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1 Device name
Karl Fritz” scalpel blade handle
1  Design options:
1. Handle No. 3 for scalpel blades, flat, P/N 4601- 1 pc/pack;
2. Handle No. 5for scalpel blades, round, straight, P/N 4602 —1 pc/pack;
3. Handle No. 5A for scalpel blades, round, curved, P/N 4603 - 1 pc/pack;
4. Handle No. 3for scalpel blades, round, rotary, P/N 4604 - 1 pc/pack;
5. Handle No. 3Black Double for scalpel blades, round, straight, P/N 4605B - 1pc/pack;
6. Handle No. 3Black Double for scalpel blades, round, straight, double-sided, P/N 4606 —1
pc/pack;
7. Handle No.3 EASY scalpel blade holder, round straight, P/N 4607-1 - 5 pc/pack
Il.  Instructions for use - 1 pc./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 lSsro, 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 representative in 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”*ndications.

Used as a handle into which.a blade compatible with that handle is installed.
4. Potential consumers.

Dental surgeons, maxillofacial surgeons and implantology-surgeons.

5. Scope of application, contraindications and possible side effects

Scope of application:.dentistry, maxillofacial surgery, dental surgeiy.
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 specialist must make
sure that the instruments are in working condition; their surfaces shall be free ofiany contaminations.

3. The instruments must be used in accordance with their intended purpose and instructions for use.

4. This deyice 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 should use masks, gloves,
sterile clothes.

7. Description, design of devices‘and application procedure.

Used-as a handle into which a blade compatible with that handle is installed. These are reusable products.
Description: Handles for scalpel blades are a component of the scalpel. The handles are intended to hold

Product name Description Appearance

Handle No. 3 for scalpel blades, Handle. shape is flat. Applied part is straight

flat. P/N 4601; designed for installation of one blade.

Handle No. 5 for scalpel blades, Handle shape is round. Applied part is straight,

round, straight, P/N 4602; designed for installation of one blade.

Handle No. 5A for scalpel blades, Handle shape is round. Applied part is curved,

round, curved. P/N 4603; designed for Installation of one blade.

Handle No. 3 for scalpel blades, Handle shape is round. Applied part is rotar>',  ________ _______________ _
round, rotary. P/N 4604; designed for installation of one blade.

Instructions for use of the medical device. Version
Karl Fritz® scalpel blade handle



Product name Description

Handle No. 3 Black Double for
scalpel blades,

Handle shape is round. Applied part is straight

round, straight, P/N designed for installation of one blade.

4605B:

Handle No. 3 Black Double for Handle shape is round. Applied parts are straight,
scalpel blades, round, straight designed for installation of two blades at the same
double-sided. P/N 4606. time.

Handles for scalpel blades are an integral part ofa

Handle No.3 EASY scalpel blade  scalpel. The handles are designed to fix scalpel
holder, round straight P/N 4607-1 blades on them in order to cut or excise soft

tissues.

Technical specifications

Product name Total

Handle No. 3 for scalpel blades, flat P/N 4601; 1250
Handle No. 5 for scalpel blades, round, straight P/N 4602; 154.0
Handle No. 5A for scalpel blades, round, curved. P/N 4603; 1500
Handle No. 3 for scalpel blades, round, rotary. P/N 4604; 160.0
Handle No. 3 Black Double for scalpel blades, round, straight. P/N 4605B; 160.0
Handle No. 3 Black Double for scalpel blades, round straight double- 1400
sided. P/N 4606. '

Handle No.3 EASY scalpel blade holder, round straight P/N 4607-1 1430

The procedure for using handles for scalpel blades:
1. Clean, disinfect and sterilize the device in accordance with the paragraph 11 of this document;

2. Select an

instrument that is suitable-in size and purpose;

Appearance

n w Wi

Connection

lenethf mm characteristic

Small
Small
Small
Small
Small

Small

Small

1 =

iVlaterial

Stainless steel
Stainless steel
Stainless steel
Stainless steel
Stainless steel

Stainless steel

Stainless steel

3. Attach the scalpel blade to the handle and cut or excise soft tissue,-hoelding the instrument by the handle.

The procedure for using EASY scalpel blade holders, P/N 4607
1. Clean, disinfect and sterilize the device in accordance with/the paragraph 1 of this document.
2. Loosen the crimp nut onthe handle.
3. Pull out the spring-loaded applied part and fix the scalpel blade on it.
4. Tighten the crimp nut-on the handle so that the applied-part with the scalpel blade is stationar>".
5. At the end of workingwith the instrument, loosen the-crimp nut on the handle, pull out the spring-
loaded part, remove the blade from the applied part

8. Package contents
Karl Fritz” scalpel blade handle

oA WN

Symbol

(17% 8

ot}

n

«

Design options:

Handle No..3 for scalpel blades, flat, P/N 4601 - 1 pc/pack;
Handle Ne. 5 for scalpel blades, round, straight, P/N 4602 -
HandlesNo. 5A for scalpel blades, roundscurved, P/N 4603

pc/pack;
1 pc/pack;

Handle No. 3 for scalpel blades, round, «rotary, P/N 4604 - 1 pc/pack;
Handle-No. 3 Black Double for scalpeliblades, round, straight, P/N 4605B.- 1 pc/pack;
Handle No. 3 Black Double for scalpel-blades, round, straight, double-sided, P/N 4606 - 1

pc/pack;

Handle No.3 EASY scalpel blade holder, round straight, P/N 4607-1 -5 pc/pack
Instructions for use —1 pc./pack. (inspaper and electronic form)

9. Decodingof symbols used in packaging.labeling

Meaning Symbol IMeaning
Catalogue number A Caution
Lot code Read instructions for use or see electronic
Date of manufacture m instructions for use
Use before m QR-code
Manufacturer A Non-sterile

10..Conditions of storage, transportation and operation
Sterage conditions:

- store in a dry place-protected from direct sunlight;
- temperature: +1 t0/+40 °C;

- relative humidity: 45-55 %;

- atmospheric pressure: 800-1 060 hPa.

Transportation conditions:
Transportation of devices packaged into a transport container shall be carried out by all types of covered
vehicles in compliance with the precautions indicated on the transport container and in accordance with
the rules of cargo transportation applicable to that type of transport.

Instructions for use of the medical device. Version 1
Karl Fritz® scalpel blade handle



- temperature: -50 to +50 °C;
- relative humidity: 0-90 %,
- atmospheric pressure: 800-1 060 hPa.
Indoor conditions 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
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 the Russian
Federation).
b. Cleaning of all visible contaminations.from the surface of surgical instruments is performed using a soft
nylon brush w'ith a short pile (cleaningitime of each instrument is at least 4, minutes). Cleaning ofthe delicate
applied parts of the instruments is carried out using cleaning needles,
c. 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 (itsis: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.
c. TTie instruments are to berinsed under running water to rémove 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 diydng using napkins made ofnon-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 sterilizations
The instruments:shall be sterilized by steam under pressure in an autoclave at a temperature from 132 °C
to 134 °C 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 yregulations. 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 w'ith patients with infectious diseases). In
this case, a medical organization only callects and temporarily stores the'above-specified waste. Collection
is carried out into single-use bags or containers with color labeling adopted for hazardous medical waste in
a room or in places for temporary storage of medical waste before subsequent transportation to the place of
destruction or disposal. Instruments in contact with the patient shall be pre-cleaned and disinfected in
acecordance with the established procedure before being disposed of:TFransportation 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 to solid household waste (SHW).

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

Instructions for use of the medical device. Version 1
Karl Fritz®scalpel blade handle



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. List of international standards that the medical device complies with

EN ISO 13485; EN ISO 14971; EN ISO 14155-1; EN ISO 14155; EN ISO 10993-5; ENASO 15223-1; EN
1041; MEDDEV 2.7/1 Rev. 4; MEDDEV 2.12/1 Rev. 8; EN ISO 17665-1; EN 1SO“11138-1; EN ISO
11737-1; ISO 17665-1; I1SO 11135-1; ISO 13397-2.

Note: The latest editions of the standards are used: the organization maintains and updates the list of reference standards as a record
of its own management system in accordance with 1ISO 13485.

Instructions for use of the medical device. Version 1
Karl Fritz® scalpel blade handle
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NOTARIAL CERFIFICATE

LEE, JUNGYONG

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

appeared before me and admitted

said principal's subscription to

the attached

INSTRUCTIONS FOR USE FORK 11 4 Ll ||
THE MEDICAL DEVICE. -

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 Prosecutoer'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 N0.15150,

210mm X 297mm
Me-S-~KI™) 70g/m'



[MepeBof ¢ aHIMUINCKOrO U KOPEMCKOTO A3bIKOB Ha PYCEKNIA A3bIKN

[MevaTb: «HoTapmnanbHo-topuanyeckas komnaHmsa WOAEA VHK.», HoTapuyc MakYeH Yeinn]

(YOHMKMH-OHT, 3aaHMe CamcoHr) 701 «HOTAPUNANBHO-IOPUNANYECKAA TEA. 756-4401

702, 34, YoH-po 3-rwnb, YoHHo->', Ceyn KOMT AIT-TW\ Wﬂf’:‘ A W » OAKC: 756-4402
[®opma Xo 41] '

PernctpauunoHHbIin Homep: 2025 - 1309

HOTAPUWAJIbHOE CBUAETEfIbCTBO

«HOTAPNAABHO-FOPUOANHECKAA.KOMMNAHNA NWOEA UHK.»
(LAW FIRM IDEA & NOTARY OFFICE INC.)

(HoHIKMH-A0HT, 3aaHMe-CamcoHr) 701, 702,

34, YoH-po 3-runb, YoHHO-TY,Ceyn, Pecnybnumka Kopes
((Cheon”in-dong, Samsong Bldg.) 701, 702,

34, Jong-ro 3-gil, Jongo+gu, Seoul, Republic of Korea)

[TucHeHas nevaTb: «HoTapmanbHo-topuandeckas komnaHnsa NAEA NHK.»]

210 mm X 297-mm (BraHk ¢ 3awmToit) (1 kateropus) 70 /v
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«YTBEPXKAEHO»

tnodnuch! (nognwce)

Knm bom YyH. (Kim Beom Jun)

eHepanbHbIA AMpPeKTOp

«[eHtan Ctygmo Ko., itg.» (Dental Studio Co. Ltd.)
[MevaTs: AnpekTop Kum Bom YyH]

NMHCTPYKUWNA no NMPUMEHEHUIO
HA MEOVNLUWHCKOE N3AEJTME

Pyuka ans ne3suin ckanbnenein Karl Fritz®

[MeuaTb: «HoTapuanbHo-topnandeckas komnaHug'IAEA MHK.», HoTapuyc Mak YeH Yein]



1 HanmeHoBaHue usgenusa
Pn'uka ansa ne3suii cka.lbneneit Karl FritzS
. BapuvaHTbl NCNONHEHWS;
Pyuka Ne 3 nnsi ne3Buid ckasbnens nnaockas, apT. 4601 - 1 wT./yn.;
Pyuka Ne 5 nnsi ne3suii ckanbnens Kpyrnas npsamas, apt. 4602 - 1 wTt./yn.;
Pyuka Ne 5A gns nesBuii ckanbnens Kpyrnas u3orHytas, apt. 4603 - 1 wT./ya;;
Pyuka Ne 3 ansi ne3Buii cKanbnens Kpyriaasi MOBOPOTHas, apT. 4604 - | wT./yns;
Pyuka Ne 3 Black Double gnsi ne3Buii ckanbnens kpyrnas npsimas, apt. 4605B —1 wt./yn.;
Pyuka Ne 3 Black Double gns nessuii ckasibnens Kpyrnas npsimas 4ByXCTOPOHHSS, apT. 4606 -
1 wr./yn.;
7. Pyuka Xo 3 EASY gns nesBuin ckanbnensa Kpyrnas npsmas, apt. 4607-1-~55 wT./yn.

1l. MHCTpYKLMS Mo NpUMeHeHuto - | wT./yn. (B 6yMaXXHOM M 3NEKTPOHHOM BU[E)

Oanee no TeKCTY —UHCTPYMEHTbl, U34eUnsi, MEAULNHCKOE n3jeune.

2. CBefileHMs 0 Mpov3BOAWTeNe, pas3paboTymke W YMNOTHOMOYMEHHOM  TpeAcTaBuUTesNe
npon3BoaUTENS
MponssoguTesb/paspaboTumnk:

«feHtan Ctygmo Ko. /itg.»
B101, B102, B 125, B 1, ctaHuma KbeiMmgXoH; 2-4 SKV1 Tayap, 136 JZIC-po, ToHaH-ry, AHAH-cn, KeHru-go.

Pecny6nnka 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

dakc: +82-31-8069-7009

3n. nouta: bjkim@dcntalstudio.co.kr

Canit: www'.dentalstudio.co.kr

YNoNHOMOYeHHbIV NpeacTaBUTENb Npom3BoanTens B Poccniickon deaepaumm

000 «AEHTANCTOM»

143432, MockoBcKas 0671., I, ‘KpacHoropck, p.n. HaxabuHo, yn..Ykanosa, gom 7, nom. LXXV
Ten./akc: +7 (495) 118-76-40

an. noyta: info@dn-stom.ru

Canit: www.dn-stom.ru

3. HasHaueHue n3fenmsa/nokasaHmst K npumMeHeHUo

VMcnonb3yeTcs B KayecTBe pPyvku, B KOTOPYIO yCTaHaBNMBAETCA COBMECTUMOE C 3TOI PyUKOiA-ne3sue.

4. MoTeHUWaNbHbIN NOTPebUTENb
Bpaun - cTOMaTOMOrU-XNPYypru, Bpayum - YentoCTHO-/IULEBbIE XUPYPIU N Bpaun - XMPYPLU-UMMNAHTOMOIN.

5. O6nacTb NPUMeEHEHNS, NPOTUBONOKA3aHNSA. M BO3MOXKHbIE NO60YHbIE 3hDEKTbI
O6nacTb NPUMEHEHUA: CTOMATONOMMNSA, YeOCTHO-ANYEBAA XUPYPruns, CTOMaTONOrMYecKas Xupyprus.
MpoTrBONOKa3aHUA K NPUMEHEHNIO: BO3MOXHAA aa/Iepruyeckas peakumnsa Ha maTepuasbl.

Mo604HbIe 3(hheKTbl: He BbISIB/EHO.

6. Mepbl.pegocTopPOXKHOCTH

1. VIHCTPYMeHTbl MNOCTaBASAOTCA B HECTEPUNbLHOW YynakoBKe. [leped MNPUMEHEHWEM WHCTPYMEHTOB
HEe06X0AMMQ FPOBOAMTL MX CTEPUAN3ALMIO.

2. I_IpOBO,EI,I/ITe NPOBEPKY MHCTPYMEHTOB Ha Haan4vnme MmexaHn4eCcKumnx I'IOBpe)K,CI,eHI/II\/JI. I'Iepe,q NPUMEHEHNEM
KaXKaoro WMHCTPYMEHTa CNeunasinCT [O/KeH 'YAOCTOBepUTbLCA B TOM, YTO MHCTPYMEHTbl HaxogAaTca B
paboyeM «COCTOAHNM; 3arpsA3HEHNS Ha MOBEPXHOCTUN MHCTPYMEHTOB AO/DKHbLI OTCYTCTBOBATb.

3. VIHCprMEHTbI OOJ/DKHbI MCNONb30BaTbCA B COOTBETCTBUM C UX HasHAYEHUEM WU I/IHCprKLl,I/Ieﬁ no
NPUMEHEHNIO.

4. [daHHoe w3fenve paspeLlaeTcsa . MCMnosib3oBaTb TOMIBKO Bpayam-cTomartosioram, nosyymBLUNM
KBa/IMPUKALMIO NO MPUMEHEHUIO COOTBETCTBYIOLLMX METOAUK SIEYEHMA W NPOLUeALMM Kypcbl YyUYebHOoW
NnoAFOTOBKMN.

5. OnepaTI/IBHbIe BMeLlaTe1IbCTBa AO/MKHbI NMPOBOANTLCA B CTEPU/IBHBEIX YC/TOBUAX, MeanepcoHan A0JIKeH
MCNoAb30oBaTb MackKu, nepyaTkn, CTepusibHY0 cneuoaexay.

7. OnucaHne N3aennin, KOHCTPYKLUNS, NOPSLOK NMPUMEHEHNUS

Itnonb3yeTcs B Ka4eCcTBe PYUKM; B KOTOPYIO yCTaHaBVBaeTCA COBMeCTMMOe C 3TON pyyKoii nessue. 310
n3sgenve, NPUroAgHoe 419 MHOrOpasoBoro NUCMO/b30BaHNS.

OnucaHune: Pyuku 405 ne3Buii cKanbnenst sBASOTCS COCTABHOM YacTbio CKanbnens. Pyukn npegHasHauveHbl
ANS PUKCcaUMN Ha HUX N1e3BUIA CKaslbMnensl B LieNsSX paspe3aHnst UNn McceyeHnst MArKUX TKaHe.

WMHCTPYKLMA MO NPUMEHEHWNIO HAa MeJuLMHCKoe n3aenue. Bepcnsa 1
Pyuka gns ne3suii ckanoneneii Karl Fritz®



HanmeHoBaHve OnucaHve BHeLuH®in BUL,
dopma pyKoATKM — nnockast. Pabouast

yacTb - MpsaAMasl, npegHasHaveHa As

YCTaHOBKW OJHOTO /1E3BMS.,

dopma pyKoSITKM -  Kpyrfas. Pabouast

Pyuka Ne 3 ans ne3suii ckanbnens
nnockas, apt. 4601

Pyuka Ne 5 anst ne3suiA ckanbrens

KPYFTiast Npsivas, apT. 4602 YyacTb - MpaAMas, npefHasHaveHa [n51s
YCTaHOBKW OZHOT O /Ie3BUSA.

Pyuka Ne 5A gns ne3sumii dopma pyKoaTKM — Kpyrnas. Pabovas

CKalbresisi Kpyrnasi 3orHyTas, YacTb - W30THyTas, MpeAHasHaveHa /15

apt. 4603 YCTaHOBKM OJJHOTr0 /1E3BUSA.

dopva pykoATKM - Kpyras. Paboyas
yacTb - MOBOPOTHasA, NpeaHa3HaveHa A/s
YCTaHOBKM OZJHOTO /1E3BYISA.

Pyuka Ne 3 anst nessuii ckanbnens
Kpyrias nosopoTHas, apT. 4604

Pyuka Ne 3 Black Double gnsa dopma pykoATkM - Kpyrnas. Pa6ouas
Ne3Buii CKanbrnenst Kpyrnias YacTb - MpaMas, MpefHasHadyeHa Ana Ei 1=
npavasi, apt. 46058 YCTaHOBKM OHOIO fIE3BMS.
Pyuka Xa 3 Black Double gnsa dopma pyKosaTKM - Kpyrnas. Pa6oune
Ne3BUIA CKanbrenist Kpyr/as npsaMast vactu - npsaMble, NpegHasHadeHbl 415
[BYXCTOPOHHASA, apT. 4606 YCTaHOBKW ABYX AE3BUIA OAHOBPEMEHHO.

Pyukn Ans ¢/1e3BUiA CKasibrens ABSAOTCA
Pyuka Xa 3 EASY pgns ne3suii COCTaBHOM =4acTbt0 CKa/ibrensl.  Pyukn
CKa/lbresnis Kpyrnas npsMast, apt.  MpefHasHavYeHBl 18 (UKCauumM Ha  HUX
4607-1 Ne3BUiA CKabMens B LieNsx paspesaHns Wi

NCCEYEHNS MAMKMX TKaHelA.

TexHnYecKue XxapakKTepucTmkin
O6buwan [pucoeanHUTeNbHasA

HanmeHoBaHWe MaTepwnan
AnvHa, MM xapakTepucrtunka

pyyKa X» 3 Ans ne3BuniA ckanbrens nnockas, apT. 4601 1250 Maras HepxxasetoLLasn ctasb
Pyuka X« 5 ins nessuii ckanbnens Kpyrias npsamMas, apT. 4602 1540 Mariast HepxkasetoLLias cTasb
aPF))/:KZG )ég 5A 019 ne3suii ckasbnens Kpyrnias U3orHyTas, 1500 Manas HepkaBetoLLas CTarb
Pyuka X« 3 4na ne3suii ckanbrnesnsi Kpyr/iasi NoBopoTHas, 1600 Manas HepwaBelowas cra
apT. 4604
Pyuka X» 3 Black Double gnst n*Buii ckanbnens Kpyras
npsivasi, apT. 46058 1600 Manas HepxkagetoLasn ctanb
Pyuka X» 3 Black Double ans‘niessuii ckanbnens kpyrnas npsivas 1400 Manasi HepXaBetoLLast CTarlb
[BYXCTOPOHHSAS, apT. 4606
Pyuka X« 3 EASY ana ne3sun CKasibnens Kpyrias npsmvas, apr. 1430 Manasi HepkaBetoLLas CTanb

4607-1

MopALOK NPUMEHEHUST pyYeK Ne3BUIA CKaslbnens:
1 TpoBeanTe OYUCTKY, Ae3MHMEKLUIO U CTEPUIN3ALUIO U3LE/TUA B COOTBETCTBUM C(T 11 HacTosiwero
OOKYMeHTa.
2. BbibepnTe MHCTPYMEHT, NOAXOAALLMIA MO pa3Mepy.y Ha3HaYeHWIO.
3. MpucoeanHUTe N€3BME CKaNbMNens K pyyke 1 fpoBeauTe paspe3aHne UM MCCeYeHMe MATKUX TKaHew,
yAepPXnBas MHCTPYMEHT 3a PYKOATKY.

MopAaoK NPUMEHEHUA PYKOATKM EASY ansa ne3suin ckanbnens, apT. 4607-1

1. MpoBegnTe OUNCTKY, AENHPEKLMIO U CTEPUAM3ALNIO N34eNNs B COOTBETCTBUI.C N. 11 HacTosLLero
JOKYMeHTa.

2. OcnabbTe OBXKUMHYIO FaliKy Ha PyKOSITKe.
3. BblaBMHbTE NOANPY>XMHEHHYIO pabouylo YacTb U 3addMKCUPYTe Ha Heli ne3Bne CKanbnens.
4. 3aTAHVTE, 00XKUMHYI0 raiKy Ha PYKOSTKE Tak, 4Tobbl paboyas 4acTb,C.J1e3BMEM CKasbnens 6bina
HenoABWKHaA.

5. Mo oKoH4YaHMIO paboTbl C WMHCTPYMEHTOM O0CnabbTe OOXKUMHYI raiiky Ha PYyKOATKe, BblABWHbTE
NOANPYKMHEHHYIO YacTb, CHUMUTE /1e3Bue c paboyeli yacTu.

8. KOomnneKT NocTaBKu
Pyuka nns ne3suin ckanbnensa Karl 'Fritz?
I BapunaHTbl NCMOHEHNS:
Pyuka Xo 3 gnsa ne3suid.CKanibnens nnockas, apT. 4601 -“1'wT./yn.;
Pyuka Xo 5 ans ne3Buid cKanbnens Kpyrnas npsiMasi, apt. 4602 - 1 wT./yn.;
Pyuka X» BA nnsa nesBniA ckanbnens Kpyraas n3orHyTas, apT. 4603 - 1wT./yn,;
Pyuka X» 3 4ns ne3Buin cKanbnens Kpyrnas noBopoTHas, apTt. 4604 —1 wT./yn.;
Pyuka X9 3 Black Double ans neseuin ckanbnens Kpyrnas npsmas, apt. 4605B - 1 wT./yn.;
Pyuka X« 3 Black Double gnsi ne3suii ckanbnens Kpyrnas npsimast AByXCTOPOHHASA, apT. 4606
- lwTtlyn,;
7.  Pyuka X» 3 EASY ana nessuii ckanbnens kpyrnas npsmas, apt. 4607-1 - 5 wr./yn.
1l. MHCTPYKUMA No npuMeHeHno —1 wT./yn. (B 6yMa>HOM W 3/IEKTPOHHOM BUAE)

N N N

WMHCTPYKUMA MO NPUMEHEHWNIO Ha MefIHUUHCKOe nsaenvie. Bepcusa 1,
P>7kapns nessuii ckanbnenei Kar! Fritz®



9. PacwungpoBKa CMMBOMOB, NPUMEHSEMbIX B MapKMPOBKeE

CumBon Pacwunpposka Cumson Pacwudposka
" Homep no katasnory A OCTOpOXKHO
[1B71 Kopg, naptvm ObpaTnTECh K MHCTPYKLUMM NO NPUMEHEHWIO NN K
n [JaTa n3rotoeneHus T WHCTPYKLMN MO MPYIMEHEHWIO B 3/1IEKTROHHOM BUae
" Vicnonb3oBsars Ao N QR-kop
nJ W3roTosuTenb A He cTepunbHO

10. YcnoBus XpaHeHUs, TPaHCMOPTUPOBKM 1 3KCMyaTaumm
YcnoBus XpaHeHUs:

- XpaHUTb B CyXOM MecTe 6e3 focTyna npsmMbIX COTHEYHbIX STyYeid;
- Temnepartypa: ot +1 go +40

- OTHOCUTeNIbHAA BIaXXKHOCTb Bo3gyxa: 45-55 9%

- aTMmoctepHoe gasneHue: 800-1060 rla.

YcnoBusa TPaHCMOPTUPOBKNA:
TpaHcnopTUpoBaHWe WU34enniA, YNaKoBaHHbIX B TPaHCMOPTHYIO Tapy, LO/DKHO' OCYLLeCTBAATLCA BCEMMU
BUAAMM  KPbITbIX TPaHCMOPTHbIX CPeACTB.) C CO6M0feHMEM NpPeAoCTOPOXHOCTEN, YyKasaHHbIX Ha
TpaHCMOpTHOI Tape, U B COOTBETCTBUM C fTpaBuiaMmun NepeBo3KM rpy3oB, AEWCTBYIOWMMM Ha TpaHCnopTe
[laHHOro BuAa.

- Temnepatypa: ot -50 go +50 °C;

- OTHOCUTEe/IbHasA BNaHoCTb Bo3gyxa: 0-90 %;

- aTMocepHoe gasneHune: 800-2060 rla.

YcnoBusa B NOMELLLEHMAX MPU 3KcAayaTaumMn MeANLMHCKOIo U3benus:
- Temnepartypa: oT +1 go +40.°C
- OTHOCUTENbHAsA BJIXXKHOCTL Bo3ayxa: 45-55 9,
- aTmocepHoe faBneHne:-800-1060 rMa.

M. OuncTKa, Ae3nHgekumns nerepmnmnsayms

Micnonb3oBaHHble WHCTPYMEHTbI LO/DKHbI MPOATW OUUCTKY, “OE3NHMEKUMI0O U CTEpUIn3auLuIo nepeq
OTMPaBKOM Ha XpaHeHMe.

1 MpeacTepununsaLMoHHaA oUUETKa

WHCTpyMeHTbI nepef cTepuinsaLeli 40/MKHbI NPOATY 3Tanbl OUUCTKM U Ae3UHDEKLNN.

1) Morpy3anTe MHCTPYMEHTbI C OCTaTKaMu 3arpsi3HeHuii (KPOBb, MSAFKME TKaHW, (hparmMeHTbl KOCTHbIX
TKaHed n T.4.) B BoAy. WHCTPYMeHTbI JO/HKHbI HaxOAMTbLCSA B BOAE A0 Hadana MepeymcieHHbIX fasee
3TanoB OUUCTKWN BPYUHYIO NN B Y/IbTPa3BYKOBOW BaHHe.

2-1) OuncTka n fe3sH@eKLNa MHCTPYMEHTOB BPYYHYHO

a. [orpysute WHCTPYMEHTbI C OCTaTKaMu 3arps3HeHnii B pa3BefeHHOe B ~BOAe 3H3MMHOe
gesvHpuumpyoweel (YncTtawee cpeicTBo (415 3TOTO PEKOMEH[0BAHO MCMONb30Barb CpeAcTBa C
HeliTpa/ibHbIM  noka3aTtesniem pH  wan  gesmH@uuUnpylowlee 4uCTAWLee CPefcTBOy) CO  CXOXUMU
XapakTepucTnkamu' j(Bce cpeAcTBa AO/MKHbI OblThk~3aperncTpMpoBaHbl B YCTaHOB/IEHHOM MOPsAKe B
Poccuiickoin degepaunn)).

b. OunCTKa BCEX-BUAUMbIX 3arpsA3HEHMI C MOBEPXHOCTM XMPYPrnuyecKMX MHCTPYMEHTOB MPOM3BOAMTCA C
MOMOLLLbIO MSALKOW HEeNNOHOBOWN LUETKN C KOPOTKWMM BOPCOM (MPOAO/MKUTENIbHOETb OUUCTKU KaXKAoro
WHCTPYMeHTa He MeHee 4 MUHYT). OUMCTKa fe/inKaTHbIX paboumnii YacTeil MHCTPYMEHTOB NPOU3BOAUTCSA C
NCNO/b30BaHMeM UYMCTALLUX U

€. VIHCTpyMeHTbI MPOMbIBAIOTCA NOJ MPOTOMHON BOAOW ANA yAaneHUsl OCTATKOB Ae3MH(MULMPYIOLLEro
cCpeacTBa.

2-2) OumneTKa 1 fe3snHpeKLMA MHCTPYMEHTOB B Y/IbTPa3BYKOBOW BaHHe (PeKOMEH/lyeTCs NPOM3BOAUTENEM
KaK NnpegnoyvuTuUTeNbHbIA METOA)

a. VHCTPYMeHTbl [O/MKHbI OblTb MOAHOCTLIO MOFPYXEHblI B UUCTALMI pacTBop. PekomeHpyeTcs
MUCNO/Mb30BaTb 3H3MMHOE [Ae3NH(pUUMPYIOLLee YUCTSALLee CPeAcTBOL/(4NA 3TOro  pPeKoMeHAO0BaHO
NCMNoABL30BaTb CPeACTBA C HeTpasibHbIM-MoKasaTenem pH nnv geanHOuLpytoLLee YACTALLee CPeACTBO CO
CXOXXUMU XapaKTepucTMKaMu (BCce CPeACTBa A0/MKHbI ObIThb 3aperMcTPUPOBaHbl BYCTaHOBIEHHOM MOPALKe
B Poccuinckoin degepauymn)).

bl IHCTPYMeHTbI ounLLaloTCa B y/bTPa3ByKOBOM BaHHE B TedeHUn 40-20 MUHYT, 3aTeM OMosackMBarTcs
BOJOIA.

C WHCTPYMeHTbI NPOMbIBAOTCA MNOA MPOTOYHOM BOLOW AAA YAaNleHUs OCTaTKOB  YUCTALLEro
Je3snHpuumpytoLlee cpeacTsa.

3) ToBTOPATH BbINO/HEHME MYHKTOB @ 1 b0 Tex Nop, NoKa MHCTPYMEHTbI He 6yAyT OUMLLLEeHbl NO/THOCTHHO,
3aTeM MPOBECTM KOHTPOSIbHbIA BU3YyasibHbIA OCMOTP UHCTPYMEHTOB.

WHCTPYKLMA MO NPUMEHEHNIO HA MeauLMHCKoe u3genve. Bepcma 1
Pyuka gna nessuit ckanbneneit Karl Fritz®



4) TwaTeNbHO BbICYLUINTb WHCTPYMEHTbl e€CTECTBEHHbLIM MYyTEM WAN C WUCMNOSIb30BAHUEM CYLUUSbHbIX
WwKagoB ANA  XUPYPrudeCKUX WHCTPYMeHTOB. [pu Heo6XOAMMOCTU BO3MOXHA pyyHas cyllka ¢
Mcnosib3oBaHnEM canheToK M3 HeabpasnBHOIM TKaHM 6e3 Bopca.

5) 3a fONONHUTENbHOW WHGOPMauMen 1 NopsgKe NPUMEHEHUA LOCTYMHbIX 3H3UMHbIX W-HE 3H3MMHbIX
AE3NHPULMPYIOLWMX YNCTALMUX CPeACTB 00paTUTECh K MHCTPYKLMAM MPOM3BOANTENEN 3TWUX, CPeAcTB.

2. CTepunuszaumnsa napom (aBToK1aBUpPOBaHUE)

lMocne 0UNCTKU U fe3NHMPEKLNN UHCTPYMEHTOB HEOBXOAUMO NPOBECTU CTEPUIN3ALNIO.

WMHCTPYMEHTBI [O/KHbI CTepUInN30BaTbCA MapoM Noj AaBfeHWEM B aBTOK/aBe MpuU._Temrepatype oOT
132 po 134 °C BTe4eHue 15 MMHYT C nocneaytoLlen cyLKon B TedeHne 30 MUHYT.

12. YTnnnsauunsa

MeANUMHCKNE W3AeNnst AO/DKHbI YTUAN3MPOBATLCA B COOTBETCTBUM C MEAUMLMHCKMMMK MNpouefypamu,
NPUHATBIMW B MEAMUMHCKUX YUYPEXAEHUAX, U MECTHbIMWU, TFOCYAAapPCTBEHHbLIMWU. NN (heaepanbHbIMU
HopMaTvBamu. Bbi6op MeTOLOB 6€30MacHOi yTUAN3aLUN N YHUUTOXEHUSA U3AETNIA3aBUCUT OT MOLLHOCTU
N nNpouas MeAUUMHCKO OpraHusauum, Hamuusi YCTaHOBOK MO 06e33apakiBaHU0/06e3BpeXBaHMIo
0TX040B, cnocoba 06e3BpeXXMBaHUA/YHUUTOXKEHNUS OTX0A0B, MPUHATOr0! /Ha agMUHUCTPATUBHOMN
TEPPUTOPUN (CXKUTaHMe, BbIBO3 HA NOUIOHBI Y TUAN3aLMS).

VHCTPYMEHTbI OTHOCATCA K 3NMAEMUOIOFUYECKM ONacHbIM O0TXodaMm (M34e/ins, 3arps3HeHHble KPOBbHO
nnnn gpyruMm 6MoNorMYeCKMMN XUAKOCTAMM NaLWeHTOB, a TakKxke (M3[enuns, KOHTaKTMpylowme C
nayMeHTamnm ¢ MHMEKUMOHHbIMKM  60/1€3HAMK). B faHHOM Ccnyyae, MeguLMHCKas opraHmsauns
OCYLLLECTB/ISIET TO/IbKO CO60P M BpeMeHHOE XpaHeHWe BbilleyKa3aHHbIX 0TX040B. C60p OCyLLecTBAAIOT B
nakeTbl WM B KOHTeWHepbl OAHOKPATHOrO0 MPWUMEHEHUS C LIBETOBOM- MapKMPOBKOWM, MPUHATON Ans
onacHbIX MeAULMHCKMX OTXO0A0B, B STOMELLLEHUN MM B MecTax 15 BPEMEHHOI0 XpaHeHUs] MeNLUHCKNX
0TXOA0B A0 MOC/eAYHOLLEr0 TPAHCMIOPTMPOBAHMA K MECTY YHUUTOXKEHUA AN yTUNm3auum. IHCTPYMEHTBI,
MMEIoLLMe KOHTAKT C MauMeHTOM, ROSNeXaT NpesBapuTe/ibHOM OUMCTKE U fe3NH(EKLUN B YCTAHOB/IEHHOM
nopsake nepej ux ytunusaumei. TpaHCNOPTMPOBaAHMEM MWCMO/b30BAaHHbIX MEAULWUHCKUX OTXO4OB U3
MEAULMHCKUX YUPEXAEHUIA W-UX YyTuUAM3aumein 3aHMMatoTCsS.Cneunanm3npoBaHHble opraHusauum,
MMeIoLLLME NULEH3NI0 Ha 0OpalleHMe ¢ onacHbIMK B 3MUAEMUONQITMYECKOM OTHOLUEHUW MEAULUHCKUMU
oTXofamu.

MoTpebuTenbCckass  ynakoBKa UM HEWCNOMNb30BaHHble (BPaKOBaHHble  M34eNUs  OTHOCATCA K
3aNMAeMMONornveckn 6esorfacHbIM 0TX04aM, NPUBAMKEHHBLIM-TIO COCTaBY K TBepAbIM ObITOBbIM OTX04am
(TBO).

13. CpoK rogHocTu

CpoK rofHoOCTK He orpaHuyeH.

14. Cpok cnyx6bl n3genus

Mpy Hagnexaulem WCNoIb30BaHUN CPOK CAY>XObl JMHCTPYMEHTOB He OFpaHW4eH, .3a, UCKJ/IOYEeHNEM
nocneacTBMIA eCTeCTBEHHOIO U3HOCA.

15. TexHMYeCcKOe-00CNY)KNBaHNE N PEMOHT
TexHU4YeCcKoe 06CAYXKMBAHNE U PEMOHT He MPESYCMOTPEHDI.

16. MepeyeHb CTaH4APTOB, MPUMEHSEMble NPU-APON3BOACTBE MEAULMHCKUX U3LeNNiA

EN I1SO 13485;"EN 1SO 14971; EN ISO 14155-1; EN 1SO 14155; EN I1SO 10993<5;/EN ISO 15223-1; EN
1041; MEDDEY 2.7/1 Pea. 4; MEDDEV 2.12/1 ‘Pes. 8; EN I1SO 17665-1; EN_ISO 11138-1; EN ISO
11737-1; 1SO-17665-1; 1SO 11135-1; I1ISO 13397-2.

Mpumeyanue: “CTaHAAPTbI VCNOML3YIOTCA B NOCNEAHEN PefaKumn: OpraHm3aums coxpaHseT W.0OHOBMSET CMNCOK CrpaBOYHbIX
CTaHAapTOB Kak 3anuncb COBCTBEHHOW CCTEMbI YMpaBieHns B coOTBETCTBUM ¢ 1ISO 13485.

MHCTPYKLMA MO NPUMEHEHUIO Ha MeduLMHCKOoe nsgenve. Bepcns
Pyuka gns nessuii ckanbneneit Karl Fritz®



(YoHAXUH-[OHT, 3aaHne CamcoHr) 701, «HOTAPMAﬂbHO_}OPMﬂ'ML{ECKAﬂ TEN.:756-4401
702, 34, YoH-po 3-runb, YoHHo-ry, Ceyn KOMMAHWMA MAEA NHK. » ®AKC: 756-4402

[®opma Ne 43]

[TekcT AOKYMeHTa Ha KOPENCKOM M aHTINIACKOM S3blKax UAEHTUYEH]

PervnctpaymoHHbI Homep: 2025 - 1309

HOTAPNAJIBHOE CBNAETEJ/IbCTBO

NN, UXOHHEH (LEE, JUNGYONG),

NMOBEPEHHbIN reHepanbHOro anpekTopa «AEHTAN CTYANO KO., NT4.»
KM BOM YYH,

ABUBLUMIACA KO MHE, NMPU3HasT YKasaHHYH
nognuceb pgoeeputens Ha npunaraemen-MHCTPYKUWW MO NMPUMEHEHUNIO HA

MEAVLUUHCKOE U3AENVE.

[MevaTb: «HoTapuanbHo-topuauyeckan komnaHus NOEA NHK», HoTapuyc Mak YeH Yelin]

Hactosawmm 3acBngetensctBoBaHo 20 AHBapa 2025 r. B yKasaHHOM oduce.

«HOTAPNAJTIbHO-FOPUANYECKAA KOMIMAHUNA MNAEA NHK.»
OTHocuTCA K MpoKypaTtype-LieHTpanbHOro okpyra Ceyna
(YoHMKMH-A0HT, 30aHne CamcoHr) 701, 702,

34, YoH-po 3-runb, YoHHO:TY, Ceyn,

Pecnybnuka Kopes

Inodnuchbl
Mopnuce HoTapuyca

Mak YeH Yein (Park Jong Cheil)

[MeyaTb: «HoTapuanbHo-topuanyeckas komnannsa MAEA VHK.», HoTapuyc Mak YeH Yeiin]

HacTtoswas HoTapyasibHasi KOHTopa yrnoAHoMoyYeHa MUHUCTPOM tocTugum Pecny6imkmn Kopes
npefocTaBAATb HOTapuasibHble yenyru ¢ 7-theBpans 2020 r. cornacHo 3akeHy Ne 15150.

210 mm X297 mm (BnaHk ¢ 3awuToit) (1 kateropus) 70 r/m?)



MepeBog, AaHHOTO TEKCTA BbIMNO/IHEH MepeBoaYMKOM MarsitoLLoBoi AHHOW AHApPeeBHO

MoAMCh

Poccuitickasa degepaums
"opoa MockBa
TpuHaguaToro eBpans [Be TbICAYM ABaALATb NATOro roja

¢, Bepemuit KOnua WropesHa, HOTapuyc roposa MOCKBbI, CBUAETENbLCTBYIO
nepesogyYnka MantwowoBoii AHHbI AHAPEEBHbI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JInYHOCTb NoAnNucaBLlLero 4O0KYMeHT yCTaHOBEHa;

3apeructpupoBaHo B peectpe: Ne 77/2194-h/77-2025-5"72Y

YnnadyeHo 3a coBeplieHne HoTapuanbHoro geictems: 400 py6. 00 kon.

noAnnCh Mep6oBas neyatb
HoTapuyca r. MocKBbl

Bepemuii HO.A,

Bcero npowHypoBaHo, "MNlHymepoBaHO
N ckpenneHo nevyatbt *nuct(-a,-0B).

HoTapuyc:

Poccuinckas degepaums
Mopog Mocksa
TpHWagLuaToro/eBpans ABe ThicA4M ABaaLaTh NATOro roga

H, Bepemwnii 1C [r"Aya,/ HoTapuyc ropofda MOcCkBbl, CBUAETENbCTBYH BEPHOCTb KOMUM C
npeacrtasneHwCro p*He 4 "yMeH:

3apernct[yp62464™Nero”: M ")E194-H/7

YnnaueH(lzafdepiiiir*BMapgl#oro aeiictsus: 1500 py6. 00 kon

u /u h

BceTo chowiiypoBaHo, NPOHYMEPOBAHO
N ekpennenii nevatoto 14 nuct(-a,-0B).



