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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102

Draft the Russian Federation market

INSTRUCTIONS FOR USE
FOR MEDICAL PROFESSIONALS

NAME OF THE MEDICAL DEVICE
Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102 for Vitrified Oocytes and Embryos, consisting of:
1 Warming solution TS, 1.8 ml;
2. Diluent solution DS, 0.5 ml;
3. Washing solution WS. 1.0 ml;
4. Warming Plate;
5. Instructions for use.

RESPONSIBLE MANUFACTURER MEDICAL DEVICE MANUFACTURING
OF THE MEDICAL DEVICE ADDRESS

REPROLIFE, Inc., Japan REPROLIFE, Inc.. Japan

2-5-3-9F Shinjuku. Shinjuku-ku Tokyo. 2-5-3-9F Shinjuku. Shinjuku-ku Tokyo,
160-0022. 160-0022,

Japan Japan

Tel.:+813 59258931 Tel.:+813 59258931

info”reprolife.ip info@,reDrolife.ip

INTENDED USE OF THE MEDICAL DEVICE

The kit is intended for warming of the patient's oocytes and embryos in order to restore the
activity of human cells after vitrification (freezing) as part of assisted reproductive technologies
(ART) implementation.

FIELD OF APPLICATION OF THE MEDICAL DEVICE

The Kit is used in the field of reproductive technologies (IVF) for treating infertility associated
with any disorders of the reproductive function, including uterine tubes patency disorder and
commissures of female pelvic organs, as well as with disorders related to male infertility factor.
The Medical Device is also used for warming of the oocytes of cancer patients, previously frozen
before the beginning of treatment (chemotherapy).

Medical Device can also be used in scientific studies that require warming of biological objects.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE

Warming Kit for Vitrified Oocytes and Embryos, in variants, is intended for use in medical and
health facilities that arc certified to provide help in the field of assisted reproductive technologies
(ART), such as clinics, laboratories, and 1VF centers.

The Medical Device is to be handled by qualified embryologists with the necessaiy
specialization and with relevant professional knowledge and skills, as well as experience in the
field of assisted reproductive technologies (ART).

Specialized training in vitrification and warming method is recommended since the method has
many technical nuances which play an important role in minimizing cell damage.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102

Draft the Russian Federation market

OPERATING PRINCIPLE OF THE MEDICAL DEVICE

Warming is a reverse process to vitrification. During warming the cryoprotector is removed from
biological objects and is gradually being substituted by water, with the equalization of osmotic
pressure in a controlled environment.

Kit component Component role Principle of operation Contact
duration
Warming solution TS. 1.8 ml Warms the biological Hypo-osmotic 1min
obiect solution.
Diluent solution DS. 0.5 ml Removes cryoprotectors  Hypo-osmotic 3 min
from the object solution. Removes
cryoprotectors from
the object
Washing solution WS, 1.0 mi Saturates cells with Washes the object and 5 min
water equalizes the osmotic
pressure
Warming plate Solution vessel Solutions are 10 min

transferred to the plate
wells, where
manipulations with the
objects are performed
Instructions for use Medical Device
Consumer Guidelines

The Kit is intended for 1application.

INDICATIONS FOR USE OF THE MEDICAL DEVICE
e After hormonal stimulation of the patient, vitrification (freezing) of embryos is
performed to facilitate the 'natural cycle' transfer.
e Itis recommended for creation of donor egg cell bank.
* It is recommended for creating the bank of donor oocytes from patients in childbearing
age who were diagnosed with cancer and are planning to have children, before the start of
chemotherapy.

CONTRAINDICATIONS FOR USE OF THE MEDICAL DEVICE
There is no special contraindications.

MEDICAL DEVICE APPLICATION CONDITIONS

Warming Kit for Vitrified Oocytes and Embry'os, in variants, can only be used in the specialized
IVF laboratory with an incubator and cryopreserv'ation facility that is equipped for working with
liquid nitrogen. The medical device is not to be used in any other conditions.

Operating temperature 25-27 °C, RH — 45-80 %, atmospheric pressure 84.0-106.7 kPa (630-
800 mm Hg).

Since the shelf-life of the medical device is limited (1 year), it is necessary to examine the label
and expiry date before use. Do not use the medical device if it is expired.

Warming Kit for Vitrified Oocytes and Embryos, in variants, should be stored and used in
accordance with the instructions provided on the label and in the Instructions for use. Do not use
the medical devices stored improperly.
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! Instructions fpr use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102
Draft the Russian Federation market

Before use, inspect the package for damage. ruptures in the perforation lines. or control stickers.
Do not use a package exhibiting external signs of damage, loss of the perforation or stickers
integrity. Inspect the vials with solutions for damage after opening the package. Do not use the
vials with signs of violated integrity, lacking or violated labeling. or solution streaks.

STERILIZATION

Sterile

Sterilization type - solutions are sterilized by filtration.
Warming plate and vials - by radiation sterilization.
Do not resterilize.

PRECAUTIONS
In vitro fertilization (IVF) and other assisted reproductive technologies departments should be in
accordance with the *Sanitary and Epidemiological Requirements for Health-Care Institutions’.

# The staff of the institution should adhere to the security and safety measures generally
established in laboratories, and use personal protection equipment — special clothing. gloves,
and safety goggles.

The staff should be appropriately instructed and take precautions when working with liquid
nitrogen and dewars.

Precautions for handling of the solutions

The solutions (TS, DS, WS) are not hazardous or toxic, and do not contain any substances
classified as “hazardous’ or ‘requiring special precautions’ in handling and storage. Solutions are
incombustible and non-flammable, stable under normal conditions.

Along with the precautions provided in Section *Precautions’ hereof, it shall be considered that
upon a contact with the skin, solutions may cause irritation — redness, inflammatory reaction or
eczema, depending on the individual sensitivity. Avoid spilling solutions, contact of the solutions
‘ with the eyes or unprotected areas of the body. Avoid swallowing the solutions.

Do not use a package exhibiting external signs of damage.

Do not re-use or re-sterilize.

Shelf life: 1 year. Examine the label and expiry date before use. Do not use the medical
device if it is expired.

The use of these solutions in combination with solutions from other manufacturers for
vitrification of oocytes and embryos, as well as warming after the vitrification, is strictly
prohibited.

Access of unauthorized persons and unqualified staff to the laboratory should be restricted.

Access of unauthorized persons and unqualified staff to the Medical Device should be
restricted.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit lu2

Draft the Russian Federation market

MEDICAL DEVICE OPERATION PROCEDURE

Before use. inspect the package for damage, ruptures in the perforation lines, or control stickers.
Do not use a package exhibiting external signs of damage. loss of the perforation or stickers
integrity. Inspect the vials with solutions for damage after opening the package. Do not use the
vials with signs of violated integrity, lacking or violated labeling, or solution streaks.

Check «Warming Kit 102 for Vitrified Oocytes and Embryos» contents, it should contain
the following:

1. Warming Solution (TS). 1.8 ml (1 vial);

2. Diluent Solution (DS). 0.5 ml (1 vial);

3. Washing Solution (WS). 1.0 ml (1 vial);

4. Warming plate. 1 pc. (with 4 wells);

5. Instructions for use, 1 pc.

Warming Kit for Vitrified Oocytes and Embryos, in variants, can only be used in the specialized
IVF laboratory with an incubator and cryopreservation facility that is equipped for working with
liquid nitrogen. The medical device is not to be used in any other conditions.

Step1/ Q) Step 3/(1)

Cryotee Step 3/(2 | Step3 /'3

Preparation

The whole process should be performed at room temperature (25-27 °C)

Important! Use Pasteur pipettes with the inner diameter appropriate for oocyte and
embryo (140-150 pm) or blastocyst (160-220 pm).

Place the Warming Plate (closed with a lid) and sealed TS vial in the incubator at 37 °C
for NET 3 hours before warming procedure (overnight storage is recommended).

Bring DS and WS vials to room temperature (25-27 °C) at least 1 hour before warming

procedure.
Page 4 of 7
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102
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e Retrieve the Cryotec vitrification carrier (hereinafter referred to as ’Cryotec’) from the
liquid nitrogen reservoir, remove the cap and bring Cryotec to the inner wall of the
cooling rack filled with liquid nitrogen, leaning it up against the wall.

Warming and dilution

* Retrieve the Warming Plate from the incubator, open it and fil the second well of the
Plate with 300 pi of DS.

e Take the TS out of the incubator and empty the contents into the first rectangular well of
the Plate.

e Quickly (within 1s) put the Cryotec into rectangular well with TS and wait for 1 min.

e Aspirate the oocyte/embryo and 3 mm of TS into the tip of the pipette and expel slowly at
the bottom of the second well (with DS). Leave it for 3 min.

*  While waiting, fill the third (W SI) and fourth (WS2) wells with 300 pi of WS each.

e Aspirate the oocyte/lembryo and 3 mm of DS into the tip of the pipette and expel slowly
at the bottom of the third well (WSI). Leave it for 5 min.

» Estimate the oocyte/embryo quality at this step depending on its recovery from the
shrunken state.

» Place the oocyte/embryo on the surface of the fourth well (WS2). When oocyte/embryo
sinks to bottom, aspirate it into the tip of the Pasteur pipette, and the once again put on
the surface of the same well (W'S2). Repeat twice.

e Put the oocyte/lembryo in the droplet of the culture media for
the recovery and subsequent micro-procedures.

Note: the time in the culture media is 2 to 4 hours for oocytes and 3 hours for embryos.

MEDICAL DEVICE STORAGE CONDITIONS

Store at 2-8 °C. keep away from direct sunlight.

Avoid freezing of the solutions. Proceed with caution during transfer.
Do not use after expiry date.

TRANSPORT CONDITIONS

Transportation at a temperature between 2 and 8 °C. Avoid freezing of the solutions.
Transportation is possible by any means of transport in covered vehicles, in compliance with the
transportation conditions and in accordance with the shipping requirements and regulations for
particular types of vehicles.

MEDICAL DEVICE DISPOSAL CONDITIONS
After being used, the Medical Device shall be disposed of as potentially infectious waste in
accordance with the public standards and regulations adopted by the health-care institution.

Hazard class of medical device waste, considering biological hazard: epidemiologically
hazardous waste - class B.

An unused expired Medical Device is to be disposed of as a non-hazardous product in
accordance with the disposal regulations adopted by the health-care institution.

Medical Device is not to be utilized along with household waste.
Page 5 of 7
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 102

Draft the Russian Federation market

REQUIREMENTS TO MAINTENANCE AND REPAIR
The Medical DeviVe does not contain any components requiring maintenance or repair.
All products are single-use.

MEDICAL DEVICE COMPOSITION

Solutions Warming solution TS Diluent solution DS Washing solution WS

Components
HEPES (4-(2-hydroxyethyl)-I-
piperazineethanesulfonic acid) in the

basal culture medium M-199) contains contains contains

Hydroxypropyl cellulose . . .
contains contains contains

Trehalose, free from endotoxins . . .
S X contains contains contains

Phenol red . . .
contains contains contains

Warming plate composition
Polystyrene, liquid paraffin, other additives.

Medical device does not contain pharmaceuticals as well as materials of animal and/or human
origin.

CHARACTERISTICS OF THE SOLUTIONS

Characteristic Value

Appearance Clear pink solutions

Odor Odourless

pH 7.2 (range between 7.1 and 7.25)
Stability Solutions are stable

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

00O "intergen” (000 «NHTepreH»)

Address: Russian Federation, 117186, Moscow, Nagornaya str., 4A (117186, r. MockBa, yn.
HaropHas, a. 4A)

Phone: (495) 724-38-62, phone/fax: (499) 969-83-38

info@intergen.ru

Marketing Authorization: **** dated ****
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Instructions for use for medical professionals
Warming Kit for Vitrified Oocytes and Embryos, in variants:

Warming Kit 102
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SYMBOLS USED FOR LABELING

Symbol

aS
A

rsS

2

Uot|

REF
8T»LE

STEHL"R

0

rcyl

f

The lot of solutions is indicated on the vials, the lot of the plate is on its packaging.

Decryption

PleaV refer to the instructions for use
Caution! Please refer to the instructions for use
Date of manufacture (DD-MM-YYYY)

Use by date (DD-MM-YYYY)

Batch code

Catalogue number

Sterile

Sterilized using irradiation

Do not reuse
Do not resterilize

Do not use if the package is damaged
Storage conditions:
temperature range from 2 &to 8 °C

Keep away from sunlight

Keep dry

Separate collection for waste

Manufacturer

Fragile, handle with care

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205
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INSTRUCTIONS FOR USE
FOR MEDICAL PROFESSIONALS

NAME OF THE MEDICAL DEVICE
Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205 for Vitrified Oocytes and Embryos, consisting of:
1 Warming solution TS”1.8 ml. 5 pcs.;
2. Diluent solution DS. 1.8 ml;
3. Washing solution WS, 1.8 ml. 2 pcs.;
4. Instructions for use.

RESPONSIBLE MANUFACTURER MEDICAL DEVICE MANUFACTURING
OF THE MEDICAL DEVICE ADDRESS

REPROLIFE, Inc., Japan REPROLIFE, Inc., Japan

2-5-3-9F Shiniuku, Shinjuku-ku Tokyo, 2-5-3-9F Shinjuku, Shinjuku-ku Tokyo.
160-0022, 160-0022,

Japan Japan

Tel.:+813 59258931 Tel.:+813 59258931

info@reprolife.ip info~reprolife.ip

INTENDED USE OF THE MEDICAL DEVICE

The kit is intended for warming of the patient's oocytes and embryos in order to restore the
activity of human cells after vitrification (freezing) as part of assisted reproductive technologies
(ART) implementation.

FIELD OF APPLICATION OF THE MEDICAL DEVICE

The Kit is used in the field of reproductive technologies (IVF) for treating infertility associated
with any disorders of the reproductive function, including uterine tubes patency disorder and
commissures of female pelvic organs, as well as with disorders related to male infertility factor.
The Medical Device is also used for warming of the oocytes of cancer patients, previously frozen
before the beginning of treatment (chemotherapy).

Medical Device can also be used in scientific studies that require warming of biological objects.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE

Warming Kit for Vitrified Oocytes and Embryos, in variants, is intended for use in medical and
health facilities that are certified to provide help in the field of assisted reproductive technologies
(ART), such as clinics, laboratories, and IVF centers.

The Medical Device is to be handled by qualified embryologists with the necessary
specialization and with relevant professional knowledge and skills, as well as experience in the
field of assisted reproductive technologies (ART).

Specialized training in vitrification and warming method is recommended since the method has
many technical nuances which play an important role in minimizing cell damage.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205

Draft the Russian Federation market

OPERATING PRINCIPLE OF THE MEDICAL DEVICE

Warming is a reverse process to vitrification. During warming the cryoprotector is removed from
biological objects and is gradually being substituted by water, with the equalization of osmotic
pressure in a controlled environment.

Kit component Component role Principle of operation Contact
duration
Warming solution TS. 1.8 ml Warms the biological Hypo-osmotic 1 min
OMNHCt solution.
Diluent solution DS. 1.8 ml Removes cryoprotectors  Hypo-osmotic 3 min
from the object solution. Removes
cryoprotectors from
the object
Washing solution WS, 1.8 ml Saturates cells with Washes the objectand 5 min
water equalizes the osmotic
pressure

Instructions for use Medical Device
Consumer Guidelines

The Kit is intended for 5 applications.

INDICATIONS FOR USE OF THE MEDICAL DEVICE
o After hormonal stimulation of the patient, vitrification (freezing) of embryos is
performed to facilitate the ‘natural cycle* transfer.
e Itis recommended for creation of donor egg cell bank.
e It is recommended for creating the bank of donor oocytes from patients in childbearing
age who were diagnosed with cancer and are planning to have children, before the start of
chemotherapy.

CONTRAINDICATIONS FOR USE OF THE MEDICAL DEVICE
There is no special contraindications.

MEDICAL DEVICE APPLICATION CONDITIONS

Warming Kit for Vitrified Oocytes and Embryos, in variants, can only be used in the specialized
IVF laboratory with an incubator and cryopreservation facility that is equipped for working with
liquid nitrogen. The medical device is not to be used in any other conditions.

Operating temperature 25-27 °C. RH — 45-80 %, atmospheric pressure 84.0-106.7 kPa (630-
800 mm Hg).

Since the shelf-life of the medical device is limited (1 year), it is necessary to examine the label
and expiry date before use. Do not use the medical device if it is expired.

Warming Kit for Vitrified Oocytes and Embryos, in variants, should be stored and used in
accordance with the instructions provided on the label and in the Instructions for use. Do not use
the medical devices stored improperly.

Before use, inspect the package for damage, ruptures in the perforation lines, or control stickers.
Do not use a package exhibiting external signs of damage, loss of the perforation or stickers
integrity. Inspect the vials with solutions for damage after opening the package. Do not use the
vials with signs of violated integrity, lacking or violated labeling, or solution streaks.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205

Draft the Russian Federation market

STERILIZATION

Sterile

Sterilization type - solutions are sterilized by filtration.
Warming plate and vials - by radiation sterilization.
Do not resterilize.

PRECAUTIONS
In vitro fertilization (IVF) and other assisted reproductive technologies departments should be in
accordance with the 'Sanitary and Epidemiological Requirements for Health-Care Institutions'.

The staff of the institution should a”ere to the security and safety measures generally
established in laboratories, and use personal protection equipment — special clothing, gloves,
and safety goggles.

The staff should be appropriately instructed and take precautions when working with liquid
nitrogen and dewars.

Precautions for handling of the solutions

The solutions (TS. DS, WS) are not hazardous or toxic, and do not contain any substances
classified as *hazardous’ or ‘requiring special precautions* in handling and storage. Solutions are
incombustible and non-flammable, stable under normal conditions.

Along with the precautions provided in Section 'Precautions’ hereof, it shall be considered that
upon a contact with the skin, solutions may cause irritation — redness, inflammatory reaction or
eczema, depending on the individual sensitivity. Avoid spilling solutions, contact of the solutions
with the eyes or unprotected areas of the body. Avoid swallowing the solutions.

Do not use a package exhibiting external signs of damage.
Do not re-sterilize.

Shelf life: 1 year. Examine the label and expiry date before use. Do not use the medical
device if it is expired.

The use of these solutions in combination with solutions from other manufacturers for
vitrification of oocytes and embryos, as well as warming after the vitrification, is strictly
prohibited.

Access of unauthorized persons and unqualified staff to the laboratory should be restricted.

Access of unauthorized persons and unqualified staff to the Medical Device should be
restricted.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205

Draft the Russian Federation market

MEDICAL DEVICE OPERATION PROCEDURE

Before use. inspect the package for damage, ruptures in the perforation lines, or control stickers.
Do not use a package exhibiting external signs of damage, loss of the perforation or stickers
integrity. Inspect the vials with solutions for damage after opening the package. Do not use the
vials with signs of violated integrity, lacking or violated labeling, or solution streaks.

Check «Warming Kit 205 for Vitrified Oocytes and Embryos» contents, it should contain
the following:

1. Warming Solution (TS). 1.8 ml (5 vials);

2. Diluent Solution (DS). 1.8 ml (1 vial);

3. Washing Solution (WS), 1.8 ml (2 vials);

4. Instructions for use. | pc.

Warming Kit for Vitrified Oocytes and Embryos, in variants, can only be used in the specialized
IVF laboratory with an incubator and cryopreservation facility that is equipped for working with
liquid nitrogen. The medical device is not to be used in any other conditions.

Step 1/ (1 Step 3/(1)

Cryotee Step2/(1) | Step3/(2; | Step3/ (3)

Preparation

The whole process should be performed at room temperature (25-27 ®C)

Important! Use Pasteur pipettes with the inner diameter appropriate for oocyte and
embryo (140-150 pm) or blastocyst (160-220 pm).

Place the Warming Plate (closed with a lid) and sealed TS vial in the incubator at 37 ®C
for NLT 3 hours before warming procedure (overnight storage is recommended).

Bring DS and WS vials to room temperature (25-27 °C) at least 1 hour before warming
procedure.
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Instructions for use for medical professionals

Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205
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* Retrieve the Cryotec vitrification carrier (hereinafter referred to as '‘Cryotec’) from the
liquid nitrogen reservoir, remove the cap and bring Cryotec to the inner wall of the
cooling rack filled with liquid nitrogen, leaning it up against the wall.

Warming and dilution

* Retrieve the Warming Plate from the incubator, open it and fil the second well of the
Plate with 300 pi of DS.

» Take the TS out of the incubator and empty the contents into the first rectangular well of
the Plate.

e Quickly (within 1s) put the Cryotec into rectangular well with TS and wait for 1 min.

» Aspirate the oocyte/embryo and 3 mm of TS into the tip of the pipette and expel slowly at
the bottom of the second well (with DS). Leave it for 3 min.

*  While waiting, fill the third (W SI) and fourth (WS2) wells with 300 pi of WS each.

» Aspirate the oocyte/embryo and 3 mm of DS into the tip of the pipette and expel slowly
at the bottom of the third well (WSI). Leave it for 5 min.

» Estimate the oocyte/embryo quality at this step depending on its recovery from the
shrunken state.

¢ Place the oocyte/embryo on the surface of the fourth well (WS2). When oocyte/embryo
sinks to bottom, aspirate it into the tip of the Pasteur pipette, and the once again put on
the surface of the same well (W'S2). Repeat twice.

e Put the oocyte/lembryo in the droplet of the culture n/edia for
the recovery and subsequent micro-procedures.

Note: the time in the culture media is 2 to 4 hours for oocytes and 3 hours for embryos.

MEDICAL DEVICE STORAGE CONDITIONS

Store at 2-8 °C, keep away from direct sunlight.

Avoid freezing of the solutions. Proceed with caution during transfer.
Do not use after expiry date.

TRANSPORT CONDITIONS

Transportation at a temperature between 2 and 8 °C. Avoid freezing of the solutions.
Transportation is possible by any means of transport in covered vehicles, in compliance with the
transportation conditions and in accordance with the shipping requirements and regulations for
particular types of vehicles.

MEDICAL DEVICE DISPOSAL CONDITIONS
After being used, the Medical Device shall be disposed of as potentially infectious waste in
accordance with the public standards and regulations adopted by the health-care institution.

Hazard class of medical device waste, considering biological hazard: epidemiologically
hazardous waste - class B.

An unused expired Medical Device is to be disposed of as a non-hazardous product in
accordance with the disposal regulations adopted by the health-care institution.

Medical Device is not to be utilized along with household waste.
Page 5of 7
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Warming Kit for Vitrified Oocytes and Embryos, in variants:
Warming Kit 205
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REQUIREMENTS TO MAINTENANCE AND REPAIR
The Medical Device does not contain any components requiring maintenance or repair.

MEDICAL DEVICE COMPOSITION

Solutions Warming solution TS Diluent solution DS Washing solution WS

Components
HEPES (4-(2-hydroxyethyl)-I-
piperazineethanesulfonic acid) in the

basal culture medium M-199) contains contains contains
Hydroxypropyl cellulose . . .
y ypropy contains contains contains
Trehalose, free from endotoxins . . .
contains contains contains
Phenol red . . .
contains contains contains

Warming plate composition
Polystyrene, liquid paraffin, other additives.

Medical device does not contain pharmaceuticals as well as materials of animal and/or human
origin.

CHARACTERISTICS OF THE SOLUTIONS

Characteristic Value

Appearance Clear pink solutions "
Odor Odourless

pH 7.2 (range between 7.1 and 7.25)

Stability Solutions are stable

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

OO0 ‘Tntergen” (000 «WHTepreH»)

Address: Russian Federation, 117186, Moscow, Nagornaya str., 4A (117186, r. MockBa, yn.
HaropHas, a. 4A)

Phone: (495) 724-38-62. phone/fax: (499) 969-83-38

info@intergen.ru

Marketing Authorization: **** dated ****
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Warming Kit for Vitrified Oocytes and Embryos, in variants:
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SYMBOLS USED FOR LABELING

Symbol Decryption
Please refer to the instructions for use
o J
A Caution! Please refer to the instructions for use
Date of manufacture (DD-MM-YYYY)
Use by date (DD-MM-YYYY)
ot Batch code
Catalogue number
REF
i .
STBHIE Sterile
BTBILAR Sterilized using irradiation
0 Do not reuse
0 Do not resterilize
(8) Do not use if the package is damaged
T Storage conditions:
y X temperature range from 2 °C to 8 °C
-¢¢'cl .
Keep away from sunlight
Keep dry
Separate collection for waste
1
Manufacturer
d

Fragile, handle with care
?
The lot of solutions is indicated on the vials.

Page 7 of 7

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



1T

YTBEPXOAI

PEMPONAN®D. VNHK., AnoHus
(KEPSIObIEE, 1nc.)

nog

Moanucek, nevyars/Lu

VHCTPYKLUMS MO NPUMEHEHUIO 1S
MeJULIMHCKOr0 MU3e/ns
«Habop ans pasmopakKnBaHusi 0OLUTOB U

3M6pI/IOHOB MocCJsie BI/ITpI/ICbI/IKaLI,I/II/I, B BapnaHTax
NCIOJIHEHNA»

MoaroToB/sieHO B COOTBETCTBUN ¢ PekomeHpaunamu MexgyHapogHoro 4»

dopyma Perynsatopos MeagnynHckux Msgennin (LIMBKP) n Npukasom

1l MwuH3gpasa P® Ne11H oT 19 auBapa 2017 r.

COOEPXAHWE:

WHCTpYKUMSA MO NPUMEHEHNIO 419 MEAULIMHCKUX CNeLnanmcToB 419 BapuaHTa
ncrnonHeHnsa 1: Habop «102»

WHCTPYKUMA NO NPUMEHEHMIO AN MEeAULIMHCKUX CMeLnanmncToB A1 BapnaHTa
ncrnonHeHuns 2: Habop «205»
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WHCTPYKUMS MO NPUMEHEHNIO ANt MEANLMHCKUX CreunasincTos
Ha6op ans pasmoparkvBaHUs OOLUMTOB M 3SMGPUOHOB Mocsie BUTpUMMKaLMn, B BapnaHTax UCMNOSTHEHUS:

Habop «102»
MpoekT Ol A Poccuiickoro pbiHKa

VIHCTPYKUMS MO NPUMEHEHUIO
ANS MEAULIMHCKUX CMeLVanncToB

HANMMEHOBAHWE N3AE/TNA

HaGop ana pasmopaxvBaHus 00LMTOB 1 3MGPMOHOB Moc/e BUTpUdUKaLMK, B BapuaHTax

MCNOJTHEHNA!

Ha6op «102» ana pasmopakMBaHUsi 00LMTOB U 3MGPMOHOB Noc/e BUTPUpUKaLum, B

CoCTaBe:

1. PacTBOp pasmopaxusatowmii T5, 1.8 mn;

2. PacTtBop pazbasnstowmini 0$. 0.5 mn;
3. PacTBop npomblBatoLLnin 1.0 mu;
4, T1naHwWeT 419 pasmMopaxxmBaHus;

5. VIHCTPYKUMA MO NPUMEHEHNIO.

NMPOMN3IBOANTE/Tb MEAVLUMHCKOTI'O
N3OENNA

PEMPONAND. VHK., Anonus (REPROLIFE.
Inc.)

2-5-3-9F Shinjuku, Shinjuku-ku Tokyo. 160-
0022,Japan

(2-5-3-9® CuHpA3oKy, CuHA3KY-KY TOKMO,
160-0022, AnoHns)

Tel.+813 59258931

info@reprolife.ip

AQPEC MECTA NMPOMN3BOACTBA
MEANUMNHCKOIO N3AENNA:
PEMPOJIAN®. VHK., Anonns (REPROLIFE.
Inc.)

2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-
0022.Japan

(2-5-3-9P CuHAastoky, CUHABIOKY-KY TOKWMO,
160-0022, AnoHns)

Tel.+813 59258931

info@reprolife.ip

HA3SHAYEHVE MEOVNUWMNHCKOI O N3AEJ/TNA

Habop npegHasHayeH [AN1A pasmMOpaXvBaHUA 00LMTOB W 3MOPUOHOB NauMeHTa C  Lefbio
BO306HOB/IEHWNSA YXXN3HELEATE/IbHOCTU K/IETOK YesioBeKa Nnocsie BUTpUMKaum (3aMoparknBaHus)
B npoLecce NPUMeHEHNS BCNOMOraTe/lbHbIX PernpofyKTUBHbIX TexHonoruii (BPT).

CPEPA MPUMEHEHNA MEAVNUNHCKOIO U3AE/TNA

Habop npumeHsieTcsl B cepe penpoayKTMBHBLIX TexHonoruin (KO) ansa nedveHms Gecnnogws,
CBSA3aHHOM0 C NII06bIMX HapYLUEHUSIMX PENPOAYKTUBHOM (DYHKLMKW, B TOM YMC/E C HApPYLLEHNEM
NPOXOANUMOCTM MaTOUHbIX TPY6 M crnaikamn B OpraHax Masoro Tasa XXeHLUMHbI, a Takke npu
HapyLleHMAX, CBSA3aHHbIX C MY>XCKUM (hakTopom 6ecnnogus. MeanUMHCKOe Wn3genne Takke
NCMOoMb3yeTcs MpU  pasMopadKMBaHUM OOLMUTOB OHKOMOMMYECKUX 60/bHbIX, KOTOpble Obln
npeABapuTesIbHO  3aMOPOXKEHbI  Mepej  MPOBeAeHMEM  Kypca JledeHUs  (XMmMwuoTepanum).
MeanUNHCKOe M3aenne MOXeT UCMO0/b30BaTbCA TaKXKe B HayUHbIX MCCNeA0BaHMAX, B KOTOPbIX
NMeeTCs HeO6XOANMOCTb Pa3MOPO3KN GNOMOTMYECKNX 0O BEKTOB.

MOTEHUMNANBHBIE MOTPEBNTENN

«Habop Ana pasmopaxuBaHUA O00LMTOB W 3MOPWMOHOB MOC/Me BUTPUPUKaLUKW, B BapuaHTax
NCMOMTHEHUA» MpeAHa3HaYeH 419 UCMOob30BaHUA B 1e4eOHO-NPOPUNAKTUYECKNX YUPEXAEHUSAX,
aKKpeaMTOBaHHbIX Ha OKasaHve MOoMOLWKM B 06/1acTX  BCMOMOraTe/lbHbIX PenpoayKTUBHbIX
TexHonoruii (BPT), Takmx KaK, KIMHUKN, nabopatopumn n ueHTpbl IKO.

PaboTy ¢ MeANUNHCKUM U3LENVEM [LO/HKHbI OCYLLECTBNATL KBaM(IULUNPOBaHHbIE CreLaincTbl-
ambpuonorn, umerolwme HeobxoAMMYIO chneumanusaunto, obnagaroLme COOTBETCTBYHOLLUMMN
NPOMECCNOHA/TBHBIMW ~ 3HAHUAMW M HaBblKaMK, a TakXke OrfbITOM paboTbl B 06s1acTH
BCNOMOraTe/ibHbIX PerpoAyKTUBHbIX TexHonorui (BPT).
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VIHCTPYKUMS MO MPUMEHEHMIO AN MeANLMHCKNX crneuua.l uctos

Ha6op Ans pasmopadkuBaHUs 0OLMTOB U 3MGPUOHOB Moc/e BUTPUgUKaLWK, B BapUaHTax MUCMOMHEHUS:
Habop «102»

MpoeKT lkasi Poccuiickoro pbiHKa

PeKoMeH/yeTcs crieumanbHoe 06yueHne MeToay BUTPUQMKALUM 1 Pa3MOPaXUBaHUS, T.K. METO/
MMeET MHOFO CrnelpasibHbIX TEXHUYECKMX HI0AHCOB, BaXKHbIX ANt MAHUMMU3ALMMW NMOBPEXAEHNS
K/IETOK.

MPUHUMN AENCTBUA MEAVNLIMIHCKOIO N3AENNS

PasMopaxvBaHMe ~ 3TO MpPOLieCC, 06paTHbIi BUTPUGMKauMK. B Xoge pasMopaxmBaHUs
NPOMCXOAUT  YyAasieHWe KPUOMPOTEKTOpa W3  6MO06LEKTOB, MOCTEMEHHOE  3aMeLLeHue
KPVONpPOTEKTOpa BOAOA W BbIpaBHMBAHME OCMOTMYECKOTO [AB/IEHUS B KOHTPONMPYEMbIX

YC/OBUSIX.
KoMMoHeHT Habopa Posib KOMMOHEHTa MpyHLMN feicTBMS [nuTenbHOCTb
KOHTaKTa
PacTBop pasviopaxusatolLmii TS, PasmopaxmsaeT MNOOCMOTUYECKUIA 1 MH
18 mn O6MO06BEKT pacTsop.
PactBop pazbasnstowmii 0$, 0.5 BbiBognT MNoocMOTHYECKUIA 3 MUH
M KPVOMNPOTEKTOPbI U3 pacTBop. BbiBognT
obbeKTa KPYONPOTEKTOPbI U3
obbeKTa
PacTBOp NpombIBatOLLNIA 10 HacbIWwgeT KeTKu MpomMbIBaeT 06bEKT U 5 MUH
Y| BOZOM BblpaBHVBaET
OCMOTMYECKOe
[aBsrieHvie
MnaHLLeT 1A pasMopaxkvBaHUs EMKOCTb [/151 pacTBOPOB B lyHKM MaHLLeTa 10 MmH
Ha/MBaroTCA
pacTBopbl, B HAX
MPOBOAATCA
MaHWMy AN ¢
obbeKTamMu
VIHCTPYKUMSt MO NPUMEHEHWIO LoKyMeHT 15t
03HaKOM/IeHUA
noTpebuTens ¢ - -
MeANLIMHCKUM
n3genvem

Hab6op paccunTaH Ha | npumeHeHWe

MOKA3AHNA K MPUMEHEHNIO MEAVNLMHCKOIO N3AENNSA

e [locne ropMOHaNIbHOW CTUMYNSLUMW MaUMeHTKM Gblfa Mpou3BeAeHa BUTPUDNKALIS
(3aMopakmBaH1e) IMOPUOHOB 471 CO3aHMS BO3MOXKHOCTYM MepeHoca «B eCTECTBEHHOM LIMK/IE».

« PeKomeHayeTcs Npu co3faHum 6aHKa JOHOPCKUX 00LMTOB.

e PekoMeHayeTcs Mpy COo3daHWM GaHKa OOLMTOB MaLMEHTOK (epTU/IbLHOFO Bo3pacTa C
AVarHo30M pPaKoBOro 3a60/ieBaHVs, MIAHUPYIOWMX B fJasibHELLEM pOXAeHWe [eTeld, nepej
MPOXOXKAEHNEM Kypca XMMUOTEpanum.

MPOTUBOIMOKA3AHNA K NMTPUMEHEHWIO MEAVNUMNHCKOIO U3SAETNA
CneunasnbHble NPOTUBOMOKAa3aHNS OTCYTCTBYHOT.

ycnosmnAa nNPMMEHEHWA MEOVNUMNHCKOITO U3AENNA

Habop nns pasmopaxuBaHWA OOLMTOB M 3MOPWMOHOB TOC/e BUTPUMKALMK, B BapuaHTax
NCMOSTHEHUSA MOXET NPUMEHATBLCA TO/IbKO B YC/IOBUAX CreLyvann3nposaHHon nabopatopum KO
C WHKY0aTOPOM W KPUOXPaHWIWLLEM, VMEIOLIUM YC/IOBMA A1 PpaboTbl C XUAKMM a30TOM.
Vcnonb3oBaHne U3AeNns B UHbIX YCNIOBUAX He [OMYCKAEeTCA.
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VIHCTPYKUUSA NO NPUMEHEHWIO A1 MeUNLIMHCKUX CreunanmncTos

Hab6op 4na pasmoparkuBaHusa OOLMTOB U 3MOPMOHOB Moc/ie BUTpUUKaLn, B BapuaHTax UCNOSIHEHUS:
Habop «102»

MpoekT gns Poccnitickoro pbiHKa

TemnepaTtypa npumeHeHua 25-27 °C. OTHOCUTesibHass BAaXHOCTb Bo3gyxa — 45-80%.
aTMmocepHoe gaBneHue 84.0 - 106.7 KMa (630-800 mm pT.CT.).

MocKoNbKy un3aenve UMeeT OrpaHuU4YeHHbIA cpok rogHocTu (1 rog), nepes MPUMEHEHMEM
Heo6X0ANMO BHMUMATESIbHO M3YyUUTb MapKMPOBKY U JaTy OKOHYaHWS cpoka rogHoctu. M3genuns
C UCTEKLLMM CPOKOM FO4HOCTU MUCMO/b30BaTb Hesb3s.

Habop pns pasmopaxuBaHWs OOUUTOB M 3MOGPUOHOB Mocne BUTpUMKaUUW, B BapuaHTax
MUCMOMHEHNSA  [O/DKEH XPaHUTbLCA W UCMOMb30BaTbCA B COOTBETCTBMM C  YKasaHUSAMW,
NPUBELEHHLIMW Ha 3TUKETKe M B WHCTPYKUMM NO NpuMeHeHUo. W3genvs, XpaHuBLUMECS
HernpaBUbHO, UCMOMb30BaTb Heslb3s.

Mepen NpUMeHEHWEM Heo6X0AMMO OCMOTPETb YMAaKOBKY Ha Ha/lvuue MOBPEXAEeHWiA, paspbiBbl
nepopaumoHHbIX JIMHWIA WM KOHTPOSIbHBbIX CTUKEPOB. YMAaKOBKY, WMEKLY BHeELLHUE
NpPU3HaK1 NOBPeX/AeHWI, HapyLLeHNs LeNOCTHOCTM Nepdopaummn UM CTUKEepPOB, MCMNOMb30BaTb
HenMb3s. Tlocre OTKPbITUS cnefyeT OCMOTPEeTb MNPOGMPKM C  pacTBOpaMM Ha  Ha/iuuuve
noBpexaeHwii. MpobupKK, MMelLMe MPU3HAKN HapYyLEHMS Le/OCTHOCTW, OTCYTCTBME WM
HapyLLIEHS MapKMPOBKW, MMetoLLMe MOATEKM PacTBOpa, UCMO/b30BaTb HeMb3si.

CTEPUNMN3ALUNA

CTtepunbHo

Twvn cTepunm3aunmn - pPacTBopbl CTEPUIN3YIOTCA (IUIbTPOBaAHUEM.

MnaHweT A4N1A pasmMopaKMBaHNSA 1 MPOOUPKK - pafvaLMoHHas cTepuansaLms.
lNoBTOpHaA cTepuMsaLna He J0MYCKaeTCs.

MEPbI MPEJOCTOPOXHOCTWN

OTaeneHust  3KcTpakoprnopasibHOro onnogoTeopeHust (3KO), Apyrux BCroMoraTeslbHbIX
PENPOAYKTUBHBLIX  TEXHONOTUIA  [JOMXKHbI  COOTBETCTBOBATb  TpeGoBaHUsSIM  «CaHWUTapHO-
aMMAEMMNONOTMYECKMX TPeGOBaHMIA K OpraHu3auusM, OCYLLECTB/ISIOWMM  MeAULMHCKYIO
AeSTENbHOCTb».

MepcoHan y4pexgeHns [O/DKeH cobnogatb  06WenpuHATbIE B labopaTopusix  Mepbl
6e30nMacHOCT W MPeAOCTOPOXKHOCTU, WCMNOMNb30BaTh CPEACTBA WHAVBWUAYa/IbHOM 3alWUThbI -
crneunanbHy0 0feXAy, NepYaTKN U 3alUTHbIE OUKMN.

MepcoHan yupeXkaeHUst A0/MKeH ObiTb COOTBETCTBYHOLLMM 06Pa30M MPOVMHCTPYKTUPOBAH W [O/DKEH
cobMt0faTb Mepbl NPELOCTOPOXKHOCTYM NMPU paboTe € XUAKMM a30TOM U cocyaamm [ptoapa.

Mepbl NPefoCTOPOXHOCTY NMpu paboTe ¢ pacTBopamMu

PactBopbl (T5, 05, WS) He ABAKOTCA ONacHbIMU U TOKCUYHBLIMW, WU He cCOfep>aT B CBOEM
COCTaBe BELUeCTB, KNacCUMPUUMPYEMbIX KakK «OMacHble» WU «TPebyloLine creumanbHbIX Mep
NpejoCTOPOXXHOCTU»  NpU  0bpallleHn  unM - XpaHeHun.  PacTBopbl  Heroprouve U
HeBOCMN/1aMeHsieEMble, CTabu/IbHbI NMPU HOPM&aJTbHBIX YC/TOBUAX.

MomMuMO Mep NPefOCTOPOXKHOCTM, MepeuncneHHbIX B pasgene «Mepbl MPeaocTOPOXHOCTU»
[AHHOTO [JOKYMeHTa, CTOUT Y4YeCTb, YTO MPU KOHTAKTe C KOXeli, pacTBOpPbl MOryT Bbi3BaTb
pasfpaxeHue - MOKpPacHeHVe, BOCMa/IUTENIbHYIO Peakuuio WM 3K3eMy, B 3aBUCMMOCTU OT
VHAVBUAYa/IbHON UyBCTBUTENbHOCTW. He [onycKaTb MpO/MBaHUS pPacTBOPOB, MonafaHus
pacTBOPOB B I/1a3a, Ha HesallMLLIEHHbIe yYacTKM Tena. M36eraTb NpornaTbiBaHus pacTBOPOB.
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VHCTPYKUAA MO NMPUMEHEHWIO /19 MEAVLIMHCKMX CMELasIicTOB
Habop ana pasmopaxkmBaHns 00LMTOB M 3MOPKOHOB Moc/ie BUTPUGMKALWMW, B BapyaH rax MCMOMHEHWS:
Habop «102»

MpoeKT a/19 POCCUIACKOMO pbIHKA

He ncnonb3yiiTe nsgenve, eciv ynakoBKa noBpeXxaeHa.
He nogneXxuT NOBTOPHOMY MCMO/b30BaHUIO U CTEPUIM3aLLNN.

Cpok rogHocTtu: 1 roa. NpoBepbTe CPOK FOAHOCTM Ha ynakoBKe. VIcnosib3oBaHue u3gennsa
C UCTEKLUMM CPOKOM FOAHOCTU He [oMnyCKaeTcs.

CTporo 3anpeLjeHo CMellMBaTb [aHHble pacTBOPbI C pacTBOpaMu ANA pasmMopakmMBaHUs
OOLMTOB M 3MOPUOHOB MOC/e BUTPUMKALUKN APYTUX MPOU3BOAUTENEN.

[locryn NocTOPOHHUX NNLL U HEKBaNM(ULMPOBAHHOIO NMepcoHasnia B 1a6opaTopumIo 0/KEH
6bITb OrpaHuyeH.

Joc3yn NOCTOPOHHUX UL, W HEeKBaIM(UUMPOBAHHOIO MepcoHana K MegUuLMHCKOMY
N30eNNI0 JO/MKEH ObITb OFPaHNYEH.

MNoPALOK N YC/NTOBNA MPUMEHEHNA MEOVNUWNHCKOI O U3AE/TNA

War 1/ (r) War 3/(1)

KpmoTgm

BHMMaTeNbHO OCMOTPUTE YMAKOBKY Ha Ha/vuve BUAMMbIX MOBPeXaeHWiA. He wncnonb3yiite
n3genve, eci UMerTCA SIBHbIE MPU3HAKM BCKPbITUA U/WAN HapyLLEHWS LIENOCTHOCTM YNaKOBKU.
OcMOTpUTE MapKMPOBKY M3fenust 1 ybeanTecb, YTO CPOK FOAHOCTU He UCTeK. He mcnonb3yiTe
N30eNNst C UCTEKLLVMM CPOKOM FOHOCTM.

MpoBepbTe cocTaB «Habopa «102» AnA pasMopaxvBaHWUs O00LMTOB U 3MOPMOHOB Mocse
BUTPUMKaLMK, B COCTaBE», OH [JO/IXKeH COAepXKaThb:

1. PacTBop pasmopaxusatounii T8, 1.8 mn (1 npobupka);

2. PactBop pas6asnstowmnii 05, 0.5 mn (1 npobupka);

3. Pacteop npombiBatolmii \Y8, 1.0 mn (1 npobrpka);

4. MnaHweT Ans pasMopaxmBaHus, 1 WwT. (¢ 4 nyHKamn)

5. IHCTPYKUMA MO NpUMeHeHuo, 1 LwT.
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VIHCTPYKUMS1 MO NPUMEHEHWIO A1 MEAULIMHCKIX CTIeLMa/ICTOB

Habop 4na pasmoparkvBaHnsi 00LMTOB 1 3SMOPUOHOB M0C/Ie BUFPUGMKALWW, B BAPUAHTaX UCMONHEHS:
Habop «102»
MpoeKT /151 POCCUIACKOro pbIHKA

«Habop Ana pasMopaXkuBaHUA OO0LUTOB M 3MOPMOHOB MOC/e BUTPUMKALMW, B BapuaHTax
NCMOSTHEHUA» MOXET MNPUMEHATLCA TOMIbKO B YC/I0BUAX CreuMaTu3MpoBaHHOW naboparopuu
3KO ¢ KpuoxXpaHWUIuLLEM, NMEKOLLUM YCNOBUA AN paboThbl C XUAKMM a30ToM. Kicnonb3oBaHue
N3[ENINA B UHbIX YCNIOBUSAX HE [OMYCKAEeTCA.

Mo/|roToBKa

Becb npouecc pasmopaxuBaHus criegyeT NPou3BoANTb NPY KOMHaTHOM TemnepaTtype (25
- 27°C)

BaxHo! Wcnonb3yinTe nuneTku lactepa, KOTOpble WUMEIT MOLXOAALLNIA BHYTPEHHWUIA
AnameTp gns oouymTta n ambpmoHa (140 - 150 mkm) n 6nactounctbl (160-220 MKM).
MomecTnTe TnaHWeT A8 pa3sMopadkKMBaHUA W 3anedaTaHHyl0 Mpobupky PacTteopa
pasmopaxusatoLero T5 (ganee - «PactBop T8») B MHKy6aTop ¢ TeMrnepaTypoit 37®C He
MeHee, Yem Ha 3 yaca A0 MpoLesypbl pasMopaXkuBaHus (Nydlle BCero ocTaBuUTb TaM Ha
HOYb).

Harpeiite npobupkn c PactBopamn pasbasnswowmm 08 (ganee - «PactBop 08») m
npombiBatowmm W8 (ganee - «PactBop WS») 10 KOMHaTHOI TemnepaTypbl (25 - 27°C)
He MeHee, YeM Ha 1 4ac 0 npouesypbl PasMOpPaKMBaHUA.

JocTaHbTe 13 pe3epByapa € XUAKMM a3oToM Hocutenb ana BUTpUuKaunum «KpruoTek»
(nanee - «KpunoTek»), CHAMUTE KPbIWKY W nogHecuTe KproTeK K BHYTPeEHHeR CTeHKe
CTeHAa ANA OX/TAXKAEHNA C XUAKNM a30TOM, NMPUCIIOHNB ero K CTEHKE.

Pa3MopaxkmBaHue 1 pasbaBneHune

JocTtaHbTe MnaHLWeT 4719 pasMopaxkmBaHMs U3 MHKyb6aTopa n HaTeinTe 300 MKn PacTBopa
08 BO BTOPYHO /IYHKY.

[ocTaHbTe PactBop T8 M3 MHKyb6aTOpa WM BbIIENTe COAEPXUMOE NPOOVMPKM B MEpPBYHO
KBafpaTHY0 JIYHKY M/aHLLIeTa.

BbIcTpo (B TeueHue 1 cekyHAbl) nomectuTe KpnoTek B KBafpaTHYH IyHKY ¢ PacTBopom
T8 v BbbKANTE 1 MUHYTY.

OT6epnTe KOHYMKOM [LUNETKN 00UUT/3MOPUOH BMecTe ¢ 3 MM PacTtBopa T8 1 MeATEHHO
BbINYyCTUTE Ha JHO BTOPOW NyHKKM (c PactBopom 08). Mogoxamte 3 MUH.

Bo Bpemsi o)kmaaHusa HanenTe B TpeTbto NyHKY (\¥81) n yeTBepTyto NiyHKY' (>Y82) no 300
MK PactBopa >"8.

OT6epuTe KOHYMKOM MUMETKN 00UMT/aMO6PMOH BMecTe ¢ 3 MM PactBopa 08 v mMefLTeHHO
BbINYyCTUTE Ha AHO TpeTbel nyHkn (W81). MoaoxamTe 5 MUH.

OueHNTe KayeCTBO 00LMTa/aMOPUOHA Ha AaHHOM CTaguu Mo CTeneHU BOCCTAHOB/IEHUS
ero nepBoHayasIbHOroO pasmepa.

MomecTnTe 00UUT/ASMOPUOH Ha MNOBEPXHOCTb 4eTBepToi nyHkn (W82). Korga
OOLMT/3MOPNOH HAYHET MOrpyXaTbCA Ha [HO, OT6epuTe ero KOHUYMKOM MUMETKU
MacTepa n cHOBa MOMECTUTE Ha MOBEPXHOCTb TOW >Xe syHku W82. [MoBTopuTe 3TO
nencTBue ABaXabl.

MomecTnTe 0OLUT/AMOPUOH B Kan/iko Ky/bTypasibHOW Cpeabl A1 BOCCTAHOB/IEHUSA U
nocnefyowmx MUKponpoueayp.

O6paTnTe BHMMaHWUE: BPeMS BbLLEPXKMBaHNA B KyNbTYpasibHOW cpeje Ans ooumnToB 2 -4 vaca,
[N1s1 3MOpPMOHOB 3 Yaca.
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VIHCTPYKMMA Mo NpUMeHeHUto X1 A MenUUMHCKNX CneHNasTHCTOB

Hab6op X1 4 pa3MmopakuBaH/s 0OLUTOB 1 3MGPUOHOB MNocsie BUTPUUKaLIMN, B BapUaHTax UCMNOSTHEHUS:
Habop «102»

MpoeKT nnsa Poccniickoro pbiHKa

YCnoBmna XpPAHEHNA MEANUMHCKOIO U34ENNA

TemnepaTypa xpaHeHusi 2 - 8 ®C u3beras NpsMbIX COMHEYHbIX Nydeli. He pgonyckaTb
3aMopakBaHUsi pacTBOpoB. Mpy nepeHOCKe co6/104aTh 0CTOPOXXHOCTb.

He 1cnonb30BaTh NOC/e OKOHYaHMSI CPOKa FOfHOCTM.

yCnoBnA TPAHCIMNOPTUPOBK MEAVNUNHCKOIO U3AENUNA

TpaHcnopTpoBKa Npy Temnepatype 2 - 8 ®C. He gonycKaTb 3aMOpaXKMBaHNA PacTBOPOB.
TpaHcnopT!pPoBKa BO3MOXHA BCEMM BMAAMU TPaHCMoOpTa B KPbITbIX TPAHCMOPTHbLIX CPEACTBAX C
CO6t0iEHNEM YCNOBUIA TPAHCMOPTUPOBKM M B COOTBETCTBUM C TPeGOBaHMAMU U MpaBuiamu
NepeBO3KMW IPy30B, ANCTBYIOLMMY Ha KaXKAOM BUje TpaHCropTa.

YCNoBuAa yTnnnsAunn MEQNUNHCKOI O USAOE/TNA

Vicnonb3oBaHHOE  MeAWLMHCKOE  W3feniMe  MOANEXUT  YTUAM3aLUUW  KaK  MOTEHLUasIbHO
NHMPULMPOBAHHbIE OTXOAbl, B COOTBETCTBMM C rOCYAAPCTBEHHLIMM HOPMaMu W npasuiamu,
NMPUHATLIMW B /1IeYE6HO-NPOPUNAKTUHECKOM YUPEXIEHUN.

Knacc onacHOCTWU OTX040B MeAWLMHCKOrO W3fenma C y4yeToMm 610N0rMYecKom OMNacHoOCTU:
3ANNAEMUMOIOTMYECKM OnacHbIe 0TXoAbl - Knacc b.

Heucnonb3oBaHHOE MEAULMHCKOE M3[eNNe C WCTEKLUMM CPOKOM FOAHOCTM  MOAMEXUT
YyTUNMU3ALUMN  KaK HEOMacHbIAi 0TX0f B COOTBETCTBUW C FOCYAapCTBEHHLIMW HOPMaMU W
npaBuIaMu, NPUHATLIMK B /le4e6HO-MPODUNAKTUUECKOM YUPEXAEHNN.

MeanLMHCKOe U3eNne He MOXET GbITb YTUIN3MPOBAHO BMECTE C 6bITOBLIMM 0TX04aMM.

TPEBOBAHNA K TEXHNYECKOMY OBCNYXNBAHWNKO N1 PEMOHTY
MeanunHCKOe — M3feNne  He  COAEPXUT  KOMMOHEHTOB,  MOAMEXALUX  TeXHUYeCKOoMY
06CNYXXMBaHUIO 1 PEMOHTY.

Bce n3genuna npegHasHayveHbl 4151 04HOPA30BOro UCNO/b30BaHWA.

COCTAB MEAULIMHCKOIO N3JE/INSA

AN Pactsopbl PactBop PacTtBop Pactsop
pasMopaxuBawolmii  pasbaBnaoLLmii NPOMbIBatoLLIMIA
Tb Ob \Yb
KOMMNOHEHTbI

HEPEE (4-(2-rngpokcunatmnn)-1-
nunepasnHaTaHcyMb{HoHOBas

KVIGNIOTa) B OCHOBHOV COLEePXUT COAEPXUT COLEPXUT
KynbTypanbHol cpege M-199)

Mvapokecunponun uensnsosa COAEePXUT COLEPXUT CoLepPXnT
Tperaosa, O4MLLEHHas oT COAEepPXnT COLEPXUT COAEePXUT
3HAO0TOKCUHOB

®deHO0M0BbIN KpacHbIi COLEPXKNUT COLEPXKUT COLEPXKMUT

CocTtaB nnaHLwleTa A1 pasmMmoparknsaHus
MonucTupon, Xnakuii napaguH, npoyne fo6aBKu.

MeAnLMHCKOe WU3fenIne He COLEPXXWUT B CBOEM COCTaBe /IEKAPCTBEHHbIX CPEACTB, a TakKke He
COZIEPXXUT MaTepuasioB XXMBOTHOIO U (M/IN) Ye/I0BEYECKOT0 MPOUCXOXKAEHUS.
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VIHCTPYKUMS MO MPUMEHEHMIO AN MEAULUHCKNX CreuuancToB
Ha6op a/151 pasamMopaykmBaHusl 0OOLMTOB 1 3MBPUOHOB Moc.l e BUTpUdMKaLnm, B BapmaHTax VUCMOHEHNS:

Habop «102»

MpoeKT gns POCCUINCKOro pbiHKa

XAPAKTEPUCTUKWM PACTBOPOB

XapakTepucTuka
BHewHWiA By
3anax

pH

CTabubHOCTb

3HayeHwue

Mpo3payHble PacTBOpbI PO30BOr0 LiBeTa
Bes3 3anaxa

7,2 (onanasoH ot 7,1 po 7,25)

PacTBOpbI CTabWIbHbI

YMNOJIHOMOUYEHHbI MPEACTABUTE/b MPOU3BOANTENIA B POCCUNCKOWN

PEJEPALIN:

00O «NHTepreH», Poccusa
Agpec: 117186. MockBa, yn. HaropHas, 4. 4A.
Ten.(495) 724-38-62, T/dakc (499) 969-83-38

info@interuen.ru

PerncrpaunoHHOe yL0CTOBEPEHME: **** gr ****

CUMBO/JIbI, UCMOJIb3YEMbBIE B MAPKNPOBKE

CumBon

-
A

aO

lto 7|

BEP

BTBLLUN

(8)

Paclmndgposka

OBpaTUTECh K MHCTPYKLMM MO NPUMEHEHWIO

OcTopoxkHO! O6pPaTUTECH K MHCTRYKLMM MO MPUMEHEHUIO
[Jata nsrotoeneHuns (440-MM-MTT)

Wcnonb3sosatb 4o (44-MM-TTTT)
Kog, naptvm (JIOT)

Homep no katanory (PE®)

CrepunuibHo

PaguaumoHHas ctepuamsaums

3anpeT Ha NOBTOPHOE MPUMEHEHWE

He cTepunmnsoBaTb NOBTOPHO

He 1cnonb30BaTh MpY NOBPEXAEHUMN YNAKOBKU

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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VIHCTPYKUMS MO NPUMEHEHUIO A/151 MEANLVMHCKUX CMeuuanncTos

HaGop A/151 pa3mMoparkmBaHNN OOLMTOB 1 3MBGPUOHOB Moc/ie BUTpUMKaLun, B BapmaHTax UCNOSIHEHUS:
Habop «102»

MpoeKT gnsi POCCUIACKOro pbiHKa

TemnepaTypHbIli AnanasoH (0T 2° C go 8° C)

He fonyckaTb BO3AECTBYS COMTHEYHOrO CBETa

Bepeuysb oT Briarm

3anpeLLEHO YTUIM3MPOBaTh C GbITOBBLIMA 0TX04aMY

X

WMsrotosuTens / MNponssoguTesb
Xpynkoe, 06paLLaTLC OCTOPOXKHO

J10T pacTBOPOB YKasaH Ha NPoGMpPKax, /10T M1aHLLIeTa - Ha ero yrakoBKe.

CrtpaHuua 8 us 8
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WHCTPYKUMS MO NPUMEHEHUIO A1 MeAULMHCKMX CNeuuasnicTos
Ha6op /11 f pasamoparknBaHUs 0OLUUTOB 1 SMBPUOHOB MNOC/e BUTPUDUKALMN, B BapuaHTax UCNO/HEHUS:

Habop «205»
MpoeKT g1 POCCUICKOro pbiHKa

NHCTPYKLUMS N0 NPUMEHEHUIO
ANS MeAnUMHCKKUX cneunavincTos

HAVMMEHOBAHWE N3OETNA

Habop ons pasmopaxuBaHus 00UUTOB U 3MOPUOHOB MOCNe BUTPUPUKALINK, B BApnaHTax

MCNOJTHEHNA:

Habop «205» ansi pasmopaKmBaHusi 00LMTOB 1 3MOPMOHOB MNOC/e BUTPUMKaymu, B

COCTaBe:

1. PacTBop pasmopaxuBatowmii T8, 1.8 mn, 5 wT.;

2. PacTBop pasbasnstowmii 08. 1.8 m;

3. PactBop npombiBatowwmin WN8. 1.8 mn, 2 WT.;

4. IHCTPYKUMA N0 NPUMEHEHUIO.

NMPON3BOONTE/Tb MEANUMNHCKOIO
N3AENNA

PEMPOJIAN®. VHk.. Anonus (REPROLIFE,
Inc.)

2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-
0022.Japan

(2-5-3-9® CuHpA3oKy, CMHA30CY-KY TOKMO.
160-0022, AnoHns)

Tel. +813 59258931

info@reDrolife.ip

AOPEC MECTA MNMPON3BOACTBA
MEAVNUMNHCKOIO U3AETNA:
PEMPONAN®. NHK.. AnoHns (REPROLIFE.
Inc.)

2-5-3-9F Shinjuku. Shinjuku-ku Tokyo. 160-
0022,Japan

(2-5-3-9® CuHpA3toKy, CUHA30KY-KY TOKWO.
160-0022, AnoHnA)

Tel. +813 59258931

info@reprolife.ip

HASHAYEHVE MEOAVNUWNHCKOIO U3AE/TNA

Habop npefgHasHayeH AnA  pasMopaxvBaHUA OOLUTOB M 3MOPUMOHOB NauueHTa C  Lefblo
BO30OHOB/IEHUS XXN3HELEATE/IbHOCTM KJ/IETOK YesloBeKa rnocsie BUTpUmKaumm (3amopaxkmsaHuns)
B NpoLiecce NPUMEHEHNSA BCNOMOTaTe/lbHbIX PENPOAYyKTUBHbIX TexHonornn (BPT).

CPEPA NMPMMEHEHVNA MEONUMNHCKOIO N3AEJTNA

Habop npumeHsieTca B cdepe penpoayKTUBHbLIX TexHonornin (3KO) ana nedeHns 6ecnnogus,
CBSA3AaHHOIO C /I06bIMU HapyLUEHVAMW PENpPOAYKTUBHON (YHKLUMW, B TOM YUCNE C HapyLLUEHVEM
NPOXOAMMOCTM MaTO4YHbIX TPY6 M cnailkamy B OpraHax Masioro Tasa »XeHLMHbI, a Takxe npu
HapyLUeHNAX, CBSA3AHHbIX C MYXXCKUM (haKTOpoM 6ecnnogms. MeauuMHCKOe W3aenne Takxke
MCMONb3YyeTCA MNpPU  PasMOpPaXXKMBaHUM OOLMUTOB OHKOJSIOFMYECKUX 60/bHbIX, KOTOpble Obln
npeaBapuTe/IbHO  3aMOPOXeHbl  Mepej  MPOBeAEHMEM  Kypca JledeHus  (XMmuoTepanuw).
MeanUNHCKOE M3[enne MOXKET MCMOMb30BaTLCS TaKXkKe B HayUHbIX UCCef0BaHUSAX, B KOTOPbIX
NMEeEeTCs1 HeO6X0ANMOCTb Pa3MOPO3KM BUOTOTMYECKMX 0OBEKTOB.

MOTEHUMNAJIbHbLIE MOTPEBUNTENM

«Habop ans pasMopaXkvMBaHMA OOUUTOB M 3MOPMOHOB Moc/ne BUTPUMKALUW, B BapuaHTax
WCNOSIHEHUA» NpefHa3HayeH 4718 UCMOob30BaHUA B N1eYebHO-NPOPUNaKTUUYECKNX YUPEXAEHUAX,
aKKpeAMTOBaHHbIX Ha OKa3aHue MoMOWM B 06/1acTU  BCNoOMoOraTe/lbHbIX PenpoayKTUBHbBIX
TexHonorui (BPT), TaknX Kak, KNMHUKKW, nadopaTopun u LeHTpbl IKO.

PaboTy ¢ MeAULIMHCKMM U3LeNNeM [O/MKHbI OCYLLECTBNATL KBAIMPULUMPOBaHHbIe CreLnanncTbl-
3M6PMONOrN. MMeOLMe HEOGXOAUMYHO cheunanusaumio, obnagarolime CoOTBETCTBYHOLLMMM
NPOhecCMOHA/IbHBIMM ~ 3HAHMSIMU U HaBblKamK, a Takke OMbITOM paboTbl B 06/1acTU
BCMOMOraTe/IbHbIX PenpoayKTUBHbIX TexHonoruii (BPT).

CrtpaHuua 1u3 8
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HucTpyKunS N0 NPHMEHENNI0 AR MEIRRHHCKHEX CHELNATHCTOR

Hafop Ans paMopaxuBanis 0ounTos M IMGpHONOB NOCKEe BHTPHPHKAUNNH, B BAPHANTAX HOIOVINEHNS:
Halop «205»

MpoexT Ana Poceniickoroe punka

PexomenayeTca cneunanbHoe obyyenne MeToly BHTpHOHKALMHE K PAR3MOPAXKHUBAHNS, T.K. METOA
HMEET MHOTO CMCUHANHBIX TEXHHUCCKHX HIOAHCOB, BAXKHLIX IS MHHHUMH3ALHKN NOBPSIKACHHA
KJIETOK.

NPHHIHN AEACTBHA MEAHLIMHCKOTO H3AEINA

Pasmopaxkupanue — 310 mpouecc, obparneii BuTprpukaumn. B xoze pasMopakHBaHHA
NPOMCXOAMT YAANCHHE KPHONPOTEKTOPa U3 OHOOOBEKTOB., nNOCTENEHHOE 3aMelucHMe
KpHOTIPOTEKTOpa BOJAOH W BLIPABHMBAHHE OCMOTHYECKOTO AABNCHMA B KOHTPOJIMPYEMBIX
YCNOBHAX.

Kounouent nafopa Poas xesmenents lipnnans sclicvean Anwreasnecn
KONTAKTS
Pacteop pasmopaxusaioumii TS, | Pasmopaxusaer THnoocMoTHUECKHI 1 MuH
1.8 mn Osoobbext pacTsop.
PacTeop paszGasnsiommii DS, 1.8 | Busogut THroocMotTHYeCKHi 3 MuH
¢ MA KPHONPOTEKTOPH U3 pacTsop. Buisoaut
. o0bekTa KPHONPOTEKTOPb! W3
obvexra
Pacteop npombigatowmii WS, 1.8 | Hacsuuaer xnerxu TMpomeisaeT 00beKTH | 5 MHH
M 8OO BLIPABHUBACT
OCMOTHUYECKOE
HABJICHHE
HHCTpyXUNS NO pHMEHEHUIO JokymeHT ans
O3HAKOMACHHA
norpeburens ¢ - -
MEARUHHCKHM
HAZEAHEM
Halop paccuMTan Ha 5 npuMeHernis

NMOKA3AHHA K IPUMEHEHHIO MEAHLIMHCKOI'O H3AEJNA

* [locne ropMoHanbHOM CTHMYNAUKK NAUHEHTKH ObuUla npon3sencHa BHTpHDUKAUNA
(3aMopaxuBaHHie) IMOPHOHOB JUTA CO3AAHHA BO3MOXHOCTH NMEPEHOCA (B ECTECTBEHHOM LIHKIIE),

* Pexomenayerca npu co3aannK 6aHka AOHOPCKKX OOLUTOB.

* Pexomenayerca npy co3fiaHHi Oatka OOLMTOB MALHEHTOK (EPTHILHOTO BO3pacTa ¢
AHArHO30M pakoBoro 3alojieBaHHA., NJIAHUPYIOUIHX B JanbHeHwieM poxamenue nereit, nepen
NPOXOKACHHEM Kypca XHMHOTEPanHH.,

NPOTHBONOKA3AHHA K NPHMEHEHHIO MEAHLIHHCKOT'O H3AEJIUA
Cneunanbibie BPOTHBONOKA3AHHA OTCY TCTBYIOT.

YCJAOBHA NPUMEHEHHSA MEAHLIHHCKOTO H3AEJIHA

HaGop ans pasmopaxupaHus OOLUMTOB ¥ 3MOpHOHOB nocne BHTpudHKauuu, B BapuaHTax
HCMOMHEHHA MOXET NPHMEHATHCA TOJILKO B YCIOBHAX CeLHATH3BpoBanHON naboparopuu KO
€ HHKyOaTopoM M KPHOXpaHWIHLIEM, MMECIOI(MM YCNOBHA UIS paboThl ¢ KHIKHM a30TOM,
HcnionbioBanue H3NEIUA B HHBIX YCNOBHAX HE JOMYCKaeTCA.

Temneparypa npumenenua 25-27 °C, oTHOCHTeNbHAA BAAXHOCTL Bo3oyxa - 45-80%,
armocdeproe aasnenne 84,0 — 106,7 xIla (630-800 MM pr.cT.).

Crpanuna 2 12 8
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HACTPYKUHA N0 NPHMEHSHNIO LIR MEAHUNHCKHX CIICIRSIHCTOB

Habop AN paMOPAXKHBAHNS OCURTOB i IMOPRONOB Noc/e BUTPHOHKALKH, B BAPHARTAX HCRONREHNS:
Habop «205»

flpoexT an9 PoccHiteKOro puiiks

Mockonbky wu3nenue uMeer orpaHMueHHbIH cpok roaHocts (1 roa). mepen NMpPHMEHEHHEM
HeoOX0ANMO BHHMATENIBHO HM3YYHTh MAPKHPOBKY H AATY OKOHYaHUA Cpoka roasocTH. Manenus
C HCTEKIIHM CPOKOM NORHOCTH MCHOMbL30BATE HENB3A.

HaGop ans pa3sMOpaxHBaHMA OOUMTOB KM IMOPHOHOB MOCNE BHTPH(HKALMKM, B BapHaHTax
MCNOMHCHHA JAOKEH XpaHUTLCA H  MCNONL3OBATHCA B COOTBETCTBHH C  YKa3aHWAMM,
npuBeeHHLIMH HAa 3THKeTKe ¥ B HHCTpykuun no npumenenwio. Usnenusa. xpaHuBuiHecs
HEnpaBHIbHO. HCNONB30BATH HENG3A.

[Mepen npHMeHeHHeM HEOOXOAMMO OCMOTPETH YHAKOBKY Ha HalWdHe NMOBPEKACHHHA. paspbisbl
neppOpalMOHHBIX JIMHHH HIH KOHTPONBHBIX CTHKEPOB. YMAKOBKY. MMCIOIIYK) BHELIHHE
NPU3HAKH NOBpeXeHUl, HapyleHH UENOCTHOCTH nepdopaluny HAH CTHKEPOB, HCNOAB3OBATH
Henb3n. [locne OTKPHITHA cneayeT OCMOTpPeTh NPOOHPKH ¢ pactBOpaMH Ha HajlNuHe
nospexacHui. [IpoOupku, uMmeowMe DpU3HAKK HAPYLICHHWA LCJIOCTHOCTH. OTCYTCTBME MW
HAPYIISHUS MAPKHPOBKH, UMEIOLIME TIOATEKH PAacTBOPA, HCTIONB3OBATDL HEMb3A.

CTEPHIAH3IALIHA

Crepuanno

Tun crepuA3anAy — pacTBOPHI CTEPHIH3YIOTCA PHALTPOBAHHEM.

[Inagwer Ans pasMOPAKHUBAHHA H NPOOHPKH — panHalHOHHAR CTCPHIK3AIHA.
IMoBTOpHAs CTEPHIM3ALMA HE TOMYCKACTCA.

MEPBI MPEAOCTOPOXHOCTH

OraeneHua  axcrpakopnopansHore omnogoreopeHHs (DKO), apyrux BCHOMOTaTENbHBIX
PENpONYKTHBHEIX TeXHOMOTHHA JOKHB COOTBETCTBOBaTh TpeGoanmaM «CaHHTapHO-
SMHACMHONOTHYCCKHX TpeOOBAHWH K OpraHH3aUMsM, OCYIICCTBIAIOUIMM  MEAMIHHCKYIO
ReATeNbHOCTEY.

IlepcoHan yupexaeHHa nonxeHn cobmonate oOmenpHHATHE B NabopaTopHaX MepHl
0e30macHOCTH W MPEAOCTOPONKHOCTH, HCIONB30BATh CPEACTBA HMHAMBHAYANbHOH 3AWMTH -
CMEHUANBHYIO OACKAY, NEPUATKH H 3aIHTHDLIC OYKH,

[lepconan yupekaeHHA AoMKeH ObITL COOTBETCTBYIOMMM ODPA3OM NPOHHCTPYKTHPOBAH W JOMKEH
cobmoaaTh Mepsl NPEAOCTOPONHOCTH NpH pabote ¢ KMAKHM 230TOM M cocyaamu Jstoapa.

Meph! npeaoCTOPOXNOCTH HIPH paboTe ¢ pacTBOpaAMH

Pacteophl (TS, DS, WS) He 4BmaIOTCA ONacHHIMH H TOKCHUHBIMHM, U HE COAEPXAT B CBOEM
cOCTABE BEMIECTB, KJIACCHQHIMpYEMBIX KaK «OMacHble» WIH «Tpelyiole cnemnanbHbLIX MEp
NPEeIOCTOPOXHOCTH» TNpU oOpallleHWH HAM XpaheHHWH. PacTBopel Heropioune #
HeBOCIUIaMeHAeMbie, CTabHIbHB NTPH HOPMANSHBIX YCIOBHAX.

IlomMumo Mep MpeNOCTOPONKHOCTH, MEPEHUCNCHHBIX B pasaecine «Mepbl npeaocTopokKHOCTHY
AAHHOTO JOKYMEHTA, CTOHT Y'eCTb, YTO MpH KOHTaKTe C KOXelH, pacTBOphI MOTYT BBI3BATH
pasapakeHHe — MOKPACHEHHE, BOCMANHTENBHYIO PeaKiMI0 MM IK3IEMY, B 3aBUCHMOCTH OT
HHIABHAYAIGHOH UYBCTBHTEALHOCTH. He Aonyckate NpoaWBAHMA PacTBOPOB, NOMAAAHHA
PacTBOPOB B I'1a3a, Ha HE3AUHIICHHBIE YYAacTKH Tena. M3berate nporaaTsiBAHKWA PacTBOPOR.

He ncnoab3yiite H3zeaue, €CTH YNIAKOBKA NOBPeXACHA.
He NoAnEENT NOBTOPHOMY HCTIOALIOBAHNIO H CTEPHINIALINK,
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VIHCTPYKUMS MO NMPUMEHEHMIO M.l MeAULMHCKUX CreumanncToB
Ha6op Ans pasmopadkuBaHsi 0OLMTOB U 3MGPUOHOB Mocsie BUTPUUKaLWK, B BapuaHTax UCMosTHEHUS:

Habop «205»
MpoekT gnsa Poccuninickoro pbiHKa

Cpok rogHocTtu: 1 roa. MNpoBepbTe CPOK rOAHOCTM Ha ynakoBKe. /icnonb3oBaHWe U3genusa
C NCTEKWUNM CPOKOM rogHoCTu He AoNYyCKaeTCA.

CTpoto 3anpeLleHo CMeLunBaTb [aHHble PacTBOPbI C pacTBOpamMu ANs pasMopakmMBaHUS
OOLIUTOB M 3MOPMOHOB NOC/e BUTPUDUKALMM APYTUX NPOU3BOANTE.3ENA.

JocTy N NOCTOPOHHUX NNL, Y HEKBA/IMPULMPOBAHHOIO MepPCcoHa.3a B .3ab0paTopuio LO/HKEH
ObITb OrpaHnNYeH.

[oCcTyn MOCTOPOHHUX /UL, W HEKBa/IMPULMPOBAHHOIO MepcoHa.3a K MeAULMHCKOMY
N3LeNNI0 JO/KEH ObITb OrpaHuYeH.

NnorPAA0OK N YCnosBnda NPMUMEHEHWA MEANLMHCKOIO U3OENNA

we«rl/ 00 War 3/

Kpnotm

BHMMaTENIbHO OCMOTPUTE YMAKOBKY Ha Ha/Muve BUAUMbIX MOBPEXAEHW. He uncnonb3yiTe
n3aenmve, eci UMETCS SIBHble NPU3HAKN BCKPbITUA W/WNWM HapyLLEHUST LLeNIOCTHOCTU YMaKOBKM.
OCMOTPUTE MapKMPOBKY M34enusi 1 y6eanTecb, UTO CPOK FOAHOCTU He UCTeK. He mcnonb3yiiTe
N30ENNS C UCTEKLLIMM CPOKOM FOHOCTM.

MposepbTe cocTaB «Habopa «205» NS pasMopakMBaHWUs OOLUTOB M 3MOPWOHOB MOC/e
BUTPUMKALMN, B COCTaBE», OH [O/MKEH CofepXKaTb:

1. PacTBOp pasmopaxusarowinini T8, 1.8 mn (5 npo6bunpok);

2. PactBop pasbasnstowmii 08. 1.8 mn (1 npobupka);

3. PactBop npombiBatowmii \W8, 1.8 mn (2 npobrpkm);

4. HCTpyKUMA MO NPUMEHEHMIO. 1 LwuT.

«Habop ans pasmopaxkmBaHuA O0LMUTOB W 3MOPWOHOB MNOCMAE BUTPUUKALMM, B BapuaHTax
MCMONHEHUSA» MOXET NPUMEHATLCA TO/IbKO B YC/I0BMSIX CMeunaTnsvpoBaHHON nabopatopumn
3KO ¢ KproxpaHW/MLLEM, UMEIOLLIMM YCNOBUSA AN PaboThbl C XUAKUM a3oTom. Mcnonb3oBaHue
N34eNNA B UHbIX YC/I0BUAX He AOMYCKAaeTCS.

lMogrotoBka
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¢

HrcTpyKuns N0 NPAMEHEHNIO TR MEAHUNHCKNX CHEUNAINCTOB

Habop a5 pasMopRxHBAHHSE COUNTOR H IMBPHOHOB NOCIE BHTPHPHKALINN, B BRAPRANTAX BCNOIHEHNAL
HaGop «205»

Npoext nan Poccniicxoro puinks

Bech nipoiiece pa3MopaxuBains cleayeT NPOH3BOAHTE PH KOMHATHO#H Temniepatype (25
-27°C)

Baxxuo! Vicnonesy#ire nunerku [lacrepa, koTopble uMEIOT NOAXOAAUMA BHYTPEHHUH
IHAMETP IK oonuTa M 3MOpHoHa (140 - 150 mxM) n Gnactounctst (160-220 Mxm).
[Momectute IlnaHwer a1 pasMopaxusaHus M 3aneuaTanHyio npobupky Pactsopa
pasMopaxupatomiero TS (nanee — «Pactsop TS») B uskybartop ¢ Temneparypoii 37°C ne
MeHee, MeM Ha 3 waca 1o npoueayphl pasMOpaXxXHBaHHA (JTy4llle BCEro OCTaBUTh TaM Ha
HOUB).

Harpeiite npoOupku ¢ PactBopamu pasbasnsiommm DS (nanee — «Pactsop DS») n
npoMeiBaiomM WS (aanee — «Pactsop WS») no xoMHaTHo# Temneparypui (25 - 27°C)
HE MEHEe, 4eM Ha | Hac A0 npoueaypEl pa3MOPAXKUBAHHS.

Hoctanste u3 peaepsyapa ¢ xuaxkuM azotomM Hocutens ans surpapuxanuu «Kpnotex»
(nanee - «Kpuotek»), cHuUMuTe KppllIKy M noaHecure Kprorek x BHyTpeHHeH cTeHke
CTEHAR A OXNDKACHUA € XUAKHM a30TOM, MPHCIOHHB €10 K CTCHKE.

Pasmopamnsanue n pazbasaenue

Jocraubte [Tnanmer Ans pasMopaxusaHug 3 HEKyOaTopa u naneiite 300 min PacTsopa
DS Bo BTOpYIO MYHKY.

Hocrauste Pacteop TS u3 nukyGatopa H BblieliTe cofepKHMOE NpOOHPKH B NEPBYIO
KBaAPATHYIO JIYHKY IUTAHILETA.

BuicTpo (B Teuenne 1 cexynapr) nomectute KpHoTek B KkBaapaTRYIO NyHKY ¢ PacTsopom
TS n pbnxTATE | MHHYTY.

Or6epute KOHUMKOM NUNETKH OOLMUT/IMEpHoH BMecTe ¢ 3 MM PactBopa TS u Meaneuno
BRIMYCTHTE HA JHO BTOPO# ayHkH (¢ PactBopom DS). Tlonoxkante 3 MuH.

Bo Bpems oxunanus vanefite B Tpetsio JyHky (WS1) u yersepryio syrky (WS2) no 300
MK PactBopa WS.

Ot16GepHTe KOHIHKOM NUNETKK 0OUHT/MMGpHoH BMecTe ¢ 3 MM Pacteopa DS 1 MeaneHHo
BBINYCTHTE Ha AHO TpeTheli nyHku (WS1). [logoxanre 5 MHH.

Ouennte KauecTBo oouuTa/»MOpHOHA HA HAHHOH CTAAMH NO CTENMEHH BOCCTAHOBICHHA
€ro NepROHAYANLHOrO pa3Mepa.

[MomecTnTe OOUMT/3MOpHOH Ha TIOREPXHOCTh ueTBeproft nyHku (WS2). Korna
OOLMT/2MOPHOH HAYHET TOIPYXAThcd HA AHO, OTOepHTEe €ro AOHUHKOM TMHIETKH
Macrepa ¥ CHOBA NMOMECTHTE HA MOBEPXHOCTh TOH k¢ ayHku WS2. ITosropure 2710
AeRcTBHE IBANKABL.

TlomecTTe 0OLHT/IMOPHOH B KAILTIO KY/IbTYPAIbHOM Cpelihl /Ul BOCCTAHOBNCHHS M
TOCNEAYIOHX MHKPONIPOLIEXYD.

O6paTiTe BARMAHHE: BpeMA BELIEPKHBAHUSA B Ky/IbTYpalibHOH Cpeae Wis OOUMTOB 2 ~ 4 vaca,
ana 3M0pHoHOB 3 Haca.

YCAOBHA XPAHEHHSA MEAHIIHHCKOTI'O H3AEJINA

Temneparypa xpaneaus 2 - 8 °C, m3beras npsmeX conHeuHblx nydell. He nomyckats
3aMOpaXHBaHKA pacTBopoB. [Ipu nepenocke cOOMOAATH OCTOPOKHOCTS.

He Hcnonps30BaTh NOCIE OKOHYAHHA CPOKA TORHOCTH.

Crpaunoa 5 uz 8
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HHCTPYKUNR N0 PHMEHEHNIO AR MEANUNHCKNX CIICUNAINCTOS

Habop ana paMopaxnsanns OOUNTOB H IMOPHOHOB NOCNE SHTPHGHKAUNH, B BADHAHTAX HCNOAHEHNA:
Habop «205»

Mpoext ann Poceniickoro puinka

YCJOBHA TPAHCTIOPTHPOBKH MEJUIIHHCKOT O H3AEJIUA

Tpaucnopruposka npu Temnepatype 2 - 8 °C. He aonyckars 3aMopaXHBaHHS pacTBOpPOB.
TpancnoprupoBKa BO3MOXKHA BCCMH BHIAMH TPAHCNIOPTA B KPLITHIX TPAHCHOPTHLIX CPEACTBAX C
cofmonetneM ycnoBuil TPAHCIIOPTHPOBKH M B COOTBETCTBHM C TPeOOBaHMAMM M MpaBHIAMH
NepPEBO3KH IPy30B, AEHCTBYIOIKMMH Ha KIKNAOM BHAE TPaHCNOpTa.

YCJOBHA YTHIU3ALHA MEAHRIIUHCKOI O H3AEJIUA

Hcnonb3oBanHoe MEZMUMHCKOE H3AENHE MONICKAT YTHWIM3AUHM KaK ROTCHUHANBHO
HHORUHPOBAHHELIE OTXOABI, B COOTBETCTBHM C TOCYAAPCTBEHHBLIMH HOpPMaMM H MpABHJIAMM,
APHHATRIMH B NeueOHO-NPOPHIAKTHHECKOM YUPEIKACHHN,

Knacc onacHOCTH OTXONOB MEAHLMHCKOTO H3ZEAMA ¢ yueToM OuonorHuecko#f omacHOCTH:
INHASMHONOTHYECKH ONACHbIE OTX0AHI - Knacc b.

Heucnonb3oBaHHoe MeIMUMHCKOE H3A€NIH€ C HCTEKIUWM CPOKOM TORHOCTH fIOMIEKHT
. YTHIM3AUHH KAK HEONacHbfi OTX0A B COOTBETCTBHH ¢ TOCYJApCTBEHHBIMM HOpDMaMH H

TIPaBHJIAMH, IPHHATLIMH B Ne4eOHO-TIPODHIAKTHYECKOM YHPEKACHHH.

Meauuutckoe wineane e MOXKeT ObITh YTHIH3NPOBAHO BMecTe C GLITOBBIMM OTXOJAMH.

TPEBOBAHHA K TEXHHYECKOMY OBCJIY)KMBAHHIO H PEMOHTY

MeasunHckoe H3ACNAHE HE CONEPKHT KOMIOHEHTOB, MNOMIEKAWAX TEXHHYECKOMY
00CayKHBAHNIO H PEMOHTY.
COCTAB MEANLUHHCKOTIO H3AEJIHA
Cocras pacreopos

pbl Pacteop Pacteop PactBop

pasuopamnéaxomuﬁ pazGaBnsioumHii npoMbiBalomHi

KoMnoHexTs TS DS WS
HEPES (4-(2-ruapoxcuatnn)-1-
mnepasHaTaHCY i onoses conepar coneprorr | conepr
KyJabTYypaibHo#t cpeae M-199)
I"'HApOKCHNPONH UEULIII03a COAEPIKHT COAEPKHUT CONEPKHT
Tperanosa, ouHmeHHas oT ConepRHT Pp— Pp—
HAOTOKCHHOB
denonoskiit Kpackbli CONCPIKUT COACPMUT COREPXHUT

MenuinHckoe W3AeNne He CONCPXHMT B CBOEM COCTaBE JIEKAPCTBEHHBIX CPEICTB, a TaKXe He
, COJEPXKHUT MATEPHANIOB KHBOTHOIO H (MJiK) HENIOBEYECKOrO MPOHCXOKACHUA.

XAPAKTEPHCTHKH PACTBOPOB

Xapaxrepucraxa 3mauenne

Buewnnuii Bua TMpospaunste pacTBOps! PO30BOrO LBETA
3anax be3 3anaxa

pH 7.2 (ananasox ot 7.1 ao 7.25)
CrabunsHocTb PacTBOpS! CTAOHALHLI

Crpansnna 6ra 8
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WHCTPYKLUMS MO NPUMEHEHUIO ANt MeAMLMHCKMX crneuya.l nctos

Ha6op A1 pasMoparkMBaHUsl OOLMTOB H 3MGPUOHOB MOC.9e BUTPUMUKALUN, B BapuaHTax MCMOSTHEHUS:
Habop «205»

MpoekKT ;bisi Poccuiickoro pbiHKa

YMNOJHOMOUYEHHbIN MPEACTABUTE/Ib MPOM3BOAUTENA B POCCUNCKOW
PEJEPALINA:

00O «UNHTepreH», Poccus

Appec: 117186, Mocksa, yn. HaropHas, 4. 4A.

Ten.(495) 724-38-62, T/hakc (499) 969-83-38

1nlo'o)nTereen.rm

PervctpaunoHHOe YAOCTOBEPEHUNE: **** T ****

CUMBO/1bI, NCTMOJ1b3YEMbIE B MAPKIPOBKE

Cumson Paclumndgposka
C a OBpaTUTECh K MHCTPYKLMM MO MPUMEHEHNIO
A OcTopoxxHo! O6paTUTECh K MHCTPYKLMM MO NMPUMEHEHUIO
[Oata n3srotoenenna (040-MM-TTTT)
Wcnonbsosatk A0 (40-MM-ITTT)
LOJ Kog nmaptvm (JIOT)
BEP Homep no katarnory (PE®) (
BTalWE CrepunuisbHo
BTEKAB PagnaunoHHasa cTepununsaums
3anpeT Ha MNOBTOPHOE MPUMEHEHWE
He cTeprnn3oBars NOBTOPHO
(§ He 1cronb3oBaTh NpU MOBPEXAEHWN YTAKOBKM

" TemnepaTypHbIi aManasoH (0T 2° C go 8° C)
79 T

He ponyckartb BOB,D,GVICTBI/IFI COJ/THEYHHOrI O CBETa

bBepeyb OT Briaru

X 3anpeLLeHo YyTUIM3MPOBATb C ObITOBLIMW 0TX0AAMY

CtpaHuua 7 u3 8
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HHeTpYKUMA NO KPHMEHEHHIO 419 MEAHUWHCKHX CICUHANKCTOR
HaGop ang pa3MopsxsBaHuA 00LUTOB B IMGPHOHOB NocIe BHTPHHKAUNN, B BAPHANTAX HCNOTHCHHA:

HaGop «205»
[poexT aas PoccHAckoro punka
I Usrorosutens / [Iponisoxurens
T Xpynkoe, oSpaaTea OCTOPOKHO

JIOT pacTBOPOB yKa3aH Ha MpoGHpKax.

Crparuna 8 ua 8
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Registration No. 112 of 2021

NOTARIAL CERTIFICATE

This is to certify that Ms. Harumi Sato, an attomey-in-fact of Mr. Masahiro Mukai,
CEO of REPROLIFE, INC.. declared in my very presence that said Mr. Masahiro Mukai had
signed and sealed to the attached document and so the signature and seal were true and

genuine.

Dated this 30th day of August, 2021

Tdgo Lecpl Affairs Breadd
NOTARY OFFICE

,NO HO, NfIOVBASH. KABUTOCHO™
.CHUO-KU TOKYO JAPAN.

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

YAMASHIKI Yaichiro

Notary, attached to

The Tokyo Legal Affairs Bureau
No. 1-10, Nihombashi. Kabuto-cho,
Chuo-ku, Tokyo, JAPAN
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(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN
This public document
2. hasbeen signedby YAMASKIKI Yaichiro
3. acting inthe capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of YAMASHIKI Yaichiro, Notary
Certified
5. at Tokyo 6 AG30A
7. by the Ministry of Foreign Affairs

8 2i-Ne030079

9. Seal/stamp: 10. Signature

H--\M/VMOTO Hiroki

For the Minister for Foreign Affairs
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Tdsolecal liffairs Bres

NOTARY office:

.NOH K NIOMBASHI. K ABUT(KHOy
CHUOHH]TOKYOJAPAN®
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3aperucTpHposaHo 3a HomepoM 772 B 2021

HOTAPHAJIBHOE Y JOCTOBEPEHHE

Hacrosumnm ynocrosepaerca uro Mucc Xapymu Caro (Harumi Sato), npeacrasurens

I'-Ha Mykas Macaxupo (Mukai Masahiro), 'enepanshoro aupextopa PETIPOJIAH®,
HUuk. (REPROLIFE, Inc.). 3aa8una B MO&M NMuROM npucyTcTBHH uTo -0 MYKAMN
Macaxupo (MUKAI Masahiro) an4so noanmucan U NocTaBui NevaTh Ha NPHIOCKEHHBINA

JOKYMEHT.
' 30 aBrycra 2021 roxa.

HToonuce AMAUIHKH Ausupo (YAMASHIKI Yaichire) /
HoTapHyc, npukpenieHHbiii K
IOpuanueckomy Bropo Tokuo

Homep 1-10, HuxomGauu, Kabyro- 4o,
Yyo-x3, Tokuo, ATTOHUA

ATEYATH HOTAPHYCA/

‘ Opuauyeckoe biopo Tokuo
KABHUHET HOTAPUYCA

Howmep 1-10, Huxom6aiuu, KaGyTo- uo,
Yyo-ky, Tokuo, AIIOHUA
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Ilepeaod ¢ anoncxo20 (mexcm OybrUpYemMCes Ha GHZAUICKOM HA npedvidyweti cmpanuye).
3aperucTpupoBaHo 3a HoMepom 772
HOTAPHUAJIbHOE YJIOCTOBEPEHUE
Hactodmum yaocroeepaerca uro Muce Xapymu Caro (Harumi Sato), npeacrasurens
I'-na Mykas Macaxupo (Mukai Masahiro), I'enepansioro mupexropa PEIPOJIAN®,
Hux. (REPROLIFE, Inc.), 3asBuna B MOEM JHYHOM NpHCyTcTBum uto - MYKAM

Macaxupo (MUKAI Masahiro) amuno noafincan ¥ mocTaBuI NeyaTh HA NPHIAOKEHHBIH

JNOKYMEHT. [IEYATb HOTAPNYCA

30 aBrycra 2021 rona. /Tlodnuce u nuwunas nevame/
YZIOCTOBEPAIO IIOAITUCH AMALTHKH Ausupo (YAMASHIKI Yaichiro)
AMAUTHKH Auwvupo HOTAPHUYC

HOTAPUYC

30 aBrycra 2021 roga.

AIIOCTHJIb

laarcxas KonseHums ot 5 okra6pa 1961 rona

\

1. Ctpana Anoumsa

Hacroaumnit oprunansHelii JoKyMeHT

Noanucan AMAIIHKH Auunpo (YAMASHIKI Yaichiro)
Brictynatommm 8 kavectse Horapuyca IOpuauyeckoro Bropo Tokno '
Hecér mnewars/mitamn AMAIIUKH  Sluuuwpo (YAMASHIK! Yaichiro),
HOTapuyca

N

VJIOCTOBEPEHO

B Toxuo 6. 30 asrycra 2021
MuHuCTEpCTBOM HHOCTPAHHBIX A€
21-Ne030079
Tlevars/mramn 10. Monnuch
MMeuars /noonuce/
Muuncreperso HHocTpaHueix a¢1  XAMAMOTO Xupoxkun (HAMAMOTO Hiroki)
Anonus ' 3a MuHHCTpa HHOCTPAaHHKIX Ae

W
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MTEYATh HOTAPHYCA HA CILHHBKE/
IOpunuueckoe biopo Tokuo
KABMHET HOTAPUYCA

Howmep 1-10, Huxom6amu, Ka6yTo- yo,
Yyo-ky, Tokno, ATIOHUA

/ nuunas nevams Ha cuiusxe/
AMALLIHKH Auvupo (YAMASHIKI Yaichiro)
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MepeBof AAHHOTO TeKCTa BbINOAHEH NepeBoAYMKOM KpannuHbiM JeHncoM ANeKcaHapoBuyYem

[ Trnanmcs

Poccuiickaa degepauus

Mopog Mocksa.

CefbMOro ceHTAOPSA ABe ThiCAYM ABajLaTb NEpPBOro roga.

A, OeiiHeko Jlrogmuna BanepueBHa, BPEMEHHO MCNonHAOWasas 0683aHHOCTM HOTapuyca ropoga
MockBbl MNpoKoweHKoBOW EneHbl EBreHbeBHbI, CBUAETENILCTBYH MOA/IMHHOCTL  MOANUCK
nepesogunka KpannunHa JeHuca AnekcaHapoBuya.

Mognuce cgenaHa B MOeM MPUCYTCTBUMN.

JIN4HOCTb NoANUcaBLUEro JOKYMEHT YCTaHOB/IeHa.

3apeructpmposBaHo B peecTpe: No 21/86-H/77-2021-"N'N-NANQ

YnnayeHo 3a COBepLUEHNE HOTapuasibHOro aencteus: 400 py6. 00 Kon.

I_IOAHMCb N.B. [eliHeko

FEPBEOBAA MEYATb
HOTAPUYCA

MpOLLHYPOBAHO, MPOHYMEPOBAHO U CKPEN/IEHO NedaTbio S I nnct(-a,-oB).

J1.B. eitHeko
[Moanuck
Boero mpoLLHypoBaHD,
Ceppmro ceHTsiopA & ITHLERA BreAdOi0cey, 37/l

7, OeiiHeko Jlloamuna BanepveBHa, BPEMEHHO UCMOMHAOLWAS
06513aHHOCTW HOTapuyca ropopa MockBbl MPOKOLLEHKOBOI EneHsbl
EBreHbeBHbI, CBUETE/IbCTBYI0 BEPHOCTbL KOMUW C NPeACTaB/eHHOro
MHe [JOKyMeHTa.

3apervcTpuposao |
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