User instruction

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product

Nitrile ion and pi gloves, powder-free, terile for di: ble use.
Full description of the product

Product Reference : nitrylex® basic

Raw material  nitrile

Extemal surface : textured

Cuff : beaded

Colour : blue / violet blue

Shape : ambidextrous, fitting to the right and left hand
Size range :XS, S, M, L, XL

AQL 1.5

Quantity in packaging : 100 pieces by weight

Shelf life : 5 years (from the date of manufacturing)

Storage instructions

It is recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of
fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and iubricants.

Food contact

Gloves are marked with 1ood contact symbol & and comply with the requi its of ion (EC)
No 1935/2004 on | ission Directive 93/11/EEC and Council of Europe Resolution AP
(2004) 4 and with requirement of Regulauon (EC) No 2023/2006 on Good Manufacturing Practice.

Result Summary: Test Requested Council of Europe Resolution AP (2004) 4

Extraction conditions (tested for 0.5 h in 40°C) Test Result (limit < 10 mg/dm2 )
3% Acetic acid Pass
10% Ethanol Pass
20% Ethanol Pass
50% Ethanol Pass
Rectified Olive Oil Pass

It can be ensured that no substances are transferred to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. It's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN I1SO 15223-1:2016, EN I1SO 20417:2021.

CE marking: c €

PPE classification & compliance

Gloves are category lll Personal Protective Equipment as per Annex |l of the Regulation 2016/425 and comply to
standards: EN ISO 21420: 2020, EN ISO 374-1:2016 + A1:2018 (Type B), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

C€2777

SATRA Technology Europe Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

D ion of Co ity and Ir of Use are at: www. ical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Level1>10min , Level2>30 min, level3>60 min, leveld>120 min, Level5>240 min, Level6>4B0 min | EN iSO 374-4:2019
Test results acc. to EN 16523-1:2015+A1:2018 O mnetion o)
Chemical Level
35% Ethanol 6 55.0%
40% Isopropanol 6 68.7%
10% Acetic acid 4 53.5%
50% Benzalkonium chioride® 6 29.5%
4% Chlorhexidine digluconate ** 6 32.9%
10% Phosphoric acid 6 -14.0%
40% Sodium hydroxide (K) 6 2.6%
12% Sodium hypochlorite ] 22.7%
50% Sulphuric Acid 6 21.1%
5% Ethidium Bromide 6 32.9%
3% Hydrogen peroxide 2 44.0%
30% Hydrogen peroxide (P) 5 52.8%
37% Formaldehyde (T) 8 20.0%
50% Glutaraldehyde 6 22.9%
0.1% Phenol 6 24.7%
* Minimum detecable permeation rate: 5 ug/cm?/min
** Minimum detecable permeation rate: 7 pg/cm*min
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2018 (ISO 2859) Test acc. To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
i <40 been d under : ¥ it and relates
only to the tested specimen.

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may develop contact irritation and/or allergic reaction. In the case of an allergic reaction, seek medical assistance
immediately. rd

c,S(m\n wrc)\x)mrz

Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
torn or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the inside as
they may cause irritation leading to skin inflammation or more serious damages. The gloves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric
shock protection, ionizing radiation or from the effect of hot or caid objects. This information does not reflect the

actual duration of protection in the I and the b and pure i ion results
indicate the change in puncture resistance of the gloves after exposure to the challenge chemlcal The chemical
has been under Y from taken from the palm only

(excapi in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
chemical tested and to the tested specimen. It can be different if the chemical is used in a mixture. The penetration
resistance has been assessed under laboratory conditions and relates only to the tested specimen. It is
recommended to check that the gloves are suitable for the intended use because the conditions at the workplace
may differ from the type test di ding on the ion and ion. When used, protective
gloves may provide less resi to the dang hemical due to changes in physical properties. Movements,
snagging, rubbing, degradation caused by the chemical contact etc. may reduce the actual use trme scgmﬁcantry
For corrosive chemicals, degradation can be the most important factor to i in sel of

resistant gloves. Gloves are suitable for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN 1SO 21420 min. length requirement.

Intended use

These are non-sterile powder free nitrile examination and protective gloves for single use, intended for medical

purpose that in wom on the hand to prc!sc( patient and from cross ination, medical
ic and th ti ination glove s i d for medical activities except
surgery. Non-slenle powder free nitrile examlnanon and ive gloves designed and if; d to be worn

or held by a person for protection against one or more nsks to that person’s health or safety. Intended for food
contact purposes that donning to prevent the likelihood of food during the p ion or

and applies to every food handler. Gloves are classified as Medical Devices Class | Thelr design and Iabellmg
[ D to the requil of the 1 Medical Device Regulation 2017/745, the European Regulation
2016/425 on Personal Protective Equipment and comply with the requirements of European Regulation (EC) No
1935/2004 on materials. Gloves should be used solely according to their intended application.

Disposal
Local regulations regarding the disposal should be applied.

Symbols used on the packaging

Medeat o e R o
Powder-free gloves For single use only o Non-steriie
STERILE
Product quality is not \\" L
; away from
ensured f the package /|\ :::I%m y Keep dry
is damaged
roneTae o

EN ISO 374-5 Glove
protecting against

EN ISO 374-1 Chemical
Temperature limitation @ protection gloves;
5-35°C accompanied by a
Wi 3-digits code bacteria, fungi and viruses

Consult instructions
for use
- Package can be 1
treated as municipal &
w waste
Date of manufacture g

< -~
%‘m Distributor

How to put and take off

Indicates compliance
with the requirements
of Ukrainian market

Lot / batch number

Expiry date Manufacturer

Suitable for food ! 21.2 L

corfisct Recycdlable packaging
PAP

100 Packed 100 gloves by

Catalogue number "
by weight  Weidht

1 3

%

Manufacturer

MERCATOR MEDICAL (Thailand) Ltd.

d 88/8 Moo 12, Tambon Kampaengphet
Amphur Rattaphum, Songkhla 90180,
Thailand

Distributor

Consilium Group LLC.
% 606-8/50, Knoryna St., Minsk, 220103,
Republic of Belarus
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HWHceTpyKkuus no npuMeHeHU 10
Hacrosias HHCTPYKIHS JOJDKHA HCIIOIB30BATECA BMECTE C NMOAPOGHO#H uHpOpMaLei Ha YNaKOBKe.

KpaTkoe onucanne npoayKra
HuTpunossie HECTEPHJIBHBIE HEMyNPEHHBIE OJHOPA30BBIE CMOTPOBHIC H 3AIHTHBIC
TIEPYATKH.

Mepbl NPeAOCTOPOKHOCTH M YKA3aHUS 110 HCII0JIb30BAHHIO
Tlepen TeM Kak HAAeTh MNEPYATKH HEOOXOAMMO XOPOUIO BBICYUIHTH DYKH. Tlepen

HCTIONB3C npoBepsTe NEpuaTKd Ha Hamuaue aedexros. JlaHHBIE NeEpYATKH

Iloanoe onHCaHHE NPOAYKTA

CnpaBo4Hblii HOMEP H3AETHA : nitrylex basic

CuipseBoii MaTepuan { HUTPHJT

HapyxHas noBEepXHOCTh : TEKCTYPHPOBaHHBIE

Manxera : BAJTMK

Liser : cuHM# / cuHe-(HONeTOBbIH

Dopma : IIePYATKH, OJMHAKOBBIC YIS JIEBOH M MPaBOX PYKH
Pazmepst :XS,S,M, L, XL

Ipuemaemsii yposenb : 1.5

KauecTsa

Kommuectso B oraensHoi @ 100 mryk no Becy

YTNIaKOBKe

Cpox roasHoCTH : 5 niet (HauMHAaA C AATHl POM3BOJCTBA)
Xpanenune

TlepuaTky PEeKOMEHIYETCS XPaHHTh B CYXOM MeCTe TpH Temmeparype 5-35°C, a Takke
n3beraTs MONaaHWs CONHEYHOro M (hIyOpecieHTHOro ceera. JlepuTe nepyaTtkd Ha
DAcCTOSHHH HE MeHee | M OT HarpeBaTeNbHBIX YCTPOHCTB, MCTOYHHKOB OTHA H 030HA.

He fepxuTe NEPYaTKH B HENOCPEACTBEHHOHM ONM30CTH OT pacTBOpHTENEH, Macer,
TOIUTHBA H CMa30YHBIX BEIIECTB.

KOHTAKT ¢ NHIUEBBIMH NPOAYKTAMH

INepuaTkd, MPOMAPKHPOBAHHEIE CHMBOJIOM, YKA3bIBAIOUIMM HA KOHTAKT C NHILEBBIMH
TIPOAYKTaMH X1, COOTBETCTBYIOT TpeGoBanmuaM Ebponeiickoro pernamenta Ne 1935/2004
«O matepuanax», Jlupextusl Esponeiickoii komnccnn 93/11/EEC u Pemenns Coseta
Esponsi AP (2004) 4, a Takxe TpeGosanuam Esponeiickoro pernamenta Ne 2023/2006 o
Hamnesxaue# [Tpoussoacreennoi [Tpakruxe.

PesynsTar uenbitanus: Mensiranue 6110 3anpomeno no Pemennio Cosera Espomst AP
(2004) 4

SBNAIOTCA OJHOpa3oBbiMM. He jomyckaiite nomajaHus XHMHYECKHX BELIECTB MOA
nepuaTKu uepe3 Mamxery. ECIM XMMHUECKOe BELIECTBO NOMNANO Ha KOXY, HEMEIEHHO
cMoiiTe ero GOMBIIAM KOMMYECTBOM BOABI ¢ MbUIoM. Ecim BO Bpems paboTsl mepuaTku
NPOKOJIOTHI WJIH MOPBaHbl, CHUMHTE MX H HAJCHBTE HOBBIC. He ucnons3yiite nepyaTku,
3arpA3HCHHBIC HW3HYTPH, TaK KaK OHHM MOrYT BbI3BaTh Pa3/IpaXXCHHE, TNPHBOJALIEE K
BOCTIAJICHMIO KOXH WM Oonee cepbe3HbIM moBpexacHuaM. Ilepuatku He cieayer
HCIIO/B30BATh NPH OGPAIIEHHH C OTKPHITHIM OFHEM M UIA 3AlMTHI OT JHOOBIX OCTPBIX
MHCTPYMEHTOB. IlepuyaTku He nNpeaHasHayeHbl UIA CBapKH, 3alMTBI OT MOPAXCHHA
3/IEKTPHYECKHM TOKOM, HOHM3MDYIOIIErO HATyYCHHA WIM OT BOSJACHCTBHA IOPAYHX MK
XOJNOJHBIX TpeaMeToB. JTa MHGPOPMALKA HE OTPAXAeT PEAIbHYIO NPOAOJDKMTENBLHOCTH
3amyTEl Ha paGOYeM MeCTe M NpH HCIONb30BAHMH DPA3MYHBIX CMECEH H HHCTHIX
XHMHYECKHX BELIECTB. Pe3y/bTaThl Nerpajalii YKashiBalOT HA M3MEHEHHE CTOHKOCTH
NepYaToK K NPOKONY MOC/He BO3AEHCTBHA XMMHueckoro bemectsa. CompoTHBieHHE
XMMHY€CKOMY NIOTIAJAHHIO BHYTPb OLEHUBATOCH B 1aGOPATOPHBIX YCIOBHAX 110 0Gpasuam,
B3ATHIM C JIAZOHH (32 HCKIIOYCHHEM CJTy4aeB, KOr/ia epyaTka paBHa WM NPEBBIUACT 400
MM - TOT/IA MCHIBITHIBAETCS TAK)KE MAHIKETa), H OTHOCHTCA TOJIBKO K HCIBITAHHOMY
XHMHYECKOMY BEIIECTBY M WCIBITAHHOMY 00pasiy. OHO MOXeT ObiTh HHBIM, €CIH
XHMHYECKOE BEIIECTBO MCIOJNB3YETCA B CMECH. YCTOHYMBOCTB K NPOHHKHOBEHHIO
OLEHHBANIACH B IAGOPATOPHEIX YCJOBUAX M OTHOCHTCA TONBKO K HCTIHITAHHOMY 06pasiy.
PekOMeHIyeTCA MpOBEPHTH, NOAXOMAT JM MNEPYaTKH JUIA  NPEANoNaraeMoro
HCTIONB30BAHMS, TIOCKOJIBKY YC/IOBHS Ha pabodyeM MECTe MOryT OTIMYATBCA OT THIOBBIX
HCOBITAHMI B 3aBHCHMOCTH OT TEMIEpAaTypbl, HCTHpaHus u jerpajauuu. Ilpu
HCTIONB30BAHMHM 3ALUMTHBIC I€PYATKH MOTYT OKasbiBaTh MEHbLIEC COMPOTHBIICHHE
BO3JEHCTBHIO ONMACHOTO XHMHMUECKOTO BELIECTBA H3-32 H3MEHEHHA (H3MUECKHX CBOKCTB.
JIBMKeHHs, 3aMPbl, TPEHHE, Nerpajialys, BbI3BAHHASA KOHTAKTOM C XHMHMKATaMH, H T. A.
MOTYT 3HAUHTENIBHO COKPATHTH BpeMs (haKTHUeCKkoro Herons3osanus. JUis arpecCHBHBIX
XMMHMKAaTOB JErpajauma MOXeT ObTh Hauonee BaXHBIM (DaKTOPOM, KOTOpBIH
HEOGXOIHMO YUHTHIBATH NIPH BBIGOPE XMMHUECKH CTOMKHX nepuatok. [lepuatku noaxoasar
JUIA CHIELMAIBHBIX LeJieH, OCKOIbKY OHH SIBJIAIOTCA 3alUMTHBIMHM NEPYaTKaMH, IIe PHCK
TPaBMHPOBAHHUS 3aILICThA CYHTAETCS MHHHMAIBHBIM, TIEPUATKH KOpOYe, 4eM TpeGoBanme
EN ISO 21420 no MHHHMAJIbHOMH JUTHHE.

VYeaoBust pacTsokeHHs (HCNbITAHKE PesysbTaThl nenbiTanus (npegen < 10
NpPOBOAKJIOCH Ha npoTsikenuy 0,5 4 npu mr/nim2)

Temnepatype 40°C)

3% yKkcycHas KHCI0Ta NpoHaAeHO

10% stason NpoiAeHO

20% 3TaHon MPOHIEHO

50% 3TaHon NpoHIeHO

PexTH(OHIMPOBAHHOE OIMBKOBOE MAc/io NpOHIEHO

Jl0Ka3aHO, uTO BEMIECTBA HE MONAJAIOT B MPOAYKThI IIMTAHHS, YTO MOTJIO OBl PHBECTH K
HIMEHCHHIO XapaKTEPHCTHK MPOAYKTOB MuTanus. OIHOPa30BBIE MEPUATKH IS PaGoTsl ¢
NPOAYKTaMH TMHTaHHA pPa3pabOTaHBl JUIA HENPOIOJDKHMTENBHONO HCIONB30BAHHA H
Npe/lyCMATPHBAIOT YaCTYIO 3aMeHy. PEKOMEH/IYEeTCA MEHATh MEPYATKH HA PEryJAPHOH
OCHOBE.

Kaaccudukauns H COOTBETCTBHE B COOTBETCTBHH ¢ PeraMeHTOM 0 MEeIHUMHCKHX
H3NeaHsIX

IMepuatku OTHOCATCS K Kknaccy | MeanumHckuX m3jenuii cornmacHo Pernamenty o
meauumHcknx uazenuax 2017/745, a Takxke cooTsercTByioT cranpapram: EN 455-
1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN
1SO 20417:2021.

Mapkuposka CE: C€

IlesieBoe Ha3HAYEHHE

OTH HHUTPUJIOBbIE HECTEPHIbHBIC HENyAPEHHBIE OJHOPA30BbIE CMOTPOBBIC M 3AIIMTHBIC
TEpYATKH, NMPEAYCMOTPEHHBIC UIA MEIMLMHCKMX LEJeH, KOTOpbie HOCATCA Ha pyKax,
yr06bl 3AUIMTHTH MAUMEHTa M OCMATPHBAIOLIErO OT MEPEKPECTHOrO 3arpA3HCHHA, Ui
NPOBEEHHUA MEIMUMHCKHX OCMOTPOB, MAarHOCTHUECKHX H TEPANEeBTHYCCKHX NMPOLEAYP.
CMOTpOBBIE TIEPYATKH NPEAHA3HAYEHBI I MEIMUMHCKHX NEHCTBHH, 32 HCKITIOYCHHEM
XHpYPruueckux. HHUTPHIOBBIC HECTEDHIIBHBIC HEMyAPEHHBIE CMOTPOBBIC M 3AUUMTHBIE
IepyaTky, pa3paGOTaHBl M M3rOTOBJEHBI /UIS 3AUIMTEL OT OJHOrO WH Gonee PHCKOB
370pOBBI0 UENOBEKA, HOCAWIETO OTH NeEPuaTKH. IIpefHasHAueHB Mis JCHCTBHA ¢
POJYKTAMH [MTaHHA, YTO JODKHO MHHHMH3HPOBATh BEPOATHOCTh 3arpA3HEHUS /bl BO
BpeMs €€ MPUrOTOBJICHHA WM NpH OOpAIICHMH C HEH, MEepYaTKH NOKHBI ONEBAThCA
BCeMH paGOTHHKaMH OGIIECTBEHHOTO mWTaHWs. IlepuaTku OTHOCATCA K Kmaccy I
MenHuMHCKHX H3jenui. JlM3aiiH M MapKMpOBKAa 3THX MEPYaTOK COOTBETCTBYIOT
TpeGoBanuaM  EBpomefickoro pernaMenta O MeMUMHCKMX M3zemuit  2017/745,
Esponeiickoro pernamenta 2016/425 0 cpeACTBaX HHAMBHAYAIBHOH 3aLMTEI O CPEACTBAX
HHIMBHIYAIbHOM 3allMTHl, a Takke TpeGoBanhaM Espomeiickoro pernamenta Ne
1935/2004 «O wmatepuanax». IlepuyaTku NOMKHBI HMCHONB30BATHCA HCKIIOYHTENBHO B
COOTBETCTBHH C MX Ha3HAUCHHEM.

Yruanzauus
VTunu3auus JO/DKHA TPOBOAMTECA C COOMIOJEHHEM MECTHBIX HOPMATHBHBIX NPaBOBBIX
aKTOB.

Knaccupukauus u coorsercraue CpeicTs HHIHBHAYAAbHOMH 3aLHTH

IMepuatku orHOcaTes K Kareropud III CpencTs MHAMBHAYaIBHOH 3aLIMTHI COTJIACHO
Tpunoxenmo 11 Pernamenta 2016/425, a Tawke cooTBeTcTByIOT cTanzapram: EN ISO
21420: 2020, EN ISO 374-1:2016 + A1:2018 (Tun B), EN ISO 374-2:2019, EN 16523-
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

Ceprudpuxar o nposepke Tuna EU sbiman: «CATPA» /SATRA/ (norudmumpyemsiii
opran Ne 2777)

ITposepka H3roToBneHHbIX CPeCTB HHAMBHIYANbHON 3aLUHTBI:

C€2777

«CATPA Texnonomwku Opon Jlumuren»
Bpeiicrayu busnec Iapk

Knouu, DI5YN2P, Hpnauaus.

ISATRA Technology Europe Limited)/

Jleknapaims COOTBETCTBMA W VIHCTPYKUMS 1O NpHMeHeHHIO ¢ HHdopmaumedi 06
MMNOpTEpaX AOCTYNHA Ha caiite;: www.mercatormedical.eu

VpoBiH 3 GeKTHBHOCTH NPOHHLAEMOCTH B cooTBercTBHH ¢ | EN ISO 374-4:2019
EN ISO 374-1:2016+A1:2018 Jerpapaunus (%)
Vposens1>10 mun, Yposens2>30 mus, Yposens3>60 mun,
Vposensd>120 mun, Yposenn5>240 mun, Yposenn6>480
MHH
Pe3yabTaThi HCMbITAHMI B cooTBercTBHH ¢ EN 16523-
1:2015+A1:2018
XHMHUECKOE BEIeCTBO Yp
35% Oranon 6 55,0%
40% HWzonponanon 6 68,7%
10% YkcycHas KHCIIOTa 4 53,5%
50% Xnopua Gensankonus* 6 29,5%
< L] 6 32,9%

JieMeHThI Map 5 b€ HA YIIAKOBKY
MenuuuHcKoe PPE Cpencrsa E] Hutpuriossie
(MD| [PPE] : repuanen
3aLATH
@ HenyzpenHbie ® Onnopasobie HecrepuibHbie
nepuaTku A nepuaTKH
He et ol He nonyckats P XpaHHTb B
HMCIONL30BATD, ‘Z.L\ Nonajanus 3 CYXOM MecTe
€CJIH YIaKOBKa COJIHEYHOTO CBETA
nospesxzeHa L -
#¢  TemnepaTypHbl " EN ISO 374-1 reY ENISO 374-5
e /%/ € OrpaHH4eHus (\K/ EIII Xumuueckue & aﬂ SamuTHbIE
“ 5-35°C ks 3ALHTHBIE nep4aTku
TepUATKH; npoTHB
COMPOBOX/AEMblE Gaxrepuu,
TPEX3HAYHBIM rpuGKoB U
KOZIOM BHPYCOB
Cnenosatb i Hsnenne % Vnakoska
MHCTPYKLMAM NOAXOAHT 1A & NOAXOAUT JUIA
no KOHTAKTa C var nepepaboTky
IKCIUTYATALMH NHLEBLIMH
NpOAYKTaMH
VYnakoska Vka3sbiBaeT Ha Homep
Q paccmarprsaeT @ COOTBETCTBHE noTa/napTim
Al Kak TpeGoBaHHAM
GbiToBbIE YKPaHHCKOro
OTXOZIBI phiHKa
Hata Cpox rogHoCTH Tlpoussonuren
TNPOHM3BOACTBA b
JluctpuGbioTop 100 100 wrryk
by weight MepyaTokK 1o Becy




10% ®ocopHas Kuca0Ta 6 -14,0%
40% Tuapokeun Hatpus (K) 6 2,6%
12% Hatpus runoxJopur 6 22,7%
50% CepHas KucI0Ta 6 21,1%
5% BpOMHUCTBIM STHAHH 6 32,9% Kak CHUMATD NepPYaTKH
3% Iepeknch BOAOPOAA 2 44,0%
30% Ilep sozopoza (P) 5 52,8%
37% Dopmansaerun (T) 6 20,0%
50% nyrapanbaerua 6 22,9%
0,1 % Denon 6 24,7%

= M Has BbIAB.

CKOPOCTb TIPOHHIIAEMOCTH: 5 MKI/CM3/MHH

CKOPOCTH MIPOHMLAEMOCTH: 7 MKI/CM3/MHH

Tpuseuasre: 1) MuHMManbHas JUIMHA NEPYATOK JUIA JaGOPATOPHBIX pabor — B
coorsercrsu ¢ EN 455-2

= W1

Has Bbl

| Hensitanue B coorBercTBuH ¢ EN Hcnbitanse B coorsercTBud ¢ EN ISO 374-
| 1SO 374-2:2019 (ISO 2859) 5:2016
Yposensb JlonycTumbiii | 3ammTa OT GakTepuii 1 npoiaeHO
3@ PexTHBHOCTH YPOBeHb rpubKoB
KauecTsa
¥p 3 <0,65 3awmTa OT BUPYCOB MpPOHIEHO
Vposess 2 <15 EN  ISO 374-5:2016 VYcroiuuBOCTH K
Yposesns 1 <4,0 TIPOHHKHOBEHHIO 6bina OLICHEHA B
Nna6opaTOPHBIX YCIOBHAX W OTHOCHTCSA TOJIBKO K
MCTIBITAHHOMY 06pasity.

KoMnoHeHTb/0nacHble KOMIOHEHThI

HexoTopsle NEpYaTK¥ MOTYT CONEPXKATh KOMIOHEHTHI, KOTOPHIE MOryT BhI3BaTH
ZUIEPTHIO Y JOAEH, CKIOHHBIX K AJUICPTHH, Y KOTOPBIX MOXKCET Pa3BHTHCA KOHTAKTHOS
pasapaxeHHe WWIH AUIEPrHYecKas peakuus. B ciyyae BOSHUKHOBEHUA aIEPruYecKon
DEAKIIMH HEMEUICHHO 0GPATHTECh 32 MEULIMHCKOA TIOMOIIBO.

Ipon3zsBoanTeNs

«MEPKATOP MEJIUKAJI (Taunaux) Jitm
IMERCATOR MEDICAL (Thailand) Ltd/
88/8 My 12, TamGon Kammaurmxer, Amnxyp Patranxym, Conrkxna 90180, Taunann
/88/8 Moo 12, Tambon Kampaengphet, Amphur Rattaphum, Songkla 90180, Thailand/

JucTpubbioTop

000 «Koncunuym I'pynm»
606-8/50, yn. Knopuna, Muxck 220103,

Pecny6inka Benapychk

Ievamy komnanuu: [MEPKATOP MEJIUKAJI (TAUIAHL) JITA]

10 anpens 2024 .




HacToswuMm noaTBepXXaaeTcs, 4To
nepeBof [LOKYMEHTa C aHrJIMMACKOro f3biKa Ha PYyCCKUM A3bIK
BbIMOMIHEH HOTapuanbHbIM NepeBofynkoM Blopo nepesopos MpuHbl EBXeHko
BepHwTeitHoM PoMaHoM Bopucosuyem '
1 AABNSIeTCA NOJIHbIM U BEpPHbIM NepeBOAOM NpuUnaraeMoro oKyMeHTa.
MpowwuTo 1 3aBepeHo neyaTbio Blopo nepeBofos Ha 3 [Tpex) nucTax.
Per.Ne 12382_02_en-ru [laTa 03" mas 2024 .
Moanuck i

BIOPO [TEPEBOAO
Mpurst Eexcenko

aupekTop @.B. EBXeHKo /
—



User instruction

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product
Nitrile examination and protective chemo rated gloves, powder-free, non-sterile for disposable use.

Full description of the product

Product Reference : nitrylex® PF CHEMO

Raw material  nitrile

Extemnal surface : textured

Cuff = : beaded

Colour : blue / violet blue

Shape : ambidextrous, fitting to the right and left hand
Size range :XS, 8, M, L, XL

AQL o 11

Quantity in packaging : 100 pieces by weight

Shelf life : § years (from the date of manufacturing)

Storage instructions
It is recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of
fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and lubricants.

Food contact
Gloves are marked with food contact symbol % and comply with the requi

of E Regulation (EC)

Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
tom or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the inside as
they may cause irritation leading to skin inflammation or more serious damages. The gloves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric
shock protection, ionizing radiation or from the effect of hot or cold objects. This information does not reflect the

actual duration of protection in the workplace and the b ixte and pure Deg ion results
indicate lha change in puncture resistance of the gloves after exp: to the The chemical
1 has been under y i from taken from the palm only

(except in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
chemical tested and to the tested specimen. It can be different if the chemical is used in a mixture. The penetration
resistance has been assessed under laboratory conditions and relates only to the tested specimen. It is
recommended to check that the gloves are suitable for the i d use b the conditions at the workpl
may differ from the type test d ding on the ion and ion. When used, protective
gloves may provide less resistance to the dangerous chemical due to changes in physucal properties. Movements,
snagging, rubbing, degradation caused by the chemical contact etc. may reduce the actual use time significantly.
For corrosive chemicals, degradation can be the most important factor to consider in selection of chemical
resistant gloves. Gloves are suitable for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN ISO 21420 min. length requirement.

Intended use

These are non-sterile powder free nitrile examination and protemve gloves for smg!e use, intended for medical

No 1935/2004 on materials, European Commission Directive 93/11/EEC and Council of Europe Resolution AP purpose that in wom on the hand to protect pauem and from cross ion, ing medical
(2004) 4 and with requirement of Regulation (EC) No 2023/2006 on Good Manufacturing Practice. ic and th p ination glove is i for medical activities except
Result Summary: Test Requested Council of Europe Resolution AP (2004) 4 surgery. Nun-stenle powder free nitrile ination and p ive gloves i and ifz to be worn
or held by a person for protection against one or more nsks to that person’s health or safety. Imended for food
Extraction conditions (tested for 0.5 h in 40°C) Test Result (limit < 10 mg/dm2 ) contact purposes that donning to prevent the likelihood of food during the p or

3% Acsfic acid Bk and applies to every food handler. Gloves are classified as Medical Devices Class 1. Thelr design and Iabelllng
D to the requi of the European Medical Device Regulation 2017/745, the Eumpean Regulation
10% Ethanol Pass 2016/425 on Personal Protective Equipment and comply with the requi of Europ Regulation (EC) No

1935/2004 on materials. Gloves should be used solely according to their intended application.

20% Ethanol Pass
50% Ethanol Pass Disposal
Rectified Olive Oil Pass Local lati garding the di: should be applied.

It can be ensured that no substances are transferred to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. It's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN ISO 20417:2021.

CE marking: c €

PPE classification & compliance

Gloves are category |l Personal Protective Equipment as per Annex Il of the Regulation 2016/425 and comply to
standards: EN ISO 21420: 2020, EN ISO 374-1:2016 + A1:2018 (Type B), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

C€2777

SATRA Technology Europe Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

Declaration of Conformity and of Use are i at: www, dical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Level1>10min , Level2>30 min, level3>60 min, level4>120 min, Level5>240 min, Level6>480 min | EN ISO 374-4:2019
Test results acc. to EN 16523-1:2015+A1:2018 Degzadetion ()
Chemical Level
35% Ethanol 6 55.0%
40% Isopropanol 6 68.7%
10% Acetic acid 4 53.5%
50% Benzalkonium chloride™ 6 29.5%
4% Chiorhexidine digluconate ** 6 32.9%
10% Phosphoric acid 6 -14.0%
40% Sodium hydroxide (K) (] 2.6%
12% Sodium hypochlorite 6 22.7%
50% Sulphuric Acid 6 21.1%
5% Ethidium Bromide 6 32.9%
3% Hydrogen peroxide 2 44.0%
30% Hydrogen peroxide (P) 5 52.8%
37% Formaldehyde (T) 6 20.0%
50% Glutaraldehyde 6 22.9%
0.1% Phenol 6 24.7%
* Minimum detecable permeation rate: 5 pg/cm?/min
** Minimum detecable permeation rate: 7 pg/cm*min
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2019 (ISO 2859) Test acc. To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
Fp— <40 been assessed under I_abora(ory conditions and relates
only to the tested specimen.

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may develop contact irritation and/or allergic reaction. In the case of an allergic reaction, seek medical assistance
immediately.
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Symbols used on the packaging
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% 606-8/50, Knoryna St., Minsk, 22010.
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HHeTpyKuust 0 NPHMEHEHHUI0
Hacrosiuas HHCTPYKUKs JA0JDKHA HCIIONb30BATHCA BMECTE C Noipo6HOM HHpopManueii Ha ynaKoBKe.

KpaTtkoe onHcaHHe NpoAyKTa
Hutpunosbie HECTEPHIbHbIE HEMYAPEHHBIE ONHOPA30OBbiE CMOTPOBBIE H  3allIATHbIC
TIEPYATKH Y1 XHMHOTEPAIHH.

Mepbl NPEAOCTOPOKHOCTH H YKA3AHHS 110 HCII0JIb30BAHHIO
Tlepen TeM Kak HajeTh NEPYATKH HEOOXOZMMO XODOIIO BHICYIIMTh pyku. Ilepex

HCTIONB3( NpoBepbTe IepuaTKH Ha Hammune Aedexros. JlaHHBIE NePYATKA

ITosiHOE onHcaHKe NPOAYKTA

CripaBo4HBIH HOMEP H3JEAHs : nitrylex PF CHEMO

ChipbeBoii MaTepHan ! HUTPHJI

Hapy>kHas MOBEPXHOCTh ! TEKCTYPHPOBAHHBIE

Mamnxera © BAJTHK

Lser : CHHUIA / cHHE-(PHONETOBBIH

®dopma ! IEPYATKH, OJIMHAKOBBIE JUIS JIEBOM U NPaBO PyKH
Pasmepsi :XS,S,M, L, XL

ITpuemnemsri ypoBens  : 1.5

KauecTsa

Komuwecrso B oraensnoii 100 mryk mo Becy

YIaKOBKE

Cpok rogHocTH : 5 niet (HauMHAas C AaThl IPOM3BOICTBA)
XpaHenue

[TepuaTku PeKOMEHIYeTCs XPaHHTb B CYXOM MecTe mpu Temmepatype 5-35°C, a Takke
u3beraTh NONAJaHHA COJNHEYHOro M (UIyopecueHTHOro cpera. JlepkuTe NepyaTKH Ha
paccTOSHWH He MeHee | M OT HarpeBaTeNbHBIX YCTPOHCTB, HCTOYHHKOB OTHS M 030Ha.

He nepxwure nepyaTku B HENIOCPEACTBEHHOM GJIM30CTH OT PacTBOPHTENIEH, Maces, TOIUIHBA
H CMa304HBIX BEIIECTB.

Konrakr ¢ NHIIEBbIMH NPOAYKTAMH

[lepuaTke, NPOMAPKMPOBAHHBIC CHMBOJIOM, YKa3bIBAIOIIMM HA KOHTAKT C NHIUEBBIMH
NPOIYKTaMH X, COOTBETCTBYIOT TpeGoBanuam Esponeiickoro pernamenta Ne 1935/2004
«O marepuanax», Jlupekrussl Esponeiickoii komuccun 93/11/EEC u Pemenns Cosera
Esponsr AP (2004) 4, a Taxxe TpeGosanusim Eponeiickoro pernamenta Ne 2023/2006 o
Hamnexameii ITpoussoacreennoi IpakTuke.

Pesynbrar ucnbitanus: Hcnsitanne Gbuto 3anpomeno no Pemennio Cosera Esponsr AP
(2004) 4

ABNSIOTCA OAHOpa3oBbiMH. He jomyckaiite nomajgaHus XMMHYECKMX BEIIECTB IOJ
nepyaTku uepe3 Mamkery. ECIH XMMHYECKOe BELIECTBO NMONaio Ha KOXKY, HEMEIEHHO
cMoiiTe ero GOJBIIMM KOJMYECTBOM BOZABI ¢ MbUIOM. EciiH BO BpeMs paGoThl nepuaTku
MPOKOJIOTH! WJIM TIOPBaHBI, CHUMHTE HX W HaJeHbTe HOBhie. He mcnone3yiite nepuatky,
3arpA3HEHHBIC HM3HYTPH, TaK KaK OHH MOryT BBI3BaTh Pa3spak€HHE, NPHBOAALICE K
BOCTIANIEHHIO KOXH WM Gonee cepbe3HbiM mnoBpexneHuaMm. [lepuatku He cnemyet
HCIOJIb30BaTh NMPH OOPALEHHH C OTKPHITHIM OFHEM H JUIA 3aIMTHI OT JIHOOBIX OCTpHIX
MHCTpYMeHTOB. [lepyaTku He NpeJHA3HAYeHbl IS CBAPKW, 3alMThl OT MOPAXCHUS
JNIEKTPUYECKHM TOKOM, HOHH3HPYIOLIETO H3Jy4CHHA WM OT BO3JACHCTBHA FOPAYAX HIIH
XONOAHBIX MPeAMETOB. OTa HHGOPMALIMA HE OTPAXKACT PEabHYIO NMPOAODKHTENLHOCTD
3amuTel Ha paboueM MecTe M NpPH HCIONB30BAHHH PAIMYHBIX CMECEH H YMCTHIX
XHMMYECKHX BEIIECTB. Pe3ynbTarsl Jerpajjalii yKasblBalOT Ha H3MEHEHHE CTOHKOCTH
NepYaToK K MPOKONy MOC/IE BO3AEHCTBHSA XHMHYeckoro semectsa. ConporusieHue
XHMHYECKOMY TONaJaHUI0 BHYTPh OLCHHBAIOCH B na60p:m)pnux YCNoBHAX 1O
o6pa3uaM, B3ATBIM C JIAAOHH (33 HMCKJIIOYEHHEM CJTy4aeB, KOrja nep4yarka paBHa HIIH
npesbimaer 400 MM - TOrJa MCIBITBIBACTCA TAKKE MAHXKETa), H OTHOCHTCA TOJBKO K
HCTIBITAHHOMY XMMHYECKOMY BEIIECTBY M HCMBITaHHOMY 0oOpasmy. OHO MoxeT ObiTh
HHBIM, €C/IH XHMHYECKOE BEINECTBO HCIIONB3YeTCA B CMECH. YCTOHYHBOCTD K
NPOHMKHOBEHHIO OLEHHBAIACh B JIAGOPAaTOPHBIX YCIOBHAX H OTHOCHTCA TONBKO K
MCIBITAHHOMY O00Opasily. PeKOMEHAyeTcs NpOBEPHTh, MOAXOAAT JIH MEPYATKH I
NpEANoNaraeMoro HMCIOIb30BaHHA, TOCKONBbKY YCJIOBHA Ha paGoueM MecTe MOryT
OT/AMYATHCS OT THIIOBBIX MCHBITAHHA B 3aBHCHMOCTH OT TEMIICPAaTyphl, HCTHDAHHMA H
nerpajaund. TIpH HCTONB30BAaHMH 3AIIMTHBIC NEPYaTKH MOTYT OKa3biBaTh MEHbIIEE
CONPOTHBJICHHE BO3JCHCTBHIO OMACHOTO XHMHYECKOrO BEIIECTBA H3-33 H3MCHEHHA
(pusuueckux cBoHCTB. [[BHXKEHHA, 3aIMPhl, TPEHHE, ACrPajalis, BHI3BAHHAA KOHTAKTOM
C XHMHKaTaMH, M T. J. MOTYT 3HAuMTENBHO COKDATHTh BpeMs (DaKTHYECKOro
ucnosb30BaHus, [l arpecCHBHBIX XMMHKATOB Jerpajauus Moxer ObiTe HauGonee
BAXHBIM (HAKTOPOM, KOTOPBIH HEOGXOIMMO YUHTHIBATh NPH BbIOOPE XHMHYECKH CTOHKHUX
nepuarok. IlepuaTku NOAXOAAT i CHELHANbHBIX LENECH, MOCKONbKY OHH SABJIAIOTCS
3ALIMTHBIMH NEPYATKaMH, I/Ie PHCK TPABMHPOBAHHA 3aMACTbA CYHTACTCA MHHHMAILHBIM,
nepuartku kopoue, yeM tpeGosarne EN ISO 21420 no MHHEMAIbHOH JUTHHE.

Ycii0BHS pacTsokeHHsl (HCNbITAHHE PesysbraThl HenbiTanus (npeaea < 10
MPOBOAHJIOCH HA mpoTsukennt 0,5 4 mr/am2)
OpH T paTrype 40°C)
3% yKcycHas KMCJIOTa NPOHJICHO
10% 3raHon NPOHCHO
20% sTaHon NPOHIEHO
50% sranon TPOHIEHO
PexTHOHUMPOBAHHOE 0JIMBKOBOE MACIO NPOHAEHO

Jloka3aHo, 4TO BEIIECTBA HE NONANAIOT B MPOMYKTHI MHTAHHA, YTO MOIJIO ObI MPHBECTH K
H3MEHEHHIO XapaKTEPHCTHK NMPOAYKTOB muTanHus. OQHOpa3oBbie MepyaTku id paboTh ¢
NPOAYKTAMH TNHTAaHHA Ppa3paboTaHbl JUIA HENPOJO/DKHTENBHOrO HCIONB30BAHHA H
NPeAyCMaTPHBAIOT YacTyl0 3aMeHy. PEKOMEHIYeTCs MEHATb IepYaTKd Ha PeryispHoOH
OCHOBE.

KnaccupHKauus M COOTBETCTBHE B COOTBETCTBHH ¢ PerJiaMeHTOM 0 MEIHLHHCKHX
H3eJTHSX

Ilepuatkn oTtHocATcs K Kinaccy | MenuuuHCKHX wH3fenui cornacHo PernameHnty o
MeHuHHCKHX nazenuax 2017/745, a taxke coorsercTByIOT cranaaptam: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN ISO
20417:2021.

Mapkuposka CE: €3

IlesnieBoe Ha3HAYEHHE

OTH HUTPUIOBBIE HECTEPHJIBHBIC HENMYAPEHHBIC OJHOPA30BBIC CMOTPOBIC M 3ALIUTHBIC
NepYaTKH, NPEAYCMOTPEHHBIE UIA MEIHUMHCKHX LENCH, KOTOpbIE HOCATCA HA pyKax,
4TOGBI 3ALMTHTH NMALMEHTa M OCMATPUBAIOLIETO OT MNEPEKPECTHOTO 3arpA3HEHHSA, JUIA
NPOBEJCHHA MEIULUMHCKHX OCMOTPOB, AHArHOCTHYECKHX M TEPArNeBTHIECKHX MPOLEAYD.
CMOTpOBbIE NEPYATKH NPEAHA3HAYCHBI IS MEAHUMHCKHX JCHCTBHH, 33 HCKIIOYEHHEM
XHPYPruyeckux. HHTPHIOBBIE HECTEPHIbHBIE HEIYAPEHHBIE CMOTPOBBIC H 3alMTHBIC
nepyaTky, pa3paboTaHbl W M3TOTOBJIEHBI JUIA 3aLMTH OT OJHOro WiH Gonee puckoB
3[0POBBIO YENIOBEKA, HOCALIEr0 3TH mepyartkd. IIpeaHasHaueHsl JuiA JeHCTBHE C
NPOJYKTaMH MHTAHHMSA, YTO JO/DKHO MHHHMHM3HPOBATh BEPOATHOCTH 3arPA3HEHHA €Ikl BO
BPEMA €€ NMPHIOTOBJICHHA WIH NpPH OOpAlICHHH C HEH, MEPYaTKH JOJDKHBI OIEBATHCS
BceMH paboTHHKaMH OOIIECTBEHHOro nHTaHui. IlepuaTku oTHOcATCA K Knaccy I
Meanuusckux uanenuit. J[uzaliH M MapKMpOBKA 3THX II€PYaTOK COOTBETCTBYIOT
TpeGoanusm EBpomeiickoro periameHTa O MEMMIMHCKHX wm3menuii  2017/745,
Esponeiickoro pernamenta 2016/425 o cpeacTBax HHIMBHAYaNbHOM 3alUTHL O
CPEACTBAaX HHAMBHAYAILHOMN 3aLUMThI, @ TaKKe TPEO( Esponeiickoro pernamMesTa
Ne 1935/2004 «O marepuanax». IlepuyaTku JOJKHBI HCTIONB30BATHCA HCKIIOYHTENIBHO B
COOTBETCTBHH C HX Ha3HAUYCHHEM.

Yruanlauus
VTunuszauua A0MDKHA MPOBOAMTHCA ¢ COOMIONCHHEM MECTHBIX HOPMATHBHBIX NMPaBOBBIX
aKTOB.

Knaccuduxauus u coorBercraie CpeacTs HHAHBHAYAIbHOM 321 THI

Tlepuatku ortHocsTcs k kKareropud III CpencTs MHAMBHAYQIBHOM 3aIUUTHI COTJIACHO
Tpunoxennto 11 Pernamenra 2016/425, a Taxxke coorsercTByioT craniapram: EN ISO
21420: 2020, EN ISO 374-1:2016 + A1:2018 (Tun B), EN ISO 374-2:2019, EN 16523-
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

Cepruduxar o nposepke tuna EU Beinan: «CATPA» /SATRA/ (notuduuupyemsiii oprad
Ne 2777)

[Tposepka u3roToBneHHbIX CPEACTB HHAMBHAYANBHOM 3AILHATHI:

C€2777

«CATPA Texuonomwxku IOpon JInmuten»
Bpeiicrayn busnec ITapk

Knonu, DISYN2P, Upnauaus.

ISATRA Technology Europe Limited)/

Jleknapauus cooTBeTcTBMA M MHCTPYKUMA 1O NpHMEHeHHIO ¢ HHpopMaumeii 06
MMIOpTEpax J0CTYNHA Ha caiite: www.mercatormedical.eu

YposaH 3@ PeKTHBHOCTH NPOHHUAEMOCTH B COOTBETCTBHH C EN ISO 374-4:2019
EN ISO 374-1:2016+A1:2018 Jerpapauus (%)
VYpoeenn1>10 mus, Yposenn2>30 mun, YpoBenb3>60 muH,
Vposeus4>120 mun, ¥p 5>240 mun, ¥p 6>450 mun
PesyabTaTel HenbiTanui B cooTBercTBuu ¢ EN 16523-
1:2015+A1:2018
XHMHYECKO0E BELeCTBO Yposens
35% Oranon 6 55,0%
40% HWzonponanon 6 68,7%
10% YkcycHas KHCI0Ta 4 53,5%
50% Xnopun GeH3ankonus* 6 29,5%
4% XnoprekCHIMHA IUIIOKOHaT* * 6 32,9%
10% DocopHas kucaora 6 -14,0%

JieMeHTbI MaPKHPOBKH, ble HA y 'y
MenuuuHckoe Cpencrsa Hurpunossie
[MDl PPE} yanbH nep4aTKH
Oif 3aUIHTHI
@ Henynpenubie ® OnHopasoBbie Hecrepubhbie
nepuaTku A nepuaTku
He ek He nomyckars -~ Xpanuts B
HCTIOJb30BATH, %.L\ nonajaxus J CYXOM MecTe
€C/H YNakoBKa CONHEHOrO
oBpexX/eHa s cBeta .
#%  TemnepaTypHbl - EN IS0 374-1 : EN IS0 374-5
€ OrpaHHYEHHsA Xumuteckue EE 3amuTHbIE
» 5-35°C 3aIUHTHBIE i NepuaTKH
NepHaTKy; npoTus
COMPOBOXIAEM 6ax16epnu,
bl rpubkoB U
TPEX3HAYHBIM BHpYCOB
KOZIOM
Cnenosats i Hspenne Iz}' Vnakoska
HHCTDYKLMAM NOAXOAUT ANA 22y NOAXOAHUT AN
no KOHTaKTa C pay nepepaGoTkn
SKCIyaTauuu NHLIECBbIMH
NPOAYKTAMH
~N Ynakoska Vka3biBaeT Ha LoT Homep
@ ” paccMaTpuBaeT 4/ COOTBETCTBHE noTa/napTan
A KaK TpeGoBaHHAM
GbiToBBIE YKPaHHCKOTO
OTXOzIB phiHKa
Hara Cpox ropHoCTH Tpoussomuren
NpPOM3BOACTBA b
Juctpubbiorop 100 100 wryx
by weight nepyaToK no
Becy




40% TI'uppokcun Hatpus (K) 6 2,6%
12% Hatpus ranoxJioput 6 22,7%
50% Cepnas kucnora 6 21,1%

5% BpomucTsiii aTHauMi 6 32,9% Kak cHHMAaTh nep4aTKH

3% Ilepexucs Bogopoaa 2 44,0%
30% Ilepexucs Bogopoaa (P) 5 52,8%
37% ®opmansaerua (T) 6 20,0%
50% Unyrapansnerun 6 22,9%
0,1 % denon 6 24,7%

* M JIbHAs BBISAB

=% M\

Ipumeyanne:
cootsercTBuH ¢ EN 455-2

CKOPOCTB I

CKOPOCTb IPOHHLIAEMOCTH: 5 MKI/CM3/MHH
octu: 7 MKr/cM3/MHH
1) MuHuManbHas JUlMHA TNepYaToK mwis JaGoparopHeix paGor — B

HcenwiTanue B coorsercrBuu ¢ EN

Hcnbitanue B coorBercreuu ¢ EN ISO 374-

1SO 374-2:2019 (ISO 2859) 5:2016
Vposens JlonycTuMBbIit 3ammra or Gakrepuit U NPOHAEHO
spdexTHBHOCTH YPOBeHb rpubkoB
KayecTBa
VYposensb 3 <0,65 3amumTa OT BUPYCOB TpoMaeHO
YposeHb 2 <15 EN ISO 374-5:2016  VYcroiuuBOCTH K
Vposens 1 <4,0 TIPOHHKHOBEHHIO ObUIa OLEHEHA B JIaGOPAaTOPHBIX
YCNOBHSAX M OTHOCHTCS TONBKO K HCIBITAHHOMY
o6pasity.

KomnoseHTb/onacHbie KOMIOHEHThI

HexoTopbie nepyaTké MOTYT COJEPHKaTh KOMIIOHEHThI, KOTOPbIE MOTYT BbI3BaTh AVIEPTHIO
¥ mofeil, CKJIOHHBIX K /UIEPTHH, Y KOTOPHIX MOXET Pa3BHThCS KOHTAKTHOE Pa3ipaXKeHHe
AHIH QUIePrHYeckas peakuus. B ciydae BO3HHKHOBEHHA AJUIEPrHYECKOH pPEaKIHH
HEMEUICHHO 06PaTHTECh 32 MEAULWHCKOM TIOMOLIBIO.

IIpousBoauTeHL

«MEPKATOP MEJIUKAJI (Taunanx) Jitm»
IMERCATOR MEDICAL (Thailand) Ltd/
88/8 My 12, TamGon Kamnanrnxer, AMnoxyp Pa'rranxyu Conrxxna 90180, Taunamx
/88/8 Moo 12, Tambon Kampaengphet, Amphur R Songkla 90180, Thailand/

JucrpubbioTop

000 «Koucumaym I'pymm»
606-8/50, yn. Knopuua, Munck 220103,
Pecny6nnka benapycs

ITevamo xomnanuu: [MEPKATOP MEJIUKAJI (TAWJIAH]T) JIT/L.]

10 anpens 2024 2.




HacToslymM noaTBEpXAaeTCcs, YTo
nepeBof AOKYMEHTa C aHMIMIACKOro A3blka Ha PYCCKMiA A3bIK
BbIMNOJIHEH HOTapuanbHbIM NepeBogynkoM Bropo nepesofoB MpuHbl EBXeHKo
BepHwTeitHoM PoMaHoM BopucosuyeM
U IBNIeTCS NOJIHBIM U BepHbIM NepeBof0M NpuiaraeMoro AoKyMeHTa.
MpowuTo 1 3aBepeHo neyaTbio Blopo nepeBofos Ha 3 (Tpex) nucTax.
Per. N® 12382_02_en-ru Jata 03" mas 2024r.

7

Moanucb Z aupekTtop @.B. EBXeHko

9%
Upsinip, EBxenko




User instruction

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product

Nitrile ination and p! gloves, powder-free, non-sterile for disp use.
Full description of the product

Product Reference 2

Raw material

External surface

Cuff : beaded

Colour < blue / violet blue

Shape : ambidextrous, fitting to the right and left hand
Size range 1 XS, 8, M, L, XL

AQL :1.5

Quantity in packaging : 100 pieces by weight

Shelf life : 5 years (from the date of manufacturing)

Storage instructions

Itis recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of
fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and lubricants.

Food contact
Gloves are marked with food contact symbol % and comply with the requi of p lation (EC)
No 1935/2004 on ial 1 C ission Directive 93/11/EEC and Council of Europe Resolution AP

(2004) 4 and with requirement of Regulation (EC) No 2023/2006 on Good Manufacturing Practice.
Result Summary: Test Requested Council of Europe Resolution AP (2004) 4

Extraction conditions {tested for 0.5 h in 40°C) Test Result {limit < 10 mg/dm2 )
3% Acetic acid Pass
10% Ethanol Pass
20% Ethanol Pass
50% Ethanol Pass
Rectified Olive Oil Pass

It can be ensured that no substances are transferred to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. It's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN ISO 20417:2021.

CE marking: C €

PPE classification & compliance

Gloves are category Il Personal Protective Equipment as per Annex |l of the Regulation 2016/425 and comply to
standards: EN ISO 21420: 2020, EN ISO 374-1:2016 + A1:2018 (Type B), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

Ce2777

SATRA Technology Eurape Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

D ion of Co ity and Ir of Use are ilable at: www.mer ical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Level1>10min , Level2>30 min, level3>60 min, leveld>120 min, Level5>240 min, Level6>480 min | EN ISO 374-4:2019
Test results acc. to EN 16523-1:2015+A1:2018 Dagrantion B4
Chemical Level
35% Ethanol 6 55.0%
40% Isopropanol 6 68.7%
10% Acetic acid 4 53.5%
50% Benzalkonium chloride® 6 29.5%
4% Chlorhexidine digluconate ** 6 32.8%
10% Phosphoric acid 6 -14.0%
40% Sodium hydroxide (K) 6 2.6%
12% Sodium hypochlorite 8 22.7%
50% Sulphuric Acid 6 21.1%
5% Ethidium Bromide 6 32.9%
3% Hydrogen peroxide 2 44.0%
30% Hydrogen peroxide (P) 5 52.8%
37% Formaldehyde (T) ] 20.0%
50% Glutaraldehyde 6 22.9%
0.1% Phenol 6 24.7%
* Minimum detecable permeation rate: 5 pg/cm?/min
** Minimum detecable permeation rate: 7 pg/cm?/min
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2018 (ISO 2859) Test acc. To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
Kol 1 =40 :::Ento the tes;e:n::;dmsn. Y = e

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may develop contact irritation and/or allergic reaction. In the case of an allergic reaction, seek medical asgistan
immediately.
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Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
tomn or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the inside as
they may cause irritation leading to skin inflammation or more serious damages. The gloves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric
shock protection, ionizing radiation or from the effect of hot or cold objects. This information does not reflect the
actual duration of protection in the workplace and the between mixtures and pure chemicals. Degradation results
indicate the change in puncture resistance of the gloves after exp to the ical. The chemical
p ion resi has been under y conditions from samples taken from the palm only
(except in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
chemical tested and to the tested specimen. It can be different if the chemical is used in a mixture. The penetration
resistance has been assessed under laboratory conditions and relates only to the tested specimen. It is
recommended to check that the gloves are suitable for the intended use because the conditions at the workplace
may differ from the type test d ding on the , abrasion and deg ion. When used, protective
gloves may provide less resistance to the dangerous chemical due to changes in physical properties. Movements,
snagging, rubbing, degradation caused by the chemical contact etc. may reduce the actual use time significantly.
For corrosive chemicals, degradation can be the most important factor to consider in selection of chemical
resistant gloves. Gloves are suitable for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN ISO 21420 min. length requirement.

Intended use

These are non-sterile powder free nitrile examination and protective gloves for single use, intended for medical

purpose that in worn on the hand to protect patient and from cross ing medical
inati i ic and tt ic p di . Ex glove is intended for medical activities except
surgery. Non-sterile powder free nitrile ination and p gloves designed and if; d to be worn

or held by a person for protection against one or more risks to that person’s health or safety. Intended for food
contact purposes that donning to prevent the likelihood of food ination during the p ion or handling
and applies to every food handler. Gloves are classified as Medical Devices Class |. Their design and labelling

P to the requi of the Europ: Medical Device Regulation 2017/745, the European Regulation
2016/425 on Personal Protective Equipment and comply with the requi of Europs lation (EC) No
1935/2004 on materials. Gloves should be used solely according to their intended application.

Disposal
Local regulations regarding the disposal should be applied.

Symbols used on the packaging
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Manufacturer

MERCATOR MEDICAL (Thailand) Ltd.

u 88/8 Moo 12, Tambon Kampaengphet
Amphur Rattaphum, Songkhla 90180,
Thailand

Distributor

o

Consilium Group LLC. Qi

% 606-8/50, Knoryna St., Minsk, 22010: =]
Republic of Belarus
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WHCTPYKUHS 0 IPHMEHEHHUI0

HacTosias MHCTPYKLHA JOJDKHA HCIIO/Ib30BaThCs BMECTE C NOAPOGHO#H uHpOp

¥ Ha yIaKoBKe.

Kpartxoe onucaHHe NPOAYKTa
HuTprioBbie HECTEPUJIbHBIE HENYAPEHHBIE OJHOPA30BhIE CMOTPOBBIE M 3aLUMTHBIC
NEPYaTKH.

Mepbi NPeOCTOPOXKHOCTH H YKA3aAHHS 110 HCII0JIb30BAHHIO
Tlepen TeM Kak HajeTh MEPYATKH HEOOXOAMMO XOpOWIO BHICYWHTH pykd. Ilepen
HCTIONB3C npoBepbTe MepYaTKd Ha Hamuuue Jedekros. JlaHHblE mNepyaTky

IMoanoe onucaHue NPOAYKTA

ABAAIOTCS OAHOpasoBbiMu. He jomyckaiite nonajaHWs XHMHYECKHX BELIECTB MO
nepyaTku 4yepe3 Mamxery. ECIH XMMHYECKOE BELIECTBO MOMNAIO HA KOKY, HEMEMICHHO
cMoiiTe ero GONBIIMM KOMMYECTBOM BOABI ¢ MbUIOM. Ecii BO Bpems paGoThl mepyaTku
MPOKOJIOTH! WJIA TOPBAHbl, CHUMMTE WX M HAJCHbTE HOBhie. He mcnonb3yiite mepyarku,
3arpsA3HEHHbIE M3HYTPH, TaK KaK OHH MOTYT BBI3BaTh pPa3fipakeHue, NPHBOAAIICE K
BOCIAICHHIO KOXHM MIM Gonee cepbe3HbIM NOBpexacHUAM. Ilepuatku He cneayer
HCTIONB30BaTh NP OOpPAIIEHMH C OTKPHITHIM OTHEM H UL 3alMThl OT JIOOBIX OCTPBIX
HHCTPYMEHTOB. IlepuaTkd He NpeJHA3HAYEHBI JUIA CBAPKH, 3alUMTHl OT MOPAKEHHS
3JIEKTPHYECKMM TOKOM, MOHM3HPYIOLIEr0 M3JIy4YeHHA WM OT BO3JACHCTBHA TOPSYHX WK
XONOAHBIX MpEeAMETOB. OTa HHGOPMALMs HE OTPAKAET PEATbHYIO MPOAODKHTENHHOCTH
3amMTel Ha paboueM MecTe M TNpPH MCIOMB3( i ¥ 4YHCTHIX
XMMHMYECKHUX BELIECTB. Pe3y/ibTaThl Aerpajalid yKashlBalOT Ha M3MEHEHHWe CTOHKOCTH
NepuaToK K TNPOKOJNY MOcie BO3ACHCTBHSA XHMHYECKOro Bemiectsa. CompoTHBieHHe
X¥ KOMY TONAJIaHHIO BHYTPb OLICHHBAIOCH B J1a0OPaTOPHBIX YCIOBHAX 10 06pasuam,

pasiu X

CnipaBousBsIii HOMEp H3JeHsA : nitrylex PF

CuipseBoii MaTepuan : HUTpHJI

HapyxHas OBEPXHOCTh ! TEKCTYPHPOBaHHBIE

Masxera © BAJTHK

Lser : cuHMii / cuHe-pHONeTOBbIH

Dopma : IEPYATKH, OZJMHAKOBBIE 15 JIEBOH W NPAaBOW PYKH
Pasmepnt :XS,S,M,L, XL

Tpuemnemsii ypoBenb @ 1.5

Ka4ecTBa

Komwuectso B ormensHoid 100 mryk no Becy

YTIIaKOBKE

Cpox roasocTH : 5 jier (HauMHas C JaThl IPOM3BO/ICTBA)
Xpanenune

TlepuaTkn PeKOMEHAYETCA XPaHHTb B CYXOM MecTe NpH Temneparype 5-35°C, a Takoke
w3berars NonajaHus CONHEYHOro M (UIyopecieHTHOro ceta. JlepXKuTe mepuaTku Ha
PacCTOAHHH HE MEHee | M OT HarpeBaTeNbHBIX YCTPOHCTB, HCTOYHHKOB OTHSA M 030HA.

He zepkwuTe NepYaTKM B HEMOCPEACTBEHHON ONM30CTH OT pacTBOpHTENeH, Macel,
TOIUTHBA H CMA304YHBIX BEILECTB.

KonTakTt ¢ NHICBLIMH NPOAYKTAMH

Tepuarku, MapKHPOBAHHBIC CHMBOJIOM, YKa3bIBAIOIIMM HA KOHTAKT C NHIIEBBHIMH
NPOAYKTaMH X!, COOTBETCTBYIOT TpeGoBanusm EBpomneiickoro pernamenTa Ne 1935/2004
«O wmarepuanax», lupextussl Esponeiickoii komuccun 93/11/EEC u Pemenns Cosera
Esponst AP (2004) 4, a Taxxke TpeGosanusaM Esponeiickoro pernamenta Ne 2023/2006 o
Hamnexameii [TpoussoacrserHoit [TpakTuke.

Pesynbrar ucnsitanus: Mcnsitanue 6bu10 3anpomeno no Pemennto Cosera Esponsi AP
(2004) 4

B3ATHIM C JIAZOHH (33 HCKTIOUEHHEM CITy4aeB, KOr/la liepyaTka paBHa WiH npessimaet 400
MM - TOT/Ia HCIBITHIBAETCA TAKXKE MaHXKETAd), ¥ OTHOCHTCA TOJBKO K HCIBITAHHOMY
XMMHYECKOMY BEIUECTBY M HCIBITAaHHOMY 0Opasily. OHO MOXeT ObiTh MHBIM, €CIH
XAMMYECKOE BEIIECTBO HMCIONB3yeTCA B CMECH. YCTOWYMBOCTh K MPOHMKHOBEHHIO
OLIEHMBANACh B JIaGOPATOPHBIX YC/IOBUAX W OTHOCHTCA TOJIBKO K MCIBITAHHOMY 00pasity.
PeKkOMeHIyeTCs MpOBEPUTH, MOAXOMAT JIM TNEPYaTKH Ul TPEATONaraeMoro
HCTIO/Ib30BAHMUSA, MIOCKOJIBKY YCJIOBHs Ha Pab0oueM MECTE MOTYT OT/IMYAThCA OT THIIOBBIX
MCTIBITAHMH B 3aBHCHMOCTH OT TEMIEPATypbl, HCTHpaHHs M Jerpajauud. Ilpu
HCTIO/IB30BAHMH 3aUIMTHBIE NEPYATKH MOTYT OKa3biBaTh MEHbIIEE CONPOTHBJICHHE
BO3/ICHCTBUIO ONACHOTO XMMHYECKOrO BEILECTBA H3-33 H3MEHCHHSA (H3HUECKHX CBOHCTB.
JIBMKeHHS, 3aMPbl, TPEHHE, NETPAJALKs, BHI3BaHHAA KOHTAKTOM C XMMHKATaMH, U T. 1.
MOTYT 3HAYHMTE/IBHO COKPATHTb BpeMs (PaKTHUECKOTO HCMONB30BAHHA. [ arpecCHBHBIX
XHMHKaTOB J€rpajauds Moxer ObiTb HauGonmee BaxHBIM (DakTOpOM, KOTOpbiH
HEo6XOMMO YUHTHIBATH NPH BEIOOPE XMMHYECKH CTOMKHX Nepyatok. [Tepuarku noaxoast
VISl CIEUMANIBHBIX LiENeH, MOCKONbKY OHH SBIISIOTCS 3alMTHBIMK TEPUATKAMH, T1€ PUCK
TPaBMHPOBAHHA 3aIIACTbA CYATACTCA MHHMMAJIBHBIM, NIEPUATKH KOpoue, ueM TpeGoBanue
EN ISO 21420 no MUHHMAJIGHO# JUTHHE.

VesioBus pacTsokeHHs (HCTIBITAHHE Pe3ysibTaThl HCNBITAHAS (Mpeaes <
NPOBOAKIOCH Ha npoTsokennH 0,5 4 npu 10 mr/am2)
Temnepatype 40°C)

3% yKkcycHas KHC/I0Ta NPOHIEHO

10% atauon NPOHJCHO

20% 3TaHon NpOHAEHO

50% 3raHoN MPOHJEHO
PexTHOHIMPOBAHHOE OJIMBKOBOE MacIo MPOHAEHO

Jloka3aHo, 4T BEIECTBA HE NONAJAI0T B MPOAYKTHI MHTAHKS, YTO MOIJIO GBI MPHBECTH K
H3MEHEHHIO XapaKTEPUCTHK NPOAYKTOB nuTanus. OXHOPA30BEIE NEPUaTKH 1A paboTsl ¢
NPOAYKTAMH TNHMTaHHA pa3paboTaHbl YA HEMPOJOIKHTEIBHOIO HCMONB30BaHHA H
NpeIyCMaTPHBAIOT YacTylo 3aMeHy. PEKOMEHIYeTCs MEHATh NEPYaTKH Ha PeryJApHO#H
OCHOBE.

Kaaccndukauus H COOTBETCTBHE B COOTBETCTBHH ¢ PerjiaMeHTOM 0 MeIHUMHCKHX
H3IEHSX

Ilepuatkn OTHOCATCA K Kiaccy 1 MeauumHCKHX M3Jenuii cornacHo Permamenty o
meauuMHCKHX u3nenusx 2017/745, a Takke COOTBETCTBYIOT cranaaptam: EN 455-
1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN
ISO 20417:2021.

Mapkuposka CE: CE

[lesieBoe Ha3HAYEHHE

DTH HHTPWIOBBIC HECTEPH/IBHBIE HENYJAPEHHBIC OJHOPA30BBIE CMOTPOBBIE M 3ALIMTHbIC
NEepYaTKH, NPEJYCMOTPEHHbIE IS MEIHUMHCKHX LEJCH, KOTOPBIE HOCATCA Ha pykKax,
4TOGBl 3ALMTHTH MALMEHTAa H OCMATPHBAIOLIEr0 OT NEPEKPECTHOTO 3arpA3HEHHMs, MIA
NPOBEJECHHS MEJULIMHCKHX OCMOTDPOB, AUArHOCTHYECKHX H TEPANEBTHYECKHX MPOLEAYP.
CMOTpOBBIE TEPYATKH NpPEeJHA3HAYEHBI JUIA MEIMIMHCKHX ACHCTBHH, 33 MCKIIOYEHHEM
XMPYPrHYeCKHX. HHUTPHIIOBBIC HECTEPHIBHBIC HEMYAPEHHBIE CMOTPOBbIE M 3AUIMTHBIE
nepyaTky, pa3paGoTaHbl W H3rOTOBJCHBI JUIA 3alIMTHl OT OJHOrO WM Gosnee pHCKOB
3J0POBBIO YENOBEKA, HOCAIIEr0 3TH InepyaTku. IIpe/HasHaueHbl Id JACHCTBHH C
MPOAYKTAMH TMTAHUs, YTO JOJDKHO MHHUMH3HDOBATh BEPOSTHOCTH 3arpA3HEHHA €/bl BO
BpeMA €¢ NPUrOTOBJICHHA WIM NpH OOpAIEHMH C HEH, MepyaTKH JO/KHBI OJ€BATHCA
BceMH paGoTHMKamMu OOueCTBEHHOro muTaHMA. IlepuaTku OTHOCATCA K Kimaccy [
Meauuuuckux u3genui. J{uzaliH M MapKMpOBKAa O3THX II€PYaToOK COOTBETCTBYIOT
TpeGoBanuAM EBponefickoro perjiaMeHTa O MeQMUMHCKHX m3enuit  2017/745,
Esponeiickoro pernamenta 2016/425 o cpencTsax HHAMBHAYAIbHOH 3aLUMTHI O CPEACTBAX
MHIMBHAy&IbHOH 3alMThl, a Takke TpeGoBauuaM Esponeiickoro pernamenta No
1935/2004 «O Marepuanax». IlepyaTku JOKHBI HCMONB30BATHCA HMCKIIOYHTENBHO B
COOTBETCTBHH C HX Ha3HAYCHHEM.

Yruanzauus
VTunu3auus J0DKHA POBOAMTHCH C COOMIOJICHHEM MECTHBIX HOPMATHBHBIX MPaBOBBIX
aKTOB.

e) Thl MapK HAa bl€ Ha Y M
Kﬂaccndmlcauuﬂ H COOTBETCTBHE Cpe,uc'ra MHAUBHAYAJIbHOH 3a1MThI MD Mepuumnckoe PPE Cpencrsa ﬂ Hutpunossie
[Mepuarku otHocstcs kK kareropuu III Cpeacts MHAMBHAYQNBHOH 3aUIMTHL COrJIACHO L___l u3nenue ] nepHaTKH
Tpunoxenuio 11 Pernamenta 2016/425, a takxke coorserctyioT cranzapram: EN ISO SAIGATSL
21420: 2020, EN 1SO 374-1:2016 + A1:2018 (Tun B), EN ISO 374-2:2019, EN 16523- @ Henynpeutsie ® Oznopasonei g Herpnina
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016. i cpram
Ceprudukar o nposepke Tuna EU Beinan: «CATPA» /SATRA/ (noruduumpyembiit He SN He nonycars Preg XpanuT B
opraH N‘_' 2777) HMCNONBL30BAaTh, 4\\ nonagaHus J CyXOM MecTe
€CJIH yrnakoBKa COJIHEYHOIO CBeTa
. TOBpeXAEHa
TIpoBepka u3rotoBieHHbIX CpeCTB HHAWBHAYATBHOH 3alUTHI: % | Temnepatypust - ENISO 374-1 R ENISO 374-
€ OrpaHHueHus [ﬁ:} EE Xumuueckue m 5 3amuTHble
*® 5-35°C . 3aLUATHBIE & nepyaTku
NePHaTKH, npoTHB
COMPOBOX/AAEMbIE Gakrepuu,
TPEX3HAYHBIM rpu6KoB H
«CATPA Texnonomku Opon Jlumuren» ISATRA Technology Europe Limited/ Chenosats 1,:;}:,:9 N ;::::::a
Bpeiicrayn busnec ITapk MHCTDYKLMAM TIOAXOAMT I l;;lv) TIOZXOMHT
no KOHTAaKTa C Aans
Knomn, D15SYN2P, Hpnanus. IKCIUTYATALHK MHILIEBBIMHA nepepaboTk
NPOAYKTAMH H
Jlexnapauust COOTBETCTBMA ¥ HWHCTpYKUMA NO NpUMeHeHHo ¢ uHpopmauued 06 ‘ﬁ" Vnakoska VkasbiBaeT Ha l lOT ‘ Howmep
HMIIOpTEpax A0CTYNHA Ha caiite: www.mercatormedical.eu % ﬂ paccmarpusaet 4’ coot noTa/napTHH
YpoBu# 3 PeKTHBHOCTH NpoHHUaemMocTH B coorsercTBHH ¢ | EN ISO 374-4:2019 G""‘ KX TpeGoBaiam
EN IS0 374-1:2016+A1:2018 HMerpanauus (%) ronn i <
Yposeus1>10 mun, Yposens2>30 mun, Yposenn3>60 mun, Tata Cpok roaHocTH Tipowssonut
Vposenn4>120 mun, Yposeun5>240 mun, Yposenn6>450 NpOM3BOACTBA enb
MHH
6 100
PesyabTaThl HenbITaHHI B cooTBeTcTBHH ¢ EN 16523- L@ AT Zyom%ﬁ nepu-rolltunwochy
1:2015+A1:2018
XHMHUYECKOE BELIECTBO Yposenn
35% Oranon 6 55,0%
40% Uzonponanon 6 68,7%
10% VYkcycHas KucioTa 4 53,5%
50% Xnopua GeHsankonus* 6 29,5%
v i 6 32,9%




10% ®ocdopHas KMCIOTa 6 -14,0%
40% Tuapokcua Hatpus (K) 6 2,6%
12% Hatpus rHNOXJIOpUT 6 22,7%
50% Cepnast kucnora 6 21,1%
5% BpOMHCTBIH STHIAMH 6 32,9% Kak cHUMAaTh Nep4YaTkH
3% Ilepexuch BOAOPOAA 2 44,0%
30% Iepexucs Bonopoaa (P) 5 52,8%
37% Dopmansaerna (T) 6 20,0%
50% I'nyrapansaerua 6 22,9%
0,1 % ®enon 6 24,7%

* MunuManbHad BBIB/AEMAs CKOPOCTh NPOHHIACMOCTH: 5 MKT/CM3/MuH

** MuHUMANBHAS BBABIAEMAS CKOPOCTh POHALAEMOCTH: 7 Mxr/cM3/MuH

Tpumesanne: 1) MuHMMalbHAs UIMHA TNEPYATOK A% naoparopssix pabor — B
coorsercrsuu ¢ EN 455-2

HcnsiTanue B coorBercTBuH ¢ EN Hcnpitanse B cootsercrsun ¢ EN ISO 374-
1SO 374-2:2019 (ISO 2859) 5:2016
Yposenn JonycTumplit 3ammra ot GaxTepHii H npoHIEHO
3®PeKTHBHOCTH YPOBeHb rpubxos
Ka4ecTBa
Yposens 3 <0,65 3anuTa OT BHDYCOB MpoHIEHO
VposeHb 2 <1,5 EN ISO 374-5:2016 VYcroiiuuBoCTh K
Vposesns 1 <40 TNPOHHKHOBEHHIO Guina OLCHEHA B
1a6OpaTOPHBIX YCHOBHAX H OTHOCHTCH TONBKO
K HCTILITAHHOMY 00pasity.

KoMnoHeHTbI/ONacHbIe KOMIOHEHThI

Hex0TOpHlE MEPYATKH MOTYT CONCPXaTh KOMIOHCHTH, KOTOPHIE MOIyT BBI3BATH
2AIEPIHIO Y JIOMEH, CKIOHHBIX K QJUIEPriH, Y KOTODHIX MOKET Pa3BHTHCA KOHTAKTHOS
pa3sapaxeHHe WHIH a/IEPruyecKas peakius. B ciyuae BOSHHKHOBEHHS aJUICPrHUECKOH
PEAKIHH HEMEUIEHHO 06ATHTECh 33 MEMIHHCKOH MOMOLIBIO.

IpousBoauTeb

«MEPKATOP MEJTUKAJI (Taunaun) Jitay
IMERCATOR MEDICAL (Thailand) Ltd/
88/8 My 12, Tam6or Kammsrrnxer, AMnxyp Parranxym, Conrkxsia 90180, Tannaux
/88/8 Moo 12, Tambon Kampaengphet, Amphur Rattaphum, Songkla 90180, Thailand/

JuctpubbroTop

000 «Koncumym I'pynn»
606-8/50, yn. Knopura, Murck 220103,

Pecny6nuka benapych

Iewamy xomnanuu: [MEPKATOP MEJJUKAJI (TAUJIAH/T) JITH.]

10 anpens 2024 2.




HacTosAwuMM noaTBepXXAaeTes, 4To
nepeBof AOKYMeHTa C aHrUIACKOro A3biKa Ha PYCCKUMA A3bIK
BbINONHEH HOTapuanbHbIM NepeBoAunkoM Blopo nepesopos puHbl EBXeHko
BepHwTeiiHoM PomaHoM BopucosuyeM
U SIBNSIeTCA NMONHbLIM U BEpPHbIM NepeBOAOM NpuiaraeMoro foKyMeHTa.
MpolwnTo 1 3aBepeHo neyaTsbio Blopo nepesofos Ha 3 (Tpex] nucrax.
Per.N¢ 12382_02_en-ru [arta 03" mas 2024r.
Moanuck g aupekTop @.B. EBXeHko
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User instruction ¢

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product

Latex examination and protective gloves, powdered, non-sterile for disposable use.
Full description of the product

Product Reference : santex

Raw material : natural rubber latex

External surface : smooth

donning powder : modified corn starch (USP)

Cuff : beaded

Colour - natural latex color

Shape : ambidextrous, fitting to the right and left hand
Size range :XS, 8, M, L, XL

AQL 1.5

Quantity in packaging : 100 pieces by weight

Shelf life : 5 years (from the date of manufacturing)
Storage instructions

Itis recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of

fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and |

Food contact

Gloves are marked with 1ood contad symbol % and comply with the requi its of European R ion (EC)
No 1935/2004 on 1 C ission Directive 93/11/EEC and Council of Europe Resolution AP

(2004) 4 and with requirement of Regulalmn (EC) No 2023/2006 on Good Manufacturing Practice.
Result Summary: Test Requested Council of Europe Resolution AP (2004) 4

Extraction conditions (tested for 0.5 h in 40°C) Test Result (limit < 10 mg/dm2 )
10% Ethanol Pass

it can be ensured that no substances are transferred to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. it's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1:2020,
EN 455-2:2015, EN 4565-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN 1SO 20417:2021.

CE marking: C €

PPE classification & compliance

Gloves are category lll Personal Protective Equipment as per Annex Il of the Regulation 2016/425 and comply to
standards: EN ISO 21420: 2020, EN ISO 374-1:2016 + A1:2018 (Type C), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2019, EN I1SO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

ce2777

SATRA Technology Europe Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

D ion of Ci ity and ion of Use are avail at: www. dical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Levelt>10min , Level2>30 min, level3>60 min, level4>120 min, Level5>240 min, Level6>480 min | EN ISO 374-4:2018
Test results acc. to EN 16523-1:2015+A1:2018 HeRmIaion e
Chemical Level
40% Sodium hydroxide 1 -15.2%
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2019 (ISO 2859) Test acc. To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
Level 1 <40 been d under 'A b y i and relates
only to the tested specimen.

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may dewehp Domact irritation andlor allergic reaction. Gloves made from natural rubber latex may cause allergic
reactions, hyl In the case of an allergic reaction, seek medical assistance
immediately.

Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gioves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
torn or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the inside as
they may cause iritation leading to skin inflammation or more serious damages. The gioves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric
shock protection, ionizing radiation or from the effect of hot or cold objects. This mfmmanon does not refiect the
actual duration of protection in the and the b i and pure ch ion results
indicate me change in puncture remslance of the gloves after exposure to the challenge chemucal The chemical
has been d under lab y conditions from samples taken from the paim only
(except in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
uhemlcal tested and to the tested specimen. It can be drﬁerent if the chemical is used in a mixture. The penetration
has been under and relates only to the tested specimen. It is
recommended to check that the gloves are sultable for the intended b the itions at the workpl
may differ from the type test depending on the temperature, abrasion and degradauon When used protective

gloves may provide less resi tothe g ical due to in pl
snagging, mbbmg, degradauon caused by the chemical contact etc. may reduce the aciual use tnme sgmftcanﬂy
Far ion can be the most impartant factor to i in of

resistant gloves. Gloves are sunab!e for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN ISO 21420 min. length requirement.

Intended use

These are non-sterile powdered latex examination and protect!ve gloves for smgle use, intended for medical

purpose lhat in worn on the hand to pmtect patient and from cross ion, conducting medical
di ic and p p es. ination glove is i for medical activities except

surgery. Non-sterile p latex ination and pi ive gloves and to be womn or

held by a person for protection against one or mure nsks to that person 's health or saiety Intended for food contact

purposes that donning to prevent the likelihood of food ion during the prep: orh ing and

applies to every food handler. Gloves are classified as Medical Devices Class I. Their design and labelhng
correspond to the requirements of the European Medical Device Regulauon 20177745, the European Regulation
20167425 on Personal Protective Equipment and comply with the of European Regulation (EC) No
1935/2004 on materials. Gloves should be used solely according to their intended application.

Disposal
Local regulations regarding the disposal should be applied.

Symbols used on the packaging

N Personal Protective
Powdered gloves ® For single use only Non-sterile

Product quality is not e
ensured if the package \ Keelr #y from
is damaged /“L smhg

Keep dry

oz
35C
Temperature limitation EN IS0 374-1 Chemical 252“27;5;?:‘*

-~ 535°C protection gloves bacteria, fungi and viruses
Consult instructions Suitable for food ’
for isse Q? R Recyclable packaging
Package can be Indicates compliance
treated as municipal 4\/ with the requirements Lot / batch number
waste of Ukrainian market

Date of manufacture g Expiry date “ Manufacturer

100  racked 100 gloves by

Distributor by weight weight

KRESB

How to put and take off

Manufacturer

MERCATOR MEDICAL (Thailand) Ltd.

d 88/8 Moo 12, Tambon Kampaengphet
Amphur Rattaphum, Songkhla 90180,
Thailand

Distributor

Consilium Group LLC.
% 606-8/50, Knoryna St., Minsk, 220103,
Republic of Belarus
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WHCeTpyKUHs N0 IPHMEHEHHI0
Hacrosmas MHCTPYKLHA JIOIDKHA MCTIOJIb30BATHCS BMECTE C noapoGHO# HHpOpMalLMeH Ha YIIAKOBKE.

KpaTkoe onHcaHHe NPOAYKTA

1lesieBoe HA3HAYEHHE

JlarexcHBle HECTEPWIbHbIE IyAPEHHBIC OZIHOPA30BbIC CMOTPOBbIE H 3aLLMTHBIC MEPYATKH.

Ioanoe onHcaHHe NPOAYKTA

Cripaso4HBIH HOMED H3JeNUs : santex

CuipbeBoif MaTepHai : HATypaJIbHBIN KaydyKOBbIH JIaTeKC

HapyxHas NOBEPXHOCTh ! TTIafiKue

Tlyapa s HaZACBaHHA : Moau(UuMpOBaHHEIH KyKypy3Hsii kpaxman (USP)
Masxera : BAJTHK

Iser . HaTypaIbHBIH ATEKCHbINA LBET

Gopma | ePYaTKH, ONMHAKOBBIE JUIA JIEBOH U NMPaBOH PYKH
Pazuepsl :XS,S,M, L, XL

[puemaeMbii yposeub 1.5

Ka4ecTsa

Koawsecrso B orgensHoift 100 mryk no Becy

YIIAKOBKE

Cpox roasocTd : 5 nier (HauMHas C ATl IPOM3BO/CTBA)

TH NaTeKCHblE HECTEDWIBHBIE MyJAPEHHBIE OJIHOPA3OBBIC CMOTPOBBIE H  3ALIUTHBLIE
NepYaTKy, NPeTYCMOTPEHHBIE IS MEIHLIMHCKMX westel, KOTOpble HOCATCA Ha PyKax, 4TOOBI
3AIATHTS NALMEHTa M OCMATPHBAIOLIEr0 OT TIEPEKPECTHOrO 3arpsA3HEHHs, LA MPOBEACHHS
MEIMLHMHCKAX OCMOTPOB, JMArHOCTHYECKHX M TEPANCBTHYECKHX MPOLCAYP- CMoTpOBBIE
NepYaTKy MpeHa I JUIA D WX ACHCTBHH, 33 HCKIIOYCHHEM XHPYPrHYCCKHX.
Jlar pI€ HECTEPUJIBHBIE YD 1€ CMOTPOBBIE H 3aIIMTHBIE MEPYATKH, paspaboTaHbl U
H3rOTOBJICHBI JUTA 3aLATHI OT OJTHOTO WK Gosiee PUCKOB 3710POBBIO 4EJIOBEKA, HOCALICIO ITH
nepyarkd. [lpeanasHaueHsl Wit edcTBHHA € TPOAYKTAaMH IMTaHHA, 4YTO JAO/DKHO
MHHHMHM3HDOBATh BEPOATHOCTh 3arpA3HEHHMs €/bl BO BPEMA €€ NMPHUIOTOBICHHA WM NPH
obpalieHny C HeH, MEpuaTKu JOJKHBI ONEBAThCS BCEMH paboTHHKaMH OGIIECTBEHHOTO
nuranus. Tlepuarku otHOcATCA K knaccy 1 MenuumHckux u3nenuid. Jlu3aiiH ¥ MapKUpOBKa
3THX NEpYaTOK COOTBETCTBYIOT TpeGoBaHHAM EBPONEHCKOro pernaMeHTa O ME/HMIMHCKHX
wanenmii 2017/745, Esponeiickoro pernamenta 2016/425 o cpencrsax HMHIMBHIYANBHON
3aWMTHl O CPEACTBAX HMHAMBHIYAIbHOH 3aUIMTH, 3 TAKKe TpeGoBanusM Esponetickoro
pernamenta Ne 1935/2004 «O marepuanaxy. TlepyaTku JOJDKHBI HCIIONIBE30BATHCA
HMCKIOYHTENIBHO B COOTBETCTBUM C MX Ha3l

Xpanenune

TlepuaTsii PEKOMEH/YETCA XDAaHHTh B CYXOM MECTE NpH TEMIEpaType 5-35°C, a Takxe
y3feraTs MONAZAHUS COJHEUHOro M (hIyopecueHTHOro cpera. [lepkHTe MEpuaTKH Ha
PACCTOSHHH HE MeHee | M OT HarpeBaTeNbHbIX YCTPOHCTB, MCTOYHMKOB OTHS H 030HA.

He jep&wTe NEPYATKH B HENOCPE/ICTBEHHOH 6/M30CTH OT pacTBOpHTENEH, Mace, TOIIHBA
¥ CMa3049HBIX BEILECTB.

Yrunuzanus
VIuau3amus JOJDKHA TPOBOAMTBCA C COGMIOJEHHEM MECTHBIX HOPMATHBHBIX MPABOBBIX
aKTOB.

KonTakT ¢ IMH TIPOAYKTAMH DJIeMEHTBI MAPKH] A ble Ha Y y
TlepuaTku, NPOMAPKUPOBAHHBIC CHMBOJIOM, YKA3bIBAIOIIMM HAa KOHTAKT C MHILEBHIMH iMB‘ Mepuupnckoe {PPE} Cpencrsa Jlatekchbie
npoayxtamu %, cootsercTyior TpeGoanmam Esponefickoro pernamenta Ne 1935/2004 g i TIepHATIH
«O wmarepuanax», Jlupekrnssi EBponeickoll KOMHCCHH 93/11/EEC u Pemenus Cosera I 0 HecrepubHsie
Esponst AP (2004) 4, a Taxoke TpeGosanuam Esponeiickoro periiamenta Ne 2023/2006 o r{;ﬁ:::(:e ® ARRpasE nepq,TK:H
Hamnexameit ITpoussoacreenHoi IIpakTuke. He i He jionyciats > Xpauurs 2
3 L -
P;egg:s;ar wcnsrTanns: VcnpiTanne 6but0 3anpomeno no Pemenuio Cosera Espomnbt AP @ HCHIOB30BATS, }-«L\ A ? Cyxom mecTe
(' ) €CIIH yTaKkoBKa COJIHEYHOrO
VcaoBHs pacTsokeHHs (HCNbITAHKE Pe3yabTaThi HenbiTaHHs (npenen < 10 nOBpexX/EHa . cBeta —
npoBOAMIOCH HA mpoTsukennH 0,5 4 npu mr/am2) w4 TeMnepaTypHbl 8 EN IS0 374-1 EN S0 374-5
Temnepatype 40°C) . € OrpaHuYeHUs @ ag Xumuueckue [&1 ag 3awuTHbIE
10% sranon TpoiizIeHo 53 ﬁm‘? - ":pp:,‘:.::"
JloKasaHo, YTO BELIECTBA HE MOMAJAIOT B MPOLYKTHI MHTAHUS, YTO MOIJIO Obl MPHBECTH K wnpowm;m Gaxrepu,
M3MEHEHHIO XapaKTePHCTHK MPOAYKTOB muTanusa. OJHOPa30OBbIE MEPHATKH A pabotsi ¢ bie rpubKoB 1
NpOAYKTAMH TNuTaHMA pa3pabOTaHBl JUIA HENPOJOUKHTE/IBHOIO HCIO/NB30BAHHA M TPEX3HAYHBIM BHPYCOB
NpPeIyCMATPHBAIOT YacTyio 3aMeHy. PEKOMEHJYeTcs MEHATh MNEPYaTKH Ha peryspHOH kozom
Seanse Crenosath Hsnenue /l‘\ YnaxoBka
K ~ HHCTPYKLMAM NOAXOAHT IS L.) NIOAXOAMT 1A
accupHKALMS H COOTBETCTBHE B COOTBETCTBHHM ¢ PersiaMeHTOM 0 MEAHUHHCKHX =3 AOREAKTEC PAP nepepaGoTKH
H3EJIHAX JKCIUTyaTalnH MHILEBBIMH
TlepuaTku OTHOCATEA K kuaccy I MeJMUMHCKHX M3JC/MA COrJIaCHO Pernamenty o a TIPOAYKTaMH
MeauuMHCKHX nanenusx 2017/745, a Takke cootBercTBYIOT cTanzapram: EN 455-1:2020, 2 Ynakoska v YkasbiBaer Ha LOT Howmep
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN ISO @} p'“:::z::“" ms’m oTainaprint
20417:2021. ObITOBBIE YKPaHHCKOTO
oTXO0zbl phiHKa
Mapkuposka CE: (€3 Cpok rofHOCTH TIpoussoauTen
NPOH3BOACTBA b
JluctpubbroTop 100 100 wryk
by weight nepyaToK no
BECy

Kaaccuduxauus u coorBercTBHe CPeacTB HHAHBHAYAIbHOMH 3aLIHTHL

Kak cHHMAaTh nepYaTKH

TMepuarku oTHOcaTcs k Kareropud III CpencTs MHAMBHAYATIBHOH 3alUMTHI COrVIACHO
Tpunokennio 11 Pernamenta 2016/425, a Takke COOTBETCTBYIOT CTaH/A : EN ISO
21420: 2020, EN ISO 374-1:2016 + A1:2018 (Tun C), EN ISO 374-2:2019, EN 16523-
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

Ceprudukar o nposepke Tuna EU seinan: «CATPA» ISATRA/ (HoTuHuHMpyeMBIH Opran
Ne 2777)

ITpoBepka H3roToBNeHHBIX CPEaCTB HHAMBUYIbHOA 3aILMTEL:

Ce2777

«CATPA Texnonomwku KOpon Jlumuren»
Bpeiicrayn busnec INapk
Knouu, D15SYN2P, Upnanaus.

ISATRA Technology Europe Limited/

Jlexnapamus coOTBeTCTBHA M MHCTPYKUMA MO NPUMEHEHHIO C uHpopmauueii 06
MMIIOpTEpaX JA0CTyIHA Ha caiite: www.mercatormedical.eu

EN ISO 374-4:2019
Jerpapauus (%)

VposHH 3pPeKTHBHOCTH IPOHHLAEMOCTH B COOTBETCTBHH C
EN ISO 374-1:2016+A1:2018

Vposens1>10 mun, Yposens2>30 mun, Yposenn3>60 mun,
Yposenb4>120 mun, Yp 5>240 mun, Yposenb6>480 Mmun

PesybTaThl HCnbITaHK B cootsercTBiy ¢ EN 16523-

1:2015+A1:2018
XHMHUECKOe BelecTBO YpoBeHn
40% ruapoKCH HATpPHA 1 -15,2%

TIpon3soauTenb

W«MEPKATOP MEJUKAJI (Tauwnang) JIta

IMERCATOR MEDICAL (Thailand) Ltd/
88/8 My 12, Tam60n Kammanrnxer, Amnxyp Parranxym, Conrkxia 90180, Taunaun
/88/8 Moo 12, Tambon Kampaengphet, Amphur Rattaphum, Songkla 90180, Thailand/

Ipumeyanne: 1) MuHMManbHas [UIMHA TEPYATOK JUIA naGopatoprex paboT - B | JiycrpuGbioTop
cootsetcTuH ¢ EN 455-2 o -
Hcnbitanue B coorsercTBaH ¢ EN Hcnbitanse B cootBercTeuu ¢ EN ISO 374-

1SO 374-2:2019 (ISO 2859) 5:2016 000 «Korcumuym I'pymmy»

Yposenb JlonycTumbiit 3amura ot GakTepuii ¥ TIPOH/ICHO 606-8/50, yn. Kuopuna, Munck 220103,
3¢ deKTHBHOCTH YPOBeHb rpubkoB Pecny6muka benapych

KayecTsa
YposeHs 3 <0,65 3awmTa OT BUPYCOB NPOHZIEHO
VposeHb 2 <1,5 EN ISO 374-5:2016  YcTOiuMBOCTE K




VYposess 1 <4,0 NPOHHKHOBEHHIO ObUIa OlIEHEHAa B NaGOpaTOPHBIX
YCJIOBHSX M OTHOCHTCA TOJIBKO K HCHBITAHHOMY
obpasuy.

K Thi/OnIacHBIE Thl

HexoTopsI€ NEPYaTKH MOTYT COIEPXKaTh KOMIIOHEHTHI, KOTOPBIE MOTYT BBI3BATh /ICPTHIO
y mozeil, CKJIOHHBIX K &/UIEPIHH, Y KOTOPBIX MOXET Pa3BHTHCA KOHTAKTHOE Pa3sApaKeHHE
w/sTH aiepruyeckas peakuusa. IlepyaTky, M3rOTOBJICHHBIE M3 HaTYPaIbHOrO KayuiykoBOro
JaTexca, MOTYT BBI3BATh A/UIEPTMYECKYIO PEAKIMIO, BKITIOUAs aHA(UNAKTHIECKHE PEaKLHH.
B cayuac BOSHHKHOBEHHSA aUICPIHYECKOM pEAKIMH HEMEIEHHO oOpaTHTech 3a
MEIHIHHCKOH NOMOIIBIO.

Meps: np TOp TH H YKA3aHHS 110 HCII0JIb

Tlepen TeM Kak HaJeTh MNEPYATKH HEOOXOAMMO XOPOLIO BBICYIIHTh PYKH. Tlepen
HCTONB30BAHWEM TDOBEPHTE MNEpYaTKd Ha Hanmuuue Jedextos. JlaHHBIE NEpPYaTKH
SEAROTCA OAHOPa30BBIMHM. He [JONycKaiiTe TNONANAaHWA XWMHMYECKHX BELIECTB TOA
NepeaTkH uepes ry. Ecim xu )e BELIECTBO NOMAJIO HA KOXY, HEMEUIEHHO
cuoiite ero GONBIIMM KOJHYECTBOM BOIBI ¢ MbUIOM. Eciu BO BpeMs paGoTsl nepyatku
NPOXONOTH WM TIOPBaHBI, CHUMMTE HX H HaJeHbTe HOBbie. He ncnombsyiite nepuarky,
JarpsIEcHHBE W3HYTDHM, Tak Kak OHM MOTYT BbI3BaTb Da3/paXeHHe, NPHBOAALIEE K
BOCHANCHHIO KOXKH WIM 00/iee Cepbe3HbIM MOBPExkAeHHAM. [lepuaTku He CrieayeT
HCHOAB30BaTh NPH OOPALCHHM C OTKPHITHIM OPHEM M JUIA 3alMTHL OT JOOBIX OCTPBIX
wECTpymenToB. [lepuaTkn HE NpEIHA3HAYCHBl /UIs CBApKH, 3AlUMTBI OT MOPAKEHWA
AMSKTPHYSCKHM TOKOM, HOHH3HPYIOLIETO MJIYUYCHHS WM OT BO3ACHCTBHA TOPAYMX HIIH
XOJAOAHBIX TP 8. Ota HHOp HE OTpaXaeT PEalbHYIO NPOJOJIKHTENHOCTD
saupeTei Ha paboueM MECTe M MNPH MCIOJNB30BAHHH DA3IMYHBIX CMECEH M UHCTHIX
XHMHYECKHX BEHIECTB. Pe3yNbTaThl NErpajalidd YKashiBAIOT HA M3MEHEHHE CTOHKOCTH
NepsaToOK K TPOKOJAY NOCHE BO3ACHCTBHA XHMHUECKOro Bemiectsa. CompoTHBiCHHE
XHMHSECKOMY TIONaAHAIO BHYTPh OLEHHBAIOCH B J1aGOPAaTOPHBIX YC/IOBHAX MO 06pasiam,
B3%THIM C NANOHH (32 HCKIIOUEHHEM CITydaeB, KOr/a NepyaTka papHa Win npesbimaet 400
MM - TOTAA HMCTBITHIBAETCA TAKXKE MAHXKETa), H OTHOCHTCA TOJNBKO K HCIBITAHHOMY
XHMESSCKOMY BEIIECTBY M HMCTBITaHHOMY o6pasuy. OHO MoxeT OBITb HMHBIM, €CIH
XHMEYSCKOS BEIIECTBO HCIOJB3YeTCs B CMECH. YCTOHYMBOCTD K NPOHHKHOBEHHIO
ouecsmBanack B aGOPATOPHBIX YCNIOBHAX M OTHOCHTCA TOJIBKO K MCIIBITAHHOMY 06pasity.
PexOMEHIYETCA  NPOBEPHTh, TMOAXOJAT JIM  NEpYaTKM  AUIs  NPEANoJaraeMoro
WCTIONB30BAHHA, TOCKOJIBKY YCJIOBHSA Ha pafo4yeM MECTe MOTYT OTJIHYAThCA OT THIOBBIX
WCNMTAHHH B 3aBHCHMOCTH OT TEMIEPATyphl, HCTHpanus M jaerpajauud. Ilpu
HCTIONB30BAHMHM  3ALMTHBIE MEPYATKH MOrYT OKa3blBaTh MEHbIIEE CONPOTHBJICHHE
B037HCTBHIO OMACHOTO XHMHYECKOTO BELIECTBA H3-32 M3MEHEHHs (PM3HUECKMX CBOHCTB.
Jlswxenus, 3aupbl, TPEHHE, NETPAJalKs, BHI3BAHHAA KOHTAKTOM C XHMHKAaTaMH, H T. I.
MOTYT 3HAUHTENBHO COKDATHTh BpeMs (PaKTHYECKOro MCIONb30BaHHs. [lis arpecCHBHBIX
XHMHKATOB JIETPAJaLks MOXeT ObiTh Hanbosee BakHbIM (HaKTOPOM, KOTOPBIH HEOGX0AHMO
Y4uTHIBATH MM BBIOOPE XHMHYECKH CTOMKMX rnepuaTok. IlepuaTku moaxoaar s
CreIHANBHBIX LENeH, IMOCKONbKY OHH SABJIAIOTCA 3AUTHBIMM MEPYaTKaMH, IIE PHCK
TPAaBMHDOBAHUSA 3AMACTHS CYMTAETCS MHHMMATBHBIM, TICPUATKH KOPOUE, 4eM TpeGoBanue
EN ISO 21420 no MHHHMAJILHOH JUIMHE.

10 anpenst 2024 a.

Heuamy komnanuu: [MEPKATOP MEJIUKAJI (TAWIAHJ) JITA]




HacToswmM noaTBepXaaeTcs, 4To

nepesof AOKYMEHTa C aHTJIMACKOro A3blKa Ha PyCCKUiA A3bIK

BbINOJIHEH HOTapuanbHbIM NepesoA4MkoM Biopo nepesoaos UpuHbl EBXeHKO
BepHwTeitHoM PoMaHoM BopucosnueM

1 ABNAGTCA MOJIHLIM M BePHbIM NepeBofOM NpUiaraeMoro flOKyMeHTa.

MpowuTo 1 3aBepeHo NeyaTblo Blopo nepesogos Ha 3 (Tpex) nucrax.
Per.N® 12382_02_en-ru [ata 03" masa 2024r.

Mopnuce 42~ i aupekTop ®@.B. EBXeHko p

BIOPO NEPEBOAOB
UpuHbl Eexenko




User instruction :

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product

Latex examination and protective gloves, powder-free, non-sterile, chlorinated for disposable use.

Full description of the product

Product Reference : texident

Raw material : natural rubber latex

External surface : textured

Cuff : beaded

Colour : cream

Shape : ambidextrous, fitting to the right and left hand
Size range :XS, 8, M, L, XL

AQL :1.5

Quantity in packaging - 100 pieces by weight

Shelf life : § years (from the date of manufacturing)
Storage instructions

itis recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of
fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and lubricants.

Food contact
Gloves are marked with food contact symbol & and comply with the requi ts of European Regulation (EC)
No 1935/2004 on ials, Ei ission Directive 83/11/EEC and Council of Europe Resolution AP

(2004) 4 and with requiremént of l;egulaﬁon (EC) No 2023/2006 on Good Manufacturing Practice.
Result Summary: Test Requested Council of Europe Resolution AP (2004) 4

Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
torn or broken during their use, take them off and put on the new ones. Avold using gloves dirty in the inside as
they may cause irritation leading to skin inflammation or more serious damages. The gloves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric

shock protection, ionizing radiation or from the effect of hot or cold objects. This information does not reflect the
i Di

actual di ion of ) in the workpl; and the b i and pure ch ion results
indicate the change in puncture resistance of the gloves after to the challenge chemical. The chemi
i i has been d under y it from taken from the palm only

d
(except in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
chemical tested and to the tested specimen. It can be different if the chemical is used in a mixture. The penetration

i has been d under laboratory conditions and relates only to the tested specimen. It is
recommended to check that the gloves are suitable for the intended use because the conditions at the workplace
may differ from the type test d ing on the P , abrasion and d dation. When used, protective
gloves may provide less resistance to the dangerous chemical due to ch ges in physical properties. M ts,
snagging, rubbing, di ion caused by the ch contact etc. may reduce the actual use time significantly.
For hemi g ion can be the most important factor to consider in selection of chemical
resistant gloves. Gloves are suitable for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN 1SO 21420 min. length requirement.

Intended use

These are non-sterile powder free latex examination and protective gloves for single use, intended for medical
purpose that in wom on the hand to protect patient and i from cross inati ing medical

inations, di ic and th L E glove is intended for medical activities except
surgery. Non-sterile powder free latex and protective gloves desi and m sred to be worn

It can be ensured that no substances are transferred to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. It's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1 12020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN 1SO 15223-1:2016, EN ISO 20417:2021.

CE marking: c €

PPE classification & compliance

Gloves are category Il Personal Protective Equipment as per Annex Il of the Regulation 2016/425 and comply to
standards: EN ISO 21420: 2020, EN ISO 374-1:2016 + A1:2018 (Type B), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

C€2777

SATRA Technology Europe Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

Dedaration of Conformity and | ion of Use are i at: www. ical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Level1>10min , Level2>30 min, level3>60 min, level4>120 min, Level5>240 min, Level6>480 min | EN 1SO 374-4:2019
Test results acc. to EN 16523-1:2015+A1:2018 e sation O
Chemical Level
1.5% Methanol 6 6.1%
10% acetic acid 1 -1.4%
50% Benzalkonium chioride*” 2 -10.7%
4% Chlorhexidine digluconate** 6 -13.1%
10% Phosphoric acid 6 -18.4%
40% Sodium hydroxide 4 -59.2%
12% Sodium hypochlorite 8 -25.4%
50% Sulphuric acid ] -22.1%
5% Ethidium bromide 6 -24.7%
3% Hydrogen peroxide 6 -2.6%
30% Hydrogen peroxide 2 4.3%
37% Formaldehyde 5 -23.6%
5% Glutaraldehyde 6 -8.9%
0.1% Phenol 6 -32.7%
* Minimum detecable permeation rate: 5 Hg/em?/min
** Minimum detecable permeation rate: 7 pg/em?/min
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2019 (1SO 2859) Test acc, To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
Lty =ail znelt;"to the teste:n;zdmen. i . e

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may develop contact irritation and/or allergic reaction. Gloves made from natural rubber latex may cause allergic
reactions, including anaphylactic responses. In the case of an allergic reaction, seek medical assistance
immediately.

Lqu‘ﬂdr\ S ANt - N \@\/
; ALY
ALY 2! onswP ]‘:s:&owrmmvfm MebicaL (TH

or held by a person for protection against one or more risks to that person’s health or safety. Intended for food
Extraction conditions (tested for 0.5 h in 40°C) Test Result (limit < 10 mg/dm2 ) contact purposes that donning to prevent the likelihood of food ination during the preparation or handling
3% Acetic acid Phg and applies to every food handler. Gloves are classified as Medical Devices Class I. Their design and labelling
is] to the requi 1ts of the Europ Medical Device Regulation 2017/745, the European Regulation
10% Ethanol Pass 2016/425 on Personal Protective Equipment and comply with the requi of Europ: R ion (EC) No
1935/2004 on materials. Gloves should be used solely according to their intended application.
20% Ethanol Pass
50% Ethanol Pass Disposal
Rectified Olive Oil Pass Local i regarding the di should be applied.

Symbols used on the packaging

Medical Device :m:;::mndwe @ Latex Gloves
Powder-free gloves ® For single use only Non-sterile
L 1, 7,
Product quality is not \\./ o’y
i K
ensured if the package //IT smray from Keep dry
is damaged f.\

somims o
3T EN ISO 374-1 Chemical
Temperature limitation protection gloves; EN ISO 374-5 Glove
5-35°C accompanied by a V"‘EC""Q’ against
" bacteria, fungi and viruses
me s 3-digits code e

Consult instructions Suitable for food ,21\
@ for use Q? contact t s Recyclable packaging

PAP

Lot/ batch number

Package can be Indicates compliance
treated as municipal 4&' with the requirements
waste of Ukrainian market

&
@n
& Date of manufacture g Expiry date M Manufacturer
Distributor 1 OO Packed 100 gloves by

by weight ~Weight

How to put and take off

1

Manufacturer

MERCATOR MEDICAL (Thailand) Ltd.

“ 88/8 Moo 12, Tambon Kampaengphet
Amphur Rattaphum, Songkhla 90180,
Thailand p,

/

F 4
Distributor ¢

Consilium Group LLC. 3
% 608-8/50, Knoryna St., Minsk, 220103,
Republic of Belarus \

1

0-6pe- 27




HHcTpyKuusi 0 NPUMEHEHHI0

HacTosias HECTPYKLHS JI0JDKHA HCTIOJB30BAThCA BMECTE ¢ MOAPOGHO#H HHOp

i Ha YTaKOBKE.

Kpatkoe onHcaHHe NPOAYKTA

Mepni np TOP TH H YKA3AHHSI 110 HCIIOJIB:

JlaTexcHbie HECTEPWJIbHBIE HEMyIPEHHBIE XJIOPHPOBAHHBIE ONHOPA30BBIE CMOTPOBHIC H
3AUIHTHBIC NNEPYATKH.

[TosiHoe onHCaHHe NPOAYKTA

CrpaBo4HbIi HOMEp H3JENHUs : texident

CuipseBoii MaTepua ! HATYpaJIbHbIH Kay4yKOBBIH JIATEKC
HapyxHas NOBEPXHOCTh : TEKCTYPHPOBaHHbBIE

Masxera ! BUJIMK

Liser ! KPEMOBBIH

Dopma : IEPYATKH, OJUHAKOBBIC JUIA JICBOH M NMPaBOH PyKH
Pasuepn :XS,S,M, L, XL

Tpaemnemsli yposess  : 1.5

Ka4ecTsa

Komsuectso B oraensHoi @ 100 mryk no Becy

yTaKoBKe

Cpok roHOCTH : 5 net (HaYMHAA C ATl NPOH3BOJCTBA)
X

2F

TNepuaTss PEKOMEHAYETCA XPAaHMTb B CYXOM MecTe Npu Temmepatype 5-35°C, a Takke
#30eraTs NONAJaHWA COMHEYHOro M (uiyopeciueHTHOro ceta. Jlepkure mepyaTkd Ha
PacCTOSHHH HE MeHee 1 M OT HarpeBaTeIbHEIX YCTPOHCTB, HCTOYHMKOB OTHA M 030HA.

He nepiwTe MEPYaTKH B HEMOCPEACTBEHHOH ONH30CTH OT pacTBOPHTENEH, Macel,
TOILIHEA H CMa304YHBIX BEIIECTB.

KoHTaKT ¢ nHIIeBbLIMH NPOAYKTAMH

Tlepuarky, MapKHPOBAHHBIE CHMBOJIOM, YKA3bIBAIONIMM HA KOHTAKT C MUIIEBBIMH
npoyKTaMH X1, COOTBETCTBYIOT TpeGoBanusm Esponetickoro pernamenta Ne 1935/2004
«O wmarepuanax», Iupextuss Esponeiickoii komuccun 93/11/EEC u Pemenus Coseta
Esponsi AP (2004) 4, a Tawoke TpeGosannsam Esponeiickoro pernamenta Ne 2023/2006 o
Hamnexameii [TpoussoacreenHoi IpakTuxke.

Pesynstar ucnsitanua: Mcnsiranue 65010 3anpoureno no Pemennio Cosera Esponst AP
(2004) 4

Tlepen Tem Kak HafeTh MNeEpYaTKH HEOOGXOAMMO XOPOWIO BBICYIIHTH PYKH. Iepen
HCIONB30BAHAEM TNPOBEPbTE MepyaTku HAa Hammune nedexros. [lanHbie nepyaTKy
ABNAIOTCA OAHOpa3oBbiMM. He nomyckaiite nonajaHus XMMHYECKHX BEILECTB MOA
nepyaTku uepe3 Mamxery. EClH XMMHYECKOE BEIIECTBO MONAIO HA KOXY, HEMEVIEHHO
CMOoiiTe ero GOJIbLIMM KONMYECTBOM BOABI C MbUIoM. Ecim BO Bpems paGoTsl nepuaTky
POKONIOTHI WM TIOPBAaHbI, CHAMHTE HX M HajieHbTe HOBbie. He Mcnonb3yiiTe nepyaTky,
3arpA3HEHHBIE M3HYTPH, TaK KaK OHH MOTYT BbI3BaThb Pa3/PaKCHHE, NPHBOAALICE K
BOCHAJIEHHIO KOXH MIM 6oriee Cephe3HbIM TNOBpeX/CHHAM. IlepuaTku He criexyer
HCIIONB30BaTh NPH OGPALEHHH C OTKPHITHIM OFHEM M UIA 3AIIMTHI OT JIEOOBIX OCTPHIX
uHCTpyMeHToB. [lepuaTku He NpeAHA3HAYeHbl [UIs CBapKH, 3alIMThl OT MOPAKEHHs
JNIEKTPUYECKHM TOKOM, HOHH3HPYIOLIET '0 H3JIyYCHHSA WIH OT 5031165101'5“5! ropsAYMX WIH
XOJIO/IHBIX TIPEAMETOB. OTa MH(OPMALA HE OTPAXAET PEAIbHYIO NPOAODKHTENBLHOCTh
3amMTel HA pabodueM MecTe M IPH HMCIOJb30BAHMHM Pa3IM4HbIX CMECEH M HMCTBIX
XMMHYECKMX BEILIECTB. Pe3ynbraThl Aerpajjallii YKa3blBalOT Ha H3MEHEHHE CTOHKOCTH
nepyaToK K MpOKOJY MOC/E BO3ACHCTBHS XHMHHYCCKOrO a. Compot
XMMHYECKOMY TIONa/IaHKIO BHYTPb OLEHHBAIOCH B JIAGOPATOPHBIX YCIIOBHAX 110 06pasuam,
B3ATHIM C JIaIOHH (32 UCKIIIOYSHHEM CITy4aes, KOr/ia nepyaTka paBHa WiIH NPEBLILIACT 400
MM - TOFJa MCHBITHIBAETCA TAKXKE MAHXKETa), H OTHOCHTCA TOJBKO K HCIBITAHHOMY
XHMHYECKOMY BEUIECTBY M HCHBITAHHOMY 0Opasiy. OHO MOXeT ObiTh MHBIM, €CIH
XHMHYECKOE BEIIECTBO HCIONb3yeTcs B CMECH. YCTOHYMBOCTD K IPOHHKHOBEHHIO
OLICHHBANACh B JAGOPATOPHBIX YCIIOBHUAX M OTHOCHTCA TOJIBKO K MCTIBITAHHOMY 00pasity.
PekoMeHIyeTcs MNpOBEPHTb, MOAXOAAT JIM TEPYaTKH  JUIs  MPE/NOJIaraeMoro
HCTIONB30BAHMSA, OCKOJBKY YCIOBHA HAa pabodeM MECTe MOryT OT/IHYAThCA OT THMOBBIX
WCTIBITaHWH B 3aBHCHMOCTH OT TEMINeEpaTypbl, MCTHpanus u Jerpajauuu. Ilpu
HCMONB30BAHHH 3AlUMTHBIC [EPYATKH MOIYT OKa3blBaTh MEHbINEE COMPOTHBICHHE
BO3/IEHCTBHIO OMACHOr0 XHMHYECKOrO Ba M3-32 H (usnueckux CBOHCTB.
JIBHIKEHHSA, 3a/MPbl, TPEHHE, NErPAJALKUA, BHI3BAHHAA KOHTAKTOM C XMMHKATAMH, H T. 1.
MOTYT 3HAYHTENIBHO COKPATHTH BpeMs (PaKTHYECKOro HCMoNb3oBaHus. JULA arpecCHBHBIX
XHMHKATOB JIErpajauus MoxeT ObiTb Haubonee BakHBIM —(aKTOpOM, KOTOpBIH
HEOGXO/IMMO YUHTEIBATH NIPH BBIGOPE XHMHUECKH CTOMKHX nepyatok. [lepuaTku moaxoasr
JUIAl CHIELMAIBHBIX LENeH, OCKONBKY OHH ABJIAIOTCA 3alUMTHHIMHM MEPYATKaMH, IIe PHCK
TPABMHPOBAHHS 3aNACTS CYMTAETCA MUHHMATBHBIM, NIGPYATKH KOPOUE, 4eM TpeGoBanue
EN ISO 21420 no MHHHMaNIbHO# JUTHHE.

1lesieBoe Ha3HAYEHHE

Yeo0BHs pacTsikeHHs (HCTbITAHHE PesyabTaThl HCNIBITAHHS (Mpeaes <
NpOBOAKJIOCH HA npoTsikennH 0,5 4 npu 10 mr/nm2)
T patype 40°C)

3% ykcycHas KMCJIOTa NpOHAEHO

10% sTason TpOHAEHO

20% 3Tason TIPOHACHO

50% 3Tanon NPOMAEHO
PexTH(HLMPOBAHHOE ONMBKOBOE Mac/o TpoAEHO

JloKa3aHo, 4TO BELIECTBA HE MONAJAIOT B POAYKTHI IIHTAHH, YTO MOIJIO GBI IIPHBECTH K
H3MEHSHHIO XaPaKTEPUCTHK NPOAYKTOB NuTanus. OHOPa3oBbIe NEPYaTKH /Ui paGoTsl ¢
NPOAYKTAMH TNHTAHHS Pa3paGoTaHBl JUIi HEMPONOJDKMTENBHOTO MCIOB30BAHHS M
NpeyCMaTPHBAKOT YaCTYIO 3aMeHy. PEKOMEHIyeTCA MEHATh NEPYaTKH Ha PEryJAPHOH
OCHOBE.

KnaccupuKaums H COOTBETCTBHE B COOTBETCTBHH ¢ PerlaMeHTOM 0 MEAHMUHHCKHX
H3AEHSAX

OTH JaTEKCHbIE HECTEPHIIbHBIE HEIMyAPEHHBIE OJHOPa30Bbie CMOTPOBBIC H 3alUTHBIC
NepUATKH, TPEAyCMOTPEHHBIE IA MEIHIMHCKHX LEJieH, KOTOpble HOCATCA Ha pyKax,
yToGbl 3ALIMTHTH MALMEHTa M OCMATPHBAIOLIETO OT MEPEKPECTHOrO 3arpA3HEHHA, JUIA
NPOBEEHUA MEAMLUMHCKAX OCMOTDPOB, IMArHOCTHYECKHX M TEPaNeBTHYECKHX MPOUEMP.
CMOTpOBBIE NEPYATKH MPEAHA3HAYEHB! I8 MCIMIMHCKHX ACHCTBHH, 33 HCKIIOUCHHEM
XUpypruueckux. JIaTeKCHble HECTEPHIBHBIC HEMyAPEHHBIE CMOTPOBBIE H 3aLHTHBIC
nepuaTku, pa3paboTaHbl W WM3TOTOBJIEHb [UIA 3AUIMTHl OT OAHOro Wi Gonee pHCKOB
3[I0POBBIO HEIOBEKA, HOCAIUEr0 3TH nepyatkd. [IpesHasHaueHsl Mis JCHCTBHH C
NPOAYKTaMH IHTAHHSA, YTO JO/KHO MHHHMH3HDOBATh BEPOATHOCTb 3arpA3HEHHA C/Ibl BO
BpeMs €€ NPHUIOTOBJIECHHA WiIH NpH OOpallcHMH C Hel, NepyaTkd JOJDKHBI OJCBAaThCA
BceMH paGoTHHKaMM OfwWwecTBEHHOro nHTaHMA. Ilepuatku oTHOCATCA K Kiaccy I
MenuuuHckux u3zenui. [IusadiH ¥ MapKMpOBKA 3THX MEPYaTOK COOTBETCTBYIOT
TpeGoBannaM  EBpOMeiCKOro perjiaMeHTa O MEIMIMHCKHX —m3zemui  2017/745,
Esponeiickoro pernamenta 2016/425 0 cpecTBaX MHAUBMAYAIBHOR 3aLMTHL O CPEACTBAX
MHIMBHAYATbHOH 3alMTHl, a Take TpeGoBanuaM Espomeiickoro pernamenta Ne
1935/2004 «O marepuanax». IlepyaTkKH JAODKHBI HCIIONB30BATHCA HCKIIOYHTENBHO B
COOTBETCTBHH C HX Ha3HAYCHHEM.

TlepuaTku OTHOCATCA K kiaccy | MemuuuHckuX W3jenuii cornacko Pernamenty o
menuuuHCKax uagenuax 2017/745, a Taxke coorBercTBYoT Ccranjapram: EN 455-
1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN
1SO 20417:2021.

Mapkuposka CE: €3

Yruausauus
VTHIH3aIMA JO/DKHA NPOBOAMTECA C COOMIOJAEHHEM MECTHBIX HODMATHBHBIX NPaBOBBIX
aKTOB.

JjIeMeHThI MAPKHPOBKH, bi€ Ha Y y
Knaccudukauus u coorsercreue CpeacTs HHIMBHAYAIbHON 3aLMTHI MDl Menuuunckoe !PPE! Cpencrsa JlatexcHbie
TMepuatku otHocstes k karteropuu III Cpencts MHAMBUAYaNnbHOH 3ALUMTHI COMJIACHO NLHOM nepHaTku
Tpunoxkenwio 11 Pernamenta 2016/425, a Takke cootsercTsyioT cTanaapram: EN 1SO S
21420: 2020, EN ISO 374-1:2016 + A1:2018 (Tun B), EN ISO 374-2:2019, EN 16523- “°:gg{};‘.‘;“° @ Omsopasonite Smﬂ::
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016. <y =
Ceprudukar o nposepke Tuna EU Boiman: «CATPA» /SATRA/ (noruduumpyemblii @ mno:::o““’ ,:‘ZIQ H: (:::;y;n:‘n -~ c;(xp:::r;:e
Opian Ne 2777) €CJIM yMaKOBKa = COJIHEYHOIO CBETA i
NOBpEX/CHa R —
IpoBepka H3roToB/ECHHBIX CPEICTB HHIMBHAYaIbHOH 3AILATHI: #t  TeMnepaTypHbl il EN IS0 374-1 ¥ EN SO 374-
€ OrpaHH4eHns @ Xumuueckne @ ag 5 3awuTHbIE
o 5-35°C o 3JaILHTHBIE o TepHaTKH
c € 2777 NepyaTKH; npoTHB
COMPOBOX/aeMbie Gaxrepuu,
TPEX3HAYHBIM rpuGKOB H
KOZIOM BHPYCOB
«CATPA Texuonomku IOpon Jlumurem /SATRA Technology Europe Limited/ CnepoBats Hapnenne AN Ynakoeka
2
Bpeiicrayn Busnec ITapk HHCTPYKLHMAM TNOAXOAHT AR [0 TIOAXOAHT
Knorn, DISYN2P, Upnaszus. no KOHTAKTA & R A
IKCTUTyaTaLHH NHLEBbIMH nepepaboTk
o NPOAYKTaAMH H
Jleknapauus COOTBETCTBHA M MHCTPYKUMS 1O NpHMEHEHHIO ¢ WHpopMauued 06 ‘i ViRkoBRE Vassisacr Ha Homep
MMIOpTEpaX AOCTYNHA Ha caiite: www.mercatormedical.eu % ” paccMaTpBaer <4/ coot LoT nota/mapTuu
YpoBHH 3¢ PeKTHBHOCTH NPOHHIAEMOCTH B COOTBETCTBHH C EN ISO 374- €A KaK TpeGoBaHuAM
EN ISO 374-1:2016+A1:2018 4:2019 GbiroBbie YKPaHHCKOro
Vposens1>10 mun, Yp 2>30 muH, Yp 3>60 mun, Jerpanauus (%) OTEOAEL Phitka
Vposenb4>120 mun, Yposern5>240 mun, Yposens6>480 mun & npo"li:::mu ; ook IO d Hpo:snionm
Pe3yabTaThi MenbiTanuii B cootBercTBuu ¢ EN 16523- S — 100 100 urryx
1:2015+A1:2018 % Pt s )
XHMHYECKOE BeecTBo YpoBenb
1,5% Meranon 6 6,1%
10% YxcycHas Kuciora 1 -1,4%
50% Xnopua Genszankonnsa* 2 -10,7%
4% XnopreKCHHHa AUrIoKoHaT* * 6 -13,1%
10% ®ocdopHas KMCIOTa 6 -18,4%
40% aapokcua HaTpHs 4 -59,2%
12% Hatpus runoxJioputT 6 -25,4%




50% CepHas kucnora 6 -22,1%
5% BpomucTsiit THmMi 6 -24,7% Kax Th NEPYATKH
3% Tlepekucs Bogopona 6 -2,6% 1
30% Ilepekucs Bomopona 2 4,3%
37% Dopmanbaerun 5 -23,6%
5% TnyTtapansaerun 6 -8,9%
0,1 % ®enon 6 -32,7%

* MusmmanbHas BeisBIIsIEMas CKOPOCT IPOHMLAEMOCTH: 5 MKI/CM3/MAH

** MunuManbHAS BBIABIAEMAs CKOPOCTb MPOHHLIAEMOCTH: 7 MKT/cM3/MHH

Tpsveuanne: 1) Munnmanshas mmHa MEPHATOK Ui 1abopaTopHbIX pabor — B
coorsercTeHH ¢ EN 455-2

Henmranne B coorsercreun ¢ EN Hcnbitanue B cootsercTsuu ¢ EN ISO 374-
IS0 374-2:2019 (ISO 2859) 5:2016
Yposens JonycTumpiii 3amuTa ot 6akrepuii u npoiaeHO
@PexTHBHOCTH YPOBeHb rpubkoB
KayecTsa
Yposess 3 <0,65 3auiTa ot BUpYycoB NpOiIeHO
VYposess 2 <15 EN 1ISO 374-5:2016 VYcroiuusocts K
Yposess 1 <4,0 TPOHHKHOBEHHIO 6Gbua OLICHEeHa B
J1260PaTOPHBIX YCIIOBHAX H OTHOCHTCS TONBKO K
HCIBITAHHOMY 06pasiyy.
|_KomnonenTi/onacubie Thi Ipoussoaurens

Hexoropsie nepuatku  moryTt COACPXKATh KOMIIOHCHTBI, KOTOPHIE MOTYT BHI3BaTh
SERCIMIO Y MUOMCH, CKIOHHBIX K AIUIEPrHH, Y KOTODBIX MOMKET Pa3BHTBCA KOHTAKTHOE
PEIIDAECHAC MW AUICPIHYEcKas  pEaKuus. [lepuatku, w3roToBNeHHBIE W3
EATYPAIBHOIO Kay4yKOBOIrO JIaTeKca, MOTYT BHI3BaTh AUIEPrHYECKYI0 PEaKiHIo,
Bamosas aHaQHNAKTHYECKHE peakuud. B Clyyae BO3HMKHOBEHHA aJUIEPTHYECKOMH
PEAKIIH HEME/UICHHO 00PaTHTECh 32 MEAMIMHCKOH IOMOLIBIO.

«MEPKATOP MEJTUKAJI (Taunauz) JItm

IMERCATOR MEDICAL (Thailand) Ltd/
88/8 My 12, TamGon Kammurnxer, Amnxyp Parranxym, Conrkxna 90180, Taunasz
188/8 Moo 12, Tambon Kampaengphet, Amphur Rattaphum, Songkla 90180, Thailand/

Jucrpubbrotop

000 «Koncrumuym Ipynm»

606-8/50, yn. Knopuna, Murck 220103,
Pecny6inka Benapycs

ITewams komnanuu: [MEPKATOP MEJIUKAJI (T. AWIAH]) JITA.]

10 anpens 2024 2.




HacToswmm noaTeepxxaaeTcs, 4To

nepeBof OOKYMeHTa C aHMIMACKOro A3blka Ha pYCCKMI A3bIK

BbIMOJIHEH HOTapuanbHbIM NepeBof4ukoM Bopo nepesofos UpuHbl EBXeHKO
BepHwTeitHoM PomaHoM Bopucosuyem

1 SIBNISIeTCA NONHbIM U BEepPHbIM NepeBOAOM NpuiaraeMoro AoKyMeHTa.

MpowuTo 1 3aBepeHo neyaTblo Blopo nepesoaos Ha 3 (Tpex) nucrax.
Per.Ne¢ 12382_02_en-ru [ata 03" mas 2024 r.
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User instruction

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product

Latex examination and protective gloves, powder-free, non-sterile with non-latex inner surface for disposable use.

Full description of the product

Product Reference : dermagel

Raw material : natural rubber latex

External surface : textured

Cuff : beaded

Colour < natural latex color

Shape : ambidextrous, fitting to the right and left hand
Size range XS, S, M, L, XL

AQL 1.5

Quantity in packaging : 100 pieces by weight

Shelf life : 5 years (from the date of manufacturing)
Storage instructions

It is recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them against direct
sunlight and fluorescent light. Keep the gloves in a distance of not less than 1m from heating devices, sources of
fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and lubricants.

Food contact

Gloves are marked with food contact symbol % and comply with the requirements of European Regulation (EC)
No 1935/2004 on materials, European Commission Directive 93/11/EEC and Council of Europe Resolution AP
(2004) 4 and with requirement of Regulation (EC) No 2023/2006 on Good Manufacturing Practice.

Result Summary: Test Requested Council of Europe Resolution AP (2004) 4

Extraction conditions (tested for 0.5 h in 40°C) Test Result (limit < 10 mgidm2 )
3% Acetic acid Pass
10% Ethanol Pass
20% Ethanol Pass
50% Ethanol Pass
Rectified Olive Oil Pass

it can be d that no are to the food which may lead to an alteration of the food. Food
disposable gloves are designed for short-term use and frequent changes. It's best to change your gloves regularly.

MDR classification & compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN SO 15223-1:2016, EN ISO 20417:2021.

CE marking: c €

PPE classification & compliance

Gloves are category Ill Personal Protective Equipment as per Annex Il of the Regulation 2016/425 and comply to
standards: EN 1SO 21420: 2020, EN 1SO 374-1:2016 + A1:2018 (Type B), EN ISO 374-2:2019, EN 16523-1:2015
+A1:2018, EN ISO 374-4:2018, EN ISO 374-5:2016.

EU Type Examination Certificate issued by: SATRA (Notified Body No. 2777)

Checking of PPE manufactured:

Ce2777

SATRA Technology Europe Limited
Bracetown Business Park
Clonee, D15YN2P, Ireland

D ion of C ity and Ir of Use are at: www.mer dical.eu
Permeation performance levels as per EN ISO 374-1:2016+ A1:2018
Levelt>10min , Levei2>30 min, level3>60 min, level4>120 min, Level5>240 min, Level6>480 min | EN ISO 374-4:2019
Test results acc. to EN 16523-1:2015+A1:2018 Dearadtation )
Chemical Level
1.5% Methanol 6 6.1%
10% acetic acid 1 -1.4%
50% Benzalkonium chloride* 2 -10.7%
4% Chlorhexidine digluconate** 6 -13.1%
10% Phosphoric acid 6 -18.4%
40% Sodium hydroxide 4 -59.2%
12% Sodium hypochlorite 6 -25.4%
50% Sulphuric acid 6 -22.1%
5% Ethidium bromide 6 -24.7%
3% Hydrogen peroxide 6 -2.6%
30% Hydrogen peroxide 2 4.3%
37% Formaldehyde 5 -23.6%
5% Glutaraldehyde 6 -8.9%
0.1% Phenol 6 -32.7%
* Minimum detecable permeation rate: 5 pg/cm?*/min
** Minimum detecable permeation rate: 7 pg/cm?/min
Noted : 1) Glove minimum length for Lab application accordance to EN 455-2
Test acc. To EN ISO 374-2:2019 (SO 2859) Test acc. To EN ISO 374-5:2016
Performance level AaL Protection against bacteria & fungi Pass
Level 3 < 0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5:2016 The penetration resistance has
Lol <44 g:fyﬂto the (es:a:n:x:cir;‘en. 4 a = . g

Components / hazardous components

Some gloves may contain components known to be a possible cause of allergy for person allergic to them, who
may develop contact |rntauon and/u allergic reaction. Gloves made from natural rubber latex may cause allergbc

reactions, includi p In the case of an allergic reaction, seek medicgl assus
immediately.
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Precautions and indications for use

Dry hands before putting the gloves on. Before usage, inspect the gloves for any defect or imperfections. These
are disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water with soap. If the gloves get punctured,
torn or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the inside as
they may cause irritation leading to skin inflammation or more serious damages. The gloves should not be used
in contact with open fire and to protect against any sharp tools. The gloves are not intended for welding, electric
shock protection, ionizing radiation or from the effect of hot or cold objects. This information does not reflect the
actual duration of protection in the workplace and the between mixtures and pure chemu:als Degradanon results
indicate the change in puncture resistance of the gloves after exp to the challeng: |. The

has been d under lab y conditions from samples taken from the palm only
(except in case where glove is equal to or over 400 mm — where the cuff is tested also) and relates only to the
chemical tested and to the tested specimen. It can be different if the chemical is used in a mixture. The penetration
resistance has been assessed under laboratory conditions and relates only to the tested specimen. It is
recommended to check that the gloves are suitable for the intended use because the conditions at the workplaoe
may differ from the type test ding on the ion and deg ion. When usad. p
gloves may provide less resistance to the dangerous chernlcal dueto ges in physical pi ies. ts,
snagging, rubblng. degradanon caused by the chemical contact etc. may reduce the actual use time significantly.
For c ion can be the most important factor to consider in selection of chemical
resistant gloves. Gloves are suitable for special purposes as they are protective gloves where risk of injury to the
wrist is considered to be minimal, gloves are shorter than EN ISO 21420 min. length requirement.

Intended use
These are non-sterile powder free latex examination and protective gloves for smgle use, intended for medical

purpose mat in wom on the hand to protect patient and from cross ducting medical
and therapeutic procedures. Examination glove is intended for medlcal activities except
surgery. Non-sterile powder free latex ination and protective gloves igned and ifactured to be worn

or held by a person for protection against one or more n'sks 1o that person’s health or safety. Intended for food
contact purposes that donning to prevent the likelinood of food ination during the preparation or handling
and applies to every food handler. Gloves are classified as Medical Devices Class I. Their design and labelling
correspond to the requirements of the European Medical Device Regulation 2017/745, the European Regulation
2016/425 on Personal Protective Equipment and comply with the i of European ion (EC) No
1935/2004 on materials. Gloves should be used solely according to their intended application.

Disposal

Local lati garding the di

should be applied.

Symbols used on the packaging

Medes v s Q) s
quipment

Powder-free gloves ® For single use only Non-sterile

Product quality is not

ez o2,
ensured if the package

: Keep away from
isd od A\ sunlight Keep dry

T ENISO 374-1 Chemical gy

Temperature fimitation EE prokaciion gloves; @ @ s:; 50 :;x Glove
535°C soconpatied Ly'a bacteria, fungi and viruses
et

3-digits code

of Ukrainian market

s

Consult instructions Suitable for food ! 21: "

forsn, Q? comact Recyclable packaging
PAP

Package can be Indicates compliance

treated as municipal qy with the requirements Lot / batch number

waste

Expiry date

Date of manufacture g

1 OO Packed 100 gloves by

by weight  Weight

d Manufacturer

Distributor

ALSBE~®C

How to put and take off

1

Manufacturer

MERCATOR MEDICAL (Thailand) Ltd. -~~~ X‘i\
88/8 Moo 12, Tambon Kampaengphet™ ,—\A\\\
Amphur Rattaphum, Songkhla 80180, .~
Thailand

Distributor

e Consilium Group LLC.
P@ﬁ 606-8/50, Knoryna St., Minsk, 220103
Republic of Belarus 5
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HHcTpyKuusl 0 NPHMEHEHHI0
Hacrosiias HHCTPYKIIHS IOJDKHA HCIIOIB30BATHCSA BMECTE C NoApobHO#H HHGO] i Ha yIaKoBKe.

Kpatxoe onscanue npoayKkra

Mepbi NPea0CTOPOKHOCTH H YKA3aHHS 110 HCII0JIb:

Jlarexcunie HECTEPH/IbHBIE HENYAPCHHBIC OAHOPA30BbI€ CMOTPOBBLIC H 3ALUMTHBIC NEPYATKH

Ilepen TemM Kak HajeTh NEpPYaTKH HEOOXOAMMO XOpPOLIO BHICYIIHTH pykH. Ilepen

¢ GeanatexcHBIM BHYTD CJI0EM.
Ioasoe onHCaHHe NPOAYKTA
Crpasosssiii HOMEp H3JeHs : dermagel
{ Cuipsesoit MmaTepuan : HAaTYPaJIbHbIN Kay4yKOBBIH JIATEKC
| Hapysmas noBepXHOCTH ! TEKCTYPHPOBAHHBIE
Mamxera : BAJIMK
Iser ! HATyPAJIbHBIH JIATEKCHBIN LBET
Dopma : IEPYATKH, OIMHAKOBBIE /sl JIEBOH M NMPaBOH PyKH
Pasuepn :XS,S,M, L, XL
lpuemaemsiil ypoBeHb kauecta  : 1.5

Koamuectso B ormaensHoH 100 mTyk mo Becy
YTIAKOBKE
Cpox roasocTs : 5 ner (HaYMHAs C aTHl IPOM3BOJCTBA)

X

Tlepuatk# DEKOMEHAYETCA XPaHHTh B CyXOM MecTe mpH Temmneparype 5-35°C, a Takke
| w3beraTs NoONagaHMA CONHEYHOrO M (UIyOpecueHTHOro cBera. JlepKHTe MEepYaTKd Ha
PacCTOSHMH HE MeHee | M OT HarpeBaTe/bHBIX YCTPOKCTB, HCTOYHHKOB OTHA M 030HA.

He aepxuTe NEpyYaTKH B HENOCPEACTBEHHON GIM30CTH OT pacTBOpHTENEH, Macel, TOIUIHBA
H CMa304HBIX B.

KoHTaKT ¢ NHIEBbIMH NPOAYKTAMH

Tlepuarky, MapKHDOBAHHBIC CHMBOJIOM, YKa3bIBAIOIIMM Ha KOHTAKT C MNHILEBBIMH
TPOAYKTaMH X!, COOTBETCTBYIOT TpeGoBanusm Esponeiickoro pernamenta Ne 1935/2004
«O wmarepnanax», [upextussi Esponeiickoit komuccuu 93/11/EEC u Pemenus Cosera
Esponsi AP (2004) 4, a Takke TpeGoBanusm Esponeiickoro pernamenta Ne 2023/2006 o
Haanexameii [TpoussoacrsenHoit ITpakTuke.

PesynbTar ucnsitanua: Hcnsitanne Gbuto 3anpomeno no Pewennio Cosera Esponst AP

HCTIONB3C NpoBEpBTE NEPYATKH Ha Hanuuke AeeKToB. [laHHBIE NEPHYaTKH
SBJAIOTCA OJHOPa30BHIMH. He JomyckaiTe nomajaHus XHMHYECKHX BEIIECTB MOX
rnepyaTKu yepe3 Mamxkery. EC/i XMMHYECKOoe BELECTBO MONAI0 Ha KOXY, HEME/UICHHO
CMOiiTe ero GOMBLUIAM KOJIMYECTBOM BOZBI ¢ MbUIoM. Eciii BO BpeMs paGoTsl nepuaTku
NPOKOJIOTHI WM TIOPBaHBI, CHHMHMTE X M Ha/ieHbTe HoBbie. He ucnone3yiite nepyarky,
3arpA3HEHHBIE M3HYTPH, TaK KaK OHM MOTYT BbI3BaTh Pa3/IpaXC€HHE, NMPHUBOAALIEE K
BOCHAICHHIO KOXH WM Gonee cepbe3HbIM TNOBpexAeHHAM. Ilepuatkm He ciemyer
HCIOJIBb30BaTh NMPH OOPALeHHH C OTKPHITHIM OTHEM M JUIA 3allMThI OT JIOGBIX OCTPBIX
HHCTPYMEHTOB. IlepuyaTku He NpeAHa3sHaYeHbl JUIA CBApKH, 3allUThl OT MOPAKEHHS
JJIEKTPHYECKHM TOKOM, HOHH3HPYIOLIErO H3TyUCHHA HIH OT BO3/ICHCTBHA rOPAYMX HIIH
XOJOJHBIX MPeAMETOB. JTa HH(OPMALHs HE OTPAXKAET PEATbHYIO NMPOJIOKHTEIBHOCTD
3aMTH Ha pabo4yeM MecTe M NpPH HCHOJIb3( pass X H M YHCTBIX
XMMHYECKHX BEIECTB. Pe3ynbTaThl Aerpajalii yKasbiBaiOT HA H3MECHEHHE CTOHKOCTH
[epYaToK K MPOKOIY MOCHe BO3ACHCTBHA XuMH4eckoro Bemectsa. ComporuBiieHHe
XHMHYECKOMY IIONAJaHHIO BHYTPh OLEHMBAIOCH B JIaOOPAaTOPHBIX YCJIOBHAX MO
obpasiaM, B3ATHIM C JIAJOHH (33 HCKIIOYEHHEM CIIy4Yacs, KOrJa MepyaTka paBHa WM
npessimaer 400 MM - TOrZa HCHBITHIBAETCS TAKXKE MAHKETa), H OTHOCHTCA TONBKO K
MCIBITAHHOMY XHMHYECKOMY BEILECTBY M HCIBITaHHOMY o6pasimy. OHO MoxeT ObiTh
HHBIM, €CIIH XHMHYECKOE BEIUECTBO MCIONB3YETCS B CMECH. YCTOHYMBOCTE K
NPOHUKHOBCHHUIO OLCHHBAJIACh B na60pa'mp1-mx YCNIOBHAX H OTHOCHTCA TOJIBKO K
MCIBITAHHOMY 00pasiy. PexomeHmyeTcs NpOBEpHTb, MOAXOAAT JIH NEPUYATKH A
TIPEANONAaraéMoro HCIoNb30BaHHA, MOCKOJbKY YCIOBHA Ha pafodeM MecTe MOryT
OTIMYATECA OT THIOBBIX MCIBITAHHH B 3aBHCHMOCTH OT TEMIIEPaTyphl, HCTHDaHHA W
Aerpajgauuu. IIpH HCrO/IB30BaHMH 3ALIMTHBIC NEPYATKH MOTYT OKa3blBaTh MEHbIICE
CONPOTHBJICHHE BO3/ICHCTBHIO ONACHOTO XHMHYECKOTO BELIECTBA H3-33 M3MCHEHHA
(husnyeckux cBOHCTB. JIBUXKEHHS, 3aHPhl, TPEHHE, AErpajiallis, B3BaHHAA KOHTAKTOM
C XMMHKAaTaMH, H T. J. MOTYT 3HAQYHTEJBHO COKPaTHTh BpeMs (HaKTHIECKOro
HCnonb30BaHuA. [ arpecCHBHBIX XHMHKAaTOB Jerpajaius Moxer ObTe HauGonee
BXHBIM (DaKTOPOM, KOTOPBIH HEOGXOAMMO YYHTHIBATH NPH BHIOOPE XHMHYECKH
CTOMKMX nepyaToK. IlepyaTku NMOAXOAAT VIA CNELHANBHBIX LEICH, MOCKOIbKY OHH
ABJIAIOTCA 3AUIMTHBIMHM NEPYaTKaMH, TJ€ PHCK TPaBMHPOBAHHSA 3aNACThA CUMTACTCA
MHHHMAJIBHBIM, TEpYaTku Kopoue, yeM TpeGoanue EN ISO 21420 no MuHMMANBHOM
JUIMHE.

I_leJleaoe HajHA4YeHHE

(2004) 4
Yci0BHS pacTsKeHHs (HCNIbITAHHE PesysabTaThl HenbiTanus (npeaes < 10
NpoBOAHJIOCHE HA npoTsokennH 0,5 4 npu mr/am2)
Temnepatype 40°C)
3% yKcycHas KHCIOTa NpPOHAEHO
10% srason TPOHJEHO
20% 3TaHon NPOHIEHO
50% sranon TpOHAEeHO
PexTH(HIHPOBAHHOE OJIMBKOBOE Maciio NpOiIEHO

Jloka3aHo, 4TO BEWIECTBA HE MONAJAIOT B MPOAYKTHI IHTAHHMA, YTO MOIJIO Obl IPHBECTH K
H3MEHEHHMIO XapaKTEPHCTHK MPOAYKTOB nuTaHWs. OJHOpa3OBbie TepyaTku Ais paboTsi C
NPOAYKTAMH THTAaHMA pa3paboTaHbl [UIA HENPOAO/DKHMTENBHOrO MCIONB30BAHMA H
NpeflyCMaTPHBAIOT YacTyK0 3aMeHy. PeKOMEHIyeTcs MEHATh NEpPYaTKH Ha PEryJspHOi
OCHOBE.

K.uaccndmkaunﬂ H COOTBETCTBHE B COOTBETCTBHH ¢ PerjiaMeHTOM 0 MeIMUHHCKHX
H3eJIHAX

OTH JIaTEKCHbIE HECTEPHJIbHBIE HEIYAPEHHbIE OJHOPA30BBIE CMOTPOBBIE H 3ALUMTHHIC
NEPYATKH, NPEAYCMOTPEHHbIC UIA MEJHLUMHCKHX LeJeH, KOTOPhIe HOCATCA Ha pyKax,
YTOGB! 3ALIMTHTH MALHEHTAa H OCMATPHBAIOLIETO OT MEPEKPECTHOTO 3arpA3HEHHMs, A
NPOBEJICHHA MEJMLMHCKHX OCMOTPOB, JHMarHOCTHYECKHX M  TEpPamneBTHYECKHX
npouenyp. CMOTpOBbIE MepyaTKH NpeAHA3HAYeHbl I MEJMLMHCKHX JEHCTBHH, 3a
HCKITIOYECHHEM XHPYPru4ecKuX. JIaTeKCHbIE HECTEPHIIbHBIE HEMyAPEHHBIC CMOTPOBBIE
3aIUTHBIC NIEPYATKH, Pa3paGoTaHbl M H3rOTOBJIECHBI JUIs 3ALUTHI OT OAHOrO Mk Gosee
PHCKOB 3710POBBIO Y€JIOBEKA, HOCALIETO 3TH nepyarky. [IpeanasHaueHs! Wi ASHCTBHH C
NPOAYKTAMH MHTAHHMA, YTO JO/KHO MHHHMH3HDOBATh BEPOATHOCTH 3arPA3HEHHSA €Mbl
BO BPEMs €€ MPUTOTOBJICHHA WM NpH 00palleHHH C Hel, NepYaTKH JOJKHBI OIEBAThCA
BceMH paboTHHKAaMK OOMIECTBEHHOro muTanus. IlepuaTku OTHOCATCA K Kiaccy |
Memuuynckux u3nenuit. JlM3aiiH W MapKHPOBKA OJTHX MEPYaTOK COOTBETCTBYIOT
TpeGoBanuam Espomeiickoro pernamenta 0 MeaMuMHCKHX m3genuit  2017/745,
Esponetickoro pernamenta 2016/425 o cpencTBax HHIAMBHAYAIBHOH 3alMTH O
CPEACTBAX HHAMBHAyaIbHOM 3alMTl, a Takke TpeboBanuaM Esponekickoro
pernamenta Ne 1935/2004 «O marepuanax». IlepyaTku JOMKHBI HCIONB30BATHCA
HCKJIOUHTENIbHO B COOTBETCTBHH C HX HA3HAUYCHHEM.

IMepuatkn otHocATcs K Knaccy | MeauuuHckux wu3zenuii cornacHo Pernamenty o
MeMUMHCKUX u3nenuax 2017/745, a Taxke cooteTcTBYIOT cranaaptam: EN 455-1:2020,
EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2016, EN ISO
20417:2021.

Mapkuposka CE: C€

Yruauzauus
VTunu3auus J0/DKHA NPOBOAUTECS C COGOCHHEM MECTHBIX HOPMATHBHBIX MPABOBBIX
aKTOB.

DJIeMeHThI MapK N bi€ Ha Y Y
Knaccuduxauus u coorsercrsne CpeacTs MHAMBHIYAIbHOM 32 THI iMDl Menuuusckoe PPE Cpencrsa JlatexcHbie
Ilepuatku otHocaTca k Kareropud III CpeacTs MHAMBHIAYQIbHOM 3alMTHl COIJIACHO Hinenne HHIMBHAYaJIbH nepHaTkH
Tpunoxkennio 11 Pernamenta 2016/425, a Takke COOTBETCTBYIOT cTanjapram: EN ISO Le
21420: 2020, EN ISO 374-1:2016 + A1:2018 (Tun B), EN ISO 374-2:2019, EN 16523- G Henyapenisie @ Onropasossie Hecrepuibtibie
1:2015 + A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016. % nepuarku nepyaTKH
Ceprudukar o nposepke Tuna EU Beinan: «CATPA» /SATRA/ (Hotuduumpyemsiii opran He e He zonycxars g Xpauitrs s
Ne 2777) HCMONB30BATh, é[\ nonanaH1s V CyXOM MecCTe
€CJIH ynaKoBKa COJIHEYHOIO
TTposepka u3rotoeneHHbIX CPEACTB HHAMBHYAIBHOM 3aLUMTHL: noBpexzaeHa o cBeTa \
%1 TeMnepaTypHbl . EN SO 374-1 oy EN IS0 374-5
/Hf € OrpaHHYEHHs @ CE Xumuueckue @ Qﬂ 3awuTHbIE
c € 2777 a9 5-35°C 3aLUTHBIE nepyaTku
nep4aTkH, NpoTHB
COMPOBOX/aeM GakTepuH,
bie TpHOKOB H
«CATPA Texnonomku IOpon Jlumuren» ISATRA Technology Europe Limited/ TPEX3HAYHBIM BHPYCOB
% KOAOM
By Busn Tlag Cnenosatb Hsnenne {N\ VYnakoska
Knonu, D15YN2P, Hpnauaus. HHCTPYKLUAM NIOAXOAHT JLIst L.) NOAXOAMT st
no KOHTaKTa C PAR nepepaboTKH
Jlexnapaunst cOOTBETCTBMA M HHCTPYKIMA 1O TNpDHMEHEHHIO ¢ WH(popMauuer 06 KGRI :"‘"e::'a':"':i
MMIIOpTepaX IOCTyNHA Ha caifte: www.mercatormedical.eu ~ Vnaxoska yf:ﬂm ol Homep
YpoBHH 3 PeKTHBHOCTH NPOHHUAEMOCTH B COOTBETCTBHH C EN ISO 374-4:2019 g} paccMaTpusaeT 4/ COOTBETCTBHE nota/napTun
EN ISO 374-1:2016+A1:2018 Jerpanauus (%) s KaK TpeGoBaHHM
VYposenn1>10 mun, Yp 2>30 muH, Yp 3>60 muH, 5:;‘;‘” Y“P;::‘:;"m
6> bl
Vposeub4>120 muH, Yp 5>240 mun, Yp 480 mun T Eokiron Tipowssomsi-,.
PesynbTaThi HenbiTanuii B cooTBercTBUM ¢ EN 16523- NpOH3BOACTBA b
1:2015+A1:2018
XHMHYECKOE BELeCTBO Yposenb
1,5% Meranon 6 6,1% Jucrpubbiorop OO0 100 wryk
10% YkcycHas Kucota 1 -1,4% by weight TepuaToK N0
50% Xnopuna 6eH3anKoHHA* 2 -10,7% ) o
4% XnoprexcHaMHa IUITOKOHAT* * 6 -13,1%
10% DocdopHas kucnora 6 -18,4%




40% T'uapokeun HaTpus 4 -59,2%
12% Hatpus runoxsioput 6 -25,4%
50% Cepnas kucnora 6 -22,1%
5% BpomucTsiit aTHaMit 6 -24,7% Kak cHUMaTh nepuaTku
3% Ilepekucs Bogopona 6 -2,6% 1

30% Ilepekuch Bogoposa 2 4,3%
37% ®opmanbaerun 5 -23,6%
5% Inyrapansaerun 6 -8,9%
0,1 % Denon 6 -32,7%

* MusnManbHas BHABIIAEMAA CKOPOCTh POHHLAEMOCTH: 5 MKI/CM3/MHH

o Ha CKOPOCTh IPOHHLIAEMOCTH: 7 MKT/CM3/MHUH

Tpmwesanme: 1) MuHMManbHas [UIMHA NEPYATOK 1A nabopaTtopueix pabor - B
coorsercTeHH ¢ EN 455-2

Hensitanue B coorBercTBuu ¢ EN Hcnbitanue B coorserctun ¢ EN ISO 374-

ISO 374-2:2019 (ISO 2859) 5:2016 1
Yposenn JlonycTumsiii 3ammra ot 6akrepuit u TIpOiAeHO
IddexTuBHOCTH YPOBeHb rpubkoB
KayecTBa
Yposess 3 <0,65 3almTa OT BHPYCOB NPOHIEHO
Yposens 2 <1,5 EN ISO 374-5:2016 Vcro#uusocts K
Yposess 1 <4,0 TIPOHMKHOBEHHIO ObUIa OLIEHEHa B JIabOPAaTOPHBIX
YCJOBHAX M OTHOCHTCA TOJIBKO K HCIBITAHHOMY
obpasiy.
K Thi/onacHbie Thl IpoussoauTenn

HexoTopsie NepuaTkn MOryT COAEPXKATh KOMIIOHEHTSI, KOTOPBIE MOTYT BbI3BaTh aJUIEPrHIO
¥ OACH, CKIOHHBIX K &/UIEPrHH, Y KOTOPHIX MOXET Pa3BHThCH KOHTAKTHOE pasapaxenue
w/HaK annepruyeckas peakuus. [lepuaTku, H3rOTOBNEHHBIE U3 HaTypaJIbHOrO Kay4yKOBOIQ
JISTEXCA, MOTYT BBI3BATb A/UIEPTHYECKYIO PEAKLMIO, BKITIOUAA aHA(QHIAKTHYECKHE PEaKIHH.
B cayuae BOSHHKHOBEHHA aIEPrHUECKOi PeaKUMH HEMEMICHHO oOpaTuTech 3a
MEIHUMHCKOH NOMOLLBIO.

«MEPKATOP MEJIUKAJI (Taunanz) Jitm»
IMERCATOR MEDICAL (Thailand) Ltd/

88/8 My 12, TamGon Kammaurnxer, Amnxyp Parranxym, Conrkxna 90180, Taunanza

188/8 Moo 12, Tambon Kampaengphet, Amphur R

*

JucrpubbroTop

000 «Koncumuym pynmy»
606-8/50, yn. Knopuna, Munck 220103,
Pecny6nuka Benapycs

, Songkla 90180, Thailand/

Ileuamy xomnanuu: [MEPKATOP MEJIUKAJI (TAWJIAH]T) JITA.]

10 anpens 2024 .




HacToswmM noaTBepXXaaeTcs, 4To

nepeBof AOKYMeHTa C aHMJIMACKOrO f3blKa Ha PyCCKMI A3bIK

BbIMOJIHEH HOTapUaNbHbIM NepeBogynMkoM bropo nepesogoB UpuHbl EBXeHKO
BepHwTeiiHoM PomaHoM Bopucosuuem

1 IBNIieTCS NOJIHBIM U BEPHbIM MepeBoAOoM NpuiaraeMoro AoKyMeHTa.

MpowuTo 1 3aBepeHo neyaTbio Blopo nepesonos Ha 3 (Tpex) nucrax.
Per.N® 12382 _02_en-ru [ara,03" masa 2024 r.

Mopnuck ¢ nupektop @.B. EBXeHko
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