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1. Device name
Karl Fritz* dental bone scraper;
1 Design options:
1 Karl Fritz® dental bone scraper Easy Bone Scraper, P/N 3500 - 5 pc/pack;
2. Karl Fritz® dental bone scraper Micro Bone Scraper, P/N 3500-1 - 2 pc/pack

Il. Instructions for use - 1pc./pack. (in paper and electronic form)

Hereinafter — instruments, devices, medical device.

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

Manufacturer / Developer:

Dental Studio Co., Ltd.

BIOI, B102, B125, BI, Geumjeong Station 2nd SKVI Tower, 136 LS-ro, Dongan-gu, Anyang-si,
Gyeonggi-do, Republic of Korea

Tel:+82-31-8069-7007

Fax: +82-31-8069-7009

E-mail: bikim@dentalstudio.co.kr

Web-site: www.dentalstudio.co.kr

Manufacturer’s authorized representativejin the Russian Federation

DENTALSTOM LLC

143432, Moscow region, Krasnogorsk, Nakhabino work settlement, Chkalova.Str. 7, space LXXV
Tel ./fax: +7(495) 118-76-40

E-mail: info@dn-stom.ru

Web-site: www.dn-stom.ru

3. Intended use of the device/indications.
The product is designed for manualsremoval by scraping and collecting-autogenous bone particles from a
patient as part ofa dental surgical procedure.

4, Potential consumers.
Dental surgeons, maxillofacial surgeons and implantology surgeons.
5. Scope of application, ¢entraindications and possible side’ effects

Scope of application: dentistry;-maxillofacial surgery, dental surgery.
Contraindications: possible allergic reaction to materials.
Side effects: Not known.

6. Precautions.

1 The instruments are supplied in a non-sterile package. It-is necessary to sterilize the instruments before
using them.

2. Check the instruments for mechanical damage. Before using each instrument, the specialistymust make
sure that the instruments are in working condition; their-surfaces shall be free of any contaminations.

3. The instruments must be used in accordance with theirintended purpose and instructions, for use.

4. This device can-be used only by dentists who received qualifications in the application of appropriate
treatment methods.and completed training courses.

5. Surgical interventions should be carried out in sterile conditions, medical staff shouldiuse masks, gloves,
sterile clothes.

7. Description, design of devices and application procedure.
The productis.designed for manual removal by scraping and collecting autogenaus-bone particles from a
Satient as part of a dental surgical procedure. These are reusable products.

Desien-option External appearance Description
Karl Fritz® dental bone A scraper is a one-sided'tool with a handle on one side
scraper Easy:Bone and a cylindrical body and a round blade on the other
Scraper/P/N 3500 side. When scraping) bone tissue, the auto-bone

fragments in the «form of chips are collected in a
cylindrical storage chamber. Bone chips are removed
from the storage“chamber by turning the handle to the
side and extending the blade out of the chamber.

Karl Fritz® dental bone
scraperMicro Bone
Scraper.-P/N 3500-1

Device Length X Width Material of the working part
Karl Fritz® dental bone scraper Easy Bone Scraper. P/N 3500 155.5 mm x 15.3 mm Stainless steel
Karl Fritz® dental bone scraper Micro Bone Scraper, P/N 3500-1 172,4 mm x 5,3 mm Stainless steel

The order of application:

Instructions For Use Of The Medical Device. Version 1

Karl Fritz® dental bone scraper



1. Clean, disinfect and sterilize the product.

2. Check the condition of the scraper packaging. Do not use the scraper if the package is damaged,
opened, or contaminated.

3. The scraper should only be in contact with sterile surfaces.

4. Place the blade on the surface of the cortical bone, then remove the autosteal fragments by moving
the scraper towards the handle.

5. To remove the auto-bone fragments, carefully slide the lid of the storage chamber with your index or
middle finger.

6. If the blade of the scraper is blunted during use, turn it with the sharp part using a 1:2mm wide hex
screwdriver.

Safety measures:
1. Check the condition of the scraper packaging. Do not use the scraper if the package is damaged or
opened.
2. The scraper is supplied in a non-sterile form. All instruments and products’ used for surgical
procedures must be sterilized before use.

8. Package contents
Karl Fritz® dental bone scraper:
I. Design options:
1 Karl Fritz® dental bone scraper Easy’ Bone Scraper, P/N 3500 - 5 pc/pack;
2. Karl Fritz® dental bone scraper Miero Bone Scraper, P/N 3500-1 - @2°pc/pack

Il. Instructions for use - 1pc./pack. (in paper and electronic form)

Symbol Meaning Symbol Meaning
\m Catalogue number A Caution
Read instructions for use or see electronic instructions
LOT Lot code OH
for use
Date of manufacture Prohibition of repeated use
Use before QR-code
n
Manufacturer Non-sterile
aJ A
Do not use if the packaging is damaged and £t He gonyckaTb BO34eliCTBUSA CONHEYHOTO CBeTa

refer to the instructions for use. f He gonyckaTb BO3AeiicTBUA BAari

10. Conditions of storage, transportation and operation
Storage conditions:
- store in.adry place protected from direct sunlight;
- temperature: +1 to +40 °C;
- relative-humidity: 45-55 %;
- atmaspheric pressure: 800-1 060 hPa.
Transportation conditions:
Transportation of devices packaged into a transport container shall be carried qutiby all types of
covered vehicles in compliance with the precautions indicated on the transport-eontainer and in
accordance with the rules of cargo transpartation applicable to that type of transport.
-\temperature: -50 to +50 °C;
= relative humidity: 0-90 %;
- atmospheric pressure: 800-1 060 hPa.
Indoor cenditions during medical device use
- temperature: +1 to +40 °C
- relative humidity: 45-55 9%;
- atmospheric pressure: 800-1° 060 hPa.
11. Cleaning, disinfection and sterilization of devices
Used-instruments shall be cleaned, disinfected and sterilized before being-sent for storage.
1;-Pre-sterilization cleaning
Instruments shall be cleaned and disinfected before sterilization.
1) Immerse the instruments with the remaining impurities (blood, soft tissues, bone fragments, etc.)
in water. The instruments shall be kept in water before the following cleaning steps are started
manually or in an ultrasonic bath.
2-1) Manual cleaning and disinfection of the instruments

Instructions For Use Of The Medical Device. Version |
Karl Fritz® dental bone scraper



a. Immerse the instruments with the remaining impurities in an enzyme disinfectant detergent diluted in
water (it is recommended to use products with a neutral pH index or a disinfectant cleaner with similar
characteristics (all products must be registered in accordance with the established procedure in therRussian
Federation).
b. Cleaning of all visible contaminations from the surface of surgical instruments is performed-using a soft
nylon brush with a short pile (cleaning time of each instrument is at least 4 minutes). Cleaning ofthe delicate
applied parts of the instruments is carried out using cleaning needles.
¢. The instruments are rinsed under running water to remove any remaining disinfectant.
2-2) Cleaning and disinfection of instruments in an ultrasonic bath (recommended by the-manufacturer as
the preferred method)
a. The instruments shall be completely immersed in the cleaning solution. It is recommended to use an
enzyme disinfectant cleaner (it is recommended to use products with a neutral pH index or a disinfectant
cleaner with similar characteristics (all products must be registered in accordance with the established
procedure in the Russian Federation).
b. The instruments are to be cleaned in an ultrasonic bath for 10-20 minutes, then rinsed with water.
¢. The instruments are to be rinsed under running water to remove any remaining-cleaning disinfectant.
3) Repeat steps a) and b) until the instruments are completely cleaned, then‘perform visual inspection
of the instruments.
4) The instruments are thoroughly dried naturally or using drying cabinets for surgical instruments.
If necessary, manual drying using napkins made of non-abrasive lint-free fabric is possible.
5) For more information and data on-using the available enzyme and non-enzyme disinfectants, refer
to the instructions of the manufacturers of these products.
2. Steam sterilization
After cleaning and disinfecting the instruments, it is necessary to carry out)sterilization.
The instruments shall be sterilized by steam under pressure in an autoclave at a temperature from 132 °C
to 134  for 15 minutes, followed by-drying for 30 minutes.

12. Disposal

Medical devices shall be disposed-of in accordance with the medical procedures adopted by the medical
institutions, and the local, state;~or. federal regulations. The choice of methods for the safe disposal and
destruction of devices depends:on the capacity and profile of the medical organization, the availability of
waste disinfection/neutralization facilities, the method of neutralization/destruction of waste adopted in the
administrative territory (incineration, removal to landfills, disposal).

Instruments are considered _epidemiologically hazardous waste*(devices contaminated with blood and/or
other biological fluids of patients, as well as devices in contact with patients with infectious diseases). In
this case, a medical organization only collects and temporarily stores the above-specified waste: Collection
is carried out into single-use bags or containers with colorlabeling adopted for hazardous medical waste in
aroom or in places for temporary storage of medical waste-before subsequent transportation-to,the place of
destruction or disposaly Instruments in contact with jthe<patient shall be pre-cleaned and.disinfected in
accordance with the“established procedure before being-disposed of Transportation of medical waste from
medical institutions,.and their disposal is carried out by:specialized organizations having\a‘license to handle
epidemiologically hazardous medical waste.

Consumer package and unused defective devices.belong to epidemiologically safe”waste, similar in
composition tosselid household waste (SHW).

13. Shelf life
The shelf life-of the device is unlimited.

14. Service.life of devices
With proper-use, the service life of the instruments is unlimited, except for the effects of natural wear.

15. Maintenance and repair
Maintenance and repairs are not provided:

16. Listof international standards that.the medical device complies with

EN ISO 13485; EN ISO 14971; EN 1SQ/14155-1; EN I1SO 14155; EN I1SO. 10993-5; EN I1SO 15223-1; EN
1041;-MEDDEV 2.7/1 Rev. 4; MEDDEV 2.12/1 Rev. 8; EN ISO 17665-1; EN ISO 11138-1; EN ISO
11787-1/

Note: The latest editions ofthe standards are.used: the organization maintains and updates the listof reference standards as a record
ofits own management system in accordance with 1SO 13485.

Instructions For Use Of The Medical Device. Version |
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Registered No. 2025-1310
NOTARIAL CERTIFICATE

LEE. JUNGYONG

attorney-in-fact of
DENTAL STUDIO CO., LTD.
CEO KIM BEOM JUN

appeared before me and admitted

said principal’'sisubscription to

the attached

INSTRUCTIONS FOR USE FOR

THE MEDICAL DEVICE. ----------mmmmme- N
This is hereby attested on this

20th day of Jan. 2025 at this office.

LAW FIRM IDEA & NOTARY OFFICE INC.
Belong to Seoul Central

District Prosecutor's-Office
(Cheongjin-dong, Samsong Bldg:) 701, 702,
34, Jong-ro 3-gil, Jongno-gu, Seoul,
Republic of Korea

Signature of the Notary Public
Park-Jong Cheil

This office has been authorized by the

Minister of Justice, the Republic of

Korea, to act as Notary Public Since

7, Feb. 2020 Under Law No. 15150.

210mm X 297mm
Y.A-8-AICIfr) 70g/nf



[MepeBOA C aHIANIACKOTO M KOPERCKOro A3bIKOB Ha PYyCCKUAA3bIK]

[MeuaTb: «HoTapuanbHo-topuanyeckas komnanua WOAEA WVHK.», HoTapuyc lMak YeH Mein]

(YoHAXWH-[OHT, 3gaHne CamcoHr) 701, «HOTAPMA”bHO-fOPM,ﬂ,MqECKAﬂ TEN.: 756-4401

702, 34, YoH-po 3-runb, YoHHO-Ty, Ceyn KOMMAHINA |/|,U|EA NMHK.»
[®Popma Ned 1]

PernctpaunoHHbiin Homep: 2025 - 1310

HOTAPVNAMNBbHOE CBNAETEJ/IECTBO

«HoTapuanbHo-topngndeckasa komraHna NWAEA NHK.»

(Law Firm IDEA & Notary Office Inc.)

(HYoHmKkmH-goHr, 3aaHne CamcoHr) 701, 702,
34, YoH-po 3-runb, YoHHo-ry, Ceyn, Pecrybnnka Kopest
((Cheongjin-dong, Samsong Bldg.) 701, 702,
34, Jong-ro 3-gil, Jongo-gu,.Seoul, Republic of Korea)

[TucHeHas neyaTb: «HoTapmanbHo-tOpuagnyeckas komnaHna MAEA VNHK.»]

210 mm X297 mMm (BnaHk c 3awmToii) (1 kateropus) 70 r/m®



23.12:2024 .
YTBEpPXKAEHO
Kum bom YyH (Kim Beom Jun), /nognucs/{noanucs)
I eHepanbHbHA ANPEKTOP
«flentan Ctyano Ko., Jita.» (Dental Studio Co. Ltd.)

[MevaTsb: Anpektop.Knum Bom YyH]

MHCTPYKLWUA no MPUMEHEHWIO
HA MEAWLWHCKOE U3AENVE

CKpeboK KOCTHbLA cToMmaTonorndecknin Karl Fritz®

[MeyaTb: «HoTapuanbHo-Opugnyeckas komnaHma MOAEA NHK.», HoTapuyc Mak YeH Yelin]



1. HawmmeHoBaHue nsgenus
CKpeboK KOCTHbI cTomaTonornvecknin Karl Fritz®, BapnaHTbl UCMOIHEHNS:
1 BapuaHTbl UCMONHEHWS;
1. CkpebOK KOCTHbI cTomaTonornyecknin Karl Fritz® Easy Bone Scraper, apt. 3500 - .5wr./yn.;
2. CKpeboK KOCTHbIIi cTomaTonormnyecknii Karl Fritz® Micro Bone Scraper, apT. 3500=1-- 2 wT./yn.
M. MHCTPYKUMA MO NpUMeHeHuto - 1 wT./yn. (B 6YMaXXHOM U 3M1EKTPOHHOM BUAE)

[anee No TeKCTY - UHCTPYMEHTHI, U3L4enns, MeAULMHCKOe n3genue.

2. CBefleHMs 0 npou3BoauTesie, pa3padboTyUMKe U YMNO/IHOMOYEHHOM ~TpeAcTaBuTeNe
npou3BoAnTENS

MpounsBognTens/paspaboTymK:

Dental Studio Co.Ltd. («4eHTan Ctyguo Ko., JItg.»)

B101, B102, B125, B 1, ctaHuma KbimmkoH, 2-a SKV1 Tayap, 136 JIC-po, ToHaH-Ly, AHAH-cu, KEHrn-Ao,

Pecny6nuka Kopes (B101, B102, B125, B1, Geumjeong Station 2nd SKVI Tower;’ 136 LS-ro, Dongan-

gu, Anyang-si, Gyeonggi-do, Republic of Korea)

Ten.:+82-31-8069-7007

®akc: +82-31-8069-7009

3an. nouTta; bjkim@dentalstudio.co.kr

Be6-caiiT; www.dentalstudio.co.kr

YNoNHOMOYEHHbIN NpeacTaBUTeNb NponsBoauTens B Pd

000 «AEHTANNICTOM»

143432, MockoBckast 0611., r. KpacHorepck, p.n. HaxabuHo, yn. Ykanosa, gom Ne 7, nom. LXXV
Ten./bakc:+7 (495) 118-76-40

an. noyta: info@dn-stom.ru

Beb6-cant: www.dn-stom.ru

3. HasHaueHue n3genna/nokasaHna K NpYMeHeHuto

WN3genve npefHasHayvyeHo AN PYYHOro yaaneHus nyteMm cockabauBaHus M c60pa ayTOreHHbIX KOCTHbIX
4acTuL Y nalmeHTa B paMKax Xupypruyeckoin cToMaTonornyeckoid npoLeaypsi.

4. TloTeHUWaNnbHbI NOTPEBUTEND

Bpaun-ctomaTonorn-xupypru;, Bpadn-4etoCTHO-ULEBLIE XUPYPFU N BPaUN-XUPYPrU-UMNAaHTO/ONN.

5. O6nactb NPUMEHEHUS, APOTUBONOKA3aHMS 1 BO3MOXXHBIE NO6OUHbIE 3PNEKTbI

O6nacTb NPMMEHEHWA: CTOMaTONOrNSA, Ye/TKOCTHO-NLEeBas XUPYPrus, CTOMaTonornyeckas Xupyprus.
MpoTrBONOKa3aHMA K NPMMEHEHMIO: BO3MOXHA anfepruyeckas peakums Ha mMatepuanbsl U3genus.
Mo604HbIE 3hPEKTbI: HEM3BECTHBI.

6. Mepbl NPeAOCTOPOKHOCTU
1 WHCTpyMeHTbl ROCTaBNSOTCA B HECTEPUNbHON YyiakoBke. [lepes NpYMEHeHWEM.  MHCTPYMEHTOB
He06X0ANMO MPOBOAUTL UX CTEPUNIN3ALMIO.

2. MpoBoguTe MPOEBEPKY MHCTPYMEHTOB Ha Ha/MUKe-MeXaHUYecKUX nospexaeHuii. Creymannct nepeg
MPYMEHEHNEM KaXA0ro UHCTPYMEHTA A0/KEH YAOCTOBEPUTLCS, YTO MHCTPYMEHTbI HAXOAATCS B paGoyem
COCTOSIHUM; 3arpPA3HEHNUs Ha NOBEPXHOCTN MHCTPYMEHTOB [J0/MKHbI OTCYTCTBOBAT.

3. VIHCTPYMeHTbl [O/MKHbI MCMOMb30BAaTLCS B "COOTBETCTBMM C WX Ha3HAYEHWEM U MHCTPYKLMEN no
NPUMEHEHNIO.

4. [aHHOE w3fenve paspellaeTcs MCMofb30BaTb TOMbKO Bpayam-CTOMATonoram, MojyyuBLUNM
KBaIMMUKALUWIO MO MPUMEHEHNIO COOTBETCTBYIOLUMX METOAMK NEYeHUs W NpolUeawnM Kypcbl y4e6HOoM
MOAFOTOBKY.

5. OnepaTyBHble BMeLIaTeNbCTBA O/KHbI IPOBOANTLCA B CTEPUIIbHBIX YCIOBMSX, MEANEPCOHAN LOMKEH
CMO/b30BaTh MAcKy, NepyaTku, CTEPUbHYIO CreLOAeXaY.

7. OnuncaHne, KOHCTPYKLMS M34eNNIA-UTIOPALOK NPUMEHEHUS

WN3genvie npefHa3HauYeHo 411 PYYHOFQ YAANEHNUS NyTeM COCKabiMBaHMA M c60pa ayTOreHHbIX KOCTHbIX

Yyactuy, y nauveHTa B paMKax xmpyprmquKoM CTOMaTONOrNYECKOiA npoueaypbl. 3710 wu3genuve ans
MHOTO0pPa3oBOro Ncnosb3oBaHWA.

BapuaHT ncnonHeHuns BHeluH Bua Onucaxve
CKpe60oK KOCTHBbIN Ckpe6oK — 3TO OfHOCTOPOHHWI, MHCTPYMEHT C
cTomatonoruyeckuii Karl PYKOATKOW C OfHOVW CTOPOHbI, N LUANHAPUYECKNM
Fritz® Easy Bone Scraper, KOpPNyCcoM, U KPYT/biM fe3BUEM, C APYTOI CTOPOHBI.
apT. 3500 Mpu cKOGNEHWW KOCTHOW TKaHW, ayTOKOCTHbIe

WHCTpYKLMSA N0 NPUMEHEHWIO Ha MeAMLIMHCKOe usaenve. Bepena 1
CKpeboK KOCTHbIV cTomaTtonorunyeckuii Karl Fritz®



BapwaHT ncnonHeHns BHeLLHIA BUA OnucaHne

(parmeHTsl B BUAE CTPYXKM cobupawTcs B
HaKOMUTENbHYIO KaMepy UUAUHAPUYECKOH HOPMbI.
KocCTHas cTpyXKa M3BAEKAeTCS M3 HaKOMUTEeNbHOI

CKpebOK KOCTHbIA
ctomatonornyeckunin Karl
Fritz® M icro Bone

Scraper, apT. 3500-1 Kamepbl MPOBOPAaYMBAHUM PYKOSTKU BCTOPOHY M

BblABUXEHNEM Ne3BNA N3 KaMepbl.

TexHNnYeckme XxapakTepucTUKu:
Vzpenve [nvHa X wrpuHa Martepunan paboyein 4actu

CKpe6OK KOCTHbBI cTomaTtonormyecknin Karl

. 155,5 mm X 15.3 MM
Fritz® Easy Bone Scraper, apT. 3500 Hepxasetotas ctanb

CkpeboK KOCTHbIW cTomaTtonormnyecknin Karl

172,4 mm X 5,3 MM
Fritz® Micro Bone Scraper, apT. 3500-1 Hepxageuan crane

MopAfOK NPUMEHEHUS:

1 poBeauTe OUMCTKY, AE3UH(EKLMIO U CTEPUN3ALMIO U3LENUS.

2. TpoBepbTe COCTOsSHME YNaKOBKM CKpebka. He mMcnonb3yiiTe cKpebok, ecnn ymakoBkKa MOBPEeX/eHa,
OTKpbITa U/ NOMYUMNa 3arps3HEHUS.

3. CKpebOK AO/MKEH KOHTAKTUPOBAaTb TO/IbKO CO CTEPU/IbHBLIMI NMOBEPXHOCTAMM:

4, YCTaHOBMTE /1e3BME Ha MOBEPXHOCTb KOPTWKANbHON KOCTM, 3aTeM MPOM3BEANTE 3a60p ayTOKOCTHbIX
(hparMeHTOB, iBUrasi CKPEGOK B CTOPOHY PYKOSITKM.

5. [ns n3BfeYeHUs ayTOKOCTHbIX (hparMEHTOB, OCTOPOXHO CBMHbTE KPbILIKY HAaKOMUTENbHOW Kamepbl
yKasaTe/lbHbIM UM CPeAHUM NanbLem.

6. Ecnm nessue ckpeGka 3aTynunoch BO BPeMsi UCMOMb30BaHMS, MOBEPHWTE €ro OCTPOI YacTblo Npu
MOMOLLY LIECTUFPAHHOI OTBEPTKN NPUHOIA 1,2 MM.

Mepbl NPesoCTOPOXHOCTH:

1 TlpoBepbTe COCTOSHME YNaKOBKIU-CKpebka. He ncrnonb3yiiTe CKpeboK, eciM ynakoBKa NOBPEXAeHa UK
OTKpbITa.

2. CKpe6OK nocTaBnsieTcss B HeCTEPUILHOM BUe. Bce WHCTPYMEHTbI M U3AENUs, UCMOMb3yeMble A/
XUPYPrUYECKNX BMELIATENbCTB, LO/KHbI ObITb CTEPUIN30BaHBI TIEPES UCMOMb30BAHNEM.

8. KoMnnekT nocraBku
CKpebOK KOCTHbI cToMmaToAornveckumii Karl Fritz®, BapvaHTbl UCMO/THEHNS:
I. BapnaHTbl UCNONHEHUA:
1 CKpebOK KOCTHbI CToMaTonornyeckmnin Karl Fritz® Easy Bone Scraper, apT. 3500-5 wTifyn.;
2. CKpeboK KOCTHbIIA cToMaTonornyeckunii Karl Fritz®Micro Bone Scraper, apT. 3500-1 =2 wr./yn.
Il. MHCTpYKUMA No npuMeHeHunio - 1 wT./yn. (B 6yMaXXHOM WU-31eKTPOHHOM BUJE)

9. PaclungpoBKa CMMBOJIOB, MPMMEHSAEMbIX B MapKNPOBKE YNaKOBKM

CvmBon Pacumiposka CvmBon Paclumndposka
|ref] Homep no kaTtanory A OCTOPOXHO
- OﬁpaTl/lTer K WHCTPYKUUWN NO NPUMEHEHNID UIN K
llot Kopg napTun 2 WHCTPYKLUN MO NPUMEHEHUIOB 31EKTPOHHOM
BUAe
H [aTa M3roTOBNEHUA 3anpeT Ha NOBTOPHOE-NPUMEHEHUE
" Mcnonb3oBaTh [0 QR -kopg
M3roToBuTeNb p' HecTepunbHo
He ucnonbsosaTb Npu NOBPEX AeH MU ¢ He gonyckaTb BO3JRNCTBMA CONHEUYHOTO CBeTa

YNakoBKU U 06paTUTLC K UHCTPY KLU

Mo NpUMeHeHUIo f He gonyckaTh Bo3jelicTBUS BRaru

10. Yc/10BMS XpaHeHUs, TPAHCMOPTUPOBKN 1 3KCNyaTaumm

YCNoBNA XpaHeHUA:
< XpaHWTb B CYXOM MecTe 6e3 4oCTyna NpsMbIX CONHEUHbIX NyYel;
- Temnepatypa: oT +1 fo +40.°C;
- OTHOCUTENbHAA BNaXKHOCTL.BO3ayxa: 45-55 %;
- aTMoctepHoe gasneHue: 800-1060 rlMa.

YcnoBusa TPaHCNOPTUPOBKU:
TpaHCNOpPTMPOBaHWE W3AENWiA, YNaKOBaHHbIX B TPAHCMOPTHYH Tapy, AO/KHO OCYLLECTBAATLCSA BCEMM
BMAAMM  KPbITbIX TPaHCMOPTHbIX CPEACTB C COGMOAEHMEM NPefOCTOPOXKHOCTEN, YyKas3aHHbIX Ha

WHCTPYKLMS MO NPUMEHEHNIO Ha MeaVLMHCKOe usgenve. Bepcus 1
CKpe6OK KOCTHbIW cTomaTtonorunyeckunii Karl Fritz®



TPaHCNOPTHON Tape W B COOTBETCTBUM C NpaBuiaMun NepeBO3KN rpy30B, AeNCTBYIOLUMY Ha TpaHcnopTe
[aHHOro BMza.

- TemnepaTtypa: ot -50 go +50 °C;

- OTHOCMTENbHasA BNaXXHOCTL Bo3gyxa: 0-90 %;

- aTMocepHoe aasneHue: 800-1060 riMa.

YcnoBus B NOMELLLEHUAX MPU 3KCnlyaTaunm MeguLMHCKOT0 U3LeNus:
- Temneparypa: oT +1 fo +40 °C;
- OTHOCUTENbHAA BNaXXHOCTb Bo3ayxa: 45-55 %;
- aTMochepHoe aasneHune: 800-1060 rMa.

11. OumncTKa, Ae3nHGeKUMA 1 cTepunnsanms
Vcnonb3oBaHHbIE WHCTPYMEHTbI AO/KHbI MPOATM OUMCTKY, Le3UHDEKLMI0O WU CTEPMIM3aLUI0 nepes
0TNPaBKOl Ha XpaHeHue.

1 lMpeactepnnnsalmMoHHaa 04MCTKa
WNHCTpyMeHTbI nepes cTepunm3aLmnein 4OmKHbI NPOATY 3Tanbl OUUCTKM 1 Ae3nHpeKUNN.

I) Morpy3anTe MHCTPYMEHTbI C OcCTaTkamu 3arpf3HeHuin (KpOBb, MSTKWME TKaHu, )parMeHTbl KOCTHbIX
TKaHell 1 T. 4.) B BOAY. VIHCTPYMEHTbI JO/DKHbI HAXOAUTLCA B BOAE [0 Hauana MepeyncrieHHbIX fanee
3TarnoB OYUCTKMN BPYUHYIO UM B YNbTPa3BYKOBON BaHHE.

2-1) OumncTKa ¥ Ae3nHMEKLNA MHCTPYMEHTOB BPYUHYHO
a. [orpysuTe WHCTPYMeHTbl C oOcCTaTkamy 3arpsasHeHWid B pas3BedeHHOe B BOAE 3H3MMHOE
[e3vHpULMpYIOLLee YUCTALLee CPeacTBO (4N 3TOr0  PeKOMeHAO0BaHO- “MCMOoMb30BaTb CpefacTBa C
HEMTpa/bHbIM  MoKasaTeneMm pH  wAW=" fe3nHPULMPYIOLLee YUCTALLEE CPeACTBO €O CXOXUMU
XapakTepucTukamu (Bce CpefcTBa AOMKHbI ObiTb 3aperMcTpupoBaHbl “BLYCTaHOB/EHHOM MOPAAKE B
Poccwuiickoil Pegepayun)).

b. OunCTKa BCEX BUAMMBIX 3arpsi3HEHU C MOBEPXHOCTU XUPYPrUYECKUX MHCTPYMEHTOB NPOMU3BOANTCS C
MOMOLLbK MSFKOW HENNOHOBOM LIETKM C KOPOTKUM BOPCOM (MPOAOMKMTENILHOCTh OUMCTKM KaXAOoro
WHCTPYMEHTA He MeHee 4 MUHYE).?OumncTKa TpebyloLwmnxX OCTOPOXHOro obpalieHns paboumx vacTeld
WHCTPYMEHTa NPOU3BOANTCA C UCHOMb30BAHUEM YUCTALLMUX UII.

C. VIHCTpyMeHTbl NpOMbIBAIOTCS™ MOA NPOTOYHON BOAOW ANS yAaneHWs OCTaTKOB Ae3NH(MLUPYIOLLEro
cpefcTBa.

2-2) OumcTka ¥ [eSUH(MEKLMA WHCTPYMEHTOB B YNbTPa3ByKOBON BaHHe (pekoMeHgyeTcs
NPOM3BOAUTENEM KaK NPeanoYTUTe/IbHbIA MeToA)

a. VHCTpymeHTbl [O/MKHBE BbiTb MOMHOCTBIO MOFPYXEHbE-B UUCTALLMIA pacTBop. PekomeHayeTcs
MCMONb30BaTb 3SH3MMHOE ~[e3MHMULMPYIOLLEee UUCTALLEe “CPeAcTBO (418 3TOr0  PEKOMEHA0BAHO
MCM0Mb30BaThb CPeACTBA C.HENTPanbHbIM Nokasatenem pH uau Ae3nHOULMpyoLLee YACTALLee.CPeCTBO CO
CXOXMMU XapakTepucTukamu (Bce cpeacTBa A0/MKHbI OblTh 3apermcTpupoBaHbl B yCTaHOBIEHHOM MOPsiAKe
B Poccuiickoin depepanin)).

b. VIHCTPYMEHTbI 04uLialoTCs B y/IbTPa3BYKOBOI BaHHe/B/TedeHne 10-20 MUHYT, 3aTeM OROAAcKMBaloTCA
BOJI0MA.

C. VIHCTpYMeHTbI<“MpOMbIBAtOTCA MOA MNPOTOYHOW " BOAOA ANs YyAaneHWs OCTATKOB YMUCTALLErO
Je3vH(pUUMpYIoLLEroicpeacTBa.

3) MoBsTOpsAiTe Warn a) 1 b) 40 Tex NOp;“AOKa MHCTPYMEHTbI He OYAYT OYuMULeHbl MOAHOCTLIO,
3aTeM NpoBeANTe-KOHTPONbHbIA BU3yaNbHbI OCMOTP UHCTPYMEHTOB.

4) Tlpou3BoanTCcs TWATeNbHOE BbICYLUWBAHWE WHCTPYMEHTOB €CTECTBEHHbIM MyTeEM WAW C
NCMOMb30BaHMEM CYLUUbHBLIX LIKAPOB ANS~XUPYPruYecknX WHCTPYMeHTOB—Flpy HeobxogumocTu
BO3MOXHa Py4Has CyLlKa C UCMO0/b30BaHWEM CalPeToOK 13 HeabpasnBHOI TKaHW 6e3 Bopca.

5)=3a [ONONHUTENbHON WH(OPMaUVeinl U NopsaKe NPUMEHEHUA=AOCTYMHbIX 3H3UMHbIX W
HE3H3UMHbIX Ae3MHPULMPYIOLWLNX YACTALMUX/CPEACTB, 06paTUTECh K UHCTPYKLMAM NPOWU3BOAMTENER 3TNX
CpeacTB:

2. CTepunmsauma napom
Mocne.QUUCTKN 1 Ae3NH(EKLMN NHCTPYMEHTOB, HEOOXOAMMO MPOBECTU CTEPUNN3ALMIO.

WNHCTpYMEHTbI JOMKHbI CTEPUNIN30BaTLCA MapoM Noj AaBneHneM B aBTOK/1aBe npw Temnepatype ot 132 °C
00134 °C B TeueHne 15 MUHYT C NOCAEAYHOLLEN CYLLKON B TeueHne 30 MUHYT.

125 ¥ Tnnnsaumnsa

MeanunHcKme un3genus OO/MKHbLYTUIN3NPOBATLCA B COOTBETCTBUW. C MEAULUHCKUMW MpoLesypamu,
APUHATBIMA B MESULMHCKUX YUPEXKAEHUAX, W MECTHbIMU, FOCYAAPCTBEHHLIMW WM (efepanbHbIMU
HopMaTuBamun. Bbi6op MeTO40B 6€30MacHON yTUAN3aLUN Y YHUUTOXEHWS N3NNI 3aBUCUT OT MOLLHOCTU
N Npothnns MefULMHCKOW opraHusauuy, Haivyums yCTaHOBOK MO 06e33apakmMBaHUI0/06e3BPeXKMBaHUNI0
0TX0f0B, cnocoba 06e3BPEXNBAHUA/YHUUTOXKEHNSA OTXOZOB, MPUHATOr0 Ha afMUHWCTPATMBHON
TeppuTopumn (CXKUraHue, BbIBO3 Ha NOMUTOHbI, YTUAN3ALNS).

WHCTPYKLMA NO NPUMEHEHMIO Ha MeauLMHCKoe n3genve. Bepcus 1
CKpeboK KOCTHbIN cTomaTonornyeckuin Karl Fritz®



NHCTPYMEHTbI OTHOCATCS K 3NUAEMMONOTMYECKM OMAaCHbIM OTXOAaM (M3Lenws, 3arpsi3HeHHblE KPOBbIO
nvnn gpyrumy GUONOTMYECKUMM KUAKOCTAMM MNaUMeHTOB, a TakkKe W3AenWs, KOHTaKTMpylowue ¢
nayMeHTaMnm ¢ WHMEKUMOHHbIMKU  GONesHsMM). B faHHOM ciydvae MefUUMHCKas —opraHusaums
OCYLLECTBANSIET TOMbKO CO0P U BPEMEHHOE XPaHeHWe BbllleyKasaHHbIX 0TX0A40B. C60p OCYLLECTBASAOT B
nakeTbl WM B KOHTEHepbl OAHOKPATHOFO MPUMEHEHWSt C LBETOBO MAapKUPOBKOW, NPUHATOW AN
OnacHbIX MeAULMHCKNX OTXOZO0B, B MOMELLEHUN WM B MECTaxX [/t BPEMEHHOTO XpaHeHNst MEQVLVHCKNX
OTXOA0B [10 NOC/eAYOLEro TPaHCMOPTUPOBAHNS K MECTY YHUUTOXEHUS UK YTUIN3ALIUN,

NHCTPYMEHTbI, MMEHOLLe KOHTAKT C NaLyeHTOM, NoAnexat npeABapuTeNnbHON 04nMCTKe U AE3NHMEKLNN B
YCTaHOBNEHHOM MOPsAAKe Nepes UX yTunmsaumeid. TpaHCMOPTUPOBAHWEM UCMO/b30BAHHBIX MEAWLMHCKINX
OTXOA0B M3 MEAUUMHCKMX YUYPEeXAEeHWA, WX YTUIus3auveldi 3aHUMAlOTCS  Creduanin3npoBaHHble
opraHu3aumu, MeroLne NULEH3NI0 Ha 06palleHre ¢ OnacHbIMK B 3NUAEMUONOTMYECKOM OTHOLIEHUM
MeAULMHCKAMMN 0TX0faMK.

MoTpebuTeNbCKasi  ynakoBKa UM HEUCMONb30BaHHble  GpPAKOBaHHblE  U3JEAWS  OTHOCATCA K
3MNMAEMMONOTMYECKM 6e30NacHbIM 0TX0A4aM, NPUBIMXKEHHbIM MO COCTaBY K TBEPAbIM ObITOBLIM OTXOf4aM
(TBO).

13. CpoK rogHoctu

CpOK rogHoCT1 U3fenns He OrpaHuyeH.

14. Cpok cnyx6bl n3genus

Mpu Hagnexawem WCMob30BaHUN CPOK ™ CMYXObl WHCTPYMEHTOB HE OrpaHWyeH, 3a WCKIHUYeHUeM
NnocnesCcTBUIn eCTECTBEHHOIO M3HOCA.

15. TexHn4ecKoe 06Cy>XKMBaHMNE U PEMOHT

TexHu4yeckoe 06cnyXnsaHne N PEMOHT He NPesyCMOTPEHBI.

16. MNMepeyeHb cTaHAAPTOB, NPUMEHSEMbIE NPY MPOU3BOACTBE MESULIMHCKNX U3AeNnii

EN 1SO 13485; EN ISO 14971; EN-ISO 14155-1; EN ISO 14155; ENSO 10993-5; EN ISO 15223-1; EN
1041, MEDDEV 2.7/1 Pepn. 4, MEDDEV 2.12/1 Pep. 8; EN 1SO_17665-1; EN ISO 11138-1; EN ISO
11737-1

MpumeyaHne: CTaHgapThl WCMNONb3YITCA B NOCMefHe pefakynu: opraHu3aLus CoxpaHseT M 06HOBNAET CMUCOK CMPaBOYHbIX
CTaHAApPTOB Kak 3anncb CO6GCTBEHHOW CUCTEMbI yNpaBieHUs B COOTBeTCTBUM cISO 13485.

WNHCTPYKLMA MO NPUMEHEHUIO HA MeauLIMHCKOoe u3aenve. Bepensa 1
CKpeb0OK KOCTHbI cTomaTonornyecknin Karl Fritz®



(HoHpXWH-AOHT, 3aHne CamcoHr) 701, «HOTAPMAﬂbHO-fOPMﬂ,MLIECKAﬂ TEN.1.756-4401

702, 34, YoH-po 3-runb, YoHHO-ry, Ceyn KOMIMAHINA VIﬂ,EA NHK.»
[®opma Ne 43]

[TekcT fOKyMeHTa Ha KOpPeiCKOM M aHTIMIACKOM i3blKaxX UAeHTHNYeH]

PernctpaunoHHblii Homep: 2025 - 1310

HOTAPVAJIbHOE CBUAETEJ/IbCTBO

NI YXOHHEH (LEE, JUNGYONG),

NMOBEPEHHbIN reHepanbHoro gupektopa «4QEHTAN CTYANO Ko., N1a.»
KM BOM UY¥YH,

SBUBLLUUIACA KO MHe, NPU3HAN YKa3aHHY0

nognucb goseputens Ha npunaraeMoii-MHCTPYKLW MO NMPUMEHEHUNIO HA
MEOVNUNHCKOE N3OENUE.

HacTosdwmnm 3acengetenscTsoBaHe;20 aHBaps 2025 r. B ykasaHHOM odiuce.

«HoTapuanbHo-topugnyeckad komnaHna WAEA NHK.»

OTHocuTca K MNpokypatype LeHTpanbHoro okpyra Ceyna

(YoHKunH-poHT, 3aaHne CamcoHr) 701, 702, 34, YoH-po 3-funb, YoHHO-Ty, Ceyn, Pecnybnumka
Kopes

Inodnucbl
Mognuce HoTapuyca

Mak YeH Yelin (Park Jong Cheil)

MeuyaTb: «HoTapuanbHo-tOpuanyeckas kKomnaHUuTMOEA VHK.», HoTapuyc MakiUeH Yeiin]
[MeyaTb: «HoTapuanbHo-tOpuanyeckas komnaHus MAEA NHK.», HoTapuyc Mak YeH Yeinn]

HacTtodwaa HoTapuanbHas KOHTOpa ynoaHomoyvyeHa MuHuctpom toctuumumn=Pecnybnnkun Kopes
npegocTaBAATb HOTapuanbHble yenyru ¢ 0Z-pespans 2020 r. cornacHo 3akoHy Ne 15150.

210 mm X 297 MM, (BnaHk ¢ 3awmTtoin) (1 kateropus) 70 r/m™)



MepeBoa AaHHOTO TEKCTA BbIMOJHEH MepeBOAYMKOM MantowoBoii AHHON AHApPEEeBHOM

noagnncob

Poccuiickaa ®epepauyns
Nopog MockBa
TpuHaguatoro gespans gBe ThicA4yuM ABajLaTb NATOro roga

A, Bepemuii KOnua WropeeHa, HoTapuyc ropoga MOCKBbI, CBMAETENLCTBYIO
nepeBofumka MantoLoBoii AHHbI AHAPEEBHbI.

Moanuce caenaHa B MOEM MPUCYTCTBUN.

JIN4HOCTL MOANMCaBLUErO JOKYMEHT YCTaHOB/IEH:

3apeructpupoBaHo B peectpe: No 77/2194-H/77-2025-

YnnayeHo 3a COBepLLEHMe HOTapuabHOro aencteus: 400 py6. 00 kon.

noannce MepboBas neyaTb
HOoTapuy€a r. M ockabl
Bepemuii tO.U.

Bcero-apoLwwHyposaHo, nptf :bl*nbsaHo
1 cKkpeneHo neyatoto 13/ icr(™ }~oB).

[ —m
HoTapuyc:

Poccuitckas ®epepatius
Nopog MockBa
TpuHajluatoro gespansa 4Be ThiCAYM ABaALATb NATOr0 roja

A, Bepemuin O, Tapuyc ropoga MOCKBbI, CBUAETENLCTBYHO BEPHOCTb KOMUU C
NpeAcTaBNeHHO

3aperucTtpup -H/77-2025-5'"?r"

YnnayeHo 3a “Bepti e pelicteua: 1400 py6. 00 Kor.

ypOBaHO, MPOHYMepPOBaHO
neyartbto 13 nuct(-a,-0B).



