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DECLARATION

l, Futoshi Inoue, President and Representative Director of Kitazato Corporation, do hereby
solemnly and sincerely declare that the attached document here\A/ith is the original of
"Instruction for Use of Medical Device".
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President and Representative Director
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Date: of
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Instruction for Use
for Medical Device

Vitrification solutions
for oocytes and embryos, kit

Manufactured by Kitazato Corporation
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1. Name of Medical Device

‘Vitrification Solutions for oocytes and embryos, kit":

1 Basic Solution (BS): 1vial 1,5 ml;
2. Equilibration Solution (ES): 1vial 1,5 ml;
3. Vitrification Solution (VS): 2 vials 1,5 ml.

Manufacturer: Kitazato Corporation, 81 Nakajima, Fuji-city, Shizuoka 416-0907, Japan.

Place of manufacturing: Kitazato Corporation Shizuoka Office, 81 Nakajima, Fuji-city, Shizuoka
416-0907, Japan.

2. Use of Medical Device

‘Vitrification Solutions for oocytes and embryos, kit' are used in Assisted Reproductive
Technologies (ART) for vitrification of oocytes and embryos.

3. Potential customers

‘Vitrification Solutions for oocytes and embryos, kit' are intended to be used by medical
specialists trained in fertility treatment.

4. Functional Characteristics. Description of Device Operation

‘Vitrification Solutions for oocytes and embryos, kit' ensure safe process of vitrification of good
quality reproductive cells for indefinite period of time.

The Solutions are universal and suitable for vitrification of oocytes and embryos at all stages of
development.

Due to the concentration of cryoprotectant agents in the content of Solutions it is possible to
avoid ice formation inside the cells during the process of vitrification in liquid nitrogen at -196°C
and thus allow cytoplasm to be in gel state for further recovery of cell functions.

At present, the most widely used CPAs are composed of agents that penetrate the cell (such as
ethylene glycol (EG), PrOH or glycerol) as well as low-molecular-weight non-penetrating
cryoprotectants (such as sucrose and trehalose). The concentration of cryoprotectants in the
commercially marketed vitrirication solutions, including 'Vitrification Solutions for oocytes and
embryos, kit' is very low. In order to ensure safe vitrification process for cells it is very important
to strictly follow the protocol and time tracking, indicated by manufacture in present IFU.

The low temperature during vitrification process makes it possible to stop the biochemical
processes of the cells and leave them for storage for a long period of time with a further
possibility of their use for infertility treatment. At the same time, the shelf life of the solutions.
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set by the manufacturer, means the period during which the solutions are stable under normal
atmospheric conditions, and there is no growth of microorganisms. Oocytes and embryos that
have been subjected to freezing using vitrification solutions can be stored indefinitely in liquid
nitrogen, where there is no likelihood of the growth of microorganisms. After thawing, the cells
are at the same stage of development at which they were frozen, because during storage of
oocytes and embryos with stopped biochemical life processes in liquid nitrogen their biological
growth and aging are absent, and, accordingly, the solutions remain sterile, as there is no
microbial growth.

During vitrification procedure the Solutions are used in sequence. Each of them has specially
designed content required for the reproductive cells at every stage of procedure in order to
assure their safety and maximize survival rate.

Name of .
. Function
Solution
For easing equilibration of Oocytes by the ES. First of all, the Oocytes
Basic Solution (BS) are equilibrated by the BS before the ES is added. The BS is not used

for embryos.

ES contains Ethylene Glycol that is cryoprotectant. Concentration of
Ethylene Glycol contained in ES is half of concentration of those
Equilibration Solution reagents contained in VS.
(ES) The ES is used to equilibrate the Oocyte or Embryo with
concentration of cryoprotectants of the ES before soaking the
Oocyte or Embryo with cryoprotectants of the VS

VS contains Trehalose and Ethylene Glycol that are cryoprotectants.
Vitrification Solution The VS is intended to soak the Oocyte or the Embryo with
(VS) concentration of cryoprotectants that can vitrify the Oocyte or the
Embryo after the Oocyte or Embryo was soaked in ES.

Kitazato is recognized as one of the pioneering brands in driving and improving vitrification. Its
greatest contribution in this field has been the development of the vitrification and thawing
system which has become the global leader in vitrification of oocytes and embryos, in all stages
of development.

Due to the minimum volume cooling, it is possible to realize highest cooling & warming rates
resulting in over 90% post-thaw survival.

After over a decade on the market, Kitazato Vitrification products has been applied in over
1,500,000 clinical cases in over 90 countries and 2,200 assisted reproduction centers. Hundreds
of scientific publications certify their excellent results.

5. indications for Use

'Vitrification Solutions for oocytes and embryos, kit' are used for vitrification of oocytes and
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embryos and provide the following advantages for the patients:

Provide an opportunity to limit the number of embryos transferred while maximizing the
usable embryo per oocyte retrieval ratio at each stimulation attempt, which is invading
treatment with physically stressful and also costly for patients.

- For fertility preservation which improve their potential to achieve pregnancy at later
maternal age, by cryopreservation of oocytes retrieved at younger age or before patients
start oncology treatment.

- Maximize opportunity for pregnancy by oocyte donation cycle, pre-implantation genetic
diagnosis or by advancing embryo transfer until the endometrium recovers to increase
embryo respectability.

6. Contraindications

* Do not re-sterilize.
« To avoid contamination, do not re-use.
< Do not use solution that shows cloudiness or has turned yellow.

e Do not use if any problems are observed in the specification of the container or
labeling (number, color, name, volume).

» Sterile if the package is unopened or undamaged. Do not use if the package is
opened or damaged.

e The media must be received in the original unopened container and refrigerated at
210 8°C

< Do not use if the media were not stored under refrigeration (2 to 8 C).
e Do not use the media with expired shelf life.
= Do not use for injection.

7. Potential Side Effects

There are no side effects.

8. Cautions for Use

Read the instructions for use prior to use.

Use the vitrification solutions to vitrify the oocytes and embryos.

This product is intended to be used by medical specialists trained in fertility treatment.
Aseptic technique should be used.

Use sterilized equipment and materials only.

Decontaminate the workroom for aseptic procedures.

Follow procedures in an environmentally controlled room.

Avoid eye contact or contact with skin. In case of eye or skin contact immediately wash
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thoroughly with water.

Devices and disposables used together with solutions should be intended for such use.
Before use familiarize yourself with the safety instructions for the devices used together.
Observe all federal, state and local environmental regulations when discarding the
product.

Request a qualified waste disposal contractorto dispose the products as residual and non-
reusable solutions.

Dispose the contaminated containers and packages in the same way as the containers
with the product inside.

in case of infection, dispose the product appropriately in a prescribed manner.

The user shall be responsible for any problems caused by non-conformity to the present
IFU.

Ail warnings and precautions necessary for the use of this device are included in the
documentation accompanying the device.

9. Transportation and Storage Conditions

Transportation of 'Vitrification Solutions for oocytes and embryos, kit' should be made at +2 -
+8°C.
Transportation from the manufacturing site to a customer is performed in the cold chain. For

delivery to the customer, the carton boxes with the solutions are taken from the cooling chamber
and are packed in insulated shipping containers from styrene with cold packs.

All the deliveries for long distances are made by air cargo and are tracked in order to avoid delays.
Also the delivery by road is allowed when is made by auto truck equipped with the refrigerators
adjusted for the required temperature regulation range.

During transportation it is necessary to avoid high temperature, high humidity, direct sunlight
and water wet.

Upon receipt the solutions should be stored in cooling chamber or refrigerator at +2 - +8°C until
the expiry date indicated on the package avoiding direct sunlight. Do not freeze.

10. Terms of Use

The use of 'Vitrification Solutions for oocytes and embryos, kit' is allowed only in the sterile
laboratories with observance of the aseptic techniques. The device is not allowed for at-home
use.

The procedures should be performed in the area with appropriate ventilation and air
conditioning.

Temperature and % of CO2 in the incubators should be controlled on the permanent basis with
Page 6 of 13
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the independent measurement devices and should be compared with the indications on their
displays.

For all the manipulations with oocytes and embryos only sterile non-toxic disposables should be
used in order to avoid a risk of bacterial inoculation and contamination.

During vitrification procedure the solutions are used together with the pipettes (for dosing the
solutions, together with the pipettors), tips (for manipulation with cells, together with the
holders), repro plates (it is recommended to use Repro Plates with six wells) as well as containers
(straws) for vitrifictaion and storage of oocytes and embryos (it is recommended to Cryotop and
put up to 4 oocytes or embryos on one straw). The vitrification process is performed in cryo box
filled with liquid nitrogen.

11. Safety Requirements

"Vitrification Solutions for oocytes and embryos, kit' should be used only by medical specialist of
fertility treatment with observance of the aseptic techniques.

"Vitrification Solutions for oocytes and embryos, kit' should not be deliberately used for purposes
other than intended. Misuse or incorrect operation may cause cell tissue injury.

During use of 'Vitrification Solutions for oocytes and embryo, kit' the strict compliance with the
terms of Instruction for Use is essential.

12. Content and Characteristics of Solutions

KITAKIO
20% i B
" N "tii -
Contains:
Component Name Volume Quantity Cap Color of Tube
Basic Solution (BS)* 1.5 ml 1 White
Equilibration Solution (ES) 1.5 ml 1 Blue
Vitrification Solution (VS) 1.5 ml 2 Green

Used only for oocyte vitrification.
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Composition

Basic Solution (BS)

Ingredient of Solution
Hydroxypropy! Cellulose
HEPES sodium salt

HEPES

Sodium Bicarbonate
Polyvinylpyrrolidone
Medium

Deionized, Distilled Water

Equilibration Solution (ES)

Ingredient of Solution
Ethylen Glycol
Hydroxypropyl Cellulose
HEPES sodium salt

HEPES

Sodium Bicarbonate
Polyvinylpyrrolidone
Medium

Deionized, Distilled Water

Vitrification Solution (VS)

Ingredient of Solution
Trehalose

Ethylen Glycol
Hydroxypropyl Cellulose
HEPES sodium salt

Purpose

Substitution of Blood Albumin
Buffer

Buffer

pH adjuster

Thickener

Basal Medium

Solvent

Purpose

Cryoprotectant

Substitution of Blood Albumin
Buffer

Buffer

pH adjuster

Thickener

Basal Medium

Solvent

Purpose

Osmotic adjuster
Cryoprotectant

Substitution of Blood Albumin
Buffer

HEPES Buffer

Sodium Bicarbonate pH adjuster
Polyvinylpyrrolidone Thickener

Medium Basal Medium

Deionized, Distilled Water Solvent
Specification

Item Specification

Appearance (Color) Clear, Particle Free /Rose Pink

pH 7.20-7.60

Osmolality Basic Solution (BS): 240-300 mmol/kg

Equilibration Solution (ES): 2300-2800 mmol/kg
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Vitrification Solution (VS): 4900-6000 mmol/kg

Sterility No microbial growth
Endotoxin <0.25 EU/mL
Mouse Embryo Assay One cell mouse embryo testing is performed using fresh mouse

embryos. Test results indicate the percentage of mouse embryos
developing fully expanded blastocyst after 96 hours exposing in
the sample.

Greater than or equal to 80 %.

Specification for each batch of the Solutions can be found in the Certificate of Analysis for the
exact LOT.

All the solutions are intended for single use only. The shelf life of the Solutions is 3 month from
date of issue of Certificate of Analysis.

One kit of solutions enables to vitrify up to 16 oocytes or embryos.

13. Instruction for Use

ES Stepi ES Step2 ES steps

LN2
(23000"C/miin)

Preparation

1 Fill 90% of Cooling Rack with fresh liquid nitrogen.

2. Compare the width of perivitelline space with the thickness of zona pellucida and record it.
NOTE: Use a Pasteur pipette that has a suitable internal diameter for Oocyte (External
diameter: 120 pm) or Embryo.

CAUTION: Equilibration procedures for Oocytes and Embryo are different.

Oocyte Equilibration
1 Drop 20 pi for BS and 300 pi each for VS| nVS2 on the Repro Plate with micropipette.
2. Transfer the Oocyte from the culture dish to the BOTTOM of BS.
3. Step 1 Add ES 20 pi gently to the TOP of BS and leave it for 3 minutes.
Step 2. Add another ES 20 pi gently to the TOP of BS and leave it for 3 minutes.
Step 3. Add another ES 240 pi gently to the TOP of BS and leave it for 9 MuHyT.
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Embryo Equilibration

1 Drop 300 |il for ES, VSI and VS2 on the Repro Plate using micropipette.

2. Transfer the Embryo to the TOP center of ES.

3. It spontaneously begins to shrink and then gradually returns to its original size by ES
infiltration (within 15 minutes).

Vitrification
CAUTION: The following steps from 4 to 9 should be completed between 60 and 90 seconds.

4. Aspirate the Oocyte (Embryo) in ES at the tip of pasteur pipette. Transfer the Oocyte (Embryo)
to the TOP center of VSI.

5. Aspirate the Oocyte (Embryo) with Pasteur pipette and blow it out. Repeat this work 3times
changing the position in VSI.

6. Transfer the Oocyte (Embryo) to VS2. Move the Oocyte (Embryo) changing positions twice in
VS2 with Pasteur pipette.

7. Place the Oocyte (Embryo) by the black part of Cryotop sheet. Make a planar droplet.

8. Check if the Oocyte (Embryo) is on the sheet with minimal volume of VS2 (less than 0.1 pi)
under the microscope.

9. Plunge the Cryotop into liquid nitrogen quickly.

10. Put the Cryotop in a cane and store it in a storage tank.

For complete instruction for the vitrification procedure of oocytes and embryos, please refer to
Vitrification Protocol for Cryotop Method.

13. Compliance with International Standards

For manufacture of 'Vitrification Solutions for oocytes and embryos, kit' a Quality Management
System which complies with the requirements of ISO 13485:2016 is operated.

‘Vitrification Solutions for oocytes and embryos, kit' meet the provisions of the MDD 93/42/ECC
with the amendments as of Directive 2007/47/EC.

14. Sterilization

Hermetically closed and unbroken packaging assures sterility. Do not use solutions if sterile
packaging is broken.

"Vitrification Solutions for oocytes and embryos, kit' are manufactured and filled into sterile vials
in aseptic conditions according to EN ISO 13408-1. For the production of 'Vitrification Solutions
for oocytes and embryos, kit' the sterile raw materials and components are used, and the
filtration of components into final product and the filling into vials are performed in a LAF-unit
Class A, located in Class B according to Good Manufacturing Practice (GMP). The solutions are
sterilized by sterile filtration. The sterile fill of the vials is assured by media fill test.

Vials and caps are sterilized by gamma irradiation. The sterilization process meets the terms of
standard 1SO 11137 according to which Sterility Assurance Level (SAL) 10 ®is adequately assured
Page 10 of 13
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at the sterilization dose 15.0 kGy.

The tightly closed and sealed package assures sterility of the product. Do not use the solutions if
sterile packaging is broken.

15. Stability and Shelf Life

In case of transportation and storage in accordance with the instructions of the manufacturer
‘Vitrification Solutions for oocytes and embryos, kit' are stable up to their expiry date, indicated
on the labels attached to the vials and carton boxes.

After warming the rest of the solutions should be discarded.

After opening it is allowed to use and store the solutions in cooling chamber or refrigerator during
2 days, after that they should be disposed.

16. Environmental Protection Requirements

‘Vitrification Solutions for oocytes and embryos, kit' during use, transportation and storage do
not have an adverse impact on human or environment.

17. Disposal

Used solutions should be disposed in compliance with the requirements of national legislation in
regard to disposal and destruction of medical waste.

The rest of solutions and empty vials are recommended to be disposed in single use water
resistant containers for dangerous medical waste with adherent cap, which avoids inadvertent
opening of the container.

It is necessary to contact a qualified waste disposal contractorto dispose the solutions as residual
and unsuitable for reuse.

18. Packaging and Labelling

'Vitrification Solutions for oocytes and embryos, kit' are supplied in sterile vials with screw caps
made of polypropylene (primary packaging). Cap of each vial has silicone rubber pad for leak
resistance.

Each solution has individual color-coding of cap. For convenience of user each cap also has letter
identification of solution and number of step according to Vitrification Protocol (See Vitrification
Protocol for Cryotop Method).

Forfillingand sealingof vials with solutions the aseptic process is used accordingto EN 1SO 13408-
1 Every time priortothe production process the sealing machine is performed is inspected under
startup and also after change of the settings and sizes of the vials. Adjusted and inspected on the
permanent basis sealing process allows to provide firm adherence of the cap, avoid leakage and
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assure antimicrobial barrier.
For supply to the end-users the vials with the solutions are packed into the carton boxes
(secondary packaging) which protect the solutions during storage and transportation,

The vials and carton boxes with the solutions are supplied with the labels, The labels contain the
following information: product name, intended use, content and volume of vials, reference,
batch code {LOT), product code, expiry date, single use product indication, sterility indication and
sterilization method, prohibition of use in case of damaged package and re-sterilization, storage
conditions as well as name and address of the manufacture and EU representative, CE mark.

The labels on the vials due to their small size contain only partial information on the product:
letter identification of the solution, batch code {(LOT), expiry date, single use product indication,
storage conditions and number of step according to Vitrification Protocol (See Vitrification
Protocol for Cryotop Method).

Symbols on Labels

STERILE|A Sterilized using Aseptic Processing Techniques

Do not reuse

Catalogue number

Batch Code {LOT)

Storage Temperature

Use by

Consult instructions for use

Do not use if the package is damaged

Do not re-sterilize

L®® 2Kk 4HEE O

Manufacturer
EC Representative
ec | nee
( e 0086 CE mark

According to the requirements of national legislation in terms of labelling of medical devices the
labels in Russian language are placed on the packaging of the product.

Page 12 of 13

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



KT "ATO,

19. Contents of Delivery

‘Vitrification Solutions for oocytes and embryos, kit' are supplied in kits of 4 vials of 1.5 m| packed
into a carton box and accompanied by Instruction for Use.

20. Warranty

The manufacture guarantees the quality of device during its shelf life when stored and used
properly.

The manufacture is not liable for any damage resulting from misuse or incorrect operation or
failure to follow the cautions or instructions contained in the instruction for use or the instruction
manual for any compatible medical equipment.

21. Reclamation

In case of claims concerning the quality of medical device, please contact Manufacture and / or
its Authorized Representative.

Manufacturer:

Kitazato Corporation

81 Nakajima, Fuji-city, Shizuoka 416-0907, Japan
Tel.: +81-545-66-2202 / Fax; +81-545-60-5772
E-mail: info@kitazato.co.jp

Place of manufacturing:

Kitazato Corporation Shizuoka Office

81 Nakajima, Fuji-city, Shizuoka 416-0907, Japan
Tel.: +81-545-66-2202 / Fax: +81-545-60-5772
E-mail: info@kitazato.co.jp

Authorized Representative in Russian Federation:

EkoZdrav Ltd.

6, Yartsevskaya St., 1st floor, premises 2, room 11 Moscow 121351, Russia
Tel.: +7 (916) 640-24-44

E-mail: info@ekozdrav.ru

President and Representative Director
Kitazato Corporation
Date: of

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



NOTARIAL CERTIFICATE

THIS IS TO CERTIFY:
That Mr. Hisashi HAYASHI, a duly authorized agent of Mr, Futoshi INOUE,
President and Representative Director of Kitazato Corporation, being legally
constituted and existing in accordance with the laws of Japan, has stated in my
presence that the said Mr. Futoshi INOUE has acknowledged himself that the
signature on the attached document is his own.
Dated this 6" day of January, 2020,

NOTARY
TOKYO LEGAL AFFAIRS BUREAU

My commission expires : March 2, 2022,
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has been signedby Kikuo ASAKA
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureay

4. bears the seal/stampof Kikuo ASAKA, Notary

Certified
5. at Tokyo 6. JAN - 6. 2020
7. by the Ministry of Foreign Affairs
8. 20 N2 003004
9. Seal/stamp: 10. Signature
T. Tanaka
Toshie TANAKA

For the Minister for Foreign Affairs
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NoroTtun / «<KUTA3ATO»

3AABJIEHNE

d, dyTowm MHoye, Mpe3naeHT 1 YNONHOMOYEHHbIW ANPEKTOP KoMnaHuu Kitazato Corporation /
«Kutazato KopropeiiH», HacToAWmMM ouumnanbHO U UCKPEHHE 3asB/isito, YTO NpuiaraeMbli
[OKYMEHT ABNAETCH BEPHOI KOnuein VIHCTPYKUMU MO NPUMEHEHWNIO Ha MeAMLIMHCKOe U3aenie.

/Mopanwucs/

dyTowmn NHOYE

Mpe3naeHT 1 YNONHOMOYEHHBIA AUPEKTOP
Kitazato Corporation / «Kutazato KoprnopeniuH»
Ot 18 pekabps 2019 .

/Mevartb: Kntasato KopnopeiwH/
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Norotnn / «<KNTA3ATO»

VIHCTPYKLMSA N0 NPUMEHEHUIO
Ha MeAULNHCKOe n3aenne

«PactBopbl AN BUTPU(MKaLMUM OOLUMUTOB N IMOPUOHOB B
Habope»

MpownssoacTea Kitazato Corporation / «Kutazato KopnopemLuH»
AnoHua
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Kitazato Corporation/
«Kutazaro KopnopewnLuH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

1. HanmeHoBaHMe MeaNLUMHCKOIo n3aenns

«PacTBOpbI AN BUTPU(MKALMN 00LMTOB 11 3MOPUOHOB B HAabope:

1. OcHoBHol pactBop (BS): 1 ¢nakoH 1,5 mn;
2. PaBHOBeCHbI pacTBop (ES): 1 dnakoH 1,5 mn;
3. PactBop ana sutpugmkaumm (VS): 2 hnakoHa 1,5 mn.

Mpounssogutens: Kitazato Corporation/ «Kutazato KoprnopeWwH», 81 Nakajima, Fuji-city,
Shizuoka 416-0907, AnoHus.

Mecto npowussogcTea: Kitazato Corporation Shizuoka Office/Kutazato KopnopeiwH Cupasyoka
Odmc, 81 Nakajima, Fuji-city, Shizuoka 416-0907, AnoHus.

2. HasHaueHune MeaMLUMHCKOro 13aenus

«PacTBopbl And BUTPUGDMKALMM OOLMTOB U 3MOPUOHOB B Habope» WMCMOMb3yHTCs B chepe
BCrOMOraTe/bHbIX PenpoOAyKTUBHLIX TexHonornii (BPT) ans  BuTpU(MKaLUMM OOUMTOB W
3MOPVOHOB.

3. lMoTeHUManbHble NOTPEOUTENN

«PacTBOpbl AN BUTPU(MKALIMM OOLMUTOB 1 3MOPUOHOB B Habope» npeAHa3HaueHbl s
CNONb30BaHUA KBAIM(PMLIMPOBAHHLIMI crieuuanicTami, MpoLLeWMMN 00yYeHNe NeYeHuto
6ecnnoavs MeToJamm BCroMoraTe/ibHbIX PenpoayKTUBHbIX TEXHOMOTMIA.

4. OYHKUMOHaNbHbIE XapakKTePUCTUKW. MpuHUMN AelicTBUS

«PacTBOpbI 415 BUTPUDUKaLMM OOLMTOB M 3MOPUOHOB B Habope» obecneynsatoT 6e30nacHbIi
npouecc BUTPU(MKaLMKN (CBEPXOBLICTPOro 3aMOpPaXKMBaHUS) PEeNpPOAYKTUBHBIX KNETOK Ye/loBeKa
XOPOLUEro KayecTsa C Lie/lblo UX XpaHeHWs1 B TeYeHWE HeonpeaeieHHOro nepmoga BpeMeHMU.

PacTBOpb! ABMAKOTCA aBCOMOTHO YHUBEPCAIbHBIMUA 1 NOAXOAAT AN BUTPUGMKALMMA OOLUTOB 1
3MOPUOHOB Ha BCEX CTaAUsX Pa3BUTUS.

bnarogapss HauMil0 B COCTaBe pPacTBOPOB  KPWMOMPOTEKTOPOB MNO/yyaeTcss  U3bexarb
KprcTannoobpa3oBaHusi BHYTPU KNETOK B NMPOLECCE OCYLL,ECTB/IEHUS CBEPXOLICTPOro rny6boKoro
3aMOpaXkMBaHMA B XXUAKOM a3oTe npu Temnepatype -196°C, uto No3BoNseT yutonaasMe KIeTok
HaxoauTbCA B reneobpasHoM COCTOSIHAM W B AafbHeilleM BOCCTaHaB/MBaTb  MpPsMble
(hyHKLMOHa/IbHbIE CBOMCTBA.

B HacTosllL,ee Bpemsi Haubosnee LIMPOKO WCNOMb3yeMble anpobypoBaHHbIE KPUONPOTEKTOPbI
BKNIOYAOT  BEruectsa, nNpPOHMKatorume B KeTky (Takme Kak — atuneHrnmkons (AN,
nponuneHrnukonb (PrOH) 1 ranuepunH), a TakKke HU3KOMONEKYNSPHbIE HEMNPOHUKarorume
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Kitazato Corporation/
«Kutaszato KopnopeniHs»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

KPMOMNPOTEKTOPbI (TakMe Kak caxapo3a W Tperanosa). Cofep)kaHue KpPUOMPOTEKTOPOB B
KOMMEepYEeCKM MPOM3BOAMMbBIX pacTBopax 41 BUTPU(MKaLMK, B TOM uncnie B «PacTBopax A/is
BUTPU(MKALMN OOLMTOB 1 IMOPUOHOB B Habope», 04eHb Maso. YTobbl 06ecneumnTb 6e30nacHbIi
npouecc BUTPU(PMKALMM [/ KNETOK, BaXKHO YETKO CriefloBaTb NPOTOKOY U XPOHOMETPaXY,
yCTaHOB/IEHHbIM NPOV3BOAMUTENEM B HACTOSILLEN WHCTPYKLMU MO NPUMEHEHMUIO.

Huskasa Temneparypa B npoLecce BUTPU(MKALMM MO3BOMSET OCTAHOBUTbL OUOXMMUYECKME
MPOLLECChl KNETOK M OCTaBUTb VX Ha XpaHeHWe Ha OJIMTENbHBIA Nepuo BPEMEHN C Aa/ibHENLen
BO3MOXXHOCTbIO VX MPUMEHEHUS AN neveHns 6ecnnoams. Mpu aToM, CPOK rogHOCTM pacTBOPOB,
YCTaHOB/EHHbIA NPOM3BOAMTENEM, O3HAYaET CPOK, B TEYEHME KOTOPOrO pacTBOPb! CTabM/IbHbI
MpW 06bIYHLIX aTMOCHEPHbIX YCMIOBUAX, N HET pocTa MUKPOOPraHn3MoB. OOUUTbI 1 AMOPUOHDI,
noaBepriunecs 3aMopaxXvMBaHWIO C MCMO/b30BaHMEM PacTBOPOB A9 BUTPUMKALMW, MOTYT
XpaHWUTbCA HeOorpaHMYeHHOe BPEMS B XXMAKOM a30Te, [Ae OTCYTCTBYET BEpPOSITHOCTb pocTa
MWUKPOOpPraHM3MoB. ocnie pasMopakmBaHUs KNETKM HaXOAATCS Ha TOR e CTaaun pasBuTHS, Ha
KOTOPOM OHM OblIN 3aMOPOXKEHbI, TaK Kak B MpOLeCcCe XpaHeHWs OOLUTOB M 3MOPUOHOB C
OCTaHOB/IEHHbIMW  BUOXUMUYECKMM  NPOLIECCaMN  YKU3HEAEATENIbHOCTU B KMAKOM  a3oTe
OTCYTCTBYET WX OMOMOTMYECKUIA POCT W CTapeHune, W, COOTBETCTBEHHO, PacTBOPbI OCTAOTCH
CTEPU/IbHBIMU, TaK Kak OTCYTCTBYET POCT MUKPOOPraHW3MOB.

B npoLecce 3amMOpaXMBaHWS PAcTBOPbI MCMOMb3YHTCA MOCNEA0BaTeNbHO. Kaaplih U3 HUX
MMeeT crneumanbHO pa3paboTaHHbIin cocTaB, OnpeaeneHHbIn NOTPE6HOCTAMM PEenpPOaYKTUBHBIX
KNETOK Ha KaXOOW CTaauy BbIMOMHEHWUs MpoLeaypbl Ans Toro, 4tobbl 06ecneunTb KX
6€30MacHOCTb 1 MaKCUMU3MPOBAaTh YPOBEHb BbIXKMBAEMOCTM!.

HanmeHoBaHVe
®YHKUMA
pacTBopa
[na obneryeHns ypaBHOBelUMBaHWSA O0OUMTOB B pacTBope ES.
ba3oBblin pactBop (BS)  lNepBOHaYa/ibHO OOLMTBLI ypaBHOBELUMBAKOTCA B pactBope BS nepepn
[ob6aBneHnem pacteopa ES.
PacTtBop ES conep>XuT 3TUNEHINIMKO/b B KAYeCTBe KPUOMPOTEKTOPA.
KOHLeHTpauma 3TUNEHINNKONSA, cofepXalaaca B pactsope ES,
COCTaBNS€T  MONIOBMHHYK  OOMK0  KOHLUEHTpauuu  OaHHOro
PaBHOBECHbIA pacTBOP  KOMMOHEHTa B pacTeope VS.
(ES) PactBop ES wmcnonb3yetca Ana ypaBHOBELUMBAHWA OOLUMTOB WK
3MOPMOHOB B KOHLEHTPaUMK KPWOMNPOTEKTOPOB B pacTBope ES
nepeg NOMELLEHVMEM oOouMTa WM 3MOPUOHA B KOHLEHTPaLMIO
KpUonpoTeKTOPOB B pacteope VS.
PactBop VS cofepXuT Tperanosdy W STUIEHINIMKONb B Kayectse
KpnonpoTtekTopoB. PactBop VS npeaHasHayeH ANA NOrpy>KeHus
OOUWTOB WM 3MOPMOHOB B KOHLIEHTPALMIO KPUOMNPOTEKTOPOB,
Heoo6Xo4UMy0 ANs WX 3aMOpPaKmBaHWs NOCNe BblAEPXMBaHWS B
pacTsope ES.

PactBop ans
BUTpUnKaummn (VS)
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Kitazato/ «Kutazato» SIBNSIETC OAHOW 13 BeyLLVX TOProBbiX MapoK B 06/1aCTU NPOABUKEHUS U
COBEPLUEHCTBOBAHMS NpoLieAypbl BUTPUGDMKALMK. Ee 3HaUUTENbHLIM BKIAIOM B aHHOI cthepe
cTana paspaboTka CUCTEMbI BUTPUGMKALIMM 11 pa3MOPaXKMBaHWS, CTaBLLE MUPOBLIM MAEPOM B
06nacTV BUTPUAMKALN OOLMTOB M 3MOPNOHOB HA BCEX CTAMSAX Pa3BUTMS.

Bnarofiaps npoBefeHN0 BUTPU(MKALMN B MaJIOM 06beMe cpefbl A8 NOAAEPXaHUA BbICOKOM
CKOPOCTN OXNaKAEHWS U HarpeBaHusi [OCTUraeTcs YPOBEHb BbIKMBAEMOCTM OOLUUTOB U
3MOPUNOHOB cBbille 90% nocne pasMopaKmBaHNS.

3a Gonee yeM [AecATWNETME CBOETO MPUCYTCTBUA Ha PbIHKE MPOAYKUWS ANA BUTPUDUKaLUN
Kitazato nonyuuna npvmeHeHue B cBbiwe 1,500,000 knMHMYeckmx cryvaes B 6onee 90 cTpaHax
1 2,200 LeHTpax BCriomoraresibHoW penpoayKumn. MNosyyeHHble HenpeB3oAeHHbIe pe3ynbTarbl
Haxo4AT NOATBEPXKAEHNE B COTHAX Hay4YHbIX MyGAMKaLmiA.

5. [loKazaHuA K NPUMEHEHNIO

«PacTBOpbl AN BUTPU(MKALIMM OOLUMTOB U 3MGPUOHOB B HaGope» MPUMEHSIOTCS ANs
KPVOKOHCEepPBaLMM OOLMTOB 1 IMBPVOHOB 1 UMEHOT CrieAyHoLLe NPEMMYLLECTBA NS NaLVEHTOB:

O6ecneunBaldT BO3MOXHOCTb COKPaTWUTb KONIMYECTBO MEPEHOCMMBLIX 3MOPUOHOB W, MpW
3TOM, MaKCMMU3MpOBaTb A0/ 3IMOPUOHOB XOPOLLEr0 KayecTBa, MOMYUYEHHbIX B pe3y/bTare
3abopa OOUMTOB MOC/ME KadKAOW MNOMbITKM CTUMYNAUMKM, KOTopas cama no cebe Hecet
(m3nYecKuii CTPECC M TaKKe SBMSETCS AOPOroCTosALLEN AN NaUWEHTOB;

MomoratoT coxpaHnUTb (epTUbHOCTb, YTO CMOCOBCTBYET POCTY MOTEHUMana Npy NOMbITKax
3abepemMeHeTb B NO3OQHEM MaTeEpPUHCKOM BO3pacTe 6narofapsi KpMOKOHCepBauuy OOLMTOB
nocne 3abopa B lOHOM BO3pacTe, WM e Nepef Ha4yaloM Jle4eHUst OHKONOTUYECKMX
3a00/1€BaHNI Y MaLWEHTOB;

MaKCMN3NPYHOT BEPOSATHOCTb HacTynneHnss 6GepemMeHHOCTM B MporpaMMax fAOoHOpCTBa
OOLMTOB, MPU MPEUMMNIaHTaLMOHHOW TEeHEeTUYECKOl AMArHOCTUKE WM MPU OTI0XKEHHOM
nepeHoce 3MOPVMOHOB, KOrga [daeTca [AOMONHWTENIbHOE BPEMs /11 BOCCTAHOBMEHUS
3HAOMETPWS C LieMbH0 NOBBbILLEHNS 61aronpuATHBIX YCO0BWIA ANt SMGPUOHA.

6. MpOTMBOMNOKAa3aHUA

e He cTepunusyiite NOBTOPHO.

e Bo n3bexaHvne KOHTaMUHaUMWM He UCMOosb3YinTe NOBTOPHO.

e He ncnonb3yiite NOMyTHEBLUME WM MOXENTEBLUNE PACTBOPSI.

e He ncnonb3yiite B cyyae Kakux-nMb0 HECOOTBETCTBUI B CreumpuKaumax ynakoBkma Wim
MapKMPOBKM (KO/INMYECTBO, LIBET, HAUMEHOBaHWE, 00BLEM).

e [epmeTn4yHO 3aKpbiTasd U HEMoOBpPEeXAeHHas yrnakoBka obecrneymBaeT CTePUSIbHOCTL. He
1NCNOSb3YINTE PacTBOPbI MPU HaPYLLUEHUW LeIOCTHOCTU CTEPUIBHO YNaKOBKM.

e PactBOpbI fO/MKHbI XPaHUTLCS B 3aKPLITOW OPUrMHAIbHOM YakoBKe npy TeMneparype ot
+2 1o +8 °C.
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e He ncnonb3yiite 1yTUIN3MPYIATE PacTBOPbI, KOTOPbIA XPaHUANUCL HE B XONOAWNbHMKE (0T
+2 fo +8 °C).

e He ncnonb3yiite pactBOpbl NOCNEe UCTEYEHUSI CPOKa rO4HOCTY.

e He ncnonb3yiite Ans NHbEKLWIA.

7. MNoTeHUManbHble NO6OYHbIE APDEKTbI

Mo60o4yHbIE 3(EKTbI OTCYTCTBYHOT.

8. Mepbl NpPefoCTOPOXKHOCTH

e [lepeq NPMMEHEHNEM 03HAKOMbTECH C COAEPXKAHMEM MHCTPYKLMM MO UCMOb30BaHNIO.

e [lepen UCNONMb30BaAHNEM NPOBEPLTE XapaKTEPUCTUKN 1 MaPKMPOBKY (h/1akoHOB (HOMep,
yKa3aHHbI CBEPXY KPbILKK, LBET KPbILKK, LBET 3TUKETKN (hlakoHa, Ha3BaHue pactBopa
N 06BEM).

e Vcnonb3yiite pactBopbl ANd BUTPUGUKALMKX 41 BUTPUDUKALMN OOLUTOB 1 3MOP1OHOB.

e [laHHOe m3genne npefHasHa4YeHO TOMbKO A1 MCMOMb30BaHMS KBa/IMMLMPOBAHHbLIMM
cneypanuctamn, — npoweawnmy  obydyeHne  nevyeHnto  Gecrnniogus METOL0M
BCMOMOraTte/IbHbIX PenpPOAyKTUBHBIX TEXHOMNOTUN.

e [lpy NCMONb30BaHUN NPUMEHSINTE acenTUYECKMe Mepb!.

e lAcnonb3yiiTe TONbKO CTEPUNIbHOE/CTEPUNN30BaHHOE 060PYL0BaHNe 1 MaTepuabl.

= [lepepn v“cnonb3oBaHWEM NPOBeAMTE 06e33apaXkBaHne paboyero NoMeL,eHus.

e Vcnonb3yiite TOMbKO B MOMELLEHUAX C PerynmpyembiM MUKPOKIMMATOM.

e Hocute cTepunbHble/CTEpUIM30BaHHbIE MepyaTky, Luanky, Xxanar, 4tobbl npefoTBpaTuTb
KOHTaMuHaLuuHo.

e [nA u4eTkoro cob6nOAeHMs MNPOTOKOSa WCMOMb3yiTe TaliMep BO Bpems paboTbl.
MofarotoBbTe pe3epBHbIA TaiMep Ha Cryyail paspsakn 6arapeu.

e 3genus 1 npucnocobneHns, NpUMeHsieMble COBMECTHO C pactBopamu, AOMKHbI ObITb
npefAHa3Ha4eHbl 419 AaHHOTO UCMOMb30BaHWA. Meped NPUMEHEHVEM O3HAKOMbTECH C
VHCTPYKLUMAMM MO 3KCNyaTaummn N3Aenmnia, Ncnosb3yemMbiX COBMECTHO.

e 36eraiite nonagaHus pacTBOPOB B fla3a WM Ha OTKPbITbIE MOBEPXHOCTM KOXM. [Mpu
nonagaHue B rnasa Wi KOHTaKTe C KOXHbIMW MOKPOBaMW He3aMeIMTeNbHO NPOMOiiTe
06UNbHBIM KONMYECTBOM BOABI.

e OouMTbl 1 3MOBPUOHBLI C MOP(ONOTMYECKUMMN aHOMAIMAMU, UM OOUMTbI Y 3MOPUOHBI
M/I0XOr0 Ka4yecTsa He MoAXOANT ANA KPUOKOHCEpBaLMM.

e Pabota c KneTkamu JO/KHA BKAKOYATb ABOWHYH NPOBEPKY CO CTOPOHbI onepatopa BO
n36exxaHve nyTaHuLbl.

e T[lepes nepeHocom MNpoBeauTe MPOMbIBKY WM WHKYGaLUKO C LeNbio BOCCTaHOB/IEHUS
3aMOPVOHOB B COOTBETCTBYIOLLEN Ccpeje.

e Cobnopaiite TpeboBaHMA BCeX (heAepasibHbX, TOCYAAPCTBEHHbIX W MECTHbIX
3aKOHOAATE/bHbIX aKTOB MpW YTUAM3aLMN U3AENUIA.
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e HeobxoayMo 06paTUTLCs K KBaNMMULMPOBAHHOMY NOAPSAUMKY M0 YTUIN3ALMN OTXO0B
LN YTUAM3aLUMK  PacTBOPOB Kak OCTATOYHbIX WM HEMpWUrodHblX [ns MOBTOPHOIO
MPUMEHEHUS.

e HeobGxoayMO yTWM3MPOBaTh MyCTble (IAaKOHbI W YMAKOBKY TakK e, Kak (hNakoHbl C
MPO/YKTOM BHYTPU.

e B cnyyae KOHTaMuHaUUM  YTUAU3NPYWTE U3denMe  Haanexawmum ob6pasom B
yCTaHOB/IEHHOM MOpPSiZKe.

e [locne NOMeLLEHNsI Ha XpaHeHWe NPOBePsiiiTe YPOBEHb XXMAKOro a3oTa B KPMOXPaHWMLLE
OAVH pa3 B [1BE HeAenw.

e T[lonb3oBare/ib HeceT OTBETCTBEHHOCTb 3a Nt0Oble MPO6MEMbI, BO3HMKLLIME B pe3y/bTaTe
HECOB/IOIEHNS HACTOALLEA UHCTPYKLMW MO NPUMEHEHMUIO.

Bce npeoCTEPEXEHUS W Mepbl NPEAOCTOPOXXHOCTU  BK/OUYEHbI B COMPOBOAUTENbHYIO
[IOKYMEHTALMIO K U3JENNIO.

9. YcnoBus TPaHCMOPTUPOBKU W XpPaHEHUS

TpaHcnopTMpoBKa «PacTBOPOB A1 BUTPU(MKaLUN OOLMUTOB 1 3MOPMOHOB B Habope» [0/HKHA
OCYLLEeCTBNATLCA NpK TeMnepatype oT +2 ao +8°C.

TpaHCNopTUPOBKA OT 3aBOAA-WM3TOTOBUTENS [0 3aKasuvMka OCYLLECTBISETCS B CUCTEME
«X0nofoBas Lenb». [N8 OTNpaBKM 3aKa3uMKy YMakoBKM C pacTBopaMu MOCTynawT u3

XOI'IO,EI,I/II'IbHOﬁ KOMHaTbl M YMaKoBbIBalOTCA B TPaHCMNOPTHbIE TepMOKOHTeVIHepr n3 ctupona c
XnagoanemMeHtTaMm Ha OCHOBE Jibja.

Bce nMepeBO3KM HAa [anbHME  PacCTOSHUS  OCYLLECTBASIOTCS  [PY30BOM  aBuauuein 1
OTCMIEXWBAIOTCA, UTOOLI M36exaTb 3afepXek. Takke [0nyckaeTcs MepeBo3Ka Ha3eMHbIM
aBTOMOOM/IbHBIM  TPAHCMOPTOM, 060PYAOBaHHLIM pedpuKepaTopamu, HAcTPOEHHbIMU  Ha
noaAepXkaHne Heo6xoAMMOro AnanasoHa Temneparyp.

B npoliecce TpaHCMOPTUPOBKM CneayeT u3beratb BO3AENCTBMS BbICOKMX TeMmepatyp, MpsiMbIX
CO/THEYHbIX /lyYeil 1 nonagaHus Bnarm.

rocne nonyyYeHns pactBopbI CiefyeT XpaHUTb B XO/I0AW/BHON Kamepe Wi pedpvkepatope npu
Temneparype ot +2 go +8°C fo Jartbl, ykazaHHOW Ha ynakoBKe, NpefoxpaHss oT AOoCTyna cBeTa.
He fonyckaetca 3aMopaxkvBaHue.

10.  YcnoBua npumeHeHusa.  M3genusa,  UCNOMb3yeMble  COBMECTHO C
MeAULNHCKUM U3[envem

cnonb3oBaHne «PacTBOPOB /11 BUTPUGMKALMM OOLMTOB U 3MOPUOHOB B HA60pEe» A0MycKaeTcs
TONbKO B CTEPU/IbHBIX 1aG0PATOPHbIX MOMELLEHMSAX C COGMI0AEHNEM NPaBUN acenTukn. M3aenus
He NoA/IeXaT AOMaLLHEMY MCMO/Mb30BaHMIO.

MpoBefeHne npoueayp AONYCKAeTCs TONMbKO B MOMELLEHUsX C Xopolleli BeHTunauueli 1
KOHAMLVOHMPOBAHNEM BO3yXa.
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Temnepatypa n ypoBeHb yrnekucnoro rasa (% C02) B WHKyGaTopax AO/MKHbI pPerynsipHo
KOHTPO/IMPOBATLCA C MOMOLLBI0 HE3aBUCUMbIX WU3MEPUTENbHBLIX NMPUOOPOB U CpaBHMBATLCA C
noKasaHuAMM Ha ux gucnnesx. Takke perynsipHoO AO/HKHbI MPOXOAWTb MOBEpPKYy Temneparypsbl
TEPMOCTO/IMKM NabopaToPHbIX MUKPOCKOMOB.

ONs  OCYLIECTBNEHNUS MaHUNyNsauMiA ¢ oouuTamMm U 3MOPUOHAMM  COBMECTHO  [IO/DKHbI
CNONb30BaThCA TOMBKO CTEPU/bHBIE HETOKCMUHBIE PACXO[HblE MaTepuasbl A1 UCKIHYEHUSs
prcKa 6aKTEPUANbHOTO 3aPaXKEHNSt UM KOHTaMUHALM.

Mpv NpYMEHeHUM PacTBOPOB B pamKax NpoLeaypbl BUTPUDUKALMMA COBMECTHO MCMOMb3YHOTCS
nuneTku  (ONs  [O3MPOBaHMS  PacTBOPOB, COBMECTHO C  [03UPYHOLMM  YCTPOIACTBOM),
HAKOHEUHUKW (019 MaHUNYNSUMIA C KNeTKamu, COBMECTHO C Py4KOl-AepXKatenem), nnaHLeThl
(PEeKOMEHAYETCS MUCMONb30BaTb PEMPOAYKTUBHBLIE NIOTKW C LUECTBIO YIAyGNeHWsIMM), a Takke
KOHTel/iHepbl  (COMOMMHbI) ANs  3aMOPaXMBaHWS U XpaHeHUs OOUUTOB W 3MOGPMOHOB
(pekomeHayeTcss ucnonb3osatb Cryotop / «Kpuoton» 1 pasmelats A0 4 OOUWUTOB WK
3MOPUOHOB Ha Of]HO COMOMUMHE). MpOoLIEcC CBEPXBLICTPOrO 3aMOpPaXKMBaHWUS MPOUCXOAUT B
KPVOBaHHE, HaMOHEHHON XWUAKAM a30TOM.

11. TpeboBaHus 6e30MacHOCTU

«PacTBOpbI AN BUTPUDUKALMM OOLMTOB U 3MBPUMOHOB B HABope» A0/MKHbI 1CMNOMb30BaATHCA
TO/MbKO CreLmanMcTamMmm penpoayKTUBHOM MeANLVHbI C COGMI0OAEHNEM NPaBUM aCenTUKM.

«PacTBopbI ANs BUTPUGIMKALMN OOLIMTOB 1 3MOPUOHOB B HAO0PE» He A0/MKHbI NpeAHaMepeHHO
ObITb MCMOMb30BaHbl He MO Has3HaueHWto. OWWOKM MpKU 3KcnayaTaumy MOTYyT HaHeCcT! Bpef,
TKaHSM K/IETOK.

Mpv NpUMEHeHUM «PacTBOPOB ANS BUTPU(MKALMM OOLMTOB W 3MOBPMOHOB B Habope»
06s3aTe/NbHbIM  YCNIOBMEM  SIBNISIETCS  CTPOroe COGMOMEHVNE MONMOXEHWIA MHCTPYKUMM MO
MCMNO/Mb30BaHUIO.

12. CocTaB U XxapaKTepPUCTKM PacTBOPOB
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PacTBOpbI B COCTaBe:

HannneHosaHue O6bem Konuyectso LiBeT KpbILWKM
(hnakoHa
basosblin pacteop (BS)* 1.5 mn 1 benbiin
PaBHOBECHbIV pacTBop (ES) 1.5 mn 1 Fony6oii
Pacteop anda sutpudmkagum (VS) 1.5 mn 2 3eneHblii

* [Acnonb3yeTcs TONIbKO ANS 3aMOpPaXkMBaHUSA OOLUTOB.

CocraB pacTBOpoB

basosbIli pactop (BS)

KOMMNOHeHT DYHKLUNA
[apokcunponuuenonosa 3ameHuTeNb anbbyMmnHa KpoBK
HEPES HaTpveBas conb Bythep

HEPES Bydep

Brkap6oHaT HaTpus Perynatop pH
MoNMBUHUNNNPPONUAOH 3aryctuTenb

basoBas cpega OcHoBHas nuTaTtenbHasa cpega
[enoHnsnpoBaHHas PacTBOPUTENb

AUCTUNIMPOBaHHasA BOAA

PaBHOBECHbIN pacTBop (ES)

KOMMoOHeHT DYHKLMA

STUNEHININKONb Kpuonpotekrop
FMApOKCUNpOonuLLeNNN03a 3ameHuTeNb albbyMrHa KPOoBU
HEPES HaTpueBas cosb Byep

HEPES Bythep

BrkapboHaT HaTpus PerynaTop pH
MoNMBMHUANNPPONAOH 3arycturesnb

basoBas cpefa OcHoBHasA nuTatesnbHaa cpeaa
[JevoHn3npoBaHHas PacTBOPUTEND

AUCTUNMPOBaHHas Boaa

Pacteop ana sutpugukaummn (VS)

KoMnoHeHT DYHKLMA

Tperanosa OCMOTUYECKUIA perynsaTop
STUNEHTNINKONb KpuonpotekTtop
MMApoKcUNponuaLenono3a 3ameHuTeNb albbyMMHa KPOBU
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HEPES HaTpueBasi cosb Bytep
HEPES Bytep
Bukap6oHat HaTpus PerynaTop pH
MoNMBUHUNNNPPONUAOH 3aryctutens
basoBas cpega OcHoBHas nuTatensLHasa cpeja
[lenoHn3npoBaHHas

PactBopuTenb

AUCTUNNPOBaHHas BoAa

Cneuundukaums
[oka3aTenb Cneyumpmkauus
BHewHwuin Buz (UBer) UucTblin, 6e3 yactuy, 1 B3Beceit / 61eHO-pPO30BbIN
pH 7.20-7.60
OcmonspHOCTb ba3zoBeblin pactBop (BS): 240-300 MMOnb/Kr
PaBHOBECHbIN pacTBop (ES): 2300-2800 MMOb/Kr
Pacteop ana sutpudurkaumm (VS): 4900-6000 MMonb/Kr
CTepunbHOCTbL OTCyTCTBYET POCT MUKPOOPraHM3MOB
SHAOTOKCHWHBI <0.25 EU/mn
TeCT Ha MbILLUMHbIX ccnepoBaHve Ha  OAHOKMIETOYHbIX  MbIWKMHBIX — 3MOPMOHAaX
3M6pMoHax NMPOBOAUTCA C UCMO/b30BaHNEM CBEXMUX 3MOPUOHOB. Pe3ynbTtathl

Tecta NMOKa3blBalOT  MPOLEHT  MbIWKWHbIX ~ 3MOPUOHOB,
NpPeBpaTMBLUMXCA B MOMHOCTBLIO Yepe3 96 yacoB BO3AENCTBUS Ha
obpasel,

>80 %

Cneyndukauma Kakaoon naptmm  pactBOpoB nNpefctaBneHa B Ceptudukate aHaimMza K
KOHKpeTHomy J10Ty.

Bce pactBopbl npegHasHaueHbl 41 OAHOKPATHOrO MCMo/b30BaHWs. CPpoK rofHOCT pacTBOPOB
cocTaB/ffeT 3 MecsALa C MOMEHTa BbiMycka cepTudukara aHamsa.

OauH Habop PacTBOPOB MO3BO/ISIET 3aMOPO3MUTh A0 16 00LMTOB U 3MGPUOHOB.
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13. VIHCTPYKLMM NO UCMOMb30BaHUIO

ES Slept ES Step2 ES Slep3
Oocyte
Uii ( yO,;i ) 3miti 3oitn
Embryo

ZygotB 4Cqill - Bla™ocybl

MNogrotoBka

1. 3anosiHuTe KpMOoBaHHY CBEXUM XUAKUM a30ToM Ha 90%.

2. CpaBHUTE LUMPWUHY NEPUBUTENIMHOBOIO NMPOCTPAHCTBA C TOJILL,MHOM BUTENIMHOBOIO C/0SA U
3anunLINTe nokKasatesnn.
MPUMEYAHME: wucnonb3yinTe nNacTepoBCKYD NMNETKY C  MOAXOASLMM  BHYTPEHHUM
AvameTpoM 418 ooupTa (BHEWHWn gnameTp 120 MKM) Wm aM6puoHa.
BHUMAHWE: npoueaypbl ypaBHOBELUNBAHNSA A1 OOLMTOB WU SMOPUOHOB Pas/inyHbl.

YpaBHOBeLUNBaHME O0LUTOB

1. Momectute 20 mMkn pactBopa BS 1 no 300 mkn pactBopoB VS1 v VS2 B penpoayKTUBHbIA
JIOTOK C NOMOLLH0 MUKPOMUMNETKMN.

2. [MepeHecuTe OOUMT 13 YallKK ¢ KynbTypoid Ha JHO pacTtBopa BS.

3. LWar 1 AkkypatHo go6asbTe 20 MKn pactBopa ES Ha MOBEPXHOCTb pactBopa BS v ocTtaBbTe
Ha 3 MUHYTHL.
Lar 2. AkkypaTHO go6aBbTe euwle 20 Mk pactBopa ES Ha MOBEPXHOCTb pactBopa BS u
0CTaBbTe Ha 3 MUHYTBI.
Lar 3. AkkypaTHO go6aBbTe elle 240 mkn pactBopa ES Ha MOBEPXHOCTb pactBopa BS u
OCTaBbTe eLle Ha 9 MUHYT.

YpaBHOBeLIVBaHNE 3MOPMOHOB

1 TNMomectnte 300 mkn pactBopoB ES, VS1 n VS2 B penpodyKTMBHbIA NIOTOK C MOMOLLbO
MUKPOMUNETKM.

2. TlepeHecute amOpuoH B LieHTP NiyHkn Ha NMOBEPXHOCTbL pacteopa ES.

3. OMOPMOH HaYHET yMeHbLLaTbCs, a MOTOM MOCTENEHHO BO3BPALLATLCA K UCXOAHOMY pasMepy
6narogaps NPOHUKHOBEHWIO pacTBopa ES (B TeueHme 15 MuHyT).

Butpndmkaumsa
BHUMAHWE: waru 4-9 Heo6xo4MMO BbINOMHUTL 3a 60-90 cekyHA,

4. 3axBartute oouuT (3MOPMOH) M3 pacTBopa ES Ha KOHUMK NnacTepoBCKOW NUMeTKW. MNepeHecute
ooumT (3MBPMOH) B LEHTP NyHKM Ha MOBEPXHOCTb pactBopa VS1.
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. Kitazato Corporation/
KT “A LWL poration

«KnTtaszato KopnopeuLuH»

Norotun / «<KNTA3ATO» 81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

5. 3axsatnte ooumT (3MOPUOH) NacTepOBCKON MUNETKOW W BbidyiTe ero. [oBTOpUTE 3TO
JeicTBme 3 pasa, MeHss NnonoxeHue B pacteope VS1.

6. lepeHecute oount (3MOPWOH) B pactBop VS2. MNepemMecTute OoOuMUT (3MOPUOH), ABaXAbI
MeHss NoJsIoXKeHVe B pacTBope VS2 ¢ NOMOLLbH0 NacTePOBCKOM MUMETKN.

7. TomecTute oouuT (3MOPMOH) BO3/ME YEPHON METKU MNEHOYHOro Hocutens Kpuotona.
Caenaite MocKyto Kanso.

8. MMpn nomowm MUKpOCcKona ybeamTecb, YTO OOUUT (3MOPWMOH) HaxOAMUTCS Ha HocuTene ¢
MUH/MaJIbHbIM 06beMoM pactBopa VS2 (meHee 0,1 MKn).

9. bBbICTPO OKyHWTE KproTOn B XXUAKMIA a30T.

10. MNomecTuTe Kproton B fiepykaTtenb Y 0CcTaBbTe B KPUOXPaHWUINLLE.

3a noapo6HON WHCTPYKUME MO OCYLLECTBAEHUIO MNPOLEeAypbl BUTPUMMKALMMA OOUUTOB U
3aM6prOHOB 0bpaTuTech K MpoTokony BUTpUtnKaummn ans Metoga Cryotop / «Kpuoton.

14. COOTBETCTBMUN MEXAYyHapOAHbIM CTaHAapTaM

Mpn npousBoacTBe «PacTBOPOB ANs BUTPUGMKALMM OOLUMTOB 1 3MGPUOHOB B HaGope»
ncnonb3dyetcs CuctemMa  ynpaBneHWs KadyecTBOM, COOTBETCTBytoLlass TpeboBaHusM  I1SO
13485:2016.

«PacTBOpbl  Ana  BAUTPUDMKALMW OOUMTOB M 3MOPUMOHOB B Habope» YyA0BMETBOPSAIOT
0bs3aTe/ibHbIM  TPpeboBaHWAM, YCTaHOB/IEHHbIM  Jupektneoin MDD 93/42/EEC c yyeTOM
n3MeHeHnin/ gononHeHnin upektnebl 2007/47/EC.

15. Crepunusauyus

«PacTBOpbI A/19 BUTPU(MKALMM O0LMUTOB 1 3MOPUOHOB B HAb0pe» NPOU3BOAATCA M Pa3/IMBatoTCA
B CTEPU/IbHbIE (D1aKOHbLI-NPOBUPKIX B acenTUYECKMX YCnoBuax B cooTeetcTBum ¢ EN ISO 13408-1.
B npouecce npou3BOACTBa PaCcTBOPOB MCMOML3YETCH CTEPUSIbHOE Cblpbe W KOMMOHEHTHI, BCE
orepaumm Mo CMELUMBAHMIO KOMMOHEHTOB B rOTOBblE PacTBOPbl M WX (hacoBKe B Mpobupke
NPOBOAATCA B 30HE A, Haxofsllelica B OKpyXatouwlei cpege tmna B B cooTBETCTBUM C
Hagnexalein npousBoAcTBeHHOMW npaktukol (Good Manufacturing Practice  (GMP)).
MonyyeHHble pacTBOpbl NMPOXOAAT CTEPUIN3ALMNI0 MEXaHNYECKUM CNOCOBOM - CTepunmnsytoLlas
unetpauma. CtepunbHOe HamnosIHeHVe YTBEPXKAaeTCa NyTeM NPOBEPKN HaMoSHEHUS Cpes.

®NakoHbl W KPbIWKA  CTEPUM3YIOTCA  raMma-usnydyeHuem. Crepunusaums  oTBevaet
Tpeb6oBaHuAM 1SO 11137, cornacHO KOTOPbIM MOAAEPKUBAETCA rapaHTUPOBAHHbIA YPOBEHb
ctepunbHocTK (SAL) 10"®, KOTOpbIM B AOCTATOYHON Mepe rapaHTMpPYyeTcs Npu CTEPUAN3YIOLLEN
po3e 15.0 K'p.

FEPMETUYHO 3aKpbiTas W HEMoOBPEeXAeHHas ynakoBka oO6ecrneunBaeT CTepunbHOCTL. He
Cnonb3yiiTe PacTBOPbI NPY HAPYLIEHWW LIENIOCTHOCTW CTEPUIBHON YNAKOBKM.
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Kitazato Corporation/
«Kutasaro KoprnopemiH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

16. CtabunbHOCTb U CPOK rogHOCTU

Mpn TPaHCMOPTUPOBKE 1 XPaHEHUW B COOTBETCTBUM C YKa3aHWUsSIMW NPOV3BOAUTENS «PacTBOpbI
[ BUTPUDUKALIMM OOLMTOB 1 3MBPMOHOB B HAGOPE» COXPAHSIOT CTAOW/IBHOCTbL BMJIOTH 0 AaTbl
CTEUYEHUSI CPOKA TOAHOCTM, YKA3aHHOTO Ha 3TUKETKaX (01aKOHOB 1 KAPTOHHbIX YNaKOBOK.

rocne HarpeBaHysi HeMCMo/b30BaHHbIE PAcTBOPbI HEOGXOAMMO YTUIN3NPOBAT.

Mocne BCKPbITUS AOMYCKAETCS XPaHEHWUEe U UCMo/b30BaHWe PAcTBOPOB B XOMOAU/LHON Kamepe
UM pedpuKepaTope B TeueHue 2 AHeli, Noc/e Yero ux Heobxoaymo YTUN3NPOBAT.

17. TpeboBaHMA K OXpaHe OKpy»KaroLlen cpeabl

«PacTBopbl AN BUTPUGMKALIMA OOLMTOB U 3MOPUOHOB B Habope» Mpu MCMO/b30BaHUN,
TPAHCMOPTMPOBKE W XPaHEHWM HE OKa3blBAKT HEraTMBHOTO BO3/ENCTBUA Ha 4enoBeka U

OKPY>KatoLLLH0 cpeqy.

18. Y1mnnunsaums

Acnonb3oBaHHbIE PacTBOPbLI AO/HKHbI ObITb YTUIN3NPOBaHbl B COOTBETCTBUN C Tpe60BaHI/IFIMI/I
BHYTPEHHEro 3akoHoAareNbCTBa Mo ytnnmsaynn npoaykros MeanunHCKOro HasHa4yeHuA.

Heo6X04MMO YTUAM3MPOBAThL MycThle (IAKOHbI 1 YMAKOBKY TaK e, Kak (hlakoHbl C NPO/yKTOM
BHYTPMW.

OcTaTKM pPacTBOPOB W MycTble (/AKOHbl PEKOMEH/YeTCs YTWIU3MPOBaTb B O/JHOPA30BbIE
HEMPOMOKAEMbIe BNarocTOMKNE KOHTEMHEPbI A8 ONacHbIX MeAVLIMHCKUX OTXOI0B C KPbILLKOM,
o6ecrneunBatolLeli UX repMeTU3aLuio U MCKMHYatoLeli BO3MOXHOCTb CaMOMNPOW3BO/ILHOMO
BCKPbITYS.

Heo6xoanMmo 06patnThest K KBaM(QULIMPOBAHHOMY MOAPSAUMKY MO YTUAM3ALMM OTXOA0B A/
YTUNM3aLMIU PacTBOPOB Kak OCTaTOUHbIX U HEMPUTOAHbIX [/ MOBTOPHOIO NPUMEHEHMS.

19. YnakoBKa 1 MapKnpoBKa

«PacTBOpbI 4na BUTPUGIMKALMM OOLMTOB ¥ 3MOPMOHOB B HAOOPE» MOCTABANAKTCA B CTEPUbHBIX
NPOGMpPKax C 3aBNHYMBAOLLMMICS KPbILLKAMWU, N3rOTOBMIEHHBIX M3 NOAMMNpoONMIeHa (NepBnyHas
ynakoBka). Mpobka KaxKAoro iakoHa CHabXeHa NPOKMafKon M3 CUIMKOHOBOTO Kaydyka /1
obecneyeHns repmMeTUYHOCTH.

Kakablii pacTtBOp WMeeT WHAMBUAYa/bHYIO LBETOBYHD KOAMPOBKY KpbIWKKW. [ANd yao6eTBa
M0Nb30BaTe s HA KXKAYI0 KPbILLKY TakKe HaHeceHo 6yKBeHHOe 0603HauYeHne pacTBopa 1 HoMep
lara B COOTBETCTBUM C NOCNELOBATE/NIbHOCTLH  WUCMOMb30BaHUA  cornacHo  [poTokony
BuTpudukaumm (Cm. MpoTtokon sutpudukaumm gna metoga Cryotop / «Kpmotony).
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Kitazato Corporation/
«Kutaszato KopnopeniHs»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

[na HanosHeHWs 1 3aKpbITUS NPOBUPOK C pacTBOpaMu MCMO/b3yeTca acenTUYecKnin npoLecc B
cootBetcTBUM € EN ISO 13408-1. Kaxaplii pa3 nepes Ha4aioM Npov3BOACTBa OCYLLECTBNSETCA
npoBepKa 3aKyrnopoyHOM MalluMHbl B MPOLecce 3arycka, a Takke Mocie U3MEeHEeHUsi HacTpoekK
WM pasmepoB MNpPo6upoK. OTNaXKEeHHbIA  3aKyrMoOpPOYHbIA  MPOLECC, HaxOoAAWMIACa  Moj
MOCTOSIHHBbIM ~ KOHTPO/ieM, o6ecneymBaeT M/I0THOE MpUIEraHWe KpbIWKM K NPo6upke,
NCK/OYatOLLIEE YTEUKW M rapaHTMpYoLLee aHTUbaKTepuasbHbIi Gapbep.

[nsa nocTaBkM KOHEYHbIM MOTPedbutensaM (IakoHbI-NPOBUPKM C pacTBopamy MOMELLAKTCH B
KapTOHHblE YNakoBKM (BTOPMYHAs yMakoBKa), KOTOpble 06ecrneyvBaloT 3aliuTy pacTBOPOB BO
BPEMSs XpaHEHUs Y TPAHCMOPTUPOBKW.

Ha ynakoBkM W (pnakOHbl C pacTBOpaMu HaHeceHbl 3TUMKETKM. WHpopmauma Ha 3TUMKeTKax
yNakoBOK COAEPXMWT: HaMMeHOBaHMe NPoAyKTa, Ha3HayeHne, cocTaB M 06beM (P1akoOHOB, HOMEpP
no Karasnory, kog naptum (JIOT), Kog, NpoAyKTa, CPOK rofHOCTH, TpeboBaHMe 06 OHOKPATHOCTA
NCNONb30BaHUSA, MH(OPMAUMIO O CTepWUIbHOCTU W3LENNA U MeTofe CTepuiusauuu, 3anpet
MCMOMb30BaHUS MNPU  MOBPEXAEHHON YNakoBKE W MOBTOPHOM CTEPUAN3ALMN, YCIOBUAX
XpaHeHus, a TaKke HavMeHOBaHuMe W afpec 3aBofa-usrotoButens v npegcrasutens B EC,
Mapkuposka CE.

ITUKETKM (DIaKOHOB BBMAY VX Masloro pasMepa CofepXxar NMLb YacTUUHY0 UH(OpMaLMIo Mo
npoaykTy: 6ykBeHHOe 0603Ha4eHne pactBopa, Kog naptumn (JIOT), CpoK rogHoCTK, TpeboBaHme
06 OAHOKPaTHOCTM WCMONb30BaHUSA, YCNOBUS XpaHEeHWs W HOMep Lwara B COOTBETCTBUM C
nocnefoBaTe/IbHOCTbIO UCMO/b30BaHMst corfiacHo lpotokony Butpudukaummn (Cm. MpoTtokon
BUTPU(UKaumm ana metoga Cryotop / «Kprotony).

CMBONbI Ha 3TUKETKE

CTepmnmsau,vm C NPUMEHEHNEM METOA0B acenTnYeCcKoro

STERILE A
npon3BoACTBa
He ncnonb3oBatb NOBTOPHO
REF Homep no katanory
LOT Kog naptum (J10T)
cj- TemnepaTtypa xpaHeHus
icnonb3oBatb A0 Aatbl
BHumaHve: nepepn, UcnonsL30BaHNEM 03HAKOMBLTECH C
[1a NHCTPYKUUAMU
(§8) He 1cnonb30BaTh, ecnv ynakoBKa NoBpeXxaeHa

He cTtepunn3oBarb NOBTOPHO
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Kitazato Corporation/
«Kutasato KoprnopemiiH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

L NpoussoguTens

I
L EC 1REP I MNpepcTasutens B EC
AN 0SB Mapkuposka CE

Ons  o6palleHnss u3genuii Ha TepputopuM Poccuiickoii ®efiepalum B COOTBETCTBUM C
3aKOHOAATENbCTBOM Ha YNaKOBKY U3[ENNIA HAHOCUTCS TUKETKA Ha PYCCKOM S3bIKE.

20. KomMnnekT noctaBku

«PacTBOpbI AN BATPU(MKALMM 00OLUTOB M 3MOPUOHOBY» MOCTaB/AIOTCA B Habopax Mo 4 ¢iakoHa
o6bemoM 1.5 M, MOMELLEHHbIX B OAHY OOLLYH KapTOHHYH YNakKOBKY COBMECTHO C MHCTPYKLMEN
MO MCMNO/b30BaHMIO.

21. TapaHTuiHbIe 06513aTeNIbCTBA
MNpoun3soauTent rapaHTUpyeT KayecTBO PacTBOPOB B TEYEHWE BCEro Cpoka roAHOCTU npw
NPaBUIbHOM XPaHEHUWN W IKCnyaTauun.

Mpov3BoaUTENb HE HECeT OTBETCTBEHHOCTb 3a /06Ol YPOH, BO3HUKLIMIA BCNeAcTBUE
HENPaBWMLHOTO MCMOML30BAHUS WM HECOBMIOAEHNS YKa3aHWii M Mep MpPeaoCcTOPOXHOCTEN,
COAEPXKALLWXCA B UHCTPYKLMM MO SKCNyaTalyu.

22. Pexknamaunn
Mpy BO3HWMKHOBEHMM MPETEH3MIA MO MOBOAY KayectBa MeAULIMHCKOro usfenns obpatiaitecb K
npoussoauTento 1/ nm ynosIHOMOYeHHOMY MpeacTaBuUTeNto NPOU3BOANTENS.

[pon3soanTens:

Kitazato Corporation / «Kutazato KopnopentuH»
81 Nakajima, Fuji-city, Shizuoka 416-0907, AnoHus
Ten.: +81-545-66-2202 / dakc: +81-545-60-5772
E-mail: info@kitazato.co.jp

MecTo npoun3Bo/cTea:

Kitazato Corporation Shizuoka Office / «Kutaszato KopnopeiwH Crpazyoka Oducs
81 Nakajima, Fuji-city, Shizuoka 416-0907, AnoHus

Ten.: +81-545-66-2202 / ®akc: +81-545-60-5772

E-mail: info@kitazato.co.jp
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Kitazato Corporation/
«Kutazaro KopnopewnLH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

YNONHOMOYEHHbIV NpeacTaBuTeb B Poccuinckon deaepaunu:

O6LLecTBO C OrpaHNYeHHO OTBETCTBEHHOCTLIO «3IK034paB»
121351 Poccus, . Mocksa, yn. Apuesckas, 4. 6, oM. 2, kom. 11
Ten.: +7 (916) 640-24-44

E-mail: info@ekozdrav.ru

/Mopgnwuce/

dyTowmn Hoye

Mpe3naeHT 1 YNONHOMOYEHHbIN OUPEKTOP
Kitazato Corporation/ «Kutazato KoprnopemLuH»
[Jarta: 18 gekabpsa 2019 roga

/Mevartb: Kntazato KopnopeiwH/

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



BIOPO MO IOPUAHYECKHUM BOINMPOCAM TOKHO

Kuxyo Acaxa, Homapuyc HOTAPHATbHAA KOHTOPA KHOBALUH

®1-1-10, Knobawn, Yyo-xy, Toxno, 104-003 1, Anonwns @ Tex. 03-3271-4677 ®axc 03-3271-3606

Pezucmpayuonnsiii No "20-0006

HOTAPHAJIBHOE CBUJAETEJBCTBO

HACTOAULIUM YIOCTOBEPAETCA:

Yro I'-n Xucamn XASIUH, ynojgHOMOYEHHBIi B YCTAaHOBJCHHOM NOpAAKe
npeactasutens I-na ©Oyromw HHOVYE, [lpesugenta u YNonHOMOYCHHOTO AMpeKTOpa
xomnaHun Kitazato Corporation / «Kuraszaroe Kopnopeitmu», 3akoHHO yupexaeHHOH H
AeficTBytomielt B COOTBETCTBHM C 3AKOHONATENLCTBOM JSIMOHHM, B MOEM NPHCYTCTBHU
yaoctoBepHi, 4T0 sbilicynoManyTell - ®yromuw HHOVYE noatsepaus noUMHHOCTD CBOCH
NOINKCH Ha NPHJIATaCMOM JOKYMEHTE.

Ot 6 anaps 2020 .

[Hodnuce/
KHKYO ACAKA
HOTAPHYC
BIOPO 10 OPUAUYECKHUM BOIIPOCAM TOKHO
Mos nuueH3ua ucrexkaer: 2 Mapra 2022 r.

/Tleuats HOTapHyca 1pu Biopo no topuanueckum sonpocaM Toxuo/

/Mleyats: BIOPO 110 IOPUANYECKKWM BOTNTPOCAM TOKHO;
1-10, 1 YOM KHOBAILIIHU YYO-KY,
TOKHO, ATTOHUS; HOTAPUYC/
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2020 roa, 3anuct Ne 0006
HoTtapnaanHoe yaocrosepenue

HactoaumyM ymoctoBepseTcs, 4TO 3aKa34HK HOTApHAILROTO yIocToBepeHHs Xwcalln
XASUIH, seamomuiica upeacrasutenem [Ipe3naAcHTa M YNONHOMOYEHHOrO JMpEKTOpa
komnanun Kitazato Corporation / «Kuraszato Kopnopefimn» I'-na ®yrowwn UHOVE, 3assna B
NPHCYTCTBHH HACTOALIETO HOTapHyca, YTo BhileykasanHbllh -0 Oyroiun HHOYE noarsepaun
COOCTBEHHOPYYHOE NOANHCAaHNE NPHJIAraeMoro JOKYMEHTA.

6 ansapa 2020 roaa, Oduc HacTosAwero HOTapHyca
1-1-10 K&6acn, pafion Tioo, Toxno, SAnonna
IMpu Biopo no 1opuanyecknm sonpocam Tokuo

Hotapuyc KHK}'O ACAKA

[Meyars: /Tlevats HoTapuyca npyu Biopo no ropuanyecknM sonpocam Tokuo/
ToaTBepaknerne
HacroamnM noarsepkuaeTcs, 4YTO YKa3aHHad BBIUC NOAMHCH ABNSETCA NOUMHCHIO
HoTapHyca npx biopo no opuanyeckum BonpocaM TOKHO, a TAKKE 4TO NPHKPENICHHAA NEYaTh

ABNACTCA NOANMHHHOMN.
6 snpaps 2020 rozxa

Hauanbuuk Biopo no iopuanyeckuM BonpocaM Tokuo Xn POKH Amanunuin .

lMeuars: /Tleuats HauansHuKa Bropo no lopuanyeckuM sonpocaM TokHo/

ATIOCTHJIb
(Taarckas koHBeRUHA OT 5 okTA6pa 1961 rona)
}. Ctpana: ATTOHUS
Hactoammii oprunanerbiii J0KyMEHT
2. noanucan: Kuxkyo ACAKA
3. seicTynatomuM/eli B kayecTse Hotapnyca biopo no iopuzmyeckum sonpocam Tokmno
4. ckpennén nevarsio/ wramnoM: Kaxyo ACAKA, Horapnyc

3aBepeH
5. B Toxuo 6. 6 aupaps 2020 roaa
7. MHHUCTEPCTBOM WHOCTPAHHBIX A€l
8. 20-Ne 003004
9. Mevars/ wrammn: 10. Tloanucs:

Hoonuce/

/Meuats: MHRHCTEPCTBO HHOCTPAHHBIX Aen* Anonus/ Toume TAHAKA
Ot uMenn MHHHCTPA HHOCTPAHHBIX AeN
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ITepesoo dannoz0 mexcma uinoanen nepesoduuxom Kpanaunoim [lenucom Anexcandposuyem

k.

Poccniickan ben?;amm

Topoa Mockna.

JBaauaroro AHBApA ABe THICAYN ABAZUATOTO roaa.

S, Tlpokowenkosa Enena Esrennesna, Hotapuyc ropoia Mockes, ETeNBCTES
NOUIMHHOCTb NOAMHCH NepeBoAYnKa Kpanmna Jlenuca Anexcanngbs: ~~  °
Moxanuck caenaxa B MOEM NPHCYTCTBHM.

JInynocTe noaAnKcaBlero AOKYMEHT YCTaHOB/IEHA.

Japerucrpuposano B peectpe: Ne 21/86-H/77-2020

B3bickano rocynapcTBEHHON NOWAHE . 00 kon.
YunaueHo 3a oxasarue ycuyr npa: apakrepa: 300 py6. 00%on.
POKOUIEHKOBA
Hpownypos nevaThio .3 é nuCT(-a,-0B).
INpoxowenkoba
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Poccuiickas denepauns
lopog, MockBa
NE3puarb nepsoro

leBHa. HOTapuyc ropoga
¢ [ldokoweHkoBa laEiieKiioro
Mr "1 cenpgeten”
MHe A0KymeHTa
3apervcTprpom

BabokaHo
YkaueHo
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