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1. Name of the device
Stea® surgical blade for scalpel.
Versions:

Stea® surgical blade for scalpel, version: 10.
Stea® surgical blade for scalpel, version: I0A.
Stea® surgical blade for scalpel, version: 11.
Stea® surgical blade for scalpel, version: 12.
Stea® surgical blade for scalpel, version: 12D.
Stea® surgical blade for scalpel, version: 15..
Stea® surgical blade for scalpel, version: 15C,
Stea® surgical blade for scalpel, version: 18.
Stea® surgical blade for scalpel, version: 20.

. Stea® surgical blade for scalpel, version: 21.

. Stea® surgical blade for scalpel, version: 22.

. Stea® surgical blade for scalpel, version: 22A.

. Stea® surgical blade for scalpel, version: 23.

. Stea® surgical blade for scalpel, version: 24.

. Stea® surgical blade for scalpel, version: 25.

. Stea® surgical blade for scalpel, version; 36.
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Hereinafter referred to as surgical blade, blade, medical device, device.

2. Information about manufacturer, developer, and authorize™! representative of
manufacturer
i
Manufacturer:
Kehr Surgical Private Limited
C-34, Panki Industrial Estate, Kanpur, Uttar Pradesh, 208 022, Republic of India
Tel.:+ 91 512 269 2507;+ 91 731 118 2746;+ 91 731 118 2747
E-mail: info@kehrsurgical.com
Website: www.kelirsurgical.com
Developer:
Kehr Surgical Private Limited
C-34, Panki Industrial Estate, Kanpur, Uttar Pradesh, 208 022, Republic of India
Tel.:+ 91 512 269 2507;+ 91 731 118 2746;+ 91 731 118 2747
E-mail; info@kehrsurgical.com
Website: www.kehrsurgical.com

Authorized representative of the manufacturer in the Russian Federation:
PROTECO JSC

Legal address: 192102, St. Petersburg, 57 Salova str., bldg. 1, lit. I.
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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@protecodent.ru

3. Intended use and potential user of device

Intended use: The Stea® surgical blade for scalpel is used to dissect tissue and remove
excess tissue from the operating field during surgical operations and manipulations.

Potential users: qualified medical personnel of medical institutions, such as hospitals,
maternity hospitals, polyclinics and doctors' offices, including private ones, other medical
institutions that use devices for the intended purpose determined by the manufacturer.

4. Indications, scope of use, contraindications, and possible side effects

Indications: use during surgical operations, manipulations or other actions related to the
use of the device for the intended purpose determined by the manufacturer.

Scope ofuse: the blade is to be used exclusively in a healthcare facility only in accordance
with the surgical procedure.

Contraindications: absent.

Side effects: allergic reaction to the raw material of the device due to the individual
intolerance ofa consumer.

5. Description of device
The surgical blade is a sterile medical device made of ceubon steel in accordance with the
standard BS 2982. The scalpel blade is intended for use in conjunction with a scalpel handle
registered in the established order in the Russian Federation. The blade is mounted on the
corresponding scalpel handle with a small fitting characteristic (No. 3) or a large fitting
characteristic (No. 4) (in accordance with the standard ISO 7740) (hereinafter referred to as scalpel
handle No. 3 and scalpel handle No. 4, depending on the blade version). i

6. Usage procedure

1. Select the appropriate blade type and size according to the operating field, always use the
larger size for thick tissues and the smaller size for thin soft tissues.

2. Once selected, clean the surgical area with an appropriate disinfectant.

3. Check the blade packaging for integrity, shelf life, and then remove the blade from the
packaging. It is recommended to open the foil package halfway in the sterile area so that
the blade is exposed. It is not necessary to completely remove the blade from the
packaging.

4. The blade should be placed on the appropriate handle of the scalpel according to the size
of the groove and check the fixation of the blade on the scalpel handle. The blade should

INSTRUCTION FOR USE FOR THE MEDICAL DEVICE
Sea<S>surgical blade for scalpel

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



be used with scalpel handles No. 3 and No. 4 according to EN 1SO 27740. The blade can be
directly attached to the metal handle of the scalpel by sliding the scalpel handle into the slot
in the blade before removing the blade from the
Scheme | Usageprocedurefor the packaging, or can be removed from the packaging
blade with tweezers and fixed on the handle ofthe scalpel as
shown in the attached Scheme 7. To do this, take the
handle of the No. 3/No. 4 scalpels according to the
t blade configuration. Grasp the blade with tweezers or
(1) a similar tool, avoiding contact with the cutting edge.
Take the scalpel handle with your left hand so that the
mount is at the top (Scheme 1, C1 (1)). Place the blade
on the scalpel handle mount and insert into the grooves
(Scheme 1, CL (2)). Slide the blade until it clicks
(Scheme  CL (3)).
5. When the blade is on the metal handle of the
scalpel, select the incision site.
(3) 6. Make the cut according to the required length
after properly measuring and marking out.
7. Remove the blade after use and dispose of
properly. Removing the blade: grasp the blade with
tweezers or similar. Raise the distal end of the blade
with the tip of the index finger, avoiding contact with
the cutting edge, and move it carefully away from the
scalpel handle (Scheme 1, CI. (4))

7. Safety precautions

- Designed for single use with one patient! Do not reuse.
- Read the instructions for use before operating.
- This device should only be used by qualified healthcare professionals.

- Always check the integrity of the device and packaging, as well ijs the expiration date
before use. Do not use after the expiration date.

- Do not use ifthe device or packaging is damaged.
Use the device immediately after opening the package.

- The device is supplied sterile. Do not re-sterilize.

- Remove the device from its packaging in a sterile area only.

- Open the package from the side of the peelable joint.

- Avoid excessive force and bending of the blade when using the device to prevent
breakage.

- Devices are very sharp, handle with care.

- Use caution when placing the blade on the scalpel handle to avoid injury or accident.
Pass the device to each other through the neutral zone, handle forward.

- Replace the device with a new one in case of deterioration of its effectiveness in the
intended use.
Appropriate applicable procedures should be followed when handling sterile devices.

- The device should be disposed of after use in accordance with national regulations.

Use caution when disposing of the device to avoid any contact or injury from the sharp
edge of the device.
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8. Technical characteristics.
8.1. Correspondence of blades and scalpel handles

ofblades and scalpel handles
Vesrion 0 I0A N 12 120 15 15 18 20 2 22 2A 23 24

No. Scalpel 4 4
handle 3 3 3 3 3 3 3 4 4 4 4 4

8.2. Dimensions of blades.

Version Length of device, mm ~ Working part fength, mm Working part width, mm

10 41.74+0.3 25.8840.2 7.19+0.2

* I0A 30.59+0.3 14.24+0.2 7.4540.2
n 41.48+0.3 20.21+0.2 5.74+0.2

12 37.9840.3 12.06i:0.2 1157+0.2
12D 37.56+0.3 11.64i:0.2 10.99+0.2
15 38.7210.3 11.27+0.2 3.7010.2
15C 38.2310.3 10.41+0.2 5.20+0.2
18 53.30+0.3 27.90+0.2 8.9020,2

20 46.21=c0.3 26.82+0.2 9.4(tt0.2
2 52.69+0.3 33.92+0.3 9.70+0.2
22 58.6840.3 37.77+0.3 10.3940.2
22A 58.2210.3 27.8510.2 11.69+0.2
23 50.71+0.3 27.8910.2 9.20+0.2
24 55.710.3 32.47+0.3 10.4510.2
25 49.43+0.3 26.8410.2 9.110.2
36 60.00+0.3 43.40+0.3 8.90+0.2
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9. Meaning of symbols used on package labeling

Table 3. Symbols and definitions

Symbol Description Symbol Description
Date of manufacture [BTEUAN Radiation
sterilization
Manufacturer Prohibition on re-
use
Use-by date Do not re-sterilize
Catalog number (article) Protect from
sunlight
LOT Batch code .T Keep away from
moisture
Compliance with European - Operating
standards | temperature range
Do not use if the package as Refer to
is damaged instructions for use
Do not dispose of with > Peel-off direction
household waste
10. Maintenance and repair
The device is disposable. Maintenance and repair are not required. *

11. Conditions transportation, storage, and operation

Storage: Protect from moisture, direct exposure to heat, from direct sunlight.

Transportation. 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.

Operation: The devices are used in medical institutions, in conditions requiring the
protection of the hands of a health professional when using the device for its intended purpose.

Storage, transportation, and indoor operation conditions:
Ambient temperature: 5 to 30 °C;

Relative humidity: less than 60 %;

Atmospheric pressure: no specific requirements.
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12. Sterilization

Sterilization is carried out with gamma radiation with a minimum dose of 25 kGy (2.5
mrad). Devices for radiation sterilization are exposed to gamma radiation from a Cobalt-60
radiation source in a SARC-validated gamma sterilization unit for a predetermined sterilization
time to deliver the required radiation dose.

Devices should not be re-sterilized. Re-sterilization changes the mechanical properties of
the material used. Re-sterilizing the blade may not be suitable for the intended use as the blade
may become dull. The manufacturer is not responsible for re-sterilized products.

13. Disposal

Medical device should be disposed of according to medical procedures established in
healthcare facilities and according to local, state, or federal regulations. Selection of methods for
safe disposal and destruction depends on the capacity and profile of the medical institution,
availability of waste disinfection/disposal facilities, strategy of waste neutralization/disposal
adopted in certain administrative area (incineration, landfilling, recycling).

The medical device Stea® surgical blade for scalpel refers to epidemiologically hazardous

medical waste: materials and instruments, items contaminated with blood and/or other biological
fluids.

Consumer packaging, defective and unused products with expired shelf life are classified
as epidemiologically safe wastes, similar to municipal solid waste (MSW).

The medical organization carries out only the collection and temporary storage of the
above waste. The collection of hazardous medical waste is carried out in appropriate puncture-
resistant containers for waste, storage is in specially designated rooms or in places for temporary
storage of medical waste before further transportation to the place of destruction or disposal.

Collection and storage of non-hazardous waste is carried out in reusable containers
installed on a special site (indoor).

Transportation and disposal of medical waste from medical institutions is carried out by
. specialized organizations licensed for the treatment of these types of medical waste.

14. Shelf life
The shelf life is 5 years from the date of sterilization/manufacture.

15. List of international standards with which the medical device complies.
EN ISO 14971:2012, EN ISO 14155: 2011/AC 2011, EN 62366:2008, EN I1SO 10993 -1:

2009/AC:2010, EN ISO 10993-4:2009, EN I1SO 10993-5: 2009, EN 1SO 10993-12:2012, EN
ISO 11607-1:2009, EN 1SO 11607-2:2006, EN 1SO 13485:2016, EN 1SO 11737-1: 2009, EN
ISO 11737-2:2009, EN ISO 11140- 1:2009, EN 1041:2008, EN 1SO 15223-1:2016, EN ISO
11137-1:2015, EN 1SO 11137-2:2015, EN 27740: 1992/AC 1996, BS 2982:1992, 1SO
10993-10:2010, ISO 6507-1:2018, 1SO 2859-1:2003, IS 6263:1972, USP40,ISO 14644-1
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12015, ISO 14644-2:2015,180 14644-8:2013,180 14644-9:2012, 1SO 14644-10:2013,
ISO/TC170/SC N 72, BS 5194(Part 1): 1991, FSC 6515,6520 GG-H- 0080a (DSA-DM), BS
EN-868-5: 2009, IP 2002, ISO 11135:2014,180 14644-7:2004,180 14698-1:2003,180
14698-2:2003, EN 1SO 11138-2 :2009.

16. Manufacturer’s warranty

The manufacturer guarantees the compliance of the medical device with the requirements
that have impact on the quality, effectiveness, safety, and intended use provided that a user
observes safety precautions, the operation, transportation, and storage condition.

y\'e
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{MepeBof, C aHIIMIACKOTO A3bIKa Ha PYCCKUM A3bIK]

Oata: 8 uronga 2021 .
«YTBEepXAeHOo»

inodnucbi (nognuce)

Buwan Kep (Vishal Kehr)

Buue-npesngeHT

«Kep Cépmxukan MpaviseT Jiumnuten» (Kehr Surgical Private Limited)

[MevaTs'. «Kep Cépmxukan MpaiiBeT Jiumnten» * C-34 npombllNeHHbI napk «MaHkn» (C-34
Panki Industrial Estate) * Kannyp-22, ¥YT11ap-Mpagew, NHaunsa (Kanpur-22 U.P. India)]

NHCTPYKUWA MO NPUMEHEHWIO
HA MEAVNUNHCKOE U3OEJTE

Jle3Bune xupypruyeckoe Stead) ans ckanbnens

[MevaTb: HOTAPNYC * MPABUTENBCTBO NMHANWN * K.M. CUHI X (C.M. SINGH),
agsokat, KAHIMYP (¥YTrap-Mpagew), per. Ne 13372 2017]

Inodnuchl 28.09.202} .

[WUTamn: 3aBepeHo]

Bepcusa 1
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1. HaumeHoBaHWe n3genva
Ne3Bune xupypruyeckoe Stea® anda ckanonens.
BapuaHTbl NCNONHEHNSA:

Nle3Bue xmupypruyeckoe Stea® gna ckanbnend, sapuaHTt ncnonHeHuns: 10.
Nle3Bune xupypruyeckoe Stea® gna ckanbnens, BapuaHT ucnonHeHuns: 10A.
NlesBue xupypruyeckoe Stea® A4 ckanbnensd, BapuMaHT UCMONHEHKMA: 11,
JNlesBue xupypruyeckoe Stea® gna ckanbnensd, BapuaHT UCNOMHeHNA: 12,
NesBue xupypruyeckoe Stea® fn1a ckanbnensd, BapuaHT ucnosiHeHuna: 12D.
NlesBue xupyprmnyeckoe Stea® s ckanobnens, BapuaHT UCMNONHEHMA: 15.
NesBue xupypruyeckoe Stea® gna ckanbnensd, sapuaHT ucnonHeHna: 15C.
le3Bune xmpypruyeckoe Stea® gna ckanbnens, BapuaHT ucnonHeHus: 18.
Jle3Bune xmpypruyeckoe Stea® ana ckanbrnens, BapuaHT ucnosHeHuns:20.

. JlesBue xupyprmnyeckoe Stea® ans ckanonens, BapuaHT UCMONHEHUA: 21.

. JlesBue xupyprmnyeckoe Stea® 414 ckanbnens, BapuaHT UCMONHEHNA:22.

. JlesBne xupyprmnyeckoe Stea® 4n1a ckanbnens, BapuaHT UCMONHEHUA:22A.

. leseue xupypruyeckoe Stea® 414 ckanobnesns, BapuaHT UCMONHEHUA: 23.

. Jlesgne xnpyprmnyeckoe Stea® an1s ckanbnens, BapuaHT UCMOSIHEHUA:24.

. JlesBue xupypruyeckoe Stea® fn1s cKanbnensa, BapuaHT UCNOSIHEHUA:25.

. Jlessne xupyprmnyeckoe Stea® 4n1a ckanbnensd, sBapuaHT UCNOHEHUA: 36.
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[lanee no TeKCTY - Ne3Bue XMPypruyeckoe, ne3sre, MeguLMHCKOe U3aenne, U3fenue.

2. CBefileHVs 0 NPOM3BOANTESE, PA3PaboTUNKeE 1 YNO/THOMOYEHHOM NpeacTaBuTeNe
Npou3BoANTENS

MpounsBoanTENb:

«Kehr Surgical Private Limited» (Kep Cépmxukan MpaiseT lumntes)
C-34, Panki Industrial Estate, Kanpur, Uttar Pradesh, 208 022, India
TenedoH:+ 91 512 269 2507; + 91 731 118 2746;+ 91 731 118 2747
E-mail: info@kehrsurgical.com

Cant: www.kehrsurgical.com

Pa3paboTuunk:

«Kehr Surgical Private Limited» (Kep Cépmxkukan MNpaiseT Jlumnten)
C-34, Panki Industrial Estate, Kanpur, Uttar Pradesh, 208 022, India

TenedoH:+ 91 512 269 2507; + 91 731 118 2746;+ 91 731 118 2747
E-mail: info@kehrsurgical.com
CanTt: www.kehrsurgical.com

YNONHOMOYEHHbI NpeAcTaBUTeNb NPOM3BOAUTENSA B PD

AKunoHepHoe o6uiectso «MPOTEKO» (AO «MPOTEKO»)
192102, r. CaHkT-MeTepbypr, yn. Canosa, 4.57, kopn.1, nut. A
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dakTnyeckunii agpec: 196128, CaHkT-MeTepbypr, yn. Bapwasckas, 4.5, kopn. 2, oguc 401,
6L, "BapLuiaBcKunii"
Ten./thakc: +7 (812) 635-88-90
E-mail: info@ protecodent.ru

Caiit: WWW.protecodent.ru

3. HasHaueHue M3fenuns ¢ yKasaHMeM NoTeHLUUaIbHOro NoTpeuTens.

HasHaueHue: Jle3sne xupypruyeckoe Stea® fns ckanbnens UCNonb3yeTcs 414 pacceyeHus
TKaHW W yJaneHus NINWHNUX TKaHeil U3 onepaLMoHHOro Mmons npv BbIMOMHEHUN XUPYPTUYeCKnX
onepayuii 1 MaHUNYNALUNA.

MoTeHunanbHble  noTpebuTenn: KBanM(pUUMPOBaHHble  MeAULUHCKME  PabOTHUKM
MeAULUNHCKUX YUpexAeHUn, TakuxX Kak 60/1bHULbI, POAU/bHBIE LOMA, NMONMKIUHUKN N KaBUHETbI
Bpayeli, B TOM YMC/e U YaCTHble, ApYrve MefUUUHCKME YUpeXAeHUs, NPUMeHAIoLW e n3genus no
Ha3HayeHuto, onpejeneHHOMY NPON3BOAUTENIEM.

4. TlokaszaHus, 0611aCTb NPUMEHEHWS, MPOTUBOMNOKAa3aHMs 1 BO3MOXHbIE NO60YHbIE
A (peKTbI

MokasaHusA: Vicnonb3oBaHWe Mpu NPOBELEHUN XUPYPrUYECKUX onepavluii, MaHUMNyNsauui
UM Opyrux AeicTBUAX, KacalowWmUxXca MPUMEHEHUS n3genns Nno HasHayeHuto, onpefeneHHOMY
NMPON3BOAUTENEM.

O6nacTb NPUMEHEHUS: NE3BME AOMKHO MCMONb30BaTLCA UCKNOUNTENLHO B yCcnoBuax J1MY
TONbKO B COOTBETCTBUWN C XMPYPruyeckoi npoLesypon.

MpoTMBOMOKa3aHMA K NPUMEHEHUIO: OTCYTCTBYIOT.

Mo6oYHble [AeiCcTBMA: annepruyeckas peakums B CBA3M C  WUHAMBUAYANbHOWN
HernepeHOCUMOCTbIO MOTpPebuTeNemM MaTepuanosB U3genus.

5. OnucaHwue n3genvsa

Jle3Bue Xxupyprmyeckoe npeacTaBngetr CcoboM CTepusbHOe MeAULWHCKOE un3fenue,
M3roTOB/IEHHOE W3 YrNepoAuCTON CTann B COOTBETCTBMM CO CcTaHgapTom .BS 2982. Jlessue
cKanbnens  npefHasHayeHo AN MCNO/Mb30BAHWA  COBMECTHO C  PYLKOW  cKanbnens,
3aperncTpupoBaHHON B YCTaHOBMEHHOM Mopsake B Poccuitickoit  ®Peiepauun. Jlessue
yCTaHaB/MBAETCA Ha COOTBETCTBYIOLWLYIO PYy4Ky CKanbnens C Manoin npucoesuHUTENIbHON
xapaktepuctukoih (Ne3) wnm 6onbwoi npucoefmHUTENbHONM Xxapaktepuctukon (Ne 4) (B
COOTBETCTBMM CcO cTaHgapTom ISO 7740) (manee no TeKCTYy - pydka ckanbnens Ne3 u pyudka
ckanbnens Ne4 B 3aBUCMMOCTY OT BapuaHTa UCMOIHEHWA N1Ie3BUSA).

6. MopafoK NpUMeHeHUs.

1. BblbpaTb COOTBETCTBYHLWMIA TN N pasmep /1e3BUS B COOTBETCTBUWM C OMepaLMOHHbIM
nofem, BCerga MCnofnb3oBaTb 60nee KPYMHbIA pasmMep ANs TONCTbIX TKaHeil u nes3sue
MEHbLLEro pasmepa ana 6051ee TOHKMX MATKUX TKaHei.

2. [Mocne BbIGOpa O4YNCTUTL ONepalyMoOHHOE MOJie C MCMOAb30BaHMEM COOTBETCTBYHOLLErO
Ae3nHUUMpyowero cpeacTaa.

3. TpoBepuTb yNnakoBKY N1€3BMSA Ha LLeNIOCTHOCTb, CPOK XPaHEHMWS, NOC/Ee Yero N3BneYb ne3sue
13 yNakoBKKW. Y NaKOBKY M3 POSIbIM PEKOMEHAYeTCS OTKPbIBaTb HANOMOBUHY B CTEPU/IbHO
30He TakK, 4ToObl Ne3Bue ObIN0 06HaXXeHO. HeT Heo6X0AMMOCTWN MOMHOCTLIO WU3BNEKATH
ne3Bue 13 ynakoBKMw.

4. Jle3sBume He06XOAMMO YCTaHOBMTb Ha COOTBETCTBYIOLLYIO PYYKY CKanbhens CoraacHo
pasmepy nasa M MNPOBEpUTb (IMKCALMIO NEe3BUS Ha py4vke ckanbnens. Jlessue AOMKHO
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Ncnonb3oBatbCa ¢ pyykamu ckanonend Ne 3 n Ne 4 B cootBetcTBuM ¢ EN ISO 27740.
Jle3Bre MOXXHO HENOCPeACTBEHHO 3aKPenuTb Ha METa/l/IMYeCKO pyyKe cKanbnens nyTem
CABUraHUs PYyYKN CKanbnens B LWieNb Ha Ne3BUU L0 U3B/IEYEHNUA N1IE3BUA U3 YNaKOBKK, 6O
MO>XHO M3BJ/IeYb M3 YMaKOBKMN C MOMOLLbIO MUHLETA U 3aKPENUTb Ha PYYKe CKanbnens, Kak
nokasaHo Ha npunaraemoli Cxeme N91. [lna aToro Heo6xo4MMO B3ATb PYUKY cKanbnens Ne
3/Ne 4 B COOTBETCTBUM C KOHGurypauuein nessus. 3axBaTuTb Ne3BMe MUHLETOM WK
aHaNoOrMYHbIM MHCTPYMEHTOM, n3beras KOHTaKTa C pexyLiert KPOMKOWA.
Cxema 1T10psiA0K NpUMeHenus nessus B3sTb pyuKy cKanbMnens feBoii pyKoil Tak, 4To6bl
KpenneHune 6bino BBepxy (Cxema N9 1 n. (1)),
Iy MoMecTuTL Ne3Bre Ha KpensieHne pyykn ckanbnens
n BCcTaBuTb B nasbl (Cxema M 1 n. (2)). CABUHYTL
nessue 1o wenuyka (Cxema N9 1 n. (3)).

5. Korpa ne3Bue YCTaHOB/EHO Ha
METa//IMYECKY PYYKY CKanbnens, Bbibparb MecTo
(2) 3 paspesa.

6. BbIMOAHUTL paspe3 B COOTBETCTBUM C
Heo6XoAMMOI  ANMHOW  MOCMe  HaANeXallero
N3MepeHUs N pasmMeTKu.
@3} E 3 7. [Mocne wucnonb3oBaHUA W3BNEYL NE3BUE U
t YTUNN3MPOBaTb B YCTAHOB/IEHHOM  MNOpPSAJKE.
Y paneHuve ne3Bua: 3aXBaTuUTb fie3BUe MUHLETOM UK
aHasIorMYHbIM NHCTPYMEHTOM. MoaHATbL
AVCTanbHbIN KOHeL, ne3sus KOHYNKOM
yKasaTe/flbHOro nasnbua, un3beras KoOHTaKTa C
pexyuiel KpOMKOW, U OCTOPOXKHO OTOABUHYTb OT
pyuku ckanbnend (Cxema Ne 1n. (4)).

7. Mepbl NpesoCTOPOXKHOCTU

MpegHasHayeHoO [ANd O4HOPA30BOr0 MCMOMb30BaHWA C OA4HMM: nauueHTom! He
NCMo/b30BaTh NOBTOPHO.

Mepep akcnnyaTaymMein 03HAKOMbTECh C MHCTPYKLMEN MO MPUMEHEHNIO.

[aHHoe wum3genve  [JO/MKHO  UCMOMb30BaTbCA  TONIBKO  KBAINM(ULMPOBAHHbLIMU
MeANLUHCKUMU paboTHUKaMN.

Mepen ncnonb3oBaHMEM BCerja NpoBepATh LEefIOCTHOCTb U34eNINsA U YNaKoBKN, a Takxe
CPOK rofHoCTW. He ncnonb3oBaTh Moc/ie OKOHYaHWA CpoKa rofHOCTMU.

He ncnonb3oBath, eCnv U3fenne Ui ynakoBka noBpexjeHsbl.

Mcnonb3oBath n3fenne cpasy nocsie BCKPbITUA YNAKOBKMN.

M3genve noctaBnsfeTca B CTepunbLHOM Buae. He cTepnnm3oBaTb NOBTOPHO.

N3Bnekatb n3genve n3 ynakoBkM TOIbKO B CTEPUIBHON 30He.

OTKpbIBaTb YNaKOBKY CO CTOPOHbI OTC/1aNBAEMOTO COELMHEHNS.

Mpu ucnonb3oBaHUN n3genna nsberaTb Ype3aMepPHOro ycunusa u nsruba nes3sus, 4Toobbl
npegoTBPaTUTL MOMIOMKY.

M3genns oveHb ocTpble, 06pawaTbcs ¢ HUMU OCTOPOXHO.

Cob6ntofainTe OCTOPOXHOCTb MPU YCTaHOBKE /ie3BMA Ha PYuYKYy CKanbnens, 4tobbl
n3bexarb TpaBM WM HecYacTHOro cnyvas. lNMepefaBaiTe usgenue Apyr 4pyry yepes
HelTpanbHY 30HY, PY4KOI Bnepea.

B cnyyae yxyaleHus s eKTUBHOCTN N3AENNS NPY LLeIeBOM UCMONb30BAHUMN 3aMEHUTD
ero Ha HOBOE.
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Heobxogumo cobnofate  COOTBETCTBYHOLWME  MPUMEHUMBI
obpalleHnn Co CTEPUSIbHBIMU U3LENNAMMU.

Mocne wcnonb3oBaHWsA wu3fenne HeobXoLMMO YTUIM3UpOBAT
rocyAapCTBeHHbIM 3aKOHOATe/IbCTBOM.

e npoueaypbl  npu

b B COOTBETCTBUU C

Co6ntoflaiiTe OCTOPOXHOCTb MPU YTUAM3AUMW WU3[AENUs, 4YTOGbl U36GexaTb NOGOro

KOHTaKTa nan TpaBM OCTPbIM Kpaem WU3[ennA.

8. TexHu4Yeckmne XxapaKTepUCTUKMN

8.1. CoO0TBETCTBME N1€3BUI 1 PyUdeK CKaslbnens

BapuvaHT
senonvennss 0 fOA W2 2D 15 1C 18 20 A 2
Ne pyyku
cKastbMenst 3 3 3 3 3 3 4 4 4 4

8.2. Pa3wvepbl ne3suin

Tabnumua 2. Pasmepsbl ne3suit

2A 23 24 25 36

4 4 4 4 4

BapuaHT ucnonHenus  [yvHa usgenus, MM [innHa paboudeit yactv, v LLIvipnHa paboyeii vactu, Mm

10 41.74+0.3 25.88+0.2 7.1940.2
HOA 39.59+0.3 14.24+0.2 7.45+0.2
un 41.48+0.3 20.21+0.2 5.74+0.2
12 37.98+0.3 12.0640.2 11.5740.2
12D 37.56+0.3 11.64+0.2 10.99+0.2
15 38.72+0.3 11.27+0.2 3.70+0.2
15C 38.23+0.3 10.41+0.2 5.20+0.2
18 53.30+0.3 27.90+0.2 8.90+0.2
20 46.21+0.3 26.82+0.2 9.40+0.2
21 52.69+0.3 33.92+0.3 9.70+0.2
22 58.68+0.3 37.77+0.3 10.39+0.2
22A 58.22+0.3 27.85%0.2 11.69+0.2
23 50.71+0.3 27.89+0.2 9.20+0.2
24 55.71+0.3 32.47+0.3 10.45+0.2
25 49.43+0.3 26.84+0.2 9.11+0.2
36 60.00+0.3 43.40+0.3 8.90+0.2

9. PacluMpoBKa CUMBO/IOB, NMPUMEHSIEMbIX B MapKUPOBKE YNMaKOBKM

Cumson Pacwugposka Cumson
I [JaTa n3rotosneHus BTEML/R
M13rotoBuTesb

Vcnonb3osarts o

Homep o Katanory
(apTvikyn)

LOT Koga naptvn
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PacwmndpoBka

PaauaupoHHas
cTepunmsauys
3arnpeT Ha NnoBTOpPHOE
npumeHeHne
He cTepunnsosatb
MOBTOPHO

Bepeyb OT COMHEeYHbIX
nyyei

Bepeyb 0T Braru
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CC CoO0TBETCTBME EBPOMEVCKIM [JvanasoH Temnepartyp
HOpMam aKcrTyarTaummn
He ncnonb30Bath mpu O6paTUTECh K MHCTPYKLMK

(§) MNoBPEXXAEHNIN YINMaKOBKU G_LI Mo NpMMeHeEHNo

He yTunusmposarts ¢

HanpasneHve oTcnavBaHus
)K ObITOBLIMY OTX0LaMK

YMaKoBKM

10. TexHuYeckoe 06Cy>KMBaHME N PEMOHT.
I/I3,u,en|/|e ABMAETCA OAHOPA30BbLIM. TexHu4yeckoe 06C}'Iy)KI/IBaHI/Ie N PEMOHT HE NPeAyCMOTPEHDI.
11. YcnoBus TPaHCNOPTUPOBKN, XPaHEHUA U IKCNyaTauum.

XpaHeHue: bepeyb OT BO3AeCTBUS Barn, NpamMoro Bo3gencTeus Tenna, oT NpsMbIX
COJTHEYHbIX NyYell.

TpaHcnopTupoBaHue. TpaHCNOPTMPOBaHWE W3LeNuiA, YNakoBaHHbIX B TPAHCMOPTHYO
Tapy, LO/MKHO OCYLLEeCTBAATLCA BCEMU BUAAMMW KPbITbIX TPAHCMOPTHBIX CPEACTB C COBM0AEHNEM
NPesoCTOPOXHOCTEN, YyKa3aHHbIX Ha TPaHCMNOPTHOW Tape M B COOTBETCTBMM C MpaBuiamu
NMepeBO3KN rpy30B, AeNCTBYHOLLMMMN Ha TpaHCNOpPTe AaHHOro BMAaA.

JkcnnyaTtauna: M3genms NpuUMEHAOTCA B MEAUUMHCKUX YUYPEXAEHUSX, B YCNOBUAX,
TPebyoLW KX 3aWMnTbl PYK MEAULMHCKOTO paboTHMKA NPU NCNONb30BAHUIN U3LENNSA MO HA3HAYEHUIO.

Ycnosus xpaHeHus, TPaHCNOPTUPOBKKU W 3KCNayaTalun B NOMELLEHUN:
Temnepartypa Bo3gyxa: 5°C go 30VC

OTHOCKTeNbHAA BNaXXHOCTb: MeHee 60%

ATMoOcC(epHOe AaBneHmne: cneunpuyeckmx TpeboBaHuii Her.

12. Ctepunusauusa

CTepunmsayms NpoBOANTCA raMMa-U3nyyYeHWEM C MUHUMaNbHOM f0300 25 KIp (2,5 Mpag).
N3penus ans cTepunusaumMm M3nydeHWeM MOABEPraldTcs BO3AEWCTBMIO raMma-usnydyeHus ot
MCTOYHUKA U3NyyeHUs KobanbT-60 B BannampoBaHHoi SARC ycTaHOBKe CTepuausaymu ramma-
W3NYyYeHWEM B TeueHWe NpefBapuTENbHO 3aJaHHOr0 BPEMEHW CTEpPUAU3aLMM ANS [0CTaBKW
TpebyeMmoli 403bl U3NYYEHNS.

N3penus Henb3s noasepratb MOBTOPHOW cTepunmsauuun. [MOBTOpHas CTepuamn3alms
NMPUBOAUT K MW3MEHEHMI0O MeXaHWYeCKMX CBOWCTB WCMONb3yeMoro matepuana. [loBTopHas
CTEPUNMN3ALUA NE3BNS MOXKET He COOTBETCTBOBATb LieNEBOMY MCMO/b30BaHUIO, NOCKOMbKY Ne3Bue
MOXET 3aTynuTbcA. [POM3BOAMTENb HE HECeT OTBETCTBEHHOCTU 3a M3Aenus, NoABepriinecs
MOBTOPHOW cTepuan3aLuu.

13. YTununsaums

MefuuMHCKoe Wu3genne LO/MKHO YTUAM3NPOBATLCA B COOTBETCTBMM C MeAULUHCKUMM
npouefypamu, NPUHATbIMN B MEAULNHCKUX YUPEXAEHUAX, U MECTHbIMU, FOCYAapPCTBEHHLIMU WX
thefepanbHbIMX HOpMaTMBaMuK. Bbl6op MeTO0B 6€30NacCHON YyTUAN3ALMU N YHUUTOXEHUS N3AeNnil
3aBMCUT OT MOLHOCTM W NpoPunsd MeJULMHCKOM OpraHu3aunn, Haanuma YCTaHOBOK MO
06e33apaXknBaHN0/06e3BpEXXNBaHMNI0 0TX0A0B, cnocoba 06e3BpeXXNBaHNA/YHUUTOXEHNS OTXOL0B,
MPUHATOrO Ha afMUHNCTPATUBHON TePPUTOPUM (CXKUTaHWe, BbIBO3 HA NOMUTOHbI, YTUAN3ALMS).

MeguumHckoe wusgenue «Jle3Bue Xxupypruyeckoe Stea® [ns cKanbnens» OTHOCUMTCH K
3ANNAEMUONOTMYECKN ONACHbIM MeAULUHCKUM O0TX04aM: maTepuanbl U UHCTPYMEHTbI, NPeaMETbI,
3arpsA3HeHHbIE KPOBbIO M/MAW APYTUMU GUONOTUYECKUMUN XKNAKOCTAMMN.
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MoTpebuTenbckass ynakoBka, OpakoBaHHOE uW3fenne W W3genne C WUCTEKIWUM CPOKOM
rOAHOCTU OTHOCUTCA K 3MUAEMMNOIOrMYecK 6e30nacHbIM 0TX04aM, MPUOINXKEHHBIM MO COCTaBYy K
TBepAbIM 6bITOBbIM 0TX04aM (TEO).

MeguunHCKaa opraHu3aums OCYyLLecTBNSET TOMbKO C6Op U BPeMEHHOe XpaHeHue
BbllleyKa3aHHbIX 0TX0A4oB. C60p 0NacHbIX MeAMLMHCKMX OTXOLOB  OCYLLEeCTBAAT B
COOTBETCTBYIOLIME TMPOKONIOCTONKME KOHTelHepbl AN OTXOLOB, XpaHeHWe B CneumanbHo
OTBEAEHHbIX MOMELLEeHUAX UM B MeCTax [AJ/11 BPEMEHHOr0 XpaHeHUA MeAMLMHCKUX OTXOLOB A0
nocnefytowero TPaHCNOPTUPOBAHUSA K MECTY YHUUTOXEHUSA UMW YTUNU3ALUN.

C60p M XpaHeHWe HeonacHbIX OTXOJO0B OCYLLECTBNSETCA B MHOrOpasoBblX KOHTeWHepax,
YCTaHOB/IEHHbIX Ha CreunanbHON nnowanke (B NoOMeLLeHUn).

TpaHcnopTuUpoBaHue ¥ yTUAn3auua MefuLUHCKUX OTX0A0B U3 MEAULUHCKUX YUPexLeHUMN,
3aHMMAlTCA Cneumanm3npoBaHHbie opraHusaumnm, MeroLLne NMLEeH3NI0 Ha obpaLleHne ¢ JaHHbIMK
BUAaMU MeAULUHCKMX OTXOLOB.

14. CpoK rogHocTun

CpOK rogHoCTU cocTaBnsieT 5 neT ¢ AaThbl CTEPUAN3ALMU/MPON3BOACTBA

15. MepeyeHb MeXayHapPOAHbIX CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeANLIMHCKOE
naenve

EN ISO 14971:2012, EN ISO 14155: 2011/ AC 2011, EN 62366:2008, EN ISO 10993 -1:
2009/AC:2010, EN ISO 10993-4:2009, EN ISO 10993-5: 2009, EN ISO 10993-12:2012, EN I1SO
11607-1:2009, EN 1SO 11607-2:2006, EN 1SO 13485:2016, EN I1SO 11737-1: 2009, EN ISO
11737-2:2009, EN 1SO 11140- 1:2009, EN 1041:2008, EN 1SO 15223-1:2016, EN ISO 11137-
1:2015, EN 1SO 11137-2:2015, EN 27740: 1992/ AC 1996, BS 2982:1992, I1ISO 10993-10:2010,
1ISO 6507-1:2018, 1SO 2859-1:2003, IS 6263:1972, USP 40, ISO 14644- 1:2015, ISO 14644-2:
2015, ISO 14644-8: 2013, ISO 14644-9: 2012, ISO 14644-10: 2013, ISO/TC170/SC N 72, BS
5194(Part 1):1991, ESC 6515, 6520 GG-H- 0080a (DSA-DM), BS EN-868-5: 2009, IP 2002, 1SO
11135:2014, 1SO 14644-7:2004, 1SO 14698-1:2003, 1SO 14698-2:2003, EN I1SO 11138-2 :2009.

16. MapaHTUN N3roTOBUTENSA

MpeanpuATMe-U3roToBUTENb  FapaHTUMPYeT  COOTBETCTBME  MEAULUHCKOro  WU34enuns
TpeboBaHWAM, BAUAKOWMUM Ha KayecTBO, 3PGeKTUBHOCTb, 6e30MacHOCTb U (DYHKUUOHANbHOE
HasHayeHWe npu co6MOAEHNM NOTpebuTeNneM Mep NPeAoCTOPOXHOCTU, YCNOBUIA 3KCnayatauuu,
TPaHCMOPTUPOBAHUS U XpaHEHUS.

VIHCTDVKLMS MO NDVMEHEHWI0 HA MEANLMHCKOE U3Jenne:
@ 000 LUPMHU [ INFO@CIRMIRU & WWW.G0SZDRAVNADZORRU ,nensi & BapuanTax ucnonHenus
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[LUTamn: 3aBepeHO]

[MeyaTb: HOTAPUYC * MPABUTENBCTBO NHANN * K.M. CUHI X, agBokat, KAHMYP
(YTTap-Mpagew), per. Ne 13372 2017] °

inodnucb! 28.09.2021 .

HacToAwmnin AOKYMEHT COAEPXUT 8 CTpaHuy,
Buwan Kep, 1nognucsl
Buue-npe3unaeHT, «Kep Cépmxunkan lMpaiseTt Jiumnten»

[MeyaTb: «Kep Cépmxukan MpaliseT lumutea» * C-34 NpOMbILINEHHbIN NapK «MaHKnW» *
KaHnyp-22, Y1Tap-Mpagew, NHauns]

[MevaTb: HOTAPUYC * MIPABUTENBCTBO NHAWW * KM. CUHI X, agsokaT, KAHMYP
(Ytrap-MNpagew), per. Ne 13372 2017]

inodnucb! 28.09.2021 .

[LUTamn: 3aBepeHO]
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MepeBop, JaHHOTO TeKCTa BbINO/HeH NepesoaUMkoM KpanimHbiM eH1coM AneKcaHapoBrye:M

[Mognuck

Poccuiickaa deaepaLms

Mopog Mocksa.
[Bajuatb cegbMOro oKTA6ps ABe ThiCAYM gBajLaTbh MEPBOro roga.
A, MNpokoweHKoBa EneHa EBreHbeeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOA/IMHHOCTL nognucy nepesofunka KpaHnmHa [leHnca AnekcaHiposuya.
Moanuck cpenaHa B MOEM MPUCYTCTBUN.
JlnyHOCTb NOANNCABLUEr0 OKYMEHT YCTAaHOB/EHA.

3aperuncrtpupoBaHo B peecTpe: Ne 21/86-H/77-2021-

YnnayeHo 3a COBepLleHMe HOTapuanbHoro gericteus: 400 py6. 00 Kon,

Mopagnunceo lMpokoLweHKoBa
FEPBEOBAA MEYATb
HOTAPUYCA
MpoLWHYpoBaHO, NPOHYMEPOBAHO U CKpPensieHo neyatbio 16 nucT (-a,-0B).

E.E. MNMpokoweHKoBa

Thlca4n TIBpBOrO FOfr

'eHbeBHa/HOTapUyC  ropoga
| c WencraBneHHoro

EAMaetca
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