DECLARATION

), Futoshi Inoue, President and Representative Director of Kitazato Corporation, do hereby
solemnly and sincerely declare that the attached document herewith is the original of
“Instruction for Use of Medical Device”.

President and Representative Director .

Kitazato Corporation
Date:__(&™ day of Decenber, 209
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Instruction for Use
for Medical Device

Thawing solutions
for oocytes and embryos, kits»

Manufactured by Kitazato Corporation
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1. Name of Medical Device
Thawing Solutions for oocytes and embryos, kit'

1. Thawing Solution (TS): 2 vials 4,0 m;

2. Diluent Solution (DS): 1vial 4,0 ml;
3. Washing Solution (WS); 1 vial 4,0 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

Thawing Solutions for oocytes and embryos, kit' are used in Assisted Reproductive

Technologies (ART) for thawing of oocytes and embryos.

3. Potential customers

Thawing 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

Thawing Solutions for oocytes and embryos, kit' ensure safe process of thawing of vitrified

oocytes and embryos.

The Solutions are universal and suitable for thawing of oocytes and embryos at all stages of

development.

During thawing procedures 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 after thawing.

'Solutions for Thawing of oocytes and embryos, kit' allow to remove cryoprotectants from cells.
'Solutions for Thawing of oocytes and embryos, kit' contain a lower concentration of trehalose
compared to vitrification solutions. Trehalose is one of the most widely used and proven non-
penetrating cryoprotectants. By gradually reducing the concentration of trehalose, thawing
solutions prevent excessive cell expansion during the thawing process and help to restore normal

osmotic pressure in them.
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in order to ensure safe thawing process for cells itisvery importantto follow strictly the protocol

and time tracking, indicated by manufacture in the present IFU.

Name of
] Function
Solution

TS contains Trehalose that regulates osmotic pressure.
Thawing Solution (TS)
The TS is intended to thaw the cryopreserved Oocyte or Embryo.

) ] DS contains Trehalose that regulates osmotic pressure.
Diluent Solution (DS)
The DS is Intended to dilute the thawed Oocyte or Embryo.

WS Isintended to wash the diluted Oocyte or Embryo.
W ashing Solution (WS)
The composition of the WS is same as the composition of the BS.

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 and Thawing 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

'Thawing Solutions for oocytes and embryos, kit' are used for warming of oocytes and embryos

provide the following advantages for the patients;

- provides 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.

e To avoid contamination, do not re-use.
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Do not use solution that shows cloudiness or has turned yellow.

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.

The media must be received in the original unopened container and refrigerated at

2to 8 "C
Do not use ifthe media were not stored under refrigeration (2 to 8 5C).
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

The following warnings and precautions are included on the label. Warning and precautions

include symbols to communicate to the user:

WARNINGS

Read the instructions for use prior to use.

Use the thawing solutions to thaw the oocytes or embryos vitrified with vitrification
solutions.

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
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 contractor to dispose the products as residual and non-

reusable solutions.
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. 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.

All 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 ‘'Thawing 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 aircargo and are tracked in orderto 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 - +8X until

the expiry date indicated on the package avoiding direct sunlight. Do not freeze.

10. Terms of Use

The use of 'Thawing 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 C02 in the incubators should be controlled on the permanent basis with
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 thawing 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), Petri dishes 35 mm and repro plates (it is recommended to use Repro Plates with six

wells).
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11. Safety Requirements

'Thawing Solutions for oocytes and embryos, kit' should be used only by medical specialist of

fertility treatment with observance of the aseptic techniques.

'Thawing 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 and Thawing Solutions for oocytes and embryo, kits the strict

compliance with the terms of Instruction for Use is essential.

12. Content and Characteristics of Solutions

RBA%i  -tmi)
Contains:
Component Name Volume Quantity Cap Color of Tube
Thawing Solution (TS) 4.0 mL 2 Red
Diluent Solution (DS) 4.0 mL 1 Yellow
W ashing Solution (WS) 4.0 ml 1 W hite
Composition
Thawing Solution (TS)
Ingredient of Solution Purpose
Trehalose Osmotic adjuster
Hydroxypropyl Cellulose Substitution of Blood Albumin
HEPES sodium salt Buffer
HEPES Buffer
Sodium Bicarbonate pH adjuster
Polyvinylpyrrolidone Thickener
Medium * Basal Medium
Deionized, Distilled W ater Solvent
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Diluent Solution (DS)

Ingredient of Solution
Trehalose
Hydroxypropyl Cellulose
HEPES sodium salt
HEPES

Sodium Bicarbonate
Polyvinylpyrrolidone
Medium*

Deionized, Distilled W ater

W ashing Solution (WS)

Ingredient of Solution
Hydroxypropyl Cellulose
HEPES sodium salt
HEPES

Sodium Bicarbonate
Polyvinylpyrrolidone
Medium*

Deionized, Distilled W ater

Specification

Item
Appearance (Color)
pH

Osmolality

Sterility
Endotoxin

Mouse Embryo Assay
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Purpose

Osmotic adjuster
Substitution of Blood Albumin
Buffer

Buffer

pH adjuster

Thickener

Basal Medium

Solvent

Purpose

Substitution of Blood Albumin
Buffer

Buffer

pH adjuster

Thickener

Basal Medium

Solvent

Specification

Clear, Particle Free /Rose Pink

7.20-7.60

Thawing Solution (TS): 1600-2000 mM /kg

Diluent Solution (DS): 830-1020 m M /kg

W ashing Solution (WS): 240-300 m M /kg

No microbial growth

<0.25 EU/mL

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 %.
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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

the date of Issue of certificate of analysis.

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

13. Instruction for Use

TS

d s C30grO W S1(3Q0m0

3min 5min 1min

Preparation

1. Warm TS vial with a cap and a Petri Dish In an incubator to 37 "C. Pour the full content of TS
Into the Petri Dish.

2. Drop 300 pl each of DS, W S| and WS2 on the Repro Plate with microplpette.
NOTE: Use pasteur pipette that has a suitable interna! diameter for Oocyte (External

diameter: 120 pm) or Embryo.

Thawing

1. Quickly Immerse the Cryotop strip completely into the TS. Leave it for 1 minute.

2. Aspirate the Oocyte (Embryo) with the pasteur pipette and gently place iton the BOTTOM of
the DS. Leave it for 3 minutes.

3. Aspirate the Oocyte (Embryo) with the pasteur pipette and gently place iton the BOTTOM of

the W SI. Leave it for 5 minutes.

5. Aspirate the Oocyte (Embryo) with the pasteur pipette and gently place it on the TOP ofthe
WS2. After the Oocyte (Embryo) drops to the bottom of the, repeat this process twice.

6. Transfer the Oocyte (Embryo) to a culture dish containing the appropriate culture medium.
Incubate the Oocyte (Embryo) in a 37 *Cincubator to complete recovery.

NOTE: Oocytes for 2 hours and Embryos for 3 hours as an idea.

For complete instruction for the thawing procedure of oocytes and embryos, please refer to

Vitrification Protocol for Cryotop Method attached as a separate file.

13. Compliance with International Standards
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For manufacture of ‘Thawing Solutions for oocytes and embryos, kit' a Quality Management

System which complies with the requirements of ISO 13485:2016 is operated.

Thawing Solutions for oocytes and embryos, kit' meet the provisions ofthe 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.

Thawing 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 Thawing 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

at the sterilization dose 15.0 kGy.

The tightly closed and sealed package assures sterility ofthe 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
Thawing 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.

Afteropening itis allowed to use and store the solutions in cooling chamber orrefrigeratorduring

2 days, after that they should be disposed.

16. Environmental Protection Requirements

'Thawing 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.
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Shizuoka 416-0907, JAPAN

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 contractor to dispose the solutions as residual
and unsuitable for reuse.

18. Packaging and Labelling

‘Thawing 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 Thawing Protocol (See Vitrification
Protocol for Cryotop Method).

For filling and sealing of vials with solutions the aseptic process is used according to EN I1SO 13408-
1. Every time prior to the 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 aliows to provide firm adherence of the cap, avoid leakage and
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 produet:
letter identification of the solution, batch code (LOT), expiry date, single use product indication,
storage conditions and number of step according to Thawing Protocol {See Vitrification Protocol

for Cryotop Method).
Symbols on Labels
STERILE|A Sterilized using Aseptic Processing Techniques
® Do not reuse
Catalogue number
8

Page 11 0of 13
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Batch Code (LOT)

LOT
Storage Temperature
« 1
Use by
m Consult instructions for use
® Do not use if the package is damaged
vVl Do not re-sterilize

Manufacturer

ml

EC Representative
1€eEc 1nepl

CE mark
Q ~ o086

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.

19. Contents of Delivery

'Thawing Solutions for oocytes and embryos' are supplied in kits of 4 vials of 1.5 m1/ 4.0 mL

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.
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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

Presedent and Representative Director
Kitazato Corporation

Date:
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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 cxpires: March 2, 2022.
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(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN
This public document
2. hasbeensignedby Kikuo ASAKA
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of Kikuo ASAKA, Notary

Certified
5. atTokyo 6. " N-2020
7. by the Ministry of Foreign Affairs
8 20- Ne 003005
9. Seal/stamp: 10. Signature

T . T abla l<a
Toshie TANAKA

For the Minister for Foreign Affairs
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Norotmn / «KUNTA3ATO »

3AABJIEHUE

A, dytownm NHoye, NMpe3snpgeHT M YNONHOMOYEHHbIA aupektop KkomnaHun Kitazato Corporation /
«KntaszaTto KopnopeliwH», HacTosWwW MM OopULMAaNbHO N UCKPEHHe 3asaBAA, YTO nNpunaraemMmblin

AOKYMEHT ABNnAeTCA BepHOVI Konwuem MWHCTPYKLUUM NO NPUMEHEHNIO HAa MeAULWNHCKOE n3jgenune.

/Mopnwucb/

dytownm MHOYE

Mpe3naeHT U YNONHOMOUYEHHbIA AupeKTOop
Kitazato Corporation / «Kutaszato KopnopeinwH»
OT 18 nekabps 2019 r.

/MevaTtb: Kntaszato KopnopeiliwH/
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Norotun / «KWTA3ATO»

NHCTPYKUMSA NO NPUMEHEHNIO
Ha MeauLNHCKOoe ulaenve

«PacTBOpbl ANs pasmMopakMBaHNUA OOLNTOB U
9MOpPUOHOB B Habope»

MponssoacTea Kitazato Corporation / «Kutazato KoprnopeinwH»
AnoHus
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«Kutaszato KopnopeliwH»
Norotnn/«KUTA3ATO » 81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

1. HanmeHoBaHMe MeAULVMHCKOro usaenuns

«PacTBOpbl A4S pa3MoOpaXMBaHUA OOLUTOB M IMOGPUOHOB B Habope»:

1. PactBop Ana pasmopaxusaHusa (TS): 2 pnakoHa 4,0 mn;

2. PactBop gna gnnwounn (DS): 1 pnakoH 4,0 mn;

3. MpombiBOYHbI pacTBOp (WS): 1 bnakoH 4,0 mn.

Mpounssoantenb: Kitazato Corporation/ «Kwutazato KopnopewwH», 81 Nakajima, Fuji-city,
Shizuoka 416-0907, dnoHus.

Mecto npoussopacTBa: Kitazato Corporation Shizuoka Office/Kntasato KopnopeiliwH Cupgsyoka

Oduc, 81 Nakajima, Fuji-city, Shizuoka 416-0907, AnoHus.

2. HasHauyeHve mMeguLUMHCKOro uiaenus

«PacTBOpbl ANA pa3MopaXMBaHWs O0OLMTOB W 3aIMGPUOHOB B Habope» MCNoNb3ylTCcs B chepe
BCMOMOTaTeNbHbIX pPenpoAYyKTUBHbIX TexHonoruin {BPT} pgna pas3mMopaXxuBaHWs OOLWUTOB U

IMOPMNOHOB.

3. MoTeHywnanbHble NoTpebUTENN

«PacTBOpbl ANA pa3MopaxXuWBaHWsS OOLWUTOB W IMGPUOHOB B Habope» nNpegHasHauyeHbl AN
MCNONb30BaHWS KBAaNUPUUMPOBAHHLIMU chleumManmcTamum, npoweawumMm ob6yyeHue fNeyYeHUt

6eCI'lJ'IO,CI,VIﬂ MeTofaMun BCNoOMOraTtenbHbIX PenpoAYKTUBHbIX TEXHONOTMWNA.

4. ®yHKUMOHaNbHbIE XapaKTePUCTUKN. MpUHLUN AencTBUSA

«PacTBopbl AN pa3MopaXwWBaHWs OOLWTOB U 3MGpUOHOB B Habope» obGecneyumBarwT
6e3onacHbIi npouecc pa3MopaXMWBaHUS OOLWTOB W 3IMGPUOHOB, MpPOWeWUX Npouefypy

BUTpugukayumm {cBepxbbiCTPOro 3amMopaxumBaHus).

PacTtBOpbl aBnsawTCA abconwTHO YHMnBepcalbHbIMWN N NOAXOAAT ANA pa3MopaxXunBaHuda oounToB U

3M6pI/IOHOB Ha BCeX cTaaunax passutuAa.

B npouyecce pasmMopaXuBaHUA pacTBOpPbl MCNONb3ylTCHA nocnegoBaTefnibHO. KaXAblh M3 HUX
MMeeT cneunanbHo pa3paboTaHHbIA cocTaB, onpejeseHHbIn NMOTPEe6HOCTAMU PenpoOfYKTUBHbIX
KNeToOK Ha KaXpJoh cTagum BbINONHEHUS npouefypb AnNsS Toro, 4To6bl o6ecneynmTb WUX

6e30nNacHOCTb 1 MaKCUMN3NpoOoBaTb YPOBEHDb Bbl)KNBaeMOCTHU.

«PacTBopbl AnA pa3MopaXWBaHWss OOLWTOB U 3MOGPUOHOB B HaGope» MNO3BOMSAT BbLIBECTU
KPpMOMPOTEKTOPbl M3 KNEeTOK. «PacTBopbl AnA pa3MopaXuUBaHWs O0OOLWUTOB U 3MGPUOHOB B

Habope» cofepXaT MeHblW Y KOHLUEHTpauui Tperanosbl Mo CpaBHEHUKW C pacTBopamMu ANs
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kita;/\ato . Kitazato Corporation/

«Kntaszato KopnopeWw H»

Norotun / «<KUTA3ATO» 81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

BUTPUG MKaALMK. Tperanosa OTHOCUTCA K Hanbonee WNPOKO UCNONb3YyeMblM B HacTosill,ee Bpems
M anpo6UpoOBaHHLIM HEMNPOHWKAW U UM KpUuonpoTekTopam. [yTeM MNOAaeMNeHHOro CHUXeHUs
KOHLeHTpauumnm Tperanosbl pacTBOpbl AN pa3MoOpaXxMBaHUS MNpPensaTCTBYHT UYPE3MEpPHOMY
pacwupeHWio KNeTOK B MpoLecce pa3MoOpaXMBaHMs W CNOCOGCTBYIOT BOCCTAHOB/IEHNIO B HUX

HOPManbHOIoO OCMOTMNYECKOTIo AaB/fieHNA.

YT0o6b O6ecneuynTb 6e30nNacHbIW MNpoyecc pa3MopaXuBaHuUa [N KAeTOK, BaXHO YeTKO
cnepoBaTb NPOTOKONY M XPOHOMETpaxy, YyCTaHOB/NIeHHbLIM MNpou3BOAMTeNeM B HacToswel

MWHCTPYKLWUMU NO NPUMEHEHUIO .

HanmeHoBaHune

PyHKUMNA
pacTtBopa
PacTBOp TS COAEepXunT Tperanosy, KoTopas perynupyert
PactBop anA OCMOTMYECKOe flaBneHune.
pasmopaxusaHusa (TS) PacTBOp TS npejgHasHaveH ansa pasmopaxXuBaHus
KPMOKOHCEPBUPOBAHHbIX OOLWTOB UIN 3IMOPUOHOB.
PacTBOp DS copgepxur Tperanoasy, KoTopas perynupyert
PacTBOop A4NnA gnnwunm OCMOTMYECKOe faBneHune.
(DS) PactBop DS npepHa3HauyeH ANs8 AUAKOULUKM  pPas3MOPOXEHHbIX

OOLMWTOB UIN 3IMOGPMOHOB.
PactBop WS npegHasHavyeH Ang NPOMbIBKMN oouUMTOB nnu

PactBopa gnsa
3MO6pPMOHOB Nocse ANNKLNN.

npomblBKKM (WS
P ( ) CocTtaB pacTtBopa WS aHanormyeH coctasy pactsopa BS.

Kitazato/ «Kntasato» ABNsA€TCSA OAHON M3 BegylW MX TOPTOBbIX MAapoOK B 06/1acT MPOABUXEHUA U
COBEpPWEHCTBOBAaHWA Npoueaypbl BuTpudukayuum. Ee 3HaYMTeNbHbBIM BKI1ajOM B faHHOW chepe
cTana pa3paboTka cCUCTeMbl BUTPUG MKALUU M pa3MOpaK uBaHWsA, CTaBlleld MUPOBLIM NUAEepOM B

o6nactv BUTPUG MKALMUM OOLMUTOB U IMGPUOHOB Ha BCEX CTAAMUAX Pa3BUTUSA.

Bnaropgapa npoBefeHNO 3aMopaXmnBaHnMa B Manom obbeme cpegbl And nogaepxXaHuna BbICOKOW
cKopocTu oxXxnaxmpeHna N HarpespaHua pAocTuraeTcd YPOBEHDb BblXXNBAaeMOCTH oounToB n

3Mb6prnoHOB cBbiwe 90% nocne pa3Mopa>xMBaHus.

3a 6onee Yyem gecaTuneTune CBOEro NPUCYTCTBUA Ha pPblHKe NpoOAyKUWA ANA BUTpuduKaumu un
pa3mopaxwuBaHusa Kitazato nonyumna npumeHeHune B cBbiwe 1,500,000 KAMHNYECKMNX CNyYaeB B
6onee 90 cTpaHax wu 2,200 ueHTpax BCAOMOraTesnbHOM penpoaykuuu. MonyyeHHbIE

HenpeB3olWAeHHble Pe3yNbTaTbl HAXOAAT NOATBEPXAEHUE B COTHAX HAaYyUHbIX Ny6AMKaLui.

5. loka3aHnAa K NpUMeHeHUIo

«PacTBOpbl ANS pa3MopaXxMBaHWsl OOLMTOB U 3IMOGPMOHOB B HabGope» UCNONb3ywTCHA Ansd
pasMopaxXuBaHUA OOLUTOB MW 9MG6PUOHOB, TnNpowejWUX nNpouesypy BuUTpudwuUKaumm

(cBepx6bLICTPOro 3aMOpaXBaHUa), U UMeT caejyl e NpeumyuLecTsa 4N NaLMeHTOB:
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Kitazato Corporation/
«Kuntazato KopnopenuwH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

Ob6ecneynBaldT BO3MOXHOCTb COKpPaTUTb KONIMYECTBO MNEPEHOCUMbIX 3MOGPUOHOB W, NpHK
3TOM, MaKCUMM3NpPOBaTb 4ONK 3MOPUOHOB XOpPOWeEro KayectBa, NOMYYEHHbIX B pe3ynbTaTe
3abopa OOLMTOB MNOCNEe KaXAOW NONbITKM CTUMYynsiuMu, KoTopas cama no cebe HeceT
pur3nMUecKUin cTpecc U TakXe SIBNSieTCA 4OpPOrocTosu, el AN NauueHTOB;

MoMmoratwT cCOXpaHUTb (PEPTUNBLHOCTbL, YTO CNOCO6GCTBYET POCTYy MOoTeHLMana Npu NonblTKax
3abepemMeHeTb B NO34HEM MaTepUHCKOM Bo3pacTe 6naropgapsa KpUoOKOHcepBaLuuu oOLMTOB
nocne 3a6bopa B WHOM BO3pacTe, WAW >Xe nNepej HayaloOM JleYeHUA OHKONOTMYECKUX
3aboneBaHuii y NayneHTOB;

MaKcCMMU3NPYyT BepoATHOCTb HacTynneHus 6GepeMeHHOCTM B nNporpamMmax AOHOpCTBAa
ooOUMTOB, MPU NpeMMNNAaHTALWOHHON TeHeTUYeCcKOW AMArHOCTUKE WUAU MNPU OTNOXEHHOM
nepeHoce 3M6pMOHOB, KOrga pJaeTca [AONONHWUTeNbHOEe BpeMs [ANA BOCCTAaHOBAEeHUS

SHAOMETPUSA C UeNblo NOBbLIWEHNS 6N1aronNpPUATHLIX YCNOBUX AN aM6puoHa.

6. [poTmuBONOKa3zaHUA

. He cTepunniyiiTe NOBTOPHO.

. Bo nsbexaHnme KOHTaMMHaLWUMN He NUCNONb3YyliTe MOBTOPHO.

. He mcnonb3yiiTe NOMYTHEBLW Me UAN NOXeENTeBW e PacTBOPHI.

. He mcnonb3yiiTe B cnyyae Kakux-nnb6o HeCOOTBETCTBMIA B cneyndumrkaumax ynakoBku nnm
MapKuposku (Konu4yecTtBo, LBET, HauMeHoBaHue, o6bem).

. fepMeTUYHO 3aKkpbiTass U HenoBpeXgeHHas ynakoBka obecneuymsaeT CTeEPUNbHOCTbL. He
MCNonb3yliTe pacTBOPbl NMPUW HapyWeHUN LEeNOCTHOCTU CTEPUNbBHON yNakoBKK.

. PacTBOpbl AONXXHb XpPaHUTbLCA B 3aKpblTON OPUTMHANbLHON ynakoBKe Npu TemnepaType oT
+2 o +8 'C.

. He ncnonb3yinte n yTunusnpyinte pacTBOpbl, KOTOPbI XpPaHWIUCb HE BX0NoaunbHnke (oT
+2 o +8 *C).

. He ncnonb3yliTe pacTBOpbl NOC/e UCTEYEHNS CpOKa FOAHOCTH.

. He ncnonb3yiiTe 4N MHbEKUUNR.

7. TloTeHuyManbHble NO60OYHbIE 3PEKTHI

Mo6ouyHble ahheKTbl OTCYTCTBYHOT.

8. Mepbl NpefoCTOPOXKHOCTHU

e T[lepefj NPUMEHEHWEM O03HAKOMbTECH C COAEPXAHNEM MHCTPYKLMUM NO NCNONb30BAHUIO.

e T[lepepj Mcnonb3oBaHMEM MNPOBEPbTE XapaKTepUCTUKM U MapKUPOBKY dnakoHoB (HOMep,
yKa3aHHbI CBepXYy KPbIWKKN, LBET KPblWKKN, LBET 3TUKETKN (hnakoHa, HasBaHue pacTBopa MK
obbem).

e Wcnonb3yiiTe pacTBOpbl ANA pa3MopaxXwBaHuUs ANA pa3MopaXWBaHWsa OOLMTOB ¥
IM6pPMOHOB, MpowWeAWNX Npouefgypy BUTpUpUKaALUKM C UCNONb3OBAHMEM pacTBOPOB A8

BUTpUGUKaLum.
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Kitazato Corporation/
«Kntaszato KopnopeliwH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

e [JaHHble wn3genua npepgHasHauyeHbl TONbKO AN WCNONb30BaHWS KBaNMPULUPOBAHHBIMU
cneuvanuctamu, npowegwmMMy obydyeHne nevyeHnw 6ecnaogms MeTOAOM BCNOMOTraTeNbHblX
PenpoAYKTUBHbLIX TEXHONOTUIA.

e T[lpn MCNONb30OBaAHWMN NMPUMEHAWTe acenTUYECKNEe Mephbl.

e Wcnonb3yiiTe TONbKO CTEPUNbHOE/CTEPUNN30OBaAaHHOE 06OpyaOBaHNE U MaTepuansbl.

e T[epep ncnonb3oBaHMem npoBeanTe o6e33apax MBaHme paboyero nomelweHnsa.

e WNcnonb3yinTe TONbKO BNOMEWEHNAX C PETYNUPYEMbBIM MUKPOKIUMATOM.

e HocuTe cTepunbHble/cTepuNM30OBaHHbIE NepyaTKM, WankKy, xanaT, 4To6bl NpeaoTBPaTUTDL
KOHTaMUWHauuio .

e [lns yeTKOro co6nlOAeHNs NPOTOKONA UCNONb3yliTe Talimep Bo BpeMs pa6oTbl. MoAroToBbLTE
pe3epBHbLI Talimep Ha cay4dyan paspagku 6atapen.

. N3penna un npucnoco6neHnWss, NpMMeHsieMble COBMECTHO C pacTBopamMu, [AONXHbl OblThb
npegHasHayeHbl ANSi AAaHHOFO MUcNonb3oBaHMSA. lMepes NpUMeHeHUWEM O3HakOMbTecb C
WHCTPYKUMSAMU NO 3KcnayaTauum M3gennin, ncCnonb3yeMblX COBMECTHO.

e WN36eraiiTe nonagaHuWs pacTBOPOB B rfa3a WM Ha OTKPbIThlE MOBEPXHOCTW KOXWU. Mpwu
nonajaHue B rnasa WUAM KOHTAKTe C KOXHbBMW MNOKpOBaMW He3aMennunTenbHO npomoliTe
06MWNbHbLIM KOMMYECTBOM BOAbI.

e OounTbl M 3IMOBGPUOHbLI C MOPGONOTMYECKUMU aHOMaNuUAMMKU, WUAN OOLUTBI U 3IMGPUOHDI
NNOXOro KayecTBa He NOAXOAST ANSA KPUOKOHCepBauuu.

e PafboTa C KneTkamMu [ONXHa BKAl4YaTb ABOWHYKH TMNPOBEPKY CO CTOPOHbLI onepaTopa BO
nbexaHme NyTaHuULbl.

e Tlepef, NepeHOCOM nNpoBefUTE MNPOMbLIBKY WAW WHKy6auwkw ¢ LeNbl BOCCTAHOBNEHUS
3M6pPUOHOB B COOTBETCTBYlO LW el cpeae.

e Cob6ntopaiite Tpe6oBaHunA BCeX henepanbHbiX, rocyfapcTtBeHHbl X n M e CTH bl X
3aKoHO4aTeNlbHbl X aKTOB NPW yTUAM3aUUM nagennii.

e Heo6xoAMMO 06pPaTUTLCA K KBAaNUMUUUPOBAHHOMY MNOAPAAYUKY NO YyTUAM3aLUUM OTXOLOB
ANA yTUNM3auumym pacTBOPOB KaK OCTATOYHLIX M HENPUTOAHBLIX 418 NOBTOPHOTO MPUMEHEHMNS.

e Heob6xoAMMO yTMAM3MPOBATbL MNycTble (NAaKOHbl W YyMNaKoBKY TaK >e, KakK (naKOoHbl ¢
NPOAYKTOM BHYTPMU.

e B cnyyae KOHTaMUWHaUuMW YTUNU3NPYNTe nagenve Hapgnexauwmm o6pa3om B YyCTAHOB/NIEHHOM
nopsajgke. .

. Mocne NoMelU,eHNa Ha XpaHeHMe NMpoBepsliTe YPOBEHb XMUAKOF0O a30Ta B KpuUoOXpaHununue
OfVH pa3 B ABe Heaenu.

. Monb3oBaTeNb HeceT OTBETCTBEHHOCTb 3a Nt 6ble Npob6aeMbl, BO3HUKW ME B pe3ynbTaTte

HecoG6NlO AeHNs HacToAWw el MHCTPYKLMUU MO NPUMEHEHNIO .

Bce npepocTepexXeHUs WM Mepbl NPefoOCTOPOXHOCTM BKAKYEHbl B COMPOBOAMUTENbHYI

OOKYMEeHTaLuu K usgenuio.

9. YcnoBus TPAHCNOPTUPOBKN N XpaHEHUS

TpaHcnopTupoBKa «PacTBOpPOB AN pa3MopaXuMBaHusa oouWTOB U 3M6GPUOHOB B HaGope»

LON>XXHa OCYyWecTBNATLCA NPpU TemnepaTtype oT +2 o0 +8°C.
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TpaHcnopTMpoBKa OT 3aBOJAa-U3roTOBUTENss [AO 3aka3uyuka OCyUW ecTBAsSeTcAs B CUCTeMe
«xonopoBas UuUenb». [Ns OTNpaBKWM 3aka3uumky YMNakKoBKW C pacTBopamMu nocTynawT un3s
XONOAWNbHOW KOMHATLI M YyNaKoBbIBAlOTCA B TPaHCNOPTHble TEPMOKOHTEWHepb M3 cTupona c

XnagposnemeHtTaMu Ha OCHOBEe NnbpAa.

Bce nepeBO3KM Ha [JaNbHuWe PacCTOSHWS OCyWeECcTBASWTCA Trpy3oBoil aBuauueit u
oTcnexwuBatwTca, 4ToOb M36exaTb 3afepXek. TakXe [ONYyCKaeTcs MNepeBO3Ka Ha3eMHbIM
aBTOMOGUNbHbLIM TpaHcnopToM, o060pyAOBaHHbBIM pedpuxepaTopaMu, HACTPOEHHLIMM Ha

nogjepxaHue Heo6X0AMMOTO AnanasoHa TeMnepaTyp.

B npouyecce TpaHCNOpPTUPOBKKU cnefyeT usberatb BO3AENCTBUS BbICOKUX TemMnepaTyp, NpAMblX

CO/NTHEe4YHbIX nyqel7| n nonagaHma Bnarn.

Mocne NoNy4YeHUs pacTBOPbl CNefyeT XpaHUTb BXONOANNbHOW Kamepe Unm pedpuxepaTope npu
TemnepaType oT +2 a0 +8"C fo fJaTbl, yKa3aHHOW Ha ynakoBKe, NpejoxpaHsas OT focTyna cBeTa.

He fonyckaeTcs 3amMopaxXwuBaHue.

10. Ycnosusa nPUMeHeHnA, N3penua, ncnosibdyemsblie COBMECTHO Cc
MeaNUNHCKUM nsaennem

Mcnonb3oBaHue «PacTBOPOB ANA pa3MopaxXwWBaHusa ooLUTOB W 3IMGPUOHOB B Habope»
JOMyCcKaeTCss TONbKO B CTepPUNbHbIX NnabopaTOpHbLIX MNOMelWweHUAX C cobGNlAeHUeM nNpasBun

acenTukn. 3pgenns He nognexat fOMAlW HEMY UCMNONb30BAHULD .

MpoBejeHue npouefyp fLONycKaeTcs TONbKO B NOMeWeHUAX C Xopowei BeHTUnAuueid u

KOHAWULWOHMPOBAaHUEM BO3AYyXa.

TemnepaTypa W ypoBeHb yrnekumcnoro rasa (% C02) B uHKybaTopax LONXHb pPerynsspHo
KOHTpONMpPOBaTbCA C MOMOLWbIO HE3aBUCUMbIX U3MEPUTENbHbLIX NPUBOPOB W CpaBHUBATbLCHA C
nokKkasaHuMAMUW Ha UXx gucnneax. Takxe perynapHo LONIXKHbL MPOXOAUTbL MOBEPKY TeMnepaTypbl

TEPMOCTONTNKMN na60paToprlx MMWKPOCKONOB.

ana ocywecrtBneHunsd MaHVII'IyJ'IﬂLI,VIVI C oouynTamm n 3M6pVIOHaMVI COBMECTHO AONXKHbI
Mcnonb3oBaTbCA TO/IbKO CTEPWU/IbHbIE HETOKCMYHbIE pacxXxoaHble MaTepuanbl ANA UCKNKYEeHUA

pucka 6aKTepUanbHOTO 3apaXeHWss UAN KOHTaMUHALUN.

Mpu NpUMeHeHUU pPacTBOPOB B paMkax Npouefypbl pa3MopaXWBaHWs COBMECTHO MCNONb3ylTcA
nuneTkn {ans po3MpoBaHWs pacTBOPOB, COBMECTHO C [JO3MpYylUWMUM YycTpoihcTBOM),
HaKOHEeYHUKU (ANA MaHUNYNALUA C KNeTKaMu, COBMECTHO C pyuyKoii-gepxaTtenem), yawku MeTpwu
onameTpom 35 MM U naaHweTbl (PeKOMEHAYeTCs WCNONb30BaTb PENPOLYKTUBHbIE JIOTKWM C

WecTbl yrnyoneHmamm).

11. TpeboBaHua 6e30nacHOCTH

«PacTBOopbl Ana pa3MopaxXuBaHWs OOLWTOB M 3MGPUOHOB B HaGope» AONXHbL MUCNONb30BAThLCH
TONbKO cCneyManucTamMum penpoAyKTUBHONW MeAUUWHbL C cOGNlOAeHMEeM NpaBun acenTUKN.

CtpaHunua 6 ns 13
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«PacTBopbl ANs  pa3MopaxXuBaHWs OOLWTOB M 3MOGPUOHOB B HaGope» He [ONXHbI
npegHamMmepeHHO 6biTb MCNONb30BaHbl He MO Ha3HauyeHuto. OWMBGKM NpuU 3KcNAyaTauuum MOryT

HaHeCcTun Bpen TKaHAM K/NeTOK.

Mpu npumeHeHuUnM «PacTBOpPOB AN pa3MopaxuMBaHWsi OOLMTOB M 3IMGPMOHOB B HaGope»
06s3aTeNlbHbLIM YyCNOBMEM sABAsSieTcA CTporoe Cco6/il0OAEHWE TMNONOXEHWUIH WHCTPYKUMUU Mo

MCNONb30BaHWNIO.

12. CocTaB 1 XapakKTepuCcTUKN pPacTBOPOB

K»LTTo

PacTtBOopbl B coaaBe:
HavmeHoBaHune Ob6bem KonnyecTtBo LiBeT KpbllW KU

dhnakoHa
PactBop ana pasmopaxwuBaHusa (TS) 4.0 Mmn 2 KpacHbl i
PactBop anqa gaunnwounn (DS) 4.0 mn 1 Xentblid
PactBopa gna npomblBkuM (WS) 4.0 mn 1 Benblin
CocTtaB pacTBOpoOB
PactBop ana pasmopaxuaHusa {TS)
KOMNOHEHT dyHKUMNA
Tperanosa OcmoTUUYeCKMn perynsatop
fmapokcunponunuennionosa 3amMeHnTenb anbbyMunHa KpoBu
HEPES HaTpueBasd conb Bydep
HEPES Bygpep
Bbunkap6oHaT HaTpus Perynatop pH
MONNBUHUANUPPONU[OH 3arycturtenb
basosasa cpepa OcHoBHafa nmurtaTenbHaa cpepga

JevoHnsnposaHHasn
PactBopuTtens
AvcTunuposBaHHasa Bofa
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PactBop gnda gannwouyun (DS)

KoMnoHeHT

Tperanosa
fmapokcunponunauenntnosa
HEPES HaTpueBasa conb
HEPES

Bukap6oHaT HaTpus
MONVNBUHUANNPPONMNLOH
ba3oBafa cpepa
JevoHnsnpoBaHHas

ancrTmnnmnpoBaHHada Boga

PactBopa gna npombiBku (WS)

KOMMNOHEHT
fmapokcunponuauennio nosa
HEPES HaTpueBas conb
HEPES

Bukap6oHaT HaTpus
MOAVNBUHUANUPPONUAOH
Ba3oBas cpepa
JenoHnsmpoBaHHas

AnctTmnmnpoBaHHasa Boaa

Cneuundgukayma

[TokasaTensb

BHewHNnn Bupg (4BeT)

Kitazato Corporation/
«Kntaszato KopnopewH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

PYyHKUMA

OcMOTMYECKNIA perynaTtop
3amMeHNTenb anbbymMmnHa KpoBwm
Bydep

Bydep

Perynatop pH

3arycturtensb

OcHOBHada nNuTaTenbHasa cpepga

PacTtBoputens

PyHKUMA

3aMeHUTeNb anbGyMnHa KpoBMU
Bydep

Bydep

Perynatop pH

3arycturtensb

OcHOBHasga nuTaTtenbHasa cpefa

PactBopuTtenb

Cneuundukayunsa

YncTblih, 63 yacTuy n B3Beceli / 6N1eAHO-PO30BbI

pH 7.20-7.60

OCMONAPHOCTHL

PactBop ana gunwouyuunnm (DS): 830-1020 mmonb/Kr

PactBop Ana npombiBKM (WS): 240-300 MmMOnAb/KT

CTepunbHOCTHL
OQHLOLOTOKCUHBI
TecT Ha Mbl W WNHbIX

am6puoHax

TeCTa

MccnepoBsaHue Ha

nokKasblBawT

OTCYyTCTBYET pOCT MUKPOOPraHW3mMoB

<0.25 EU/mn

OOHOKNETOYHbIX

npoBoANTCA C UCNONTb30BaHUEM CBeXWUX 3M6pI/IOHOB.

npoueHT

yepes3 96 yacoB nocne Bo3AelcTBMA Ha o6pasey.

>80%

Cneuyndukauma Kaxgow naptuu

KOHKpeTHOMY J1IOTy.
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M bl W U HbI X

3KCnaHAMpPOBaHHDBIX

CepTucgukarte

PactBop gna pasamopaxwusaHusa (TS): 1600-2000 mMonb/Kr-

amb6puoHax
PesynbTaTthb

6nacTtouuncT

aHanunsa

K



Kitazato Corporation/
«Kntaszato KopnopeiwH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

Bee pacTBOpbl nmpefHasdHauyeHbl 4N OAHOKPATHOrO0 McNoNb3oBaHWA. CPOK TOAQHOCTW pacTBOPOB

cocTaBnfAeT 3 MmecAlLa C MOMeHTa Bbinycka CepTVICbVIKaTa aHannsa.

OavH Habop pacTBOPOB NO3BOMSAET pa3MOpPO3MTb 40 16 OOLMTOB AN IMOPUOHOB.

13. VHCTpYKUMU NO UCNOJIb30BaHUIO

TS

DS CstXM) wsiQo® 6 2 (33w

3min 5min 1min

MoarotoBsKa

1.

HarpelitTe hnakoH ¢ pactBopom TS, 3akpbiThii Mpo6koi, n yawky MNeTpn B nMHKyb6aTtope Ao
TemnepaTtypbl 37 *C. 3aTeM BbifieliTe BCe cogepXumoe B Yawky MeTpu.

Momectute no 300 mkn pactBopoB DS, WS1 mn WS2 B penpOAYKTUBHbLIA NTOTOK C MOMOL, bt
MUKPOMMMNETKHN

NMPUMEYAHWE: wucnonb3yliTe NacTepoBCKYH nuneTky ¢ noaxogAwWwum BHYTPEHHUM

AnaMeTpoM ansd oouuTa (BHeWHWI guameTp 120 MKM) Unu am6GpuoHa.

PasmMopaxwunusaHue

1.
2.

BbICTPO OKYHWTE MNEeHOYHbIW HocuTenb Kpnotona B pactBop TS. OcTaBbTe Ha 1 MUHYTY.
3axBaTuTte oOLMUT (3MOGPMOH) CNOMOLW b0 MAaCTEPOBCKOW NUNETKN M aKKypaTHO NOMeCcTUTe ero
Ha AHO nyHkun c pactBopom DS. OcTtaBbTe Ha 3 MUHYTHI.

3axBaTute oOLUMUT (3MOGPUOH) CNMOMOLW b NAaCTEePOBCKOW NUNETKN N aKKypaTHO NOMECTUTe ero
Ha AHO nyHkn c pactsBopom WS1. OcTaBbTe Ha 5 MUHYT.

3axBaTnuTe OOLMUT (3MOPMOH) CMOMOLW, b0 NAacTepPOBCKOW NUNETKN N aKKypaTHO NOMecTuUTe ero
Ha MOBEPXHOCTb nyHkn ¢ pactBopoMm WS2. Nocne T10ro, Kak oouut (aM6punoH) ynajgeT Ha
OHO nyHkn c pactBopom WS2, cHoBa NoBTOpuUTe Ty Xe npouenypy B pacteope WS2.
MepeHecnTe oounT (3MOGPMOH) B YalWwKy ANA KyNbTyp C COOTBeTCTBYlWelh KynbTypanbHOW
cpefoin. MomecTnTe ooumnT (3MOPUOH) B MHKy6aTop c TemnepaTypoi 37 ‘C ons 3aBepweHus
BOCCTAHOBJ/IEHMNSA.

NMPUMEUYAHWE: 06bI4Y4HO OOLUUTLl OCTaBNSAKWT B MHKy6aTOope Ha ABa 4yaca, a aMO6pPUOHbLI - Ha

TpW 4Y4aca.

3a noapo6GHOW WHCTPpyKuuWelh No ocyuwecTBNeHU nNpoueAypbl pa3MopaXMWBaHUS OOLMTOB WU

aM6puoHOB o6paTuTech K MpoToOKONy BUTpudukayum ans metoga Cryotop / «Kproton».
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14. CoOTBETCTBMMN MeXAYyHapOoAHbIM CTaHAapTam

npun npou3sofcTBe «PacTBOPOB AN pa3MopaxXwuBaHWs oouUWTOB W 3MOPMOHOB B Habope»
mcnonb3yeTcsa Cunctema ynpaBneHus KayecTBOM, COOTBeTCTBylWas TpeboBaHuAM ISO

13485:2016.

«PacTBOpbl ANA pa3MopaXxXweBaHus O0OULWTOB W 3Mb6puoHOB B Habope» Yy[OBNETBOPAKWT
o6s3aTeNbHbIM TpeboBaHWAM, YycTaHOBNeHHbM [Jupektusoin MDD 93/42/EEC c yuyeTOoM

na3meHeHuli/pononHennin Qupektueol 2007/47/EC.

15. Crepunusaums

«PacTBOpbl ANA pa3mMopaxXwuBaHusas oOoOUWTOB W 9MOpMOHOB B Habope» MNpPoOU3BOAATCA MU
pas3nnBalTCAa B CTEPUNbHbIE PNAKOHBI-NPOOGUPKM B aCenNnTUUYECKUX YCNOBUAX B cooTBeTCTBUM C EN
ISO 13408-1. B npouecce npowms3BofCTBaAa pacTBOPOB WUCNONb3yeTCcA CTepUIbHOE Cbipbe U
KOMMNOHEeHTHbl, BCE ONepaunmnm No CMeWwWNBaHNIO KOMNOHEHTOB B rOTOBble pacTBOPbl U UX (hacoBke
BNpobupke NpoBOAATCA B 30He A, HaxoffAlWeNncs B okpyxatuweih cpege Tuna B B cooTBeTCcTBUM
¢ Hapnexawein npousBoacTtBeHHol npakTukoih {Good Manufacturing Practice (GMP)).
MonyyeHHble pacTBOPbl MPOXOAAT CTepunmM3aumnio MexaHuUyecknumMm cnocobom - cTepunusytoas

bunbTpayns. CTepunbHoe HaNo/MIHeEHUEe YTBEPXAETCsA NMYyTeM NPOBEPKU HANONHEHUS CPEA.

® nakoHbI n Kpbl LW KN cCTEPUNU3YyTCH ramMmma-m3ny4yeHuem. Ctepunusauymns oTBevaerT
Tpe6oBaHmam ISO 11137, cornacHo KOTOPbIM NojjepXuBaeTCcs rapaHTMpOBaHHbLIN YypOBEeHb
cTepunbHocTn (SAL) 10“® KOTOpbIA B AOCTATOYHOW Mepe rapaHTUpyeTcs Npu cTepunumsyruen

fno3e 15.0 KIp.

fepMeTunyHo 3aKpblTada n HenoBpexXageHHasd ynaKoBKa obecneunBaeT CTEPUNBHOCTL. He

MCNoNb3yiliTe pacTBOPbl MPW HApPYWeEHUN LEeNOCTHOCTM CTepPUIbHOW YyNaKOBKN.

16. CTtabubHOCTb 1 CPOK rogHOCTU

npun TPpaHCNOPTUPOBKE U XpPaHeHUUW B COOTBETCTBUM C yKa3daHUAMW npoumssogutena «PacTtBopbl
Angd pasMmopaxXuwBaHuda oouunToB MU 3M6pVIOHOB B Haﬁope» COXpPaHAKT cTabunbHOCTb BMNOTH A0

AaTbl NCTeYeHnUda CpoKa TrogHoCTW, YyKa3aHHOTIo Ha 3aTUKeTKax belaKOHOB N KAaPpTOHHbLIX YNaKOBOK.

[focne HarpeBaHWa HEUCNONb30BaHHbLIE PAacTBOPbI HeO6X0,CI,VIMO yTmnnsanpoBaThb.

[Tocne BCKpbLITUA fOonNycKaeTca XpaHeHWe U NCNONb30BaHWe pacTBOpPOB BXOI'IOAVII'II:HOVI Kamepe

Unu pepuxepatope BTeUyeHWe 2 AHel, Nnoc/le Yero UX Heo6Xo0A4MMO YyTUNU3UPOBAThL.

17. TpeboBaHMS K OXpaHe OKpyXKatoLlein cpebl

«PacTBOpbl ANA pa3Mopa)XXMBaHuUa OoOLUTOB U 3M6pI/IOHOB B Ha6ope» npnm umnmcnonb3oBaHWUU,

TPAaHCNOPTUPOBKE W XPaHEHUW He oOoKa3blBalT HEraTMBHOrO BO3JelCTBUA Ha 4YenoBeka u

oKpyXatuyo cpeay.
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I.O I AAAI I I Kitazato Corporation/

«Kntaszato KopnopeWw H»

Norotnn / «<KUTA3ATO» 81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

18. Ytnnusaumsa

Mcnonb3oBaHHbIE pacTBOPbLI 40X Hbl 6bl Tb yTnnumsmnposaHbl B COOTBETCTBUU C Tpe6OBaHVIF|MI/I

BHYTPEHHEro 3aKoHOaTe/NbCTBA MO YyTUAM3ALUUN NMPOAYKTOB MEAMLUHCKOTO HAa3HAYEHMUSA.

Heo6Xxo0auMO yTunnampoBaTb NycTble PpNakoHbl U YyNaKOBKY TaK Xe, Kak 9 /1aKOHbl C NPOAYKTOM

BHYTPMW.

OcTaTKuM pacTBOPOB U nNycTble (NakoHb peKkoOMeHAyeTcs YTWUNU3UPOBATb B OAHOpPA30Bble
HEeNpoOMOKaeMble BAarocToiikne KOHTeWHEPbl A5 ONacHbIX MEAULUHCKNX OTXO4O0B C KPblWKOIA,
obecneuymBat el UX repmeTmsauuio U WUCKNYalUeldi BO3MOXHOCTb CaMOMPOWU3BONILHOTO

BCKpPbITNA.

Heo6xo0AMMO 06paTUTbCA K KBAaNUMULMUPOBAHHOMY MNOAPAAYMUKY MO YyTUAM3ALUU OTXOAOB ANSA

yTnununsaynm pactBopoB KaK OCTaTOYHbLIX U HEMPUTOAHBLIX AN1A NOBTOPHOIN0O NpUMeEHeEHNA.

19. YnakoBka 1 MapKMpoBKa

«PacTBOpbl ANA pa3MopaxuBaHua oouuMTOB U 3M6pUOHOB B Habope» nocTaBnAwTCS B
CTEPUNBbHBLIX NPO6UPKAX C 3aBUHUYNBAK W MMUCA KPbllKaMW, N3TOTOBMIEHHbLIX U3 NOAUNPONUAeHa
(nepBuMyHas ynakoBka). lMpo6ka kKaXporo gpnakoHa CHab)XeHa NpPoOKAagKOW M3 CUAMKOHOBOTO

Kaydyyka Ans obecnevyeHus repmMeTunyHOCTN.

KaX abli pacTBOp MMeeT WUHAWBUAYANbHYH LBETOBY KOAWPOBKY KpblWkKK. Ana Ypo6cTBa
NMONb30BaTeNs HA KAXAYI KPbIWKY TakXe HaHeceHO 6yKBeHHOe o0603HauYyeHne pacTBopa M HoOMep
wara B COOTBeETCTBMM C TMNOCNEAOBaTeNbHOCTb UCMNONb30BaHMS corfacHo T[lpoTokony

pasmopaxwuBaHusa (Cm. MpoTokon Butpuukauum gna metoga Cryotop / «Kpuoton»).

Ons HanonHeHWA W 3aKpbITUA NPOBGUPOK C pacTBOpamMyu MCNONb3yeTcAa acenTUYecKMin npouecc B
cootBeTcTBMM ¢ EN ISO 13408-1. Kaxpgblii pa3 nepej Hayanom NpoM3BOACTBA OcylwecTBaseTcs
npoeepkKka 3aKynmnoOpPOYHON MaWMWHbL B Npolecce 3anycka, a TakXe Mnocne M3MeHeHUA HacTpoek
mnu pasmepoB nNpob6bupok. OTNaXeHHbIA 3aKynopo4yHbI# npouecc, HaxogAuwuincs nop
NOCTOAHHBLIM KOHTpOonem, ob6ecneymBaeT MNJOTHOE TnNpuUeraHne KpbiWKN K nNpobupke,

UCKNloYatlo LU ee yTeUKN 1 rapaHTupylolee aHTu6akTepuanbHblii 6apbep.

ONs NOCTaBKM KOHEUYHbIM NOoTpe6uTenamM (AakoHbI-NPO6GMPKM C pacTBopamMum nomewarwTcs B
KapTOHHbIE ynakoBKU (BTOpMYHAs ynakoBKa), KoTopble o6ecneuymBaloT 3alUTy pacTBOPOB BO
BPEMS XpaHeHMWs W TPAHCMNOPTUPOBKN.

Ha ynakoBKW W (/akOHbl C pacTBOpaMy HaHECeHbl 3TUKETKW. MHpopmauns Ha 3TUKeTKax
yNnakoBOK COLEPXMUT: HAUMEHOBaHMe NPogyKTa, Ha3HayeHUe, cocTaB M 06bemM PIakoHOB, HOMep
no katanory, kog naptuu (J1OT), Koag NpoAyKTa, CPOK roaHOCTHU, Tpeb6oBaHWe 06 OQHOKpPATHOCTHU
MCNONbL30BaHWA, MHMOPMALMUIO O CTEepUNbHOCTW W3JenNns U MeToge cTepunusauwu, 3anpeT
MCNonbL30BaHUsA MNpu MNOBpeXAeHHOW ynakoBKe W TMOBTOPHOW cTepuausauum, YycnoBUAX
XpaHeHMA, a TakxXe HauMeHoOBaHWe U ajpec 3aBoja-w3roToBuTens M npepcrtaButens B EC,

MmapkupoBka CE.
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T Kitazato Corporation/
«KnTtaszaTto KopnopenuwH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

9TUKeTKM (hNakOHOB BBWUAY WX Manoro pasmMepa cojepXaT NMWb YaCTUYHYH MHGpopmMauui no
npoAyKTy: 6ykBeHHOoe 0603HauyeHue pacTtBopa, Ko naptum (JIOT), CPOK rOAHOCTU, UH OPMaL U0
0 npousBoguTene, Tpe6oBaHue 06 OAHOKPATHOCTU UCNONbL30BaHWA, WHGoOpMauuw o
CTEPUNbHOCTW W3JeNusa U MeToge cTepunmsayuu, 3anpeT UCNONbL30BAHUSA MPU MOBPEXAEHHOW
ynakoBKe W MOBTOPHOW cTepunusayuuu, ycnoBumss XpaHeHUs U HOMep lWara B COOTBETCTBUM C
nocnefoBaTeNbHOCTLIO MCNONb30BaHMA cOornacHo MpoTokony pasmMopaxusaHus (Cm. MpoTokon

BUTputmnkaumm gna metoga Cryotop / «Kpunoton»).

Ona o6paweHus wu3genuii Ha Tepputopuum Poccuiickoit depgepauynum B COOTBETCTBUU C

3aKOHOAaTeNNbCTBOM Ha ynaKOoOBKY V|3,qenv||7| HaHOCUTCA 3TUKEeTKa Ha PYCCKOM A3blKe.

CUMBO/Ibl Ha 3TUKETKE

STERILE A CTepunmnsauns ¢ nNpUMEHeHWeM METOAOB acenTUyeckoro
npou3BOACTBa
® He ncnonb3oBaTb MOBTOPHO
REF Homep no kaTtanory
LOT Kopg naptuun (JIOT)

TemMnepaTypa xpaHeHusn

Mcnonb3oBaTh 40 AaThl

BHuMaHue; nepef mcnonb3oBaHMem 03HaKOMbTeCb C

UHCTPYKUUAMM

(§) He ncnonb3oBaThb, €CAN yNakKoBKa MOBPeXAeHa

(g) He cTepunusosaTb NOBTOPHO

MpoussoaunuTens

((J
1K 1|7531 MpepctaBuTtens B EC
AN (B MapkupoBka CE

20. KomMnnekT nocTaBku

«PacTBOpbl [N pa3MopaxXuBaHWs 00LWTOB W 3MGPUOHOB» MoOCTaBnsAwTCS B Habopax no 4
hnakoHa o6bemMom 4.0 Ma, NMOMeUW eHHbIX B OAHY 06Uyl KapTOHHY ynakKoBKY, COBMECTHO ¢

MHCprKLlVIeVI no Mcnonb3oBaHUIO.
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Kitazato Corporation/
«Kntazato KopnopeliwH»
81 Nakajima, Fuji-city
Shizuoka 416-0907, JAPAN

21. TapaHTUiHbIE 06513aTENIbCTBA

npoMsBoAUTENb rapaHTMpPyeT KauyecTBO PacTBOPOB B TeyeHUe BCero cpoka [FOAHOCTU npwu

NPpaBUNbHOM XpPaHEeHUMU M aKCNayaTayuu.

MponssoanTenb He HeceT OTBeTCTBEHHOCTb 3a /W 60W YpPOH, BO3HWUKWWIA BCNejCcTBUE
HenpaBU/NIbHOINO MUCNONb30BaHWA WUAWM HecobGNWAEHWA YyKasaHUW M Mep NPefoOCTOPOXHOCTEN,

cogepXawmxca B MHCTPYKLUU NO 3aKCNAyaTauuu.

22. Peknamauum

Mpn BO3HUKHOBEHUW NpeTeH3Uli Mo NOBOAY KayecTBa MeAWLUUHCKOTo nmafgenusa obpauwatech K

nponssoanTent wun / nnn ynonHOMO4YeHHOMY nNpeagctaBuTento npomssoanTensa.

Mpoun3BoaunTens;

Kitazato Corporation / Kutaszato KopnopeliwH
81 Nakajima, Fuji-city, Shizuoka 416-0907, AinoHus
Ten.: +81-545-66-2202 / dakc: +81-545-60-5772

E-mail: info@ kitazato.co.jp

Meao npousBoacTBa:

Kitazato Corporation Shizuoka Office / Kntaszato KopnopeliwH Cngsyoka Ocduc
81 Nakajima, Fuji-city, Shizuoka 416-0907, AnoHusn
Ten.: +81-545-66-2202 / dakc: +81-545-60-5772

E-mail: info@ kitazato.co.jp

YNONHOMOYEHHbI NpefaaBuTenb B Poccuiickoih depepauun:

O6WwecTBO C OFpPaHNYEHHONW OTBETCTBEHHOCTbIO «3K0o3apaB»
121351 Poccusa, r. MockBa, yn. dpuesckasda, 4. 6, at. 1, nom. 2, kKom. 11
Ten.:+7 (916)640-24-44

E-mail: info@ ekozdrav.ru

/Mognuck/
dyTown MNHoye
Mpe3sMAaeHT U YNONMHOMOYEHHbI aupekTop
Kitazato Corporation/ «Kntazato KopnopeiiwH»
nNata: 18 fekabpsa 2019 roga

/MevaTtb: Kntazato KopnopeliwH/
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BKOPO MO HOPUANYECKM BONMPOCAM TOKWMO

Kwu KyO Acaka, HOTapl/IyC HOTAPUNANIbHAAKOHTOPA KNOBALLIN

il-1-10, Kuo6awm, Uyo-ky, Tokuo, 104-0031, SnoHus Ten. 03-3271-4677  dakc 03-3271-3606

PernctpauynoHHsiiit M '20-0007

HOTAPUAJIBHOE CBUAETE/NIBCTBO

HACTOAWMM YOAOCTOBEPAETCA:

Uto [I-H Xwucawm XAALLUW, ynonHomoueHHbIi B ycTaHOBNEHHOM  Mopsake
npeactasutens [-Ha ®ytowm WHOYE, TMpe3ngeHta M YNO/HOMOYEHHOro AMpeKTopa
komnannm Kitazato Corporation / «Kutazato KopnopenwiH», 3akoHHO yupexkaeHHoW W
[elicTBylOLLIEd B COOTBETCTBMW C 3aKOHOAATENbCTBOM AMOHUM, B MOEM MPUCYTCTBUM
yfoctoBepu, yto BbiweynomsiHy el [-H ®PyTowm MHOYE nogTteepann noasIMHHOCTL CBOE

nognucn Ha npwuiaraeMomMm AOKYMEHTE.

OT 6 aHBapa 2020 r.

/Toanuce!
KNKYO ACAKA
HOTAPNYC
BOPO MO FKOPUANYECKUM BOIMPOCAM TOKWMO
MosA nnugegH3na uctekaet: 2 mapTa 2022 T.

/MeyaTb HOTapuyca npu Blopo No rpmngnveckum sorpocam Tokmno/

/r]el‘laTb;E»opo no o puagnmuecknmum Bonpocam T okKwuo,;
MO, 14OM KNOBALLUN HYO-KY,
TOKWMO, ANOHWA; HOTAPNYC/
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2020 ropg, 3anucb Ne 0007
HoTapunanbHoe yg0CcTOBEPEHUNE

HacTtosuym  yaocToBeEPSAETCA, 4YTO 3aKa3yMK HOTapuasibHOro YAOCTOBEpPeHMA Xucaluun
XAALWMW, sasnsowmiica npeactaBuTeniem [lpe3ngeHTa M YNO/THOMOYEHHOrO  AUpPeKTopa
koMmnaHmn Kitazato Corporation / «Kntasato KopnopeiwH» M-Ha dytowm NHOYE, 3aa8un B
MPUCYTCTBUIM HACTOSILLETO HOTapuyca, YTO BbilleyKasaHHbI [-H dyTowm MHOYE nogreepann
CO6CTBEHHOPYYHOE MNoAnucaHue rnpuaiaraeMoro oKyMeHTa.

6 saHBapsa 2020 roga, Oduc HacToALWEro HOTapuyca
1-1-10 Kébacwu, paiioH Too, TokMo, ANoHns
Mpwn Blopo no puramnyecknm sornpocam TOKNO

HoTtapuyc KVIKyO ACAKA

Mevatsb: /MeyaTb HOTapuyca Npm BOpPo No puanyYeckMm sornpocam Tokmo/
MoaTtesep>kaeHue

Hactoawmm nogTBepyKAaeTcsi, 4YTO YKasaHHas Bbllle MOAMUCL SIBMASETCA  MOAMMUCHIO
HoTapuyca Npu bBropo No tpugmnyeckum Bonpocam TOKMO, a TakXKe YTO MPUKPenseHHas nevatb
ABNSIETCA MOA/IMHHON.

6 aHBaps 2020 roga

HadyanbHMK Bopo no topugnyeckm sonpocamMm TOKMO XnpOKWM AMAHUNLLU N

Meuatk: /MeyaTb HavasbHMKa BOPo Mo topUaNYecKUM Borpocam Tokuo/

AMOCTNNb
(Faarckasi KOHBeHLMS OT 5 OKTA6pA 1961 ropa)
1. CtpaHa: ANOHWMA
HacTtoawmii ohrumanbHbiii JOKYMEHT
2. nognucaH: Kukyo ACAKA
3. BbICTynawoLwmm/enn B Kayectse Hotapuyca Bopo no topmanyeckmm Bonpocam TOKMO
4. ckpennéH neyvatbto/ witamnom: Kukyo ACAKA, HoTtapuyc

3aBepeH
5. B Tokno 6. 6 AHBapa 2020 roga
7. MMHNCTEPCTBOM MHOCTPAHHbLIX fes
8. 20-Ne 003005
9. Mevatb/ wTamn: 10. MoAanwuce:
1Mognncsl
/Tleyvatb: MMHMNCTEPCTBO MHOCTPAHHbLIX Aen* AnoHunsa/ Towne TAHAKA

OT VMeHM MUHUCTPA NHOCTPAaHHbIX Aen
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fpeeod gaHHOro TeKCTa BbIMOMHEH MEPeBOAYMKOM KpaninHbiM JeHncoM AneKcaHapoBuYem

Poccuinckas®eahauns

"opog Mocksa.
[BaguaTtoro AHBaps ABe TbicAYM ABajLAaTOro roga.
A, MpokoweHkoBa EneHa EBreHbeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO

MoAMHHOCTL NOANUCKU NepeBoAuYMKa KpannuHa [eHnca AnekcaHapoB

Mognwck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTbL NoAnuvcasLLero 4OKYMEHT YCTaHOB/EHA.

3aperunctpuposaHo B peectpe: Ne 21/86-H/77-2020-

y6. 00 kon.

B3biCkaHO rocyapCcTBEHHOM MOLLINHBLIN
o Xwaicrepa: 300 py6

YnnayeHo 3a okasaHue yc/yr npasoi

. M/okoLeHKoBa

( "1

MpoLuHypoBaHo, ek MO nevateto 3 \ nmcT(-a,-0B).

E.E. lNpoKoLLueHKOBa
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Poccuiickast deaepaups
['opoz Mocksa

&b Mepsoro SHeapA fige TheH/gBsgtiam©oroa
7 MMpokowekkoBa EneHa EBreHbeBHa, HOTapuyc ropoga
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