcop oTpaxkaeT Bce 6onblle cBeTa. PesynbTarhl
CpaBHMBAKOTCA C UCXOAHbIMM MNOKasaTenAamMu ceHcopa. pu BbICOKOM COfep>KaHuu
CO2 obpasel, cumTaeTe”™ NOMOXKUTENbHbIM, ecnn ypoBeHb CO2 He MeHsieTcAa nocrie
MHKy6auun B TEYEHUN BPEMEHU, YCTaHOBEHHOrO onepaTtopom, ob6paseL,
cunTaeTca oTpuuaTtesibHbIM. MpKU BbISBNEHUN MOMIOXUTENbHbIX NP06 cpabaTbiBaeT
BMU3yasibHasA cucTeMa OnoBeLL,EeHNA Ha MOHUTOPE.

Ha ocHOoBe [JaHHbIX W3MepeHUs ‘@aHaIUTUYECKUIA 6/IOK  CUCTEMHOIO
KOMMNbIOTEpPa CO3JaeT KPUBYK PoCTa, BUA KOTOPOM MO3BONSET cAenartb BbIBOL O
Ha/IMYNN NN OTCYTCTBMWU NATOrNEHHbIX MWKPOOPraHM3MoOB B JaHHOM ob6pasLie.
CKOpoCTb pocTa NaToreHHbIX MWKPOOPraHM3MoB MNPAMO MNPOMNOpUMOHanbHa
06beMy BHECEHHOro 6uomaTepuana (B guanasoHe, peKOMeHLYyeMOM A/19 BHECEHUS
B KaXAbl TUN (P1aKOHOB), ONTUMas/IbHOE BbISIB/IEHWE NATONeHOB JOCTUraeTcs npu
MaKcMManibHOM 06beMe obpasLa.

Ha rpauke MOXHO yBUAeTb TOUKY Mofavym CUrHana TPeBOruM B criyvae

NOMIOXKNTESTbHOM NPO6bI.

10
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MepeBoA C KUTANCKOr0 M aHTIMIICKOT0 A3bIKOB HA PYCCKMUI 3bIK

ursr<][rwllANL »<??? tM igjn BvvwrKueew'erewttiiwwmi

Puc.2 Kpusasi pocTa nono>K1TenbHoM Npobbl  Puc. 3 Kpreas pocTa oTpuuaTe/bHOM Npobbl

Cpeabl BO Cbl'laKOHe roToBbl K NCMNosb3o0BaHUIO, MPUMEHAKTCA OAHOKPAaTHO.

2.2.3. TlepeyeHb BbIABAEMbIX MUKPOOPraHM3MOB.

Cpefbl NUTaTeNbHbIE NpefHa3Ha4veHbl 419 KY/IbTUBUPOBaHNA N BbISIBNIEHUS B
obpasuax KpoBM U LPYTrUX CTepUsIbHbIX OMONOMMYECKUX XUAKOCTAX OpraHmsma
YenoBeKa cneayrLWmnx MUMKPoopraH3MoB:

. A3po6Hble baKTepuu:

Mpam (+) Kokku:

- Streptococcus pneumoniae

Streptococcus pyogenes

Staphylococcus aureus

Alcaligenes faecalis

Mpam (-) Kokku:

- Neisseria meningitidis

Mpam (-) Manoyku:

AHTepobakTepun (Enterobacteriaceae):
- Escherichia coli
HedepmeHTupytowme 6aktepun:

- Pseudomonas aeruginosa
"lemounbHaA nasoyka:

- Haemophilus influenzae

. AHaspobHble 6aKTepumn

11
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MepeBo4 C KATANCKONO M aHTIMIACKOTO A3bIKOB HA PYCCKUIA A3bIK

Mpam (-) Manoyku:
- Bacteroides fragilis
- Bacteroides vulgatus

Mpam (+) Manoyku:

Clostridium histolyticum

Clostridium perfringens

Mpnbbl

Candida albicans

MepeyeHb 3aboneBaHWiA, BbI3BaHHbIX [JaHHbIMW  MUKPOOPraHn3mamu
npusegeH B NpunoxeHuu B.

2.2.4. CaepgeHuA 0 martepuanax

®d1akoHbI CO Cpe)lamMu NUTaTeIbHbIMU repMeTUYHO yrnaKoBaHbl C MOMOLLbIO
npobku. Matepuan Kopnyca hiakoHa - noanaTuneHTepedTanaTtosas cmosna. Ha

Kopnyce MMeETCA LiBETHaA 3STUKETKa.

Puc. 4. ®nakoH co cpefoi NMMTaTeNbHOM
1- KOMOMHMPOBaHHASA KPbILLIKA CO CbEMHOM YacThto, 2 - MPOOKa, 3 - LUTPUX-Kof, 4 - METKHN

o6beMa, 5 - nnTaTenbHast cpeda, 6 - rpaHy.Ubl CMO.ubl, 7 - MO/IMMEPHBIIA CEHCOP

12
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MepeBOA C KUTANCKOr0 M aHFNUIACKOTO A3bIKOB Ha PYCCKUIT A3bIK

KomMbuHMpoBaHHasA KpbllKa CO CbeMHOW 4YacTbio (1) - obecrneunBaet
YMCTOTY NPO6KM (HO He CTepPUsIbHOCTL), N3FrOTOBMEHA N3 aSIlOMUHMEBOW NOJIOCHI U
CbEMHOWM YacCTu U3 LBETHOrO NAacTUKa Mo LBETY 3TUKETKN AN NaeHTUPUKaumnm.

Mpobka (2) - 6yTmnnoBas NpobKa 3aKpensieHa atoMUHNEBON KPbILLIKOWA.

LTpux-kog (3) - Ha 3TUKETKe Kaxpaoro diakoHa WCNob3yeTcs
YHUKa/IbHbI  WITPUX-Kog. OTpbIBHasg 4acTb LWITPUX-KOJa BKJ/IEMBAETCA B
nabopaTopHbIA XXYpHan WAn [pyroi AOKYMeHT. WHgopmaums co LWpux-Koga
CUMTbIBAETCA CKaHepoMm nepef pasmelieHUeM (1lakoHOB B aHanm3atop. Beofg B
nporpaMmmy WTPUX-Koga Heo6XoauMm A8 OnpefesieHUss NpaBuibHOro anropmutmMa
06paboTKN AaHHbIX M3MEpPeHU i BO (PNlakoHe, a TakXe ANs 3arpyskym nakoHa B
COOTBETCTBYIOLLYIO AYENKY ANA fJasibHENLWEro KybTUBUPOBaHUS.

MeTkn obbema (4) - MeTKM nNo 5 MA  npegHasHadeHbl 41A
NpPMGNN3NTENLHOIO onpeaesieHnsa ob6bema obpasLa, BHECEHHOI0 BO (o/1aKOoH.

Cpepa nutaTenbHasa (5) - >XUAKOCTb >XeNTOBATOro LBeTa C rpaHysiamu
aficOpPOLMOHHON CMOMbI*, NpefHa3Ha4YeHHOW ANa aacopbunm N HeUTpanusaumnm
aHTMO6MoTUKOB (6). O6beM nNuUTaTeNIbHOM cpefbl BO (pnakoHe -25 M/1.-

*ckntoyas BapuaHT ucnonHeHms Cpega  nuTaTeNbHas ans
KynbTBMpoBaHusa aspobos KOHOHa® Bo thnakoHe

MonumepHbIn ceHcop (7) - noj [AelicTBMEM MPOAYKTOB MeTabonmsma
baKTepui HaunHaeT CBETUTLCSA, MPUYEM C YBE/IMYEHMEM KOSM4YecTBa bGaKTepwuii
MHTEHCMBHOCTb CBEYEHUS BO3pacTaeT. B 3aBMCUMMOCTU OT XapakTepa U3MeHeHUs

CBEYEHNA aHa/IU3aTOopP onpeaendaeT Haim4dmnme pocta MMKPOOPraHM3MoB.

2.2.5. TabapuTHble pa3Mmepbl (H1AKOHOB CO CPesoi.

FabapUTHbIe pa3mepbl (1aKOHOB NMpuBeeHbl B Tabnuue 1

Pasmep lNMokasaHue
BbicoTa, Mm 102,0+1,0
OnameTp AHMWa, Mm 35,0+£0,3
13
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MepeBOA C KNTANCKOTO N aHTIMIICKOTO A3bIKOB HA PYCCKMUIA A3bIK

OnameTp ropnbilika, Mm 19,6+0,3
Bec, r, He 6onee 50+2
BmecTuMocTb nonHasa, M, He 6onee 35+1,5
BMecTUMOCTb NuUTaTe/IbHOM cpeapbl, 2515

MM, He 6onee

2.2.6. KOMMOHEHTbI cpefbl NUTATENIbHOM

KOMMNOHEeHTbI, BXOAsiLLME B COCTAaB MUTATENIbHON cpefbl, COAep Kallieiicss BO

(hnaKoHe COOTBETCTBYIOT AiaHHbIM Tabnny 2 n 3.
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Ta6nuua 2 - KoMNOHEHTbI, BXOASILLME B COCTAB cpefbl NUTATEbHOM

lNepeyeHb NHTPELNEHTOB

OuwuueHHas Boga/

Pure water, mn

TpunTtoH/

Tryptone , % Bec/o6bemM

LA poxoKeBon aKCcTpakT/

Yeast extract, % Bec/06beM
CepaeyHo-M03rosas BbITSXKa/
Brainheart infusion % Bec/06bem

"noko3a moHorugpat/
D(+)-Glucose monohydrate, %
Bec/06beM

Caxapo3sa/

Sucrose, % Bec/06beM
dpykTo3a/

D-Fructose, % Bec/06bem

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Cpega nutartenbHaa ansd
Ky/IbTUBMPOBaHUSA

aspo6os KOHOHa® Bo

thnakoHe

25,015

2,24+0,02

0,240+0,005

0,370%0,007

0,060+0,001

0.080+0,002

Cpepa nutartenbHag and

[eTen ¢

HelTpannsaTopamu
aHTNONOTUKOB AN
Ky/IbTUBMPOBaHNS

aspo6os KOHOHa® Bo

thnakoHe

25,015

2,22+0,02

0,220+0,004

0,340+0,007

0,050+0,001

0.080+0,002

15

Cpega nuTaTenbHasa ¢
HelTpannsaTopamu
aHTNBNOTUKOB ANs
Ky/IbTUBMPOBaHNS

aHaspo6os HOHOHa® Bo

thnakoHe

25,0%£1,5

2,50+0,03

0,250-0,400+
(0,005-0,008)

0,100%0,002

0,060-0,250+
(0,001-0,005)

0,080+0,002

0,250+0,005

Cpefia nuTaTeNlbHasn e
HeliTpannsaTopamu
aHTNOMOTNKOB A/15

Ky/IbTUBMPOBaHNS a3poboB

FOHOHa® Bo hnakoHe

25,015
2,22+0,02

0,220+0,004

0,340+0,007

0,050+0,001

0.080+0,002



L-ApruHuH/

L-Arginin, % Bec/06bem
MemuH/Hemin, % Bec/o6bem
Hatpuii Tuornukonat/Sodium
thioglycolate, % Bec/06bem
ButamnH K1/

Vitamin K1, % Bec/o6bem
MonnaHetoncynbdoHar
HaTpusa/Polyanetholesulfonic acid
sodium salt (SPS), % Bec/o6bem
Cmona agcopbuymoHHas
/Macroporous adsorption resin, 1

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

0,060+0,001

0,030+0,06l

1,6+0,1
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0,250+0,005
0,00050+0,00003
0,160+0,003

0,000050+0,000003

0,050+0,001

1,6+0,1

0,050+0,001

1,6+0,1



HBDEBO,U, C KATACKOr0 1 aHINIACKOT0 S3bIKOB Ha pyCCKI/IIZ A3bIK

Tabnuua 3 - CBefleHNAA 0 KOMMOHEHTaxX

MaTepuan Mapka Mpown3sognTens CrtpaHa
TpunToH OXOID Oxoid Ltd. BenukobpuTaHus
LpOXOKeBOW aKCTpaKT OXOID Oxoid Ltd. BenukobputaHus
CeppeyHo-Mo3rosas .
OXOoID Oxoid Ltd. BenvkobputaHus
BbITSXKKaA

["ntoKo3a moHorugpar Sinopharm Chemical
i i
C6H1206 H20 Sinopharm P KuTaii

CAS 14431-43-7 Reagent Co., Ltd

Caxapo3a . .
. Sinopharm Chemical .
C12H22011 Sinopharm R ot Co.. Lid Kutan
CAS 57-50-1 cagent ~o.
®pyKTO3a
C6H1206 AM1LLUBCO AMRESCO LLC. CLWA
CAS 57-48-7
Sinopharm Chemical
L-ApruHuH Sinopharm P Kutaii
\ Reagent Co., Ltd
MemuH

. Sinopharm Chemical .
C34H32CIFeN404, Sinopharm Kuraii

Reagent Co., Ltd
CAS 16009-13-5
Shanghai Huixing

Hatpwuii Tuornmkonst Biochemical Reagent Kuaii
Co., Ltd.
ButamuH K1 Sigma SIGMA Life Science LLIBeiuapms
MonnaHeTon . . . o
Sigma SIGMA Life Science LLisenuapus

CyNbgoHAT HaTpMS
ROHM AND HAAS
SHANGHAI
Cmona agcopbumoHHas DOW CHEMICAL Kutaii
INDUSTRY CO.,
LTD.

2.2.7. TpeboBaHUs K NapameTpam U XapaKTepUCTUKaM

2.2.7.1. BHewwHWIA BYA
®dNakoH Ao/MKeH ObITb BHELLUHE YUCTbIM, 0603HAYeHUS Ha 3TUKETKe [LOJIKHbI
ObITb YeTKUMU. PakoH JO/DKEH ObITb repMeTUYHbLIM, 6e3 TpelwnH. Hannuue

Teueil 1 BbleNleHNst BNarn He gonyckaetcs. Cpefa nuTaTe/lbHas BO (h1aKoHe

[O/MKHA ObITb YMCTOW, MPO3PaYHON, XXeNToBaToro LBeTa ¢ rpaHysamu CMo/bl
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MepeBog C KNTACKOrO M aHIINIACKOTO A3bIKOB Ha PYCCKNIA A3bIK

rony6oro uBeta, 6e3 xnonbeB. MoAMMEPHbIA CEHCOP A0/MKEH 6bITb ronyboro
uBeta.
22.1.2. BmecTumocTb
O6beM nUTaTeNbHON cpedbl BO (h/lakoHe cocTaBnsieT 25+1,5 mn.
4 2.2.7.3. BennunHa PH
BennyunHa pH gomkHa coctasnatb 7,2+0,2 npu Temnepatype 20-25°C.
2.2.7.4. Bocnpons3BoANMOCTb MOSTOXKUTE/IbHbLIX PE3yNbTaToB
Mpun nocese BO (h/1laKOHbI CTaHAAPTHbIX LUTAaMMOB Pe3y/ibTaTbl UCMbITaHWU
[O/DKHbI 6bITb MONOXUTENBbHBIMMU.
2.2.7.4.1. YyBCTBUTE/IbHOCTb CpeAbl
Cpefa nutatenibHas Jo/mKHa obecrieymBaTb POCT CTaHAAPTHbLIX LUTAMMOB He
no3gHee 4Yem 4epe3 72 4Yaca nocse nocesa npu Temnepatype 35%1,5°C.
MWHUMaNIbHOE KO/AYeCTBO OaKTepwuii, KOTOpPOe AO/HKHO ObiTb 06Hapy>XXeHO BO
thnakoHe: 50+10 KOE.
2.2.7.4.2. CKOpoOCTb pocTa
MuHUManbHOe Bpemsi MHKy6aumn MoceBOB, 4epe3 KOTOpPOe [JOJIKEH
Habn4aTbCA OTUET/IMBbLIN, BUAMMbIA HEBOOPY>XEHHbIM [/1a30M POCT, Ky/NbTypbl,
cocTaBnseT 24 yaca.
2.2.7.5. CTepunibHOCTb
B oTcyTcTBMe noceBa B Cpefy CTaHAAPTHbIX LUTaMMOB pe3y/ibTaTbl
UCNbITaHU JO/MKHbI ObITb OTpUUAaTeIbHbIMU.
2.2.7.6. CTabunbHOCTb
. Mpn noceBe B cpefy CTaHAaPTHbIX LUTaMMOB pe3y/ibTaTbl UCMbITAHUI
[JO/DKHbI ObITb MONOXUTENIbHLIMA B TedeHMe OfHOro Mecsua Mnocsie UCTeYeHUs
CpoKa rogHocTu.
. B otcytcTBMe noceBa B Cpefy CTaHAAPTHbIX LWITaMMOB pe3y/ibTaThbl
UCNbITaHNA [O/DKHbI ObITb OTPULATENIbHBIMM B TedeHMe OAHOro Mecsaua nocine

NcTe4eHnd CpokKa rogHoCTH.
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MepeBog C KNTANCKOTO U aHIINIACKOTO A3bIKOB Ha PYCCKUIA A3bIK

2.2.8. CBefileHNsa 0 CTepUIbHOeTH

2.2.8.1. Ctepunusaums cpefibl NUTaTeNbHON

[foTOBasA cpefa nuTaTesibHaA CTEPUIN3YETCA METOLOM aBTOK/IaBUPOBaHUA B
TedeHne 30 MUHYT npwu Temnepatype (121 = 1)°C, pgasneHuun 0,12MTlla. Ecnu
nuTaTeNbHas cpefa He rMpefHasHayeHa [ HeMEeA/IeHHOro MNpPUMeHeHus, ee
cnefyeT XpaHuUTb npu Temnepatype 4+2°C. [Mocne cTepuansaunn cpesy MOXXHO
XpaHUTb He 6onee 7 AHEN.

JaHHble npuBefeHbl B OTYeTe MO BepuuKaumm npouecca crepunnsalmn
NeXK/TYS-(12)-2015-03.

2.2.8.2. Crepunusaums p1akoHOB CO CPeAor NUTaTe/IbHOM

dnakoHbl CO Cpefoill nuTaTeNlbHOM NoABeprakwTCcad  paguauyMoHHOM
cTepunusaumn, Kotopasd MPOBOAUTCA Ha ayTCcopcuHre B KomnaHuu Hitrusty
Industry and Trade Cb., Ltd.

JaHHble npuBefeHbl B OTYeTe MO BepuuKauuum npouecca CTepunnsalmnmn

NeHC/FZ-2015-15.

2.3. CoctaB (KOMMN/IEKTHOCTb NOCTaBKN) MeANULIMHCKOro nU3aenus
. Cpefa nutaTenbHaa A1s Ky/bTMBMpPOBaHUA aspoboB FOHOH3. Bo

thnakoHe - 50 WTYK B KOPOOKE;

. Cpega nuTatenbHass € HeWTpanui3aTopamy aHTUOMOTUKOB AN
Ky/NbTuBMpoBaHUs aspo6oB KOHOH3® Bo thnakoHe - 50 LUTYK B KOPOOKE;

. Cpepga nuTaTenbHass € HelWTpanmsaTopamMu  aHTUOMOTUKOB A1
Ky/bTBUpPOBaHUA aHaspoboB KOHOH3® Bo hiakoHe - 50 LWITYK B KOPOOKE;

. Cpepa nutaTenbHas Ans feTeil ¢ HeMTpamsaTopaMy aHTUOUMOTUKOB
ANa KynbTuBMpoBaHust aspoboB KOHOH3® Bo hriakoHe - 50 LUTYK B KOPOOKE;

. VIHCTPYKUMSI MO MPUMEHEHWIO;

i . CepTudmkar.
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MepeBog C KUTANCKOr0 1 aHIIMIACKOTO A3bIKOB Ha PYCCKMIA S3bIK

2.4. TpepynpexaeHus, Mepbl MNPefoOCTOPOXHOCTU W OrpaHUYeHUs npu
NCMob30BaHNUN MeAULIMHCKOIO 13aenms

2.4.1. MNMpepynpexaeHns n Mepbl 6e30MnacHoOCcTr

. Mepeng paboTo co cpegol BO  (pnakoHaxX O3HAKOMbTECH C
WHCTPYKLUMEN MO NPUMEHEHUIO;

. He ponyckaetcsa WUCnonb3oBaTb cpedbl BO (h/lakOHax Cco cnefamu
NOBPEXAEHUIA UK yTeYeK;

. Cpeabl NpefHa3Ha4veHbl 4151 04HOPa30BOro NPUMEHEHUS;

. Mepen nUcnonb3oBaHUEM Cpef NPoBepbTe, YTOObI TEKCT, 0603HaYeHUS
N MapKUpOBKa Ha 3TUKeTKax (D/1IakoHOB Obl/la YeTKasi.

2.4.2. OrpaHnyeHns No UCrosb30BaHMI0

. Ecnm B o6pasue ummeroTca 6akTepum € 0CO6bIMM MUTaTENIbHbIMU
NOTPEOHOCTAMM, XapaKTepUsyoLmecss MeasieHHbIM POCTOM, 3TO MOXET MPUBECTHU
K HeAoCTaTO4HOMY MX POCTY BO (hiakoHe. CyLecTBYeT BEPOSATHOCTb JI0XKHOIO
oTpULAaTeSIbHOr 0 pesysibTara.

. PesynbTaTbl B 00MbLLUOA CTENEeHM 3aBUCAT OT YCNoBUI 3abopa
obpasuoB KpoBW, TakuM 00pa3oM, OAMH OTpuUATE/NbHbIA pe3ynbTaT He
0053aTe/lbHO  YKa3bIiBaeT Ha OTCYyTCTBME WHMpeKunn. Heobxoammo CTporo

co6M0aaTh NOPSAOK KybTUBUPOBAHUS.

2.5.  OnuncaHne ynakoBKW, MapKUPOBKN 1 NpeayrnpexxjaroLnx Hagnucein

2.5.1. ¥nakoBka

2.5.1.1. BHYTpeHHAA ynakoBKa

Cpefa nuTaTesbHaa ynakoBblBaeTCA BO (D/1aKOH, KOTOPbIA 0becrneynBaeT ee
3alWUTy OT 3arpsA3HeHNs U APYrux BO3AENCTBUIA OKPY>XXaKOLLLEN cpefbl.

2.5.1.2. BHeLLHAA - TpaHCNopTHaA ynakoBKa

Cpefa BO (pnakoHax rnomewlaeTcs B TPAHCMOPTHYIO YNaKOBKY -KOPOOKY U3
ropmpoBaHHOro KaptoHa c pasMmepamu: 393x195x115 mm. 15 npefoTBpaLLeHNs
paspyLleHns Le/I0CTHOCTU (PNIaKOHOB BHYTPU KOPOOKM WMMeEETCA BKagKa W3

ro)pUPOBaHHOIO KapTOHA BbICOKO/A MNPOYHOCTU. KOHCTPYKUUSI  KapTOHHOA
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|_|8[IJ€BO,CI| C KATANCKOro 1 aHIIMINCKOro A3bIKOB Ha pyCCKI/II7I A3bIK

KOpO6KI/I Nno3BOJIAET UCK/TIOUNTL MOABUMXXHOCTb (*)I'IaKOHOB C NUTaTe/bHOW CpG,CI,OVI

NpY TPAHCMOPTUPOBKE M 3alUTUTbL NPOAYKLMIO OT NOBPEXAEHMS.

2.5.2. MapKupoBka

2.5.2.1. MapkunpoBska nakoHa

STMKETKA (h1aKoHa CO CPE/OI COIEPXKUT CeayHOLLYH0 MH(OPMALMIO:

NoroTvn Npoun3BoaAnTENS,

06BbEM NuUTaTeNIbHOWN Cpefbl,

HaMMeHOBaHWE 1 Ha3HauYeHWe NUTaTe/IbHOW cpeapl,
06bem obpasua,

yKasaHue «MeauLMHCKOe n3genne Ans AMarHoCTUKM in vitro»

(HaHeceH COOTBETCTBYIOLMIA CUMBON);

YC/IOBUSI XPaHEHUS;
yKaszaHue «bepeub OT Blarn» (HaHeCeH COOTBETCTBYHOLLMIA CUMBON);

yKaszaHue «He fIonycKaTb BO3/eliCTBUSA CO/THEUYHOrO cBeTa» (HaHeceH

COOTBETCTBYIOLMIA CUMBON);

CUMBON);

yKasaHue «TemnepaTypHbIil AnanasoH» (HaHeceH COOTBETCTBYIOLLNIA

yKaszaHne 0 CTEPUILHOCTU (HaHeceH COOTBETCTBYHLLWIA CUMBON);
HOMep W JaTy PerncTpaLnuoHHOro yaocToBepeHus B Pd;
HanvMeHOoBaHWe NPOVN3BOANTENS;

cTpaHa Npon3BoAUTENS;

LUTPUX-KO[;

OTPbIBHOW LUTPUX-KOL;

HOMep NapTuu;

farta U3roToB/IeHUS;

CPOK roHOCTU C yKa3aHMEM «TOfeH [0:»;

MECTO AN MHopMaLMn 0 NaLneHTe;

hammnms
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I'IepeBo,q C KMTANCKOro 1 aHrNMIiACKOro 3bIKOB Ha pyCCKI/II7I A3bIK

. Cpega nuTaTeNnbHass € HelTpanuMsaTopamum aHTUBUOTUKOB  A/is

KyNnbTuBMpoBaHms aspo6os KOHOHa® Bo (h/1aKOHE - CUHSS:

XSCE\NKER 25Mn

Cpepa nutaresnbHas
C HeTpa/3aTopaMy aHTVOMOTVIKOB O/151
Ky/bTVBMPOBaHMA aspo6oB O HOH3*
O6bem npobbl &-Lmn

Ycno™m«a JU)aHeHus

llllI_I
[}

/W\“/M damunus

[laTa nsrotoBneHuns 6pems
Sc*nK*r Biotogtcdi Ttchnoiogy Co.. Ltd
CUNBK3 BUONOAXNKON T*«THONOAXMN KO lopeH no Homep

Nntp (K«rran)
Puc. 56 O6paseL, 3TUKETKN Ha (P1aKoH
. Cpefa nuTaTe/lbHasi C  HeliTpainsaTopamum aHTUOMOTMKOB 1S

KyNnbTuUBMpoBaHnA aHaspo6os KOHOHa® B0 hnakoHe - »KeNnTo-opaH>KeBas:

25Mn . i
jremememmenenneen Cpega nuratensmaii A H
S He"NhanusTopamn «naGVdEEAfR 5 ' 1
KyTTASIpOLLIMSist aHaspo6os O HOH 3* 1 A 1
06bem Npo6sl P-30mn 1 | 1
Ycnosusa KpaneHust é
r i
1
1]
11 3
] )
1
Homep naptuu damunusa c
L1 [ata nsrotoAnemus B A
- pemsa f .4
.icenker Aonsto ATm«lnleay Ca~ uB.
CUVbIE* Buaiiogxwan TBmewMBICN B ,: rmp,em ao Homep
NTa. nnT»)
Puc. 58 ObpaseL, 3 TUKeTKN Ha (piakoH
. Cpepa nuTatenbHasa Ans [eTeill ¢ HeWTpanusaTopamu aHTUOMOTUKOB

ANA KyNbTUBUpPOBaHMA aspobos KOHOHA® Bo hiakoHe - po3oBas:
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MepeBog C KMTANCKOTO M aHTIMIACKOTO A3bIKOB Ha PYCCKUIA A3bIK

25Mn
Cpefa nutatensHasn a4a geten
o NI BRI OB
J O6bem ryo ~ 2 1QNdn
Ycnosus XpaHeHuna c
C
n
s
[ STEWCE c
0
Homep nagmxu damntTa
L i faTta narotoBluTHSA BpemMs
Scenker ltotogicai Tectmoiotfy Ce.. ng-
eliHble» Bruonesxmkan TMvonsauc Ka..  ropew go Homep
g, (Kuaid|

Puc. 5r Ob6pasey 3aTNKeETKMN Ha hNaKoH

2,5.2.3. NpeHTumnkaumsa no wrpmux-kKogy
B 3aBUCMMOCTU OT HasHa4yeHUs NMuUTaTe/lbHOM cpefbl (h/1laKOHbl OT/IMYakOTCA
APYT OT Apyra uaeHTUPMKauMOHHbIM KO40M, BXOAALLUM B LUTPUX-KOA:

O6bem MpumeHenne  LTpux-

Ko/
3abupae- O6bem Y e:"m
HanmeHoBaHue MOro nuTartenb- q)vﬁ(a VIOH doTo
martepva HoM cpefbl H:M
na
HoMep
O6pasLbl
Cpepa nutaTenbHasa ang 6uomaTepuana M *
KYNbTUBMPOBaHMSA NaL/EHTOB. He "MBIMIliii
510 M1 25 mn . ! XBZ
aspoboB KO HOHA.® BO npnHUMaB- ].LLI].LLI]J.
(hnakoHe LumX
aHTUBMOTUKNK
Cpega nuTatenbHaa O6pasLibl
HenTpannsatopamn 6|/|0Ma'|'epy|af|a ..... -u
aHTUGUOTUKOB AN 510 25 NaLneHToB, CR HHINI
KY/IbTUBMPOBaHUS - NPUHUMaB- |||m " |
aspoboB KO HoHa® BO LInX
thnakoHe aHTMONOTUKU
O6pasLbl
Cpue,qa nurtaresibHag C 6romaTepuana .
HeMTganmsaTopaMM NaLmneHToB, | | | | | | | | |
aHTMONOTUKOB ans NPUHUMaB- .-
KyNbTUBMPOBAHUSA 5-10 mn 25 mn LIUX XYY 11 P
| aHaspo6os HOHOHa® aHTMONOTUNKN
BO (p1akoHe
24
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MepeBOA C KATANCKOIO M aHI/INIACKOTO S3bIKOB Ha PYCCKMIA 3bIK

Cpefa nutatenbHas Ans Obpasuibl
eTel c 6rnomatepuana . o
e i A1
HeliTpasm3aTopamu AETEN N
aHTUGNOTNKOB ENS 2,10 mn 25 M1 Apyrne XET iiill
KY/IbTUBMPOBAHUS 06pasLibl, C
TPy AOM

aspobos FOHOH3,® BO noagatoLMecs

25.2.4, MapKunpoBKa TpaHCNOPTHOW YNaKoBKN:

. NOroTUN NU3roTOBUTENS;

. HanMeHOBaHMWe U3roTOBUTENS;

. MaHUNYNAUNOHHbIE 3HAKW:

- BepX (HaHeceH COOTBETCTBYHLLMIA 3HAK),
- bepeyb OT Bnarn (HaHeceH COOTBETETBYHOLW NI 3HAK),

- npegen rno KONNYeCcTBY spycoB B LUTabesie (HaHeCeH COOTBETCTBYHOLLMIA

3HaK),
- He KaTuTb (HaHeeeH COOTBETETBYIOLNI 3HAK),

. yKasaHue «MefnunHekoe nsgenve ansa AUarHoCTUKN in vitro»

(HaHeceH COOTBETCTBYOLWNIA CUMBON);
yKasaHune 0 CTeEPUNbHOCTU (HaHeceH COOTBETCTBYHOLW MM CUMBON);
HaMMeHOBaHMe WU Ha3HaueHMe NUTaTeNbHOWM cpeapbl;
HOMEpP NapTuu;
fara npon3BOACTBa;
CPOK rofHOCTW;
TemnepaTypa XpaHeHUs 1 TPaHCNOPTUPOBaHUS;
KO/INYeCTBO B KOPOOKE;
afpec Npon3BOACTBA U TeNeOH N3roTOBUTENS;
HOMeEpP JINLEH3NN;

HavMeHOBaHue, agpec, TenedoH W 31. afpec YNoSHOMOYEHHOTO

I npeacTaBUTENA;

. HOMep W JaTa PerucTpaLoHHOro yaocToBepeHmnst B PO,

25

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBog C KNTANCKOrO M aHTIMIACKOTO A3bIKOB Ha PYCCKUIA A3bIK

. 3HaK obpaLleHNs Ha PbIHKE;

. Bec HeTTo/ 6pyTTO.

Cp«pabl nutatensHole KOHOH3'N »0 hiakoHax K
aHann3atopam 6aKTepI/IOJ'IOFI/IHeCKI/I1I/I
aatomatumackum capum OHOHa” LABSTAR
Mogenb: Cpepga nutatesibHasi ¢ HeliTpanmsaTopaMmy aHTUGUOTUKOB A5t
KyNbTUBMPOBaHMA aspoboB KO HOHa” Bo dhnakoHe
Homep naptunu:
[Jata npousBopacTsa:
Cpok rogHoau: 12 mecsues
MponssoguTtens: SCENKER Biolc”ical Technology Co., Ltd.
(CnHbk3 Buonopykmnkan TekHonoaxwu Ko., /1ta.)
Appec nponsBoacTea: East End of Weier Road, Fenghuang Industrial Park,
Liaocheng, Shandong Province, China, 252000 (KuTait), Ten.: (86) 800-860-8018
Homep nuuyeHsnmn: LS.YJ.X.S.C.X. NO.201100S2

Cpeabl nuTatenbHole KHOH3* Bo 61akoHax K
aHanmnsaTopam 6aKTEPMONOrMYECKUM
aBTomaTtuyeckum cepun KOHOHa” LABSTAR
YNonHOMOYEHHbI NnpeacTtaButens B P®: OCHO "TpuonpomTpeng*
Appec YI: P®, 620028, CeBepgnosckas 06n., r. EkatepuHbypr, yn. Kuposa, 28/
Toneposa, 43, Ten.: +7 343 270-75-00,
E-mail: info.triopromtrade@mail.ru
Homep v gata per. yaoctoBepeHus B P®:
TemnepaTtypa XpaHeHUs u TpaHcnopTuposaHusa: 4-30°C
KonunuyectBo B kopobke: 50

Bec HeTTO/6pyTTO, KI:

STERILE No

Puc. 54 Mprimep 4ONONAHATENBHON MAPKMPOBKW T PaHCNOPTHOW yNakoBKu

O603Ha4YeHNA HaHeCEHHbIX CUMBOJIOB:
l ' Bepx

Bepeub OT Baru
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I'IepeBo,u, C KNTaNCKOro 1 aHrNniACKOro 3bIKOB Ha pyCCKI/IVI A3bIK

8 Mpeaen no KoAM4YecTBY SIPYCOB B LUTabene

He katutb

MeanLMHCKOe n3fenme Ansa ANarHoCTUKM in vitro
sterite | CTepunbHO

3HakK obpall,eHNA Ha pbiHKe

3.  TMpuMeHeHNe MeaULMHCKOI0 U3aenus

3.1. YcTaHOBKa, MOHTaX, HaCTpOMKa, KannmbpoBKa W WHble [eCTBUSA,
HeobXxoAuMble ANA BBOAA U3Le/INA B aKCnyaTaymio.

3.1.1. Ana ncnonb3oBaHUA Cpef Mo HasHa4YeHUI0 YCTaHOBKa N MOHTaX He
TpebytoTcS.

3.1.2. Cpepgbl BO  (pbnakoHax  npegHasHadeHbl  ANA  COBMECTHOrO

MCNONb30BaHMA C AHanusatopaMn 6aKTepuoIormMyecKUMM aBTOMATUYECKMMMU
cepum KO HoHa LABSTAR. Ycnosua skcnayatayuu aHanusatopa CMOTpUTE B
PyKOBOACTBe MO J3KCcnjyaTauunm Ha MeAULMHCKOe u3fenne «AHanm3atop

bakTepuonornyecknin  atomatmyeckmii FOHOHa® LABSTAR, BapuaHThbl

ucnonHeHunsa: HKOHOHa® LABSTAR 50, HOHOHa® LABSTAR 100, c

NPpUHagNeXXHOCTAMM».,
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MepeBoA C KUTANCKOTO U aHTIMIACKOTO S3bIKOB Ha PYCCKUI A3bIK

3.2. Tlopsapok paboTsl

3.2.1. O6wwme npasuna 3abopa 6Monormvecknx obpasyoB 418 uccnefoBaHuUs

. Buonormnyecknin mMatepuan LenecoobpasHo MonyvaTb [0 Hadana
aHTMMUKPOGHON Tepanuu.

. MaTepran [gnss  6aKTepUONOrMYecKoro  uccrnegoBaHust  GepyT
HenocpeaCcTBEHHO M3 o4vara MHMEKUMN UAN UCCAEAYT KANHUYECKM 3HAUYUMBbIIA
61ONOrNYECKMIA MaTepua.

. Heobxognmo  cobniogaTb  acenTuKy, M3beras  KOHTaMuHauum

OMONOrMYecKoro maTepuasna ¢ NOCTOPOHHeNn MUKPODIOPOA.

. KonnuecTBo maTepuana A0/MKHO 6bITb 4OCTATOUHbIM 151 MPOBEAEHUS
nccnefoBaHus.
. He ponyckaeTcs MCMob30BaTb Cpefbl CO Crieaammn NOBPEXAEeHUI Un

yTeueK 13 (o/1aKOHOB.

. Cpeabl NpefHa3Ha4vYeHbl 4151 04HOPAa30BOro NPUMEHEHUS.

. Mepen ncnonb3oBaHWeM cpef NpoBepbTe, YTOObI TEKCT, 0603HAYeHMS
N MapKUPOBKa Ha 3TUKeTKax (/1aKoHOB 6blsia YeTKas.

. Mpy NogO3PEHMM Ha  aHa3poOHYH  MHGEKUMIO 'HeobxoanmmMo
0[IHOBPEMEHHO cobupaTb 06pasel, B ABa (hflakoHa - C NUTaTeNIbHbIMKU cpejamMun A1
aspobHOro 1 aHaspobHOro KynbTUBMPOBaHUS.

. He ncnonb3oBatb cpefbl C UCTEKLLUM CPOKOM FO4HOCTU.

. Mepen ncnonb3oBaHMEM Cpefbl BO (pnakoHax BU3yaslbHO OnpeaensitoT
Npo3payHoOCTb  cpedbl, 060e  MOMYTHEHMe  CBUAETENbCTBYET 00  uX
HENPUIrO4HOCTW.

. Mepen noceBoM OMOMIOrMYECKOro Matepuana BO (PlakoHbI cpefbl

[O/MKHbI BbITb COrpeThbl 40 TeMnepaTypbl 18-30°C.

3.2.2. VccnefoBaHue KpoBu

. KpoBb 6epyT BO BpeMsi nofgbémMa TemnepaTypbl U3 Mepudepnyeckoi
BeHbl C COGMOAEeHMEM MpaBua acenTUKM W Mep WHAMBUAYaSIbHON 3alluTbl,
NpesyCMOTPEHHbIX MPU paboTe C KPOBbIO (MCMO/Mb30BaTh Pe3VHOBbLIE NMepyaTKuy).
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I'IepeBO,u, C KMTANCKOro 1 aHrNIACKOro S3bIKOB Ha pyCCKI/IVI A3bIK

. [na B3ATMA KPOBWU MCMOMb3YHT CTEPUIbHBIE LLMAPULbLI WX eneTeMbl
AN 0HOPAa30BOro Mosib30BaHWS.

. Bo hnakoHe co cpefioi co3faHO paspexeHue, 4To obneryaeT 3abop
06pasLoB KpoBU Yy NauMeHTOB.

. O6beM KpOBW, PEKOMEHAYEMbIN ANA 3abopa BO (PNakoH eo epefow
COCTaBNAET: 418 B3pOC/bIX 0T 5 mn go 10 mn gns ans aspobHbIX (h1akoHOB U OT 2
MM 4O 10 M ANA aHaspoOHbIX (h1aKOHOB; AN1A feTeil: OT 2 MA 40 10 M BO
(hnakoHbl €0 epefon Ans AeTel U aHaspobHble (hakoHbl (METKa Ha 3TUKETKe
(blakoHa rMo3BO/ISET OUEHUTb O06BbEM B3ATOWM KpoBW). [ HOBOPOXAEHHbLIX
KO/IMYEETBO KPOBM MNpW 3abope He AO0/HKHO npeBbiwaTb 1% 0T o6wero obbema
KpoBu. ONTMManbHOE BbIAe/IEHNE MNaTOreHoB [OeTUraeTca npu AobaBneHUn
MaKCMMa/lbHOro o6bema obpasuia.

. KpoBb 3aceBaloT B cpefly cpasy nocsie B3ATUS Yy NocTeNIn 60/IbHOro
NN B NPOLIEAYPHOA.

. Ecnrm y naymeHTa wuMeeTCss MNOAO3PEHME Ha 6GaKTepuasbHbIiA
SHAOKApAUT, NpoBOAATes TPU  MWUKPOOGMONOrMYECKUX  WUCCNeAoBaHuUS  Afs
BbleNleHN  NaTOreHHbIX MWKPOOPraHiW3moB, nNpu 3TOM  3a60p  KpoBU
OCYLLIECTB/SIETCS He MEHee 0HOro pa3a B Yac B TedeHue 24 4acoB.

. Ecnm oo npoBeaeHMst mUccnefoBaHUS KynbTypbl KPOBW MauWeHT
nony4van neyeHMe aHTUBMOTUKAMW B TeYeHME OAHOM-ABYX HeAenb, Mocsie 3TOro
HeobXoAMMO MPOBECTU ABa-TPU MUKPOOMOMOrMYECKMX WCCNef0BaHUS KPOBU B
TeYeHne OAHOrO0 AHS.

. He cnepyeT 6paTb KpOBb M3 COCYAUCTbIX KaTeTepoB, KPOMe C/y4aes,

Korfa npegnosnaraetes MHPEKLUMS KaTeTEPHOro NPOUCXOXAEHWSI.

3.2.2.1. Mpoueaypa 3abopa KpoBM 1 NOCEB
. MoarotoBUTL (h/1laKOHbI €0 epefon, AesvHuuupylowme n gpyrue
Martepuanbl (pue. 6, pPUeyHoK 1).

. Kaxablli (hNakoH CO Cpefoit MMeeT LIKa/ly € yKasaHueM o6beMa

YXNAKOCTW, rfe yKasaH 06bem HanosiHeHMs B 5-10 mn KpoBu (pUc. 6, PUCYHOK 2).
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MepeBog C KNTANCKOrO 1 aHIINIACKOTO A3bIKOB Ha PYCCKMIA A3bIK

. CHATb  MIacTUKOBYHO 3alUNTHYIO KPbIWKY  C (hnakoHa,
npoAesnHpuumMpoBaTb  (PaKoH c nnTaTe/IbHOMN cpegon BaTHOW
nasiovKoi/candeTkon, nponutaHHon 70% pacTBOPOM 3TU/I0BOrO CrnvpTa, u3berarb
ncnonb3oBaHWe  oga.  llocne  fgesvHMeKUMn  NPUIOKUTL  CMIUPTOBYHO

1 canPeTKy/nanoyky Ha OyTbINKy 4718 NOAAEePXKaHUA CTEPUNbHOCTU (PUC.6, PUCYHOK
3).

. [e3nHpeKumsa KOXM: UCMONb3ya CNUPTOBYK  CcanPeTKy/NasnouKy,
nponuTaHHyto 70% pacTBOPOM 3TWUI0BOr0 CrvpTa MpPoAe3HDULMPOBATL KOXY U
OCTaBUTb nMofcbixaTb B TedeHue 30 ceKyHA. 3arem WCNOMAb3ya #op ANs
Ae3VH(eKUMN, HaMeTUTb TOYKY A1 MPOKOo/a Kak LEHTP, NpoAe3vHduumposaTtb
Kpyr paanycom 2,5-3 cm (1-2% HacToliKol iMoga Ha 30 cek) (puc. 6, pUCYHOK 5).

. Mcnonb3ys  BaTHYW  caipeTKy/nanodky, nponuTtaHHyo  70%
pacTBOPOM 3TaHoMa yaanTb 1og (PUC. 6, PUCYHOK 6).

. [ns B3poC/bIX MauWeHTOB PeKOMEHAYEeTCA WCNosb30BaTb B Mape
a3pPOo6HbI 1N aHa3POOHbIN 1aKoH.

. Ona 3abopa npobbl KpoBM cpasy BO (laKOH pPeKOMeHAayeTcs
MCNOMb30BaTb WUrAy A1 BaKyyMHOro 3abopa KposBu (Mrnbl-6a60ukn c noep-
aflanTepom, CTepusibHble, 21-23G). DTO UCKNKOYAET KOHTAKT MepcoHasna ¢ KPoBblo,
3awmuiaeT nepcoHas OT C/Iy4aliHOro paHeHWst U0, KOTOPOe MOXKET NMPUBECTU K
remMaToreHHom nHgekumn (puc. 6, PUCYHOK 7).

. Mpn  wncnonb3oBaHUM  cUCTeEMbl  AnA 3abopa  KpPoBWM  MOCEB
NPON3BOANTCH CHayana B a3pobHbIv (h/1laKoH 3aTeM B aHa3pobHbIA. (He mn3Bnekatb
Uray v3 BeHbl NaumeHTa BO Bpems 3abopa KpoBw. llocne OKOHYaHUA CcHavanla
n3BneYb Uray u3 nakoHa, 3ateM W3 BeHbl nauueHTa). [Mpu mcnonb3oBaHUK
LUNpULA CHa4vana BHECTUM KPOBb B aHa3pOOHbLIAN (PNakoH, a 3aTeM B a3pOoO6HbIiA.
(MN36eranTe NonagaHMs Bo3gyxa B aHaspOOHbIN (D1aKoH).

. OCTOPOXHO NepeBepHYThb (P/TAKOH BBEPX-BHU3 (PUC.6, PUCYHOK 8).
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I'IepeBo,q C KMTANCKOro 1 aHrNMIiACKOro S3bIKoB Ha pyCCKI/II7I A3bIK

Phcnhok 5 Phcwok 7 Puc>Hok 8

" Puc. 6 MNopsgok 3abopa KpoBMYy NauveHTa

. Mocne 3aBeplLUeHUs MNpoueaypbl 04 YAANSOT C KOXW candeTKon ¢
70% 3TNNOBbIM CNMPTOM M 06N1aCTb NPOKO/A 3aKPbIBAKOT SIEMKON/IaCTbIPEM.

. dakoHbl CO CPeaor MapKMpYT C YKaszaHMeM WHdopmaumm o
nauweHTe M AaTbl B3ATMA MaTepuana, M A0 TPaHCNOPTUPOBKW B nabopaTtopuio
cofepykat npn KomHaTHoin TemnepaType (18-30°C) B 3awumil,eHHOM OT CBeTa MeCTe
(He B X0N104MNNTbHNKE)

. Mocne 3abopa KpoBM HEOO6XOAMMO OTOpBaTb C (pnakoHa MOIOBUHY
3TUKETKM CO LWITPUX-KOLOM (BTOPYK MOJIOBUHY 3TUKETKM OTOPBaTb HEBO3MOXHO)

N NPUKNENTb ee Ha 6/1aHK HanpaB/ieHUs1 Ha NabopaToOPHOe UCC/eA0BaHNE KPOBMU.

A Mpy oTpbIBaHUN 3TUKETKN CO LLUTPUX-KOJOM HEeob6X0AMMO C/leauTb 3a TeM,

4TO6bl NH(OPMALIMA HA HaNpPaBNeHNM 1 Ha (hnaKoHe coBnagana!

A O6pasubl He06X0AMMO OTNPaBUTbL B nabopaToputo ANns UCCNefoBaHUSA Kak
MOXHO CKOpee. 3TO MO3BO/IUT MOBbICUTb BEPOSITHOCTb 0OHAPYXXEHMUSA MaTOreHHbIX
MUKpPOOpraHu3amoB. VccnegoBaHne obpasua Heo6XoAMMO HadaTb HE MO3[Hee, Yem

yepes 24 vaca nocse 3a6opal
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MepeBO C KUTANCKOTO U aHTTUIACKOTO A3bIKOB HA PYCCKUM 5A3bIK

A Ecnn o6pasubl He MOryT ObiTb cpa3y B3ATbl B paboTy, He CTaBbTe UX B
X0NoanNbHUK! B 3MMHee Bpemsi (h/1lakoHbl C KYNbTYPOW LO/MKHbI ObITh AOCTaB/EHDI

B /labopaToputo B TEPMOKOHTEMHepe ¢ TemnepaTtypoii 18-35°C.

3.2.3. WccnepoBaHue nvkeopa

. CNNHHOMO3r0BYHO XXUAKOCTb (JIMKBOP) MonyyatoT npuv NioM6aibHOM
NYHKUMW, pexke MNpyv NyHKUUKM 6OKOBbIX >XeNyA0YKOB MO3ra, Xenate/lbHO [0
Hayana npmMema aHTUMOMOTUKOB.

. O6nacTb NyHKUMN obpabaTbiBatoT 70% 3TUNOBLIM CIMPTOM, 3aTeMm 1-
2% HacTorikoin 1oga 30 cek. lNMepBble NOPUUN SIMKBOPA MMEKOT CaMbiii BbICOKUIA
noTeHUMan A5 3arpsasHeHns MUKPOOPraHU3MaMmn ¢ KOXHbIX NMOKPOBOB U AO/KHbI
ObITb OTOPOLLEHBI.

. Cpasy nocfie NyHKUWW JIMKBOP acenTU4YecKu crefyeT BHECTU B
aspo6HbIA  (hnakoH (Npwv onpefeneHHbIX KAVMHUYECKUX CUTyauusix Heob6Xoaum
aHa’poOHbIN h1akoH, B KOTOPbIA 06paseL, BHOCUTCA BO BTOPYHO oYepelb).

. Ecnn 06bem niMkBopa Heb6onbLWwoi (0T 2 40 5 M), B TOM 4unC/e JIMKBOP

OT feTel, cneflyeT UCNosb30BaTb a3pobHble (hlaKoHbI ANs AeTei.

. Bonbwmne o6bembl (5-10 M) BHOCAT BO (PNlakoHbl CO Cpefon ans
aspo0boB..
. PekoMeHayeMbI  06beM  And  (lakOHOB  CO  cpeaon  Ans

Ky/1IbTUBMPOBaHNSA aHaspoboB - 2 - 10 mn.
. O6pasybl HE06X0AUMO OTNPaBUTL B N1abopaTopuio ANA 1ccefoBaHNSA
KaK MOXHO CKopee. 3TO MO3BO/INT TOBbICUTb BEPOATHOCTb OOHApPY>XeHUA
NaToOreHHbIX MUKPOOPraHN3MOB.
. Mpn  XpaHeHUM W TpaHCMNoOpTUpPOBaHUM  cneayeT  u3beraTb
Upe3MEpPHOro neperpeBa M 0COGEHHO oOXxNaxaeHUs (MOXET ObITb WCMO/b30BaH
TEepMOC UM TEPMOKOHTelHep ¢ TemnepaTypoir 30-35°C). OxnaxiaeHue nnkeopa
- HKe 30°C BeféT K rmbeny MEHNHIOKOKKOB.
I . Mocne nocesa NMKBOpa BO (P1akoH He06X04MMO 0TOpPBaTh C (PlakoHa

NOJIOBMHY 3TUKETKM CO LWTPUX-KOAOM (BTOpyI-O NOJIOBMHY 3TUKETKM OTOPBaTb
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MepeBO4 C KUTANCKOTO U aHTMUIACKOT0 A3bIKOB HA PYCCKUM 53bIK
HeBO3MO)KHO) n TPUKNENTL €€ Ha 6naHK HarnpaB/1eHNA Ha na60paT0pH0e

nccnegoBaHme JIMKBopa.

XK Tpu oTpbiBaHUN 3TUKETKU CO LUTPUX-KOLOM HEob6Xo4MMO cneauTb 3a

TeM, YTOObI MHJOpMaLMs Ha HanpasfeHUM U Ha (h1lakoHe coBrnaganal

3.2.4. NccnegoBaHne >XUAKOCTeEM opraHvMaMa W3 CTepU/ibHbIX B HOpMe
MOMOCTeN:
. WccneoytoT  nepuTOHeasibHYK,  CMHOBUa/IbHYIO,  M/1IeBPA/IbHYIO,

nepuKapanasibHY XXULKOCTU.

. [Onsa  6aKTepnonornvyeckoro uccnefoBaHMsA WUCMOMb3YHT YXUAKOCTY,
B3ATble MPY NYHKLUAN U acnupauumn.

. O6nactb NyHKUMK ob6pabaTbiBatoT 70% 3TUIOBLIM CAUPTOM, 3aTeEM
1-2% HacToliKol ofa 30 cek.

. [Ona  B3poC/bIX pPeKOMeHAyeTcs 6paTb ANA  KaXaoro aspobHoro
(hnakoHa oT 5 mn go 10 mn, 4na Kaxaoro aHaspobHoro diakoHa ot 2 ma go 10 mn
Nccnefyemonm XuUAKocTu, ANns AeTeil (a TakXKe B cnyvyae orpaHuM4YeHuii No obbemy
3abupaemoro obpasua) ana Kaxgoro ¢n&koHa Heob6xoammo oT 2 mn ao 10 mn
nccnegyemon XXnaKocTu

. CKOpOCTb pocTa NaToreHHbIX MWUKPOOPraHn3MoB npsiMo
npornopunoHanbHa 06beMy  BHECeHHOro 6uomaTepuana (B AwanasoHe,
pPeKOMEHAYEMOM [/ BHECEHUS B Kaxiblii Tun (nakoHoB). OnTumasibHoe
BbISIB/IEHNE MATOMreHOB AOCTUraeTcs NpPU MaKcuMasibHOM 06beMe obpasua.

. Cpasy nocne nyHKuMm obpasel, OMOMOrMYecKoi  XXUAKOCTH
acenTUYecKn criegyeT BHECTM B as3pobHbIli  hnakoH (Npy  onpeaeneHHbIX
KNMHUYECKUX CUTYaUMsAX HEeO06XO0AMM aHaspobHbIA (hflakoH B KOTOPbIA 06pasel,
[06aBSieTCA BO BTOPYHO O4Yepeab).

. MonasLwue B LINPUL, NY3bIPbKX BO3AyXa YAANSAOT.

. MWHUMabHbIA 06bEM XUAKOCTU ANS BblaeneHUs 6akTepuii 2-5 mn,

ANs BblaeneHns rpuéos - 10 mn.
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MepeBOs € KUTANCKOro U aHTNMUACKOT0 A3bIKOB HA PYCCKUM 53bIK

. M36bITOK >XWUAKOCTW WA THOWM [OMNYCTUMO TpaHCMopTUPOBaTb B
CTEPUNBbHbIX KOHTeliHEPaX C 3aBUHUYMBAIOLLIENCS KPbILLKOIA.
. O6pasypbl HE06X0ANMO OTNPaBUTL B 1abopaTopuio AN UCCef0BaHUS

KaK MOXHO CcKopee. ITO MO3BO/IUT MOBLICUTb BEPOSITHOCTb 06HAPYXKEHUS

MWUKPOOPraHM3mMoB
. XpaHUTb Npu KomHaTHOW TeMmnepaTtype (18-30°C) He 60nee 24
4acos.
. Mocne noceBa o6pasua Bo (hlakoH HE06X0AMMO OTopBaTb C (plaKoHa

NoJ/IOBUHY 3TUKETKM CO LUTPUX-KOAOM (BTOpyIO NMO/IOBNHY J3TUKETKW 0OTOpPBAaTb
HeBO3MO)KHO) n TPUKNENTbL €€ Ha 6naHK HarpaBneHna Ha na6opaTopHoe

nccnegoBsaHue.

A Mpwn OTPbIBAHUN STUKETKU CO LUTPUX-KOJOM HE06X0AMMO CNeauThb 3a

TeM, UT06bl MH(OPMALMS Ha HanNpPaB/eHUM 1 Ha (yiakoHe coBnaganal

3.2.5. KynbTuBmpoBaHue
3.2.5.1. MomecTUTb (PNakoH CO.CPeAo C MOCEAHHbIM GMONOrUYECKUM

MaTepunasiom B OCHOBHOW mMoay/b aHa/In3aTopa 6aKTep|/IOJ'IOFI/I‘-IECKOFO

aBToMaTnyeckoro KOHOHa® LABSTAR.

3.2.5.2. Mpu cpabaTbiBaHUN CUCTEMbI OMOBELLEHMS  aHa/m3aTopa
NPOBEPUTbL NPOrpPaMMHbIA UHTepAeic:
. Ecnn nosvuma Ha 3KpaHe 3aropaeTcsd KpacHbIM LBETOM, 3TO
O3HayaeT Ha/M4uMe MONOXWUTENbHOro pesynbTtara. B cpege vmeeT MecTo pocT
MUKpPOOpraHnaMoB. Heob6XxoAnMMO BbIHYTb (b/laKOH W3 aHasmM3aTopa, MPOU3BECTU
nepeceB M OTMNpPaBUTb 06pasel, Ha [JOMNOMHUTENbHOE uccnefoBaHue. Bonee 90%
MONOXUTE/IbHbIX MP06 06HapYXMBaKTCA B TedeHUe 24 4acoB.
. Ecnn no3vuua Ha 3KpaHe 3aropaeTcs 3efleHbIM  LBETOM Npwu
YyCTaHOB/IEHHOM MaKCUMa/lbHOM BPEMeHU KynbTuBupoBaHWA 120 4y, 3TO o3HayaeT
1 oTpuuaTenbHbIA pe3ynbTar. B cpefe oTCYyTCTBYET POCT MUKPOOPraHuM3moB, /1160

MMEHTCS HEXXN3HECMOCO6HbIE MUKPOOPTaHN3MbI.
34

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBO4 C KUTANCKOTO U aHTMUACKOTO A3bIKOB HA PYCCKUI SA3bIK

)K MOXHO  BbIMOAHUTL  JOMOJNIHUTENIbHYHO  UAEHTUPUKaALUO U
necnefoBaHUs Ha YyBCTBUTE/NIbHOETh K /IeKAPCTBEHHbIM MpenapaTamM A1 KONOHUN,
B3ATbIX U3 YNCTOW KY/bTYpbl.

3.2.5.3. WHTepnpeTauns nonyyYeHHbIX pe3y/ibTaToB

. MonoXxuTtenbHble pe3ynbTaThl:

- B ob6pa3sue npucyTCTBYOT MUKPOOPraHU3Mbl.
- KoHTamuHauuma obpasua npu 3abope MOXET MPUBECTU K NIOXXHOMY
NoNOXUTEeNbHOMY pe3ynbTarTy.
- [MpownssecTun nepeces A1 NOATBEPXAEHUS.
. OTpuuatesnbHble pe3ynbTaThbi:

— B o6pasLe HeT pocTa MMKPOOPraHM3MOB.

— Hannuune 6aktepuini ¢ 0CO6bIMM MNUTATENIbHLIMK MNOTPEOGHOCTAMM,
KOTOpble pacTyT MeAJIeHHO.

— Hanunuue HebonbLLIOro KonmnyecTsa 6akTepuin B obpasuie.

— lMNprvem  aHTUOMOTMKOB  MOXET  CTaTb  MPUYUHON  JIOXKHOIO
oTpuuaTe/IbHOro pesynbTara.

- HapyuweHue ycnoBuin XpaHeHUs MOXKET CKa3aTbCA Ha 3y (PeKTUBHOCTU
BbIAAB/IEHUSA MWKPOOPraHMU3MoB W fJaXe TMPUBECTU K JIOXKHOMY
oTpuuaTesisHOMY pesynbTaTy.

3.3. KOHTpONb KayecTBa

CepTtudgmkar KayecTBa nuTaTeNbHbIX cpeq npeaocTaB/sdeTcs
NPOU3BOAMTENEM C KaXXA0W NapTuein nsgenusi.

BHyTprnabopaTopHbIA KOHTPO/Ib KayecTBa roTOBbIX MUTATENbHbIX Cpef He
TpebyeTtcs. OfHaKo, NpwW >XenaHwuu, nNabopaTtopum MOryT BbIMONHUTL KOHTPO/b

KayecTBa Ccpej C UCMoNb30BaHNEM CTaHAAPTHbIX LWTaMMOB (YKasaHbl B Tabnuue 4)
n AHanmsaTopa 6aKTePUONOrMYEcKOro asTomaTuyeckoro cepun HOHOHS.

LABSTAR.

35

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBoA C KUTANCKOrO U aHTIMACKOTO A3bIKOB Ha PYCCKUI A3bIK

Cpeapb! ¢ aspobHbIMU Cpefpbl ¢ aHa3pPObHbIMM
Ky/bTypamu Ky/bTypamu

Neisseria meningitidis (ATCC13090) Clostridium histolyticum (ATCC19401)
Haemophilus influenzae (ATOCC19418) Clostridium perfringens (ATCC13124)
Streptococcus pneumoniae (ATCCG305) Bacteroidesfragilis (ATCC25285)
Streptococcus pyogenes{AICC 19615) Bacteroides vulgatus (ATCC8482)
Pseudomonas aeruginosa (ATCC27853) Streptococcus pneumoniae (ATCC6305)
Candida albicans (ATCC 18804) Escherichia coli (ATCC25922)
Staphylococcus aureus (ATCC25923) Staphylococcus aureus (ATCC25923)

Escherichia coli (ATCC25922)
Alcaligenesfaecalis (ATCC370)
MoNoXNUTENbHBIA N OTPULATE/bHBLIA KOHTPO/Ib HEOBXO4MMO OCYLLLECTBNATh

0AiHOBPEMEHHO.

ans NOSTIOXXNTESTbHOI O KOHTpONSA NnoAroToBUTb WHOKYNAT  C
MUKpOOpraHnsMamu OAHOro wuauM 6osiee LWITaMMOB, YKasaHHbIX B Tabnvue 4.
cnegyoLimMm o6pasom:
- C nomowbo CTepu/ibHOro hmanonornyeckoro pacteopa (0,9% xnopug HaTpus)
nogrotoebte wuHoOkynAT 05 MCF (0,5 eguHUL, MYyTHOCTM N0 CTaHZapTty
Mak®apnaHga) 13 peepeHTHbIX wWTammoB (npobupka Ne 0 - 0.5 eg = 15 * 10g
KOE/mn);
- BosbmuTe eule 4 npobrpku no 10 Ma CTEPUNBHOIO (U3N0NOrMYECKOro pacTeopa
- COOTBETCTBEHHO Npobupkn Ne 1,2,3,4);
-Bo3sbMute HOOMKAM3 npo6upku Ne O 1 gob6aBbTe B Npobmpky Nel. TiiaTesibHO
nepemewanTe (KOHUEHTpaums GakTepuii B npobupke Nel coctasut  1.5*10"
KOE/mn;
- Bosbmute 100 MkA nu3  npobuvpkm Ne 1 u pgobaBbTe B Npobupky  Ne2.
TwartenbHO nepemewlanite (KOHUeHTpauus 6akTepuini B nNpobupke Ne 2 cocTaBuT

1.5*10™ KOE/mn;
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- BosbmunTe 100 MK 13 npobupkn Ne 2 1 go6aBbTe B Npobupky Ne 3. TuwaTesnibHO
nepemMellanTe (KOHUEHTpauus 6akTepui B npobupke Ne 3 cocTaBuT 1.5*102
KOE/mn);

- BosbMmute 5 Mn 13 npobvpkn Ne 3 m pgobaBbTe B Ne 4. TuwartesibHO
nepemMeLanTe, (KOHUeHTpaunsa 6aktepuii B npobupke Ne 4 coctasut 50 KOE/mn).

BHecuTe wnpuuom 1 mn GakTepuanbHoin cycrnieHsnn 50 KOE/mMn  Bo
(b/1laKOHbI C NUTaTeIbHOM CPeaon U MOMECTUTE X B aHaIN3aTop.

PoCT MWKpOOpraHM3MoB B 3acesHHOW cpefe O00bIYHO HabnopaeTcs B
TeyeHme 72 yacoB, 601ee 90% NONOXKUTENbHbLIX MP0O6 06HAPYXXMBAKTCA B TEYEHME
24 yvacos. INpu aTom cpabaTbiBaeT cMCTEMa OMOBELLEHUS aHaNM3aTopa, a nos3uuus
Ha 3KpaHe aHanu3atopa C MOMIOXUTE/NIbHbIM (P/IAKOHOM 3aropaeTtcd KpacHbIM
LLBETOM.

OTpuuaTte/ibHbI KOHTPO/Ib; NPW OTCYTCTBUW MNOCEBa, pe3ysibTaT [0/DKEH
ObITb OTpyUaTe/lbHbIM N0 ncTeveHne 5 gHeid (120 4 - BpemMsA Ky/IbTUBUPOBaHUA B
aHanmsaTope, yCTaHOB/IEHHOE MO yMosidYaHuio). Cpefa BO (h/lakoHe AosKHa 6bITb

YMCTOM M NPO3PAYHOIA.

3.4. PUCKM nNpuMeHeHNs MeAUMUMHCKOro W3fesivsg, MpoTUBOMNOKasaHus,
oXufaemble U npeackasyemMble nMoboYHble 3PPeKTbl, CBA3AHHbIE C MPUMEHEHVEM
MeANLMHCKOr0 N3Le/INA MO Ha3HAYEHUIO

3.4.1. Cpefbl He NPUHNMAKOTCA Ha KUCCefoBaHNe, eciu:

. MHpopmauma Ha iakoHe He COOTBETCTBYeT HarnpasB/ieHUIO Ha

npoBefeHMe aHa/In3a.

° dnaKoHblI NMEKT TPEWNHDBI nnn cpega nMeeT BanMble
3arpAasHeHuns.
. Mocne 3a6opa o6pasua KpoBu nNpouylo 6osiee 24 4vacos, roc/e

3abopa /iIMKBopa - 60/1ee 8 HacoB.

. Twn cpefbl He COOTBETCTBYET TUMY UCCIeA0BaHWIA.
. CpoK AeicTBUA cpefbl UCTEK.
. O61beM cpefbl BO (h/lakoHe He JOCTaTOYeH AN1s UccnefoBaHus.
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3.4.2. Ecnu B o6pasue umeroTca 6akTepun € 0CO6bIMWU NUTATENIbHbIMU
NnoTPebHOCTAMMU, XapaKTepusyoLmMecs Mea/IeHHbIM POCTOM, 3TO MOXXeT MPUBECTU
K HefoCTaToO4yHOMY UX pocTy B cpefe. CyLluecTBYeT BEPOATHOCTb JIOXKHOrO
oTpuuaTeslbHOro pesynbraTa.

3.4.3. PesynbTartbl B 60/bLL0OM CTEMeHU 3aBUCAT OT YyC/0BUIA 3abopa
06pasLoB, TakMMm 006pa3oM, OAVH OTpuUaTe/bHbIN pe3ynbTaT He o06a3aTeslbHO
yKa3blBaeT Ha OTCYTCTBME MHMpeKuMn. Heobxoammo cTporo cobnwogaTb NOpPsLoK

KYyNbTUBUNPOBaHUA.

4, CBefleHMS1 0 TEXHUUYECKOM 06CNTY>XXMBAHUMN N TEKYLLEM PEMOHTE
TexHUYeckoe 06CNYy)KMBaHME He MnpeaycMoTpeHo. Cpeja nuTaTesibHas BO

Cb]'laKOHe ABNAETCA 04HOPa30BbIM U3AENNEM.

o. XpaHeHne N TpaHCNopTUpoOBaHue

5.1. TpaHcnopTupoBaHue

. TpaHCNoOpTMPOBKY  Cpef BO  (PlakoHaxX  OCYLWLEeCTB/IATbL — Mpu
TemnepaTtype 4-30°C. B ycnoBusiX XO/I04HOW 3MMbl WUNN XKapKOro neta cregyeT
MPUHATbL COOTBETCTBYHOLLME Mepbl MO NOALEPXAaHUIO HEOOXO0AMMOWN TeMrnepaTypbl.

. Bepeub cpefbl OT HU3KUX Temnepatyp, a Takxke OT A/INTENbHOro
npebblBaHUA MPU BbICOKNX TeMMepaTypax.

. Mpu nepemelieHMn cpej BO (hnakoHax HeobxoAMMO coboaaThb
OCTOPOXHOCTb, M36eraTb [aB/ieHUs, CofepXXaTb YMakoBKY B UUCTOTe, He
BCKPbIBaTb, 6epeyb OT BO3LENCTBUA BOAbl, aTMOCHEPHbIX 0CALKOB W CO/THEYHbIX

nyyen.

5.2.  XpaHeHue

. YnakoBKU C (piakoHaMun cpej nutaTe/lbHbIX XPaHUTb B CyXOM MecTe
npu Temnepatype 4-30°C.

. Bepeyb OT nonagaHnst NPSAMbIX CO/THEYHbIX NyYei.

. CpoK rofHOCTY cpef Bo hiakoHax cocTaB/isieT 12 MecsiLeB.
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6. MapaHTUiiHble 065A3aTeNbCTBa

. CpoK rogHOCTU cpef BO (hnakoHax cocTaB/isieT 12 MecsiueB C AaThbl
MNpPON3BOACTBA.

. MpousBoanTeNnb rapaHTUpPyeT COOTBETCTBME Cpef nuTaTeSlbHbIX

YCTaHOB/IEHHbIM TpPeboBaHMAM CTaHAAPTOB W JOKYMEHTauMu Npou3BOAUTENS Npu
CO6NI0AEHN YCNOBUS TPAHCMOPTUPOBAHUS, XpaHEHWSs!, aKCMlyaTaLun.

. Mpon3BoguTeNnb  He HeceT OTBETCTBEHHOCTM  3a  KaKoW-1nbo
NPUYMHEHHbIN yUlep6 MK NOBPEXAEHMUSI NPU NCNONb30BaHMW Cpef NUTaTeNlbHbIX,
Nnoka He OyaeT JoKa3aHa ero BuHa.

. MpounsBoanTeNlb  He HeCeT OTBETCTBEHHOCTM  3a KaKOW-1n6o
MNPUYMHEHHBIA  yuwepb6 WM NOBPEXAEHWS, BbI3BaHHblE  MOBTOPHbIM
NCMONb30BaHMEM Cpef NUTATE/bHbIX.

. MponsBoanTesib  HE HECeT OTBETCTBEHHOCTW  3a KaKoW-1mbo
NPUUYMHEHHbIA YLLIEPO WX NOBPEXAEHUs, BbI3BaHHble WCMNOMb30BaHMEM Cpeq

NMTaTEsIbHbLIX MOCNE NCTEYEHNA CPOKa NoAHOCTU, YKasaHHOIro Ha yrnakoBKe.

7. Mopsgok OCYyLLLeCTBJ/IEHUSA yTununsaumm n YHUYTOXEeHUSA
MEeAVLMHCKOro uU3fenus

N3genve nognexuT yTuansaumMm B COOTBETCTBMU C  AEACTBYIOLLMM
3aKOHOAaTe/IbCTBOM Poccuiickoi ®degepaumm Ha MOMEHT yTUAn3aumu.

Vccnegyemble 06pasibl MOryT cofepXXaTb NaTOreHHble MUKPOOPraHu3mbl, B
TOM uucne Bupyc renatmta B u Bupyc ummyHogeduuymta denoseka (BNY),
NMo3TOMY BCe KOMMOHEHTbI MEAMLUMHCKOro W3fesnA, BXOAUBLLUWE B KOHTaKT C
o6pasLoM, OTHOCATCA K Knaccy b - «9nuMaeMnonormyeckyn onacHble 0TX0Abl» U
TpeOylOT COOTBETCTBYHOLUMX Mep MPeLOCTOPOXHOCTM NpU KX  YyTUAU3aLnn
cornacHo CaHlluH 2.1.7.2790-10.

Mcnonb3oBaHHbIe cpefbl nognexar obessapaxusaHuto. Ecniv nabopaTtopus
OCHalleHa aBTOK/1aBOM, TO 06e33apakmBaHue MPOM3BOAUTCA aBTOKIaBUPOBaHNEM

% (BO3mencTBME BOASAHOrO Mapa nof4 AaBfieHMeM) npu Temnepatype 121°C wu

pasneHnmn 12 atm. 20 MWHYT. PnakoHbl C OCTaTKaMW KpPOBWU UMW APYrux
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6ronormyecknx 06pasLoB, 3aKpbITble KpbIKamun, cobuparoT B YCTOMUUBLIE 1A
BbITEKaHUA >KNAKOCTU €eMKOCTM WAN NNAaCTUKOBble MaKeTbl, MNPUroAHble AN
(hM3mMyecKoro Metoga o6eszapaxuBaHMUs M NomewaloT B aBToknas. [locne
aBTOK/IaBMPOBaHMA OTXO0Abl MepemMeLlaloT B XKeNTble MakeTbl C MapKMUPOBKOWM
«MegmumnHcKue otTxofbl knacca b». OTBETCTBEHHbIN 3a C60p OTXO04OB B AaHHOM
MeAVLUVHCKOM noApasfefieHnn 3aBA3bIBaeT NakKeT WAM  3aKpblBaeT ero ¢
NCNOSIb30BaHNEM OMPOK-CTSDKEK WM APYTUX NPUCNOCO6/IeHMA U yKasblBaeT Ha
Apnbike gaty, Bpems, ®.MN.0. oTBeTCTBEHHOro siMua. lMakeTbl yganatT B MecTa
BPEMEHHOr0 XpaHeHNA 0TX0A0B 419 NOC/efyoLLLEero BbiBo3a 1 yTunmsaumun. Ecnu
nabopatopusi He OCHallleHa aBTOK/1aBOM, o06e33apaxuBaHue MPOU3BOAUTCA C
MCNONb30BaHNEM [PYrMX MeTOLOB, YCTAHOBJ/IEHHbIX MeCTHbIMM HOpMaMn W
npasunamu.

Cpegbl, npudefuivie B HErogHoCcTb M3-3a HapyLleHMA LEeNoCTHOCTU
ynakoBKW ((p/1aKOHOB), a TakKXKe C UCTEKLLUMM CPOKOM FOAHOCTU YTUIN3NPYIOTCA B
coorBetcTBMM Cc CaHlluH  2.1.7.2790-10 kKak MegVUUMHCKWE  OTXOAbl,
OTHOCALWMeLMe K Knaccy b «3nuaemmonornyeckmn onacHble 0TX04bl».

KapToHHble KOpPOOKM W BKNAAbILUM YTUAN3UPYIOTCA B COOTBETCTBUU C
CaHlMnH 2.1.7.2790-10 Kak oTXofbl Knacca A «3nUAeMNonornyeckm 6esonacHble

0TXO/bl, MO COCTaBy NPUG/IMKEHHbIE K TBEPAbIM ObITOBLIM 0TX0AaM».
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MpunoxeHne A

CBe,quvm 006 UCMNbITAHMAX C UCMNOMb30BaHMEM LLITAMMOB AMepMKaHCKOVI

LLTammbl

Neisseria meningitidis

Haemophilus influenzae

Streptococcus
pneumoniae

Streptococcuspyogenes

Pseudomonas
aeruginosa

Candida albicans

Staphylococcus aureus

Escherichia coli

Alcaligenesfaecalis

Clostridium histolyticum

Clostridium perfringens

Bacteroidesfragilis

Bacteroides vulgatus
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Kog

wiTaMmma

ATCC13090

ATCC19418

ATCC6305

ATCC 19615

ATCC27853

ATCC 18804

ATCC25923

ATCC25922

ATCC8750

ATCC 19401

ATCC 13124

ATCC25285

ATCC8482

Ycnosusa
TemnepaTtypa Bpems
(°C) C)
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
35 <72
41

MeTog o6HapyXXeHUs

naToreHHbIX

MUKpOOpraHnimoB

KynbTypa,
BbIsIB/IEHHas
aHanmM3aTopom

KynbTypa,
BblIsIB/IEHHAsA
aHasM3aTopom

KynbTypa,
BblIsiB/IEHHas
aHanM3aTopom

KynbTypa,
BblIsIB/IEHHasA
aHanM3aTopom

KynbTypa,
BbISIB/IeHHas
aHann3aTopoMm

KynbTypa,
BblISIB/IleHHas
aHanmM3aTopom

KynbTypa,
BbISIB/IEHHAs!
aHa/M3aTopoM

KynbTypa,
BblISIB/IeHHas
aHanmM3aTopom

KynbTypa,
BblISIB/IeHHas
aHanmM3aTopom

KynbTypa,
BblISIB/IleHHasA
aHanmM3aTopom

KynbTypa,
BblISiB/IleHHasA
aHanmM3aTopom

KynbTypa,
BbISIB/IeHHas
aHanM3aTopom

KynbTypa,
BbISIB/IEHHAA
aHanM3aTopom

PesynbTathbl

CpabaTbiBaHWe
CUCTEMbI
OrMoBeLLeHNSA
aHanmzaTopa
CpabaTbiBaHWe
CUCTEMbI
0rnoBeLLeHs
aHanmzartopa
CpabaTbiBaHue
CUCTEMBI
OMoBeLLEHUSI
aHanmsaTopa
CpabaTbliBaHue
CUCTEMBI
OMoBeLLeHUst
aHanmsaTopa
CpabaTbiBaHue
CUCTEMBI
0roBeLLeHMS
aHanmsaTopa
CpabaTtbliBaHue
CUCTEMBI
OMoBeLLEHUSI
aHanmsaTopa
CpabaTtblBaHue
CUCTEMBI
OroBeLLEeHNSA
aHanmsaTopa
CpabaTtbiBaHue
CUCTEMbI
ornoBeLLeHns
aHanmsatopa
CpabaTtbiBaHue
CUCTEMbI
ornoBeLLeHns
aHanmsatopa
CpabaTbiBaHve
CUCTEMbI
OrnoBeLLeHns
aHanmsaTopa
CpabaTbiBaHue
CUCTEMbI
ornoBeLLeHns
aHanusatopa
CpabatbiBaHue
CUCTEMBI
0rMoBeLLeHMS
aHanmzaTopa
CpabaTbiBaHUe
CUCTEMbI
OMOBeLLEeHMSA
aHanmsaropa
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MpunoxeHne B

3a6oneBaHusi, BbI3BaHHbIE MUKPOOPraHM3MamMm

A3pOBbHbIMM GaKTepUsaMU;

> Neisseria meningitidis - MaToreHsbl, BbI3bIBatOLLIME
MEHWHIOKOKKOBbIi MEHUHIUT, 6aKTEPUEMUIO N APYTUE CEPbE3HbIE MHPEKLNN,

> Haemophilus influenzae - moxeT BbI3BaTb MH(EKLMN HEYTOUHEHHO
nokanmsaumun, 6aktepmemuio, cencuc. CyLuecTBYOLME KanCy/bHble MUKPOOLI,
0C06EHHO b-TuMa, MOryT BbI3blBaTb MEPBUYHOE 3apaxkeHwe. He wmetoLme
Kancynbl 6aKTepun Takxxke ABASAKTCA NaToreHHbIMU 6aKTepUsiMU, U, B OCHOBHOM,
ABMAKOTCA MNPUYNHON BTOPUYHOM  MH(EKUUKW, WX BUPYIEHTHOCTb, [NaBHbIM
06pa3om, BbI3BaHa bGakKTepuasibHbIMU 3HAOTOKCMHAMM, KOTOpPblE MOFYT BbI3BaTb
BTOPUYHbIe 3a00/1€BMMSA NaLUMEHTOB, TaKMe Kak: FpuUMmn, Kopb, KOK/IHOLL, OPOHXMT.
Mocne 3apaxxeHUss 06pa30BbIBAKOTCA aHTU-Kancy/bHble cneuupuyeckme aHTuTena,
N hopMUpyeTCa YCTONUNBbLIA UMMYHUTET.

> Streptococcus pneumoniae — sBNAETCA MPUYUMHO Le/Ioro paaa
06LLMX 3a60/1€BAHNI: KaK CEPbe3HbIX, HANPUMepP MEeHWHIUT, CENCcUC U MHEBMOHUS,
TaK W Nerknx, Ho 060niee pacnpoCTpaHeHHbIX WHMEKUNA, Hanpumep OCTpbIid
CUHYCUT U OCTPbI/ THOWHbIA CPeAHUIA OTUT.

> Streptococcus pyogenes - oauH 13 HanGosee pacnpocTPaHeHHbIX
BO36yaMTeNneir  GaKTepuasibHbIX  UMH(EKUMA  4YenoBeka. BbI3biBaeT  Takue
3a60n1eBaHNA, KaK OCTPbIi (hapUHIUT, OCTPbIA TOH3UAAWT, CKapnaTuHa, UMMEeTUro,
poxka, (h/lerMoHa, HEKPOTUINPYHOLLNI (acumnT, CUHAPOM TOKCUYECKOro Lwoka. K
WMMYHO/IOFTMYECKM ONOCPefOBaHHbIM OCNOXXHEHUSAM UH(EKLUWIA OTHOCATCS ocTpast
peBMaTn4ecKasi IMXopagKa 1 04aroBblil FOMepyIoHepUT.

> Pseudomonas aeruginosa - sBnsieTcst YC/OBHbIM NaTOreHoM, Mpu
YCOBUW LLeNTIOCTHOCTM KOXHbIX NOKPOBOB SABMSETCA eCTECTBEHHbIM 6apbepoM U He
BbI3bIBaeT MaTONOrMUYECKNX U3MEHEHWIA, HO NP MOBPEXAEHUN KOXHbIX MOKPOBOB

MOXET CTaTb MPUUMHON CNeAyloLLNX 3a60/1eBaHNIA:  CencuUc,  PecnupaTopHbIe
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HapyLleHus, OCTPbIA U MOAOCTPbIA MHMPEKUMOHHBLIA 3HAOKAPAUT, WUHMeKUMn
MOYEBbLIBOAALLMX MYTeN, BHYTPUUEPENHOM abcLecc v rpaHysieMa n Tak janee.

> Candida albicans - wmoryT 6biTb 0GHapyXeHbl B pasHbIX 4YacTsaX
Yesl0BEYECKOro Te/la U Bbi3blBaTb Psf 3a00M1eBaHUI:  KaHAWMAO03 KOXKW 1 HOFTeld (B
OCHOBHOM TMPOUCXOANT B KOXHbIX CKMafKax, MOKPacCHEeHWe KOXW, OMpesiocTu,
6n1ecK, MHOrAa KoXKa NoKpblBaeTcs 6enecbiM Ha/eTOM WM TPeLMHaMu, o4varamm
MNOPaXeHMsA C Be3uKysamu); KaHAWNO3HbI CTOMATUT, aHryNspHbIi XennuT,
KaHAWAO3 By/bBbl M BarviHbl,  /IEFOYHbIA KaHAWA03, FaCTPOSHTEPUTBLI M KOMUTBI
WHMEKLUNOHHOIO MPOUCXOXKAEHMS,  KaHAMAO3HbIA 3HAOKAPAMT, KaHAWAO3HbIN
MEHUHIUT, 3HUEMaNNT, MUENT M 3HLEeDaNOMUENNT, KaHAMA03HbIA cencuc.

>  Staphylococcus aureus —  MOXeT BbI3BaThb MHEBMOHMIO,
racTPOSHTEPUTbI U KOAUTbI MH(EKLNOHHOIO MPOUCXOXKAEHUS, WHGEKLUNOHHbIN
NEPUKapANT W Jadke'- cerncuc.

> Escherichia coli - 3a6onesaHus, Bbi3BaHHbIe KULLEYHOV NaNOYKON, B
OCHOBHOM MPOSIBNSKOTCA B Ka4ecTBe OPOHXOMHEBMOHUM B HMKHUX JONSIX 060MX
nerknx. Ha 6 geHb pa3BuTMa 601e3HMN Yy 60/bHBIX YacTo MOSABASAOTCA MPU3HAKK
abcuecca Nerkoro, MneBpasibHbI BbIMOr U Ja)ke NMOTOpakc. MeHee BepoOSTHO
BOCMasieHne B C/IM3NCTON 060104Ke Tpaxenm 1 6POHX0B, BO3MOXHO M3-3a TOr0, YTO
npu 60/1bLUMHCTBE MHEBMOHUN, BbI3BAHHbIX KULIEYHOW MNasIOUKOW, 3apadkeHue
MPOUCXOANT reMaToreHHbIM MyTeM. B NeroyHbix anbBeonax MMeeTCs Cepo3Has
YXMAKOCTb M MOHOHYKJ/1eapHble KNETKM B 00bIMHOM KOMMYeCTBe. Ha paHHMX sTanax
pasBUTUS 3abo/eBaHUST MOSABNSETCA 060/bLUOE  KO/IMYECTBO 3pPUTPOLUTOB B
JKccyaaTe, Ha MO3AHUX 3Tamax pasBUTMA 3ab0/ieBaHUSA  0OHAPY>KMBAKOTCS
HeliTpodunbl, Makpodgarn. MoXeT HabnwfaTbCA YTO/LLEHME CTEHOK anbBeon,
BUAUMbIE HEKPOTUYECKUE MOPaXKeHUS. B HEKOTOPbIX CAy4vasx KulleyHasi nanoudka
MOXeT CTaTb MPUYMHON 3ab0M1eBaHMA XOMIEUUCTUTOM, MMeNoHePUTOM KN
MEHUHIUTOM U APYrunx 3aboseBaHnii.

> Alcaligenes faecalis — saBnsetca npuumnHoii  GaKTepUabHbIX
KULEYHbIX MH(EeKUWIA, MHEKLNA MOYEBBIBOAALLMX MYTEN.

AHa3pObHbIMM GaKTepUsAMU;
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MepeBOA C KATAWCKOTO N aHTIMIACKOTO 513bIKOB HA PYCCKUIA A3bIK

> Clostridium histolyticum

> Clostridium perfringens

> Bacteroides fragilis

> Bacteroides vulgatus

AHaspobHass MVHMeKUna - Tskenasd TOKemyeekas paHeBas WHGeKUnS,

BbI3BaHHas  aHaspOOHbIMW  MUKPOOPraHM3MaMu.  DHAOFeHHast  UHMeKuus
pa3BMBaeTCA BCMeACTBME MUrpaumm aHaspoboB BHYTpM opraHuama. WHgekumn,
Bbl3BaHHble aHa3POOHbIMM H6AKTEPUAMM, Yalle BbI3blBAOTCSA CMeLUaHHOM (I0poiA.
MNpu ob6Hapy>XeHUN OTpULAaTE/IbHON peakuMn Ky/bTUBUPOBaHUSA 6aKTepuaibHON
KyNbTypbl, He WCK/YeHa BO3MOXHOCTb aHaspobHOW  uHMekumn. [pn
06HapY>XeHUM MOJIOXKUTENIbHON  peakumMu  Ky/lbTUBUPOBaHUA  6aKTepuasibHO
KyNbTypbl, TakXe He WCK/0YeHa BEPOATHOCTb CMELLUaHHOW aHaspo6HOM
NHJeKUUN.

KnvHnYeckne KpUTEPUM Ha/IMUMA  aHaspOOHbIX UHGEKUMIA  BK/IKOYAKOT
cnefytolLee:

> B NHOULUNPOBAHHbIX TKaHsX npoucxoanT aKTVBHOe
rasoobpasoBaHue, OTeK TKaHel W HEKPOo3, TMOLKOXHAas KpenuTaumsa - 3TO
cMMnToMbI, KoTopble BbisbiBaeT Clostridium perfringens

> VHdekuma nerko mnopaxaet CAM3UCTYIO 000/104KY, nepudeputo
NMOPaXXeHHOW  MOBEPXHOCTW, POTOBYH  MOMOCTb, KULIEYHUK, HOCOr/I0TKY,
Brara/ive u apyrue civmsnctble 060/104KN —3[eCb COCPefOTOYEHO 60NbLLoe
KO/IMYECTBO aHa3pOobHbIX NapasuToB, eC/IN [JaHHble YacTu Tena u ux nepudepus
NoBpeXAeHa, TO OHWM MaKCUMasIbHO MOABEPXKEHbI aHA3POOHbLIM MHMEKLMAM;

> FNy6oKne TpaBMbl, TakKMe KaK OFHeCTpesibHble paHbl W YKYCbl
XKMBOTHbIX CO34alT 6/1aronpuATHbIE YCNOBUSA A1 PasBUTUS  aHa3PObHbIX
NH(EKUMIA;

> Ecnu cekpeT MMeeT 3/10BOHHbIM 3anax UM TeEMHbIA KPOBaBO-KPaCcHbI
UBET, a NMpu ynbTpapuoneToBoM CBeTe MMEET KPacHYK (/1yopecueHLnto, TO 3TO
CBMAETENbCTBYET 06 aHaspobHOM MHGEeKUUKW, ecnm  CekpeT WM  maTepuan
COAepXXaT «CEPHbIe FpaHy/ibl» - COOTBETCTBYET aKTUMUKO3HON MHDEKLMN;
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MepeBOj C KUTAWCKOrO M aHTNUIACKOro s13bIKOB Ha PYCCKUIA A3bIK

> Ecnv B Ma3ke cekpeTa nauyueHTa nocsie okpawumBaHus rno Fpammy nog
MUKPOCKOMOM 6blI  06HApY>XeHbl MUKPOOPraHmsMbl, a B WUTOre roJsiyyeHa
oTpuuaTenbHasa peakumsi Nocsie Bblpall;uBaHUS WU B XUAKOCTU UNN B rNY60KMX
CNosIX NOMYTBEPAON NUTaTeslbHON cpefbl 6bIN BblpalleHbl 6aKTepun, TO MOXKHO
ANarHoCTMpPoBaTb aHa3POOHYH NH(EKLINIO;

> B cnaydadAx  gMTENbHOr0O  NPUMMEHEHUA  aMUHOMIMKO3UAHbIX
aHTUOMOTMKOB M UX HE3I(PEKTUBHOCTU, BO3MOXHA aHaspobHas UHEKLMS;

> 3apaxeHne MOXeT NPOU30MTU M3-3a MepeHeceHHbIX abopToB U nocne
YKeNyLOYHO-KULLEYHbIX XUPYPrUYEeCKMX onepauunii;

> CnepyeT yunTblBaTb, UTO MNpU OTPULATE/IbHOW 6GaKTepuasibHOM
peakuuu, ecnu AMarHocTUpoBaH WHQEKLMOHHbIN 3HLOKApPAUT B MOCEBE KPOBW,
OC/TIOXKHEHHbIW CeNnTUYECKMM TPOMO0h1e6MTOM, CONPOBOXAAOLLMIACA XKENTYXON U
T. ., MOXHO KOHCTaTMPOBaTb aHa3pO6HYH UHMEKLNIO.

Takum  06pa3oMm, WUCMNONb30BaHMe Ccpef BO (plakoHax B Lenax
MUKPOOMOSIONMYECKO  AUArHOCTUKU  MH(EKUMOHHbIX 3ab0n1eBaHNn - [OIKHO
coyeTatbCA C Ue/lbIM  PALOM  AOMOSIHUTENbHLIX  6aKTEepPUONOrMYecKnX U

KITMHNYECKNX I/ICCI'IEAOB&HI/IVI N y4dyeToOM aHaMHeE3a NauyneHToB.
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MepeBof C KUTAWCKOTO M aHT/IMIACKOTO A3bIKOB Ha PYCCKUI 53bIK
MpunoxeHue C

MepeyeHb NPUMEHSIEMbIX HALMOHa/IbHbIX CTaHAAPTOB C Lie/1bio 06ecrneyeHms

6e30MacHOCTU, 3(EKTUBHOCTU 1 KauecTBa MeMLMHCKOrO 1U3aenms

MeanumHcekoe mnsgenne «Cpeabl nutatenbHble KOHOH3,® BO (hiakoHax K

aHanmsatopam  6aKTepuonornvyecKMm  astomatumdeckmum  cepumn  HOHOH3

LABSTAR B BapuaHTax WCMO/IHEHUS» COOTBETCTBYET MeXAYyHapoAHbIM WU

HauMoHaNbHbIM cTaHZapTam KuTtaicko HapogHoii Pecny6/iMKu Ha npoayKumio;

. GB/T2828.1-2012 «[Mopsgok oT6opa 06pa3yoB A1 KOHTPOASA Mo
KayeCTBEHHbIM MNpu3Hakam - YacTb 1: YKas3aTe/lb CXeM BblOOPOYHOr0 KOHTPO/IA B
COOTBETCTBUW  C  Npeaenamu npuemMaemoro kayectBa  (AQL) npu
nocnefoBaTe/IbHOM KOHTPO/IE NapTUin»;

. GB/T2829-2002 «[lMopsgok oT6opa 06pasLoB M YacToTa NPoBeAeHUs
NepuoanYecKoro KOHTPONSA MO0 KayeCTBEHHbIM MpusHakam» (MpvMeHMM npu
KOHTPO/Ie YCTONUYMBOCTY NpoLecca);

. GB/T19973.2-2005 Crtepunusayma MeguUNHCKUX n3gennin - -
Mukpobuonornyeckne Metogbl - Yactb 2:McnblTaHMA Ha  CTEPUIbHOCTD,
NPoBOAMMbIE NPU BaMjaumm npolecca CTepumsauunm;

. ISO 11737-1:2006 CTtepunusaymsa mMeanLMHCKNX n3genuin - -
Mukpobuonormyeckne metogbl - Yacte 1. OueHKa nonynsaymMm MUKpoopraHM3mMoB
Ha npoayKuuu;

. 18011137-1:2006 Crepunusauusa mMegmumMHCKUX n3aennii
PagnauvoHHas ctepunmsaums - Yacte 1. TpeboBaHUsS K pa3paboTke, Banvgaunm u
TeKyLLeMY KOHTPOJIIO npoLiecca CTepuamnsaunm MeguumMHCKUX U3Lenvn;

. 18011137-2:2012 Ctepunusauma MefULNHCKUX n3aenui
PagnaumnoHHas ctepunusaumns - Yactb 2: YcTaHOBNEHME CTEPUIN3YIOLLLEN 03bl.

. YY0033-2000 Hapnexalime NpPoOU3BOACTBEHHbIE MNPaKTUKU AN4

CTEPUNBbHBIX MEANLIMHCKUX N3eNnii;
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I'IepeBO,u, € KUTaliCKOro 1 aHI/IMIACKOTO S3bIKOB Ha pyCCKI/II‘/’I A3bIK

. YY0466.1-2009 N3genna meANUUHCKUE - YCNIOBHble 0603HaYeHNA Ha
3TUKETKax MeAMLWUHCKUX W3jennini n npegoctaBnsemas MHpopmauma, Yacte 1;
O6bwure TpeboBaHUS;

. YY/T 0656-2008 AHanm3aTop Ky/AbTyp KPOBU aBTOMaTUYECKUNA;

. MpuHUMABL 1  nNopsAAoK ob6paweHWs ¢  KyAbTypamMu  KpOBWU.
YTBepXXAeHHasa MeToAuuecKas NHCTPYKUKUSA;

. HauvoHanbHbIA pernamMeHT M0 opraHu3auuun M paboTe KAUHUYECKUX
nabopatopuin (TpeTbe nsgaHue);

. KuTaiickas ®apmakones.

MegnynHckoe nsgenne «Cpegbl nutatenbHble OHOHM® BO (pylakoHax ans
KyNbTUBNPOBAHMA", MUKPOOPraHM3MOB K aHanmsatopam 0aKTepuosiorM4yecknm
aBTomaTtmyeckum cepun KOHOH3.® LABSTAR B BapmaHTax WCMNONMHEHUA»

COOTBETCTBYET HalLMOHaNbHbIM CcTaHAapTam Poccuiickoii  ®degepaumm Ha
NPOAYKLMNIO:

. FTOCT P 51352-2013 «MegnynHcKnNe mn3genna gNa ANArHOCTUKKM WUH
BMTPO. MeToabl ucnblTaHU»;

. FOCT P 51088-2013 «MegnuuHckne usgenua AA49 GUArHOCTUKU WH

BUTPO. PeareHTbl, Habopbl peareHTOB, TeCT-CUCTEMbI, KOHTPO/IbHbIE MaTepuansbl,

nutaTenbHble cpeabl. TpeboBaHns K U3jenvam " NOALEPXXUNBALD L e
LOKYMEHTaLNN»;
. rocCT P WMCO 23640-2015 «N3penunda MeAULUWUHCKUE  O4NA

AVNArHOCTUKKU in vitro. OueHKa CcTabUNbHOCTU peareHTOB ANSA AUATHOCTUKK in

Vitro»;

FTOCT P EH 12322-2010 «W3pgenmna meAunuyunHCKUe ANS ANATHOCTUKMN
in vitro. NMuTtaTenbHble cpelbl ANa Mukpobuonornun. Kpntepum pyHKLMOHaNbHbIX

XapaKTEPUCTUK NUNTATEJIbHbIX CPEO»;

a7

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



I'IepeBO,u, C KUTACKOro W aHrIMNCKOro S3bIKOB Ha pyCCKVII7I A3bIK

. rOcT P nco 18113-1-2015 «MegnynHckune wnsgenua  And
ANArHOCTUKM in vitro. MHpopmayms, npegocrtaBnsaemMas W3roToBUTENEM

(MapkupoBka). Hactb 1. TepMUHBbI, onpeaeneHnsa n obuw e TpeboBaHna»;

. rOoctT P nco 18113-2-2015 «MegnyuHckne wusgenuna ans
OAVAarHocTuKM in vitro. WHdbopmayns, npefoctaBssiemMas MW3roTOBUTENEM
(MapknpoBska). YacTb 2. PeareHTbl ANA  OWAarHOCTUKM in vitro pgns

NPoecCUoOHaNbHOT0O MPUMEHEHUNSA»;

. FOCT P NCO 15223-1-2014 «WN3pgenna megnymHckue. CumBONbIl,
NMPUMeHsAeMble MPM MapPKMPOBAHUUN Ha MEAVMLUHCKUX WN3LeNUAX, 3TUKeTKax U B
CONpoOBOAMTENbHOW AOKYyMeHTauum. Yacte 1. OCHOBHble TpeboBaHUSA»;

. roct °p 56894-2016 «CBOAHbI KOMMNEKT TeXHWUYEeCcKOm
JOKYyMeHTauunm ans LeMOHCTpauumn COOTBETCTBUA 06w nm npuHuymMnam
obecneyeHusa 6e30NacCHOCTM U OCHOBHbIX MYHKLUWOHANIbHbLIX XapaKTepuUcTuk
MEeAULUHCKUX N3AeNuin 4N GUAarHOCTUKM in vitro»;

. CaHlNMunH2.1.7.2790-10 «CaHuTapHoO-anugemmnonornyeckune

Tpe6oBaHMSA K 06pal,eHNI0 C MEAULUHCKUMU OTX04aMU»,

[aHHbI NepeBoj C KNTACKOro U aHrMMIACKOT0 A3bIKOB Ha PYCCKUIA A3bIK BbIMOMHEH
MHOW, nepeBoAYMKOM AranoBoil AneHo ANeKCeeBHONA.
NpaeHTMYHOCTL NepeBofa NOATBEPXKAALD.

48 EKATEPVH-
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~bYPI A

poccuifckas Pegepauns
Poccuiickas ®efepauns, ropog EkatepnHbypr, CeepanoBckas 06n1actb
[BajguaTb BTOPOro oKTA6ps ABe ThiCAYM AeBATHAALATOrO roga

. 3auenuHa CeeTnaHa AHaTONMbeBHa, HOTapuyc ropoga EkatepuHbypra CBepa/ioBCKOW 06nacTu,
CBUAETENLCTBYHO MOAJ/IMHHOCTL MOANMCY NepeBofynKa AranoBoit AneHbl ANEKCEEBHbI.

Mognuck cenaHa B MOeM MPUCYTCTBUM.

JInyHoCTb NognucaBLUero JOKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHo B peecTpe: Ne 66/15-H/66-2019-7-1631. %

KOMTbloTepHast cvcTenma “Skarpecc™
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