1.1

1.2

2.1

2.2

Polozka ¢. 1:

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

l. Zmluvné strany

Zachranna sluzba Kosice

Rastislavova 43, 04091 Kosice, Slovenska republika
00606731

2021141980

IBAN: SK4281800000007000289408
0911408160

Lohmann & Rauscher, s.r.o.

JaroSova 1, 83103 Bratislava, Slovenska republika
31347827

2020294716

SK2020294716

IBAN: SK5011110000001290701001

0268208065

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klacové slova:
CPV:

Druhly:

Jednorazové rukavice
rukavice, nesterilné, jednorazové

18424300-0 - Jednorazové rukavice; 60000000-8 - Dopravné sluzby (bez prepravy odpadu)

Tovar; Sluzba

Funké&na a technicka Specifikacia predmetu Zmluvy:

Jednorazové rukavice vysetrovacie, nesterilné

Ramcova dohoda €. 2202117463 Z

1. Rukavice vySetrovacie nesterilné, velkost S ks 130000
2. Rukavice vySetrovacie nesterilné, velkost M ks 350000
3. Rukavice vySetrovacie,nesterilné, velkost L ks 430000
4. Rukavice vy$etrovacie nesterilné, velkost' XL ks 90000
1-4. 1. dizka rukavic mm 265 275

1-4. 2. sila pretrhnutia, Median EN 455-2: N 6 9

:r;:a%nt:\rubka steny v oblasti dlani merana dvojito, mm 0.15 0.16

1-4. 4. obsah zbytkového pudru: g 1 2

1-4. 5. balenie ks 130 150

1-4. 6. skladovatelnost roky 3

1-4. 7. materidl:

nitril-butadién-kaucuk
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1-4. 8. vlastnosti: nitrilové, so zvySenou rukovatou, jednorazove,

1-4. 9. farba: biela
1-4. 10. Splnenie noriem, s doloZenim certifikatov v 93/42 EHS, EN 455, 89/686 EHS, EN ISO 21420, EN 374-1,-2,3,
originali s uradnym prekladom do SJ: EN 388, ASTM F 1671, ASTM D 6798, ASTM 739

686 EHS - osobny ochranny prostriedok na ochranu personalu, EN
ISO 21420 - vSeobecné poziadavky a metody skisania, EN
374-1,2,3 - chemicka odolnost, EN 388 - odolnost’ vo i
mechanickym vplyvom

1-4. 10.1 Dal$ie poziadavky na splnenie noriem:

plne anatomicky patentovana tvarovana forma s rolovanymi
1-4. 11. Tvar: okrajmi ,bez obsahu latexovych proteinov a pudru, vhodné pre
pacientov a personal s rizikom alergii

1-4.12. poZiadavka na kvalitu: EN 455 -1, AQL (akceptovatelna urover kvality): 1,5

1-4. 13. kategéria OOP (osobné ochranné pomdcky) spliiaju kategériu lll pre vysoké riziko

2.3 Osobitné poziadavky na plnenie:

Nazov

1. Cena vratane dopravy na miesto plnenia a vSetkych nakladov suvisiacich s dodanim predmetu ramcovej dohody.

2. Ramcova dohoda (dalej len "RD") sa uzatvara na dobu urcitd v trvani 12 kalendarnych mesiacov od momentu jej u¢innosti,
resp. do vyCerpania zmluvného finanéného objemu, ak tato skutonost nastane skér.

3. Objednavatel pozaduje dodanie novych produktov — nepouzité, v originalnom baleni.

4. Dodavky predmetu RD budu realizované postupne poc¢as obdobia platnosti RD podla bodu 3.2 dohody, na zaklade
pisomnych ¢iastkovych vyziev Objednavatela do 5 pracovnych dni od dorucenia Ciastkovych vyziev Dodavatelovi.

5. Pozaduje sa min. 80% exspiracia predmetu RD odo dfia dodania na miesto plnenia, s vyznacenim doby exspiracie na
kazdom jednotlivom baleni.

6. Objednavatel pozaduje do 3 pracovnych dni od ucinnosti RD, dorucit verejnému obstaravateflovi dokazovy material, Ze
predmet RD je zaevidovany na webovej stranke SUKL. Plati pre polozky, ktoré su povinne registrované na stranke SUKL.

7. PoZaduje sa od Dodavatela do 3 pracovnych dni od ucinnosti RD predlozit’ vzorky jednotlivych poloziek predmetu dohody.

8. Pozaduje sa do 5 pracovnych dni od u€innosti RD predlozit ES Vyhlasenia o zhode pre polozky predmetu zékazky, pre
ktoré plati povinnost predkladat "Vyhlasenie o zhode". Doklad vystaveny v inom ako v slovenskom alebo v eskom jazyku
musi byt doplneny uradnym prekladom do slovenského alebo ¢eského jazyka, vratane certifikatov vydanych autorizovanymi
osobami alebo notifikovanymi osobami, ktoré maju opravnenie na posudzovanie zhody, ktoré boli podkladom pre vydanie
tohto ES Vyhlasenia o zhode, alebo inych dokumentov, ktoré boli podkladom pre vydanie tohto ES Vyhlasenia o zhode.

9 . Predpokladané mnozstva jednotlivych poloziek su uvedené v €&l. Il, ods. 2.1 az 2.3. Objednavatel si vyhradzuje pravo

alebo si vyhradzuje pravo neodobrat Zziadne mnozstvo tovaru z niektorej polozky predmetu zakazky, ako su predpokladané. V
pripade, Ze budu objednané nizSie mnozstva ako su predpokladané mnozstva, nevznikd Dodavatelovi automaticky narok na
dodanie kompletného rozsahu predmetu RD, tak ako je definovany v €l. Il, ods. 2.1 az 2.3

10. Od Dodavatela sa pozaduje do 5 prac. dni odo dria ucinnosti RD predlozit’ rozpis jednotkovych cien kazdej polozky
predmetu dohody v EUR bez DPH, sadzbu a vy8ku DPH v EUR a jednotkovu cenu s DPH a to v rozsahu: Nazov jednotl.
poloziek predmetu zakazky, obchodnu znacku, typ, parametre vyrobku. Cena za 1 kus v EUR bez DPH, sadzba DPH, DPH za
1 kus v EUR, Cena za 1 kus v EUR s DPH, Cena za predpokladany pocet kusov v EUR bez DPH, DPH za predpokladany
pocet kusov v EUR, Cena za predpokladany pocet kusov v EUR s DPH. Jednotkové ceny uvedené v rozpise su platné pocas
celého obdobia platnosti RD.

11. Vzhladom na skuto¢nost, Ze Objednavatel je subjektom verejného prava (podla § 261 ods. 3 pism. d) a § 261 ods. 4 pism.
a), b) Obchodného zakonnika) a zaroven poskytovatefom zdravotnej starostlivosti, strany dohody sa vyslovne dohodli, podla
§ 340b ods.1a 5 Obchodného zakonnika, Zze Objednavatel je ako dlZznik povinny plnit svoje penazné zavazky z dodania
tovaru v lehote splatnosti 30 dni odo dria dorucenia faktury.

12. Ak je Dodavatel identifikovany pre DPH v inom Clenskom State EU a tovar bude do SR prepraveny z iného &lenského Statu
EU, tento Dodavatel nebude pri plneni RD fakturovat DPH. Vo svojej kontraktacnej ponuke v§ak musi uviest prislusnu sadzbu
a vySku DPH podfa zakona €. 222/2004 Z.z. a cenu vratane DPH. Objednavatel nie je zdanitelnou osobou a v tomto pripade
je/bude registrovany pre DPH podla § 7 zakona €. 222/2004 Z.z. a bude povinny odviest DPH v SR podfa zakona €. 222/2004
Zz.

13. Dodavatel je povinny spolu s dodavkou tovaru predloZit fakturu a dodaci list v listinnej forme, ktory musi obsahovat’ okrem
povinnych nalezitosti, Cenu za MJ v EUR bez DPH prislu$nej polozky, sadzbu DPH, Cenu za MJ v EUR s DPH prislu$ne;j
polozky, Cenu za pocet MJ v EUR bez DPH prislusnej polozky, Cenu za pocet MJ v EUR s DPH prislusSnej polozky.

14. Dodavatel je povinny vystavit faktdru za dodavku tovaru najneskér do piateho pracovného dia v mesiaci, nasledujiceho
po dni dodania tovaru.
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15 . Ak sa po uzatvoreni tejto RD preukaze, ze na relevantnom trhu existuje cena kazdej polozky (dalej aj ako "nizSia cena")
za rovnakeé alebo porovnatelné plnenie ako je v tejto RD a Dodavatel uz preukazatelne v minulosti za takuto nizSiu cenu
plnenie poskytol resp. eSte stale poskytuje, pricom rozdiel medzi nizSou cenou a cenou podla tejto dohody je viac ako 5 % v
neprospech ceny podla tejto RD, zavazuje sa Dodavatel poskytnut Objednavatelovi pre takéto pinenie objednané po
preukazani tejto skuto€nosti dodato¢nu zfavu vo vySke rozdielu medzi nim poskytovanou cenou podia RD a nizSou cenou.

16. Ak sa v opisnom formulari uvadzaju Uudaje alebo odkazy na konkrétneho vyrobcu, vyrobny postup, znacku, obchodny
nazov, patent alebo typ, umoziuje sa Dodavatelom predloZenie ponuky s ekvivalentnym rieSenim s porovnatelnymi,
respektive lepSimi parametrami. Ekvivalent je mozné dodat v rovnakej alebo vysSej kvalite podla Technickej Specifikacie
predmetu zakazky len po konzultacii a so suhlasom Objednavatela.

17. V pripade, Ze Dodavatel ponukne tovar, ktory povazuje za ekvivalentny k pozadovanej Specifikacii, poZzaduje Objednavatel
po nadobudnuti u¢innosti RD bezodkladne pisomné oznamenie Dodavatela, ze predklada ekvivalentny produkt a suCasne
pozaduje predloZenie dokumentacie k dodavanému ekvivalentnému produktu, z ktorej je zrejmé, Ze spliia vSetky poziadavky
na produkt S$pecifikovany Objednavatefom.

17.1 Pokial Dodavatel nepreukaze, e predkladany ekvivalent spifia poZadované $pecifikacie, bude to Objednavatel
povazZovat za podstatné poruSenie zmluvnych podmienok s ndrokom na odstupenie od RD a udelenie neuspokojivej
referencie.

18. Predmet pinenia (tovar) musi spifat vSetky technicke vlastnosti uvedené v tejto Specifikacii. V pripade dodania
nevhodného tovaru (resp. tovaru, ktory nesplia vy$sie uvedené kritéria) po prekontrolovani je moznost tovar vratit
Dodavatelovi alebo vymenit za poZzadovany tovar na naklady Dodavatela.

19. Dodavatel méze postupit akékolvek prava a povinnosti z tejto RD vratane postupenia pohladavky vzniknutej podfa tejto
dohody alebo s fiou suvisiacej na tretie osoby len s predchadzajucim pisomnym suhlasom Objednavatela. Ak Dodavatefl
postupi akékolvek prava a povinnosti z tejto dohody vratane postipenia pohladavky vzniknutej podla tejto RD alebo s fiou
suvisiacej na tretie osoby bez predchadzajuceho pisomného suhlasu Objednavatela, takéto postipenie sa povazuje za
neplatné. Udelenie pisomného suhlasu Objednavatela podlieha predchadzajucemu pisomnému schvaleniu Zriadovatela
Objednavatela.

Nazov Upresnenie ‘

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru ‘

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika

Kraj: Kosicky

Okres: Kosice IV

Obec: KoSice - mestska ¢ast Juh
Ulica: Rastislavova 43

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

3.3 Maximalne Objednavatefom poZadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: ks

Pozadované maximalne

mnozstvo: 1000000,0000

3.4 Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronického trhoviska verzia 3.7, u¢inna zo dna 2.8.2021 , ktoré tvoria neoddelitelnu
prilohu tejto Zmluvy.

IV. Zmluvna cena
41 Celkova maximalna cena plnenia podfa ramcovej dohody bez DPH: 49 916,67 EUR
4.2 Sadzba DPH: 20,00

4.3 Celkova maximalna cena plnenia podla ramcovej dohody vratane DPH: 59 900,00 EUR
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5.1

5.2

5.3

5.4

5.5

5.6

V. Zavere¢né ustanovenia

Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronického trhoviska verzia 3.7, G¢inna zo dfia 02.08.2021, ktoré tvoria jej prilohu ¢&. 1.

Tato Zmluva nadobuda platnost’ dfiom jej uzavretia a uc€innost za podmienok definovanych v Obchodnych
podmienkach elektronického trhoviska uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Tato Zmluva je vyhotovend v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav trhoviska.

Tuto Zmluvu bude mozné menit a dopliiat za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaného dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronického trhoviska verzia 3.7, 4¢inna zo dia 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 2202117463

V Bratislave, dria 07.09.2021 10:20:02

Objednavatel:
Zachrannd sluzba Kosice
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
Lohmann & Rauscher, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 2202117463

Zakazka

Identifikator 7202117463

Nazov zakazky Jednorazové rukavice

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/311220
Dodavatel

Obchodny nazov Lohmann & Rauscher, s.r.o.

ICO 31347827

Sidlo JaroSova 1, Bratislava, 83103, Slovenska republika

Datum a Cas predlozZenia 6.9.2021 7:25:46

Hash obsahu navrhu pinenia pCZYdAa71K7/xltoaggLVmY9+93w0BZd3BqQn7B4BMo=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

DoC_MDR_Class_1_PPE_Cat_lll_Sempercare_Nitrile_Shine__IVF_.pdf
Recommendation_chemical_resistance_ PROTECTS_CLINIC_Chem_E_H1_2020.pdf
Recommendation_cytostatic_drugs_PROTECTS_CLINIC_Zyto_E_H1_2020.pdf
Sempercare_Folder_EN_low_05.pdf
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RCARE® R PORTFOLIO

BASIC INFORMATION

Reference Number

Typical production values

Pcs / dispenser

Pcs / transport carton

100 pcs. 8267 8163x

200 pes. 8267 9143x

(,x": 1for XS, 3forS,
5for M, 7 for L, 9 for XL)

median 0.20 mm

XS/S/M/L: 100 or 200 pcs.

XL: 90 or 180 pcs.

XS/S/M/L: 1.000 or
2.000 pcs
XL: 900 or 1.800 pcs.

8267 53x27
(,x"=6forS,
7 for M, 8 for L)

median 0.20 mm

S/M/L: 50 paris

S/M/L: 300 pairs

comfort

8267 9693.
(,x": 1for XS, 3forS,

5for M, 7 for L, 9 for XL)

median 0.17 mm

XS/S/M/L: 100 pes.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs
XL: 900 pes.

SEMPERIT Technische Produkte Gesellschaft m.b.H. www.sempermed.com

8267 8064x
(,x": 1 for XS, 3 forS,
5for M, 7 for L, 9 for XL)

median 0.14 mm

XS/S/M/L: 200 pcs.
XL: 180 pes.

XS/S/M/L: 2.000 pcs.
XL: 1800 pcs.

Brand Name Sempercare® Sempercare® Sempercare® Sempercare® Sempercare® Sempercare®
nitrile nitrile sky nitrile aloe nitrile shine+ nitrile shine nitrile skin?
- - — e =
; = E L . e tE . e : ] pe l ® q
¥ f W i
3 “ i # 3 iy . | B # ) -
! { “ " - ’ !! - ~ ! .
1: Lo Y Lt = —
1) good chemical resistance (acc. to chemical list)* 1) good resistance DEER A= el ) [onger cuff: 265 mm 1) white color 1) lavender blue colored
KEY 2) 9N force at break (typical prod. value) to chemicals* 2) higher wearing comfort AR iE RV ETEGIES 2) high wearing comfort  2) high wearing comfort
GLOVE 3) suitable for specific cytostatics (acc. to cytostatics list)  2) fully textured 3) great tactile sense RNlpsieNE ke e RIETN | 3) great tactile sense due to soft material
FEATURES 3) optimised wearing 3) great tactile sense

8267 7843.
(,x": 1for XS, 3for S,
5for M, 7 for L, 9 for XL)

median 0.15 mm

XS/S/M/L: 200 pcs.
XL: 180 pcs.

XS/S/M/L: 2.000 pcs.
XL: 1800 pcs.

150 pcs. 8267 8103x
200 pes. 8267 8083x
(,x" =1for XS, 3 for§S,

5for M, 7 for L, 9 for XL)

median 0.14 mm

XL: 1350r 180 pcs.

XS/S/M/L: 1.500 or
2.000 pcs.
XL: 1.350 or 1800 pcs.

100 pes: 8267 9804x

200 pes: 8267 9384x

AQL 1.0: 8267 9914x
(,x" =1for XS, 3forS,
5for M, 7 for L, 9 for XL)

Material nitrile-butadien-rubber nitrile-butadien-rubber nitrile-butadien-rubber nitrile-butadien rubber nitrile-butadien-rubber nitrile-butadien-rubber nitrile-butadien-rubber
Powder-free/powdered powder free powder free powder free powder free powderfree powderfree powderfree
sterile/unsterile unsterile sterile unsterile unsterile unsterile unsterile unsterile

Length median 240 mm median 240 mm median 240 mm median 240 mm median 265 mm median 240 mm median 240 mm
Inner chlorinated chlorinated chlorinated aloe coated chlorinated chlorinated inner coated / chlorinated
Surface smooth, finger textured  smooth, finger textured grippy, fully textured smooth, finger textured ~ smooth, finger textured ~ smooth, finger textured  smooth, finger textured

median 0.14 mm

thickness @ palm (double)

fy?):igfpfgdiitﬁﬁ:value median 9 N median 9 N median 7 N median 6 N median 6 N median 6 N median 6 N
Durability 3 years 3 years 3 years 3 years 3 years 3 years 3 years
Color blue blue sky-blue lavender-blue white white lavender-blue
Proteins no no no no no no no
Accelerating chemicals v v v v v v v
LABELLING

MDD (medical device directive) CEClass | CE Class Is CEClass | CE Class | CE Class | CE Class | CE Class |
PPEA(personaI protective CE Categor_y 1] no CE Categor_y 1] CE Categor'y 1l CE Categor_y 1] CE Categow 1] CE Categor_y 1]
equipment) complex risk complex risk complex risk complex risk complex risk complex risk
ASTM v v v v v v v

EN 455 v v v v v v v

EN 420 v v v v v v v

EN 374-1,-2 v v v v v v v

EN 374-3 v ./ 7 v 7 7 7
?::;‘c’trig;"lzszs(31) 1.5 15 15 15 15 15 1.0&15
Food v v v no v v v
USAGE RECOMMENDATION

Hospital v v v v v v
Long Term Care v v v
Medical Practitioners v v v
Dental Sector v v v v
PACKAGING / LOGISTIC

INFORMATION

Available sizes XS/SIM/L/XL S/M/L XS/S/M/L/XL XS/S/M/L/XL XS/S/IM/L/XL XS/SIM/LXL XS/S/IM/L/XL

XS/S/M/L: 150 or 200 pes.  XS/S/M/L: 100 or 200 pcs.

XL: 90 or 180 pcs.

XS/S/M/L: 1.000 or
2.000 pcs.
XL: 900 or 1800 pcs.

*see chemical resistance list on www.sempermed.com







Brand Name

KEY
GLOVE
FEATURES

BASIC INFORMATION

Reference Number

Material

Powder-free/powdered
sterile/unsterile

Length

Inner

Surface

Typical production values
thickness @ palm (double)

FORCE AT BREAK
typical production value

Durability

Color

Proteins

Accelerating chemicals

LABELLING

MDD (medical device directive)

PPE (personal protective
equipment)

ASTM

EN 455

EN 420

EN 374-1,-2

EN 374-3

AQL for pinholes
(inspection level G1)

Food

USAGE RECOMMENDATION

Hospital

Long Term Care

Medical Practitioners

Dental Sector

PACKAGING / LOGISTIC
INFORMATION

Available sizes

Pcs / dispenser

Pcs / transport carton

a e er coating fo
er donning
orce at break (typical prod. value
00 ace & extra large
8237 8104x

(,x" =1for XS, 3 forS,
5for M, 7 for L, 9 for XL)

natural latex

powderfree
unsterile

median 240 mm
inner coated / chlorinated
extra smooth, finger textured

median 0.27 mm

median 9 N

3 years
natural white
v

v

CEClass |

CE Category Il
complex risk

v

v

XS/S/M/L/XL

XS/S/M/L: 100 pes.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs.
XL: 900 pcs.

8267 59x27
(,x"=6forS,
7 for M, 8 for L)

natural latex

powderfree
sterile

median 240 mm
inner coated / chlorinated
extra smooth, finger textured
median 0.27 mm
median 9 N

3 years
natural white
v

v

CE Class Is

no

S/IM/L

S/M/L: 40 pairs

S/M/L: 240 pairs

SEMPERCARE® LATEX POWDER-FREE PORTFOLIO

Sempercare®
edition IC

1) special synthetic inner coating for skin

friendliness & easier donning
2) fully textured - overall grip
3) high wearing comfort

8237 8174x
(,x" =1for XS, 3 forS,
5for M, 7 for L, 9 for XL)

natural latex

powder free
unsterile

median 240 mm
inner coated
grippy, fully textured
median 0.24 mm
median 8 N
3 years
white
v

v

CEClass |

CE Category Il
complex risk

v

v

XS/S/IM/L/XL

XS/S/M/L: 100 pcs.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs.
XL: 900 pes.

Sempercare®
edition

1) online chlorinated for easy donning

2) finger fextured for good handling
of instruments

3) high wearing comfort

8237 8173x
(,x" =1forXS, 3forS,
5for M, 7 for L, 9 for XL)

natural latex

powder free
unsterile

median 240 mm
chlorinated
grippy, finger textured
median 0.21 mm
median 6 N
3 years
natural white
v

v

CEClass |

CE Category Ill
complex risk

v

v

XS/S/M/L/XL

XS/S/M/L: 100 ps.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs.
XL: 900 pes.







Brand Name

KEY
GLOVE
FEATURES

BASIC INFORMATION

Reference Number

Material

Powder-free/powdered
sterile/unsterile

Length

Inner

Surface

Typical production values
thickness @ palm (double)

FORCE AT BREAK
typical production value

Durability

Color

Proteins

Accelerating chemicals

LABELLING

MDD (medical device directive)

PPE (personal protective
equipment)

ASTM

EN 455

EN 420

EN 374-1, -2

EN 374-3

AQL for pinholes
(inspection level G1)

Food

USAGE RECOMMENDATION

Hospital

Long Term Care

Medical Practitioners

Dental Sector

PACKAGING / LOGISTIC
INFORMATION

Available sizes

Pcs / dispenser

Pcs / transport carton

Sempercare®
latex powdered

S

Fa

1) powdered for easy donning

2) finger fextured for good handling of instruments

3) high wearing comfort

8239 8102x
(,x" =1for XS, 3 forS,
5 for M, 7 for L, 9 for XL)

natural latex

powdered
unsterile

median 240 mm
powdered (cornstarch)
grippy
median 0.21 mm
median 6 N
5 years
white
v

v

CE Class |

CE Category Il
complex risk

v

v

XS/S/M/L/XL

XS/S/M/L: 100 pcs.
XL: 90 pes.

XS/S/M/L: 1.000 pcs.
XL: 900 pes.

pcs. 8261 52x27
pair 8262 52x27

(,x" = 6forS, 7 for M, 8 for L)

natural latex

powdered
sterile

median 240 mm
powdered (cornstarch)
grippy
median 0.21 mm
median 6 N

5 years
white
v

v

CE Class Is

no

S/M/L

pairs: S/M/L: 50 pairs
pes: S/M/L: 50 pes

pairs: S/M/L: 300 pairs
pes: S/M/L 300 pes

Sempermed®
latex powdered ASTM
p— =
| i - |
s, L
4
I -
. ==
1) powdered for

easy donning
2) finger fextured for good
handling of instruments
3) high wearing comfort

8239 8022x
(,x" =1forXS, 3forS,
5for M, 7 for L, 9 for XL)

natural latex

powdered
unsterile

min. 230 mm
powdered (cornstarch)
grippy
median 0.19 mm
not specified

5 years
white
v

4

no

no

no
no
no
no

25

no

XS/S/M/L/XL

XS/S/M/L: 100 pes.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs.
XL: 900 pcs.

Sempercare®
syn-stretch

== [

1) more elastic than
usual Vinyl gloves

2) free of natural rubber latex

(suitable for people with

type | allergy)
3) free from accelerant
chemicals

8257 9323x
(,x" =1for XS, 3forS,
5for M, 7 for L, 9 for XL)

synthetic polymer / vinyl

powder free
unsterile

median 240 mm
inner coated
smooth
median 0.14 mm
median 3.6 N
3 years
yellowish
no

no

CEClass |

CE Category Il
complex risk

v

v

no

XS/S/M/L/XL

XS/S/M/L: 100 pes.
XL: 90 pcs.

XS/S/M/L: 1.000 pcs.
XL: 900 pcs.

Sempercare®
vinyl powderfree

Sempercare®
vinyl powdered

1) free of natural rubber latex (suitable for people with type | allergy)

2) free from accelerant chemicals

(suitable for people with type IV allergy)

3) DOP free

100 pcs. 8257 8103x
200 pcs.8257 9193x
(,x" =1forXS, 3 forS,
5for M, 7 for L, 9 for XL)

vinyl

powder free
unsterile

median 240 mm
inner coated

smooth

median 0.10 mm

median 3.6 N

5 years
transparent
no

no

CEClass |

CE Category |
minimal risk

v

v

no

no

XS/S/M/L/XL

XS/S/M/L.100 or 200 pcs.
XL: 90 or 180 pcs.

XS/S/M/L 1.000 or
2.000 pcs.
XL: 900 or 1.800 pcs.

100 pcs. 8259 8102x
200 pcs. 8259 9182x
(,x" =1forXS, 3forS,
5for M, 7 for L, 9 for XL)

vinyl

powdered
unsterile

median 240 mm
powdered (cornstarch)
smooth
median 0.10 mm
median 3.6 N
5 years
transparent
no

no

CE Class |

CE Category |
minimal risk

v

v

no

no

XS/S/M/L/XL

XS/S/M/L.100 or 200 pcs.
XL: 90 or 180 pcs.

XS/S/M/L.1.000 or
2.000 pcs.
XL: 900 or 1.800 pcs.

SEMPERIT Technische Produkte Gesellschaft m.b.H. www.sempermed.com







Due to the wide range of potential applications for examination gloves, Sempermed recommends the fol-
lowing Sempercare® products in the defined segments Hospital, Long Term Care, Dental Sector and Medical

Practitioner in accordance with the demands on their use.

NITRIL LATEX VINYL

HOSPITAL Sempercare® nitrile/nitrile sky Sempercare® premium

Sempercare® nitrile shine/shine+ ©
Sempercare® synstretch

Sempercare® vinyl pf/pp

Sempercare® nitrile skin? Sempercare® edition

LONG Sempercare® premium

TERM ,

CARE Sempercare® nitrile shine o

Sempercare® vinyl pf/pp

Sempercare® nitrile skin? Sempercare® edition

MEDICAL Sempercare® premium

PRACTI-

TIONERS Sempercare® nitrile aloe/skin? Sempercare® edition IC

L ) Sempercare® synstretch
Sempercare® nitrile shine P y

® vinyl pf,
Sempercare® edition Sempercare® vinyl pt/pp

DENTAL Sempercare® nitrile sky
SECTOR
Sempercare® nitrile aloe Sempercare® edition IC
Sempercare® nitrile skin?
Sempercare® edition

Special applications (e.g. risk of viral infections, chemical resistance, cytotoxic resistance);
standard applications (most frequent used standard products)

Special
applications

Standard
applications

Special
applications

Standard
applications

Special
applications

Standard
applications

Special
applications

Standard
applications







samparcare’®

EXAMINATION GLOVES FROM
SEMPERMED - WE PROTECT YOUR HANDS

As one of the leading manufacturers of medical gloves
worldwide with more than 90 years of experience in re-
search, development and production, it is a matter of
great importance for us to give our users recommen-
dations for the optimal use of our expanded range of

®

Sempercare® products.

Since the right choice of gloves has an effect on the
health of both user and patient, the high demands on
the product are regulated in European standards and
directives: all Sempercare® products are both certified
as a medical device as set out in the Medical Devices
Regulation 93/42 EEC and fulfil the standards of EN455,
and they are also certified as personal safety equip-
ment as set out in Directive 89/686 EEC. Therefore
Sempercare® gloves can be used in a very wide range

of applications.

The criteria for the right choice of examination glove
differ, however: Is there a high risk of infection, for in-

stance, that requires the use of maximum protection?

Is better grip required, or is a smoother surface struc-
ture more suitable?
These are all application-specific features with different

demands on the product.

Moreover there are differences in the properties of the
materials used: Generally, Sempermed recommends
the use of nitrile gloves because they can satisfy a mul-
titude of needs: Nitrile products offer optimal protec-
tion from viral infections, various chemicals* and minor
injuries. Thanks to the innovative Sempermed materi-
al mix, they offer a high level of wearing comfort, and
since they are manufactured without latex proteins and
powder, they are also skin-friendly without the risk of

type | allergies.

The Sempercare® product portfolio certainly offers the
right solution for every demand.

For more information visit

www.sempermed.com

*see chemical resistance list on www.sempermed.com

Version 8 6/2013 DM 1500202

IMPORTANT NOTE: You can find the latest product information under www.sempermed.com Failure to observe this information, in particular with regard to (chemical) resistance, frequency of use
and tolerability of the gloves can result in personal injury and/or material damage. Semperit does not accept any liability for incorrect use of the gloves. In case of doubt, obtain expert advice before
use. The information and classification correspond to the latest status prior to printing.Mistakes, printing errors and amendments reserved.

CAUTION: Natural latex may cause allergic reactions including anaphylactic reactions.

CONTACT Us!

Semperit Technische Produkte Gesellschaft m.b.H. - Segment Sempermed

Austria - 1031 Vienna - Modecenterstr. 22 - Fon: +43 1 79 777-0 - Fax: +43 1 79 777-630
e-mail: sesmpermed@semperitgroup.com . www.sempermed.com










s@mparmed®®
DECLARATION OF CONFORMITY

MEDICAL DEVICE REGULATION (EU) 2017/745
PERSONAL PROTECTIVE EQUIPMENT REGULATION (EU) 2016/425

Legal Manufacturer Authorized representative in the EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, ModecenterstraBe 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

This certificate is valid for the following product:

Non-sterile examination and protective glove for single use
Classification: ~ Class | according to MD Regulation (EU) 2017/745
Category Il according to PPE Regulation (EU) 2016/425

Basic UDI-DI: ~ 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Sizes | X-Small | Small | Medium | Large I X-Large
Article codes 826780833 826780835 826780837 826780839
Article codes 3000002106 3000002107 3000002108 3000002109

We hereby declare under sole responsibility that the CE marked product described above conforms to the
requirements of the regulation for medical devices (EU) 2017/745.

Declaration based on Annex |V. Classification according rule 5, appendix VIII.

Applied standards: EN 455-1:2000, EN 455-2:2015, EN 455-3.:2015, EN 455-4:2009, ISO 13485:2016, EN ISO 14971:2013,
I1SO 15223-1:2016, 1ISO 10993-1:2018, 1ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

We hereby declare under sole responsibility that the CE marked product described above conforms with the
applicable provisions of Regulation (EU) 2016/425 on personal protective equipment and is identical to the personal
protective equipment which is subject to EU Type Examination Certificate No. 2777/11464-01/E36-01 issued by:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

The products are subject to the procedure set out in Annex VII (Module C2) of Regulation (EU) 2016/425 under the
supervision of

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Applied standards: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

{— ‘

1 ”

— P il
Andreas Waoss

Direttor Released by: Christian Rohrbach

This signed document is valid for all translations attached.
Issued : Singapore, 2020-02-03 Expires: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 1124







s@mparmed®®

KONFORMITATSERKLARUNG

MEDIZINPRODUKTEVERORDNUNG (EU) 2017/745
VERORDNUNG (EU) 2016/425 FUR PERSONLICHE SCHUTZAUSRUSTUNG

Hersteller EU-Bevollmé&chtigter
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrafle 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Dieses Zertifikat ist gultig fur die folgenden Produkte:

Nicht-steriler Untersuchungs- und Schutzhandschuh fiir den Einmalgebrauch

Klassifizierung: Klasse | gemafl Medizinprodukteverordnung (EU) 2017/745
Kategorie Ill gemal PSA Verordnung (EU) 2016/425
Basis-UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

GroRen | X-Small | Small | Medium | Large | X-Large
Artikelnummern 826780833 826780835 826780837 826780839
Artikelnummern 3000002106 3000002107 3000002108 3000002109

Wir bestitigen hiermit unter alleiniger Verantwortung, dass die CE gekennzeichneten Produkte mit den
Anforderungen der Medizinprodukteverordnung (EU) 2017/745 {ibereinstimmen.

Erklarung basierend auf Anhang IV. Kassifizierung gemaf Regel 5, Anhang VIIl.

Angewandte Normen: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1ISO 13485:2016, EN ISO
14971:2013, 1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Wir bestitigen hiermit unter alleiniger Verantwortung, dass die oben genannten CE gekennzeichneten Produkte
mit den maBgeblichen Bestimmungen der Verordnung (EU) 2016/425 fiir Personliche Schutzausriistung
tibereinstimmen und Gegenstand sind der EU-Baumusterpriifbescheinigung Nr. 2777/11464-01/E36-01 ausgestelit
durch:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Die Produkte sind Gegenstand der Verfahren gemal Annex VIl (Module C2) der Verordnung unter Aufsicht von
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Angewandte Normen: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Ausgestellt am: Singapore, 2020-02-03 Giiltig bis: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 2/24







samparmed’®

DECLARATION DE CONFORMITE

REGLEMENT POUR LES DISPOSITIFS MEDICAUX (UE) 2017/745
REGLEMENT (UE) 2016/425 POUR L’EQUIPEMENT DE PROTECTION INDIVIDUELLE

Fabricant Représentant UE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, ModecenterstraBe 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Ce certificat est valable pour les produits suivants :

Gant d’examen et de protection non-stérile a usage unique
Classification :  Classe | selon la réglement pour dispositifs médicaux (UE) 2017/745
Catégorie lll selon la reglement EPI (UE) 2016/425

IUD-ID de base: 9001570N*F-035WH-N-3WF
sempercare nitrile shine (IVF)

Tailles | X-Small | Small | Medium | Large | X-Large
826780833 826780835 826780837 826780839
3000002106 3000002107 3000002108 3000002109

Numeéros d’article

Numéros d’article

Par la présente, nous déclarons sous notre propre responsabilité que les produits portant le symbole CE sont
conformes aux exigences de la réglement sur les dispositifs médicaux (EU) 2017/745.

La déclaration se fonde sur 'annexe |V. Classification selon la régle 5, annexe VIII.
Normes appliquées : EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN 1SO
14971:2013, ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Par la présente, nous déclarons sous notre propre responsabilité que les produits portant le symbole CE
mentionnés ci-dessus sont conformes aux dispositions essentielles de la reglement (UE) 2016/425 concernant
I’équipement de protection individuelle sont identiques a I'’équipement de protection individuelle faisant I’objet du
certificat d’examen de type UE numéro 2777/11464-01/E36-01 délivré par:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Les produits sont soumis aux procédures visées dans I'annexe VII (Module C2) de la réglement sous la surveillance de
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normes appliquées : EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN I1SO 374-5:2016, 1SO 2859-1:1999 AMD 1:2011

Délivré le : Singapore, 2020-02-03 Valable jusqu’au : 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 3/24







s@mparmed’®

OEKINAPALUA 3A CBbBMECTUMOCT HA

PETMAMEHT 3A MEOWUMHCKWTE NMPOAYKTU (EU) 2017/745
PEITIAMEHT (EU) 2016/425 3A NWYHWTE NPEAOMNA3HW CPEOCTBA

Mponssoanten YnbnHomoueH npeactasmten B EC
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Hacroawumar CepTM(bI/IKaT BaXwu 3a crnegHuTe npoayKTu:

HecTepunHa pbkaBuua 3a npernea v npeanasHa pbKaBULM 3a eQHOKpaTHa ynoTpeba

Knacudukanms: Knac | cbrn. PernameHT 3a meguumHckute npoayktu (EU) 2017/745
Kateropus Il cern. PernameHnT 3a JIMNC (EU) 2016/425
Baszosuar UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Pa3mepm | X-Small | Small | Medium | Large | X-Large
Homepa Ha apTukynute 826780833 826780835 826780837 826780839
Homepa Ha apTukynute 3000002106 3000002107 3000002108 3000002109

C HacToslLLeTO NOTBbPXKAAaBamMe NpU caMoOCTOsITeNIHa OTFOBOPHOCT, Ye npoaykTuTe ¢ Mapkuposka CE croTBeTcTBaT
Ha u3ncksaHma ot PernameHT 3a meauumHckute npoayktu (EU) 2017/745.

Heknapaumsa Ha 6a3aTta Ha AHekc IV.

Knacudwmkaums courn. MNpasuno 5, AHekc VIII.

Mpunoxumn Hopmu: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN 1SO 14971:2013,
ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

C HacToALeTO NOTBBLPXKAABaMe NPU CaMOCTOSITENTHA OTFTOBOPHOCT, Ye ropenocovyeHuTe NnpoaykTu ¢ mapkupoBka CE
CbOTBETCTBAT Ha CblyecTBeHUTe pa3nopeadbu Ha PernameHT (EU) 2016/425 3a nuyHuTe npeanasHu cpeacTBa M ca
npeanmeT Ha ceptucdukaTta Ha EC 3a uscneaBaHe Ha Tuna Nr. 2777/11464-01/E36-01 nspaneHo ypes:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

MpoaykTnte ca npegMeT Ha npoueaypaTta cbrn. AHekc VIl (Mogyn C2) ot PernameHTa nog Hag3opa Ha
SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Mpunoxumn Hopmu: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN I1SO 374-5:2016, 1SO 2859-1:1999 AMD 1:2011

U3papeHo Ha: Singapore, 2020-02-03 Baxwu po: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 4/24







s@amparmed®

IZJAVA O SUKLADNOSTI

UREDBA O MEDICINSKIM PROIZVODIMA (EU) 2017/745
UREDBA (EU) 2016/425 O OSOBNOJ ZASTITNOJ OPREMI

Proizvodac Ovlasteni predstavnik u EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Ovaj certifikat vrijedi za sljedece proizvode:

Nesterilne zastitne rukavice za pregled za jednokratnu uporabu
Klasifikacija: Klasa |. prema Direktivi o medicinskim proizvodima (EU) 2017/745
Kategorija lll. prema Uredbi o osobnoj zastitnoj opremi (EU) 2016/425

Osnovni UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Veli¢ine | X-Small | Small | Medium | Large | X-Large
Br. artikla 826780833 826780835 826780837 826780839
Br. artikla 3000002106 3000002107 3000002108 3000002109

Ovim putem izjavljujemo pod punom odgovornoséu da su proizvodi s CE oznakom sukladni s zahtjevima
Uredbe o medicinskim proizvodima (EU) 2017/745.

Izjava se temelji na Prilogu IV. Klasifikacija prema pravilu 5, Prilog VIII.

Primijenjene norme: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1ISO 13485:2016, EN ISO
14971:2013, 1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Ovim putem izjavljujemo pod punom odgovornoséu da su prethodno navedeni proizvodi s CE oznakom
sukladni s mjerodavnim odredbama Uredbe (EU) 2016/425 o osobnoj zastitnoj opremi i da su predmet EU
certifikata o ispitivanju tipa br.2777/11464-01/E36-01 izdano :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Proizvodi podlijezu postupku iz Dodatka VII. (modul C2) Uredbe pod nadzorom

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Primijenjene norme: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

lzdano dana: Singapore, 2020-02-03 Vrijedi do: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 5/24







samparmed® ®

PROHLASENI O SHODE

NARIZENI O ZDRAVOTNICKYCH PROSTREDCICH (EU) 2017/745
NARIZENI (EU) 2016/425 PRO OSOBNi OCHRANNE PROSTREDKY

Vyrobce EU zplnomocnény zastupce
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Tento certifikat je platny pro nasledujici produkty:

Nesterilni vySetrovaci a ochranné rukavice pro jednorazové pouziti
Klasifikace Tfida | podle nafizeni o zdravotnickych prostfedcich (EU) 2017/745
Kategorie Il podle nafizeni o OOP (EU) 2016/425

Zakladni UDI-DI: 9001570N*F-035WH-N-3WF
sempercare nitrile shine (IVF)

Velikosti | X-Small | Small | Medium | Large | X-Large
Cislo produktu 826780833 826780835 826780837 826780839
Cislo produktu 3000002106 3000002107 3000002108 3000002109

Timto potvrzujeme s vyluénou odpovédnosti, ze produkty oznaéené CE souhlasi se pozadavky nafizeni o
zdravotnickych prostiedcich (EU) 2017/745.

Vysvétleni se zakladaji na pfiloze IV. Klasifikace podle pravidla 5, pfiloha VIII.

Pouzité normy: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO 14971:2013,
ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

Timto potvrzujeme s vyluénou odpovédnosti, ze vysSe uvedené produkty oznacené jako CE souhlasi s
pFislusnymi ustanovenimi nafizeni (EU) 2016/425 pro Osobni ochranné prostiedky a jsou pfredmétem
prezkouseni EU ¢.2777/11464-01/E36-01 vystaveno :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkty jsou pfedmétem procesu podle dodatku VII (moduly, C2) nafizeni pod dohledem

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Pouzité normy: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN I1SO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Vystaveno dne: Singapore, 2020-02-03 Platné do: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 6/24







samparmed® ®

KONFORMITETSERKLZARING

FORORDNING (EU) 2017/745 OM MEDICINSK UDSTYR
FORORDNING (EU) 2016/425 FOR PERSONLIGE VARNEMIDLER

Producent EU-befuldmaegtigede
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Dette certifikat er gyldigt for falgende produkter:

lkke-steril undersggelses- og beskyttelseshandske til engangsbrug

Klassificering: Klasse | jeevnfar (EU) 2017/745 -forordningen for medicinsk udstyr
Kategori lll jeevnfer PVM-forordningen (EU) 2016/425
Grundlaeggende UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Storrelser | X-Small | Small | Medium | Large | X-Large
Artikelnumre 826780833 826780835 826780837 826780839
Artikelnumre 3000002106 3000002107 3000002108 3000002109

Vi bekrafter hermed under fuldt ansvar, at de ovenfor nevnte CE-markede produkter stemmer overens
med de krav i forordningen for medicinsk udstyr (EU) 2017/745.
Forklaring baseret pa bilag IV. Klassificering jeevnfer regel 5, bilag VIII.

Anvendte standarder: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN I1SO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, 1ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Vi bekraefter hermed under fuldt ansvar, at de ovenfor naevnte CE-markede produkter stemmer overens
med med de afgerende bestemmelser i forordningen (EU) 2016/425 for personlige varnemidler, og er
genstand for EU-certificering af typeafprevning nr.2777/11464-01/E36-01 udstedt gennem:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkterne er genstand for procedurer jeevnfar VIl (modul C2) i forordningen med opsyn af
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Anvendte standarder: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Udstedt den: Singapore, 2020-02-03 Gyldig til: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 7/24







s@mparmed’®

CONFORMITEITSVERKLARING

VERORDENING MEDISCHE PRODUCTEN (EU) 2017/745
VERORDENING (EU) 2016/425 BETREFFENDE PERSOONLIJKE BESCHERMENDE UITRUSTING

Fabrikant Gemachtigde EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Dit certificaat is geldig voor de volgende producten:

Niet-steriele onderzoeks- en beschermende handschoenen voor eenmalig gebruik

Classificatie: Klasse | volgens Verordening (EU) 2017/745 betreffende medische hulpmiddelen
Categorie Il volgens PBM-verordening (EU) 2016/425
Basic UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Maten | X-Small | Small | Medium | Large | X-Large
Artikelnummers 826780833 826780835 826780837 826780839
Artikelnummers 3000002106 3000002107 3000002108 3000002109

Wij verklaren hierbij onder uitsluitende verantwoordelijkheid, dat de CE-gemarkeerde producten voldoen
aan de vereisten van de Verordening Medische Hulpmiddelen (EU) 2017/745.

Verklaring uitsluitend gebaseerd op bijlage IV. Conformiteitsbeoordeling overeenkomstig bijlage VII.

Toegepaste normen: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR
1:2016

Hierbij verklaren wij onder uitsluitende verantwoordelijkheid, dat de bovengenoemde CE-gemarkeerde
producten voldoen aan de relevante bepalingen van de Verordening (EU) 2016/425 over persoonlijke
beschermingsmiddelen en het onderworpen zijn aan het certificaat van EU-typeonderzoek nr.2777/11464-
01/E36-01 uitgegeven door:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

De producten vallen onder de procedures van bijlage VII (module C2) van de verordening onder toezicht van

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Toegepaste normen: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN I1SO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Uitgegeven op: Singapore, 2020-02-03 Geldig tot: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 8/24
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VASTAVUSDEKLARATSIOON

MEDITSIINITOODETE MAARUS (EL) 2017/745
ISIKUKAITSEVAHENDITE MAARUS (EL) 2016/425

Tootja Volitatud esindaja EL-is
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

See sertifikaat kehtib jargmistele toodetele:

Mittesteriilne labivaatus- ja kaitsekinnas lihekordseks kasutuseks

Klassifikatsioon: | klass kooskdlas meditsiinitoodete maarusega (EU) 2017/745
Il kategooria kooskdlas isikukaitsevahendite maarusega (EL) 2016/425
P&hi-UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Suurused | X-Small | Small | Medium | Large | X-Large
Tootenumbrid 826780833 826780835 826780837 826780839
Tootenumbrid 3000002106 3000002107 3000002108 3000002109

Kinnitame oma ainuvastutusel, et CE-méargisega tooted on kooskdlas meditsiinitoodete maaruse (EU) 2017/745
nduetega.

Deklaratsioon pdhineb IV lisal. Klassifikatsioon kooskdlas VIII lisa 5. reegliga.

Kohaldatud normid: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1SO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

Kinnitame oma ainuvastutusel, et eespool nimetatud CE-margistusega tooted on kooskolas
isikukaitsevahendite maaruse (EL) 2016/425 pohisatetega ning on identsed isikukaitsevahenditega, mille kohta
on vilja antud EU tiiiibihindamistéend nr2777/11464-01/E36-01 vilja :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Toodetele kohaldub maaruse VIl lisa (moodul C2) menetlus, mille Ule teostab jarelevalvet
SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Kohaldatud normid: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Viélja andmise aeg : Singapore, 2020-02-03 Kehtivusaeg: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 + Registration No. (UEN): 201221964N + GST Registration No.: 201221964N 9/24
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VAATIMUSTENMUKAISUUSVAKUUTUS

LAAKINNALLISIA LAITTEITA KOSKEVA ASETUS (EU) 2017/745
HENKILONSUOJAIMISTA ANNETTU ASETUS (EU) 2016/425

Valmistaja EU:n valtuutettu edustaja
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Tama sertifikaatti koskee seuraavia tuotteita:

Kertakayttoinen ei-steriili tutkimus- ja suojakasine

Luokitus: Luokka I 1d8kinnallisia laitteita koskevan asetuksen (EU) 2017/745 mukaisesti
Luokka Il henkildbnsuojaimista annetun asetuksen (EU) 2016/425 mukaisesti
Yksiléllisen UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Koot | X-Small | Small | Medium | Large | X-Large
Tuotenumerot 826780833 826780835 826780837 826780839
Tuotenumerot 3000002106 3000002107 3000002108 3000002109

Taten vahvistamme yksinomaisella vastuullamme, etta CE-merkityt tuotteet vastaavat ladkinnallisia laitteita
koskevan asetuksen (EU) 2017/745 mukaisia vaatimuksia.

Selvitys perustuu liitteeseen V. Luokittelu liitteen VIII, sddnnén 5 mukaan.

Sovelletut standardit: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, 1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR
1:2016

Taten vahvistamme yksinomaisella vastuullamme, etta ylla mainitut CE-merkityt tuotteet vastaavat
henkildonsuojaimista annetun asetuksen (EU) 2016/425 mukaisia perustavanlaatuisia vaatimuksia ja niihin
sovelletaan EU:n tyyppitarkastustodistusta nro 2777/11464-01/E36-01 laadittu :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Tuotteet ovat asetuksen liitteen VII (moduuli C2) mukaisen menettelyn kohteena, valvonnan suorittaa

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Sovelletut standardit: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Laadittu : Singapore, 2020-02-03 Voimassa (asti): 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 10/24
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AHAQZH 2YMMOPO®PQ2HZ

KANONIZMOX (EE) 2017/745 MEPI IATPOTEXNOAOTIKQN MPOIONTQN
KANONIZMOZ (EE) 2016/425 NEPI MEZQN ATOMIKHZ MPOZTAZIAX

KataokeuaoTig E¢ouaiodoTtnuévog avtimmpdowTrog otnv EE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrafle 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

To apdv moToToINTIKS 10XUEl yIa Ta akOAouBa TTpoidvTa:

Mn atrooTeipwpévo yavT £§€TAONG KAl TTPOCTATEUTIKO YAVTI pIaG XPAONG

Tagivéunon: Katnyopia | cUpgwva pe Tnv Kavoviopo (EU) 2017/745 Trepi 1aTPOTEXVOAOYIKWY TTPOIOVTWYV
Katnyopia Il cuppwva pe Tov Kavovioud (EE) 2016/425 trepi MATT
Baoiké UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

MeyéOn | X-Small | Small | Medium | Large | X-Large
ApiBpoi TrpoiévTog 826780833 826780835 826780837 826780839
ApiBuoi TrpoiévTog 3000002106 3000002107 3000002108 3000002109

Aia Tou TTapévTog BeBaiwvoupe utreUBuva 6T Ta TTpoidvTa pe ofjpavon CE IkavoTtrolouv Tig aTraITHOEIS TNG
Kavoviouég (EU) 2017/745 1repi 1aTPOTEXVOAOYIKWYV TTPOIOVTWV.

AfAwon Bdoel Tou Mapaptiuatog IV. Tagivounon cupewva pe Tov kavova 5, Mapdptnua VI

Egappoloueva mpotutra: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, I1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Aia Tou TTapovToG BeBalwvoupe UTTEUOUVA OTI TA AVWTEPW TTPoidvTa e ofpavon CE IkavoTtrolouv Tig
gpappooTéeg diataseig Tou Kavoviopou (EE) 2016/425 mepi péowV aTOUIKAG TTPOCTACING KOl ATTOTEAOUV
QAVTIKEIMEVO TOU TTICTOTTOINTIKOU £§éTaong TUTrou EE pe ap. 2777/11464-01/E36-01 ekd60nkKe :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Ta Tpoiévta atroTeEAOUV avTIKEiNEVO TNG NEBGBoU TTou opileTtal oTo MapdpTtnua VI (evétnta C2) Tou Kavoviouou utré Tnv
ETTITAPENON

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Egappolopeva mpotutra: EN 420:2003+A1:2009, 1ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Ek360nKkKe : Singapore, 2020-02-03 loxuel éwg: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 11724
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MEGFELELOSEGI NYILATKOZAT

ORVOSTECHNIKAI ESZKOZOKROL SZOLO (EU) 2017/745 RENDELET
EGYENI VEDOESZKOZOKROL SZOLO (EU) 2016/425 RENDELET

Gyarto EU-meghatalmazott
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Ez a tanusitvany a kdvetkezd termékekre érvényes:

Egyszer hasznalatos, nem steril vizsgalati- és védbkesztyii
Osztalyozas: |. osztaly az orvostechnikai eszk6zokrél szolo (EU) 2017/745 rendelet szerint
[ll. kategdria az egyéni véddeszkdzokrél sz616 (EU) 2016/425 rendelet szerint

Alapvet6é UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Méretek | X-Small | Small | Medium | Large | X-Large
Cikkszamok 826780833 826780835 826780837 826780839
Cikkszamok 3000002106 3000002107 3000002108 3000002109

Ezennel kizarélagos felel6sségiink mellett kijelentjiik, hogy a CE jelzésii termékek eszk6z6krdl sz616 (EU)
2017/745 rendelet alapvetd eldirasainak.

Magyarazat a IV mellékleten alapszik. Osztalyozas a VIII melléklet 5 szabélya szerint.

Alkalmazott szabvanyok: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN I1SO
14971:2013, I1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR
1:2016

Ezennel kizarélagos felel6sségiink mellett kijelentjiik, hogy a fent emlitett CE jelzésii termékek megfelelnek
az egyéni védbeszkozokre iranyulé 2016/425/EU rendelet vonatkozé el6irasainak és vonatkozik rajuk a
megfelelé6 szamu EU-tipusvizsgalati tanusitvany 2777/11464-01/E36-01 kelt :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

A termékekre vonatkozik a rendelet VII. melléklete (C2 modul) szerinti eljaras a kovetkezé személy felligyelete
mellett:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Alkalmazott szabvanyok: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Kelt: Singapore, 2020-02-03 Ervényes: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 12/24







samparmed®®

DICHIARAZIONE DI CONFORMITA

REGOLAMENTO SUL DISPOSITIVO MEDICO (UE) 2017/745
REGOLAMENTO (UE) 2016/425 DELL'APPARECCHIATURA DI PROTEZIONE INDIVIDUALE

Produttore Rappresentante autorizzato nell'UE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Questo certificato & valido per il seguente prodotto:

Guanto protettivo non sterile monouso da esame

Clasificazione: Classe | secondo il regolamento dispositivi medici (UE) 2017/745
Categoria lll secondo il regolamento (UE) 2016/425 del PPE

UDI-DI di base: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Misure | X-Small | Small | Medium | Large | X-Large
Codici articolo 826780833 826780835 826780837 826780839
Codici articolo 3000002106 3000002107 3000002108 3000002109

Con la presente, dichiariamo sotto la nostra esclusiva responsabilita che il prodotto con marchio CE sopra
descritto soddisfa i requisiti del regolamento sui dispositivi medici (UE) 2017/745 .

Dichiarazione basata sull'allegato 1V. Classificazione secondo la regola 5, allegato VIII.

Norme applicate: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, I1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Con la presente, dichiariamo sotto la nostra esclusiva responsabilita che il prodotto con marchio CE sopra
descritto & conforme alle disposizioni applicabili del Regolamento (UE) 2016/425 sui dispositivi di protezione
individuale ed é identico al dispositivo di protezione personale che é soggetto al Certificato di Esame di Tipo
UE n. 2777/11464-01/E36-01 rilasciato da:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

ed é soggetto alla procedura di cui all'allegato VII (modulo C2) del regolamento (UE) 2016/425 sotto il controllo di
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Norme applicate: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Rilasciato : Singapore, 2020-02-03 Scade: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 13/24
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ATITIKTIES DEKLARACIJA

REGLAMENTAS DEL MEDICINOS PRIETAISY (ES) 2017/745
REGLAMENTAS (ES) 2016/425 DEL ASMENINIY APSAUGOS PRIEMONIY

Gamintojas ES jgaliotas asmuo
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrae 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Sis sertifikatas galioja toliau nurodytiems produktams:

Nesterilios vienkartinio naudojimo apzitros ir apsauginés pirstinés

Klasifikacija: | klasé pagal reglamentg dél medicinos prietaisy (ES) 2017/745
Il kategorija pagal reglamentg (ES) 2016/425 dél asmeniniy apsaugos priemoniy
Bazinis UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Dydziai | X-Small | Small | Medium | Large | X-Large
Prekiy numeriai 826780833 826780835 826780837 826780839
Prekiy numeriai 3000002106 3000002107 3000002108 3000002109

Prisiimdami visg atsakomybe Siuo dokumentu patvirtiname, kad CE pazenklinti produktai atitinka reglamenta dél
medicinos prietaisy (ES) 2017/745 reikalavimus.

Paaiskinimas remiasi tik IV. Klasifikacija pagal VIII priedo 5 taisykle.

Taikomi standartai: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Prisiimdami visg atsakomybe, Siuo dokumentu patvirtiname, kad anks€iau paminéti CE pazenklinti produktai
atitinka svarbiausius reglamenta dél asmeniniy apsaugos priemoniy (ES) 2016/425 reikalavimus ir yra ES tipo
tyrimo sertifikato Nr. objektas. 2777/11464-01/E36-01 iSduota :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Taikomi standartai: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

ISduota : Singapore, 2020-02-03 Galioja iki: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 14/24







samparmed’®

ATBILSTIBAS DEKLARACIJA

MEDICINAS IERICU REGULA (ES) 2017/745
REGULA (ES) 2016/425 PAR INDIVIDUALAJIEM AIZSARDZIBAS LIDZEKLIEM

Likumigais raZotajs Pilnvarotais parstavis ES
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, ModecenterstraRe 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Sis sertifikats ir derigs $adam produktam:

Nesterili izmekléSanas aizsargcimdi vienreizéjai lietoSanai

Klasifikacija: | klase saskana ar medicinas ieri€u Regulu (ES) 2017/745
Il kategorija saskana ar IAL Regulu (ES) 2016/425
Pamata UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Izméri | X-Small | Small | Medium | Large | X-Large
Artikula numurs 826780833 826780835 826780837 826780839
Artikula numurs 3000002106 3000002107 3000002108 3000002109

Ar 8o més apliecinam, ka iepriek$ aprakstitais produkts ar CE markéjumu atbilst medicinas ieri¢u (ES) 2017/745
regulas prasibam.

Deklaracija, pamatojoties uz IV pielikumu. Klasifikacija saskana ar VIII pielikuma 5. noteikumu.

Piemérotie standarti: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN I1SO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Ar So més apliecinam, ka iepriek$ aprakstitais produkts ar CE markéjumu atbilst Regulas (ES) 2016/425 par
individualajiem aizsardzibas lidzekliem piemérojamajiem noteikumiem un ir identisks individualajiem
aizsardzibas lidzekliem, uz kuriem attiecas ES tipa parbaudes sertifikats Nr. 2777/11464-01/E36-01 izdots :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

un uz to attiecas Regulas (ES) 2016/425 VII pielikuma (C2 modulis) noteikta procedira
SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Piemérotie standarti: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

lzdots : Singapore, 2020-02-03 Derigs Iidz:  2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 15/24







samparmed® ®

KONFORMITETSERKLARING

FORORDNING FOR MEDISINSK UTSTYR (EU) 2017/745
FORORDNING (EU) 2016/425 OM PERSONLIG VERNEUTSTYR

Produsent Autorisert representant i EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Dette sertifikatet er gyldig for felgende produkter:

Ikke-steril undersgkelses- og beskyttelseshanske for engangsbruk

Klassifisering: Klasse | i henhold til forordning for medisinsk utstyr (EU) 2017/745
Kategori lll i henhold til PVU-forordningen (EU) nr. 2016/425
Basic UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Storrelser | X-Small | Small | Medium | Large | X-Large
Artikkelnumre 826780833 826780835 826780837 826780839
3000002106 3000002107 3000002108 3000002109

Artikkelnumre

Vi erklzerer herved under eneansvar at det CE-merkede produktet oppfyller de kravene i Uredbet for medisinsk
utstyr (EU) 2017/745.

Erkleering basert pa Vedlegg IV. Klassifisering i henhold til Regel nr. 5, Vedlegg VIIL.

Relevante standarder: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, I1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Vi erklzerer herved under eneansvar at det CE-merkede produktet som er nevnt ovenfor oppfyller de relevante
bestemmelsene i Forordning (EU) nr. 2016/425 om personlig verneutstyr og er gjenstand for EU-
typeprovesertifikat nr. 2777/11464-01/E36-01 utstedt av:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produktet er gjenstand for prosedyren som er beskrevet i Vedlegg VIl (Modul C2) i Forordning nr. 2016/425 under
tilsyn av

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Relevante standarder: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Utstedt den: Singapore, 2020-02-03 Gyldig til: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 16/24







samparmed®®

DEKLARACJA ZGODNOSCI

ROZPORZADZENIE W SPRAWIE WYROBOW MEDYCZNYCH (UE) 2017/745
ROZPORZADZENIE W SPRAWIE SRODKOW OCHRONY INDYWIDUALNEJ (UE) 2016/425

Producent Autoryzowany przedstawiciel w UE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Niniejszy certyfikat obowigzuje w odniesieniu do nastepujgcego produktu:

Niesterylne rekawice medyczne i ochronne jednorazowego uzytku
Klasyfikacja: Klasa | zgodnie z rozporzadzeniem (UE) 2017/745 w sprawie wyrobéw medycznych
Kategoria Ill zgodnie z rozporzgdzeniem (UE) 2016/425 w sprawie $srodkéw ochrony indywidualnej

Basic UDI-DI:  9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Rozmiary | X-Small | Small | Medium | Large | X-Large
826780833 826780835 826780837 826780839
3000002106 3000002107 3000002108 3000002109

Numery artykutow

Numery artykutéw

Niniejszym oswiadczamy, na naszg wylaczng odpowiedzialno$¢, ze opisany powyzej produkt z oznakowaniem
CE jest zgodny z wymogami rozporzadzenia w sprawie wyrobé6w medycznych (UE) 2017/745.

Deklaracja oparta na zatgczniku IV. Klasyfikacja jest zgodna z zasadg 5, zatgcznik VIII.

Zastosowane normy: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1SO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, ISO 10993-1:2018, 1ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Na wiasng odpowiedzialno$é oswiadczamy niniejszym, ze opisany powyzej produkt z oznakowaniem CE jest
zgodny z obowigzujgcymi przepisami rozporzadzenia (UE) 2016/425 w sprawie srodkéw ochrony indywidualnej i
jest identyczny ze sSrodkami ochrony indywidualnej, ktérych dotyczy certyfikat badania typu UE nr 2777/11464-
01/E36-01 data przez:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkty podlegajg procedurze okreslonej w zatgczniku VIl (modut C2) rozporzgdzenia pod nadzorem

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Zastosowane normy: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Data wydania: Singapore, 2020-02-03 Data waznosci: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 17/24
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DECLARACAO DE CONFORMIDADE

REGULAMENTO (UE) 2017/745 SOBRE DISPOSITIVOS MEDICOS
REGULAMENTO (UE) 2016/425 SOBRE EQUIPAMENTO DE PROTECAO INDIVIDUAL

Fabricante Representante da UE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrafle 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Este certificado é valido para os seguintes produtos:

Luva de exame e de protecdo nao estéril para uso Unico

Classificagao: Classe | de acordo com o regulamento de Dispositivos Médicos (UE) 2017/745
Categoria Il de acordo com o regulamento EPI (UE) 2016/425
UDI-DI basico: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Tamanhos | X-Small | Small | Medium | Large | X-Large
Numeros de artigo 826780833 826780835 826780837 826780839
Numeros de artigo 3000002106 3000002107 3000002108 3000002109

Declaramos desta forma, sob a nossa exclusiva responsabilidade, que os produtos com a marca CE estdo em
conformidade com os requisitos da Regulamento de Dispositivos Médicos (UE) 2017/745 .

Declaragéo baseada no anexo IV. Classificagao de acordo com a regra 5, anexo VIII.

Normas aplicadas: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1SO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, 1ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Declaramos desta forma, sob a nossa exclusiva responsabilidade, que os produtos com a marca CE acima
mencionados estdao em conformidade com as disposi¢ées relevantes do regulamento (UE) 2016/425 para
Equipamentos de Protecao Individual e sao objeto do certificado de exame de tipo da UE n.° 2777/11464-01/E36-
01 emitido por:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Os produtos s&o objeto dos procedimentos previstos no anexo VIl (médulo C2) do regulamento, sob a supervisédo de

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normas aplicadas: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN I1SO 374-5:2016, 1SO 2859-1:1999 AMD 1:2011

Emitido em: Singapore, 2020-02-03 Valido até: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 18/24







samparmed®®

DECLARATIE DE CONFORMITATE

REGULAMENTULUI PRIVIND PRODUSELE MEDICALE (EU) 2017/745
REGULAMENTULUI (EU) 2016/425 PENTRU ECHIPAMENTUL PERSONAL DE PROTECTIE

Producator Persoana imputernicita EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, ModecenterstraRe 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Acest certificat este valabil pentru urmatoarele produse:

Méanusa de consult si de protectie nesterila de unica folosinta

clasificare: Clasa | conform reglementi privind produsele medicale (EU) 2017/745
Categoria Il conform ordonantei EPP (EU) 2016/425
UDI-DI de baza: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

marimi | X-Small | Small | Medium | Large | X-Large
Numerele de articole 826780833 826780835 826780837 826780839
Numerele de articole 3000002106 3000002107 3000002108 3000002109

Prin prezenta confirmam preluand toata responsabilitatea ca produsele marcate CE corespund cerintelor din
Regulamentului privind produsele medicale (EU) 2017/745 .

Declaratia se bazeaza pe anexa IV. Clasificare conform regulii 5, anexa VIIl.

Normele aplicate: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO 14971:2013,
ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Prin prezenta confirmam preluand toata responsabilitatea ca produsele marcate CE indicate mai sus corespund
cerintelor de baza (EU) 2016/425 pentru echipamente personale de protectie si acestea sunt obiectul certificarii de
tip CE nr. 2777/11464-01/E36-01 eliberat prin:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produsele sunt obiectul procedurii conform anexei VII (modulul C2) sub supravegherea

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normele aplicate: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN 374-
4:2013, EN I1SO 374-5:2016, 1SO 2859-1:1999 AMD 1:2011

Eliberat la data de: Singapore, 2020-02-03 Valabil pana in: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 19/24
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VYHLASENIE O ZHODE

NARIADENIE (EU) 2017/745 O ZDRAVOTNICKYCH POMOCKACH
NARIADENIE (EU) 2016/425 O OSOBNYCH OCHRANNYCH PROSTRIEDKOCH

Vyrobca Splnomocnenec pre EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrae 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Tento certifikat je platny pre nasledujuce body:

Nesterilné vySetrovacie a ochranné rukavice na jedno pouzitie
Klasifikacia: Trieda | podla Nariadenia (EU) 2017/745 o zdravotnickych pomdckach
Kategdria Ill podla Nariadenia o osobnych ochrannych poméckach (EU) 2016/425

Zakladny UDI-DI  9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Velkosti | X-Small | Small | Medium | Large | X-Large
Vyrobné Cisla 826780833 826780835 826780837 826780839
Vyrobné &isla 3000002106 3000002107 3000002108 3000002109

Tymto vo svojej vyhradnej zodpovednosti potvrdzujeme, ze vyrobky oznaéené symbolom CE su v sulade so
poziadavkami Nariadenia (EU) 2017/745 o zdravotnickych pomockach.

Vysvetlenie sa zaklada na prilohe IV. Klasifikacia podla Pravidla 5, prilohy VIII.

Suvisiace normy: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN I1SO
14971:2013, I1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Tymto vo svojej vyhradnej zodpovednosti potvrdzujeme, Ze vyrobky oznacené symbolom CE su v sulade so
smerodajnymi ustanoveniami Nariadenia (EU) 2016/425 o osobnych ochrannych prostriedkoch a su
predmetom EU - Osvedcenia o typovej skuske €. 2777/11464-01/E36-01 vyhotovené :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Vyrobky su predmetom konania podla dodatku VII (moduly C2) Nariadenia pod dohfadom
SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Suvisiace normy: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018,
EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Vyhotovené dna: Singapore, 2020-02-03 Platné do: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 20/24
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IZJAVA O SKLADNOSTI

UREDBA O MEDICINSKIH PRIPOMOCKIH (EU) 2017/745/EGS
UREDBA (EU) 2016/425 ZA OSEBNO VAROVALNO OPREMO

Proizvajalec Pooblaséen zastopnik EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrae 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

To potrdilo velja za naslednje izdelke:

Nesterilne zas¢itne rokavice in rokavice za preglede za enkratno uporabo

Klasifikacija: Razred | v skladu z Uredbo o medicinskih pripomockih (EU) 2017/745/EGS
Kategorija Ill v skladu z Uredbo OVO (EU) 2016/425

Osnovni UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Velkosti | X-Small | Small | Medium | Large | X-Large
Stevilke izdelkov 826780833 826780835 826780837 826780839
Stevilke izdelkov 3000002106 3000002107 3000002108 3000002109

S to izkljuéno odgovornostjo izjavljamo, da so izdelki z oznako CE v skladu z zahtevami Uredbe za medicinske
pripomocke (EU) 2017/745.

Uporabljeni standardi: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Suvisiace normy: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1ISO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

Tymto vo svojej vyhradnej zodpovednosti potvrdzujeme, Ze vyrobky oznacené symbolom CE su v sulade so
smerodajnymi ustanoveniami Nariadenia (EU) 2016/425 o osobnych ochrannych prostriedkoch a su
predmetom EU - Osvedcenia o typovej skuske €. 2777/11464-01/E36-01 izdano :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Vyrobky su predmetom konania podla dodatku VII (moduly C2) Nariadenia pod dohfadom

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uporabljeni standardi: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN I1SO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

lzdano dne: Singapore, 2020-02-03 Veljavno do: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 21/24
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DECLARACION DE CONFORMIDAD

REGLAMENTO (UE) 2017/745 DE PRODUCTOS MEDICINALES
REGLAMENTO (UE) 2016/425 PARA EQUIPAMIENTOS PERSONALES

Fabricante Representante de la UE
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

El presente certificado es valido para los siguientes productos:

Guante de exploracion y proteccion no estéril para un solo uso

Clasificacion: Clase | segun el Reglamento de Productos Medicinales (EU) 2017/745
Categoria lll segun el Reglamento EPI (UE) 2016/425
UDI-DI basico: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Tamafiios | X-Small | Small | Medium | Large | X-Large
Numero de articulo 826780833 826780835 826780837 826780839
Numero de articulo 3000002106 3000002107 3000002108 3000002109

Por la presente confirmamos bajo nuestra exclusiva responsabilidad que los productos con marcado CE cumplen
con los requisitos del Reglamento (UE) 2017/745 sobre productos sanitarios.

Declaracion basada en el anexo IV. Clasificacion segun el anexo VIl de la regla 5.

Normas aplicadas: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, ISO 13485:2016, EN ISO
14971:2013, ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015/ COR 1:2016

Por la presente confirmamos, bajo nuestra exclusiva responsabilidad, que los productos arriba mencionados con
la marca CE cumplen con las disposiciones pertinentes del Reglamento (UE) 2016/425 para equipos de proteccion
personal y estan sujetos al Certificado de examen de tipo n°. 2777/11464-01/E36-01 expedido por:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Los productos estan sujetos a los procedimientos establecidos en el anexo VIl (mddulo C2) del Reglamento bajo la
supervision de

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normas aplicadas: EN 420:2003+A1:2009, 1ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-1:2015+A1:2018, EN
374-4:2013, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Expedido el: Singapore, 2020-02-03 Valido hasta: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434

Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 22/24
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DEKLARATON OM OVERENSSTAMMELSE

FORORDNING (EU) 2017/745 MEDICINTEKNISKA PRODUKTER
FORORDNING (EU) 2016/425 FOR PERSONLIG SKYDDSUTRUSTNING

Tillverkare Behdrig representant hos EU
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Detta certifikat galler féljande produkt:

Icke-steril inspektions- och skyddshandske for engangsanvandning

Klassificering: Klass | enligt EU-férordning fér medicintek-niska produkter (MD) (EU) 2017/745
Kategori lll enligt EU-férordning for personlig skyddsutrustning (PPE) 2016/425
Grundlaggande UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Storlekar | X-Small | Small | Medium | Large | X-Large
Avrtikelkoder 826780833 826780835 826780837 826780839
Artikelkoder 3000002106 3000002107 3000002108 3000002109

Vi forklarar harmed under eget exklusivt ansvar att ovan beskrivna, CE-markerade produkt stimmer 6verens
med erforderliga i forordning for medicinska produkter (EU) 2017/745.

Deklaration enligt Bilaga IV. Klassifiering enligt Regel 5, Bilaga VIII.

Tillampade standarder: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1ISO 13485:2016, EN ISO
14971:2013, I1ISO 15223-1:2016, 1ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Vi forklarar harmed under eget exklusivt ansvar att ovan beskrivha, CE-markerade produkt stammer 6verens
med tillampliga bestammelser i EU-forordningen 2016/425 for personlig skyddsutrustning och ar identisk
med den personliga skyddsutrustning som anges i EU-certifikat for typgranskning nummer2777/11464-01/E36-
01 daterad av:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

och ar féremal for den procedur som beskrivs i Bilaga VII (Modul C2) till EU-férordningen 2016/425 under the
supervision of under uppsikt av

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Tillampade standarder: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Daterad : Singapore, 2020-02-03 Giltig till: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 23/24







samparmed’ ®

UYGUNLUK BEYANI

TIBBI CIHAZLAR HAKKINDA 2017/745 TUZUGU (AB)
KiSISEL KORUYUCU EKIPMANLAR ICIiN (AB) 2016/425 NOLU TUZUK

Uretici AB’de yetkili temsilci
Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte GmbH
8 Jurong Town Hall Road, Modecenterstrale 22, 1030 Vienna, Austria

#29-03 to 06 The JTC Summit,
Singapore 609434, Singapore
sempermed@semperitgroup.com

Bu sertifika asagidaki driin igin gegerlidir:

Tek kullanimlik steril olmayan muayene ve koruyucu eldiven

Siniflandirma: Tibbi cihazlarla ilgili 2017/745 (AB) sayih Tizik uyarinca Sinif |
KKE Ydnetmeligi (AB) 2016/425 uyarinca Kategori lll
Temel UDI-DI: 9001570N*F-035WH-N-3WF

sempercare nitrile shine (IVF)

Boyutlar | X-Small | Small | Medium | Large | X-Large
Urin numaralari 826780833 826780835 826780837 826780839
Uriin numaralari 3000002106 3000002107 3000002108 3000002109

Yukarida ac¢iklanan CE isaretli iriiniin (AB) 2017/745 sayil tibbi cihazlara iligkin Yonetmeligi kosullarina uygun
oldugunu tek sorumlulugumuzda beyan ederiz.

Ek VI'ye dayanan beyanname. Ek VIII, Kural 5 uyarinca siniflandirma.

Uygulamali standartlar: EN 455-1:2000, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, 1SO 13485:2016, EN ISO
14971:2013, 1ISO 15223-1:2016, ISO 10993-1:2018, ISO 2859-1:1999 AMD 1:2011, IEC 62366-1:2015 / COR 1:2016

Yukarida agiklanan CE isaretli iiriiniin, (AB) 2016/425 sayih Kisisel Koruyucu Ekipman Tiiziigiiniin belirleyici
hiikiimlerine uygun oldugunu ve AB Tipi Muayene Sertifika Numarasina tabi oldugunu beyan ederiz. 2777/11464-
01/E36-01 verilis :

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uriinler, denetim altindaki yonetmeligin Ek VIl (Modiil c2) kapsamindaki prosediirlere tabidir.

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uygulamali standartlar: EN 420:2003+A1:2009, ISO 374-1:2016/AMD 1:2018, EN 374-2:2014, EN 16523-
1:2015+A1:2018, EN 374-4:2013, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Verilis tarihi: Singapore, 2020-02-03 Son gegerlilik tarihi: 2022-02-02

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 + Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N 24/24
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YOUR GLOBAL GLOVE EXPERT

Recommendation on Chemical Resistance
Below protective gloves have been tested in accordance with EN 374-3:2003 “Determination of resistance to permeation by chemicals” and EN 16523-1:2015+A1:2018 “Determination of material

resistance to permeation by chemicals” and achieve following test results.

Caution: Damaged or swelling gloves shall be changed immediately!
For reason of precaution it is recommended to change gloves after 2 hours!

Brand Name PROTECTS CLINIC PROTECTS CLINIC PROTECTS CLINIC PROTECTS CLINIC | PROTECTS CLINIC
Latex popwder free Latex powdered Nitrile Superlight TD Nitrile Superlight Nitrile Light
Chemicals (synonyms)
Cas-No. / Spec Code LCF-050NA LXS-050NA NOF-030VB NOF-035VB NOF-0470B
Acetic acid (10%) 64-19-7 n/a A Level 1 Level 1 Level 5
Acetone (2-propanone, methyl ketone) 67-64-1
Acetonitrile (cyanomethane, ethyl nitrile) 75-05-8
Acryl amide (40%) 79-06-1 n/a n/a Level 5 Level 5
Ammonium hydroxide (25%) 1336-21-6 n/a n/a A A Level 1
Benzalconiumchloride liquid (Quats) 63449-41-2 n/a n/a
Chlorhexidindigluconat (0,5%) 18472-51-0 n/a n/a n/a n/a
Chloroform (trichlormethan) 67-66-3
Dichlormethan (Methylendichlorid, Freon 30) 75-09-2
Diethyl amine (DEA) 109-89-7
Diethyl ether (diethyloxid, ethoxyethane) 60-29-7
Dimethylsulfoxid DMSO (deltan, demasorb) 67-68-5
Ethanol (10%) (ethyl alcohol) 64-17-5 n/a n/a n/a n/a n/a
Ethanol (20%) (ethyl alcohol) 64-17-5 n/a n/a Level 1
Ethanol (70%) (ethyl alcohol) 64-17-5 A A A
Ethidium bromide (1%) (homidium bromide) 1239-45-8 n/a
Ethyl acetate (Aceto acid ether) 141-78-6 n/a
Fentany! Citrate Inj. (100ug/2ml) n/a n/a n/a Level 5 n/a
Formaldehyd (37%) with Methanol (10%) 50-00-0 n/a Level 4
Gasoline (Petrol, heavy, 150 - 190°C) 8032-32-4
g:::g:g:;’ehyde (5%) (Pentan-1,5- dial, 111-30-8 nia nia Level 5 Level 5
Heptane - n 142-82-5 nla
Hexane - n 110-54-3 nla A
rc—igllctl)rr?&rél:)i;ir;;zi;i (10%) (muriatic acid, 7647-01-0 na n/a na
?m%rr?_lf/}yﬂ:ca;zi;j (86%) (muriatic acid, 7647-01-0 nla n/a n/a A n/a
Hydrofluoric acid (40%) 7664-39-3
Hydrogen peroxide (30%) 7722-84-1
Isopropyl alcohol (40%) (2-propanol, IPA) 67-63-0
Isopropyl alcohol (70%) (2-propanol, IPA) 67-63-0
Methanol (5%) (methyl alcohol) 67-56-1
Methanol p.a. (methyl alcohol) 67-56-1
Methylmethacrylate (MMA) 80-62-6 n/a n/a n/a n/a n/a
Ninhydrin (0,2%) 485-47-2 n/a n/a n/a n/a n/a
Nitric acid (10%) 7697-37-2 n/a n/a Level 5 Level 5 Level 5
Nitric acid (36%) 7697-37-2 n/a n/a n/a n/a Level 3
Octenidin (0,1%) 71251-02-0 n/a n/a n/a n/a n/a

Sempermed (Always eping qow wp to date.

Semperit Technische Produkte Gesellschaft m.b.H., Segment Sempermed
Modecenterstrasse 22, A-1030 Vienna, Tel. +43-1-79 777-000, Fax: +43-1-79 777-630

sempermed@semperitgroup.com | www.sempermed.com Seite 1von 2







sarmparmed’®

YOUR GLOBAL GLOVE EXPERT

nfa.... not available

Brand Name PROTECTS CLINIC PROTECTS CLINIC PROTECTS CLINIC PROTECTS CLINIC | PROTECTS CLINIC
Latex popwder free Latex powdered Nitrile Superlight TD Nitrile Superlight Nitrile Light
Chemicals (synonyms)
Cas-No. / Spec Code LCF-050NA LXS-050NA NOF-030VB NOF-035VB NOF-0470B
Phosphoric acid (85%) (orthophosphoric acid) 7664-38-2 n/a n/a nla n/a
Potassium hydroxide (50%) (caustic potash, lye 1310-58-3 n/a n/a n/a n/a
Povidone iodine (10%) 25655-41-8 nla n/a nla n/a
Soc_ilum hyd_romde (40%) (caustic soda, lye, 1310-73-2 el
white caustic)
Sodium hypochlorite (10%) 7681-52-9 n/a n/a n/a n/a
Sulfuric acid (30%) (vitriol) 7664-93-9 n/a n/a n/a n/a
Sulfuric acid (96%) (vitriol) 7664-93-9 n/a n/a A A
Toluene (methylbenzol, phenylmethan, toluol) 108-88-3
Trichlorethane (methyltrichloromethane) 71-55-6
Xylene (xylol, dimethylbenzene) 95-47-6
Not Recommended Level 3 > 60min
A Splash Protection - change glove immediately after Level 4 > 120min
contact!
Level 1 > 10min Level 5 > 240min
Level 2 > 30min > 480min

IMPORTANT NOTE: The latest chemical resistance list can be found at www.sempermed.com. Please note that the product characteristics are directly dependent on the conditions of use and on the purity of the chemical substances
concerned. The chemical resistance has been assessed under laboratory conditions and cannot reflect all actual conditions. When working with materials that are harmful to the skin, please always inspect the glove for any holes or tears
prior to use. In principle, tests and certificates may only be regarded as general indications and do not exempt the user from the responsibility of making sure that the glove affords the protection requirements for the intended purpose prior
to use. The chemical resistance recommendations do not form part of the specifications.

CAUTION: Failure to observe this information, in particular with regard to (chemical) resistance, frequency of use and tolerability of the gloves, can result in personal injury and/or material damage. Semperit does not accept any liability for
incorrect use of the gloves. In case of doubt, obtain expert advice before use.

This document was issued electronically and is therefore valid without

signature and has a validity of up to one year.

Sempermed (Always eping qow wp to date.

Semperit Technische Produkte Gesellschaft m.b.H., Segment Sempermed
Modecenterstrasse 22, A-1030 Vienna, Tel. +43-1-79 777-000, Fax: +43-1-79 777-630
sempermed@semperitgroup.com | www.sempermed.com
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Recommendation on Chemical Resistance — Cytostatics

samoarmed’®

YOUR GLOBAL GLOVE EXPERT

Sempermed gloves for single use have been tested in accordance with ASTM D6978 “Assessment of Resistance of Medical Gloves to Permeation by Chemotherapy Drugs* by
independent accredited test institutes.

Caution: Damaged or swelling gloves shall be changed immediately!

Classification:

Not suitable

Suitable if changed before permeation breakthrough

Suitable for longer operations*

*For reason of precaution it is recommended to change gloves after 2 hours!

Permeation Rate:

The tests were performed according to ASTM D6978

TEST RESULTS by:

« ARDL Akron Rubber Development Laboratory, Ohio, USA
« ProQares, Rijswijk, NETHERLANDS

Breakthrough Detection Time (BDT) = Minutes (min)*

PROTECTS CLINIC PROTECTS CLINIC PROTECTS CLINIC
Nitrile Superliaht TD Nitrile Superliaht Nitrile Liaht
Chemotherapy Drug mg/ml NOF-030VB NOF-035 NOF-047
Nitrile - NBR Nitrile — NBR Nitrile — NBR

BDT BDT BDT

5-Fluorouracil 50,0 > 240 > 240 > 240
Carmustine (BiCNU) 3,3 13 14 25

Cisplatin 1,0 > 240 > 240 > 240

Cyclophosphamide (Cytoxan) 20,0 > 240 > 240 > 240

Dacarbazine (DTIC) 10,0 > 240 > 240 > 240

Doxorubicin HCI 2,0 > 240 > 240 > 240
Epirubicin 2,0 n/a n/a n/a

Etoposide 20,0 > 240 > 240 > 240

Methotrexate (Amethopterine 25,0 > 240 > 240 > 240

Hydrate)

Mitomycin C 0,5 > 240 > 240 > 240

Mitoxantrone HCI 2,0 > 240 > 240 > 240
Oxaliplatin 5,0 n/a n/a n/a

Paclitaxel (Taxol) 6,0 > 240 > 240 > 240
Thio-Tepa 10,0 14 13 85

Vincristine sulfate 1,0 > 240 > 240 > 240

*Concentration: according instruction leaflet
nfa.... not available

IMPORTANT NOTE: The latest chemical resistance list can be found at www.sempermed.com. Please note that the product characteristics are directly dependent on the conditions of use and on the purity of the
chemical substances concerned. The chemical resistance has been assessed under laboratory conditions and cannot reflect all actual conditions. When working with materials that are harmful to the skin, please
always inspect the glove for any holes or tears prior to use. In principle, tests and certificates may only be regarded as general indications and do not exempt the user from the responsibility of making sure that the
glove affords the protection requirements for the intended purpose prior to use. The chemical resistance recommendations do not form part of the specifications.

CAUTION: Failure to observe this information, in particular with regard to (chemical) resistance, frequency of use and tolerability of the gloves, can result in personal injury and/or material damage. Semperit does
not accept any liability for incorrect use of the gloves. In case of doubt, obtain expert advice before use.

This document was issued electronically and is therefore valid without signature and has a validity of up to one year.

Date of Issue: H1 2020/ 13.02.

Sempermed (¢ Hlways becping e ap to date.
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