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1. NAME OF THE MEDICAL PRODUCT
Sperm cryopreservation medium GM501 SpermStore - 1 vial (20 ml) (hereinafter - “medium?”,
“product”.

Catalogue number:
GM50J SpermStore - 1 vial (20 ml) 4 SCP-20

2. PURPOSE, SCOPE OF THE MEDICAL PRODUCT APPLICATION

The medium is intended for cryopreservation of human spermatozoa (testicular and epididymal) by
IVF specialists, it can be used in combination with intrauterine insemination (IUl), in vitro
fertilization (IVF) and intracytoplasmic sperm injection (ICSI).

Application area: obstetrics and gynecology.

The potential consumers of this medical product are women undergoing IVVF, 1UI, ICSI procedure,
regardless of whether male or female in the couple is infertile. Potential users are 1VF specialists
(laboratory technicians, embryologists and doctors).

3. COMPOSITION AND DESCRIPTION OF THE MEDICAL PRODUCT

Sperm cryopreservation medium GM501 SpermStore is a ready-to-use buffer HEPES medium that
also contains physiological salts, glycine, dextrose monohydrate, calcium lactate, glycerin, sucrose,
and human serum albumin to protect spermatozoa from damage caused by the freezing procedure.

Name of the component Content, %
Water (H-O) 70.0-90.0
Glycerin (CsHgOO 10.0 = 20.0
HEPES (4-(2-hydroxyethyl)l-piperazine ethanesulfonic acid) <10
(C8HaBNz04S)
Sucrose(Ci2H220]i) 1-5
Sodium chloride (NaCl) < 1.0
Potassium chloride (KCI) <10
Magnesium sulfate (MgS04 * 7 H.O) <1.0
Sodium dihydrogen phosphate (NaH:Po . *2 H.0) <1.0
Sodium hydrocarbonate (NaHCOO <10
Glycine (C:HsNO:) <10
Dextrose monohydrate (CsH120s * H.O) <10
Calcium lactate (Ca (CH3CHOHCOO)2 * SHjO) <1.0
Human serum albumin (HAS) (3.95 ¢/1) <0.4
Component Functional meaning
Physiological salts Osmotic regulation
Sucrose, lactate Energy source
Bicarbonate pH buffer
Glycine Organic osmolyte
Human  serum  albumin Several functions, the main of which is stabilization of the
(HAS) medium and cryoprotection of cells

The medium is a stable, colorless (or yellow), transparent, odorless liquid, completely soluble in
water. It has no hazardous decomposition products.
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4. DATA ABOUT MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN, AS WELL AS
MEDICAL PRODUCTS BEING PART OF THE MEDICAL DEVICE

Sperm cryopreservation medium GM501 SpermStore contains human serum albumin, obtained
from human blood plasma. Advantage of adding HAS:

- macromolecule with an important cryoprotective role;

- prevents the accumulation of spermatozoa and their adherence to laboratory equipment;

- counteracts the harmful effects of reactive oxygen intermediates (ROI).

When producing, Plasbumin is used-25 (produced by Grifols/Talecris) or, as an alternative,
Albunorm 25% (produced by Octapharma) (human albumin solution in accordance with Article
0255 ofthe EP).

Protective measures during production

1 Upon receipt of raw materials, control of the following indicators: endotoxin concentration,
albumin concentration and mouse embryo analysis.

2. Certification of each batch concerning that:
- the batch was manufactured in accordance with the GMP regulations and meets the criteria
for production and testing of products in accordance with the European Pharmacopoeia;

- all donated plasma was tested separately, and no reaction to the hepatitis B surface antigen,
HIV-1/2 Ab and HCV Ab was observed;

- each plasma reserve was tested and recognized negative for the surface antigen of the
hepatitis B virus, HIV-1/2 Ab and HCV-RNA through PCR.

- in case of product recall, we will be notified by their suppliers (Grifols, Talecris or
Octapharma). A

- proper attention and tracking system on our part.

- in case of changes in the albumin production process and PMF modifications, we will be
notified.

Plasbumin-25

The original plasma used for production meets the requirements set forth in the article of the
European Pharmacopoeia (EP: human plasma for fractionation, and is annually approved during the
procedure PMF.

All safety-related aspects of donor exclusion criteria concerning plasma donors are consistent
with the criteria specified in Directive 2001/83 / EC as amended by Directive 2004/33 / EC, a series
of WHO technical reports. No. 840, 1994 and EMEA / CPMP / BWP / 2879/02 / rev. 1, as well as
the recommendations specified in the article of the EP [Council Recommendation No. R (15) on the
preparation, use and quality assurance of the blood components, and the Council Recommendation
dated June 29,1998 on the suitability of blood and plasma donors and screening of donated blood in
the European Community (98/463 / EC)].

Donated plasma and its reserves are tested for infection markers, as required by Directive
2001/83 / EC and the relevant US regulations. ~ —=—-mmemee—-

In addition, viral safety is provided by separate stages of removal and / or deactivation of the
virus, including precipitation with the solvent (acetone), deep filtration and heat treatment. The
virus removal / deactivation steps provide significant clearance from the viruses transferred with the
blood and increase the safety level against the risk of virus transmission. Virus safety complies with
EU CPMP guidelines. A note to the guidelines on medical products obtained from the plasma, and a
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note to the guidelines on the virus test study: development, participatbn and interpretation of
studies confirming deactivation and removal of viruses.

Grifols / Talecris production facilities operate in accordance with Annex 2 of the Directive
GMP EU “Medicinal products for use in humans and in the field of veterinary medicine: good
manufacturing practice.” A

Warning in the Certificate of Analysis/Release that the medium contains HAS.
Albunorm 25% (alternative to Plasbumin-25)

- All plasma used as the starting material is manufactured and tested in accordance with ail
applicable US FDA regulations for the production of biological products, as described in Chapter 1
of Section 21 of the Code of Federal Regulations, subsection “Biological products”. Each plasma
unit is tested for antibodies to HIV-1/2 of human, antibodies to HCV, surface antigens of the
hepatitis B virus, and HIV-1 antigen through FDA-approved tests. Each plasma unit undergoes PCR
testing, and it is verified that it is not detectable concerning HIV-1, HCV, HBV and HAV.
Parvovirus B19 is <1X104 international units per milliliter. n—

- Stages of reducing viral load during the production of albumin, which include several stages of
cold fractionation of ethanol and pasteurization. Researches on the reduction of viral load were
carried out by Octapharma in accordance with the current EU regulations. Researches were carried
out with both viruses with a shell (HIV-1, pseudorables S™ndbis virus), and viruses without a shell
(reovirus, HAV, MEV, PPV).

- EMA approved plasma Master File (annual re-approval during plasma Master File procedure)

- The human albumin solution is prepared in accordance with the detailed good manufacturing
practice guidelines for the starting materials.

5. INDICATIONS

1) Female infertility:
- Female infertility associated with lack of ovulation.
- Female infertility of tubal origin (associated with congenital anomalies of the
fallopian tubes or tubular obstruction).
Female infertility of uterine origin (associated with congenital uterine abnormality,
egg implantation defects)
Female infertility of cervical origin.
- Female infertility associated with male factors.
- Other forms of female infertility (endometriosis) A
- Female infertility not otherwise specified
2) Male infertility (azoospermia, oligozoospermatism)
3) Combined infertility

6. CONTRAINDICATIONS

There are no conditions under which the product cannot be used. However, the precautions when
using must be considered described in section 8.
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7. POSSIBLE ADVERSE EFFECTS AND FIRST AID MEASURES IN CASE OF
INCORRECT USE

The product is not considered hazardous to health in accordance with the Directives 67/548/EEC
and 1999/45/EC. Does not contain any ingredients that are hazardous to health in accordance with
the US Occupational Safety and Health Act regulations making more than 1% of the mixture (more
than 0.1% for carcinogens).

If the product is used in violation of the requirements described in the instructions for use, irritation
of skin, eyes, mucous membranes and upper respiratory tract is possible.

First aid measures:

1) When contacting with the skin: it is necessary to treat the area with a sufficient amount of
water.

2) When contacting with the eyes: it is necessary to rinse with a sufficient amount of water for 15
minutes. The eyelids of the affected eye when rinsing should be drawn apart.

3) When swallowed: it is necessary to rinse the mouth with water and consult a doctor.

If any discomfort occurs, consult a doctor.

8. SAFETY PRECAUTIONS WHEN USING

1) Treat all samples as potential HIV or hepatitis carriers.

2) Always use protective clothing, chemical protection glasses, rubber gloves when working.

3) Avoid contact with skin, eyes and clothing, inhalation and mouth pipetting.

4) The medical device does not contain antibiotics. Work under sterile conditions (laminar flow,
ISO of class 5) in order to avoid possible contamination.

5) Only for intended use.

6) Do not re-sterilize.

7) When using of the medium during 7 days of package opening its contamination is possible. It is
required to store the medium and to work with it under sterile conditions only.

8) The medium does not contain substances having genotoxic and carcinogenic effect. The medium
does not have toxic effect on the reproductive system.

9. DESCRIPTION OF WORK PRINCIPLES. RECOMMENDATIONS FOR USE

The medium comes into direct physical contact only with human spermatozoa, including
epididymal or testicular spermatozoa.

Check before use:

1) Do not use the medium if at the time of delivery the vial, container seal or package is open or
damaged.

2) Do not use the medium if it has changed color, clouded, or has any signs of microbial
contamination.

Additional materials:
1) Cryostraws for sperm.
2) Sterile pipettes.
3) Liquid nitrogen tank.
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4) LAF cabin (ISO of class 5).

There are no specific recommendations on type of culture cell plates and microtools designed for
the use of medium.

Attention:

1) Before use, make sure that all media are well mixed.

2) Media required for freezing and thawing should be warmed to room temperature before
use (+15 - +25 “C).

Before cryopreservation:

In case of a very low sperm concentration, it is recommended to concentrate the sperm before
cryopreservation. This can improve sperm quality after thawing and reduce the number of straws
required for cryopreservation.

Cryopreservation:

1 Provide sperm liquefaction for 30 minutes at room temperature. (+15 ao +25 *Q.

2. Add to 1.0 ml of sperm 0.7 ml media GM501 SpermStore - 1. The medium should be added
dropwise, gently stirring.

Attention: in order to avoid cold shock, make sure that the medium is at ro” temperature.

3. Leave the mixture for 10 minutes at room temperature for balancing.

4. Take a mixture of sample and medium in cryostraws, leaving approximately 1.5 cm of air at the
end of the straw.

5. Seal the cryostraw.

6. Wipe the straws with a lint free cloth.

7. Shake the straws so that the air bubbles move towards the middle.

8. Freeze the cryostraws in the vertical position for 15 minutes directly above the surface of liquid
nitrogen.

9. Store in liquid nitrogen.

m  Thawing:
1 Collect the required amount of straws from liquid nitrogen.
2. Place the straws in running water for 5 minutes.
3. Cut the end of the straw, place the open end in the test tube and shake the straw so that the whole
mixture falls into the test tube.
4. Dilute concentrated sperm sample in the sperm processing medium (at least 3.0 ml per 0.5 ml of
sperm), mix thoroughly.
5. Centrifuge for 15 minutes at 300-350 x g.
6. Resuspend the residue in the required volume of sperm processing medium.

After thawing:

If necessary, to remove dead cells and debris (the mass of cell pieces) after thawing, use the sperm
preparation techniques. Dilute concentrated sperm sample in the sperm processing medium.

The medium can be used in combination with intrauterine insemination (IU1), in vitro fertilization
(IVF) and intracytoplasmic sperm injection (ICSI).

Recommendations for use at In Vitro Fertilization (IVF).

Four-well cell plate Cup with microdrops
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Day "-r:

- prepare a four-well cell plate for fertilization
filling each well by 400 mcl of the medium for
fertilization and embrio culture with Gentamicin
(GMB01 Cult);

- completely cover the plate by mineral ail,

- place the plate in the CO2-incubator (at 5-7% of
CO:, temperature +37RC).

Day «0»:
- in each well place the oocytes for fertilization in
the amount of not more than 6 pcs.

Prepare a four-well cell plate for cultivation in a
manner similar to preparing a plate for
fertilization.

Day «1x»:

« partially remove cumulus and granulosa cells
from the fertilized oocytes;

- transfer the oocytes to the plate for cultivation in
the amount of not more than 6 pieces per well.

v

Simple “one-step” cultivation

Day "-7" Day «0»
Preparation of a plate Fertilization (IVF) and
(or acup) cultivation in the
for fertilization (I\VF) medium GM501 Cult
with GM501Cult

Extended «one-step» cultivation

Day "-1" Day «0»
Preparation ofa plate  Fertilization (IVF) and
(or acup) cultivation inthe

for fertilization (IVF) medium GM501 Cult

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Day
- prepare a cup with microdrops with the diameter
of 60 mm for fertilization by applying a few drops
of the medium (80-100 mcl *);

- completely cover the cup with mineral oil,

- place the cup in the CO2-incubator (at 5-7% of
CQOz, temperature +37°C).

Day «0»:
- place oocytes in each drop for fertilization in the
amount of not more than 2 pcs.

Prepare a cup with microdropsfor cultivation in a
manner similar to preparing a cup with microdrops

forfertilization.

Day «1»:

- partially remove cumulus and granulosa cells
from the fertilized oocytes;

- transfer the oocytes into a cup with microdrops
for cultivation in the amount of not more than 3
pieces per drop.

*For individual culture, it is recommended to apply
the medium drops o f40-50 mcl.

40-50 MM c{>emp!

Day «1» Day «2» or «3»
Further cultivation Embryo transfer
in the medium GM501
Cult
Day «1» Day «2»
Further cultivation Further cultivation in the
in the medium medium GM501 Cult.
GM501 Cult Preparatio'n of a plate (or a



with GMSOICult

D ay «3»
Further cultivation in the
medium GM501 Cult

Day «4»
Further cultivation in the
medium GM501 Cult

cup) with the fresh culture
medium for the day «3»

Day «5»
Embryo transfer

Recommendations for use at intracytoplasmic sperm injection (ICSI).

Four-well cell plate
Day "’1":
- prepare a four-well cell plate, filling each well by
400 mcl of the medium for fertilization and embryo
culture with Gentamicin (GM501 Cult);
- completely cover the plate with mineral oil;
- place the plate in the CO2-incubator (at 5-7% of
CO,, temperature +37°C).

Day «0»:

immediately after the microinjection, place
oocytes into each well for cultivation in the amount
of not more than 6 pcs.

400 pl 400 wi
GMS501 GMS501
Cult Cult
400 pl 400 ul
GMS01 GMS01
Cult Cult

Simple “one-step” cultivation

Cup with microdrops
Day "-I'V
- prepare a cup with microdrops with a diameter of
60 mm, applying a few drops of the medium (80-
100 mcl*);
- completely cover the cup with mineral ail;
- place the cup in the CO2-incubator (at 5-7% of
COz, temperature +37®C).

Day «0»:

- immediately after the microinjection, place
oocytes into each drop for cultivation in the amount
of not more than 3 pcs.

*For individual cultivation, it is recommended to
apply the medium drops o f40-50 mcl.

40-50 Miuig>eAM

Day A Day «0» Day «1» Day «2» or «3»
Preparation ofaplate  Fertilization (ICSI) and Further cultivation Embryo transfer
(or acup) for cultivation cultivation in the in the medium
(ICSI) with the medium ~ medium GM501 Cult GM501 Cult
GM501 Cult
Extended «one-step» cultivation
Day " Day «0» Day «1» Day «2»
Preparation of a plate (or ~ Fertilization (ICSI) ~ Further cultivation Further cultivation in the
a cup) for cultivation and cultivation in in the medium medium GM501 Cult.
(ICSI) with the medium  the medium GIV501 GMB01 Cult Preparation ofa plate (or a
GMB01 Cult Cult cup) with the fresh culture
2 medium for the day «3»
Day «3» Day «4» Day «5»
Further cultivation in the Further cultivation inthe Embryo transfer

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



medium GM501 Cult medium GM501 Cult
Recommendations for use at intrauterine insemination (1U1).

For execution of intrauterine insemination a native previously prepared and cryopreserved sperm of
a donor is used.

From recipient’s part the term of execution of IUI is availability of at least one passable fallopian
tube.

Before execution of IUI it is necessary for donor and recipient to undergo examination determined
by clinical recommendations (protocol of treatment).

IUI procedure is carried out in accordance with clinical recommendations (protocol of treatment).

10. SPECIFICATIONS

1) All components of the medical device are of the highest degree of purification (European
Pharmacopoeia and/or American Pharmacopoeia standard).

2) Guarantees and quality control of media are confirmed by the certificates of the organizations
MedCert and DEKRA.

3) Certificate of analysis for each batch can be obtained on request on the manufacturer’s website
(http:/lwww.gynemed.de) in section "Certificates” by a lot number.

4) Safety data sheet (MSDS) of the medical device may be provided on request or downloaded from
the manufacturer’s website (http://www.gynemed.de).

5) The production of the medium is carried out in accordance with the following characteristics:

pH 7.20-7.90
(Release criteria: 7.20-7.60)
Sterility Sterile-SAL 10™
(Level of sterility assurance)
Endotoxins (EU/mI) <0.25
Spermatozoon survival test (%) > 80 survival after 4 hours of exposure of

the native ejaculate in the test medium
11. PRODUCT FORM

A cardboard pack holds:

- medium supplied in a transparent, sealed, glass vial with a vial filling volume of 20 ml with a
tightly closed aluminum cap and a teflon-coated cork Flurotec® in the amount of 1 pc.

- instructions for use.

Internal additional elements additionally fix the position of the vial and protect it from damage.
12. STERILITY >
Sperm cryopreservation medium GM501 SpermStore is sterile. A

Sterility is ensured by a manual or automated process of aseptic filtration and the vials filling
carried out in a work table with a laminar air flow, which allows to obtain SAL <10™ Sterility of all
media is validated by testing in an independent laboratory and assessing the most unfavorable case.

Vials used as primary packaging as well as stoppers are subject to sterilization by autoclaving
method before aseptic filtration of the medium and capping of vials.

10
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The medical device cannot be re-sterilized.

13. METHODS AND MEANS OF DISINFECTION AND PRESTERILIZATION
CLEANING

Not applicable.
14. TRANSPORTATION CONDITIONS

Sperm cryopreservation medium GM501 SpermStore are cl”sified as a safe product when
transporting. A

The medium in the transport container of the manufacturer is transported by any closed type of
transport in accordance with the regulations for this type of transport, in compliance with the
temperature conditions from +2®C to +8°C. When transporting, the medical devices are packed in
polystyrene boxes with cooling elements and cushioning materials.

15. STORAGE CONDITIONS. SHELF LIFE
The shelf life is 18 months from the date of production.
The product is stable after transportation at elevated temperature. (< 37 ®C) no more than 5 days.

Store at the temperature from +2®C to +8®C.

Protect from light.

The product should be used within 7 days after the package opening.
Do not use after expiration date.

Do not freeze.

16. OPERATING CONDITIONS

Sperm cryopreservation medium GM501 SpermStore is used at room temperature (+15®C ao +25

®0).

The opening and closing of the vials should be carried out under sterile conditions (laminar flow,
ISO of class 5).

17. LIST OF NATIONAL AND INTERNATIONAL STANDARDS APPLIED BY THE
MANUFACTURER OF THE MEDICAL DEVICE

Directive of EU 93/42/EEC Medical devices, devices, equipment

ISO 13485 Medical devices - Quality management systems - Regulatory
requirements

ISO 10993-1 Assessment of medical devices biological action - Part 1 Assessment
and testing

GOST ISO 10993-3 Medical devices. Assessment of medical devices biological action.

Part 3. Research of genotoxicity, carcinogenicity and toxic action on
reproductive function

GOST ISO/TR 10993-33 Medical devices. Assessment of medical devices biological action.
Part 33. Guidelines on testing of genotoxicity. Addendum to 1SO
10993-3.
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ISO 10993-10

DN 58940-7

ISO 13408-1
ISO 13408-2
ISO 13408-6
ISO 14644-1
ISO 14644-3
ISO 14971

ISO 15223-1

EN 556-2
MEDDEV 2.1/3
MEDDEV 2.2/4

Eur. Pharm.
U.S. Pharmacopeia (USP)

Assessment of medical devices biological action - Part 10: Research of
irritating and sensitizing action

Medical microbiology - Determination of the sensitivity of pathogenic
microorganisms to antimicrobial agents - Determination of the
minimum bactericidal concentration (MBC) by the method of
microdilution

Aseptic production of medical products - -Part 1 General
requirements

Aseptic production of medical products - Part 2: Filtration

Aseptic production of medical products - Part 6: Isolating systems
Clean premises and associated controlled media - Part 1 Air
cleanliness classification

Clean premises and associated controlled media - Part 3: Testing
methods

Medical devices - Application of risk management to the medical
devices

Medical devices - Symbols used when labeling on medical devices,
labels and in the accompanying documentation - Part 1 General
requirements

Sterilization of medical devices - Requirements for medical devices to
obtain the “Sterile” definition - Part 2: Requirements for medical
devices treated under aseptic conditions

Highly sensitive products, means of medical products delivery and
medical devices including additional medicinal substances or human
blood derivatives

Conformity assessment of medical devices for in vitro fertilization
(IVF) and assisted reproduction

European Pharmacopoeia

U.S. Pharmacopeia (USP)

18. ENVIRONMENTAL PROTECTION REQUIREMENTS

Sperm cryopreservation medium GM501 SpermStore does not have a negative impact on humans
and the environment during use, transportation and storage.

19. PROCEDURE AND CONDITIONS FOR DISPOSAL OF THE MEDICAL PRODUCT

Disposal of the product is carried out in accordance with SanPiN 2.1.7.2790-10 for waste of class B
(epidemiologically hazardous waste). After instrument methods of disinfection using physical
techniques and changing the appearance of the waste, eliminating the possibility of their reuse,
waste of class B can be accumulated, temporarily stored, transported, destroyed and disposed
together with waste of class A (epidemiologically safe waste, close to MSW in composition). The
packaging of disinfected medical waste of class B should be marked indicating the disinfection of

the waste.

The method of cleaning the medium spill site: wash the spill site with water.

20. PRODUCER. GUARANTEE OBLIGATIONS

GYNEMED GmbH & Co. KG,

Lubecker Strasse 9, D-23738 Lensahn, Germany
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Phone: +49 0 4363/9 03 29-0;
Fax:+49 04363/9 03 29-19
E-mail: info@gynemed.de
Web-site: http://www.gvnemed.de

Producer GYNEMED GmbH & Co. KG guarantees the compliance of the medical device
specifications with all the requirements of the applicable national and international standards

provided the consumer observes the conditions of operation, transportation and storage for the
entire warranty period.

Guaranteed shelf life -18 months from the date of production.

The information contained in the safety data sheet is provided without guarantees of any kind. The
users should take this information into account only as an addition to other information collected by
them, and should conduct an independent determination of the suitability and completeness of the
information obtained from all other sources to ensure the proper use and di”*sal of these materials
and the safety and health of the employees and the customers.

GYNEMED GmbH & Co. KG not responsible for any damage resulting from improper treatment or
contact with the medical device.

21. AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

MEDWISE LLC,

142717, Moscow Region, Leninsky District, rural settlement Razvilkovskoe, settl. Razvilka,
territory quarter 1, estate 09, office 04

Phone/fax: +7 495 660-76-28

E-mail: office@medwize.ru

PACKAGING SYMBOLS

Symbol Meaning

Producer
M d

Production date

Use before...
[tot] Batch code

Catalog Number

Sterilization using aseptic processing techniques

Prohibition on reuse

Refer to the instruction for use

Avoid exposure to sunlight
Temperature range of storage of the medical device

IS
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CE Meets the requirements
European Council Directive CEE 93/42 for medical devices

On the secondary packaging of devices designed for supplies to Russian Federation the website is
specified, where the instructions for use of the medical device is placed.
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NHCTPYKUWA no MPUMEHEHWNIO

Cpega 019 KpUoKoHcepBaLuny cnepmMaTto3onoB
GMb501 SpermStore

CTpaHunua yTBep>KaeHns

/ GYNEMED

GmbH & Co. KG *Medizinprodukfe
yTBepp'Vln: Libecker SfroBe 9 0-23738 lensohn
Tel. 04303-90329-0 Fax 90329-19

Muy O %P, Dv.Tja(Ol\Ow\ i.cd,

TMMHEME/L, 'm6X n Ko KT, JTrobekep LUTpacce 9, D-23738 JleH3aH, ["'epmaHus
TenehoH: +49 0 4363/9 03 29-0;

dakc: +49 0 4363/9 03 29-19

E-mail: info@gynemed.de

Web-site: http://wwAv.t;vnemed.de
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1 HAUMEHOBAHVE MEANUWMHCKOIO U3AENNA
Cpepa ana KpnokoHcepsauum cnepmatoszongos OM501 3pert3HOre ¢ 1 dnakoH (20 mn) (ganee
«cpefa», <U3Lene»).

KaTanoxHblii HoMmep:
GM501 SpermStore -1 dnakoH (20 mn) 4 SCP-20

2. HASHAYEHWE, OBJTACTb NMPUMEHEHWA MEAVUWNHCKOTI O U3AEJTUA

Cpefa npegHasHavyeHa [O15 KPUOKOHCepBaLMW Crepmarto30uioB 4esioBeka (TECTUKYNAPHbIX W
anuauaMmanbHbelx) — crnegypanuctamm KO,  MOXET  MCMOMb30BaTbCA B KOMOMHaUMM €
BHYTPMMATOYHOW WHCeMMHaumein (BMW), akcTpakopriopanbHbiM 0nnogoTeopeHneMm (3KO) wu
MHTpauuTonasMaTuyeckom nHbekuymei cnepmarosonga (MKCW).

O6nacTb NPpMMEHEHNA. aKyLIepCTBO N TMHEKO/IOTNA.

MoTeHUManbHbIMU  MOTPEOUTENAMM  [aHHOTO MEAULMHCKOTO U3LEeNNA  ABMAKOTCA  OKEHLLMHBI,
npoxopaume npoueaypy 9KO, BM, MKCW, He3aBUCMMO OT TOro, KTO 13 Napbl - My>X4YMHa Un
XEHLMHA - cTpafaeT b6ecniogmem. oTeHLMaNbHBIMW M0/b30BATENAMU ABAAKOTCA CMELNaInCTbl
no IKO (nabopaHTbl, 3MOPMONIOTX 1 Bpayn).

3. COCTAB 1 ONMNCAHVNE MEAVNLUNHCKOIO N3AENNA

Cpepa ans KprokoHcepsaummn cnepmatosongos OM501 SpermStore npeAcTaBnseT coboli roToByH
K 1MCcnonb3oBaHuio OydepHyto MEPE3 cpeay, KoTopas Takke COAEPXXMT (hM3MONOrMYECKME COMK,
FALUH, AEKCTPO3y MOHOrMapat, KanibUWs flaktaT, [/IMUEPWH, Ccaxapo3dy W YenoBeYecKuid
CbIBOPOTOYHbIA  aNbOYyMUH AN 3allWTbl  CMEPMAaTo30MA0B OT  MOBPEXAEHWS, Bbl3BAHHOIO
MpoLesypor 3aMOpaXXmBaHUS.

HavmeHoBaHMe KOMMOHeHTa CopepxxaHue, %

Bopa (HrO) 70,0-90,0

FvuepyH (CMH«00 10,0-20,0

HEPES (4-(2-rngpokcmatiin) 1-nnnepasvHaTaHCyb(oHOBas <1,0

kvcnota) (CAHIfIN: o 2 S)

Caxapo3a(Ci2Hz 2010 1-5

Hatpua xnopug (NaCl) <1,0

Kanusa xnopug (KC1) <1,0

Marnus cynbgat (MgS04 * » H.O) <1,0

Harpus guruapodocdatr MveHP » * 2 H.0) <1,0

Harpua rugpokap6oHar (HaHCO3) <1,0

vy (CjHINO?) <1,0

[Jekctposbl MoHorugapat (CoH]206 * H.O) <1,0

Kanbups naktat (Ca (CH3CHOHCOO). *s H:0) <1,0

UenoBeyeckmii CbIBOPOTOYHbIN anbbymunH (HAS) (3,95 r/n) <0,4
KoMnoHeHT PYHKLMOHA/IbHOE 3HAYeHNe

Pur3KOIornYecKme Conm OcMoTUYeCKan perynsums

Caxapo3a, nakrar VICTOUHMK 3HEprm

Brikap6oHaTt pH 6ychep

U OpraH1yecKmii ocMonnT

Uesoeyeckuii HecKonbKO  (OYHKUMIA, T/1IaBHON M3  KOTOPbIX SB/ISETCS

CbIBOPOTOYHbIA  anbOyMUH  CTaOWMNM3ALMA CPeabl U KPMO3ALLWTA KIETOK

(HAS)
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Cpepa npefcTaBnseT co60iM CTabunbHyt0 GecuBeTHYtO (MM XKenToro LBeTa) Mpo3padHyto
XXMOKOCTb 6e3 3amaxa, MOMHOCTbK PacTBOPMMYK B BOAe. He umeeT omacHbIX MPOAYKTOB
Pa3NOXKEHNSI.

4, DAHHBIE O MATEPUANAX XWMBOTHOIro w”n WAM) YENOBEYECKOIO
MPONCXOXAEHNA, A TAKXE JNEKAPCTBEHHbLIX CPEAOCTBAX, KOTOPbLIE
BXOOAT B COCTAB MEANUWHCKOI'O USAENNA

Cpefia Ansa KpvoKoHcepBaummn crnepmaTto3omgos GMS01 SpermStore COAepXXUT B CBOEM COCTaBe
4e/IOBEYECKNIA  CbIBOPOTOYHBIA  albOYMUH,  MOJlYYEHHbI M3 NJa3Mbl  KPOBM  YeNOBeEKa.
MpenmyLecTBo fob6asneHns HAS:

- MaKpoMOJieKyfa C BaXHON KPMO3aLUTHOR POnbHO;

- NpefoTBpaLLaeT CKOMJeHre crepMaTo3omaoB 1 NpuavnaHue K 1abopatopHomy 060pya0BaHuIo;
- NPOTUBOLEWCTBYET BPeAHbIM BO3LENCTBUSAM aKTUBHbLIX (hopM Kucnopoga (APK).

Mpwn npon3BoAcTBe Ucnonb3yetca MnasdymunH-25 (npounssogctsa Grifols/Talecris) unu, B kavecTse
afbTepHaTMBHOrO  BapuaHta, AsibbyHopm 25%  (mpowussoactea  Octapharma)  (pacteop
4e/I0BEYECKOro afibbyMmHa B COOTBETCTBUM CO cTaTbeit 0255 ED).

3allMTHbIe Mepbl B NPOLLECCe NMPON3BOACTBA

1 Tpu MONy4YeHWU Cbipbsi KOHTPOMb CNEAYHOWMX MoKasaTeneid: KOHLEHTpauus 3HAO0TOKCUHA,
KOHLIEHTpaLMs anbbyMUHA U aHaNN3 3MBPYIOHOB MbILLW.

2. CepTumkaums Kaxxaom napTum B OTHOLIEHUM TOTO, YTO:

- napTusa Gblna U3roToB/ieHa B COOTBETCTBUM € NpasuiaMu OMP 1 COOTBETCTBYET KpPUTEPUSAM

NMPOU3BOACTBA M UCMbITAHWUIA NPOAYKLMN B COOTBETCTBUM C EBpONeiickoii hapmakoneei;

- BCSl fOHOpPCKasA nnasMa Oblna npoBepeHa Mo OTAEMbHOCTU, U peakuMn Ha MOBEPXHOCTHbIN

aHTureH supyca renatuta B, BY-1/2 Ab n BI'C Ab He Habnoganocs;

- KaXAblA 3anac nnasmbl 6bl71 MPOBEPEH W MPU3HAH OTpUUATENbHbIM Ha MOBEPXHOCTHbINA

aHTureH smpyca renatuta B, BUU-1/2 Ab n BI'C-PHK nocpeactsom IMLIP.

- B CNy4ae OT3blBa MPOAYKTOB Mbl OyAeM yBefOM/eHbl UX nocTaswmkamy (Onlrols, Talecn8
| nnm Oclapbanna).

- Hag/exkalllee BHUMaHWe 1 CUCTeMa OTCNEXUBAHNA C Hallel CTOPOHbI.

- B C/lyYae U3MeHeHuI B NpoLiecce Npomn3BoAcTBa albbyMuHa 1 mogudukaumnini PME Mbl 6yaem
yBEeIOM/IEHBI.

Mna3bymmnH-25

WcxogHas nnasma, ucnonb3yemas 419 NPOW3BOACTBA, COOTBETCTBYET TpebOoBaHMAM,
M3NOXKEHHbIM B CcTaTbe EBponeickoit hapmakonen (E®P) 0853: nnasma uYenoBeka Ans
(hpaKLIMOHMPOBaHWA, 1 EXEroAHO YTBEPXKAaeTCs B XoAe npoueaypsl PMF. —; >

c

Bce oTHOCALMECA K 6€30MacHOCTM acneKTbl KPUTEPUEB MCKNHOYEHWUS JOHOPOB B OTHOLLEHWM
[IOHOPOB MJia3Mbl COMOCTaBUMbI C KpuUTepusamW, ykKasaHHbIMM B Oupektuse 2001/83 / EC ¢
nonpaskamu, BHeceHHbIMU Aupektusoit 2004/33 / EC, cepueir TexHUYecKnx aoknagos BO3, Ne
840, 1994 n EMEA / CPMP / BWP / 2879/02 / 3. 1, a TaKKe peKoMeHAauuaMu, yrnomMaHyTbIMA B
cratbe E® [PekomeHgaums Coseta Ne R (15) 0 nmoAroTtoBke, UCMO/b30BaHUM N 0becreveHnm
KayecTBa KOMIMOHEHTOB KpoBu, 1 PekomeHgauma Coseta oT 29 mMoHsA 1998 roga o NpurogHocTu
[IOHOPOB KPOBW M Mna3mbl 1 CKPUHMHIE JOHOPCKON KpoBu B EBponeiickom coobuuectse (98/463 /
EC)].
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JIOHOPCKY0 Mnasmy M ee 3aracbl MPOBEPAOT Ha MapKepbl WHGEKUWUU, Kak TOro TpebytoT
OnpekTnea 2001/83 / EC 1 coOTBETCTBYHOLLME HOPpMaTMBHbIe akTbl CLLIA.

Kpowme Toro, BupycHas 6e30MacHOCTb 06ecrneyvBaeTcst OTAe/IbHbIMU 3Tanamn yaaneHus un /
WK feakTvBauun BMpYycCa, BKIKOYad MpeuunuTaumio pactsoputenieM (aUeToHOM), rNy60Kyto
(unbTpaumo 1 TepMoobpaboTKy. JTanbl yganeHus / [LeakTuBauuv BUPYCOB 0becrneynBaroT
3HAUMTENbHYIO OYMCTKY OT BMPYCOB, MepefaloLinxca C KPOBbIO, W MOBbLMNMNAKOT 3anac 3awuTtbl OT
pucKa nepefaun Bupyca. BupycHas 6e30MacHOCTb COOTBETCTBYET PYKOBOAALLMM MPUHLMNAM
CPMP EC. lNMprMeyaHue K pyKOBOACTBY MO /1eKapCTBEHHLIM CpeCcTBaM, NMOJTyYEHHbIM U3 N/1a3Mbl,
N NpYMeYaHne K pyKOBOACTBY MO UCCNeLOBaHMAM MPOBEPOK Ha BUPYCbI: pa3paboTka, yyacTue u
NHTepnpeTauusa UccnefoBaHnii, NOATBEPXKAAIOLMX AeaKTUBaLMIO U YaaneHne BUPYCOB.

Mpon3soacTBeHHbIE 06beKTbI Crilol3/ Talecn3 paboTatoT B COOTBETCTBUM C IMpPUIoXKeEHNEM 2
Onpektnebl CMP EC «JlekapCTBEHHble CPeAcTBa A5 UCMO/b30BaHUS Ha YeNoBeKe U B 06/1acTy
BETepUHapuK: Hafnexallas Npou3BOACTBEHHAA NPaKTUKay.

i MpegynpexaeHune B CepTudmkate aHanm3a/Bbllycka 0 TOM, YTO cpefa cogepxut HAS.
AnbbyHopm 25% (anbTepHaTtusa MnazdymuHy-25)

- Bca nnasma, KoTopas MWCMoNb3yeTca B KayecTBe WCXOAHOro Martepuana, MNpou3BOAUTCA U
NPOXOANT TMPOBEPKM B COOTBETCTBUM CO BCeMW MpuMeHMMbIMM npasunamn FDA CLLUA no
MPON3BOACTBY BMONOrMYECKMX NPOLYKTOB, KaK YKa3aHO B rnase 1pasgena 21 Ceoja (hefepasibHbIX
npasun, nogpasgen «buonpenapatbl». Kaxaaa eguHuua nnasMbl NPoOBepseTcA Ha aHTuUTena K
BNUY-1/2 yenoseka, aHTUTena K BI'C, NMOBEPXHOCTHbIE aHTWUIeHbl BUpYca rernatnta B n aHTureH
BW/Y-1 nocpepctsom yTBepXAeHHbIX FDA TecToB. Kaxkpad efuHuua nnasmbl npoxogut [MLP-
TECTMPOBaHWe, N YAOCTOBEPSETCS, UTO ee HEBO3MOXHO 0OHapy>XWTb B OTHOLLEHUN BNY-1, BI'C,
BI'B 1 BI'A. MNapsosupyc B19 cocTtaBnseT <1X104 mMexAyHapoAHbIX eAUHWUL, Ha MANNUANTP.

- JTanbl CHUXEHWNSA BUPYCHON Harpysku B XOofe NPOW3BOACTBA a/lbOyMUHaA, KOTOpble BKIOYAOT
HECKO/IbKO 3TaroB XO/I04HOr0 (PpakLMOHMPOBaHMA 3TaHONa W nactepusaumn. KccneposaHus no
CHVDKEHUIO BWMPYCHOW Harpysku npoBoaunnch KomnaHued Octapharma B COOTBETCTBUMM C
fencteytowmn npasunamn EC. WccnepoBaHus NPOBOAMANCL Kak C Bupycamy € 060/104KOM
(BNY-1, nceBpobelueHCTBO, BUPYC CUHAOWUC), TaK 1 ¢ BMpycamu 6e3 060104kn (peosupyc, BIr'A,
MEV, napBoBUpYC CBUHENA).

- YTBepXaeHHbln EMA MacTep-thaiin Ha nnasmy (e)erogHoe MoBTOPHOe yTBep>K,quV|e B Xofe
npoueaypbl Mactep-thaitna Ha nnasmy) _

- PacTBop 4enoBeyeckoro asbOyMUHA W3roTaBNMBAaeTCs B COOTBETCTBMW C MOAPOGHLIMM
VHCTPYKUMSMM MO Haa/iexallleli Npon3BOACTBEHHONM NPaKTVKe ANs UCXOAHbIX MaTepuanos..

5. MOKASAHVA K MPUMEHEHWIO

1) XKeHckoe becnnogue:
- YKeHckoe 6ecnnogue, cBA3aHHOE C OTCYTCTBMEM OBYNALUMN.
YKeHckoe 6ecrninogve TPYOHOro MpoMCXoxaeHusi (CBA3aHHOE C  BPOXKAEHHOW
aHOMasInein MaTOYHbIX TPYO UK TPYOHOM HENMPOXOAMMOCTbIO).
- YKeHckoe 6ecnnofve MaTOYHOrO MPOUCXOXKAEHUS (CBA3aHHOE C  BPOXAEHHOW
aHOManmein MaTku, feeKTaMn MMNIaHTaLMKn SALEKNETKM)
- YKeHckoe 6ecnnogne LepBUKabHOrO MPOUCXOXAEHUS.
- YKeHckoe 6ecniogye, CBA3aHHOE C MY>XCKUMM (hakTopamu.
[pyrue gopmbl XeHcKoro 6ecnnoams (3HAOMETPUO3)
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- YKeHckoe becnnogue HeyTOUHEHHOe
2) Myxckoe 6ecnnogue (a3oocrnepmusi, 0IMro300Crnepmims)
3) KombuHupoBaHHOe Gecnnoaue

6. MPOTBOMOKA3AHWA ANTA NMPUMEHEHWA

YcnoBusi, Mpu KOTOPbIX MCMO/Mb30BaTh M3AeNie HEBO3MOXHO, OTCYTCTBYHOT. TeM He MeHee,
Heo6X0AVMO YUNTbIBATL MEPbl MPeA0CTOPOXHOCTM NPV NPUMEHEHWW, ONUCaHHbIE B pasaene 8.

7. BO3MOXHbIE MOBOYHLIE JAEWCTBMA W MEPbl OKA3AHWA MEPBOW
rnomMoLwn NPt HEMNPABMIbHOM NCIMOJIbSOBAHNW

W3nenve He cumTaeTca OnacHbIM 1S 3[0POBbS BELLECTBOM B COOTBETCTBUM C [uUpekTvBamu

67/548/EEC n 1999/45/EC. He CcOOEPXMUT KakKMX-NMOO WHIPeAMEHTOB, MpPeACTaB/AOHLLX

ONacHOCTb A/151 340P0BbSi B COOTBETCTBMM C HOPMaMK 3aKOHa 0 NPOMeccroHanbHOW 6e30MacHOCTK
A 1 3apaBooxpaHeHnn CLLA, coctasnsatowmx 6onee 1% cmecn (6onee 0,1% N5 KaHLEPOreHOB).

Mpy NpPUMEHEHWN W3[eNUs C  HapylleHMemM Tpe6GOBaHWA, OMMCaHHbIX B WHCTPYKLMM MO
MPUMEHEHIO, BO3MOXHO Pa3fpaXkeHne KOXW, rnas, CIM3UCTbIX U BEPXHUX AbIXaTe/bHbIX MyTe.

Mepbl NepPBO NOMOLLV:

1) Mpu nonagaHMM cpedbl Ha KOXy: Heo6xoAMMO 06paboTaTb Y4yacTOK A0CTaTOYHbIM
KOMIMYEeCTBOM BOfpbl.

2) [Mpw nonagaHun cpeabl B rnasa: HeO6XOAMMO MPOMbITb JOCTATOYHbLIM KOMMYECTBOM BOAb!
rnasa B TeyeHune 15 MWHYT. Bekn nopakeHHOro rnasa BO BPeMs MPOMbIBAHUS AO/MKHbI ObITb

pasfBUHYThI.
3) [pu npornatoBaHMn: HEOOXOAMMO NPOMbITb POT BOAOW M 06paTUTLCS K Bpauy.

Mpwv nosiBNeHNK N0GOro AUCKOMGOpPTa CredyeT 06paTUTLCS K Bpauy.

8. MEPbI MPEAOCTOPOXHOCTW (BESOIMACHOCTW) NPV MPUMEHEHWIW

| 1) O6paLyatbes co BceMy 06pa3liaMmm Kak ¢ NoTeHUmManbHbIMKM Hocutenammn BUY nnn renatuta.
2) Bcerga vcnonb3oBaTh 3alUTHYHO OLEXAY, OYKM XUMWUYECKON 3allmTbl, Pe3MHOBbIE NepyaTKu
npv pabore.
3) CnepyeT n3beratb KOHTaKTa C KOXEN, rnasaMun 1 OAeXA0M, BAbIXaHUA Y NMUMETUPOBAHUS PTOM.
4) MeauumHCKoe u3feNine He COAEePXMT aHTUOMOTMKOB. PaboTaTb B CTepUsibHBLIX YCIOBUSX
(namMmHapHbI NoToK, 180 5-Knacca) BO 136exaHne BO3MOXHON KOHTaMUHaLNN.
5) TonbKo Ana NCNONb30BaHWA NO Ha3HAYEHWIO.
6) He cTepnnn3oBaTb MOBTOPHO.
7) Mpw ncnonb3oBaHUK Cpefbl B TeHeHWe 7 AHeN Nocse BCKPbITUA YNaKoOBKN BO3MOXHa eé
KOHTaMuHauus. XpaHUTb cpegy v paboTaTb C Heli HE06XOAMMO TONbKO B CTEPUIbHBIX YCOBUSIX.
8) Cpepa He CoepXXMT BELLECTB, OKasblBatOLLMX FEHOTOKCMYHOE UM KaHLepOreHHOE AeNCTBue.
Cpefia He 0Ka3blBaeT TOKCUYECKOro AeiCTBUA Ha PENPOLYKTUBHYHO CUCTEMY.

9. ONMNCAHUE NMPNHLUWNMOB PABOTbI. PEKOMEHAALW MO MPUMEHEHWIO

Cpena BCTynaeT B I'IpﬂMOI\/'I (bM3VI‘-IeCKI/II7I KOHTaKT UCK/TIO4YNUTENIbHO CO CrepmMaTto3onjamMn 4YenoBeEKa,
BKNKOYaA annananMasibHble WU TECTUKYNAPHbIE CNepMaTo3onibl.

MpoBepKa nepes 1Crob30BaHUEM:
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1) He ucnone3yiiTe cpefy, €CiM Ha MOMEHT [OCTaBKM (PIakoH, Momba KOHTeiHepa Uiy ynakoBka
OTKpbITa WX NOBPEXAEHA.

2) He vcnonb3yidTe cpefly, ecnv OHa WU3MeHWna LBET, NMOMYTHena Wan UMeeT /obble NpU3HaKu
MWKPOGHOW KOHTaMUHaLMN.

[ononHUTeNbHbIE MaTepuansl:
1) KproconomuHbl Ans crepmsbi.
2) CTtepunbHble MUNETKW.
3) EMKOCTb C XXWAKUM a30TOM.
4) JNamunHapHbIi Wwkad (180 5 knacca).

Cneuyundmyecke pekoMeHfauuy 0 Tune KynbTypasibHbIX MNIAHLLETOB M MUKPOUHCTPYMEHTOB,
npeHa3Ha4yeHHbIX A5 COBMECTHOIO MPUMEHEHNSI CO CPefIOi, OTCYTCTBYHOT.

BHuMaHwMe:

1) Mepep ncnonb3oBaHneM HeO6X04MMO Y6eaNTLCA, YTO BCE CPefbl XOPOLLO NnepemMeLlaHsi.

2) Cpefbl, HeobXoauMble AN 3aMOpaXXMBaHUSA N pasMOpaXKMBaHWUs, JO/MKHbI ObliTb Mepes
MCNONb30BaHMEM pa3orpeTbl 4O KOMHATHON Temnepatypbl (+15 - +25 RC).

Mepef KpMOKOHCepBaLUeNn:
B cnyyae o4eHb HM3KOW KOHLEHTpaLMK Criepmbl, PeKOMeHAYeTCs KOHLEHTPUPOBAaTL CrepMy Mnepes,
KPUOKOHCepBauyein. 3TO MOXeT YAyULIMTb KayecTBO CMepMbl MOC/Ae pa3MOpPaXuBaHUA U
YMEHbLUWTbL KOJIMYECTBO COMIOMUH, TPebyeMbIX A4/19 KPUOKOHCepBaLmK. N
KpounkoHcepBauums:

1. ObecneybTe pazxkmKeHne cnepmbl B TeueHne 30 MUHYT Npy KOMHaTHOW Temnepatype (+15 o
+25 “C).

2. [o6asbTe K 1,0 mn cnepmbl 0,7 mn cpeabl OM501 s perTs:iore. Cpefly cnefyet f06aBnisiTb MO
Kannam, akkypaTHO nepemMeLuBsas.

BHUMaHMe: BO M36eXaHWe XONO4OBOro LioKa YyGeauTech, YTO cpeda MMeeT KOMHATHYH
Temneparypy.

3. OcTaBbTe CMeCb Ha 10 MUHYT NPU KOMHATHOI TemnepaType A5 ypaBHOBELLMBAHWS.

4. Habepute cMecb obpasua 1 cpefbl B KPMOCOMIOMUHbI, OCTaBMB MpumepHO 1,5 cM Bo3dyxa Ha
KOHLIE COMIOMUHBI.

5. 3aneyatarite KpMOCONOMUHY. \Y/

6. BbITpnTe CONOMMHBLI 6€3BOPCOBON TKaHbHO. ~

7. BCTpAXHUTE COMOMUHbI, YTOObI My3bIPbKM BO34YyXa CMECTU/IUCH K CepeayHe.

8. 3amopaxuBaliTe KpWOCOMIOMWUHbI B BEPTUKA/IbHOM MOMIOXKEHUM B TeuyeHWe 15 MUHYT
HernocpeaCcTBEHHO Haf NOBEPXHOCTLIO XMAKOro asoTa.

9. XpaHuTe B XXNAKOM a3oTe.

Pa3mopaxuBaHue:

1. OT6epuTe HEO6XOAMMOE KOIMYECTBO COTOMUH U3 XXMAKOro asoTa.

2. MNomecTuUTE CONMOMUHBI B MPOTOYHYHO BOAY Ha 5 MUHYT.

3. OTpexxbTe KOHeL, COTOMUHBI, MOMECTUTE OTKPbITbIA KOHEL, B MPOOUPKY 1 BCTPAXHUTE CONOMUHY,
4TOObI BCA CMECb Monasna B NPo6upKYy.

4. Pa3BeMTe KOHLEHTPUPOBaHHLIA 0bpaseL, criepMbl B cpefe A1 06paboTKM cnepMbl (He MeHee
3,0 mn1 Ha 0,5 MN1 cnepMbl), TWATENbHO NepeMELLIANATE.

5. OTueHTpuyrupyiTe B TedeHne 15 mmuHyT npm 300-350 X g. i A

6. PecycneHampyiiTe ocafiok B HE06X04MMOM 06beMe cpefibl 419 06paboTKM CriepMmbl.
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lNocne pasmopa)kmBaHus:

Mpn Heo6X0AMMOCTK, MOCe pa3MOPaXXMBaHUA A1 YAaNeHNs MepTBbIX K/ETOK 1 febpuca (Maccol
06/IOMKOB  K/IETOK)  WCMOMb3yiiTe  METOAMKM  ANnd  MNOAFOTOBKM  chnepmbl.  Pasegute
KOHLLeHTPUPOBaHHbIA 06paseL, crepMbl B cpefe 415 06paboTku CrnepMbl. o

Cpefa MOXeT WCNoNb30BaTbCA B KOMOMHAUMM C BHYTPUMATOYHOW MHCeMUHaumed (BMW),
9KCTpaKkopnopasbHbIM  0nnogoTeopeHnem (3KO) M MHTpauuUTOnIasMaTMYecKo WHbEKLMER
cnepmarosovga (MKCW). r

PekoMeHaauuy no npoBeIeHNI0 3KCTPaKopnopanbHoro onnogoTeopeHus (3KO).

4-NYHOYHbIA NNaHLWeT:
B peHb «1» nogrotoBbTe 4-
NYHOYHbIV nnaHwer ans
OMOA0TBOPEHUS, 3anONIHNB KaXXAYH0
nyHky 400 MKn  cpefbl  Aand
OM/I0A0TBOPEHUSA U KyNbTUBMPOBaHUSA
3AMOPMOHOB C reHTamuumHom (GM501
Cult). MoNHOCTLHO MNOKPONTE MNaHLLIET
MWHEPa/IbHbIM Mac/10M 1 MOMEeCTUTE B
COr-nHky6atop (5-7% COr, npwm
37°C).
B penb «0» nomectute B Kaxayo
NYHKY He 06onee 6 oouUMTOB 414
OM0A0TBOPEHUS.
MoarotoBbTe 4-YHOUHbIA MAAHLIET
ONA KyNbTUBMPOBaHUA AN AHA «1»
Takum e o6pasom, Kak Aansa
OM/040TBOPEHUS.
B gOeHb «1» C 0nnoAoTBOPEHHBIX
OOUMTOB YaCTUYHO YAanUTe KIETKU
KyMy/toca 1 rpaHysnesbl U rnepeHecuTe
o0UMbI B nnaHwet ons
Ky/IbTUBUPOBaHMA. B 0OfHY NyHKY
MOMeCTuTe He 60/1ee 6 0OLMTOB.

Uallka ¢ MUKpOKaniaMu:

B peHb «-1» MOAroTOBbTE YalIKy C
MUKPOKannsMu 414 Onjof0TBOPeHUs
CAenaB HECKO/MbKO Kanenb cpefbl 80-
100 mkn B 60 MM yawke [leTpw.
lMonHocTbI0 MOKpoTe yaLluky
MWHepasibHbIM Mac/ioM W MOMecTUTe B
COr-unkybatop (5-7% CO:, npu
37°C).

B fgeHb «0» nomectute B Kaxayro
NYHKYy He 6onee 2 oouuToB ANd
OMn/I00TBOPEHUS.

[MoAroToBbTe YallKy C MUKPOKan ismu
AN KyNbTUBUPOBaHUA ANna AHA «1»
TakKuM e  obpa3oMm, Kak  [AJif
OMn/I00TBOPEHUS.

B pOeHb «1» C 0nNno4OTBOPEHHbLIX
OOLMTOB YaCTUYHO Yy[aiuTe KIeTKu
KyMyntoca W rpaHynesbl U MepeHecuTe
OOLMTbI B YaLLUKYy C MUKpOKan amu ans

KyNbTVBUPOBaHUS. B Kanso
MOMeCTUTe He 60/bLUe 3 00LMTOB.
ans VHAVBUAYaSTbHOTO

KYNbTUBMPOBaHUA WUCMNON b3yI7ITe Kansn

pasmepom 40-50 mK.

40-50 Mmig>€Abi
400 1l 400 1l
GM501 GM501
Cult Cult
400 U
GM501
Cult
MpocToe «oAHOLLAroBOE» KY/NbTUBMPOBaHME
[JeHb -1 [eHb 0 OeHb 1 JeHb 2 unm 3
MoaroToBKa YaLlKu OnnofoTBOpeHME IMpopomkeHne
A H A P poa MepeHoc -3MOPUOHOB
[N oN1oA0TOPEHNS (3KO) u KyNbTUBMPOBaHUSA B
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(3KO) co cpepnoti
GM501 Cult

Ky/IbTUBUPOBaHVE B
cpepge GM501 Cult

MpoanéHHoe «oAHOLLIaroBOE» Ky/bTUBMPOBAHNE:

cpege GM501 Cult

JeHb ¢1 OeHb 0 JeHb 1 JeHb 2 JeHb 3 [JeHb 4 [eHb 5
MpoponxeHne
KYNbTUBUPOBaH
Mogrotoska ONNONOTBODEH nsi B Cpeje
Yalku ana Ve (gKO)pm MpoponmkeHue GM501 Cult. MpopgonxeHne MpoponmkeHne MepeHoc
OMNIOAOTOPEH W o Cpay  KY/1bTMBIMPOBAH MoaroToBka KYNbTUBMPOBaH  Ky/bTUBUPOBaH g
VA (3KO) co yme BC 2 e 1A B cpeje Yallku co VA B cpege ns B cpege SMOPUOH
cpesoii PEA GMS501 Cult cBeXel GM501 Cult  GMS501 Cult o8
GM501 Cult o
GM501 Cult KY/bTypanbHOW
cpegoi ans gHs
3
A PekomeHfaumMn no npoBeAeHUIO l/IHTpaLI,VITOI'Iﬂa3maTVI‘-IeCKOI7I MHBEKLUMWN CcrepmMaTo3onga
(MKCW).

4-NYyHOYHbLL NaHLWeT: Ualuka ¢ MuKpokaniamu:

e B peHb «-1» nogrotoBbTe @ 4-
NYHOYHbIN nnaHWweTt,  3arofiHuB
Kaxayto nyHKy 400 mkn cpefbl Ans
GM501 Cult.

e [lonHOCTBIO  MOKpOWTE  MNaHLeT

MUHepasibHbLL Mac/ioM U NOMeCTUTe B
COr-nHky6aTop npu 37°C.

» Cpasy nocne MUKPOMHBLEKLMW B AEHb
«0» nomectute He 6onee 6 OOLUTOB B

B fOeHb «-1» MOAroTOBbTE YAWKy C
MUKpOKanasMu, [o06aBuB HECKO/bKO
kaneno 80-100 mkn cpedbl B 60 MM
Yawky lMeTpw.

* [lonHocTblo noKpomTe yaLlKy
MUHEpPaIbHbIM Mac/ioM 1 NMoMecTuTe B
COr-unky6atop (5-7% COr, npm
37°C).

» Cpasy nocne MUKPOUHBLEKLUN B [EHb

OfHY NYHKY NSt KYNbTUBMPOBAHWS. «0» nomectuTe He 6onee 3 OOLMTOB B

OfHY Kan/to Anst KynbTUBMPOBaHWS.

o [na VNHAVBUAYaNTbHOTO
Ky/IbTUBMPOBAHWSA MCNONb3YNTE Kanav
40-50 mK.
40-50 MKn cp«pl
MpocToe «0AHOLLIAroBoe» Ky/bTUBMPOBaHME:
OeHb -1 OeHb 0 OeHb 1 JeHb 2 unm 3
MoAroToBKa yaLLKu OnnopoTeopeHue MpogomkeHne
Ans (MKCW) n KyNbTUBMPOBaHNA B MepeHoc- aMBpMOHOB
Ky/NIbTUBNPOBaHNA KynbTuBMpoBaHWe B cpege GM501 Cult
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(MKCW) co cpepoin cpene GM501 Cult

GM501 Cult
OeHsb -1 Oexb 0 Oenb 1 [eHb 2 JeHb 3 [JeHb 4 [eHb 5
MpopomkeHne
KyNbTUBMPOBa
MogrotoBka OnnosoTeOpeH HWSA B cpeje
Yalkun gng ve (MKCU) MpogonxeHune GM501 Cult. MpoponxeHve MpogomkeHne MepeHoc
Ky/bTUBMPOBA KYNbTUBMPOBa MoaroToska KY/bTUBMPOBA  KyNbTMBMPOBA
KY/bTUBMPOBA 3M6PUMOH
Hus (MKCW) Hie B cpege HWA B cpefe YallKu co HWA B cpeje HWA B cpege 0B
CO cpepoii GM501. Cult GM501 Cult cBexel GM501 Cult GM501 Cult
GM501 Cult KyNbTypasibHO
 cpepoli ans
OHA 3

PekomeHAauMy No NPOBEAEHNIO BHYTPUMATOUYHOW MHCeMmHauun (BMW).

[Ona nposefeHns BHyTpVIMaTOHHOVI MHCEMUHaUM WMNCNOJIb3YETCA HaTWBHadA, NPeaBapuUTeEsIbHO
noaroToB/iEHHaA N KPUOKOHCEPBMPOBaHHaA CriepmMa AoHOpPa.

Ycnosve nposefeHnss BMIW co CTOPOHbI PeUMNUEHTKU: Haamyme XoTd Obl OAHOM CBOGOAHO
MPOXOAMMOI MaTOUHOM TPYObI. >

Mepep npoBeaeHMeM BMW foHOpY U peLMMEHTKe HEOBXOAMMO NPOATM 06cneaoBaHNe B 06beME,
MpeayCMOTPEHHbIM KNMHUYECKUMU PEKOMEHAALMAMU (MPOTOKOMIOM NeUeHMs). —>

Mpoueaypa BMIA npoBoAMTCS B COOTBETCTBUM C KIMHUYECKMMU peKOMeHZauusMu (NpoTOKOIOM
NeYeHns).

10. TEXHUWYECKUWE XAPAKTEPUCTUNKN

1) Bce KOMMNOHEHTbl MEAMUMHCKOrO W34eNMs BbICOYAlLLEA CTENeHW O4YUCTKM (CTaHAapT
EBponelickoi hapmakonen n/vnn AMepUKaHCKOW (hapmakonen).

2) MapaHTUM 1 KOHTPO/b KavecTBa cpep, NoATBEPXKAeHbI cepTudukatamu opranmsaumii MedCert u
DEKRA.

3) CepTumkaT aHa/sM3a Ha KaXOyl MNapTUIO MOXHO MOAy4MTb MO 3anpocy Ha caite
npoussoautens (http://www.gynemed.de) B pasgene «Certificates» no Homepy noTa.

4) TMacnopt 6e3onacHocT (MSDS) MeAMUMHCKOrO M3AennMs MOXXHO NOAYYUTb MO 3arnpocy Wam
3arpysutb ¢ cavita npoussogutens (http://www.gynemed.de).

5) MNpon3BOACTBO Cpefbl OCYLLECTBNAETCA B COOTBETCTBMM CO C/IEAYHOLLMMN XapaKTepUCTUKAMU:

pH 7,20-7,90

(Kputepuu Bbinycka: 7,20-7,60)
CrepunbHOCTL CrepunbHo - SALIO *

(YpoBeHb rapaHTUn CTePUIBHOCTI)
SHAOTOKCUHbI (EU/MN) <0,25
TecT Ha BbbKMBaHWe criepMaTto3omaos (%) > 80 BbDKMBAEMOCTb MOC/e 4 YacoB

3KCMO3ULIMN HATVIBHOTO 35IKY/SITa B
TECTMPyeMOVi cpefe

10
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11. ®OPMA BbIlTYCKA

B KapTOHHYI0 NayKy nomeLlaroTcs:

- cpefa, noctaenseMas B MPO3pPayHOM, TEPMETUYHOM, CTEK/ISHHOM (fiakoHe C  06bemMoM
HanosiHeHns nakoHa 20 M C MJIOTHO 3aKPbITbIM &TFOMUHUEBBIM KOJMINMAYKOM U MPOOKOA C
Ted)IOHOBbLIM MOKPbITUEM Plurolec®B KonmyecTse 1 LWT. A

- MHCTPYKLMSA MO NPUMEHEHUIO.

BHYTpeHHME [OMOMHUTENbHbIE 3/1IEMEHTbI [JOMOMHUTENILHO (UKCUPYIOT MOMOXEHME (rakoHa W
MPeaoXPaHsieT ero oT NMOBPEXAEHUS.

12. CTEPUNTBHOCTDb
Cpepa ans KprokoHcepsauum cnepmaro3omaoB GM501 SpermStore ABNSeTCS CTEPUNBbHOM.

CTepunbHOCTb  06ecrneymBaeTCs MyTeM PYyYyHOro WAM  aBTOMATM3MPOBAHHOFO  Mpouecca
acenTUYeckon (unbTpauuyM W HamoNHeHWs (HN1aKoHOB, MPOBOAMMOrO B paboyem CTone C
NamyHapHbLIM BO3AYyXOMOTOKOM, YTO M03Bo/seT nonyunTb SAL <10, CTepunbHOCTb BCEX Cpef
Ba/MAMPYIOT MyTeM TECTMPOBaHMA B He3aBMCMMOM NlabopaTopum W OLEHKM Hambonee
He61aronpuaTHOroO cnyuas. A A

®nakoHbl, MCMOMb3yeMble B KauyecTBe MEPBUYHON YMaKOBKM, a TaKke MNPO6KM MOfBEpratoTcs
CTepunu3auyn MeToOM aBTOK/TAaBMPOBaHWUS Meped acneTuyeckoi (unbTpaumeir Bo (hakoHsbI
cpeabl AN KOMOKOHCEPBALMM CNiepMaTO30MA0B 1 YKYNopUBaHeM (1akoHOB.

MeanLUMHCKOe U3feNne He NOJJIEXUT NOBTOPHOI CTepunmsaLmm.

13. METOAbl W CPEACTBA AE3VH®EKUWW W MPEACTEPUIN3ALIVOHHON
OUYNCTKN

He npumeHumo.

14. YC/TIOBUA TPAHCIOPTUPOBKWU

Cpefia o1 KpuoOKoHcepsauuu cnepmaros3ongos OMS01 s perTs:ore KnaccuuumpyeTca Kak
6e30MacHoe Npu TPaHCMNOPTUPOBKeE M3MeNKe.

Cpefia B TPaHCMOPTHON Tape NpesnpuUATUA-NPON3BOAUTENS TPAHCNIOPTUPYETCA NHOOLIM 3aKPbITbIM
BMZOM TpaHcnopTa B COOTBETCTBMM C NpasuiaMu, LeACTBYHOWMMM Ha [JaHHOM BUAe TpaHCMopTa,
npu Ccoo6nodeHn TemnepaTtypHoro pexuma ot +2°C po +8°C. Tlpu  TpaHCNOPTMPOBKE
MeAVUMHCKME W3[eNMs  YNakoBbIBalOTCA B KOPOOKM M3 MOMMCTMPONA C  OXNaX4arowmumm
3eMeHTaMn 1 aMOPTU3UPYIOLLMMI MaTepuaiamu.

15, YCNOBUA XPAHEHWA. CPOK TOAHOCTWU
CpokK rogHocTu cocTtasnseT 18 mecsLeB co AHA NPOU3BOLCTBA.

N3penve cTabunbHO MOCNe TPAHCMOPTUPOBKM MPU NoBbieHHON Temnepatype (< 37 °C) He 6onee
5 [HeM.
n
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XpaHuTb Npy TeMnepaTtype oT +2°C go +8°C.

MpeaoxpaHaTb OT BO3AENCTBUSA CBETA.

3penvie cnepyet UCMONb30BaTh B TeUEHWE 7 [HEN Noc/ie BCKPbITUS YNaKOBKM.
He ncnonb3oBaTh Moc/ie NCTEYEHUS CPOKa FOAHOCTW.

He 3amopaxkunsarth. 7

16. YCNOBUA SKCIMTYATALNN

Cpefia Ana KpMoKoHcepeauum cnepmaTtozongoB OM501 s perTs: ore NPUMEHSETCA NPY KOMHATHOM
Temnepatype (+15°C go +25 °C).

OTKpbroaHue 1 3akpbliBaHne (H/1aKOHOB CrieflyeT NPOBOAUTL B CTEPUSIbHBLIX YCIOBUAX (aMUHAPHBLIN
noTok, 180 5-knacca).

17.  MNMEPEYEHb TMPUMEHAEMbBIX TPON3IBOAUTENEM MEAVNLUNHCKOIO
N3OENTNA HALNOHAJIbHBIX N MEXXAYHAPOAHBLIX CTAHOAPTOB

[OunpekTtvisa EC 93/42/EEC MeayupmHCKre Nprbopbl, YCTPOCTBa, 060pYyA0BaHIE

180 13485 MegnunHckve u3genma - CUCTEMbI  YMpaBieHWUs KauecTBOM -
TpeboBaHUA K perynmpoBaHunio

180 10993-1 OLEHKa 610/0rYecKoro AeCTBIS MEAULIMHCKUX U3aennid - YacTb 1
OLeHKa 1 ncrbITaHuA

MOCT 180 10993-3 M3perma  meguumHckme.  OueHKa  G1OMOrMYeckoro  AeiicTauvs

MEeAVLMHCKMX M3aemmin. Yactb 3. ViccrnefoBaHUs FeHOTOKCUYHOCTH,
KaHLLEPOreHHOCTM W TOKCWMYECKOTO [ECTBUA Ha PEnpOLYKTUBHYHO
(hYHKUMIO.

MOCT 180/TK 10993-33 W3genna  meguupHckve.  OueHka  GMONOrMYECKOro  AeicTBYA
MeAVLMHCKMX M3aenniA. Yactb 33. PyKOBOACTBO MO WCTIbITAHUSAM Ha
reHOTOKCUYHOCTb. JlononHeHve K 180 10993-3.

180 10993-10 OuEeHKa 6MOMOrMYECKOro AECTBUS MEAVLIMHCKUX M3aeNnin - YacTb
10:  WccnepoBaHus  pa3fpaxkatolero U CEHCUMOWMMBMPYIOLLETO
[ecTBmA
I 0OX58940-7 MefyuMHCKass MUKpobrosnors - OnpefeneHne YyBCTBUTEIbHOCTM

MaToreHHbIX MMKPOOPraHW3MOB K MPOTMBOMUKPOOHLIM CpeaCcTBaM -
OnpepeneHvie MAHUMaNLHON GakTepULMAHOM KoHUeHTpaumm (MBC)
METOAOM MUKPOpa3BeaeHs

180 13408-1 AcenTnyecKoe MPom3BOACTBO MEAMLMHCKOM npoaykumn - Yactb 1
O6Lupe TpeboBaHUA

180 13408-2 AcenTnyecKoe MPOM3BOACTBO MeAULMHCKOA MpoayKuumn - Yactb 2:
dunbTpauma

180 13408-6 ACenTMYecKoe MPOM3BOACTBO MEAMLIMHCKOA MpoAyKuumn - YacTb 6:
VizonvpytoLLpe cuctembl

180 14644-1 UuncTble NOMELLEHUA N CBA3AHHBIE C HAMW KOHTPO/IMPYEMbIe Cpefbl -
UacTb 1: KnaccumkaLmsa YncToTbl Bo3ayxa

180 14644-3 UnCTble MOMELLIEHNA U CBA3aHHbIE C HAMM KOHTPO/MpYeMble cpedpl -
Yactb 3: MeToapl CTbITaHui

180 14971 MegvupHckme m3genmna - [puMeHeHVe MeHeDKMeHTa pUcKaMn K
MELVLMHCKVM M3LeNnam

180 152231 MeouupHckme  msgema - CUMMBOMLI,  MPUMEHsiEMble  MpU

MapKMPOBAaHMM HA  MEMVILMHCKUX  W3OE/MsX, STUKETKaX U B
COMPOBOAUTE/LHO AOKYMeHTaLWM - YacTb 1 O6LLye TpeGoBaHMS

EX 556-2 Crepymmsaumst  MEOVUMHCKMX — u3germin - TpebGosaHMst K
MEMLMHCKAM U30enMaM AN NonyyeHus onpefeneHus «CTepusisHo»
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- YacTb 2: TpeboBaHNs K MEAVLIMHCKVM M30enmnAM, 06paboTaHHbIM B
aCenTUYECKUX YCIIOBUAX

MEDDEV 2.1/3 BbicokouyBCTBUTESbHbIE npenaparbl, cpeActBa  [OCTaBKU
NeKapCTBEHHbIX MPEMapaTtoB W MeVLMHCKVE W30enns, B COCTaB
KOTOPbIX BXOAAT AOMO/HUTENbHbIE SIEKAPCTBEHHbIE BELLECTBa WK
MPOV3BOAHbIE KPOBY YesioBeKa

MEDDEV 2.2/4 OueHKa COOTBETCTBUSA W3LENMIA  MEAVLMHCKOTO HasHaveHust [
3KCTpaKopnopasibHoro onnoaoTeopeHnst (SKO) 1 BCromoraTe/ibHOM
penpoayKLum

EBp. hapm. EBponeiickas thapmakores

U.S. Pharmacopeia (USP) dapmakones CLLIA

18. TPEBOBAHWSA K OXPAHE OKPYXXAILWEN CPEAbI

Cpepa ona KpuvokoHcepsauun cnepmatosongos CM501 s pertTs:0re He OKasblBaeT HEraTMBHOIO
BO3MEVCTBMA Ha YenoBeka WM OKPY>KaloLlyt cpedy MNpv UCNOMb30BaHUM, TPaHCMOPTUPOBKE W
4 XpaHeHWN.

19. NOPAAOK N YCNnoBUA YTUNTNSAUNN MEOAVNUNHCKOTIO N3AENTNA

YTrnusaumio nsLenns nposogaT B cootsetcTsumn ¢ CanluH 2.1.7.2790-10 gna oTxonoB Knacca b
(anmaemMmnonornyeck onacHble 0TX0fAbl). [locne anmnapartHbIX CrnocoboB 06e33apaXkmBaHNs C
NMPUMEHEeHEM (PU3NYECKMX METOAO0B W WM3MEHEHWA BHELUHero BuAa OTXO0LO0B, WCK/HOYAMLLEro
BO3MOXHOCTb MX MOBTOPHOrO MPUMEHEHUS, OTX0Abl KaccoB b MOryT Hakan/jvBaTbCs, BPEMEHHO
XPaHWUTLCA, TPAHCMOPTUPOBATLCS, YHUUTOXATLCA M 3aX0PaHMBaTbCA COBMECTHO C OTX04aMU Kfacca
A (3nungemmonornyeckn 6e3onacHble OTXOAbl, MO COCTaBy NpubmKeHHble K TBO). YnakoBka
06e33apakeHHbIX  MeJUUMHCKMX  OTX0AO0B  KnaccoB b fomkHa  VMMeTb  MapKMPOBKY,
CBUAETE/NLCTBYHIOLLYHO O NPOBELEHHOM 06€33apaXKMBaHNM OTXOLOB.

Cnocob 04MCTKY MecTa pas/inBa Cpefbl: BbIMbITb MECTO Pa3/inBa BOAOW.
20. MPOU3BOAUNTE/b. TAPAHTUWHBLIE OBA3ATE/IbCTBA

MTMMHEMEQ M'm6X v Ko KT,

Mobekep LUTpacce 9, D-23738 JleH3aH, ["'epmaHns
TenedoH: +49 0 4363/9 03 29-0;

dakc:+49 0 4363/9 03 29-19

E-mail: info@gynemed.de

Web-site: http://www.gynemed.de

Mpoussogutens TMHEME[ I'm6X u Ko KIT rapaHTMpyeT COOTBETCTBME TEXHUYECKUX
XapakTepucTUK MeAULMUHCKOIO W3AeNns BCEM TPebOBaHMSAM MPUMEHSIEMbIX HaUMOHA/IbHbIX |
MEXAYHapOAHbIX  CTaHAApTOB Npu  COGMO4EHUM NOTpebuTenemM YCNoBWUIA  3KCNayaTauuu,
TPaHCNOPTUPOBaHNSA N XPaHEHWS Ha BECb rapaHTUIAHBIV CPOK.

CapaHTWIAHbIV CPOK FOAHOCTY - 18 MecALEB CO AHS NPOM3BOACTBA.

MHopmauus, cogepkallascs B nacrnopTe 6e3macHOCTW, NpefocTaBnseTca 6e3 rapaHTuiA NO6oro
poda. [Monb3oBaTeENM [AO/MKHbI MPUHATH BO BHMMaHWE 3Ty WMHGOPMaUMIO TONMbKO B KauecTBe
[OMONHEHNS K APYroi MHdopMauuy, COOGPaHHOW WMK, U [0/MKbl NPOBECTU HE3aBUCUMOE
onpeaeneHve NPUrogHoOCTU 1 NOHOTbI MHA(OPMaLMK, NOMYYEHHHOW U3 BCEX APYTMX UCTOUYHUKOB
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Ans 06ecneyeHnst HaNeXalllero UCrob30BaHNA 1 YTUM3ALMI 3TUX MaTepyanoB 1 6e30MacHOCTM,
11 3[10pOBbSi COTPYAHWUKOB U K/IMEHTOB.

MMMHEMEZL Mv6X 1 Ko KI™ He HeceT OTBETCTBEHHOCTMT 3a /IH060W yLiep6, BOSHUKLLINIA BCNeACTBYE
HeHa//1exallero obpalleHns UM KOHTakTa ¢ MeAULMHCKUM U3LeNNeM.

21. YNOJITHOMOUYEHHbIV NMPEACTABUTE/NL NMPOV3BOAVNTENA B Pd

000 «MEBAI3»,

142717, MockoBcKasi 06nacTb, JIeHUHCKMIA palioH, c/n Pa3BMNKOBCKOe, Noc. Pa3Buska, Tepputopus
KBapTan 1, BnageHue 09, oguc 04

Ten/thakc: +7 495 660-76-28

E-mail: office@,medwize.ru

4 cuMBOnb HA YNAKOBKE

Cumson 3HayeHue
Lﬂ IMpousBoanTeNb
d [Jata npon3soacTea
S: icnonb3oBats 40 ...

n Kop, naptim
Homep no karanory

CTepunm3aLiyis C NPUMEHeHVIEM METOZIOB acerTYECKoi 06paboTKM

$ 3anpeT Ha NMoBTOPHOE MCMO/Ib30BaHKe

O6paTUTECh K MHCTPYKLYAW MO MPUMEHEHMIO

He ponyckatb BO3AEINCTBIAS CONHEYHOrO CBETa
r TeMnepaTypHbIii AMAanasoH XpaHeHs MEAVILMHCKOTO U3AeNns

CE CoOTBETCTBYET TPeOOBaHVAM
EBponelickoii OupekTviebl CoBeTa CEE 93/42 ansd MeQULMHCKMX N3aeNniA

Ha BTOpUYHOIi YNaKoBKe W3AENWIA, NpeaHa3HaueHHbIX 1 NOCTaBKM B Poccuiickyro deaepalyio,
YKa3bIBaeTCs afpec CaiTa, Ha KOTOPOM pasMellieHa WHCTPYKLMS MO NPUMEHEHUIO MeAMLMHCKOTO
13nenvs.
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Vorstehende Ablichtung ist eine einwandfreie und
vollstandige Wiedergabe der mir vorliegenden Urschrift,
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MepeBoj C HEMELKOTO i3blKa Ha PYCCKNA A3bIK

MEBEPO/ LUTAMMOB. MEYATU N YAOCTOBEPUTENBHOMNOANMNCWN HA LOKYMEHTE
«MHCTPYKLUWNANO NPUNMEHEHWIO.
Cpefa ans KpuokoHcepsauuum cnepmaTosongos CM501 BperTBiore»

[TepBast cTpaHnLa/

LLITamn: «3aBepeHHas Konus»
25 Hosopa 2019 1. /mognncs/YNpaBnstoLwmiA aypekTop a-p PadvaH Cenn

LWramn: TMHEMEZ, T'm6X 1 Ko KI™ * MeayumHcKas NpoayKums
Jrobekep LLitpacce 9, 0-23738 JleH3aH
Ten. 04363-90329-0 dakc 90329-19

/MocnegHas cTpaHvua/

HacToswm noaTBepXKaato, UTo AaHHas KOMus BASETCS TOUYHbIM H MOJHbIM BOCMPOK3BEAEHNEM
opuUrnHana.

OnbaeHOypr-nH-XonbluTaiiH, 03.12.2019

Hotapuyc: /noanuck/

TucHeHas rep6osas neyatb: PonaHg MapteHceH * Hotapuyc B OnbaeHOYpr-H- X0 bLUTalH.

Poccuiickas denepauys
Mocenok Pa3Bunka JIeHNHCKOro pavioHa MOCKOBCKOIA 06nacTu
[eBATOro fekabps ABe TbICAYN AeBATHAALATOrO roga

A, Epliosa AnekcaHapa B/KTOpOBHa, BPEMEHHO MCMO/HAIOLLGS 06S3aHHOCTU HOTapuyca 3a6abyprHoit
Hatarbn  ArnekcaHpoBHb!  JIEHVHCKOrO  HOTapuasibHOro Ookpyra MOCKOBCKOM 06/1aCTi |, CBULETE/LCTBYHO
MOA/MHHOCTL MOLMMCY NepeBOAUMKa TeMHOBOM AHacTacum AneKcaH,u,pOBHbl

[Moznuck caenaHa B MOeM MPUCYTCTBUN. —

JIMYHOCTL NoAnKCaBLLIEr0 AOKYMEHT YCTaHOB/IEHA. \

3aperncTprpoBaHo B 0e8 Ep&s"50/91-+H/50-2019-8-517.

B3bickaHo rocy e’ eHHo"-nowmHLL  Tapmdoy): 100 py6. 00 kon.
YriadeHo 3a 0KasK'Hité yos.yrnpaNe TEXHUUM.KOro xapakrepa: 400 py6. 00 Kor.

. . A~ s
ro - 1 u A.B.EpwosBa
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HacTosuwuii 4oKyMEHT NpOLUHYPOBaH,
NPOHYMEPOBAH U CKPEMNJIEH MeyaTbi

X/) T Il nuctax.

Bpno HoTapuyca

HacTosiyuii OKyMEHT MPOLLHYPOBaH,

NPOHyMeOoOoBaH U CKpenseH nedvyarbio
Ha JINCTax,

Qpm HOTbpUycs
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