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fNSTRUCTIONS FOR USE
FOR MEDICAL PROFESSIONALS

NAME OF THE MEDICAL DEVICE
Manipulation plate for assisted reproductive technologies, in variants

Variant I:
- Vitri Plate;
- Instructions for use.

Hereinafter it may also be referred to as follows: “Vitri plate’, “Vitrification plate’, ‘Plate’, ‘Medical
device', spelling in a lowercase or capital letter, singular or plural, is considered equivalent.

°r»
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
infototreprQlifc.ip infcXareprolifc.ip

INTENDED USE OF THE MEDICAL DEVICE

Manipulation plate for assisted reproductive technologies, in variants, is intended for setting up the
procedures of vitrification in the liquid nitrogen and consequent warming of patient’s oocytes and
embryos as part of assisted reproductive technologies (ART) implementation.

FIELD OF APPLICATION OF THE MEDICAL DEVICE

Vitri Plate is used in the field of rqsroductivc technologies (IVF) for curing infertility associated with any
disorders of the reproductive function, including uterine tubes patency disorder and commissures of
female pelvic organs, as well as disorders related to male infertility factor. Medical device is also used for
vitrification of the oocytes of oncology patients, vitrification taking place before the beginning of
treatment (chemotherapy). Medical device can be also used in scientific studies that require vitrification
or warming of biological objects.

OPERATING PRINCIPLE OF THE MEDICAL DEVICE

Vitrification is an ultrafast cell freezing method using liquid nitrogeu (the cooling speed reaches 180,000
degree Celsius/min), during which intracellular water hardens, reaching a vitreous state bypassing the
stage of ice crystals formation. Formation of ice crystals is the reason of cells damaging during freezing.
Vitrification allows to avoid the formation of ice crystals and ensures better cell survival rates after
warming. During vitrification, the water inside the cell is replaced by special cryoprotectant substances
(ethylene glycol, hydroxypropyl cellulose) by the action of osmosis by means of dimethyl sulfoxide
(DMSO0), the universal solvent that opens cellular barriers. Vitrification is used for oocytes, blastocysts,
and embryos at the cleavage stage.
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Vitri Plato is a medical device which serves as a container for solutions; Plate wells are filled with
solutions in which manipulations with objects are pcrfoiined.

POTENTIAL CONSIIMERS OF THE MEDICAL DEVICE
Vitri plate is intended for use in medical and healthcare facilities that are certified to provide assisted
reproductive technology (ART) care, such as clinics, laboratories, and TVF centers.

Medical device must 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 procedures is recommended since the method has many
technical nuances which play an important role in minimizing cell damage.

INDICATIONS FOR USE OF THE MEDICAL PRODUCT

« After hormonal stimulation of the patient, cryopreservation of embryo is recommended for creating a
possibility of transfer during ‘natural cycle’.

» Cryopreservation of oocytes is recommended in case obtaining the sperm of the husband is
impossible, and when the sperm donorship issue is yet to be resolved.

* In case of a large number of embryos, it is recommended to perform cryopreservation on all of them
except for 1-3 (by indication) if the decision to immediately transfer embryos was made.

e Itis recommended for creation of donor oocyte 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 PRODUCT
There are no special contraindications.

USAGE CONDITIONS FOR THE MEDICAL DEVICE
Vitri Plate can only be used in the specialized IVF laboratory with an incubator and cryostorage facility

that is equipped for working with liquid nitrogen. The medical device must not be used in any other
conditions.

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

Since the shelf-life of the medical device is limited (2 years), it is necessary to examine the label and
expiry date before use. An expired medical device must not be used.

Vitri Plate must be stored and used in accordance with the instructions provided on the label and in the
Instructions For Use for each version. Medical device that has been stored incorrectly must not be used.

Inspect the individual (primary) package for damage before use. Do not use medical device in case there
arc signs of damage to the individual (primary) package. Inspect medical device for signs of damage after
opening the individual (primary) package. Do not use medical device in case there are signs of damage.

PRECAUTIONS
In vitro fertilization (IVF) and other assisted reproductive technologies departments must meet the
requirements ofthe “Sanitary and epidemiological requirements for health-care institutions”.
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The staff of the institution should adhere to the security and safety measures generally established in
laboratories, and use personal protection equipment.

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

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.

DESCRIPTION OF MEDICAL DEVICE VARIANT
Vitri Plate is a plastic medical device in the shape of a rectangular plate with three hemispheric wells and
W a slot for the vitrification carrier. Vitri plate is equipped with a plastic transparent lid.

Functionally, Vitri Plate is a medical device which serves as a container for solutions: solutions, in which
manipulations with objects are performed, are transferred into the wells of the Plate. Each Vitri Plate is
for single use.

The slot on the Vitri Plate is designed in a way, that vitrification carrier located in it will be in the same
focal plane as the object, located in the wells of the Vitri Plate, which will be ffeezed. This allows to

significantly simplify the vitrification procedure at the stage of transferring the object to be ffeezed on the
carrier.

Vitrification carrier is a medical device recommended to use with the Plate (see Section “Description of
medical products recommended for combined application”).

Vitri Plate dimensions, L x W x H: (65.92 + 0.50) ram x (26.92 £ 0.30) mm x (7,50 + 0.20) mm.

Number of round wells: 3.

Round well diameter: (15.0 +0.2) mm.

Vitrification carrier device slot dimensions, L x W x H: (62.93 + 0.50) mm x (3.25 + 0.10) mm x (3.50 £
0.10) mm.

Vitri Plate lid dimensions, L x W x H: (65.10 £ 0.50) mm x (26.10 = 0.30) mm x (5.80 £ 0.20) mm.

Vitri Plate weight, with lid: (6.7 +0.3) g

Vitri Plate is for single use only. Do not reuse. Do not re-sterilize.

Shelf-life: two (2) years. Medical device must not be used after the expiry date. After the expiry date, an
unused Vitri Plate must be discarded as a non-hazardous product in accordance witli the disposal
regulations adopted by the health-care institution.

MEDICAL DEVICE COMPOSITION
Polystyrene, liquid paraffin, other additives.

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

Medical device does not contain any substances classified as 'hazardous’ or ‘requiring special
precautions’ in handling and storage.

STERILIZATION
Medical device is sterile.
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Sterilization type: irradiation sterilization.
Do not resterilize.

Medical device must not be used in case the integrity of the individual (primary) transparent

polypropylene packaging has been compromised.

Single use only.

DESCRIPTION OF THE MEDICAL DEVICES RECOMMENDED TO USE WITH THE PLATE
Vitri Plate is recommended to use as a specialized medical device along with the following products

produced by REPROLIFE, Inc., Japan, or equivalents:

» “Vitrification Kit for oocytes and embryos, variants” (hereinafter esn be referred to as “Vitrification
KiC). MANo. P3H 2019/9054 dated October 17,2019;

e Cryotec” container, different color variants” (hereinafter can be referred to as ‘Cryotcc’) Cryotec is
available for combined usage with the Plate only upon receival of the MA.

Description of the Vitrification Kit for oocytes
and embryos variant "Vitrification Kit 101 for
oocytes and embryos, composed”

Vitrification Kit 101 for oocytes and embryos,
composed, is intended for vitrification (freezing) of
patient’s oocytes and embryos and storing them in
liquid nitrogen as part of assisted reproductive
technologies (ART) implementation.

The carton package contains:

1. Equilibration solution (ES), 1.0 ml (1 vial).
2. Vitrification solution (VS), 1.0 ml (2 vials).
3. Cryotec vitrification carrier device, 4 pcs
4. Vitrification plate, 3 pieces.

5. Instructions for use.

Vitrification Kit 101 fewoocytes and embryos is for
single use only. Do nor reuse. Do not re-sterilize.

Shelf-life: one (1) year. Vitrification Kit must not
be used after the expiry date. A utilized
Vitrification Kit is to be disposed of as potentially
contaminated waste in accordance with the State
rules and regulations adopted by the health-care
institution. After the expiry date, an unused
Vitrification Kit must be discarded as a
non-bazardous product in accordance with the
disposal regulations adopted by the health-care
institution.

MA No. P3H 2019/9054 dated October 17, 2019
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Description of the Vitrification Kit for oocytes
and embryos variant ~Vitrification Kit 110 for
oocytes and embryos, composed”

Vitrification Kit 110 is intended for vitrification
(freezing) of patient’s oocytes and embryos and
storing them in liquid nitrogen as part of assisted
reproductive technologies (ART) implementation.

The carton package contains:

1 Equilibration solution (ES), 1.8 ml (2 vials);
2. Vitrification solution (VS), 1.8 ml (4 vials);
3. Instructions for use.

Vitrification Kit 110 for oocytes and embryos is
intended for five (5) applications Do not
re-sterilizc.

Shelf life: | year. The Vitrification Kit is not to be
used after the expiry date. A utilized Vitrification
Kit is to be disposed of as potentially infectious
waste in accordance with the public standards and
regulations adopted by the health-care institution.
After the expiry date, an unused Vitrification Kit is
to be discarded as a non-hazardous product in
accordance with the di~sal regulations adopted
by the bcalth-care institution.

MA No. P3H 2019/9054 dated October 17,2019.
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Please note that the plates included in the Vitrification Kit for oocytes and embryos, variant “Vitrification
Kit 101 for oocytes and embryos, composed’, despite being named “Vitrification plates’, are equivalent to
“Manipulation plate for assisted reproductive technologies, variant 1— “Vitri Plate””.

Description of **CryoCec” container, different color variants

“Cryotec” container, different color variants, (vitrification carrier) is intended for freezing (vitrification)
in liquid nitrogen, storage and following warming of patient’s oocytes and embryos during the use of
assisted reproductive technology (ART), thus ensuring survival of the bioobjecls.

“Cryotec” container is a special “carrier” for vitrification, consisting of thin transparent film, binded with
a plastic handle (operating part). Operating part is closed by cap. All parts of “carrier” are stable to liquid
nitrogen. The vitrification objects are placed on the film surface.

“Cryotec” is produced in different colors.

The design of the earners is the same in all cases, the devices differ in handle color only: white, red,
blue, green, yellow.

Shelf life: two (2) years. “Cryotec” must not be used after the expiry date. A utilized “Ciyotec” must be
disposed of as potentially contaminated waste in accordance with the State rules and regulations adopted
by the health-care institution. After the expiry date, an unused “Cryotec” must be discarded as a
non-hazardous product in accordance with the disposal regulations adopted by the bealtb-care institution.

“Cryotec” is available for combined usage with the Plate only upon rcceival of the MA.

(1

MEDICAL PRODUCT APPLICATION PROCEDURE
Perfonn these actions in conditions described in Section ‘Medical product application conditions’.

Open individual (primary) package of the Vitri Plate. Set the Vitri Plate on the microscope stand. Three
hemispheric wells should be at the front, and the carrier slot should be in the back. Remove the lid.

T is recommended to use the Vitri Plate in combination with the Vitrification Kits. Perform the
vitrification procedure in accordance with the guidelines from the Instructions For Use of the applied
Vitrification Kits (see Section ‘DESCRIPTION OF THE MEDICAL DEVICES RECOMMENDED TO
USE WITH THE PLATE’).

Perform these actions in conditions described in Section ‘USAGE CONDITIONS FOR THE MEDICAL
DEVICE’.

MEDICAL DEVICE STORAGE CONDITIONS
Store at 10-25 ®C, keep away from direct sunlight.
Keep dry.

Do not use after expiry date.
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Do not re-sterilize.
Do not reused.

TRANSPORT OF THE MEDICAL PRODUCT

Transport conditions: temperature 10-25 @C

Keep dry.

Keep away from sunlight.

Proceed with caution during transfer.

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.

O 1] MEDICAL DEVICE DISPOSAL CONDITIONS
An utilized medical device must be disposed ofas potendaUy contaminated waste in accordance with the
State rules (Sanitary Regulations and Norms 2.1.7.2790-10 Sanitary and epidemiological requirements for
handling medical waste) and regulations adopted by the health-care institution.

Do not reuse medical device.

Unused medical device must 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.

REQUIREMENTS FOR MAINTENANCE AND REPAIR
Medical device does not contain any components that could be subject to maintenance and repair.

Medical device is single use only.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

000 “Intergcn” (OO0 «MHTepreH»)

Address; Russian Federation, 117186, Moscow, Nagornaya sir., 4A (117186, r. Mocksa, yn. HaropHas,
0.4A)

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

mfofd'iniergen.ru

Marketing Authorization: dated eee*

SYMBOLS USED FOR MEDICAL PRODUCT LABELING

Symbol Definition

REF Catalogue number
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|| ot | Batch code

Manufacturer

Date of manufacture

Use by Date
y
[stbdl™ r| Sterilized using irradiation
[]a Caution, consult accompanying documents
A Caution, consult accompanying documents
Do not use ifthe package is damaged
Do not reuse
Do not resterilize
Keep dry
Keep away from sunlight
1725-C -
Storage conditions:
w4 temperature range from 10“C to 25 "C
Separate collection for waste
K
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INSTRUCTIONS FOR USE
FOR MEDICAL PROFESSIONALS

NAME OF THE MEDICAL DEVICE
Manipulation plate for assisted reproductive technologies, in variants

Variant 2:
- Warm Plate;
- Instructions for use.

Hereinafter it may also be referred to as follows: 'Warm plate’, “‘Warming plate’, ‘Plate’, ‘Medical
device’, spelling in a lowercase or capital letter, singular or plural, is considered equivalent.

RESPONSIBLE MANUFACTURER MEDICAL DEVICE MANUFACTURING
OF THE MEDICAL DEVICE ADDRESS

REPROUFE, Inc., Japan REPROUFE, Inc., Japan

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

Japan Japan

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

info(tf.reprolife.jp mfo(fl reprolifc.ip

INTENDED USE OF THE MEDICAL DEVICE

Manipulation plate for assisted reproductive technologies, in variants, is intended for setting up the
procedures of vitrification iu the liquid nitrogen and consequent warming of patient’s oocytes and
embryos as part of assisted reproductive technologies (ART) implementation.

FIELD OF APPLICATION OF THE MEDICAL DEVICE

Warm Plate is used in the field of reproductive technologies (IVF) for curing infertility associated with
any disorders of the reproductive function, including uterine tubes patency disorder and commissures of
female pelvic organs, as well as disorders related to male infertility factor. Medical device is also used for
warming of the oocytes of oncology patients after viuification, vitrification taking place before the
beginning of treatment (chemotherapy). Medical device can be also used in scientific studies that require
vitrification or warming of biological objects.

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.

Warm Plate is a medical device which serves as a container for solutions: Plate wells are filled with
solutions in which manipulations with objects are performed.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE
Warm plate is intended for use in medical and healthcare facilities that are certified to provide assisted
reproductive technology (ART) care, such as clinics, laboratories, and IVF centers.
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Medical device must 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 procedures is recommended since the method has many
technical nuances which play an important role in minimizing cell damage.

INDICATIONS FOR USE OF THE MEDICAL PRODUCT

e After hormonal stimulation of the patient, cryopreservalion of embryo is recommended for creating a
possibility of transfer during ‘natural cycle’.

e Cryopreservalion of oocytes is recommended in case obtaining the sperm of the husband is
impossible, and when the sperm donorship issue is yet to be resolved.

» Incase of a large number of embryos, it is recommended to perform cryopreservation on all of them
except for 1-3 (by indication) if the decision to immediately transfer embryos was made.

» Itis recommended for creation of donor oocyte bank.

» Itis 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 die start of chemotherapy.

CONTRAINDICATIONS FOR USE OF THE MEDICAL PRODUCT
There are no special contraindications.

USAGE CONDITIONS FOR THE MEDICAL DEVICE
Warm Plate can only be used in the specialized IVF laboraioty with an incubator and ciyostorage facility

that is equipped for working with liquid nitrogen. The medical device must not be used in any other
conditions.

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

Since the shelf-life of the medical device is limited (2 years), it is necessary to examine the label and
expiry date before use. An expired medical device must not be used.

Warm Plate must be scored and used in accordance with the instructions provided on the label and in the
Instructions For Use for each version. Medical device that has been stored incorrectly must not be used.

Inspect (he individual (primary) package for damage before use. Do not use medical device in case there
are signs of damage to the individual (primary) package. Inspect medical device for signs of damage after
opening the individual (primary) package. Do not use medical device in case there are signs of damage.

PRECAUTIONS

In vitro fertilization (TVF) and other assisted reproductive technologies departments must meet the
requirements of 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.

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

Access of unauthorized persons and unqualified staff to the laboratory should be restricted.
Page 2 of 7
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Access of unauthorized persons and unqualified staffto the medical device should be restricted.

DESCRIPTION OF MEDICAL DEVICE VARIANT
Warm Plate is a plastic medical device in the shape of a rectangular plate with 3 hemispheric wells and 1
rectangular well with a slightly sloping bottom. Warm Plate is equipped with a plastic transparent lid.

Functionally, Warm Plate is a medical device which serves as a ctmtainer for solutions; solutions, in
which manipulations with objects are performed, are transferred into the wells of the Plate. Each Warm
Plate is for single use.

< The ‘3 mm’ marking on the lid of the Warm Plate is intended only for the approximate estimation of the

solution volume in die pipette. It is not intended to measure anything and is not a measurement device for
the medical use.

Warm Plate dimensions, L x Wx H: (95.5 £ 0.5) mm x (31.0+ 0.3) mm x (7.80% 0.2) mm.
Number of round wells: 3.

Round well diameter: (15.00 + 0.20) mm.

Number of rectangular wells: 1

Dimensions of a rectangular well: (25.23 x 25,23) mm + 0.30 mm.

Warm Plate lid dimensions, L x W x H: (94.6 £0.5) mm x (30.1 £0.3) mm x (5.3 £0.2) mm.
Warm Plate weight, with lid: (9.5+0.3) g

Warm plate is for single use only. Do not reuse. Do not re-sterilize.

Shelf-life: two (2) years. Medical device must not be used after the expiry date. After the expiry date, an
unused Warm Plate must be discarded as a non-hazardous product in accordance with the disposal
regulations adopted by the health-care institution.

MEDICAL DEVICE COMPOSITION
Polystyrene, liquid paraffin, other additives.

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

Medical device does not contain any substances classified as ‘hazardous’ or ‘requiring special
precautions’ in handling and storage.

STERILIZATION

Medical device is sterile.

Sterilization type: irradiation sterilization.

Do not resterilize.

Medical device must not be used in case the integrity of the individual (primary) transparent
polypropylene packaging has been compromised.

Single use only.

DESCRIPTION OF THE MEDICAL DEVICES RECOMMENDED TO USEWITH THE PLATE
Warm Plate is recommended to use as a specialized medical device along with the following products
produced by REPROLIFE, Inc., Japan, or equivalents:
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» “Warming Kit for vitrified oocytes and embryos, variants” (hereinafter can be referred to as “Warming
Kit”). Warming Kit is available for combined usage with the Plate only upon reccival of the MA;

e Cryotec” container, different color variants” (hereinafter can be referred to as ‘Cryotec’). Cryotec is
available for combined usage with the Plate only upon receival of the MA.

Description of the Warming Kit for vitrified
oocytes and embryos, variant ‘Warming Ot 102
for vitrified oocytes and embryos*

Warming Kit 102 for vitrified oocytes and embryos
is intended for warming patient’s oocytes and
embryos in order to restore the activity of human
ceils after vitrification (freezing) as part of assisted
reproductive technologies (ART) implementation.

The carton package contains;

1 Warming Solution (TS), 1.8 ml (1 vial).
2. Diluent Solution (DS), 0.5ml (I vial).
3. Washing Solution (WS), 1.0 ml (I vial).
4. Warm plate, 1 piece.

5. Instructions for use.

Warming Kit 102 for vitrified oocytes and embryos
is for single use only. Do not reuse. Do not
re-sterilize.

Shelf-life: one (1) year. Warming Kit must not be
used after the expiry date. A utilized Warming Kit
is to be disposed of as potentially contaminated
waste in accordance with the State rules and
regulations adopted by the health-care institution.
After the expiry date, an unused Wanning Kit must
be discarded as a non-hazardous product in
accordance with the disposal regulations adopted
by the health-care institution.

Warming Kit is available for combined usage with
the Plate only upon receival of the MA.

Description of the Warming Kit for vitrified
oocytes and embryos, variant ‘Warming Kit 205
for vitrified oocytes and embryos’

Warming Kit 205 for vitrified oocytes and embryos
is intended for wanning 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.

The carton package contains:

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.

Warming Kit 205 for vitrified oocytes and embryos
is intended for five (5) applications.
Do not re-sterilize.

Shelf-life; one (1) year. Warming Kit must not be
used after the expiry date. A utilized Warming Kit
is to be disposed of as potentially contaminated
waste ill accordance with the State rules and
regulations adopted by the health-care institution.
After the expiry date, an unused Warming Kit must
be discarded as a non-hazardous product in
accordance with the disposal regulations adopted
by the health-care institution.

Warming Kit is available for combined usage with
the Plate only upon receival of the MA.

Description of “Cryotec” container, different color variants

“Cryotec” container, different color variants, (vitrification carrier) is intended for freezing (vitrification)
in liquid nitrogen, storage and following warming of patient’s oocytes and embryos during the use of
assisted reproductive technology (ART), thus ensuring survival of the bioobjecls.
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“Cryolec” container is a special “carrier” for vitrification, consisting of thin transparent film, binded with
a plastic handle (operating part). Operating part is closed by cap. All parts of “carrier” are stable to liquid
nitrogen. The vitrification objects are placed on the film surface.

“Cryotec” is produced in different colors.

The design of the carriers is the same in all cases, the devices differ in handle color only: white, red,
blue, green, yellow.

Shelf life: two (2) years. “Cryotec” must not be used after the expiry date. A utilized “Cryotec” must be
disposed of as potentially contaminated waste in accordance with the State rules and regulations adopted
by the health-care institution. After the expiry date, an unused “Cryotec” must be discarded as a
non-hazardous product in accordance with the disposal regulations adopted by the health-care institution.

“Cryotec” is available for combined usage with the Plate only upton receival of the MA.

MEDICAL PRODUCT APPLICATION PROCEDURE

Open individual (primary) package of the Warm Plate. Keeping lid closed, place the Warm Plate in the
incubator at 37 ®C for not less than 3 houi-s before using. Take the Plate out from the incubator and set it
on the microscope stand. The rectangular well should be on your left. Remove the lid.

It is recommended to use the Warm Plate in combination with the Wanning Kits. Perform the warming
procedure in accordance with the guidelines from the Instructions for use of the applied Warming Kits
(see Section ‘DESCRIPTION OF THE MEDICAL DEVICES RECOMMENDED TO USE WITH THE
PLATE’).

Perform these actions in conditions described in Section ‘USAGE CONDITIONS FOR THE MEDICAL
DEVICE’.

MEDICAL DEVICE STORAGE CONDITIONS
Store at 10-25 "C, keep away from direct sunlight.
Keep dry.

Do not use after expiry date.

Do not re-sterilize.

Do not reused.

TRANSPORT OF THE MEDICAL PRODUCT

Transport conditions; temperature 10-25 ®C

Keep dry.

Keep away from sunlight.

Proceed with caution during transfer.

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
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Instructions for use for medical professionals
Manipulation plate for assisted reproductive technologies, in variants

Warm Plate

Draft the Russian Federation market

An utilized medical device must be disposed of as potentially contaminated waste in accordance with the
State rules (Sanitary Regulations and Norms 2.1.7.2790-10 Sanitary and epidemiological requirements for
handling medical waste) and regulations adopted by the health-care institution.

Do not reuse medical device.

Unused medical device must 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.

REQUIREMENTS FOR MAINTENANCE AND REPAIR
Medical device does not contain any components that could be subject to maintenance and repair.

Medical device is single use only.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

00O “Intergen” (OO0 «WHTepreH»)

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

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

infofahntergen.ru

Marketing Authorization: **** dated ****

SYMBOLS USED FOR MEDICAL PRODUCT LABELING

Symbol DeGnition
REF Catalogue number
LOT Batch code
Manufacturer
cd ] Date of manufacture
Use by Date
btb«I® r 1

Sterilized using irradiation
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InstrucdoDS for use for medical professionals
Manipulation plate for assisted reproductive technologies, in variants

Warm Plate

Draft the Russian Federation market

|:| a Caution, consult accompanying documents
A Caution, consult accompanying documents
( § ) Do not use if the package is damaged

Do not reuse

Do not resterilize

Keep dry

Keep away from sunlight

I"as-c

Storage conditions:
temperature range from 10 ®Cto 25 @C

Separate collection for waste
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YTBEPXOAKO

PEMPONAN®, NHK., AnoHus
(REPROLIFE, Inc.)

oOnmch

Moanuck, nevats/LLTam,

J. [~

NHCTPYKLUMA NO NPUMEHEHUIO ANS
MEeANLNHCKOTO N3aenuns
«MnaHwWeT MaHUNYNSAUMOHHbLIN Ans

BCMNOoMOraTe/ibHbIX PENMPOAYKTUBHbDbIX
TEXHOMOINNNK, B BapunaHTax UCIMOJIHEHUA»

[MoAroTOB/1EHO B COOTBETCTBUN C PeKoMeHaaumnamum MexxagyHapoaHoro
dopyma Perynatopos MeanynHckux N3gennii (IMDRP) n NMpukasom
MwuH3gpaBa P® Ne11H oT 19 auBapa 2017 .

COAEPXAHWNE:

NHCTPYKUMS N0 NPUMEHEHWIO AN151 MEAULMHCKINX CNELMaINCTOB /151 BapuaHTa
ncnonHeHns 1: «MNaHWeT Ans BUTpUGMKaLmms»

VHCTPYKLMSA MO NPUMEHEHMIO 4151 MEAULIMHCKMX CNELNasICTOB ANS BapyaHTa
NCNonHeHUs 2: «MNaHLWeT 418 pa3smMopaXmBaHWs»

2020
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« NHCTPYKUMS MO MPUMEHEHUIO A/151 MEAMLMHCKMX CMELMasimcToB

MAaHWeT MaHUMNYSLUMOHHbIA 471 BCOMOraTe/lbHbIX PenpoayKTUBHbIX
TEXHO/IOMUIA, B BapuaHTax MCMOJIHEHMS

REPROiI. ft- MnaHweT ansa BUTpUrKaLmm

MpoekT Ana Poccuiickoro pbiHka

NHCTPYKLMSA NO MPUMEHEHUIO
A9 MEAVLUHCKUX CMELVAUCTOB

HAMMEHOBAHWNE MEAVNUWHCKOIO U3AENUNA

MnaHwert MaHMﬂyﬂHLLMOHHbIVI Ona BCrioMorate/ibHbIX PENPOAYKTUBHbIX TEXHONOruni, B BapunaHTax
MCMOoNHeHUA

BapuaHT ucnosiHeHusa 1:
ml1naHLWeT ana BUTpUdmKaLmu,
- MIHCTpyKUMA No NnpuMeHeHUIo.

[Nanee no TEKCTY TakXXe MOXXET YNOMUHATLCA Kak; «MnaHLWweT A1 BUTpUdUKaLum», «MnaHiwers,
«MeaMLMHCKOE N3[eNIne», BapuaHTbl Ham1caHus ¢ 3ariaBHOM U CTPOUHOM 6YKBbI PaBHO3HAUHbI.

OTBETCTBEHHbI/ NPOVN3BOAUNTE/b ALOPEC MECTA NMPOUN3BOACTBA
MEOVNUWMHCKOIO U3AENUNA MEOVNUWMHCKOIO U3AENNA
PEMPOJTIAN®, NHk., Anouua (REPROLIFE, Inc.) PEMPOMIAN®, UHk., Anonns (REPROLIFE, Inc.)
2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-0022,  2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-0022,

Japan Japan

(2-5-3-9¢ CuHpgstoky, CuHasto-ky ToKwmo, (2-5-3-9® CuHpa3oKy, CUHA3IOKY-KY TOKKO,
160-0022, AnoHwns) 160-0022, AnoHwus)

Tel.+813 59258931 Tel. -813 59258931

inforajrcprolife.iD info(<l:reprolife.)p

HA3HAUEHVNE MEAVNUWHCKOIO U3LAENUNA

MnaHLeT MaHWUNYASUUOHHBIA ANs BCroMoraTe/bHbIX PEnpoAyKTUBHbLIX TEXHONMOTWA, B BapuaHTax
WCMO/HEHNA NpefiHa3HaueH A1 NoAroTOBKW NPOBefeHNUs NpoLefyp BUTPUGOMKALMN B XKUIKOM a30Te W
ONs Nocneflylollero pPa3MopaXknBaHUs OOLMTOB M 3MGPMOHOB MalMeHTa B MpoLecce MNpPUMEeHeHus
BCMOMOraTe/lbHbIX PenpoAyKTUBHbIX TexHonoruii (BPT).

COPEPATPUMEHEHNA MEANLUMHCKOIO U3AENNA

MnaHWweT gna BUTPUDUKaLMN NMPUMEHAETCS B chepe penpofyKTUBHbLIX TexHonoruin (3KO) ansa neveHus
6ecnnogmsa, CBA3aHHOrO C /IOObIMKA  HApPYLIEHUAMW PEenpoAyKTUBHOW (YHKLUW, B TOM 4ucne C
HapyLleHneM MpoXoAMMOCTM MaTOUHbIX TPYD ¥ Crnaikamu B opraHax Manoro Tasa >XeHLUHbI, a Takxe
Mpy  HapyLleHUaX, CBA3AHHbIX C MYXXCKUM (hakTopoMm 6ecnniogus. MeauLMHCKOe un3fenve Takxe
MCNONL3YETCA MPU BUTPUPUKALMU OOLMTOB OHKOMOTMYECKUX 60/bHbIX, KOTOpble BUTPUMULUPYIOTCS
nepes NpoBefieHNEM Kypca NeveHus (xvmuoTepanuu). MeLULMHCKOE M3Aenne MOXET UCMOb30BaThCs
TaKXXe B HaYUYHbIX UCCNEL0BAHNAX, B KOTOPbIX UMEETCA HEOOXOAMMOCTb BUTPUDMKALIMN BUOMOTUYECKUX
06BbEKTOB.

MNPUHLULW1 AENCTBUA MEANLWHCKOIO U3AENNA

Butpuurkaums - 370 cBepXObICTPbIA METOL 3aMOPO3KM KNETOK B XXMAKOM a30Te (CKOPOCTb OXNaXKAeHuWs
pocturaeT go 180000 rpag. C/MuH), npu KOTOPOM BHYTPUKNETOYHas BOJa MNepexoauT B TBEpAoe
CTEK/I000pa3HOe  COCTOAHME, MWHYA  CTaguio  obpas3oBaHuMA  fbga. VIMEHHO  ob6pasoBaHuWe
BHYTPUK/IETOUYHbIX KPUCTANI0B /iba OKa3blBAET MOBpeXpaloliee BO3LENCTBME HAa 3aMOPaXMBaeMble
KneTok. BuTpudmkaums nos3sonset wu3bexarb BO3HWKHOBEHMS KPUCTIOB fbfa W obecneynBaet
NYULIYH BbDKMBAEMOCTb K/ETOK NOC/Me pasMopauBaHusi. B mpouecce BUTpUMKaumMm nog AericTBrEM
ocMoca, MOCPeACTBOM YHMBEPCA/IbHOrO pacTBOPUTENS U MPOBOAHUKA Yepe3 KJIEeTOYHble 6Gapbepbl
aumetuncynbokenga (AMCO) npoucxofuT 3amellleHue BOAbl BHYTPU KNETKM Ha cneuuanbHble
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NHCTPYKUMS MO NPUMEHEHIO AN MeAMLMHCKUX CMeLmMasucToB

TLiaHuier MaHMNyNAUMOHHLIA /1 BCNoMoraTesibHbIX PENPOAYKTUBHBIX
TEXHO/IOTWiA, B BApUaHTax MUCMOSIHEHUS

REPRalL<>-F MnaHweT gns sutTprudomnkaLmm

MpoekT gnsi POCCUINCKOTO pbIHKA

BELLECTBA-KPMONPOTEKTOPbl  (3TWUNEHTINKONb, rMAPOKCUMPONWA LLeNN03a). BuTpudukaLms
NPUMEHSIETCA AN1s1 00UMTOB (AKLEKNETOK), 61aCTOLMCT M 3MBPMOHOB Ha CTaANN [ieneHus.

MnaHWeT ANs BUTPUQMKALMKN > MeANLMHCKOE WU3eNne, Cnyxallee eMKOCTbIO ANs1 PacTBOPOB: B NIYHKM
MnaHLeTa HaNMBaKOTCA PACTBOPbI, B KOTOPbIX MPOBOAATCA MaHUNYAALMM C 06BEKTAMM.

MOTEHUWMANBHBIE MOTPEEUTENN MEAVLNWHCKOIO N3LENNA

MnaHweT ANns BUTPUDMKALMKX NpefHasHayeH ANS WUCMOMb30BaHWA B 1e4eOHO-MPOMNaKTUYECKNX
yUupeXxaeHusX, akKkpeaMTOBaHHbIX Ha OKasaHWe MOMOLLM B 06/1acTM BCNOMOraTe/lbHbIX PENPOAYKTUBHbBIX
TexHonorunin (BPT), Taknx Kak KAMHWUKK, nabopatopumn u LeHTpbl IKO.

Pa6boTy C MegMUMHCKAM W34eNMEM [O/MKHbI  OCYLECTBAATL KBaNMULMPOBAHHbIE CMELMUANUCTbI-
ambpuonory,  MMerolMe  Heob6XOAMMYHO  cheuvanMsauuio,  obnafarolime  COOTBETCTBYHOLLMMU
NpotheccUoHaNbHbIMW 3HAHMSAIMWU U HaBblKaMK, a TaKXXe OMbITOM paboTbl B 061aCTU BCMOMOraTe/lbHbIX
PenpoAyKTUBHbIX TexHoNorunii (BPT).

PekomeHayeTcs cneyuanbHoe o6yyeHne METOAy BUTPUGDMUKALMKA U PasMOpaXkuMBaHUs, T.K. MeTOZ UMeeT
MHOrO CMeLnanbHbIX TEXHUYECKUX HI0AHCOB, BAXKHbIX 4151 MUHUMU3ALLMU NMOBPEXAEHNS KNEeTOK.

MOKA3AHVA KMNMPUMEHEHNIKO MEONLUMNHCKOIO U3LAENNA

« Tlocne ropMoOHaNbHON CTUMYNALMKA NALMEHTKU PEKOMEHAYETCS KPUOKOHCEepBaLus aMO6PUOHOB AN
CO3/laH1sl BO3MOXHOCTU MepeHoca «B eCTECTBEHHOM LIMK/NE.

»  PekoMeHAYeTCsl KPUOKOHCEpBaLWs OOLMTOB B C/lyyae HEBO3MOXHOCTU MOYUYUTb CMepMy MyXa W
HepeLLeHHOM BOMpPOCe O JOHOPCTBE CMepMbl.

» [py GOMbLLIOM KONUYECTBE 3MGPUOHOB PEKOMEH/YETCH KPMOKOHCEPBaLMs BCEX 3MBPUMOHOB, KpoMe
1-3-X WITYK (N0 NoKasaHWAM), eI NPUHATO pellieHne 0 HeMe/leHHOM NepeHoce 3MBPUOHOB.

»  PekomeHfyeTcs Npwv co3faHnm 6aHKa JOHOPCKMX 00LUTOB.

» PekomeHayeTcs Mpy co3AaHuM GaHKa OOLMTOB MalMeHTOK (epTWU/IbHOFO BO3pacTa C [MarHo3oM

paKkoBOro 3aboneBaHUs, MNAHUPYIOLWMX B AafbHEALIEM POXAeHME AeTeld, nepes MPOXOXKAEHWEM
Kypca XUMuoTepanuu.

MPOTUBOMOKASAHNA KMNPUMEHEHWIO MEANLUWHCKOIO U3AENNA
CneumanbHble MPOTUBONOKA3aHUS OTCYTCTBYHOT.

ycnoBud nPMMEHEHNA MEOWLNHCKORK U3AENNA

MnaHweT ANS BUTPUDUKALMM MOXET MPUMEHATLCA TONMbKO B YCMOBUAX  CMELUan3MpoBaHHON
naéopatopum KO ¢ MHKy6ATOPOM U KPUOXPAHWULLEM, UMEIOLMM YCNOBUA AN paGoTbl C XUAKUM
a30TOM. /ICNonb30BaHMe MeANLMHCKOTO M3AENNS B UHbIX YCNIOBUSAX HE [OMYCKaeTcs.

Temnepatypa npumeHeHusi 25-27 ®C, oTHOCUTENbHasA BNaXHOCTb Bo3dyxa - 45-80%, aTmocgepHoe
faBneHue 84,0 - 106,7 klMa (630-800 Mm pT.CT.).

MOCKONbKY MeAWLIMHCKOE U3AeNnue MMeeT OrpaHuYeHHbIA CPoK rogHocTu (2 roaa), nepes NpUMeHeHem
Heo6X0AMMO BHMMATENbHO M3YUMTb MApKMPOBKY M [aTy OKOHYaHWS CpOKa rofHOCTU. MeanumHCKoe
WU3[eNne C UCTEKLINM CPOKOM FOAHOCTY MCMOMb30BaTh HEMb3A.

MnaHwWweT Ans BUTPUGMMKALNKA [OMKEH XPAHWUTLCA U WUCMOMb30BaThCA B COOTBETCTBUM C yKasaHUsSMMK,

npuBeAeHHbIMN Ha 3TUKETKE N B |/|HCprKLI,I/II/I no NPUMEHEHNID. MeguumHCcKoe nsgenve, XpaHuBLLeecs
HenpaBW/IbHO, UCNO/Mb30Barrb HE/b3A.
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VHCTPYKUMS MO NPUMEHEHIO A1 MEAMLMHCKIUX CneuyasnincToB

MnaHweT MaHI/II'nyIFILI'I/IOHHbII‘/’I AN BCnoMoratesibHbIX PenpoayKTUBHbIX
TEXHOMOrniA, B BapnaHTax UCMNOJ/IHEHUA

REPROLIFE MnaHweT Ana BUTPUUKaLIAN

MpoekT /19 POCCUIACKOTO pbiHKa

Mepes NprMeHeHWEM HEOBXOAMMO OCMOTPETb MHAMBUAYATbHYIO (MEPBUYHYIO) YMAKOBKY Ha Hanuuue
MOBPeXAeHWin. B cnyyae, ecnv UHAMBMAYanbHas (NepBryHas) ynakoBka UMeET MPU3HAKM MOBPEXAEHUS,
MEeOULMHCKOE W3AeNMe WCMO/b30BaTh Hesb3s. [locne BCKPbITUS  MHAMBMAYASIbHON  (MEpBUYHOIA)
yNaKoBKW CNefyeT OCMOTPETb MEAULMHCKOE U3AENNE HA HAMMUMe NMOBPEXAeHUIA. MeanLMHCKOe usaenue,
VMELOLLEe NPU3HAKM NMOBPEXAEHUN, NCMOMb30BATb HE/b3S.

MEPBI MPEAOCTOPOXHOCTU

OTfeneHnst  3KCTPaKoprnopanbHOro  onnogoTeopeHuss  (QKO)  wnm  gpyrux  BcnomoratesbHbIX
PENPOAYKTUBHBIX  TEXHOMOTUiA JO/MKHbI COOTBETCTBOBaTb  TPeGOBaHMSM «CaHuUTapHo-
3MMAEMUONOTUYECKINX TPEGOBaHUIA K OpraHMW3almsm, OCYLLECTBASIOWMM MEAULMHCKYIO AeATENbHOCTbY.

MepcoHan yupexzaeHust LO/KeH cobnogath 06LLENpuHATLIE B nabopaTopusx Mepbl 6e30MacHOCT U
MpefoOCTOPOXHOCTH, UCMO/b30BaTh CPEACTBA MHAUBUAYIbHON 3aLLUThI.

MepcoHan YYpexaeHWsi [OMKEH 6biTb COOTBETCTBYHOLMM 06pPa3OM MPOUHCTPYKTMPOBAH W [LO/KEH
co6oaTh Mepbl NPEAOCTOPOXHOCTM NpU paboTe € XUAKMM a30TOM U cocydamu [broapa.

[0CTYn MOCTOPOHHMX /WL, W HEKBaNU(ULMPOBAHHOrO MepcoHana B NabopaTopuio [OMKEH O6blTh
OrpaHNYeH.

ﬂ,OCTyI’I MOCTOPOHHUX NNy, ” HEKBa}'IVI(*)I/ILI,VIpOBaHHOFO nepcoHana K MeanuMHCKOMY WM3OENNK0 O0J/IKEH
ObITb OrpaHn4yeH.

OMMCAHWE BAPNAHTA NCMOJIHEHNA MEANLUMNHCKOTIO U3LENTNA

MnaHweT ANS BUTPUMMKALMM TPEACTaBAseT COGOM MeAMLMHCKOE W3Aenue M3 njacTuka B BUe
MPsMOYroNbHOr0 MiaHweTa ¢ 3-Ms MOAYChepuyeckUMU NyHKamyW W BbIEMKOW ANs HocuTens Ans
BATpUMKALMU. Y MnaHweTta Ans BUTPUAMKALAY NMEETCS NPo3payHast KpbILLKa.

®yHKLUMOHaNbHasA ponb MnaHWweTa Ang BUTPUDUKALMM - MeAULMHCKOE W3fenune, Ciyxalllee eMKOCTbIO
ANs pacTBOPOB: B NiYHKM [MnaHLIeTa HanuBalOTCs PacTBOPbI, B KOTOPbIX MPOBOASTCS MaHWNynauuu ¢
o6bekTamMu. Kaxaplii MaaHWweT ans BUTpUGUKaLMM paccumTaH Ha 1 (0AHO) NpuUMeHeHMe.

Bblemka Ha MnaHLweTe Ha BUTPUGMKALMM CNPOEKTMPOBAHA TakM 06pasoM, YTO PacnofioXKeHHbI B Heil
HOCUTE/Ib MAS BUTPUGDMKALMN HAXOAUTCA B OAHOW (hOKYCHOI MMOCKOCTH C 3aMOpaXkMBaeMblM 06bEKTOM,
Haxo4swWwmmes B NyHKax [naHweTa fAns BUTPUGMKALMM, 4YTO MO3BONSIET CYLLECTBEHHO YMPOCTUTH
npoLeaypy BUTPUGDMKALMK Ha Tane NepeMeLLeHrs 3aMopaXKBaeMoro 06beKTa Ha HOCUTE Tb.

Hocutenb ans BUTPUQUKaLMK SBNSETCA MEAULUMHCKAM U3AENMEM, PEKOMEHAOBAHHbLIM /15 COBMECTHOIO
ncnonb3oBaHus ¢ MnaHweTomM (cM. Pasgen. «OnucaHne MefuLWUHCKUX U3AeNunid, peKOMeHA0BaHHbIX A/
COBMECTHOFO UCMO/Mb30BaHNS»).

Pasmepbl nnaHweta gns sutpugukagmmn, SN1H=B: (65,92 + 0,50) mm x (26,92 + 0,30) mm x (7,50 = 0,20)
MM.

KonmM4yecTBo Kpyr/bixX IYHOK: 3.

LunameTp Kpyrnoi nyHku: (15,0 £ 0,2) mm.

Pa3mepbl BbIEMKW A1 HOCUTena Ans BuTpugmkaumm, OAxWx (62,93 + 0,50) mm x (3,25 £ 0,10) MM X
(3,50 = 0,10) mm.

Pasmepbl KpbIlWKW nnadweTta ans sutpudmkaumm, OxWxB: (65,10 £ 0,50) mm x (26,10 + 0,30) MM X
(5,80 £ 0,20) mMm.

Macca nnaHweTa gnsa BuTpudmKaumm ¢ Kpblwkoi: (6,7 £ 0,3) rp.
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|/|HCprKLI|I/IF| no NpUMMeHeHnto AnAa MeguUnHCKMUX cneunasimcTtoBs

MnaHwet MaHVII'IyJ'IFILI,I/IOHHbIVI Ana BCrioMmoratesibHbIX PenpPoayKTUBHbBIX
TEXHOMOrniA, B BapmaHTax ncnatHeHus

REPROI 'FE MnaHweT ana sUTpudnkaumnn

MpoekT ana Poccuiickoro pbiHka

MpaHWweT Ans BUTPU(MKALMM SBMSETCS O4HOPa3oBbIM. MOBTOPHOE WCMOMb30BaHWE HE [AOMYCKaeTcs.
MoBTOpHAs CTEPUIN3ALMS HE JOMYCKAETCS.

CpoK rofHOCTU C faThl npow3sofcTea: 2 (4Ba) roga. Vcnonb3oBaHUe MeAMLMHCKOTO M3Aenus mnocne
UCTEYEHUS CpOKa FoAHOCTM 3anpelleHo. [1ocne WCTeUYeHMs CPOKa TOAHOCTM  HEWUCMO/b30BaHHbII
MnaHwWeT ans BATPUGMKALMM [O/KEH GbiTb YTUAM3MPOBAH KakK HEOmacHoe W3fenne B COOTBETCTBUM C
npaBuAaMu YTUAN3aLMUK, NPUHATBLIMU B e4e6HO-NPOMUNAKTUYECKOM YUPEXAEHUN.

COCTAB MEAVNUMNHCKOIO U3OENNA
MonucTrpon, XUAKWIA napaduH, npoyne Jo6asKu.

- MeauLyHCKOe U3eNne He COAEPXXMT B CBOEM COCTaBE NIEKAPCTBEHHbIX CPEACTB, a TakKXKe He COAepXWT
I MaTepnanos XMBOTHOTO 1 (MNN) YeNOBEYECKOTO MPOUCXOXKAEHNS.

MeAMLMHCKOE U3Aenne He COAEPXKWT B CBOEM COCTaBE BELLECTB, K/MACCU(PULMPYEMbIX KaK «OMaCHbIE»
NN «TpeByHoLLme cneLmanbHbIX Mep NpesocTOPOXXHOCTU» MPU 06paLLeHUN U XpPaHeHUN.

CTEPUNTN3ALNA

MeauLUHCKOe M3[eNne CTEPUIIBHO.

Tun cTepunnsaLmm - pagnaumoHHas CTepunmn3aLms.
MoBToOpHas CTepunM3aLIMs He A0MyCKaeTcs.

B cnyvae HapyLleHWs LenoCcTHOCTW VHAMBUAY/IbHON (MEPBUYHOIA) YNAKOBKM 13 MPO3Pa4YHOro
MoSMNPONUIeHa MeAULMHCKOE U3AENNE UCTIONB30BATh HEMb3S.

Tonbko ANA 04HOPA30BOro UCNOb30BaHNS.

OMWCAHWE MEAVNLMNHCKUX N3AENVIN, PEKOMEHAOBAHHbLIX A/19 COBMECTHOTIO
MPUMEHEHWNA

MnaHweTr ans  BUTPUMUKALUW  PEKOMEHAYeTCA K WCMOMb30BaHUID Kak  Creunanm3npoBaHHOe
MeAVLMHCKOe W3feNine COBMECTHO CO ChefyroluMMyM  MEAULMHCKUMMW  U3[envaMuM  NPOM3BOACTBA
komnaHuy PEMPOJTIAV®, UHk., Anonna (REPROLIFE, Inc.) unu aHanormyHbIMu:

* «Habop fna BUTpU(MKALMKM OOLUTOB M 3MOPUOHOB, B BapuaHTax WCMOSIHEHUs» (fanee Nno TeKCTy
MOXET YNOMUHATbCA Kak «Habop ana sutpudukauumn»). PY Ne P3H 2019/9054 ot 17.10.2019 .

e «Hocutens ana suTpuMKauumn  «KproTero>,
ynoMmnHatbes Kak «KpuoTek»). [ns COBMECTHOro
TO/IbKO rocse nosiyvyeHus PY.

pasnMuHbIX LBETOB» (fJanee MO TeKCTY MOXeT
ncrnonb3osaHua ¢ lMnaHweTtom KpuoTek AocTyneH

OnucaHne Habopa agna  BuTpuduUKayum
00LMTOB B 3MOPMOHOB, B BapnaHTe UCMOIHEHNS
«Habop «101» gna BuTpuuKaumm oouuToB "
3MOpPMOHOB, B COCTaBe»

Habop «101» pgna BuTpudmMKauMm OOUWUTOB K
3M6pMOHOB, B COCTaBe MpefHasHa4yeH And
BUTpUUKaUMK (3aMOpaxXuBaHus) U XpaHeHUs B
XWUAKOM a30Te 00LMTOB U 3IMBPMOHOB MauueHTa B
npouecce NPUMEHEHNSA BCMOMOTraTeNbHbIX

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

OnucaHne Habopa gna  BuUTpuguUKayumu
00LUTOB N 3MOPMOHOB, B BapuaHTe UCMONMHEHMNA
«Habop «110» gns BuTpuuUKaLmm OOLUTOB U
3MO6PMOHOB, B COCTaBE»

Habop «110» pgns BMTpUUKALUM OOLMTOB M
3MOpMOHOB, B COCTaBe MpejHasHauyeH Ans
BUTPUUKaLMN (3aMOPaXKMBAHMS) W XpaHEHUA B
XWUAKOM a30Te 00L,TOB M 3MOPMOHOB NalLMeHTa B
npovecce Npy.MeHeHMA BCMOMOTaTeNbHbIX

CrpaHunua 4 3 8



1! WHCTPYKLMA N0 NPUMEHEHMIO A8 MEANLIMHCKUX CMeLmManimcToB

MnaHwWweT MaHUNYISLUMOHHbIA 4711 BCTIOMOraTe IbHbIX PenpoayKTUBHbIX
TEXHO/OrWIA, B BapuaHTax MCMOSIHEHMS

REPRaLire

MAaHwWeT SU19 BUTpUdIMKaLmm

MpoekT ana POCCUICKOro pbiHKa

PENPOAYKTUBHbLIX TexHonoruii (BPT).

MpeacTaBnseT cO60i KapTOHHYH YNAaKOBKY, B
KOTOpOW HaxoasTcs:

1. PacTBop ypaBHoBeLwumBatowmii ES, 1.0 mn (1
npobupka);

2. PacTBOp BUTPUGMKaLMOHHBIA VS, 1.0 M (2
npo6upkn);

3. Hocutensb gna sutpudmkaumm «Kpnotek», 4 wr.
4. MnaHweT BUTPU(MKALMOHHBIRA, 3 LWT.

5. IHCTpYKUMA NO NPUMEHEHNIO.

Habop «101» ana BUTpUMKaL MM OOLUTOB U
3MBPUOHOB, B COCTaBe AB/AETCH O4HOPA30BbLIM.
MoBTOPHOE NCNONb30BaHNE He LOMYCKAeTCs.
lMoBTOpHAasA CTepuIM3aLma He fOMYyCKaeTcA.

Cpok rogHoctu ¢ gatbl npoussofctea: 1 (04WH)
rog. Vicnonb3oBaHve Habopa gns BuTpudmkauun
rnocfie WCTEYEHMS CPOKa FOAHOCTM  3arpeLleHo.
Vcnonb3oBaHHbI  Habop Aans  BUTpUgMKaumm
NOANMIEXUT  YTUAM3AUMM  KaK  NOTEHUMaNbHO
UHDULMPOBaHHbIE OTXOA4bl, B COOTBETCTBMU C
rocyfapCTBEHHbIMW  HOpPMaMu 1 NpaBUIamu,
NPUHATBLIMM B /le4eBHO-NPOPUNAKTUYECKOM
yupexpaeHuun. llocne WUCTeYeHWUs CpoKa rOAHOCTU
HeNCnosb30BaHHbIN Habop fAns  BUTpUGUKaLMK
JOMKEH  6bITb  YTUAM3MPOBAH KakK HeonacHoe
usgenve B COOTBETCTBUM  C  Npasuiamu
yTUAn3aunu, NPUHATBIMM B neye6bHo-
NPONNAKTUYECKOM YUpeXaeHUn

PY Ne P3H 2019/9054 ot 17.10.2019 .

PENnpoAYKTUBHbIX TexHonoruin (BPT).

MpeactaBnseT Cco0OOW KapTOHHYH YMakoBKy, B
KOTOpOIi HaxoasTcs;

1. PactBop ypaBHOBewwmBawowuin ES, 1B ma (2
npo6upkn);

2. PactBOop BUTPUMKaUMOHHBLIA VS, 1.8 mn (4
npooumpKun);

3. VIHCTpyKUMs N0 NPUMEHEHUIO.

Habop «[MO» pna BUTpUPUKALUM OOLMTOB U
3MOpPUOHOB, B COCTaBe paccumTaH Ha 5 (nATh)
npvMeHeHWin.  [oBTOpHasa  cTepuauM3auus  He
L,0NyCKaeTcs.

Cpok rogHoctTu c fartbl npoussoAactsa: 1 rog.
Vcnonb3oBaHve Habopa ans Butpudmkaymm nocne

NCTeYeHUs cpoka rogHocTM 3anpeLLeHo.
Mcnonb3oBaHHbIn  Habop pana  BUTpugmKaumm
NOANEXUT  YTUAM3aUMM  KaK  NOTeHLUMabHO

WH(WLMPOBAHHbIE OTXOfbl, B COOTBETCTBUM C
rocyflapCTBeHHbIMU  HOpMamu 1 MpaBuUiaMMu,
MPUHATLIMK B ne4e6HO-NpodunakTUUYECKOM
yupexaeHuun. ocne UCTEUEHUs Cpoka rOAHOCTM
HEWUCMONb30BaHHbI HaGop Ansa  BUTPUDMKALMK
JOMKeH ObiTb YTUIM3MPOBAH KakK HeomacHoe
u3genMe B COOTBETCTBMM  C  MpaBW/iaMu
yTUAM3auum, MPUHATLIMU B neyeGHO-
NPOUNAKTUYECKOM YUPEXAEHNM

PY Ne P3H 2019/9054 ot 17.10.2019 r.

O6paTnTe BHUMaHWe, YTO MMaHLIETbl, BXoAALWMe B Habop Ans BUTpUGUKALUA OOLUTOB 1 3MOPUOHOB, B
BapuaHTe McnonHeHnsa «Habop «101» gnd BMTPUGMKALMM OOLMTOB M 3MOPMOHOB, B COCTaBE» XOTS M

HOCAT HasBaHuWe «[llnaHweTt

BUTpUMKALUN.

BUTPUDUKALMOHHbI»,

ABNAKOTCA  MAEHTUYHbIMKU  [naHweT Ana

OnucaHune Hocutenst Ans BUTPUGUKaLMN «KPHOTEK», PasinyHbIX LiBETOB

HocuTens s BATpUGMKaLUM «KpuoTeK», Pas/iMuHbIX LIBETOB MCMOMb3yeTcs A8 BATPU(MKALUM B
XUOKOM a30Te, XpaHeHWsi W MOCNeAyHoLLEero pasMopaXkMBaHWsi OOLMTOB U 3MOGPUOHOB MauueHTa B
npouecce NPUMEHEHWUs BCTOMOraTebHbIX PENpPOAYKTUBHbLIX TexHonoruii (BPT), o6ecneuynBas

BbDKNBAE€MOCTb 6|/|omaTep|/|ana.

KpnoTek npepcTasnseT co6oii HOCUTENb ANS BUTPUGMKALMM, COCTOALMIA W3 TOHKON npo3payHolil

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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|/|HCprKLI,VIF| no MPUMEHEHNIO ANA MEANUWMHCKUX CrneynanncTtoB

MnaHwer MaHMI'IyJ'IFILI.VIDHHbIVI 4na BCnomoraTesibHbIX penpoayKTUBHbIX
TEXHOMoruii, B BapuaHTax UCNOJIHEHNA

Repno - ire MpaHwWeT Ans BUTpUhUKaLmum

MpoeKT ans PoccuiAickoro pbiHKa

MNEHKM, COEAMHEHHON C MIAcTMKOBOM PYKOATKON (paboyas uacTb). Paboyas 4acTb 3akpbliBaeTcs
KONMaykoMm. Bce yacTu HOCUTeNs YCTOMUMBBI K XXUAKOMY a30Ty. Ha MoBEpPXHOCTb MAEHKM MOMeELLaoTCs
NOArOTUB/EHHbIE GO06BEKTHI, NOANEXALLNE BUTPUDMKALMN.

KpI/IOTeK BbIMYyCKaeTCA pasnvqubEx LBETOB.

KOHCTpyKUMS HOCMTeNelh BO BCEX CNyYasaX OAMHAKOBa, U34e/INA OTINYAIOTCSA TOIbKO LBETOM PYKOSATKM:
6enbliA, KpacHbI, CUHWIA, 3eNeHbIN, XXENTbIi

CpoK roHOCTM C iaTbl NpoKU3BoACTBa: 2 (ABa) roda. Vicnonb3oBaHue KpuoTeka nocie NCTEUEHNs CpoKa
roAHOCTV 3anpeleHo. Lcnonb3oBaHHbI KpUOTEK MOANEXMUT YTUNU3ALMM  KaK  MOTeHLMaNbHO
NH(DULMPOBAHHbLIE OTXO/bl, B COOTBETCTBUM C FOCY/AAPCTBEHHLIMWU HOPMaMI 1 MpPaBMIamMm, NPUHATLIMM
B /Ie4e6HO-NPOMUNAKTUHECKOM YupexaeHun. ocne UCTeYeHnst CPoKa roAHOCTU HEUCNOb30BaHHbIiA
KpuoTeK [0/MKeH 6biTb YTUAM3MPOBAH Kak HEOMacHoe W3denue B COOTBETCTBAM C Mpasuiamu
YTUNU3ALMN, NPUHATLIMN B N1e4e6HO-NPOPUNAKTAYECKOM YUPEXAEHNN.

[nA COBMECTHOro MCnonb3oBaHus ¢ MNnaHweTom KpI/IOTeK [OCTYIMEH TOMIbKO MOC/Ee NOy4YeHUA PY.

NMOPAAOK MPUMEHEHUA MEONUMNHCKOIO N3AE/TNA

OTKpoiiTe WMHAMBUAYaNbHYIO (NEpPBUYHYIO) YNaKoBKY [lnaHweTa Ans BATPUGMKALMW. YCTaHOBUTE
MnaHweT 418 BUTPU(MKALMM Ha NOACTaBKe AN MUKPOCKONa. Tpu Monycqepuyeckne NyHKU AOMKHbI
6GbITb Criepean, a BbleMKa 418 HOCUTENs ANs BUTPUAUKaALMKM - c3aan. CHAMUTE KPbILLKY.

MnaHweT Ans  BUTPU(MKALMM  PEKOMEHAYETCS  WCMonb3oBaTb COBMECTHO ¢ HaGopamu gns
BUTPUMKaLuK. MposeauTe NpoLeaypy BUTPUDMUKALLMIA B COOTBETCTBUN C YKA3aHWUAMM, U3NI0XKEHHBIMU B
WHCTPYKLUMM NO MPUMEHEHUIO UCMONb3yeMblXx HaGopoB ans BuTpudmKkaumu (cMm. pasgen «OnucaHue
MEANLIMHCKUX U3AENUNIA, PEKOMEH/J0BAHHbIX [/11 COBMECTHOFO MPUMEHEHUS»).

BbINOMHSANTE 3TY AEACTBUA NPU YCNOBUSAX, OMUCAHHbBIX B Pa3fiene «YCrnoBus NMPUMEHEHNS MeAULIMHCKOTO
n3nenuns».

YCNnoBUA XPAHEHNA MEAVNLUWNHCKOTI O N3AENTNA
Temnepatypa xpaHeHus 10 - 25 ®C, n3beras NpsMbIX COMTHEYHbIX NYYeil.
Bepeub oT Bnarw.

He ncnonb3oBath nocsie OKOHYaHWsA CPOKa rofHOCTHU.

He noggepratb NOBTOPHON CTEPUAU3ALMUMN.

He noanexuT NoBTOPHOMY MCMO/b30BaHUIO.

yCcnoBumda TPAHCNOPTUPOBKN MEANLUNHCKOIO N3AENNA

YcnoBua TpaHCMOPTUPOBKK: npu Temnepatype 10 - 25 ®C

bepeub OT Bnaru.

Bepeyb OT BO3AENCTBUSA COMHEYHOIO CBETA.

Mpu nepeHoce co6/04aTb OCTOPOXHOCTb.

TpaHCnNopTUPOBKAa BO3MOXHA BCEMW BWAAMWU TPaHCNOPTa B KPbITbIX TPAHCMOPTHbLIX CpeLcTBax C
CO6/I0AEHNEM YC/IOBWIA TPAHCMOPTUPOBKM 1 B COOTBETCTBUM C TPeGOBaHMAMU U NpaBnIaMn NMepPeBO3KM
rpy3oB, AeACTBYIOWUMI Ha K&KAOM BUAE TpaHcnopTa.

CtpaHuya 6 13 8
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|/|HCprKLI,I/IF| no NpMMeHeHunto Ana MeanLmMHCKNX cneynasincTtos

MnaHwet MaHVII'Iy}'IFILI,VIOHHbIVI Ana BcnomoratesibHbIX penpoayKTUBHbIX
TEXHO/OMiA, B BapuaHrax UcnosiHeHus

(«Epsac'r ¢ MnaHweT ans suTpndukaumnn

MpoekT ansa Poccuiickoro pbiHKa

YCNoBuUda YTUANIAUNN MEANLUNHCKOTIO N3AENNA

Mcnonb3oBaHHOE MeAMLMHCKOE W3fenne MOANEXUT YTUAN3aUMM Kak NoTeHLManbHO UHMULMPOBaHHbIe
OTXOAbl, B COOTBETCTBUM C rocyjapcTBeHHbIMU Hopmamu (CaHluH 2.1.7.2790-10 CaHuTapHo-
anugemMunonornyeckne TpeboBaHMA K 0OpalWeHWto € MefWLMHCKAMMK 0TX0famu) UK npaBuiamu,
MPUHATBIMU B 1e4eBHO-NPOMUNAKTUHECKOM YUPEXAEHUN.

He ncnonb3oBaTh MeANLMHCKOE U34enne noBTOPHO.

Heuncnonb30BaHHOE MEAWLIMHCKOE U3AENNe C UCTEKLLMM CPOKOM FOAHOCTY MOANEXWUT YTUAU3ALMN KaK
HEomNacHbI OTXOf, B COOTBETCTBMM C rOCYAapCTBEHHLIMY HOPMaMmMii M MpasBunamn, MNPUHATLIMA B
ne4ve6HO-NPOMUNAKTUUYECKOM YUPEXAEHNN.

MeauumMHCKOE N3enne He MOXKeT ObITb YTUNN3NpoBaHO BMECTE C ObITOBLIMU oTxogamu.

TPEBOBAHWA K TEXHVNYECKOMY OBCNYXMNBAHNIO N PEMOHTY

MeaMUMHCKOe U3Aenne He COAEPXWUT KOMMOHEHTOB, MOAMEXalUX TeXHUYECKOMY O06CNYXWBAHUK W
PEMOHTY.

MeavunHCKOe n3genve npefHasHavyeHo 418 04HOPa30BOro MCMOo/b30BaHUS.

YMNONMHOMOYEHHbLIN  MPEACTABUTENL MNPOU3BOAUTENA B POCCUWCKOM
SELEPALINN

OO0 «U/HTepreH»,

Agppec: Poccuiickas degepayms, 117186, r. MockBa, yn. HaropHas, g. 4A,

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

info(alintereen.ru

PernctpaunoHHoe y40CTOBEPEHNE: **** T ****

CMMBONbl, NCMONB3YEMbBIE B MAPKUPOBKE MEANUMNHCKOIO U3AENNA

4* CumBon PacwundposkKa
REF Howmep no karanory
|| ot | Kopg naptun
m | M3roTosuTenb

CrO Jara n3rotosneHus

Mcnonb3oBsatb L0
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WHCTPYKUMA N0 NPUMEHEHWIO /15 MEMLIMHCKUX CNeLmvanncToB

MAaHwWeT MaHUNYNAUMOHHBIN 471 BCnoMoraTe/lbHbIX penpoayKTUBHbIX
TEXHO/IOT, B BapuaHTax UCMOJIHEHMS

MnaHweT A4s1s BUTpUdMKaLmum

MpoekT ans Poccuiickoro pbiHka

Pacwugposka

PaanaumoHHas cTepuinsaums

O6paTMTECh K MHCTPYKLWW NO MPUMEHEHNIO

OCTOpOXHO! OBpPATUTECH K MHCTPYKLIMM MO
NPUMEHEHMIO

He 1cnonb3oBaTh Npu NOBPEXAEHUN YaKOBKY

3anpeT Ha NOBTOPHOE NPUMeHeHKe

He cTepunn3oBaTb NOBTOPHO

bepeyb o1 Bnaru

10"(Y1

X
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He ponyckaTb BO3[eACTBUA CONHEYHOrO CBeTa

YCnoBus xpaHeHus;
TemnepaTypHbIii guanasoH ot 10®C go 25 °C

3anpeLieHo yTMNN3MpPoBaTh C 6bITOBLIMU OTXOAAMU
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WHCTPYKLMS 10 NPUMEHEHMIO A8 MEANLIMHCKUX CNEeLUaiucToB

MAaHWeT MaHUNYNSILUMOHHbIA AN BCoMOoraTe lbHbIX PenpoayKTUBHbIX
TEXHOMOrMIA, B BapuaHTax UCMOSHEHNS!

ReEPRO - Fe MnaHweT 4151 pasMopavk1BaHus

MpoekT ans Poccuiickoro pbiHka

VMHCTPYKUMNA no MPUMEHEHWIO
AnAa MEOVUUUVHCKUX CMEUMANTNCTOB

HANWMEHOBAHWE MEOVWLUWMNHCKOIO U3AETNA

MnaHwert MaHI/II'Iy]'IFILI,I/IOHHbIVI ONna BCnomMmoraTte/ibHbIX PENPOAYKTUBHbIX TEXHONOrnit, B BapnaHTax
ncnonHeHnA

BapunaHT ncnonHeHusa 2:
- MNnaHwer ansa pasmopaxusaHus;
* IHCTPYKLMS MO NPUMEHEHMIO.

[anee no TeKCTY TakXXe MOXET YNOMUHATLCA Kak: «[naHwWeT ANA pasMopaXKnBaHua», «lnaHLweT»,
«MenunHCKoe nsgenve», BapuaHTbl HanncaHnAa C 3arnaBHOM 1 CTpOHHOIz 6yKBbI PaBHO3HAYHbI.

OTBETCTBEHHbI/ NPOV3BOAUNTE/b ALPEC MECTA NMPON3BO4CTBA
MEONUMHCKOIO N3AENUA MEOVNUWMHCKOIO N3LENNSA
PEMPONAND, NHK., Anonns (REPROLIFE, Inc.) PEMPONIAV®, NHk., Anonns (REPROLIFE, Inc.)
2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-0022,  2-5-3-9F Shinjuku, Shinjuku-ku Tokyo, 160-0022,

Japan Japan

(2-5-3-9® CuHpasoKy, CUHA3I0KY-KY TOKMO, (2-5-3-99 CuHgstoKy, CUHA3I0KY-KY TOKMO,
160-0022, AnoHwus) 160-0022, AnoHus)

Tel. +813 59258931 Tel. +813 59258931

info(2reprolife.ip infofareprolife.ip

HA3HAYEHVNE MEONUMNHCKOTIO U3AENTINA

MAaHWeT MaHUNYNAUMOHHBLIA AN BCMOMOraTeNbHbIX PEnpPOAYKTUBHbLIX TEXHOMOMWA, B BapuaHTax
UCMOMHEHNS NpPeAHasHaueH A/ NOAroTOBKY MPOBEAEHUS MPOLEAYP BUTPUGDMKALMK B XWUAKOM a3oTe 1
ANs MOCNEyHOLIEr0 PasMOPaXMBaHUs OOLIMTOB M 3SMOPUOHOB MalMeHTa B MPOLEcCe MPUMEHEHMs
BCMOMOTaTeNbHbIX PENPOAYKTUBHbLIX TeXHoNoruii (BPT).

4 COPEPAMPUMEHEHUNA MEAMUMHCKOIO U3AENNA

MnaHWeT AN pasMOpaXuBaHWA MPUMEHSiETCA B cepe PenpoayKTMBHLIX TexHonoruii (3KO) ansa
neyeHns Gecnnoams, CBA3aHHOMO C NOOLIMU HapyLLUEHUAMW PENPOAYKTUBHOW (PYHKLMKU, B TOM YuChe C
HapyLleHMeM NPOXOAMMOCTM MaTOYHbIX TPyO W cnaiikamu B OpraHax Majioro Tasa »eHLMHbI, a TaKkxke
Mpu HapyLeHNAX, CBA3AaHHbIX C MYXXCKMM (hakTopoM 6ecnnogus. MeanumMHCKOe WU3fenne Takke
NCNoNb3yeTcs MpU pasMOPaXKMBaHUM OOLMTOB OHKONMOMMYECKMUX GOMbHbLIX, KOTOPblE BUTPUDMLMPYHOTCS
nepef MpoBefleHNEM Kypca neyeHns (xumuoTtepanun). MeguUMHCKOe M3[ennMe MOXeT MCMOo/b30BaThCA
TaKXXe€ B Hayu4HbIX WCCNEfOBaHUAX, B KOTOPbIX WMEeTCs HeobXoAaMMOCTb  PasMOpaXKmBaHWS
610N0rNYECKNX 0OBEKTOB.

MPUHLUMN AENCTBUA MEANLUHCKOIO U3AENUSA

PasmopaxusaHue - 3TO MNpouecc, 06paTHbIA BUTPUGBMKALMM. B Xofe pasMOpaxkuBaHWs MPOUCXOAMT
yhaneHne KpuonpoTekTopa U3 6GMO0GHEKTOB, MOCTENEHHOE 3aMelleHVe KpUOompoTeKTopa BOAOW K
BbIpaBHMBAHME OCMOTUYECKOTO [1aBNeHNs B KOHTPOIMPYEMbIX YCMOBUSIX.

MnaHwWweT ana pasmMopaXkmBaHua - MeAULIMHCKOEe uU3genve, cnyxallee eMKOCTbIO AN PacTBOPOB: B NIYHKU

MnaHweTa HanMBaKTCA PacTBOPbI, B KOTOPbIX MPOBOAATCS MaHWUNYAALMMN C 0ObEKTaMMU.
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|/|HCprKLI'I/IF| no nNnpuMeHeHno ana MegnumMHCKnNX cneuma,1 UCtos

MnaHwert MaHVII'IyI'IFILI,I/IOHHbIVI Ana BCnomMoratesibHbIX penpoayKTUBHbBLIX
TEeXHO/Oorvin, B BapnaHTax UCMNOJ/IHEHUA

RePAO' IT'b MnaHweT ona pasmopaxmBaHus

MpoekT 4ns Poccuiickoro pbiHka

MOTEHUWMANBbHBIE MOTPEBNTENN

MnaHwWweT Ana pasMOpaXkMBaHWA MpefHa3HayeH A1 WCMOMb30BaHMA B e4ebHO-NPOPUIAKTUYECKUX
yupexeHusax, akkpeanToBaHHbIX Ha 0Ka3aHWe NoMoLLy B 061aCTV BCMOMOraTe/lbHbIX PENPOAYKTUBHbIX
TexHonornin (BPT), Takmx Kak KAMHUKK, nabopaTtopumn u LeHTpbl IKO.

Pa6boTy C MegMUMHCKUM W3[eNMEM [O/KHbI OCYLLECTBAATb KBaM(MUMPOBAHHbIE CMELNaNNCTbI-
3aM6pMonorM,  MMelOLMe  HeOBXOAMMYH  CcreunasvsalHilo,  ob6najarolime  COOTBETCTBYHOLLMMU
NPogecCMOHaNbHbIMM 3HAHUAMMW W HaBblKamMK, a TakXe OMbITOM PaboTbl B 06/1aCTM BCMOMOraTeNbHbIX
pPenpoayKTUBHbIX TexHonoruii (BPT)

PekoMeHZYyeTCs cneuuanbHoe o6yyeHne MeToAy BUTPUGMKALMM M PasMOPaXMUBaHMA, T.K. METOZ UMeeT
MHOTO CreLnanbHbIX TEXHUUYECKMNX HIOAHCOB, BaXKHbIX 415 MUHUMU3ALUN NOBPEXAEHUS KETOK.

MOKA3AHNA K APUMEHEHWNIO MEAVUMNHCKOIO U3AENNSA

« Tlocne ropmMoHanbHOW CTUMYNALMW NaLUEHTKU PEKOMEeHAYEeTCs KpPUOKOHCepBauus aM6PMOHOB Ans
CO3JaH1s BO3MOXXHOCTU MEPEHOCA «B ECTECTBEHHOM LIMK/IEY.

* PeKoMeHAyeTCs KPUOKOHCEPBALMS OOLMTOB B C/lyvyae HEBO3MOXHOCTM MOMYYUTb CMEPMY MyXa WU
HepeLLEeHHOM BOMNPOCe 0 AOHOPCTBE CNEPMbI.

e Tlpu 60MbLIOM KONMYECTBE 3MOPMOHOB PEKOMEH/YETCA KPUOKOHCEPBaLIMS BCEX 3MOPMOHOB, KpoMe
I-3-X WwTyK (N0 NoKasaHMsM), eC/IM MPUHATO PeLleHne 0 HEMEeAIEHHOM nepeHoce SM6P1OHOB.

*  PekoMeHyeTCsi Npu co3AaHMM 6aHKa JOHOPCKMX OOLIMTOB.

*  PekomeHfyeTCcs Mpu co3faHMM 6aHKa OOLMTOB MauMeHTOK (epPTWM/IbHOrO BO3pacTa C AMarHo3oM

pakoBOro 3a60MeBaHUs, MAAHMPYHOLWMX B AafbHEWLLeM pOXAeHWe feTeid, mepes MPOXOXAEHUEM
Kypca XvmmoTepanuu.

MPOTUBOMOKA3AHWA K MPUMEHEHNIO MEANLUWHCKOIO N3AENTNA
CneunanbHble NPOTUBOMNOKa3aHNUA OTCYTCTBYHOT.

ycnopuma nPMMEHEHNA MEOVMUVMHCKOIO U3AENINA

MnaHweT Ans pPasMOPaKMBAHUS MOXET MNPUMEHATLCS TOMbKO B YC/MOBMAX CreLMann3npoBaHHOA
na6opatopunm 3KO C MHKY6ATOPOM ¥ KPUOXPAHWWLLEM, VMEIOLUM YCNOBUS ANs PaboTbl C XKUAKAM
e a30ToM. /Icnonb3oBaHve MeAULIMHCKOTO U3MeNns B UHbIX YCNOBUAX He 40MYCKaeTcs.

TemnepaTypa npuMmeHeHus 25-27 ®C, OTHOCWUTENbHAs BAAXHOCTb Bo3gyxa  45-80%, aTtmocepHoe
nasneHune 84,0 - 106,7 klMa (630-800 Mm pT.CT.).

MOCKOMbKY MeMLMHCKOE U3AENNE NMEET OrpaHUYEHHbIA CPOK rogHocTu (2 roga), nepes NpPYMeHeHNeM
HEOBXOAMMO BHUMATENbHO M3yuUTb MapKMPOBKY W [aTy OKOHYaHUsS CpoKa FogHOCTU. MeanumHcKoe
134enne ¢ UCTEKLIMM CPOKOM FOAHOCTM UCMO/b30BATh HESb3S.

MnaHweTt gns pasMmopaxnBaHmna O0/HKEH XPaHUTbCA U MCNO/b30BaTbCA B COOTBETCTBUN C YKa3aHUAMMU,

npuBeAeHHbIMN Ha 3TUKETKE N B MHCprKLI,I/IVI no NMNPUMEHEHMUIO. MepguunHcKoe nsgenve, XpaHueLleecAa
Hel'lpaBI/I.leO, MCnonb3oBaTb HeNb3A.

Mepes Npu.MeHeHMEM Heo6X0AVMO OCMOTPETb WHAMBUAYaNnbHYO (NEpBUYHYHO) YMaKoB!N Ha Hajuume
MOBpeXaeHuin. B cnyyae, eciv vHAMBUAYanbHas (nepBMUYHas) ynakoBKa UMeeT NpU3HaKy MOBPeXAeHus,
MeaULMHCKOe W3AeNNe MCMoMb30BaTb Henmb3d. [locne BCKPbITUS  MHAMBUAYabHOW  (MepBUYHOIA)

YNaKoBKM CieflyeT OCMOTPETb MEAWLIMHCKOE M3MeNNe Ha Hanuume NnoBpexaeHuit. MefuUUHCKoe nsaenue,
MMetOLLLEe NPU3HAKN MOBPEXAEHUN, UCTIO0/Mb30BaTh HEMb3A.

CTtpaHuua 2 3 8
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NHCTPYKUMS MO NPUMEHEHUIO ANS MEAMLMHCKUX CneLyanicToB

MAaHLWeT MaHUNYNAUMOHHBIN 47151 BCTIOMOraTe IbHbIX PenpoAyKTUBHbIX

W J TEXHO/OrWi, B BapuaHTax UCrNoJ/IHEHUA

REPRai.lIFE MnaHwWweT 419 paTMOPaXMBaHMS

MpoekT ana Poccuiickoro pbiHka

MEPbI MPEAOCTOPOXHOCTU

OTAeneHns  aKCTPaKopnopanbHOro  onnogotsopedus (IKO)  wnu  gpyrux  BCrOMOraTe/bHbIX
PENPOAYKTUBHLIX  TEXHOMOTUA  AOMKHBbI COOTBETCTBOBaTb  TPeGOBaHMAM «CaHnTapHo-
3NUAEMMONOTMYECKUX TPeBOBaHUIN K OpraHM3aLmsM, OCYLLLECTBNSIOLMM MEAULMHCKYIO AeATeNbHOCTbY.

MepcoHan yupexaeHusi [Oo/MKeH Co6/0AaTh O6LIENPUHATbIE B NabopaTopusx Mepbl 6e30nacHOCTU W
NpPeaoCTOPOXXHOCTM, UCNOMb30BaTh CPEACTBA UHANBW; aNbHOMN 3aLLMTHI.

MepcoHan yupeX[eHWsi AO/MKEH OblTb COOTBETCTBYIOLMM 06pa3soM MPOVWHCTPYKTMPOBAH U [O/MKEH
cobntoAaTh Mepbl MPeAOCTOPOXKHOCTM NpU paboTe C XXMAKUM a30TOM W cocydamu [ptoapa.

,ﬂ,OCTyI’I NOCTOPOHHUX ny K HEKBaI'II/Iq}I/ILI,I/IDOBaHHOFO nepcoHana B na6opaT0p|/|+0 [OOJKEH 6bITb
OrpaHn4YeH.

,ﬂ,OCTyI’I MOCTOPOHHUX NNy " HEKBafIVI(*)I/ILI,VIpOBaHHOFO nepcoHasa K MeaANuUMHCKOMY W3AENMNK0 AO/DKEH
ObITb OrpaHnNYeH.

OMMNCAHWE BAPNAHTA NCMNOJIHEHA MEAVNUNHCKOIO U3LENTNA

MnaHwWweT ANs pasMOPaXMBAaHWUS NpeacTaBnsieT co60i MeAULMHCKOE M3Aenve W3 MjacTuka B BUAe
NPAMOYTrO/fbHOrO0 MnaHLieTa ¢ 3-Ms noaycepuyeckumMm nyHKaMum U 1-i NpsaMoyronbHOl NYyHKON ¢
nonoruM AHoM. Y MnaHwweTa Ans PasMopaXXmMBaHUs MMEeTCs Npo3payHas KpbiLKa.

®yHKUMOHaNbHasA posb MaaHWweTa Ans pasMopaXuBaHns - MeaULMHCKOE U3aenue, Cyxallee eMKOCTbio
ONs PpacTBOPOB: B NyHKM [naHLLeTa HaAMBalOTCA PacTBOPbI, B KOTOPbIX MPOBOAATCS MaHUMyAsUMK C
06beKTamMn. Kaxablii MnaHwWeT Ans pasMopaxmBaHns paccunTaH Ha 1 (04HO) NPUMEHEHME.

MeTKa «3 MM» Ha Kpbllike [MnaHLieTa 419 pasMopakKuBaHWs npeaHasHauyeHa 1S OpUEHTUPOBOUHOM
OLIeHKM 06beMa pacTBopa, HabpaHHOro B NUMeTKy. OHa He NpeaHasHauyeHa Ans U3MEpPeHNs Yero-nneo
He SIBNSIETCS CPEACTBOM M3MEPEHUst MEAULIMHCKOTO HasHAUeHuS.

"n Pa3mepbl nnaHweTa 4nsg pasmopaxusanug, AxLW*B: (95,5 + 0,5) mm ~ (31,0 + 0,3) mm x (7,80 = 0,2) MMm.
e Konunyectso Kpyrnbix fiyHOK: 3.

[OvameTp kpyrnoit nyHku: (15,00 £ 0,20) Mm.

Konnyectso npsamMoyronbHbIX NYHOK: 1

Pasmepbl NpAMOYrofibHOW NyHKW: (25,23 * 25,23) MM £ 0,30 MM.

Pa3mMepbl KpbIWKK NaHLweTa Ang pasmopaxusanus, OxLI><B: (94,6 +0,5) mm x (30,1 +0,3) mm x (5]

+0,2) Mm.

Macca nnaHweTa gn1a pasmopaxusaHus ¢ Kpbiwkoii: (9,5 £ 0,3) rp.

MnaHWeT ANs pasmMopaxkmBaHUs SBNSETCS OfHOPa30BbIM. MMOBTOPHOE WCMOMb30BaHUE He AOMycKaeTcs.
MoBTOpHas CTEPUNN3ALNS He OMYCKAeTCs.

CpoK roAHoCTM ¢ faTbl npousBofcTBa: 2 (ABa) roga. Vcnonb3oBaHWe MeAULUMHCKOrO W3Aenus mocne
NCTEUEHMS CpoKa FOfHOCTU 3anpelleHo. [locne WCTEeYeHMs CpoKa TFOAHOCTU HEMCNo/b30BaHHbIl

MnaHweT anga pasMmopaKneaHua OO/HKEH ObITb YTUNN3NPOBaH KaK HeEONaCcHOe n3aenne B COOTBETCTBUN C
npasunamn ytunnsaumn, NnpuHATLIMU B}'Iel—I66HO-I'Ip0(*)I/II'IaKTI/IHECKOM yupexaeHunn.

COCTAB M3JENNA
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MnaHwWeT MaHUNYISLUMOHHBIA 4715 BCNOMO1al «/1bHbIX PENPOAYKTUBHBIX
TEXHO/IOMIA, B BapuUaHTax UCMOSTHEHMS

W]
REPROL-'TE

NHCTPYKUMA NO NPUMEHEHUIO /151 MEAVLIMHCKMX CMELMAsIMCTOB

MnaHwWeT An1s pasmopaxmBaHus

MpoeKT ans Poccuiickoro pbiHKa

MonncTmpon, XXMAKNn napadmH, NpoYnB A06aBKM.

MegununHcKoe n3genne He COAEPXUT B CBOEM COCTaBe /IeKAPCTBEHHLIX CPEACTB, a TaKXe He COAEPXUT
MaTepmanoB XXUBOTHOIO 1 (MK) YeN0BEYECKOr0 NPOUCXOXKAEHNS.

MeAnUMHCKOe M3[enne He COAEPXMT B CBOEM COCTaBe BELUECTB, KMACCU(ULMPYEMbIX KaK «OMacHbIe»
UNK «TpebytoLL e CreLmanbHbIX Mep NPesoCTOPOXXHOCTM» MPU 06paLLeHUN UM XPaHEHNN.

CTEPUNTN3ALINA

MeauuuHcKoe U3aenme CTepUbHO.

Tun cTepunmsauuy - pagualuoHHas CTepunn3aLms.
MoBToOpHas CTepUAM3aLMs He JOnycKaeTcs.

B cnyyae HapyLieHWUs LenoCTHOCTW WHAMBUAYaNbHOM (MePBMYHOIM) YNaKOBKM 13 NPO3PayHOro
MoAMNPONuIeHa MeANLIMHCKOE M3[eNne UCMoNb30BaTh HENb3s.

TonbKo ANt 0AHOPa30BOr0 UCTO/Mb30BAHNS.

OMUCAHWE MEAULUMNHCKUX N3AENNA, PEKOMEHAOBAHHbLIX 419 COBMECTHOIO

NMPUMEHEHWA
MnaHweT Ans  pasMopaxuBaHWA

peKoMeHayeTcs
MEAULMHCKOE W3AeNNe COBMECTHO CO CHeAyIoLUMA  MeAULUHCKUMM

K WCNOSIb30BaHNO KaK cneynannsmpoBaHHoe
m3gennamm  npomssoacTBa

komnaHuyn PEMPOMIAN®, UHK., Anoxna (REPROLIFE, Inc.) uan aHanormuHbIMu;

m «HaGop Ans  pa3MoOpakMBaHWs OOLMUTOB W 3MOPUOHOB MNOCNE BUTPUGUKALUK,

B BapuaHTax

VCMONHEHNS» (fanee MO TEKCTY MOXET YNOMUHATbCA Kak «Habop Ans pasmopaxuBaHus»). [ns
COBMECTHOFO WCMO/b30BaHWA ¢ MiaHweToMm Habop A pasMOpaxXuBaHWsi AOCTYMeH TO/MbKO Moc/e

nosny4YeHns PYe

o «Hocutenb pgna sutpudukaumm «Kpuoteks,
yNnoMuHaTbes Kak «KpuoTtek»). [14 COBMECTHOro
TO/IbKO MOC/e nofyyeHus PY.

OnucaHve Habopa ana  pasmopaxmnBaHUs
0OLMTOB M 3MOPMOHOB MOC/e BUTPUPUKALNA, B
BapvaHTe WCNoNHeHnsa «Habop «102» pans
pasmopaXkmBaHns 00LMTOB M 3MOPUOHOB Noc/e
BUTPUMKaLN

Habop «102» pana pasMopaupaHusi OOLMUTOB WU
39MOPMOHOB Mocne BUTPUUKALUM NpeAHasHaYeH
4na  pasMopaXusBaHWs OOLMTOB M 3M6PMOHOB

nayueHTa c Lefbto BO306HOBNEHMSA
XWU3HEAEATENbHOCTM  KNETOK  YenoBeka Mocrne
BUTPUUKaLMKM  (3amMOopaxkMBaHus) B npouecce

MPUMEHEHNS BCMOMOTraTebHbIX PEMnpOLYKTUBHbIX
TexHonoruin (BPT).

MpeacTaBnseT CoOOM KapTOHHYK YMaKOBKY, B
KOTOPOW HaxoasTcs:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

pa3fMuYHbIX LIBETOB» ([anee No TEKCTY MOXeT
1CMonb3oBaHus ¢ MnaHweToMm KpuoTek AocTyneH

OnucaHve Habopa pnsa  pasMopaxvBaHUs
00LMTOB M 3MBPMOHOB MoC/e BUTPUtnKaunu, B
BapvaHTe WCNoNHeHus «Habop «205» pgnsa
pasmopaXnsaHusa 00LUTOB 1 3MOPUOHOB MocC/e
BUTPUMKaLMN

Habop «205» [ans pasmopaxuBaHUs OOLMTOB U
3MOPMOHOB MnoCne BUTPUGUKAUMM NpefHa3HAYeH
ONF  pa3sMOpaXkMBaHMSA OOLMTOB M 3MOPUOHOB
nauueHTa c Lenbo BO306HOB/EHNSA
XN3HEAEATENIbHOCTM  K/ETOK  YefioBeka Mocne
BUTpPUUKaUUKM  (3amopaxkmBaHus) B npouecce
NPUMEHEHNS BCMOMOraTe/ibHbIX PenpofyKTUBHbIX
TexHosorunin (BPT).

MpeacTaBnseT co60i KapTOHHYK YMakoBKY, B
KOTOPOW HaxoasaTcs:
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1 VIHCTPYKUMSA NO NPUMEHEHUIO AN MeSULMHCKUX CNeLuasIcToB

MnaHwWeT MaHWUNYSILUMOHHLIA 4511 BCOMOraTe/ibHbIX PENPOAYKTUBHbIX

TEXHOOrWiA, B BapnaHTax UCNoJ/IHEHUA

PEFROI.IFE

MnaHweT Ana pasmopaxnsaHus

MpoekT ana Poccuiickoro pbiHka

1. PactBop pasmopaxuBarowumii TS, 1.8 mn (1
npobupka);

2. PactBop pasbaBnaowmin DS, 05 mn (1
npobupka);
3. PactBop npombiBatowmii WS, 1.0 wmn (1
npobunpka);

4. TnaHLLeT Ana pasMopakueaHusa, 1 LWT.
5. IHCTpyKLVMA N0 NPUMEHEHNIO.

Habop «102» pans pasmMopaxuBaHUA OOLUTOB U

3MGPMOHOB  MOCNe  BUTPUAQUKALMM  SABNSETCS
0fHOpPa30BbIM. [TOBTOPHOE WCMOMb30BAHWE He
ponyckaetcs.  [oBTopHas — CTepuaMsaums  He
[0MyCKaeTcs.

CpoK rogHoctu ¢ faTbl npoussofcTea; 1 (oguH)
rog. Mcnonb3oBaHue Habopa ans
pasMOpaXuBaHUA  MOC/le  WCTEYEHUA  CpoKa
rofHOCTM 3anpelleHo. Mcnonb3oBaHHbIM Habop
ONA pasMopaXKMBaHWUA NOAMIEXUT YTUAN3ALUM Kak
MOTeHUMaNbHO  WMH(MUUPOBaHHbIE  OTX04bl, B
COOTBETCTBUN C TOCYAAPCTBEHHBLIMU HOPMaMu K
npasuiamm, NPUHATBLIMM B ne4ye6HoO-
NpohMNaKTUUYECKOM yupexmneHunu. Mocne
NCTEYEHNS CpOKa rOLHOCTU HEWUCMNO/b30BaHHbIN
Habop pans  pasmopaxuBaHusi [O/MKEeH 6biTb
YTUAM3NPOBAH  KakK  HeomacHoe  wu3fgenve B
COOTBETCTBMM €  MpaBWnaMum  yTuamsauum,
NPUHATLIMK B NnevyebHO-NPoPUNAKTUHECKOM
yupexaeHnmn

[na coBMEeCTHOro MCNonb3oBaHuA ¢ [MnaHLeToM
Habop 418 pasmMopaxuBaHWA [LOCTYMEH TO/bKO
nocne nony4yeHus PY.

1. PactBop pasmopaxuBarownii TS, 1.8 mn (5
NpPoBUPIOK);

2. PactBop pasbaenstowmin DS, 18 wmn (1
npobupka);
3. PactBop npombiBatowmii WS, 18 .wmn (2
npooupku);

4. VIHCTPYKUMA NO NPUMEHEHNIO.

Habop «205» [na pasMopaKMBaHWA OOLMTOB W
3M6PMOHOB NOC/e BATPUDUKALMM paccymUTaH Ha 5
(NSTb) MPUMEHEHMWIA.

MoBTOpHas CTepuam3aLms He 4ONYCKaeTCs.

Cpok rofHocTu ¢ gatbl npomssogctea: 1 (o4uH)
rog. Mcnonb3oBaHne Habopa 4ns
pasMopaxuBaHWa  MOC/Me  UCTEYEHWs  Cpoka
rogHocTW 3anpeuieHo. lMcnonb3oBaHHbI Habop
A9 pasMopaxunBaHusa MOANEXMUT YTUNU3AUUU KakK
NOTeHLMANbHO  WHMWULMPOBAHHbIE  OTXOAbl, B
COOTBETCTBUW C TOCY[apCTBEHHbLIMW HOPMamu W
npasuiamu, MPUHATLIMU B neyebHo-
NpohnNaKTUYECKOM yupexzaeHun, Mocne
MCTEYEHUS CpOKa rOAHOCTU HeWcrnosb30BaHHbINA
Habop A4nd pasmopaxuBaHud  [O/MKEH  ObITb
YTUAN3MPOBaH  Kak  HeonacHoe  wu3fenve B
COOTBETCTBUM  C  NpasBunamy  yTuausayum,
NPUHATHIMK B /le4yebHO-NpOhNNaKTUYECKOM
yupexzaeHuu

[ng COBMeCTHOro Mcrosib30BaHWs ¢ [liaHLLIeToM
Habop [n1a pa3mopaxuBaHWa [OCTYMEH TO/bKO
nocse nosiyyeHuns PY.

OnucaHve HocnTens anst BUTpudmKaumm «KpHOTEK», pasnvyHbIX LBETOB

HocuTenb ansa BUTpUgMKauunm «KpuoTek», PasfiMuHbIX LiBETOB WCMOMb3yeTcs ANs BUTPUGMKALMW B
XUJKOM a30Te, XpPaHeHWs W MOCNedyHOLLero pasMopaxuBaHUs OOLMTOB M 3MOGPMOHOB NauueHTa B

npoLecce NPUMEHeHNs
BbIXXMBAEMOCTb 6OMaTepUana.

BCMOMOraTe/lbHbIX PENpOAYKTUBHbIX TexHonoruii  (BPT),

ob6ecnevnBas

KpunoTek npeactasnseT coboil HocuTenb Ana BUTPUMKALMKM, COCTOALWMIA W3 TOHKOW MNPO3payHoii
MNEHKWN, COEJUHEHHON C NMacTUKOBOM PYKOATKON (paboyas uvacTb). Paboyas 4acTb 3aKpbiBaeTcs
Konnaykom. Bce yacTv HocMTeNns yCTOMUMBBI K XXUAKOMY a30Ty. Ha NoBepXHOCTb MEHKM MOMELLaTCs
MOArOTOB/eHHbIe G00OBEKTLI, MOANEXALLMe BUTPUDUKALM.
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CrpaHunua 513 8



WHCTPYKUMS MO NPUMEHEHUIO AN MEAULIMHCKMX CNeLUasIncToB

MnaHwWeT MaHUNYNALMOHHLIA A1 BCoMoraTe/ibHbIX PENPOAYKTUBHbBIX
TEXHO/OMWIA, B BapuaHTax UCMOTHEHUS

REPRQ| IPE MnaHweT A1a pasmopaxnsaHus

MpoekT 4 Poccuiickoro pbiHka
KpunoTek BbiMycKaeTcsi pa3fMyHbIX LiBETOB.

KOHCTpYKUMS HOCWUTENen BO BCEX CNyYasX OAMHAKOBA, U3Lenns OTNYAOTCA TOMTbKO LBETOM PYKOATKY;
6enblii, KpacHbI, CUHWIA, 3€M1EHbIN, XENTLIA.

CpoK rofiHoCTV ¢ AaThl NPOM3BOACTBA: 2 (ABa) roda. Vcnonb3oBaHMe KpuoTeka nocie UCTeUeHNst Cpoka
rOAHOCTY 3anpelieHo. WMcnonb3oBaHHbI  KproTek MOANEXUT YTUAM3ALUMKM KaK MOTEHLMaNbHO
VHMULIMPOBAHHbIE otxozNe, = COOTBETCTBUM C rOCYAAPCTBEHHBIMU HOPMAMU U NPABUIAMM, NPUHATLIMM
B NeuebHO-NPOUNAKTUYECKOM YupexaeHun. Mocne UCTeyeHUst CPOKa FOAHOCTM HEeWUCMOo/b30BaHHbINA
KproTeK [0MKeH 6biTb YTUM3MPOBAH KakK HEOMacHoe W3fenve B COOTBETCTBMM C MpaBuiaMu
YTUAM3ALMN, NPUHATBLIMI B le4eGHO-NPOPUNAKTUUECKOM YUPEXAEHUN.

I_ [ns cOBMECTHOro ucnosib3oBaHua ¢ MNMnaHweTom KpuoTek AOCTYMNEH TO/IbKO nocne noayyvyeHus PY.

NOPAAOK MPUMEHEHWA MEONLUMNHCKOIO N3AENUNA

OTKpoiiTe MHAMBUAYaIbHYIO (MEPBMYHYIO) YNakoBKYy [lnaHweTa Ans pasmMopaxuBaHus. He cHumas
KPbILWIKY, NnoMecTuTe MnaHWeT Ans pasMopaxXnBaHus B MHKyGaTop ¢ TemnepaTypoii 37®C He MeHee, YeMm
Ha 3 yaca 40 MCMo/b3oBaHus. [0CTaHbTe MAaHLWeT pasMOpaXuBaHKUA M3 UHKy6aTopa U YCTaHOBWUTE €ro
Ha NOACTaBKe AN MUKPOCKona. MpAMOYronbHas NMyHKa AoMXHa GbiTb cnesa 0T Bac. CHUMUTE KPbILLIKY.

MnaHlWeT ANS  Pa3MOpaXMBaHWUS PEKOMeHAyercs Mcnonb3oBaTb COBMeCTHO ¢ HaGopamu Ans
pasmopaxuBaHus. [poBeauTe nNpoueAypy PasMOpaXkuBaHWUs B COOTBETCTBMM C  yKasaHWUAMMU,
U3N0XEHHBIMU B VIHCTPYKLUMM NO NPUMEHEHWIO UCMO/b3yeMbiXx HabopoB Ans pasMopaxusaHus (cwm.
pasaen «OnucaHne MeAULMHCKNX U3AeNUii, PEKOMEH/J0BAHHbIX [/11 COBMECTHOIO MPUMEHEHUS»).

BbINONHANTE 3TN [ICTBUSA NPU YCNOBUAX, ONMCAHHBIC B Pasfene «YCnoBus NpuMeHeHs MeauLUHCKOro
n3nenus».

yYCnoBuda XPAHEHNA MEAVNLUWHCKLU O N3AENNA
Temnepatypa xpaHeHus 10-25 ®C, n3beras NpsiMbIX COTHEYHbIX NyYeil.
Bepeyb OT Bnarw.

He ncnonb30B8aTh MOCne OKOHYaHWUA CPOKa rofHOCTH.

He noggepraTb MOBTOPHOW CTEPUINZALUN.

He noAneXXut NOBTOPHOMY MCMO/Ib30BAHMIO.

YCNOBUA TPAHCIOPTUPOBKN MEOVUWVMHCKOTIO N3JQENUNA

Ycnosus TpaHCNoOpPTUPOBKK: npu TemnepaType 10 - 25 °C.

Bepeub OT BRaru.

Bepeub OT BO3LECTBUA CO/IHEYHOIO CBETA.

Mpv nepeHoce coboaaTb OCTOPOXKHOCTD.

TpaHCnopTMPOBKa BO3MOXHAa BCEMW BMAaMW TpPaHCMOPTa B KPbITbIX TPAHCMOPTHLIX CpPefcTBax C
CO6NI0JEHVEM YCNOBUIA TPAHCNOPTUPOBKM U B COOTBETCTBUM C TPeBOBaHUAMMW 1 NpasuiamMmy NepeBosKu
rpy30B, 4eliCTBYIOLMMM HA K&XXA0M BUe TPaHCMopTa.

YCNoBua YTUnmsAunn MEGNUMNHCKOIO N3QENNA
icnonb3oBaHHOE MeAULMHCKOE U3fenne NOANEXUT YTUAN3AUUN KaK NOTeHUUabHO MHAULUPOBAHHbIE
OTX04bl, B COOTBETCTBMM C rOCyAapCTBEHHbIMU Hopmamu (CaHlumH 2.1.7.2790-10 CaHuTapHoO-
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WHCTPYKUMS MO NMPUMEHEHMIO /191 MEAMLIMHCKMX CNELaucToB

MnaHwer MaHI/II'IyI'IFlLI,I/IOHHbIﬁ Ana BCrnomMorare/ibHbIX PpenpoayKTUBHbIX
TEeXHosoruiA, B BapmaHTax UCnosiHeHna

REPRa - 11¢ MnaHweT A1t pasmMopaxunBaHus

MpoeKT Ans POCCUINCKOro pbiHKa

aNUAEMUONOTNYECKNEe TpeGoBaHMs K O06GpalleHWtio € MEeAMLMHCKAMW 0TXofaMu) U  npaBuiamMu,
MPUHATLIMW B Ne4eGHO-NPOYUNAKTUYECKOM YUPEXAEHUM.

He ncnonb3oBaTb MegULMHCKOE U3fenne noBTOPHO.

Heuncnonb3oBaHHOE MeAMLMHCKOE W3Aenne C UCTEKLUMM CPOKOM FOAHOCTU MOANEXMWT YTUAU3ALMUK Kak
HeonacHbIA OTXOA4 B COOTBETCTBUM C FOCYAAPCTBEHHbIMW HOPMamu W MpaBUiamu, MNPUHATLIMK B
nevyebHO-NPOhMNaKTUYECKOM YUPEXAEHUN.

MeauumHCcKoe n3genve He MOXeT 6bITb YyTNAn3npoBaHo BMeECTe C 6bITOBLIMU oTXogamu.

TPEBOBAHNA K TEXHUYECKONXY OBCNYXUNBAHWNIKO N PEMOHTY
MeAMLMHCKOE M3[enne He COAEPXXMT KOMMOHEHTOB, MOAMEXALMX TEXHUYECKOMY OGCMY)XXMBAHUIO W
PEMOHTY.

MeganunHckoe usgenve npefHasHayeHo 419 04HOPa30BOro MUCMO/b30BaHUS.

YMNO/JIHOMOYEHHbLIN MPEACTABWUTE/Ib MPOU3BOAWUTENA B POCCUNCKOW
PEANEPALNIN

00O «WHTepreH»,

Agppec: Poccuiickas degepaums, 117186, r. MockBsa, yn. HaropHas, a. 4A,

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

inforaintergen.ru

PerncrpauroHHOe yAOCTOBEPEHWE: **¢* QT ****

CNMBOJIbl, UCTOJIb3YEMbIE B MAPKNPOBKE MEAVNUWHCKOIO

N3OENTNA
Cumson Pacwungposka
REF Howmep no katasnory
Itot] Kog naptuun
hJ MsroTtosuTens

JaTa nsrotoeneHuns

Vcnonb3oBaTh 40

stb»i4 r
PaguaLMoHHas CTepun3aLms

CrpaHnua 7 n3 8
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X

WHCTPYKUHS MO NPUMEHEHUIO AN MEAULIMHCKUX CNEeLUasIncToB

MnaHweTt MaHMﬂyﬂﬂLlMOHHbIVI AN BCcnomMmorate/ibHbIX penpoayKTUBHbIX
TEXHOMOIWiA, B BapnaHTax UCNoJiIHeHUA

RePROL it MnaHweT anga pasmopaxknsaHus

MpoekT Ans Poccuiickoro pbiHKa

CumBson Pacwmndposka

T O6paTMTECH K UHCTPYKLMK N0 NPUMEHEHNIO

OcTopoxHOo! O6paTMTeCh K MHCTPYKLMK MO
NPUMEHEHNIO

He ncnonb3oBaTb npun nospexxaeHnn ynakoBku

3anpeT Ha NOBTOPHOE NPUMEHEHME

He CTepuan3oBaTb NOBTOPHO

Bepeyb OT Bnarun

A He fonyckaTb BO3L4ENCTBUSA COTHEYHOTO CBETA
=4
YcnoBua xpaHeHus:
10-C TeMnepaTypHbIli gnanasoH oT 10®C go 25 °C
3anpeLleHo yTuamM3npoBaTh ¢ ObITOBLIMU OTX0AaMM

CrtpaHuua 8 U3 8
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 1 Country. JAPAN
This public document
v 2. hasbeensignedby AONO Hiroshi

3. acting in the capadty of Notary of the Tol*o Legal Affairs Bureau
4. bearstiie seal/stamp of AONO Hiroshi . eotary

Certified
5. atTokyo 6. MAR 2 9 2021
7. by the Ministry of Foreign Affeirs
s 21-Ne041046
9. Seal/stamp: 10. Signatoire

TANAKA Toshie

For the Minister for Foreign Affairs
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Registered No0.203

NOTARIAL CERTIFICATE
This is to certify that Ms. TSUCHIYA Kaori, an agent of Mr.
MUKAI M asahiro, CEO of REPROLIFE Inc., has stated in my
very presence that said Mr. MUKAI Masahiro acknowledged

himself to have signed and sealed the attached documents.

D ated this 29th day of March, 2021

AONO Hiroshi

NOTARY
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Tlepeeod ¢ anonckozo (mexcm OyBAUPYEMCA HA QH2AUUCKOM HA CAEOYIOWEl cmpanuye):
3aperucTpHpoBaHO B MapTe 3a HoMepoM 203
HOTAPUAJNIBHOE YAOCTOBEPEHHE
Hacrosmum ynocroBepserca uyro Mucc TCYUMS Kaopm (TSUCHIYA Kaori),
npeacrapurens ['-Ha MYKAS Macaxupo (MUKAL Masahiro), ['eHepansHoro jaupexropa
PENPOJIAM®, Unk. (REPROLIFE, Inc.), 3a98una B MOEM HUHOM NPHCYTCTBHH uTo I'-

H MYKAH Macaxupo (MUKAI Masahiro) nuyHo moanucan v nocraswil neyarb Ha

MPUIOKEHHDIH NOKYMEHT. [NEYATb HOTAPUYCA
29 mapta 2021 roaa. /Tloonuce u nuuran nevams/
YAOCTOBEPAIO MNOATTUCH AOQHO Xupoum (AONO Hiroshi)
AOHO XHPOIIIN HOTAPHUYC

¢ HOTAPUYC

29 Mapta 2021 rona.

AITIOCTHIJIb

l'aarckasa Konsenuus ot 5 okra6ps 1961 roaa

1. Crpana Anonua
Hacrosmuit opHuAanbHei TOKyMCHT
2. Moamucau AOHO Xupoum (AONO Hiroshi)
3. Bsicrynaommm B kauectse Horapuyca IOpuanueckoro Biopo Tokuo
. 4. Hecér neyars/mrramn AQOHO Xupouin (AONO Hiroshi)

YAOCTOBEPEHO

B Tokuo 6. 29 mapra 2021
MHUHHMCTEPCTBOM HHOCTPAHHBIX Aen
21-No041046
IMevars/tuTamMn 10. IToanuce
[Meyats /Tanaxa Toww/
MHHHCTEPCTBO HHOCTPAHHBIX AEN TAHAKA Towu (TANAKA Toshie)
Anouus 3a MuHHCTpa HHOCTPAHHBIX A€

0 9N
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3aperucTpHpoOBaHo 3a Homepom 203

HOTAPHAJIBHOE Y AOCTOBEPEHUE

Hacrosuum ynoctoBepserca uyro Mucc TCYUUA Kaopn (TSUCHIYA Kaori),
npeacrasurens [-Ha MYKAS Macaxupo (MUKAI Masahiro), I'enepanbhoro aupexropa
PETIPOJIAM®, Unk. (REPROLIFE, Inc.), 3aB11a B MOSM THYHOM NPHCYTCTBAM yTO I'-
u MYKAH Macaxupo (MUKAI Masahiro) finuno noamucan M noctaBHA neuats Ha

MPUAOKEHHDIH NOKYMEHT.
29 mapra 2021 rona.

/Moonuce Xupowu Aono /
AOHO Xupowu (AONO Hiroshi)
HOTAPUYC

NMEYATb HOTAPUYCA
I0Opuauyeckoe bropo Tokuno
HOTAPUYC
¢ Homep 9-23 2 Yom CHHI3OKY
Cunmsioxyky Toxuo

Anouus
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MepeBoj AaHHOTO TEKCTA C aHFINIACKOTO M AMOHCKOTO S3bIKOB Ha PYCCKUIA f3bIK BbINOMHEH
nepeBoAYMKoM MaxTyHOBbIM AnekceemM BnagumupoBuuem

noAarincCb

Poccuiickaa Pegepauus
Mopog Mocksa
MaToro anpens fBe TbiCAYM fBajLaTb MepBOro roga

A, Munesckas AHHa AHBapOBHa, BPEMEHHO WCMOMHAOWAA 0083aHHOCTU HOTapuyca ropoga MockBbl
[ynapeBa AnekcaHgpa BnagumupoBuuya, CBUAETENbCTBYHO MOLIMHHOCTL MNOAMWCK  MEepeBOAYMKa
MaxTyHoBa Anekces Bnagumuposuya.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

JlnyHocTb NoAnucasLLIEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTpe: Ne 77/178-H/77-2021- B ~3309

YnnayeHo 3a CoBepLLEHME HOTapuanbHOro geiicTans: 400 pyo.

noanncb MepboBas neyatb CepboBas neyatb
HoTapuyca r. MocKsbl HoTapuyca r. MocKBblI
Oypnapesa A.B. Oynapesa A.B.

A. A. MuneBckas

Bcero npoLwHypoBaHo, NPOHYMEPOBAHO M CKPErsIeHO neyarbio 37 INCT(-a,-0B).
BPWNO HoTapuyca: noarnnmcb
Poccuiickaa ®egepaums

["opog MockBa
MaToro anpens fBe TbiCAYM ABajLaTb NepBoOro roga

A, Munesckas AHHa AHBApOBHA, BPEMEHHO WCMOSHAIOWAA 0643aHHOCTU HoTapuyca ropofa MOCKBbI
Oynapesa AnekcaHgpa Bnaavmuposuya, CBUAETENLCTBYH BEPHOCTb KOMWM C MpPeLCTaBfIEHHOro MHe
[OKYMeHTa.

3apeructpupoBaHo B peectpe: Ne 77/178-H/77-2021- 9 ~

YnnayeHo 3a COB_eBUIOLLKALlOTapManbHOTO AeincTns: 2280 py ~. A

A. A. Munesc

Bcero npon £pOBaHO U CKPeneHo neyatbio 37 nncT(-a,-oB).

BPWNO HoTapuyca:
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