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INSTRUCTION FOR USE
FOR THE MEDICAL DEVICE

CLEAN+SAFE* Non-Sterile Nitrile Rubber Medical Examination Gloves

Version 3
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rHanmcHoBaHVe MeULMHCKOrO HIr e/ HA

1. Medical device name and versions

CLEAN+SAFE® non-sterile nitrile rubber medical examination gloves
Versions:

1 CLEAN+SAFE® non-sterile nitrile rubber medical examination gloves: powder-free with
textured fingertips (blue). Sizes: XS, S, M, L, XL;

2. CLEAN+SAFE* non-sterile nitrile rubber medical examination gloves: powder-free with
textured fingertips (purple). Sizes: XS, S, M, L. XL;

Hereinafter referred to as gloves, devices, CLEAN+SAFE gloves, CLEAN+SAFE™ nitrile rubber
gloves.
2. Information about the developer, manufacturer and authorized representative of the

medical device manufacturer

Developer

l.yncmed Medical Technology (Beijing) Co. Ltd.

Address: Room 1601, Building No. 2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 10(k022 Beijing, P.R. China

Tel. +86-010-86468058, E-mail; Contacius(“LyncMed.com

Manufacturer

Lyncmed Medical Technology (Beijing) Co. Ltd.

Address: Room 1601, Building No. 2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 100022 Beijing, P.R. China

Tel. +86-010-86468058, E-mail: Contactus@LyncMed.com

Authorized representative of manufacturer (producer)

PROTECO, JSC
Legal address: 192102, St. Petersburg, Salova st. 57, build. 1, lit. I.
Busine.s5 address: 196128, St. Petersburg, Varshavskaya st. 5, bldg. 2, office 401, Business Center
“Varshavsky”
Tel./fax: +7 (812) 635-88-90; E-mail: info@protecodent.ru
3. Intended use of the medical device with indication of an intended user

3.1 Intended use of the medical device

Clean+Safe* gloves are intended to provide two-sided barrier to protect both patients and
healthcare personnel from cross-contamination during medical research, diagnostic and
therapeutic procedures, as well as for use in cosmetology. Gloves are single use non-sterile
devices.

3.2 Intended users
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* b'Mgc procedure

/

i'lean+Safe* nitrile rubber gloves are recommended for

healthcare personnel in cosmetology clinics and healthcare facilities, such as hospitals, i
maternity hospitals, clinics a>d doctors' offices (iiKluding private) and other healthcare

/Tale its origi .
facilities. out a glove from its original box

individuals using the device for its intended purpose specifled by the manufacturer.

4. Device description and design

Clean + Safe* nitrile gloves, ambidextrous, are made of nitrile rubber, have a beaded wrist
cuffthat snugs the wrist. Bead is rolled inside the glove and eliminates roll-ups and accumulation
of infectious agents between the head and the external surface. The device has a powder-free
surface, isa ~ngertip-textured. The device is single chlorinated to prevent the sides of gloves from .
sticking together and to ensure easy removal from the hand. The gloves are presented in two 2. Touch only restricted surface of the glove
colors- blue and purple. gﬁfr(r_;mpondmg to the wrist (at the top of the

5. Indications, contraindications and possible side effects associated with intended use
of medical device

S.I. indications

The gloves are intended to protect hands and maintain hygiene standards in examination of
patients, diagnostic and other manipulations where gloves must be used, in order to prevent

infection of the patient and the physician. 3. Don the first glove.

5.2. Contraindications

Contraindication for use of Clear*b$ale* nitrite rubber gloves is individual intolerance to raw
materials components. If irritation occurs, stop using the device and seek medical attention.

5.3 Side effects 4. Take the second glove with bare hand and
touch only restricted surface of glove
Side-effects that may occur during normal conditions of intended use: non-allergic contact corresponding to vmst.
dermatitis due to the individual intolerance to raw materials, including additives used in gloves
production.

6. Precautions

Read instructions before use. Do not use after expiration date.
Do not wear the same pair of gloves for the care of more than one patient. When wearing

gloves, change them during care of the same patient if moving from one body site to another one 5 To avoid touching the skin of the forearm with
with different bacterial flora. ) ) gloved hand, turn external surface of the glove

Hand hygiene must be performed before putting on and after removing gloves. After to be donned on the folded fingers of the gloved
handrubbing or handwashing, let your hands dry completely before putting on gloves. hand, thus permitting to glove the second hand.

If gloves are contaminated with secretions, blood, etc. in order to avoid contamination of the
hands during their removal, use a swab (cloth) moistened with a solution of a disinfectant (or
antiseptic) to remove visible contaminants. Remove gloves; immerse them in a disinfectant
solution and dispose of them. Treat hands with an antiseptic.
Gloves should be removed immediately, ifthey are damaged (or there is a suspicion that their
integrity is compromised) or there is indication for hand hygiene.
INSTRI CTION FORISE
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Once gloved, hands should not touch
’jurrounding objects the contact v/ith which is an
*indication for glove change.

After use pinch one glove at the wrist level to
remove it, without touching the skin of the
forearm, and peel away from the hand, thus
allowing the glove to turn inside out.

8. Hold the removed glove in the gloved hand and
slide the fmgers of the other hand between the
glove and the wrist. Remove the second glove
by rolling it down the hand and fold into the
first glove.

9. Discard the removed gloves.

10. Then perform hand hygiene by rubbing them with hygienic antiseptic agents or by washing
them with soap and water.

8. Technical and functional features

Physical propenies;
1 Elongation at break - not less than 500 % (before accelerated aging), not less than 400 %
after accelerated aging; force at break - not less than 6.0 H (before and after accelerated aging).
2. Hetmeiicity. inspection level /AQL - GI '2.5.
3. Residual powder content: not more than 2 mg'glove.

Dimensions;

Dimension Specification
Size XS S 1 M L XL
Width, mm 70-79 80-89 ! 90-99 | 100-109 rno-n9
Length, mm Not less than 240
Thickness, mm Palm - not less than 0,05
INSTRICTIONFCRUSt
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// rzzr:. Finger tip - not less than 0,05 ZD

Packaging
[fedical devices “Clean+Safe® non-sterile nitrile rubber medical examination gloves” are packed
~ 8cardboard box in the amount - 100 pcs. (50 pairs).

Description of symbols on a package:
Table t. Sybob aad dyriptioaa

Symbol Description Symbol Description
Llﬂ. Manufacturer Manufacturing date
Lot number Keep dry

household waste

Keep away from

sunlight Do not reuse

/\ Product must not be -
Non-sterile disposed ofas

D a Consult instructions REF Reference number

for use (article)
Product does not
C€ CE compliance mark contain natural rubber

latex
§ Do not use if package
is damaged

10. Requirements for maintenance and repair of medical device

The devices arc disposable and easy to use, do not require special skills and training. They do
not need ser.‘ice and repair.

11. Sterilization and disinfection

Clcan+Safe* non-sterile nitrile rubber medical examination gloves are single use non-sterilc
devices. Sterilization and disinfection are not applicable.

IRSTHTION KRUE
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JitConditions of storage, operation and transportation

f Stpragg. Devices should be stored in well-ventilated areas away from heat, direct sunlight,
ool exposure of lighting systems and electrical equipment. Packages must be protected from
~lamination, dust, moisture and mechanical damage.

Storage conditions:
- temperature: 10to+30"C;

| - relative humidity: up to 80% at 25 ®C

« atmospheric pressure: no specific requirements.

Transportation. Gloves packed in shipping box may be transported by all types of covered
vehcles 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: -30 to 50 *C;

- relative humidity: up to 98% at 35 “C; (non-condensing);

+ atmospheric pressure; no specific requirements.

Operation. Devices are used in healthcare facilities, ambulance vehicles, in field and home
conditions, to protect the hands of medical stuffwhen using the product for its intended purpose.

Operation conditions;
- temperature: 10to 35 ®C

- relative humidity: up to 80% at 25 ®C,
« atmospheric pressure: no specific requirements.
13. Disposal

The medical device “CLEAN + SAFE® Non-sterile Nitrile Rubber Medical Examination
Gloves” after their intended use are classified as epidemiologically hazardous waste (products
contaminated with blood and/or other body fluids of patients).

In this case, a medical organization performs only collection and temporary storage of the
above waste. Waste is collected to single-use bags or containers with color marking adopted for
hazardous medical waste in a room or in places for temporary storage of medical waste before
further transportation to a destruction or disposal site.

Transportation of medical waste from medical facilities, and their disposal is provided by
specialized organizations licensed to treat epidemiologically hazardous medical waste.

Consumer packing, rejected and expired unused products are cla.ssified as epidemiologically
safe waste (non-hazardous waste not contacting body fluids of patients) which is close by its
composition to municipal solid wastes (MSW).

Non-hazardous waste is collected in reusable containers ordisposable bags (excluding bags for
hazardous waste). The procedure for collection and storage of non-hazardous waste is determined
inaccordance with the waste management scheme in each specific organization.

Transportation and disposal are performed considering requirements adopted for a given
INSTK CTIONFORt SC
TORIHCKIGOCALDOVCE
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in accordance with the sanitary legislation of a particular country for the maintenance of
ilaiwi areas and treatment of production and consumption waste.

Shi'Iflife

Tlte manufacturer guarantees compliance of all parameters and characteristics of the gloves
fthioughout the shelf life: 5 years, subject to the packaging integrity and compliance with storage,
ttensporation and operation conditions, in accordance with the instructions.

IS. List of international standards that the medical device complies with

93/42/EEC, EN 455-1, EN 455-2, EN 455-3. EN 455-4, EN 1041, 1SO 9001. EN ISO 10993-1, EN
ISO 10993-5, EN I1SO 10993-10, I1SO 11193-1 (Except “Thickness” and “Force at break”
parametei™) , EN 1SO 14971, EN ISO 13485, EN ISO 15223-1, EN 16523-1, EN ISO 21171,
ASTM D412-16, ASTM D573-04, ASTM D3577-09el, ASTM 03767-03, ASTM 05151-06,
ASTM Ohl24-06, ASTM 06319-10 (In the part of“l hickness”parameter).

Reference standards are used in the latest edition: the organization maintains and updates the list of
reference Standards as a record of its own management system in accordance with ISO 13485.
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[MepeBog, ¢ aHrMIACKOro 1 KNTaNCKOro A3bIKOB Ha pyCCKMiA A3bIK]
[Ha 6naHke KnTaiickoro kKomuTeTa cofeiic TBUA Pa3BUT U0 MeXKAYHapOAHON Topro&yum

[TekcT fOKyMeHTa na KWTalCcKoM 1 aHrYMiACKOM A3blkax MaeHTu4eH]

CEPTUOPUNKAT

[NloroTun-. «Cu-Cun-rMun-Aii-Tu» (CCPIT)
KuTtalicknii KOMUTET COAEICTBUA Pa3BUTUIO MEXAYHapOAHO TOprosnu]

®yHKUMU KUTalicKOro KOMUTETA COAeACTBUS PasBUTUIO MEXLYHAPOAHO TOProBAW BbIMONHSAET
KuTalickas nanara MexayHapogHOl Toprosiun
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[NoroTun-. «Cu-Cu-nu-Ain-Tu»
KuTalicknii KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHapPOAHON TOProsam]
01299647

KuTtalickuil KoMUTeT COAelicTBIUA PasBUTUIO MeX/AyHapOoLHOR TOProBan
KuTaiickas nanata mMexgyHapogHoli Toprosam

CEPTU®UKAT

[QR-Kod]
Ne22110080/039503

HACTOAWMM  YOOCTOBEPAETCHA, UTO neuvatb «JIMHKMEAL MEAVKAN
TEXHONO0XW (MEKWH) KO., NTA.» (LYNCMED MEDICAL TECHNOLOGY (BENJING)
CO., LTD.) Ha npunaraemom OKYMEHTE focTtoBepHa.

[MevaTsb: CEPTUPNKALINA «Cu-Cu-MNn-Ant-Tn» KI/ITAI7ICKI4I7I KOMWUTET
COAENCTBUA PA3BUTUIO MEXAYHAPOAHOW TOPIOBJ/1A]

KunTaickuii KOMUTET COENCTBMA Pa3BUTUIO MEXAYHaPOLHOW TOProsau

[MevaTs: CEPTUOUKALINA «Cn-Cu-Mu-Aii-Tux» KI/ITAVICKI{IM KOMWUTET
COOENCTBUA PA3BUTUIO MEXXAYHAPOAHOW TOPIOB/N]

YnonHomoueHHoe amuo: YaHb Ao (Chen Yao)
Moanucek: Inodnuch/

[faTta; 07 nronga 2022 .

[Tuceras nevaTs: CEPTU®UNKALINS «Cu-Cu-Mu-Ait-Tus KUTAACKUA KOMUTET
COLENCTBWA PA3BUTUIO MEXAYHAPOLHOW TOPIOB/IN]

Be6-caifT ana nposepky ceptudmkara; http;//www.rzcepit.com/validate.html
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JAara: 01 nioHa 2022 r.

«YTBEPXKAEHO»

Inodnucbl (nognwnce)

MsH Bax (Peng Wang)

eHepanbHbIil AupekTop

«JInHkmeq Meankan TexHonomku (MekuH) Ko., ta.»

[MevaTb: «IuHkmes Megvkan TexHonomku (MekuH) Ko., 1T4.», MeknH, Kutaii]

NHCTPYKUWA no MPUMEHEHWIO
HA MEOVNUWMHCKOE N3AENNE

MepyaTky MefUUMHCKME gnarHocTuyeckune HectepuibHble CLEAN+SAFE%
HUTPUOBbLIE

[MeuaTs Ha Kaxkoii cTpaHuue: CEPTU®NKALING «Cu-Cu-Mu-Aii-Tu» KUTACKUIRA
KOMWTET COOENCTBUA PA3BUTUIO MEXXOYHAPOAHOW TOPIOB/1A]

Bepcua 3



1 HaumeHoBaHWe MeSIMLMHCKOIO U3genus

MNepuaTkn MeAULMHCKME anarHocTnyeckme HectepusbHble CLEAN+SAFE®, HATpUIOBbIE;
Mogundurkauum:
1 TMepyaTkn  MeAWLMHCKME  [ANArHOCTUYECKME HecTepunbHble  CLEAN+SAFE®,
HWTPUNOBbIE: HEOMYAPEHHbIE. TEKCTYPUPOBaHHbIE Ha NasbLiax (LBeT rony6oit);
pasmep XS. S, M, L, XL
2. TlepyaTkn MegMUMHCKWE  AuMarHocTuyeckue HecTepusbHble  CLEAN+SAFE®,
HWTPUNOBbIE: HEONyApPeHHble, TEKCTYPUPOBaHHble Ha nNanbuax (LBeT (UONeToBbIN);
pasmep XS, S, M, L, XL

[anee no Tekcty - nepuatku, usgenuns, nepyatkm CLEAN+SAFE, nepyatkn CLEAN+SAFE*
HUTPUNOBbIE.

2 CBefeHvs 0 NPoM3BoAUTEe, pa3paGoTUMKe 1 YNoSHOMOYEHHOM NpescTaBuTeNe
npoussoauTens

MpousBoanTensb:

Lyncmed Medical Technology (Beijing) Co.Ltd.

(«luHkmes Megvikan TexHonomku (MekuH) Ko., NItg.»)

Agpec: Room 1601, Building No. 2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 100022 Beijing, P.R. China (komHaTta 1601, 3gaHue 2, BusHec-LeHTp YxybaH
2000, banuuxyaHcunm, 99, paitoH YaosH, 100022, MekuH, KHP)

Ten. +86-010-86468058, an. nouta: Contactus@ LvncMed.com

PaspaboTumk:

Lyitcined Medical Technology (Beijing) Co.Ltd.

(«/TuHkmes Megukan TexHonomku (MekuH) Ko., Nlta.»)

Aapec: Room 1601, Building No. 2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 100022 Beijing, P.R. China (komHaTta 1601, 3gaHue 2, BusHec-LeHTp YUxybaH
2000, banuuxyaHcunm, 99, paitoH YaosH, 100022, MekunH, KHP)

Ten. +86-010-86468058, an. nouta; Contactus@LvncMed.com

YNOTHOMOYEHHbIN NpeacTaBuTeNb NponssoanTeNns B PP

AO «MPOTEKO»

HOp. Agpec 192102, r. CaHkT-MeTepbypr, yn. Canosa, 4. 57, kopn. 1, mt. U

dakTnyecknii agpec: 196128, CaHkT-MeTepbypr, yn. Baplasckas, 4. 5, kopn. 2, ojuc 401, BL,
«BapLuaBckuit»

Ten./thakc: +7 (812) 635-88-90; an. nouTta: info@protecodent.ru
3 HasHauyeHuWe MefULIMHCKOIO 13fe.31s C yKasaHueM MoTeHLMasbHOro noTpebutens

3.1 Ha3Ha4eHue MeMLUUHCKOIOo U3aenns

Mepuatku Clean+Safe* npegHasHaueHbl 475 UCMONb30BaHUSA B KAYECTBE [BYXCTOPOHHErO
Gapbepa Ans 3alUMTbl KakK MalueHTa, Tak W MepcoHana OT PasMYHON KOHTaMUHaLWW npu
NPOBeAEHNN MELULMHCKUX UCCNEfOBAHUA, AUArHOCTUYECKMX W TePaneBTUYECKUX MpoLedyp, a
TaKkkKe ANS WCMONMb30BaHUS B KOCMETONMOMWW. VI3[eNus HecTepusbHble, ANs OJHOPA30BOro
1CNONb30BaHNA.

3.2 TloTeHuma.lbHble NOTPe6UTENN

Mepuatku Clean+Safe* HUTPUNOBbIE PEKOMEHAOBaHbI CIEAYIOLLMM NOTPEGUTENAM:

NacTpMK**** O npmmMcMMHI0 Ha «leaMiiHHCKoe kucnse
MepyaT MUHNMUCKSAE anarnocTMuecksc HeeteplblibHeic CLE TN 4'SAFEN ANTPKNOBLIC
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- MEAMUMHCKMM paboTHWKaM B KOCMETONMOTMYECKWX KIMHWUKAX U MeAULMHCKNX
YUPEXAEHNAX, TaKUX Kak 60/bHULbI, POAWSbHbIE fOMA, MONNKANHUKYA U KaBUHETbI
Bpayeii, B TOM YnCnie 1 YacTHble, ApYriie MeAULIMHCKUE YUPEXAEHNS;

e (hM3NYECKUM ULAM, MPUMEHSIOLLMM W34e/IME MO HasHAYeHWto, OMnpeneseHHOMY
npousBoguTenem.

4 OnwvcaHve nsgenusa

Mepuatkn Clean+Safe* HWTPH.IOBble HeaHaTOMUYeCKOV (hOpMbl  WU3rOTOBAEHbI W3
HHTPUILHOTO  Kay4yKa, M0 Kpal MaHXeTbl WMET BaIMK, MNpu MOMOWM KOTOPOro
ob6ecreynBaeTca PUKcaLmMa nepuaTky Ha 3anscTee. Banuk CKpyyeH BOBHYTPb Mepyarku, uTo
NpensTCTBYeT CKaTblBAHWIO MepyaTKu W UCKNKOYaeT BepOATHOCTb CKanaWBaHWA 3MEMEHTOB C
MH(EKLIMOHHOM 0MacHOCTbIO MeX/y BaMKOM W HapyXHOW MOBepXHOCTbIO. W3genuns mmeroT
HeOoMyApeHHYI0 MOBEPXHOCTb, TEKCTYPHbI PUCYHOK Ha nanbuax. l3genne OfHOKpaTHO
X/I0PMPOBAHO A5 NPeAOTBPaLLEHUs CANNaHNA CTEHOK 1 06ecrneyeHns Nerkoro CHATUS C PyKMW.
MepyaTkn NpeAcTaB/eHbl B ABYX LiBeTax - rony6oii u pmoneTosbiii.

5 TlokasaHus, NPOTUBONOKAa3aHMA 1 BO3MOXHbIe M0604HbIe adheK'lbl, CBA3aHHbIE C
NpPUMeHeHNeM MeJULIMHCKOr0 H3/1e/INA N0 UB3HAYEHHI0

5.1 TlokasaHus

MpeAHa3HaueHbl 419 3aLWUTbl PYK 1 COBAKOAEHUS TUTVEHUYECKIX HOPM NpU 06CnesoBaHNn
NaLMeHTOB, AMArHOCTUYECKUX U APYTUX MAHUNYNSAUMAX, TPEBYIOLNX NPUMEHEHUS NEPYaToK, C
Lenblo MPOPMNAKTAKA UH(ULMPOBAHUS NaLMeHTa 1 Bpada.

5.2 TpoTuBonoKasaHus

MpoTuBonokasaHweMm Ans npumMeHeHus nepuyarok Clean+Safe* HUTpPWNOBLIX fBNsSETCA
WHAVBUAYaNbHAs  HEMepeHOCHMOCTb  KOMMOHEHTOB  Cbipbf  u3fenus. [pu  NosBAeHUN
pasgpaxeHns NpPeKpaTUTb UCNOMb30BaTh WM3LENVe U 06PaTUTLCS 3a KOHCY/bTalmel K Bpayy.

51 B0O3MOXHble M060YHbIEe 3PheKTbI

Mo60ouHble 3¢)(beKTbl, KOTOpble MOryT NpUCYTCTBOBaTb BCNEACTBUE WCMNOMb30BaHUA
MEANLMNHCKOro n3aenmsa No HasHa4yeHuto - Heanneprmuecmﬁ KOHTaKTHbI AepmaTuT, BCneacTene
MHAMBMAyaﬂbHOﬁ HENepPeHOCMMOCTN KOMMOHEHTOB CbipbA  U3fenud, BKO4asa ,qOﬁaBKVI,
ncnonb3yemMoblie B npouecce nNpon3BoacTea nepvaTok.

6  Mepbl NpefoCTOPOXHOCTYH

Mepep aKcnnyataLmeii 03HaKOMbTECh C MHCTPYKLMel MO NpUMeHeHuMto. He ucnonb3osathb
nep4aTK1 C UCTEKLLNM CPOKOM TOJHOCTH.

3anpelieHo 1CMo.lb30BaHWe OAHOW 1 TOl >ke Mapbl OAHOPA30BbIX MEPYaToOK Mpu
NpOBeAEHNN MEANLMHCKUX MaHUNYNALMIA HECKOMbKUM MauMeHTaM, a TakxKe Npu BbIMOSHEHUM
MEAULIMHCKMX MaHUMYNAUWA Y O[HOTO MalUMeHTa, HO B Pas/INYHbIX aHaTOMUYECKUX 061acTsX,
OT/MYALOLLMXCA MO COCTaBY MUKPOMIOPbI.

Meped vcnonb3oBaHWEM U MOCMe WCMOMb30BaHWA NepyaToK MPOBOAMTCA TMTHEHWYecKas
o6paboTka pyk. [MepuyaTkum HafeBatOT TOMbKO MOCAe MOMHOTO BbICbIXaHUS CPefcTBa ANs
TUrMeHNYecKoi 06paboTKM Ha KoXe pyK.

Mpw 3arpsA3HeHNN NepyaToK BbIAENEHNAMM, KPOBbIO M T.M. BO N36eXaHWe 3arpsa3HeHns pyK
B Mpoulecce WX CHATWA cnedyeT TaMmrnoHoMm (caneTkoil), CMOYEHHOW  pacTBOPOM
JesnHpuuMpytoLlero cpeactsa (MAWM aHTWUCENTWKa), ybpaTb BUAUMbIE 3arpA3HeHWs. CHATb
nepyaTku, MOrpy3uTb WX B PacTBOP CpeAcTBa, 3aTeM YTWAM3MpOBaTb. Pyku ob6paboTtaTb
aHTUCENTUKOM.

WHCcTpyKT! HONnpamemTio na »*rniflamcko( Anrnm
lItpAiTKM MUNUMHCKNC nMrHOCTSYMKMC ncetepunbune CLEAN-**$AFE*. HUTpHNoabm



MepuaTtki JO/MKHBI BbiTb CHATBI: Cpasy MoC/e TOro Kak nepyaTku NOBPeXAeHbl (MAn ecTb
MOJO03PEHNe Ha HapyLUeHWe MX LEMOCTHOCTH), 8 TakKe eCn eCTb MOKasaHWs AN NpoBeAeHUs
TUTWEHbI PYK.

7  Topsgok npuMeHeHUs

1. [locTaHbTe nepuaTky 13 ynakoBKW.

MpuKacaliTecb TONbKO K TOW YacTu nepyaTku,
KoTopas Oy/eT HaXoANTbCA Ha 3anicTbe
(BEpXHUIN Kpall MaHXeTbl).

3. HageHbTe nepsyto nepyatky.

4. Bo3bMUTE BTOPYIO NepuaTky pyKoii 6e3
nepyaTky 1 NpuKacaidTecb K TOi Yactm
nepyaTku, KoTopas 6yAeT HAXOAUTLCS Ha
*3aMsCTbE.

VICTPYKaiisi S0 NPUCKHCHUIO H* MEAAMSIHCKOE SUCIMC
MepyaTKN MCAHUMNCKNE NUATHONNYCCKUC HeeTepwnabl* CLEAN+SAFE*. MMrpmnosble
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UT06bI M36eXaTh NPUKOCHOBEHWS PYKM C
HaeToi NepyaTKoii K KoXe npeanseyss,
BbIBEPHUTE HAPYXKHYIO MOBEPXHOCTL MepyaTku
TaK. uTo6bl HAflETb €€ Ha COTHYTble Nasiblyb
PYKU B nepyaTtke, 3T0 NO3BOJUT BaM HaJEeTh
BTOPYIO Mepuartky.

[Mocne TOro Kak rnepyartku HafeTtbl, HeMb3s
npuKacaTbCs K N106bIM 06beKTam BHELLHEN
Cpeabl, KOHTAKT C KOTOPbIMU ABNAETCA
noKasaHnem Ana CMeHbI nep4yaTok.

Mocne ncnonb3oBaHWs 3axBaTUTe NasbLaMm
OfHY MepyaTKy Ha ypOBHE 3ansCTbs, YTOGbI
CHSITb ee, He AOTParuBasich K KoXe npeanieybs,
1 CTArUBAIATE €e C PyKU Tak, u4Tobbl nepyaTka
BbIBEPHYNACh HAM3HAHKY.

[lepXxu1Te CHATYIO MepyaTKy B pyKe C HafeToi
nepyaTKoii, NoABeAnTe NanbLbl PyKH, ¢
KOTOPOIA CHATA NepyaTka, BHYTPb - MeXAy
BTOPOIA MepyaTKoi 1 3anacTbeM. CHUMMUTE
BTOPYIO MepyaTKy, CKaTblBas ee C pyKu, n
B/IOXWTE B NEPBYIO MepyaTky.

9. YTuUnusupyiite CHATbIE NepyaTKu.

10. BbINOAHMTE TUrKeHy pyK NyTeM FUrMeHNYECKoi aHTUCENTUKN UMW MbITbS PYK C MbIIOM.

8  TexHuUYecKne U PYHKLMOHANIbHbIE XapaKTepUcTUKNM

DuU3NYEeCKMe XapaKTepPUCTUKN:

1. YpnvHeHve npu paspbiBe - He MeHee 500 % ([0 YCKOPEHHOro cTapeHus), He MeHee 400 %
roc/ne YCKOPEHHOro CTapeHus; ycunme npu paspbise - He MeHee 6,0 H (4o v mocie ycKopeHHOro
CTapeHus).

2. T'epMeTUYHOCTb, ypoBeHb KOHTPONs/AQL - G1/2.5.

VIMCTPYLWIMA MO NPMMEHEAAI0 Msi HCAANAKCKNE MrAC. 15
NepusTklU«cannnmckic BHAMOCTUMKITIC nectepansibic CLEAN-t-SAFF*, HITOMIOBE



3. OcTaTo4HOe cofepxaHue onyapvBatoLLero BellecTsa: He 6onee 2 Mr/nepyaTka.

Pa3wvepbl:
MNoka3saTenb 3HayeHMe Mnoka.3aTens
Pasmep XS S M L XL
LLinpuHa, Mm 70-79 80-89 90-99 100-109 110-119
AnvHa, MM He meHee 240

NafioHb - He meHee 0,05

TonwmHa, Mm
W ! KoHuuK nansbua - He meHee 0,05

9 YnakoBka

MeguunHckne wusgenus  «epyaTkn  MeguUMHCKNE [MarHoCTUYECKWEe HecTepusbHble
CLEAN+SAFE®, HUTPWUMOBbIE» YyMNakoBaHbl B MOTPEOUTENLCKYIO YMaKOBKY - KapTOHHYIO
kopo6K)' B KonnyecTtee 100 wr. (50 nap).

PacLundpoBKa CMMBO/IOB, MPUMEHSIEMbIX B MAPKMPOBKE YNaKOBKM:

Cumson Pacwudposka Cumson Paclwundposka
i J N3rotosuTens rQ [ata nsrotosneHus
Kog naptum bepeyb OT Brarun
He paspeLueHo K yTunusauunu s
HecrepunbHo 06bI4HOM nopsfKe
He gonyckaTtb Bo3aelicTans 3anpet Ha NOBTOPHOE
COJIHEYHOr O cBeTa ® nprYMeHeHe

O6paTuTech K UHCTPYKLWK N0
@ ApUMEHEHMIO lref Homep no katanory (apTukyn)

C€ CooTBeTCTBME €BPONEicKUM (g) He cofiepuT natekc

HopMam
He ncnonb3oBatb npu
MOBPEXAEHUN YNaKOBKM

10 Tpe6oBaHUSA K TEXHUUYECKOMY 06CYXMBAHUIO U PEMOHTY MEAWULMHCKOIO W3AeNnusi

M3genus mpocTbl B MPUMEHEHWUW, CYXAT /15 OAHOKPATHOTO NMPUMEHEHWs, He TpebytoT
creyuanbHO  MOATOTOBKM WMAWM  0coboii  KBauduKauuy monb3oBaTens. B TexHWueckom
06CTy)KMBAHUN 1 PEMOHTE He Hy)XJatoTcs.

11 Crepunusaums, o4MCTKa M Ae3NHPeKLNs
MepyaTkn MeauUMHCKUE [AMarHocTuyeckne HectepunbHble Clean+Safe*. HUTpUNOBbIe;

HECTEPU/bHbI, NPeAHa3HaYeHbl ANs OfHOKPATHOrO NpUMeHeHUs. CTepunmnsauns n AesuHMeKLmns
He NpeaycMOTpeEHbI.

MncTpykum no npuyencunio M'\mm@\ll.mm
Mcpu|TIN1 MMnanHckne AMrHoenlyoc«e ncctcpm.lbmbli« <'LEAN+SAFE™*. HirrpiLionue
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12 YcnoBusi XpaHeHUsl, TPAHCMOPTUPOBKU U 3KCM.lyaTauum

XpaHeHue. V130enns JOMKHbI XPaHUTLCA B XOPOLLIO NPOBETPUBAEMbIX MOMELLEHUAX BAAIM
OT WCTOYHMKOB TEnna, COMHEYHbIX flydeld, MPAMOrO BO3AENCTBMA WCTOYHMKOB CBETa W
9M1EKTPUYECKOTO 060pYA0BaHMA. YMaKOBKM HEOBXOAMMO MPEAOXpaHATb OT  3arpsisHEeHus,
3anblfIeHNs, HAMOKaHWs 1 OT PaspbiBa.

Ycnosus XpaHeHus:
Temnepatypa - oT 10 g0 30 @C,
OTHOCUTENbHAA BNAXXHOCTb BO3AyXa - A0 80 % npu 25 ®C,
- aTMocdepHoe AaBnieHne - HeT 0Co6bIX TpeboBaHMIA.

TpaHcrnopTMpoBaHue. TpaHCMOPTUPOBaHWE MepyaTok, YMakoBaHHbIX B TPAHCMOPTHYHO
Tapy, AOMKHO OCYLLECTBAATLCA BCEMU BUAAMM KPbITbIX TPAHCMOPTHBLIX CPEACTB C COBM0AeHNEM
NpesjoCTOPOXHOCTEN, YKa3aHHbIX Ha TPaHCMOPTHOW Tape M B COOTBETCTBMM C MpaBuiaMu
NepeBo3KY rPy30B, AECTBYOLMMU Ha TPAHCMOPTE JAaHHOIO BMAA.

Ycnoswa TpaHCNoOpPTMPOBaHWA:
- Temnepatypa - ot -30 0 50 ®C,
OTHOCUTENbHAs BNXHOCTb BO3yxa - 40 98 % npu 35 ®C 6e3 KOHAeHCaL My Bnaru;
aTMocepHOe AaBieHNe - HeT 0COBbIX TPe6OBaHUIA.

Jkennyatauma. M3genns NpUMEHAIOTCA B MEAWULMHCKMUX YUPeXAEeHWAX.-B MOABUKHbIX
TPaHCMOPTHBIX CPeACTBAX, B NONEBbIX U AOMALLHUX YCNOBUAX, B YCNOBUAX, TPEOYIOLLMNX 3aLINTbI
PyK MeAULIMHCKOr0 paboTHUKa MPU UCMOMb30BaHWUM U3AENNS MO Ha3HAYEHMIO.

Ycnosus aKenayatauum:

Temnepatypa- oT 10 go 35 @C,
OTHOCUTEeNbHAA BNaXHOCTb BO3ayxa - A0 80 % npu 25 “C;
aTMoC(hepHOe JaB/eHNe - HeT 0CobbIX TPeGoBaHNIA.

13 Ytunusaums

MeguunHckre un3genua  «lepyaTkn  MefULMUHCKME [UarHOCTUYECKUE HeCTepusbHble
CLEAN+SAFE*, HUTpUNOBbIE» MOCNe WCMNONL30BAHWUA WX MO Ha3HaYeHUIO OTHOCATCA K
3MMAEMMNONOTMYECKM OMAaCHbIM OTXOAaM (U3AeNnuns, 3arpa3HeHHble KPOBbO W/MAWM  Apyrumu
610N0rMYECKUMI XKMNLKOCTAMU NaLMEHTOB).

B gaHHOM cnyyae MeAMUMHCKas OpraHu3auus oCyLiecTBASeT TOAbKO c60p U BpeMeHHoe
XpaHeHWe BbIlLeyKasaHHbIX 0TX0f0B. COOp OCYLLECTBAAIOT B MakeTbl MW B KOHTelHepbl
O[JHOKPATHOI0 MPU.MEHEHWA C LIBETOBOV MapKWUPOBKOM, MPUHATOA AN ONACHbIX MeAMLMHCKUX
0TXO[0B B MOMELLEHUN WM B MeCTax [N BPEMEHHOr0 XpaHeHWs MeAWLMHCKUX OTXOAO0B A0
nocrefytoLLero TPaHCNOPTUPOBaHUA K MECTY YTUNN3ALIUN.

TpaHCNOPTUPOBAHMEM MEAULMHCKMX OTXOAOB U3  MEAWULIMHCKUX  YUPEXAEHWHA, uX
YyTUAU3aUMen 3aHMMalOTCA  CMeLuanm3npoBaHHble OpraHu3aLuu, MMeloWMe /MLEH3NI0 Ha
obpaLLieHne ¢ onacHbIMW B AMUAEMUONOTNYECKOM OTHOLLIEHUW MESULUHCKUMUN OTXOfAaMU.

MoTpebutensckas ynakoBka, 6pakoBaHHble W3[eNUS W HEeWCronb30BaHHblE W3Lenus C
UCTEKLIMM CPOKOM FOAHOCTW OTHOCATCA K 3NWAEMUONOTMYEcKM 6e30MacHbIM 0TXoAam
(HeonacHbIM OTXOfaM, He WMEOLWMM KOHTaKTa ¢ 6MONOTNYECKUMN XUAKOCTAMU NaLMeHToB),
NPUGAMXKEHHBIM MO COCTaBY K TBepAbIM bbITOBbIM 0TX0AaM (TBO).

C60p HeonacHbIX OTX0[0B OCYLUECTBNAETCA B MHOrOpa3oBble eMKOCTW WN OJHOPa30Bble
nakeTbl (3a WMCKNIOYEHWEM MaKeToB ANS OMAacHbIX 0TX0A0B). [Mopsgok cbopa u XpaHeHus
HeonacHbIX OTXOA0B ONpejenseTcs B COOTBETCTBUAM CO CXEMOM 06paLLeHWs 0TXOA0B B KaXAoM
KOHKPETHOI opraHusauuy.

VIMITPYKLMH MO NPUMEHEHMIO Ha MeaHKUMCKoe Ve 1«c
MepyaTKn MCAVHWHCKNe guarHocTuyeckne HectepunbHole CLEAN+SAFE*. HKTpM.loabic



TpaHCNOpPTMPOBaHME W YTUNU3ALUMS OCYLLECTBASIOTCA C YY4eTOM TpebGoBaHMiA, MPUHATHIX
AN JaHHOW TeppuTOpWK, B COOTBETCTBMMU C CaHUTAPHbIM 3aKOHOAATENbCTBOM TOW WK WHOI
CrpaHbl K COAEPXaHWI0 TePPUTOPUIA HaCeNeHHbIX MECT 1 06PaLLEHMIO C 0TX04aMU NPON3BOACTBA
1 NOTpebneHns.

{LWTamn: HacToswwmii [OKYMEHT COAEPXMUT_~cTpaHuL,

MaH BaH Inodnucbl (nognwuce)

"eHepanbHbIi AUpeKTop

«JInHkmeq Meaunkan TexHonogxu (MekviH) Ko., J1t4,.»]

14 Cpok rogHocLu nspenns {MevaTb: «/InHkmes Megukan TexHonogxw (Mekut) Ko., IT4.», MekuH, Kutaii]
M3roToBUTEND rapaHTUpYeT COXPaHHOCTb BCEX MapamMeTpoB W XapaKTepucTWUK NepyaTok B

TeYeHuWe BCEro Cpoka roAHOCTM: 5 neT npu YCnoBWM LENOCTHOCTW YNakoBKW, COBMHOAEHUS

YCNOBWIA XpaHeHus, TPaHCMOPTMPOBKM U KCMITyaTalum B COOTBETCTBUM C UHCTPYKLMEN.

15 [MepeyeHb NPUMeHSAEMbIX CTAHLAPTOB

93/42/EEC, EN 455-1, EN 455-2, EN 455-3, EN 4554 EN 1041, ISO 9001, EN ISO 10993-1, EN
1SO 10993-5, EN 1SO 10993-10, 1SO 11193-1 (kpoMe noKasaTefeid «TONLWMHa» U «yCuane npu
paspbiBe»), EN 1SO 14971, EN ISO 13485, EN 1SO 15223-1, EN 16523-1, EN 1S021171, ASTM
D412-16, ASTM D573-04, ASTM D3577-09el, ASTM D3767-03, ASTM D5151-06, ASTM
D6124-06, ASTM D6319-10 (B yacTu nokasaTtens «TOMLMHA»).

CTaHfapTbl WCMOMb3YIOTCA B MOCneAHell peakuMu: OpraHu3aLys COXPaHSeT W OGHOBNSET CMINCOK CrpaBOYHbIX
CTaHAaPTOB Kak 3anucb COGCTBEHHOV CUCTEMbI YNpaBieHns B cOOTBETCTBUM € ISO 13485,

WArTpyKNMS N0 NPUMEHEHWIO N MCANLNNCKOe iiuc.iiie
Mepynkm MeAMUMHCKME AnaTocTMyeckiic HeeTcpm-ToMble CI.LEAN+SAFE*, Hrrp«.loable
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MepeBo fJaHHOr0 TeKCTa BbINOMHEH nepeBofunKoM KpanauHbim [leHncom AnekcaHfiposnyem

| I xdnucb

Poccuiickan degepaums

["opos MockBa.
YeTbIpHafLaToro nions fiBe TbicAYM fBajLaTb BTOPOro roga.

A, MNpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropofa MOCKBbI, CBULETENLCTBYHO
noA/IMHHOCTL Nognucu nepesofunka Kpanauxa feHuca AnekcaHiposuya.
Moanuch caenaHa B MOEM MPUCYTCTBUN.
JIn4HoCTb NofnucasLUero AOKYMEHT yCTaHOB/EHa.
3aperncTpupoBaHo B peectpe:  21/86-H/77-2022-'M~"ANA

YnnayeHo 3a coBepLUeHne HOT nanbHoro geiictemsa: 400 py6. 00 kon.

E.E. MNpokoLeHKoBa

IMpoLLHypoBaHo, NPOHYMe
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