I - W I1l01gj

KOs

IL-HO MOON NOTARY PUBLIC OFFICE FAX 03180057372

Registered No. 2021 - 2431

NOTARIAL CERTIFICATE

IL-HO MOON NOTARY PUBLIC OFFICE

505, 19, Gugal-ro 60beon-gil
Giheung-gu, Yongin-si, Gyeonggi-do, Rep. of Korea

2100dX297iii(~ .~ A 1(14)70g/m")
3JIEKTPOHHAR KONUA OOPMJIEHA LIEHTPOM UCTIbITAHWA W PETUCTPALIMIA MEAMUMHCKUX H3NENMI



Date: of April, 2021

Approved by

Hyonsu Kim, CEO (signature)
NT Co.Ltd.

EASTDENT Co..Ltd.

H. S, Kim / President

INSTRUCTION FOR USE
FOR THE MEDICAL DEVICE

Dental Retraction Cord CLEAN+SAFE®

 — ]
Edition 1 Olioi=

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



1 Name of the medical device

Dental Retraction Cord CLEAN+SAFE®
Versions:

1. Dental Retraction Cord CLEAN+SAFE® ProfiCord, size: 0000; 000; 00; 0; 1; 2
2. Dental Retraction Cord CLEAN+SAFE® ProfiCord X, size: 0000; 000; 00; 0; 1; 2

Hereinafter referred to as the CLEAN+SAFE® cord, ProfiCord, ProfiCord X, device.

Information about the manufacturer, developer, and authorized representative of the
manufacturer

Manufacturer:

EASTDENT Co., Ltd

64, Gugal-ro, Giheung-gu, Yongin-si, Gyeonggi-do, 16972, Korea.
Tel.:+ 82-31-683-5767

Fax: + 82-31-683-5768

http://east-dent.com

Developer

EASTDENT Co., Ltd

64, Gugal-ro, Giheung-gu, Yongin-si, Gyeonggi-do, 16972, Korea. :1\".’5
Tel:+ 82-31-683-5767 olol&

Fax: + 82-31-683-5768
http://east-dent.com

Authorized representative of the manufacturer in the Russian Federation

PROTECO JSC

Legal address: 192102, St. Petersburg, 57 Salovastr., bldg. 1, lit. 1.

Business address: 196128, St. Petersburg, 5 Varshavskaya str., bldg. 2, office 401, Business
Center Varshavsky.

Tel/Fax; +7 (812) 635-88-90;

E-mail: info@Drotecodent.ru

3 Intended use and potential user of device
3.1. Intended use of device

The medical device Dental Retraction Cord CLEAN+SAFE® is intended for use in dentistry for
the temporary gingival retraction to expose the neck and root of a tooth.
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3.2. Potential users

CLEAN+SAFE® cord is recommended for use by dentists.

4 Description of device

The device is a knitted, 100 % cotton thread of various thickness (6 sizes), made up by four
differently colored threads (see Table 1).

Due to the special knitting technique, the cord boasts high resilience, elasticity, and excellent
absorbing ability, which makes the dentist’s work considerably easier.

Two types of cords are manufactured: non-impregnated ProfiCord and ProfiCord X which is
impregnated with aluminum chloride hexahydrate solution (pH = 3.5 + 5 %), 0.42 + 0.315
mg/cm, which has astringent properties.

5 Indications, contraindications, and possible side effects
Indications:

Dental Retraction Cord CLEAN+SAFE® is used for the temporary gingival retraction:
“ before the impression making in fixed dentures,
- before the teeth restoration procedure utilizing adhesive systems and/or crown installation,
- in delicate procedures on the gingival margin (e.g., preparation of the subgingival margin).

Contraindications:

1. Do not use in patients allergic to aluminum chloride hexahydrate.
2. Do not use in patients with acute or necrotizing ulcerative gingivitis.

Potential adverse reactions: not detected.

6 Safety precautions

1. When using the cord at an inflamed area, the benefits and risks should be carefully considered,
because the retraction of the gingival margin can result in certain damage to the tissue.

2. For professional use in dentistry only.

3. For single use. Do not re-use.

4. Keep out of reach of children.

5. Do not leave the cord in the sulcus for more than 20 minutes to avoid the irreversible damage
to the gingiva.

6. Upon completion of the procedure, always remove the cord from the sulcus.

7. Close the case lid immediately after using the cord.

8. Do not use expired devices.

7 Usage procedure

Usage procedure of Dental Retraction Cord CLEAN+SAFE®

1. Check the conditions of gingival tissue (e.g., depth or thickness).
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2. Select a cord with an appropriate diameter.

3. Cut the cord to the required length with a cutter and a ruler. Soak the dental cord in a

astringent solution if necessary.

4. Insert the cord into the sulcus by means of a retraction cord packer.
5. Leave the cord about 5 minutes in the sulcus.

6. Remove the cord just before taking the impression.
7. Slightly moisten the cord to make its removal easier and reduce gingival hemorrhage.

8 Technical characteristics

The length of the medical device “Dental Retraction Cord CLEAN+SAFE®” is 254 (x5%)cm.

Device model Size

0000 (extremely fine)
000 (ultra-fine)
00 (extra-fine)
0 (fine)
1 (medium)
2 (thick)
0000 (extremely fine)
000 (ultra-fine)
00 (extra-fine)
0 (fine)
1 (medium)
2 (thick)

Proficord

Proficord X

Table 1. Characteristics of CLEAN+SAFE® cord

Color

Black/blue
Black/gray
Brown/yellow
Violet/light violet
Blue/light blue
Green/light green
Black™lue
Black/gray
Brown/yellow
Violet/light violet
Blue/light blue
Green/light green

Thickness, mm

0.5 (5 %)
0.7 (25 %)
0.82 (5 %)
0.99 (5 %)
1.2 (+5%)
1.35 (+5 %)
0.5 (5 %)
0.7 (5 %)
0.82 (5 %)
0.99 (5 %)
1.2 (£5%)
1.35 (+5 %)

9. The meaning of symbols used on the secondary and shipping package labeling:

Symbol

Description
1J Manufacturer
A Non-sterile
[Rin Reference number

(article)
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Symbol

n

®

LOf]

Description

Date of manufacture

Do not reuse

Lot number



S>inbol Description Symbol Description

I IJ Manufacturer Date of manufacture
CE€ CE compliance mark ;enel?g?]\;vay from
Consult Instructions -
I I I for Use 1 ] Temperature limits
The product must not
Keep dry ).I( "' e disposed ofas
household waste
§ Do not use if package S Use-bv dat
is damaged Se-by date
1 1 This way up (for f Fragile, handle with
shipping box) care (for shipping box)

10. Requirements for maintenance and repair of medical device

The devices do not require maintenance or repairs.

11. Sterilization, cleaning, and disinfection

The devices are intended for single use. They do not require sterilization, disinfection, or
cleaning. te e oy,

Devices packed in shipping box should be transported by all types of covered vehicles
according to applicable regulations for the carriage of goods by this type of transport, observing
the precautions indicated on the shipping box.

Transportation conditions:

- temperature: +1 to +30 °C,
- relative humidity: 45-55 %,
" atmospheric pressxire: 800-1060 hPa.

12. Conditions of storage, transportation, and operation

Storage. The packaging protects the devices from physical and environmental factors
during transportation and storage. Packages must be protected from contamination, dusting,
moisture, and tearing. Store the device in a dry, clean, and secure place, in a tightly closed
container.

Storage conditions:

- temperature: +1 to +30 °C,
- relative humidity: 45-55 %,
- atmospheric pressure: 800-1060 hPa.
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Operation. Devices are used in healthcare facilities, w conditions requiring protecting the
hands of medical stuff when using the product for its intended purpose.

- temperature: +1 to +30 °C,
- relative humidity: 45-55 %,
- atmospheric pressure: 800-1060 hPa.

13. Disposal

The medical device Dental Retraction Cord CLEAN+SAFE® is considered hazardous
waste of epidemiologic potential (devices contaminated with blood and/or other biological fluids
of patients) after their use as intended.

In this case, the medical organization carries out only collection and temporary storage of
the abovementioned waste. Collection is carried out using bags or disposable, color-coded
containers for hazardous medical waste indoors or in places for temporary storage of medical
waste before transporting for disposal.

Specialized organizations licensed to handle hazardous medical waste of epidemiologic
potential transport medical waste from medical institutions and dispose of it.

Packaging elements, defective devices, and unused expired devices are considered
epidemiologically safe waste (non-hazardous waste that does not come into contact with the
patient’s biological fluids) that is similar to municipal solid waste (MSW).

Non-hazardous waste is collected using reusable containers or disposable bags (excluding
color-coded bags for hazardous waste). Disposable bags are placed inside reusable containers.
Waste containers should be marked and placed at a special site (indoors). After emptying,
reusable containers are subject to washing and disinfection. The procedure for washing and
disinfection of reusable containers is determined in accordance with the organization-specific
waste management flowchart.

Transportation and disposal are performed considering the requirements established for a
specific territory in accordance with the country-specific sanitary laws concerning the
maintenance of populated areas and handling of industrial and household waste.

14. Shelf life
Shelf life of ProfiCord: not limited.

Shelf life of ProfiCord X: 3 years.

15. List of international standards with which medical device complies with.
Requirements of Directive 93/42/EEC including amendments by Directive 2007/47/EC, EN 980,
EN ISO 1041, EN 1641, EN IEC 62366, EN 1SO 7405, EN 1SO 10993-1, EN ISO 10993-2, EN
ISO 10993-5, EN I1SO 10993-10, EN 1SO 10993-12, EN ISO 10993-18, EN ISO 13485, EN ISO

14971, EN ISO 15223-1, MEDDEV 2.7.1, rev. 4, MEDDEV 2.12.1, rev. 8, MEDDEV 2.12.2,
rev. 2.
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[MepeBoz ¢ aHrMIMINCKOro 1 KOPEMCKOro A3bIKOB Ha PyCCKUIA A3bIK]
[Fep6 Pecny6nnkun Kopesi]
[MevaTsb: HoTapransHas koHTopa «U/1-XO MYH», HoTapuyc n-Xo MyH]

{vopuaxo 411 HOTAPUASIbHAA KOHTOPA «/1-XO MYH»  TE/1.:(031)8005-7371
®AKC: (031)8005-
1L

PernctpaynoHHbIin Homep: 2021 -2431

HOTAPVAJIbHOE CBNAETE/IBCTBO

[TucHeHas nevaTb: HOTAPUAJIBHAA KOHTOPA «MJ/1-XO MYH)]

HOTAPVAJIbHAA KOHTOPA «J1-XO MYH»
(IL-HO MOON NOTARY PUBLIC OFFICE)
505, 19, Nyran-po 606eoH-KMb,
[UxéH-ry, VoHbnH-cn, KéHru-go, Pecry6nnka Kopes
(505,19, Gugal-ro 60beon-gil, Giheung-gu, Yongin-si, Gyeonggi-do, Rep. of Korea)

[MevaTb Ha 06opoTe: HoTapmanbHas KoHTopa «J1-XO MYH», HoTapnyc WMn-Xo MyH]

210 mm X297 mm (BnaHk ¢ 3awuToit) (1 kateropus) 70 r/im®
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[Jata: 15 anpens 2021 .
«YTBEPXAEHO»
XbéHcy Knm (Hyonsu Kim), reHepanbHbivi gupekTop (nognucek! (noanmce)

«NCTAEHT Ko., Itg.» (EASTDENT Co., Ltd.)
[LWramn-. «CTAEHT Ko., Jita.»

inodnucbi

X.C. Knm/reHepasbHbIi AnpekTop]

MHCTPYKLMSA MO NPUMEHEHUIO
HA MEAVLINHCKOE N3AENUE

HuTb cTomaTonornyeckasa petpakumoHHada CLEAN+SAFE®

Bepcusa 1

[MevaTn: HotapranbHas koHTopa «MJ/1-XO MYH», HoTapuyc Wn-Xo MyH]
[MeyaTwn Ha 060poTe MMCTOB: HoTapmasnbHas KoHTopa «MJ1-XO MY H», HoTapuyc Wn-Xo MyH]
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1 HaumeHoBaHWe MeAVLNHCKOIO N3aenuns
HwuTb cTomatonornyeckas petpakymoHHada CLEAN+SAFE®
BapnaHTbl UCMOMHEHMS:

1- Hwtb cTomatonorunyeckas petpakuynoHHas CLEAN+SAFE® ProfiCord, pasmep : 0000; 000;

00; 0; 1,2
2 - Hutb cTomaTonornyeckas petpakuymoHHas CLEAN+SAFE® ProfiCord X, pasmep : 0000;
000; 00; 0; 1;2

[Janee no Tekcty - HUTb CLEAN+SAFE®, HuTb ProfiCord, Hutb ProfiCord X, nsgenwve.

2 CsegeHuss 0 npousBoauTene, pPaspaboTuMke W Yro/IHOMOYEHHOM MpeacTaBUTese
Mpoun3BoANTE NS

Mpoun3BoanTESb:

«EASTDENT Co., Ltd»

64, Gugal-ro, Giheimg-gu, Yongin-si, Gyeonggi-do, 16972, Korea.
TenetoH: + 82-31-683-5767

®dakc: + 82-31-683-5768

http://east-dent.com

PaspaboTunk

«EASTDENT Co., Ltd»

64, Gugal-ro, Giheung-gu, Yongin-si, Gyeonggi-do, 16972, Korea.
TenedoH:+ 82-31-683-5767

Pakc: + 82-31-683-5768

http://east-dent.com

YNO/THOMOYEHHbI NpeAcTaBUTeb NPOU3BOANTENSA B PP
AO «MPOTEKO»
FOp. Agpec 192102, r. CaHkT-IeTepbypr, yn. Canosa, 4.57, kopn.1, ut. A

dakTnyeckuin agpec: 196128, CaHkT-IMeTepbypr, yn. Bapliasckas, 4.5, kopn. 2, oguc 401,
bL| "BapLuaBcKuin™

Ten. / dhakc: +7 (812) 635-88-90;

E-mail: info@protecodent.ru

3 HasHaueHwue n3genvsa ¢ ykasaHmem noTeHUMaIbHOro noTpeduTens.
3.1 HasHaueHuVe n3genuvs

MeguuuHckoe u3genve «HuTb  ctomartonornyeckasas petpakuymoHHas CLEAN+SAFE®»
npegHasHayeHo A/19 WUCMO/b30BaHUA B CTOMATOMOMMU A/19 BPEMEHHOW peTpakumn [ecHbl, A4S

O0OHaKEHMS LLENKM 1 KOPHS 3y6a.
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3.2 TloTeHUManbHble NoTpebuTenn.

Hute CLEAN+SAFE® pekomeHoBaHa 414 UCNoOIb30BaHNA BpavyaMu-CTOMATO/I0raMm.

4 OnwucaHue nsgenns

W3penne npegctasneHo B Buge 100% XNONKOBOW BSA3aHOM HWUTW Pa3nMyHOMA TonwmHbl (6
pa3mMepoB), COCTOsLLIEN 13 4 BONIOKOH pa3HbIX LBETOB (CM. Tabn.l).

Bnarofgapsi 0co6omy crnocoby Bsi3KM HWUTb 06/1afaeT BbICOKOW YMNPYroCTbi, 3M1aCTUYHOCTHIO U
npeKpacHbIMY abCopOUPYHOLLMMI KayeCTBaMK, YTO 3HAUMTENbHO YNpoLLaeT paboTy cTomarosora.
MpounsBoaaTcs Asa Bua HUTel: HUTL ProfiCord 6e3 nponutkn 1 HUTL ProfiCord X, nponuTaHHas
pacTBOpOM rekcarvgpara xnopuga antommuums (¢ pH - 3,55 %) B konnyectse 0,42+0,315 mr/cwm,
KOTOpPbIN OKa3bIBaeT BXKYLLEE AENCTBME HA AECHY W AECHEBO Kpali

5 Tloka3aHus, NPOTUBOMOKAa3aHUS U BO3MOXHble NO60UHbIE 3PhEKThI
[MToka3aHus:

Hutb cTomatonornyeckas petpakuymoHHas CLEAN+SAFE® wucnonb3yetcsd 418 BpeMeHHOW
peTpaKummn LecHbl:
- Nnepej CHATMEM OTTUCKOB A/19 HECLEMHbIX NPOTE30B;
-nepes PeKOHCTPYyKUMein 3y60B C MNPUMEHEHWMEM afre3vBHbIX CUCTEM W/MAN YCTaHOBKOM
KOPOHOK;
- NP BbLUOMHEHUM [eNMKaTHbIX onepaunidi B 0611acTM  [ecHeBOro Kpas (Hanpumep,
rnpenapvpoBaHne NoALEeCHEBOr0 Kpas).

MpoTnBONOKasaHMA:

1 He ncnonb3oBaTh Y NaLMeHTOB C anfiepreii Ha rekcarnapart X1opuaa antoMAHUS.
2. He Mcnonb3oBaTh y MaUUeHTOB C OCTPbIM WU I3BEHHO-HEKPOTUYECKIM TMHIBUTOM.

B0o3MOXHble N060UHbIE 3 (PEKTbI: He 0BHAPYXKEHO.

6 Mepbl NPegoCTOPOXKHOCTU

1. Mpwn ncnonb3oBaHNM HUTK B 06/1aCTK BOCMANEHWS CrefyeT TWaTeNbHO CONOCTaBUTb NOMb3Y W
PUCKW, MOCKO/IbKY PeTpakums Kpas [eCHbl MOXXET MPUBECTU K OMpPeLe/leHHOMY MOBPEXAEHWIO
TKaHei.

2. ToNbKO /1 NPOheCCMOHA/IbHOIO UCMO/b30BaHNSA B CTOMATO/IOMMYECKON MPaKTUKe.

3. OaHOKpaTHOE NpUMeHeHVe. MoBTOPHOE MPYMEHEHWE 3arpeLLEeHo.

4. XpaHWUTb B HEJOCTYMNHOM [/151 AeTeld MecCTe.

5. Bo n3bexaHne HeobpaTMMOro MOBPEXAEHUS TKaHel AeCHbl He OCTaBNSTb HUTb B AECHEBOWA
6opo3ae 6onee YeM Ha 20 MUHYT.

6. MNocne 3aBepLLEHNS NPoLeaypbl, 0653aTeNbHO YAAINTb HUTb U3 IECHEBOIN 6OPO3/bI.

7. 3aKpbIBaTb KPbILLKY KOHTeNHepa cpasy Xe Nnoc/e UCrob30BaHNs HUTMW.

8. He ncnonb3oBath M3genve ¢ UCTEKLLIMM CPOKOM FOAHOCTY.

7 Tlopafgok npUMeHeHNS.

MopAAoK NPUMEHEHUS HUTK CTOMATONIOrMYeckKol peTpaknmoHHoli CLEAN+SAFE®:
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1. OUEHUTb COCTOSHME TKaHeN AecHbl (FyOUHY UK TOMLLMHY).

2. BbiGpaTb HUTb MOAXOASALLEr0 pa3mepa.

3. OTpe3aTb HUTb [0 HEO6XOAMUMOW [/MHbI C MOMOLLULIO 06pesuMKa U nuHelikn. [Mpu
He06GX0AMMOCTM NPONKUTaTh CTOMATO/ONYECKYHO HUTb FeMOCTATUYECKVIM PacTBOPOM.
4. C noMoLLb0 CreLmanbHOr0 MHCTPYMEHTA 151 YKNaAKN PETPAKLUMOHHOM HATU, NOMECTUTb HUTb

B 3y604€eCHeBYO0 60p0O3/KY.

5. OCTaBWTb CTOMATO/OMMYECKYIO HUTb B 60PO3AKE He 6o/ee YeM Ha 5 MUHYT.
6. HenocpecTBEHHO Nepe/ HAaHECeHVEM CMENMOYHOro MaTepuana yaanuTb HUTb.
7. Cnerka CMOYNTb CTOMATOMOMMYECKYH0 HUTb, YTOGbI 0GMErYnTb ee yaaneHue M YMeHbLUUTb

KPOBOTOYMNBOCTb AECHbI.

8 TexHnYyeckne XapakKTePUCTUKMN.

OnnHa mefnuMHCKOro msgenna «Hutb ctomartonornyeckas petpakunoHHas CLEAN+SAFE®»

cocTaBniseT 254 (5 %) cm

TonwKnHa, Mmm x5

Mogenb Pa3wviep LigeT %
: 0000 (ToH4aiLLas) yepHas/CuHsSA 0,5
Proficord 000 (ynbTpaToHKas) yepHasi/cepas 0,7
00 (skcTpaToHKas) Kopu4HeBas/ kenTas 0,82
_ 0 (ToHKas) (hroneToBsas/cBeTI0-PrONETOBAS 0,99
Proficord
1 (cpesHsn) CUHAS/CBETNIO-CUHASA 12
2 (yTonweHHas) 3e/1eHas/CBeT/10-3e/1eHas 1,35
0000 (ToHyaiLasn) YyepHas/cnHAsA 0,5
000 (ynbTpaToHKas) yepHas/cepast 0,7
. 00 (aKcTpaToHKas) KopuyHeBas/HKentas 0,82
Proficord X
0 (ToHKas) (hnoneToBas/cBETNO-(PMONETOBAS 0,99
1 (cpeaHss) CUHAS/CBET/IO-CUHAA 12
2 (yTO/LLEHHas) 3efeHas/cBeTn0-3eneHas 1,35
9 PaclumM@poBKka CUMBOMIOB, MPUMEHSEMbIX B MapKMPOBKE MOTPEOUTENbCKOW W

TPaHCMOPTHOI YNaKOBKMW:

CumBon

Pacwmnpposka
3rotoBuTenb

[ W Koga naptum

1 HectepunbHo
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Tab6nunua 2 CumBobl U 0603HAYEHNUSA

CumBon

PacwundgpoBka

[arta n3rotoeneHus

cnonb3osatb [0

bepeyb 0T Bnaru



Cumson PaclunpoBKa Cumeorn PaclunppoBKa
X TemnepaTypHbIit HTeMm?;F;EL;IEH; K
' AvanasoH y 4
06bI4YHOM MopsaaKe
He ponyckars 3anpeT Ha MOBTOpPHOE
A\ BO3AeiiCTBNSA 00 - mr:/leHeHme P

COJIHEYHOrO CBeTa P
Obparwrecs K CooTtBeTcTBUE
VIHCTRYKLI Tio C € eBPONEeNCKNM HopMam
NPUMEHEHNIO P P
C ynakoBKoi#
HeobXxoAMMO | Xpynkoe. O6paluarscea
obpalatbes ¢ . OCTOPOXKHO
OCTOPOXKHOCTbHO.
MpaBunLHOe

N NONOXEHWE YNaKOBKN

3TOM CTOPOHON BBEPX.

10. Tpe6oBaHUS K TEXHUUECKOMY 06CNYXMBAHMIO Y PEMOHTY MeAULUHCKOIO U3aenus.
N3nenns B TEXHUYECKOM 06BCY)XXMBAHMM U PEMOHTE He HY)XKAAoTCS.

11 Crepunusaums, o4UCTKa U Ae3nHPeKuuns.
W3pennsa npegHasHaveHb! 418 04HOPa30BOro MUCMo/b30BaHWsA. B cTepunmsaumm, aesvHgpekumum
N OUNCTKE He HYXatoTCs.

12 YcnoBus TPaHCMNOPTUPOBKM, XpPaHEHUS 1 3KCNyaTaLuu.

TpaHcnopTUpoBaHue

TpaHcnopTUpoBaHMe  W3LeNuiA,  YNakoBaHHbIX B  TPAHCMOPTHYK  Tapy, AO/HKHO
OCYLLECTBMATLCA  BCEMU  BMAAMU  KPbITbIX  TPAHCMOPTHLIX  CPeACTB € COBMOAEeHMEM
NPesoCTOPOXKHOCTEN, YKa3aHHbIX Ha TPaHCMOPTHOM Tape WM B COOTBETCTBUM C MpaBuiamu
MepeBO3KM IPy30B, AENCTBYHOLMMI Ha TPAHCMOPTE AaHHOMO BMAa.

Ycnosua TpaHCnopTUPOBaHUA:
Temnepatypa- oT +1 go +30°C;
OTHOCWUTENbHAA BNaXKHOCTb BO3ayxa - 45-55%;
aTMocepHoe aasneHue - 800-1060 rla.

XpaHeHMe. YnNakoBka 006ecrneymBaeT 3aliMTy OT BO3AEWCTBMS  MEXaHUYECKUX W
KNMMaTUYeCKMX (haKTOPOB BO BPeMsi TPAHCMOPTMPOBaHMS M XpaHeHWsl. YNaKoBKW Heob6XoAMMo
NpPefoXPaHsATb OT 3arPsi3HEHUs, 3anblfeHNs, HAMOKaHWS U OT paspbiBa. XPaHWUTb U3ae/nne B CyXOM,
YMCTOM W HaIQKHOM MECTE, B M/I0THO 3aKPbITOM YMaKOBKe.

Ycnosusa XpaHeHus:
- Temnepatypa - o1 +1 go +30°C;
OTHOCUTENbHAaA BNaXKHOCTb BO3AyXa - 45-55%;
aTmocgepHoe gasneHue - 800-1060 rlMa.
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akcnnyatauma. M3fenva npuMeHATCA B MEAULMHCKUX YUPeXAeHUAX, B YC/NOBUAX,
TPeOYOLLMX 3aWUTbI PYK MeAULMHCKOro paboTHUKA MPY UCMO/b30BaHUM U3AENNS M0 HAa3HAYEHWIO.
- Temnepatypa- oT +1 go +30°C;
OTHOCUTE/IbHaA BNaXXKHOCTb Bo3ayxa - 45-55%;
aTmocgepHoe aasneHune - 800-1060 rla.

13 Y1tunnusauna

MeguunHckne usgennsa «HuTb ctomaTonornyeckaa petpakumoHHad CLEAN+SAFE®»
Moc/e NUCMob30BaHUA MX MO Ha3HAYEHWMKO OTHOCATCS K 3NUAEMUOSIONMYECKM OMacHbIM 0TX04aM
(M3penms, 3arpssHeHHbIE KPOBLIO U/UW APYTrMMU G100 MHYECKUMI XXUAKOCTAMMW NaLyeHTOB).

B faHHOM criyyae MeAMUMHCKas opraHvsaums OCyLLecTB/ISET TOMbKO CO0p M BpemMeHHoe
XpaHeHWe BbllLeyKas3aHHbIX 0TX0A0B. COOp OCYLUECTBAAKOT B MNakeTbl WM B KOHTelHepsbl
OAHOKPATHOr0 MPUMEHEHNS C LIBETOBO MapKMPOBKOW, MPUHATON AN ONAaCHbIX MeAULIMHCKUX
OTXOA0B B MOMELLEHUN WUNN B MecTax [AJi BPEMEHHOI0 XpaHeHUs MeAWLUHCKMX OTXOA0B [0
nocneayoLLero TPaHCNOPTUPOBaHNSA K MECTY YTUNMU3aLUN.

TpaHcnopTUpoBaHNEM MeSULIMHCKUX OTXOA0B U3 MEAULMHCKUX YUPEXAEHUI, NX yTUNn3aumei
3aHMMAKOTCA  CMeLvann3vpoBaHHbIE OpraHusauun, WMeKLWMe NULEH3NKI0 Ha obpalleHve C
OMacHbIMU B 3MNMUAEMNOIOTMYECKOM OTHOLLEHUW MEAULIMHCKMWN OTXOAaMU.

YnakoBKa, OpakOBaHHble W3[EMS W HEUCMONb30BaHHbIE W3AENMS C WUCTEKLIMM CPOKOM
rOAHOCTU OTHOCATCH K 3MUAEMMONOrMYecKn 6e30macHbIM 0TXo4am (HeornacHbIM OTX0faM, He
NMEIOLLMM KOHTaKTa C 61OIOrMYeCKUMI XXULKOCTAMM NaLneHTOB), NPUOAVXEHHbLIM MO COCTaBy K
TBEpAbIM 6bITOBbIM 0TX0AaM (TEO).

C60p HeonacHbIX OTXOA0B OCYLLUECTB/IAETCA B MHOrOpasoBble eMKOCTU WM OfHOpa30Bble
nakeTbl (3a WCKIHOYEHMEM MaKeTOB LBETa, MPUHATOrO A4/ OMnacHbIX 0TX0AoB). OfHOpa3oBble
MakeTbl pacronaratoTcsa BHYTPW MHOFOPas3oBbIX KOHTEHepoB. EMKoCTM ansi c6opa OTXOA0B
[O/MKHbI BbITb NPOMAPKMPOBaHbl U YCTAHOB/IEHbI HA CrieLManibHON nowanke (B NMOMELLEHNN).
MHoropasoBas Tapa noc/e OnopoXXHEHUA MOAJIEXMUT MbITbIO U Ae3nHMeKUMW. NopaLoK MbITbS 1
[e3VHMEKLMN MHOropa3oBoli Tapbl ONpeAeNnsieTcs B COOTBETCTBUM CO CXEMON 0bpaLLieHNst 0TXOL0B
B KaXKI0/ KOHKPETHOM OpraHm3aLmu.

TpaHCNOPTMPOBaHME N YTUNM3ALUMSA OCYLLECTBNSETCA C YYeTOM TpeboBaHWIi, NPUHATLIMU 415
[aHHOIN TeppUTOPUM, B COOTBETCTBUM C CaHUTapPHbIM 3aKOHOLATE/IbCTBOM TOW WU/IM MHOW CTPaHbl K
COZEPXKaHUIO TEPPUTOPUIA HACENEHHbIX MeCT M 06palieHW0 € 0TXo4amu MpPOM3BOACTBA U
noTpe6/ieHns.

14 CpokK rogHocTu

Cpok rogHoct HuTK ProfiCord - 6eCCpoYHbIiA.

Cpok rogHoctn HuTK ProfiCord X coctaBnseT 3 rofa.

15 TlepeyeHb MeXAYyHapOAHbIX CTaHAAapTOB, KOTOPbIM COOTBETCTBYET MeAMLMHCKOe
nsgenve

TpeboBaHns [OupektmBbl CoBeTa 93/42/EQC C nonpaBkamu, BHECEHHbIMW [IMPEKTUBOW

2007/47/EC, EN 980, EN 1SO 1041, EN 1641, EN IEC 62366, EN ISO 7405, EN 1SO 10993-1, EN

ISO 10993-2, EN ISO 10993-5, EN ISO 10993-10, EN 1SO 10993-12, EN I1SO 10993-18, EN ISO

13485, EN ISO 14971, EN ISO 15223-1, MEDDEV 2.7.1, pen. 4, MEDDEV 2.12.1, peg. 8,
MEDDEYV 2.12.2, peg. 2.
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1oopmane 42]  HOTAPUAJIBHAS KOHTOPA «M/1-XO MYH» TEN.:(031)8005-7371
®AKC: (031)8005-
7372

PerncrpauunoHHbIin Homep: 2021 -2431
HOTAPUAJIbHOE CBUAETE/IbCTBO
XbéH Cy, Kum

reHepasibHbIN AYpeKTop

komnaHun «MICTAEHT Ko., /114.»,

NINYHO SIBMBLLNIACA KO MHE,

MpW3Han CBOK NOAMNUCH
Ha npunaraemoii UHCTPYKLWW MO NMPUMEHEHNIO HA MEOVLIMHCKOE U3AENME.

HacToswwmm 3acBuaeTeNnbCTBOBaHO 26 aBrycrta 2021 roja B yKazaHHOM oguce.

[MevaTsb: HoTapmanbHas koHTopa «AJ/1-XO MYH», HoTapnyc Wn-Xo MyH]

HOTAPUAJIbBHAA KOHTOPA «UJ1-XO MYH»

OTHOCUTCHA KTPOKYPATYPE OKPYT A CYBOH.

505,19, I'yran-po 606e0H-K/b,

"MxéH-ry, NoHbuH-cn, KéHrn-go, Pecny6nmnka Kopes

/noanumce!

[MevaTs: HoTapmanbHas koHTopa «J1-XO MY H», HoTapnyc Wn-Xo MyH]

B cooTBeTCTBMM C 3aKOHOAATE IbHbIM akTOM Ne 9138 yKazaHHOe yupexxeHve 66110 Yo HOMOYEHO
MUHUCTPOM tocTULMKN Pecny6imkn Kopes Ha coBepLUeHVe HoTapuasibHbIX AeMCTBUIA, HaunHas ¢ 23

Hos6psa 2010 roga.

[MevaTb: HoTapuanbHas kKoHTopa «M/1-XO MYH», HoTapuyc Wn-Xo MyH]

210 mm X297 mm (BnaHk ¢ 3awnToid) (1 kateropus) 70 riv
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AMNOCTU/b
(Faarckas koHBeHLMA OT 5 okTa6ps 1961 r.)

1 CrpaHa: Pecny6nuka Kopes [QR-kog]

HacToswmii ouumanbHbIil JOKYMEHT
2. nognucaH J1-XO MYHOM (1L-HO MOON),

BbICTYMalOLWMM B Ka4eCTBe HOTapuyca,
4. ckpenneH nevatbto/wtamnom HOTAPVAJIbHOM KOHTOPbI «//1-XO MYHb».

w

Y poctoBepeHo
MpoBepuTb HACTOALLMIA anNOCTUAb MOXHO Ha BebcaiiTe:
https://lwww.apostille.go.kr

B Ceyne 6. 27.08.2021 .
MWHWCTEPCTBOM HOCTULNM
3aNeXXA202110FB5SE
MeyaTs/WTamn 10. Moanuck

I'mognuce/

CoH Xun (Song Hee)

© oo NO

[MevaTs: MUHNCTEPCTBO KOCTUUMIN * PECIMYB/TMKA KOPEA
[Fep6 Pecny6nvkn Kopes]\
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MepeBo/ AAHHOTO TEKCTa BbINONHEH NePeBOAUYNKOM CUPOTKUHOIU Mapueit OneroBHoiA

noanNuncChb

Poccuiickas ®egepaums
"opop Mocksa
[BafLaTb YeTBEPTOro CEHTAGPA fBe ThiCAYM ABaALATb NepBoro roga

A, MapTbiHOBa HaTanusa AHApeeBHa, BPEMEHHO WCMOMHAKWAA 0653aHHOCTY HOTapuyc
ropoga Mocksbl AkumoBa [neba bopucoBuua, CBUAETENLCTBYH MNOAMHHOCTbL noanu’
nepesogynka CupoTKuHoi Mapun OnerosHs!.

Mognuck caenaHa B MOEM NPUCY TCTBUK.

JInyHoCcTb NnofnucasLlero JOKYMeHT yCTaHoBNEHa.

3aperucTpuposaHo BpeecTpe: Ke 77/09 - w/77 - 2021 -
YnnayeHo 3a COBepLUEHNE HOTapuanbHoro aeicTsus: 400 /?

MA. MapTbiHOBa

HoTapuyc3 i.MutKtibi
Akunmosa I'.b.

MpoLuUHypoBaHo, NPOHYMEPOBaHO
W CKpEenneHo nevyaTbto nucT(-a,~08).

BPWO HoTapuyca:

Wocewiicliils denepaums
., opog Mockm
£, MapTbxLw Hatanms AafpeesHa, BPEMEHMO HCOOLL MKMLL
o6asaHHocra bloTLyca ropettia Mockw Akvivosa Mneba bopkcomya,
c*meTenmrnyto agmocTh konum ¢ apeiiCTaBnciiiKHO MHe foKyblerTa.

3BperHcrtal1FOMMOBpao<npe:Nel 7 AM-11M"
YosiaueLio M coaepmeuic BoTa’LLbBCKO Aeiicnuc  6e> oy6. 00 MM.

Hj L MapTblbom
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