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PRODUCT SPECIFICATION sa@mparmed’®

A MEMBER OF THE SEMPERIT-GROUP

Spec code: LFM-110NA-S-6AX
Product name: Sempermed® Supreme
Date of issue: December 2018

Natural rubber- latex — gloves, natural colour, micro-rough, rolled rim, 8 sizes.
Intended use: Glove is suitable for all medical sterile applications.
EXP - Storage: 3 years (storage conditions see page 2 ). Single use.

Production:

Following EU-directive EEC 93/42 as amended by 2007/47/EC, EN ISO 13 485 and EN 556 for sterile
products,

In compliance with GMP rules (Good Manufacturing Practice). C € 0123 Class lla.

Personal Protective Equipment according to Regulation (EU) 2016/425, CE Category Il

Gloves: In accordance with EN 455 -1/2/3/4, EN ISO 374-1:2016, EN 374-2:2014, EN 16523-1:2015, EN 374-
4:2013, ISO 374-5:2016, EN 420:2003+A1:2009, EN 421:2010, ASTM F 1671.

Produced with Dithiocarbamat-types. No Thiuram and Mercapto-accelerators.

Compound description available on request.

Marking : Size stamped in black on cuff.

Measurements: according to ASTM D 3577, ISO 10282 and EN 455/2.

Fit: Fully anatomical shaped with curved fingers and rolled rim.

Physical and Chemical Properties : EN 455/2 and EN 455/3 and EN 455/4
During shelf life and after challenge testing according to EN 455/2

Before and after ageing according to ASTM D 3577 and ISO 10282

Length according to glove size, see attachment: min 270 mm

Wall thickness double: see attachment for dimensions / glove measurements

Surface/Donning Support:

Micro rough surface. Following EN 455/3 free of TALCUM (Magnesium silicate).
Powderfree (according ASTM 6124 and EN 455/3).

Synthetic inner layer to ensure donning and change of gloves without powder.

Radiation-Sterilization: Acc. to ISO 11 137 with min. 25 kGy ( 2,5 Mrad SAL 10)
Indicator-dot on dispenser box and transport carton: Change of colour from yellow to violet-brown.
Placed on pallet: colour-change of indicator dot from yellow to red after sterilisation.

Sampling Inspection:

Acc. to DIN ISO 2859/1: Pinholes AQL 0,65 G-I / Major defects AQL 2,5 S-2 / Minor defects AQL 4 S-2.
Minimum requirement following EN 455/1 and ASTM D 3577: AQL 1,5

Major defects are non-conformities which prevent correct or intended use of the product.

Minor defects are non-conformities of low degree of concern, which do not prevent correct or intended use of
gloves

Supervision of Product and Design:

In house: internal control in chemical, physical and microbiological laboratories.

Bio-compatibility following ISO 10 993 and EN 455/3. Risk analysis done following ISO 14 971.

External: Validation by Eurofins Germany, Endotoxins controlled by specialised laboratory, Cooperation with
institutes specialised in chemical analysis following EN 455/3. Audited by TUV according 1SO 9001,

ISO 13 485 and EU-directive EEC 93/42 as amended by 2007/47/EC, inspected by FDA.
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PRODUCT SPECIFICATION

samparmed’®®

A MEMBER OF THE SEMPERIT-GROUP

Storage of Medical Gloves and Natural Latex Rubber-products

Transportcartons and Dispenser must be stored under conditions described in the following
standards - covering the identical subject.

Peel pouches have to be stored in dispenser boxes until using.

ISO 2230 ,,Vulcanised rubber - guide to storage*
DIN 7716 "Rubber Products - Requirement for storage, Cleaning and Maintenance"

Store latex gloves in a cool, dry environment and free of dust. Avoid extreme air circulation.
Low temperature is not deleterious, but gloves may become stiffer. Moist conditions
(condensation) for packages should be avoided. Higher temperatures may lead to
accelerated aging, stickiness and discoloration.

Sources of heat in storage rooms should be so arranged that overheating is precluded
(Temperature not higher than 30°C). Protection from direct sunlight and strong artificial light
with a high ultraviolet content has to be assured. Packages should be protected from
circulating air (extreme change of temperature) by wrapping or other suitable means.

Unless the articles are packed, it is advisable to cover any window of storage rooms with a
red or orange (no blue!) coating or screen. As ozone is particularly deleterious, storage
rooms should not contain any equipment that is capable of generating ozone, such as
fluorescent or mercury vapour lamps, photocopier, or high voltage equipment which may
give rise to electric sparks or discharges.

Do not clean gloves with oxidizing (bleaching) cleaning additives! Avoid contact of gloves
made of Natural- and Synthetic Latex with Copper containing base metals. It may lead to
discolouration and aging.

Protect gloves from heat, light and ozone !
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PRODUCT SPECIFICATION

Packaging of sempermed Supreme, 50 pairs - sterile in foil:

Marking and users instructions according to EN 455/3, EN 1041 and
ISO 15223-1.
All packaging material is free of PVC, material is suitable for recycling.

Peel pack with lashes for easy handling min 270 x 150 mm, is optimized for Radiation-
Sterilization:

1 pair with folded cuffs in folded bag protected against microbiological contamination.
Tightness: Statistically checked according to ISO 11607-1.

Dispenser box with pull-out opening 270 x 150 x 220 mm: 50 pairs

Transport carton: (Size 7,5 = approx. 11,4 kg) 480 x 283 x 450 mm: 6 x 50 = 300 pairs

Pallet: (size 7,5 = approx. 378 kg) 100 x 120 cm, 32 x 300 = 9.600 pairs

Warning following EN 455/3:

Caution: Product contains natural rubber latex which can cause allergic reactions
including anaphylactic responses.

Vigilance and Reporting system of MDD:

Meeting the requirements of the MDD 93/42/ECC, FDA and various national regulations, Sempermed as the
(legal) manufacturer has to ensure that all information which is indicating possible harm to users and/or
patients related to Sempermed products is evaluated immediately (without undue delay) in order to take
actions preventing any risk.

Therefore we would like you to confirm that you will immediately (without undue delay) forward any product
safety related information (e.g. complaints, incidents, wrong or misleading product- and / or user- information,
recurring quality deviations etc.) and corresponding samples to the Sempermed complaints handling

department (+43 2630 310 Phone 0 - Fax 479 or sempermed.complaints@semperitgroup.com). Based on the

information provided, Sempermed has to decide about any risk related to the product and whether a
notification to the local medical device authorities might be necessary.

In case Sempermed decides in close cooperation with our distribution partners that we have to take action (e.g.
through FSCA, Field Safety Corrective Actions or FSN, Field Safety Notices such as additional user
information, manuals, recall activities etc.) we ask you to provide full support in order to get access to samples
and other mandatory information or to carry these indispensable FSCAs out properly and in full compliance

with the applicable national regulations and laws.

All quoted standard references refer to the latest version.
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PRODUCT SPECIFICATION

HandschuhmaRe / Dimensions / Glove measurements
Produktgruppe / Product group - Medizinische Handschuhe / Medical gloves

Supreme — anatomisch puderfrei beschichtet Rollrand / powderfree coated rolled rim

GrolRe - Size Zeige-Index-finger Handbreite Gesamtlange - Total length
Norm - Standard Lénge - Length in mm | Palm-Width in mm Minimum in mm
5% Sempermed 59 12 7313 270
EN 455-2 72+4 250
ISO 10282 72+4 250
ASTM D 3577 70+ 6 245
6 Sempermed 60 +2 79+3 270
EN 455-2 Trxh 260
ISO 10282 77+5 260
ASTM 3577 ~ 76+6 265
6 2 Sempermed 63+2 85+3 270
EN 455-2 83+5 260
1ISO 10282 83+5 260
ASTM 3577 83+6 265
7  Sempermed 66 * 2 91%3 280
EN 455-2 89+5 270
ISO 10282 895 270
ASTM 3577 89+6 265
7> Sempermed 7143 973 280 B
EN 455-2 95+5 270
1ISO 10282 95+5 270
ASTM 3577 95+6 265
8 Sempermed 743 ] 1053 280
EN 455-2 1026 270
ISO 10282 102 £ 6 270
ASTM 3577 102 +6 265
8 /2 Sempermed 77%3 1113 285
EN 455-2 108 £ 6 280
ISO 10282 108 + 6 280
ASTM 3577 108 + 6 265
9 Sempermed 80+3 11223 285
EN 455-2 114 + 6 280
1ISO 10282 114+ 6 280
ASTM 3577 114+ 6 ) 265
—

Doppelte Wanddicke - Double Wall-thickness

Finger: max. 0,54 mm

Hand/Palm: 0,42 +/-0,03 mm

Schaft / Cuff: min 0,32 mm

ASTM D 3577 and ISO 10282

, = Anforderung fur Wanddicke min 0,1 mm
j,'— k=) Requirement for single wall-thickness min 0,1 mm
= EN 455-2:
: 5 Die Wandstarke ist nicht in der EN 455-2 spezifiziert
= Wall-thickness is not specified in EN 455-2

Methods / Messmethoden:

EN 455-2, ISO 4648

Fur Handumfang die Breite doppelt nehmen

For round distance multiply single distance by two

Wanddickenwerte Median aus 13

Wall thickness values Median out of 13

Established (PM): Reviewed (HoP): Approved (RA- Manager):
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SPECIFIKACE PRODUKTU samparmed’®

A MEMBER OF THE SEMPERIT-GROUP

Kéd specifikace: LFM-110NA-S-6AX
Nazev vyrobku: Sempermed® Supreme
Datum vydani: Prosinec 2018

Rukavice z pfirodniho kau¢uku/latexu, prirodni barva, mikrodrsné, sto&eny okraj, 8 velikosti.
Zamysleneé pouziti: Rukavice je vhodna pro viechny sterilni lekarské postupy.
EXPIRACE - skladovani: 3 roky (skladovaci podminky viz stranu 2). Jednorazové pouziti.

Vyroba:

Podle smérnice EU 93/42/EHS ve znéni smérnice 2007/47/ES, norma EN I1SO 13 485 a EN 556 pro
sterilni vyrobky,

V souladu s osvéd&enymi vyrobnimi postupy (GMP), CE 0123 tfida lla.

Podle smérnice EU o osobnich ochrannych prostiedcich (EU) 2016/425, CE kategorie I

Rukavice: V souladu s normou EN 455 -1/2/3/4, EN 1SO 374-1:2016, EN 374-2:2014, EN 16523-
1:2015, EN 374-4:2013, ISO 374-5:2016, EN 420:2003+A1:2009, EN 421:2010, ASTM F 1671.
Vyrobeno spolu s typy obsahujicimi dithiokarbamat. Neobsahuje thiuram a merkapto-akceleratory.
Popis sloZeni je k dispozici na vyzadani.

Oznadeni: Velikost vyznatena ¢emé na manzeté.

Miry: podle norem ASTM D 3577, ISO 10282 a EN 455/2.

Tvar: PIn& anatomicky tvar se zakfivenymi prsty a sto€eny okraj.

Fyzikéini a chemické vlastnosti: EN 455/2 a EN 455/3 a EN 455/4
Béhem Zivotnosti a zatézovych testech podle normy EN 455/2
Pred a po testu starnuti podle normy ASTM D 3577 a ISO 10282
Délka podle velikosti rukavice, viz pfilohu: min 270 mm

Tloustka stény: dvojita, viz pfiloha pro rozméry / miry rukavic

Povrch/pomoc pfi nasazovani:

Mikrodrsny povrch. Podle normy EN 455/3 — neobsahuje MASTEK (kfemicitan hofeénaty).
Bezpudrové (podle norem ASTM 6124 a EN 455/3).

Synteticka vnitini vrstva umoziuje nasazeni a vyménu rukavice bez pouziti pudru.

Radiacni sterilizace: Podle normy 1SO 11 137 pfi min. 25 kGy (2,5 Mrad SAL 10)
Indikacni te¢ka na zasobniku a prepravni krabici: Zména barvy ze Zluté na fialovo-hnédou.
Umisténi na paleté: Zména barvy indikaéni teSky ze Zluté na &ervenou po sterilizaci.

Kontrola vzorku:

Podle normy DIN ISO 2859/1: Dirky AQL 0,65 G-I/ vétsi vady AQL 2,5 S-2/ mensi vady AQL 4 S-2.
Minimalni pozadavky podle norem EN 455/1 a ASTM D 3577: AQL 1,5

VEtsi vady jsou neshody, které zabranuji spravnému nebo zamyslenému pouziti vyrobku.

Mensi vady jsou neshody nizsi zavaznosti, které nezabranuji spravnému nebo zamyslenému pouziti
vyrobku.

Dohled nad vyrobkem a provedenim:

Interni: Interni kontrola v chemickych, fyzikalnich a mikrobiologickych laboratofich.

Biokompatibilita podle norem ISO 10 993 a EN 455/3. Analyza rizik provedena podle normy ISO 14
971.

Externi: Ovéreno spolecnosti Eurofins Germany, endotoxiny kontrolovany specializovanou laboratoff,
spoluprace s Ustavy specializovanymi na analyzu chemického slozeni podle normy EN 455/3.
Auditovano spoleénosti TUV podle norem ISO 9001, ISO 13 485 a smérnice EU EEC 93/42 ve znéni
smérnice 2007/47/EC, zkontrolovano Gradem FDA.
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Skladovani lékarskych rukavic a vyrobku z prirodniho
latexového kaucuku

Prepravni krabice a zasobniky musi byt skladovéany za podminek popsanych v nasledujicich
normach — tykaji se stejného predmétu.

Sacky s odtrhavacim uzavérem musi byt az do pouziti skladovany v zasobnicich.

ISO 2230 ,,Vulkanizovany kaucuk — pokyny ke skladovani“
DIN 7716 ,,Kau€ukové vyrobky — pozadavky na skladovani, ¢isténi a uadrzbu“

Latexové rukavice skladujte v chladném, suchém a bezprasném prostfedi. Nevystavuijte je
pfili§ velkému proudéni vzduchu. Nizké teploty nejsou skodlivé, ale rukavice mohou
ztvrdnout. Tvorbé vlhkosti (kondenzace) na obalech je nutné zabranit. Vy3si teploty mohou
vést k rychlejSimu starnuti, lepivosti a zméné barvy.

Zdroje tepla ve skladovacich prostorech musi byt uspofadany tak, aby nedoslo k prehrati
(teplota nesmi byt vy$si nez 30 °C). Je nutné zajistit ochranu pred sluneénim svétlem a
silnymi zdroji umélého svétla s vysokym podilem ultrafialového zareni. Baleni je nutné
chranit pred proudénim vzduchu (extrémni zmény teploty) zabalenim nebo jinymi vhodnymi
zpusoby.

Pokud zbozZi neni zabaleno, doporucuje se zakryt vSechna okna ve skladovaci mistnosti
¢ervenym nebo oranzovym (ne modrou!) natérem nebo stinitkem. Ozén je velmi skodlivy, a
proto by skladovaci mistnosti nemély obsahovat zadna zafizeni, ktera mohou vytvaret ozén,
napf. fluorescencni nebo rtutové vybojky, fotokopirky nebo vysokonapétova zafizeni, ktera
mohou vytvaret elektrické jiskry nebo vyboje.

Necistéte rukavice oxidaénimi (bélicimi) Cisticimi aditivy! Zabrante kontaktu rukavic
vyrobenych z pfirodnich a syntetického latexu s kovy, které obsahuji méd. Mohlo by dojit ke
ztraté barvy a zestarnuti.

Chraiite rukavice pred teplem, svétlem a oz6nem!
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Baleni rukavic sempermed Supreme, 50 paru — sterilni ve folii:

Oznaceni a pokyny pro uzivatele podle norem EN 455/3, EN 1041 a
ISO 15223-1.
Veskery obalovy material neobsahuje PVC, materidl je vhodny k recyklaci.

Obal s odtrhavacim uzavérem pro snadnou manipulaci 270 x 150 mm, optimalizovany pro
radiaéni sterilizaci:

1 pér s pfehnutym manzetami ve slozeném sacku chranéném proti mikrobiologické
kontaminaci.

Neprodysnost: Testovana statisticky podle normy ISO 11607-1.

Zasobnik s otvorem pro vytahovani 270 x 150 x 220 mm: 50 paru

Prepravni krabice: (velikost 7,5 = pfiblizné 11,4 kg) 480 x 283 x 450 mm: 6 x 50 = 300 paru

Paleta: (velikost 7,5 = pfiblizné 378 kg) 100 x 120 cm, 32 x 300 = 9.600 paru

Varovani podle normy EN 455/3:

Upozornéni: Vyrobek obsahuje pfirodni kaué¢ukovy latex, ktery mize vyvolat
alergické reakce, v€etné anafylaktické odezvy.

Systém vigilance a podavani zprav podle smérnice MDD:

Pro splnéni poZadavk( dle smérnice MDD 93/42/ECC, FDA a rliznych narodnich smérnic ,

Sempermed, jakozto (zakonny) vyrobce musi zajistit, Zze vSechny informace, které oznacuji mozné

poskozeni uzivatele a/nebo pacienta uzivajiciho produkty Sempermed, jsou vyhodnoceny okamzité

(bez prodleni) za G&elem prevence proti riziku.

Informace spojené s bezpeénosti produktil a pfislusnych vzork( (napf. stiznosti, mimofadné udalosti,
Spatné nebo chybéjici produkty a/nebo uzivatelské informace, opakujici se odchylky kvality atd.) musi
byt ihned (bez zbyteéného prodleni) oznameny na oddé&leni pro vyfizovani stiznosti (+43 2630 310

telefon 0 — Fax 479, nebo sempermed.complaints@semperitgroup.com). Na zakladé poskytnutych

informaci musi Sempermed rozhodnout o jakémkoli riziku souvisejicimu s produktem a zda je nutné

uvédomit mistni Gfady pro 1ékarské prostiedky.

Pokud se Sempermed rozhodne pro Uzkou spolupraci s nadimi distribuénimi partnery, se kterymi
jedname (napf. 0 Bezpeénostnich napravnych opatieni nebo bezpeénostnich upozornéni, jako jsou
informace pro uzivatele, manualy, atd.), pofadame vas o poskytnuti pIné podpory ve smyslu
poskytnout pfistup ke vzorkiim a ostatnim povinnym informacim, nebo fadné provést nezbytna,

bezpetnostni napravna opatieni v souladu s platnymi, vnitrostatnimi predpisy a zakony.

U vSech citovanych norem se odkazuje na nejnovéjsi verzi.
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Rozméry / miry rukavic

Skupina vyrobku — Zdravotnické rukavice

Supreme - anatomické bez pudru, stodeny okraj

elikost Délka v mm Sitka dlané v mm Celkova délka v mm
Standardni Minimum v mm
5 1/2 Sempermed 59 +2 73 3 270
EN 455-2 72 ¥4 250
1ISO 10282 72 4 250
ASTM D 3577 70 +6 245
6 Sempermed 60 +2 79 3 270
EN 455-2 77 5 260
ISO 10282 77 5 260
ASTM 3577 76 +6 265
6 1/2 Sempermed 63 12 85 3 270
EN 455-2 83 5 260
ISO 10282 83 15 260
ASTM 3577 83 6 265
7 Sempermed 66 £2 91+3 280
EN 455-2 89 +5 270
SO 10282 89 5 270
ASTM 3577 89 +6 265
7 1/2 Sempermed 71+3 97 +3 280
EN 455-2 95 5 270
1ISO 10282 95 5 270
ASTM 3577 95 16 265
8 Sempermed 7413 105 3 280
EN 455-2 102 +6 270
SO 10282 102 6 270
ASTM 3577 102 +6 265
8 1/2 Sempermed 77 3 111 +3 285
EN 455-2 108 +6 280
SO 10282 108 6 280
ASTM 3577 108 +6 265
9 Sempermed 80 +3 112 +3 285
EN 455-2 114 6 280
ISO 10282 114 6 280
ASTM 3577 114 6 265
=
Dvojita tloust'ka stény
Prst: max. 0,54 mm
Dlan: 0,42 +/-0,03 mm
ManzZeta: min. 0,32 mm
o ASTM D 3577 a ISO 10282
= PoZadavek na jednoduchou tloustku stény min. 0,1 mm
2 EN 455-2:
Q Tloustka stény neni v EN 455-2 pfedepsana
L Metody:
2 EN 455-2, 1ISO 4648
Obvod ruky ziskate vynasobenim sirky dvakrat
Hodnoty tloustky stény median ze 13
Sestavil (PM) Zkontroloval (HoP) Schvalil (RA Manager)
(negitelny podpis) (negitelny podpis) (necitelny podpis)
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