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NAVOD K POUZITI ZDRAVOTNICKEHO PROSTREDKU A OSOBN{HO OCHRANNEHO PROSTREDKU

dermagel coated
NiZe uvedené instrukce by mély byt pouZivany ve spojeni s detailnimi informacemi na obalu.

Popis produktu

Opatfeni a navod k pouziti

VySetfovaci a ochranné rukavice, latex, nepudrované, jednorazové, nesterilni.

XS, S, M, L, XL
100 ks podle vahy

Velikosti
Mnozstvi v balenf

Pokyny k uchovavani

Nevystavujte pfimému slune¢nimu zareni, zdrojim ozénu nebo ohni. Uchovavejte na
suchém a chladném misté, vteploté 5-40 °C. Neskladujte v primé blizkosti
rozpoustédel, olejl, paliv a maziv.

Styk s potravinami

Rukavice jsou oznaceny symbolem styk s potravinami a odpovidaji pozadavkim
Nafizeni (EU) ¢. 10/2011, Evropskému nafizeni (ES) ¢. 1935/2004 a Nafizeni (ES) €.
2023/2006 o spravné vyrobni praxi. Rukavice jsou vhodné pro manipulaci s jakymkoli
druhem jidla a byly testovany na Celkovy migracni test podle EN 1186.

Zamyslené poufZiti

Tyto rukavice jsou nesterilni vySetfovaci a ochranné rukavice na jedno pouZziti, urcené
pro poufZiti ve zdravotnickém prostredi za U¢elem: ochrany pacienta a uZivatele pred
krizovou kontaminaci, provadéni lékarskych vysetfeni, diagnostickych a
terapeutickych postupd a kmanipulaci s kontaminovanym zdravotnickym
materidlem. Rukavice jsou klasifikované jako zdravotnicky prostfedek tfidy | a jako
osobni ochranny prostfedek kategorie Ill. Rukavice urcené k ochrané pred
chemickymi latkami a smésmi nebezpeénymi pro zdravi a pred Skodlivymi
biologickymi Ciniteli. Rukavice uréené k ochrané pred chemickym rizikem podle EN
ISO 374-1 a riziky mikroorganism (viry, bakterie a plisné) podle EN ISO 374-5. Jejich
design a oznaceni je v souladu s pozadavky Evropskym nafizenim 2017/745 o
zdravotnickych prostfedcich a Evropskym nafizenim 2016/425 o osobnich
ochrannych prostredcich.

Rukavice by mély byt pouZivdny pouze v souladu s jejich zamyslenym pouZitim.

Vyrobce

MERCATOR MEDICAL S.A.
ul. H. Modrzejewskiej 30
31-327 Krakov, Polsko

Prohlaseni o shodé a tento navod na pouZiti jsou
dostupné na webovych strankdch:
https://mercatormedical.eu

Pred vytaZzenim rukavic z baleni si osuste ruce. Pfed pouZitim zkontrolujte rukavice, zda
nejsou poskozené nebo vadné. PoufZijte alespon jeden par rukavic na jednoho pacienta a
jednu proceduru, rukavice jsou jednorazové. Zabrante proniknuti chemickych latek pod
rukavice pfes manzetu. V pripadé, Ze se chemicka latka dostane na pokozku, ihned ji
omyjte velkym mnoZstvim vody. Pokud se rukavice béhem pouZivdni propichnou,
roztrhnou nebo protrhnou béhem pouzivani, sundejte je a pouZijte nové. NepouZivejte
uvniti $pinavé rukavice, protoze mohou zpUsobit podrazdéni, které by mohlo zpUsobit
zanét klize nebo vaznéjsi poskozeni.

Doporucuje se zkontrolovat, zda jsou rukavice vhodné pro zamyslené pouZiti, protoze
podminky na pracovisti se mohou lisit od typové zkousky v zavislosti na teploté, otéru a
degradaci. Rukavice by nemély byt pouZivany v kontaktu s otevienym ohném a jako
ochrana pred ostrymi nastroji. Rukavice nejsou urceny ke svafovani, jako ochrana pred
elektrickym proudem, ionizujicim zafizenim ani pfed plsobenim horkych nebo studenych
predmétd.

Odolnost proti chemickému praniku byla hodnocena v laboratornich podminkach pouze
ze vzorkd odebranych z dlané (s vyjimkou ptipadd, kdy je délka rukavice rovna nebo vice
nez 400 mm — kde je manZeta také testovana) a odpovidd pouze testované chemické
ldtce. Mlze se lisit, pokud je chemickd latka pouZivana ve smési. Tyto informace
neodraZeji skute¢nou dobu trvani ochrany na pracovisti a rozdil mezi smésmi a Cistymi
chemikdliemi.

Pfi pouZiti mohou ochranné rukavice poskytovat mensi odolnost pred nebezpecnymi
latkami v dusledku zmén fyzikalnich vlastnosti. Pohyby, zachyceni, tfeni, degradace
zplsobené chemickym kontaktem atd. mohou vyrazné zkratit skutec¢nou dobu pouZivani.
U korozivnich chemikalii mdZe byt degradace nejdllezitéjsim faktorem, ktery je tfeba vzit
v Uvahu pfi vybéru chemicky odolnych rukavic.

Rukavice jsou vhodné pro specialni Gcely, protoZe se jednd o vysetfovaci rukavice, kde je
riziko poranéni zapésti zptsobené chemikéliemi povazovano za minimalni. Délka vhodna
pro ukoly, ktery vyZaduji ochranu rukou. Minimalni délka rukavice je v souladu se
standardem EN 455-2.

Kontraindikace

Tento produkt nema Zadné zndmé kontraindikace.
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0422
MD klasifikace & shody OOP klasifikace & shody
Rukavice jsou klasifikované jako zdravotnicky prostiedek ve tfidé | podle pfilohy VIl Rukavice jsou v kategorii Ill osobnich ochrannych prostfedkd podle pfrilohy | Nafizeni

Nafizeni (EU) 2017/745 a odpovidaji standardtm:

EN 455-1:2020+A1:2022, EN 455-2:2024, EN 455-3:2023,
EN ISO 15223-1:2021, EN ISO 20417:2021.

Tento vyrobek je klasifikovan jako zdravotnicky prostfedek tfidy | v souladu s
Nafizenim 2017/745 (Pfiloha VIII), coZ je potvrzeno v Prohlddeni o shodé EU
vydaném k produktu.

EN  455-4:2009,

C€

2016/425 odpovidaji standardim:

EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019,
EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016

150 374-1/TYPE C

Navrzeno k ochrané rizikdm

ENISO374-1-typ C

proti  chemickym podle

Notifikovana osoba odpovédna za EU prezkouseni typu (modul B) a pribéZznou shodu

CEDTTT

Upozornéni pro uZivatele vyrobku

Dulezité informace pro uZivatele

Tento vyrobek je uréen k jednordzovému pouZiti. NepouZivejte jej opakované.
Opakované pouziti mze poskodit konstrukci zafizeni a/nebo zpUsobit jeho
nespravnou funkci, coz mize mit za nasledek poskozeni zdravi. Opakované pouZiti
rovnéZ predstavuje riziko kontaminace prostiedku a infekce, vcetné prenosu
infekénich onemocnéni, coZz miZe vést k poskozeni zdravi. NepouZivejte, pokud byl
obal poskozen. NepouZivejte po uplynuti doby pouZitelnosti uvedené na stitku obalu.
NepouZivejte, pokud je oznaceni nelplné nebo necitelné..

Satra Technology Europe Ltd

Bracetown Business Park,

Clonee, Dublin 15,

Dublin, Irsko

Jakykoli vyskyt zdvady prostfedku (tj. porucha identity, kvality, trvanlivosti, spolehlivosti,
bezpecnosti nebo vykonu prostiedku, véetné poruch, chyb pfi pouZivdni nebo
nedostate¢nych informaci poskytnutych vyrobcem) a/nebo incidentu (coz znamend
jakoukoli poruchu nebo zhorseni vlastnosti nebo vykonu, véetné chyby pfi pouZivani
vyplyvajici z ergonomickych vlastnosti prostfedku dostupného na trhu, jakoZ i jakékoli
nedostatecné informace poskytnuté vyrobcem a jakékoli nezadouci reakce) musi byt
oznamen vyrobci prostiedku, a to na adresu: regulatory@pl.mercatormedical.eu Jakakoli
zavaZna udalost, zdvaZzna neZddouci p¥thoda nebo zavazné riziko pro vefejné zdravi, které
se vyskytly v souvislosti s prostfedkem, musi byt hlaseny vyrobci a pfislusnému organu
¢lenského statu, v némz ma uzivatel a/nebo pacient bydlisté.

Doba pouZitelnosti vyrobku

Pokyny k dlouhodobému skladovani ve skladu

5 let od data vyroby

Vyrobek skladujte na suchém misté pfi teploté 5-40 °C a chrarite jej pfed slunec¢nim
zéfenim. Uchovavejte ve vzdalenosti nejméné 1 m od topnych zafizeni, ohné a zdrojl
0z6nu. Neskladujte v bezprostfedni blizkosti rozpoustédel, olej, paliv, maziv.

Pokyny pro pfepravu

Likvidace vyrobku

Preprava v podminkach zajistujicich odpovidajici hygienické normy, které chrani
vyrobek pred kontaminaci. Vyrobek neni termolabilni - ménici se podminky teploty
nebo vihkosti béhem kratkodobé prepravy nijak neovliviuji pouZitelnost vyrobku ani
jeho vlastnosti a bezpecnost pouziti. Vyrobek nemusi byt prepravovdn za
kontrolovanych teplotnich a vlhkostnich podminek (potvrzeno testy zrychleného
starnuti a analyzou rizik).

Pokud byl vyrobek pouZit a prisel do styku s télnimi tekutinami nebo infekénimi latkami -
vyrobek mus{ byt zlikvidovan jako kontaminovany vyrobek.

V opacném pripadé by mél byt vyrobek likvidovan jako smésny odpad.

Vyhodte do ¢erného kontejneru

A

Likvidace predbalenych oball

Likvidace transportniho kartonu

Kartonové obaly jsou vyrobeny z homogenniho materidlu, neobsahuji riizné druhy
materidlu a neni tfeba je rozdélovat na frakce. Obal je 100% recyklovatelny.

LZD Obal urceny k likvidaci - vyhodte do modrého kontejneru
PAP

Kartonové obaly jsou vyrobeny z homogenniho materidlu, neobsahuji rlizné druhy
materidlu a neni tfeba je rozdélovat na frakce. Obal je 100% recyklovatelny.

N\
eg_) Obal urceny k likvidaci - vyhodte do modrého kontejneru
PAP

Upozornénf na moZnost potencialnich alergickych reakci

Informace o REACH

Vyrobek obsahuje pfirodni kaucukovy latex, ktery mizZe zpUsobit alergické reakce
vcéetné anafylaktickych reakci. Slozky pouZité pfi vyrobé rukavic mohou zpusobit
alergické reakce. Nékteré rukavice mohou obsahovat sloZky, které zptsobuji alergie
u osob, které jsou na né alergické a u kterych se mdze objevit kontaktni podrazdéni
a/nebo alergické reakce. V pfipadé alergické reakce se poradte s Iékafem. PFi vyrobé
mohou byt pouZity nasledujici chemické urychlovace a antioxidanty, které mohou
zpUsobit potencialni alergické reakce IV. typu:

|. Diethyldithiokarbamat zinku (ZDEC)
IIl. dibutyldithiokarbamat zinku (ZDBC)
I1l. Poly(dicyklopentadien-co-p-kresol)

Tyto informace vychdzeji z pozadavk(l normy EN 455-3:2023 - Zdravotnické rukavice
pro jedno poufZiti - Pozadavky a zkousky pfi biologickém hodnoceni. Vyrobek byl
testovan podle normy EN ISO 10993-5,10 a neprokazal zadné cytotoxické, drazdivé
ani senzibilizujici u¢inky na kdzi.

20.02.2025, Rev. 4.0
Tento dokument vychdzi z anglické verze dokumentu.

Vyrobky, na které se vztahuje tento pokyn, neobsahuji latky uvedené v nejnovéjsi verzi
kandidatského seznamu v souladu s nafizenim (ES) ¢. 1907/2006; vyrobky rovnéz
neobsahuji latky s karcinogennimi, mutagennimi nebo reprotoxickymi ucinky (latky
definované v nafizeni (EU) 2017/745, pfiloha. 1, bod 10.4.1) Neobsahuji polycyklické
aromatické uhlovodiky (PAU) (latky definované v normé EN ISO 21420, str. 4.2. f); a ftalaty,
zmékcovadla obsahujici ftalaty, thiramy.
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Urovefi propustnosti podle EN ISO 374-1:2016+A1:2018

« Urovefi 1 > 10 min * Uroveri 2 > 30 min * Urovef 3 > 60 min * Uroveri 4 > 120 min * Uroveri 5 > 240 min * Urovefi 6 > 480 min

Vysledky testovani podle EN 16523-1:2015+A1:2018 EN ISO 374-4:2019 Vysledky testovanf podle EN 16523-1:2015+A1:2018 EN ISO 374-4:2019
Chemikalie Urover Degradace [%] Chemikalie Urovefi Degradace [%]
37% Formaldehyde (T) 5 -21.4 96% Sulphuric Acid (L) 1 95.8
40% Sodium Hydroxide (K) 3 -21.7

EN ISO 374-4:2019: degradacni Urovné naznacuji zménu odolnosti proti propichnuti rukavice po vystaveni provokacni chemikalii.

Testovano podle EN 1SO 374-2:2019 — troveri 2 (1SO 2859)

Urover vykonu Uroven 3 Uroveri 2 Urover 1

AQL <0.65 <1.5 <4.0

Testovano podle EN 1SO 374-5:2016

Ochrana proti bakteriim & plisni | Vyhovuje

Ochrana proti virm | Vyhovuje

EN ISO 374-5:2016 odolnost proti priniku byla posouzena v laboratornich podminkach a vztahuje se pouze na testovany vzorek.
Zkousky podle ISO 16604:2004 postup B.

Jak nasadit rukavice?

Jak sundat rukavice?

20.02.2025, Rev. 4.0
Tento dokument vychdzi z anglické verze dokumentu.



MERCATOR

INSTRUCTION FOR USE OF MEDICAL DEVICE AND PERSONAL PROTECTIVE EQUIPMENT

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

Description of the product

Precautions and indications for use

Examination and protective gloves, latex, powder-free, for single use, non-sterile

XS, S, M, L, XL
: 100 pcs. by weight

Sizes
Quantity in packaging

Storage instructions

Do not expose to direct sunlight, ozone sources or sources of fire. Store in a dry and
cool place, at a temperature of 5-40°C. Do not keep in direct vicinity of solvents, oils,
fuels and lubricants.

Food contact

Gloves are marked with food contact symbol and comply with
the requirements of Regulation (EU) No 10/2011, European Regulation (EC)
No 1935/2004 and with Regulation (EC) No 2023/2006 on Good Manufacturing
Practice. Gloves are suitable for handling the food and have been tested for Overall
Migration Test acc. EN 1186.

Intended use

These are non-sterile examination and protective gloves for single use, intended for
use in medical field to: protect patient and user from cross-contamination,
conducting medical examinations, diagnostic and therapeutic procedures and for
handling medical contaminated material. Gloves are classified as Medical Devices
Class | and as a Personal Protective Equipment Category Ill. Gloves designed to
protect against substances and mixtures which are hazardous to health and against
harmful biological agents. Gloves designed to protect against to chemical risk
according with EN I1SO 374-1 and microorganism (viruses, bacteria and fungi) risks
according with EN I1SO 374-5. Their design and labelling corresponds to the
requirements of the European Regulation 2017/745 on Medical Device and the
European Regulation 2016/425 on Personal Protective Equipment.

Gloves should be used solely according to their intended use.

Manufacturer

MERCATOR MEDICAL S.A.
ul. H. Modrzejewskiej 30

Declaration of Conformity and this instruction for
use available under below web address:

Dry hands before taking the gloves out from the packaging. Before usage, inspect the
gloves for any defect or imperfections. Use at least 1 pair of gloves for one patient and
one procedure, these are disposable gloves. Do not let chemical substances get under the
gloves through the cuff. If a chemical substance reaches the skin, wash it away
immediately with plenty of water. If the gloves get punctured, torn or broken during their
use, take them off and put on the new ones. Avoid using gloves dirty in the inside as they
may cause irritation leading to skin inflammation or more serious damages.

It is recommended to check that the gloves are suitable for the intended use because the
conditions at the workplace may differ from the type test depending on the temperature,
abrasion and degradation. The gloves should not be used in contact with open fire and to
protect against any sharp tools. The gloves are not intended for welding, electric shock
protection, ionizing radiation or from the effect of hot or cold objects.

The chemical resistance has been assessed under laboratory conditions from samples
taken from the palm only (except in case where glove is equal to or over 400 mm —where
the cuff is tested also) and relates only to the chemical tested. It can be different if the
chemical is used in a mixture. This information does not reflect the actual duration of
protection in the workplace and the differentiation between mixtures and pure
chemicals.

When used, protective gloves may provide less resistance to the dangerous chemical due
to changes in physical properties. Movements, snagging, rubbing, degradation caused by
the chemical contact etc. may reduce the actual use time significantly. For corrosive
chemicals, degradation can be the most important factor to consider in selection of
chemical resistant gloves.

Gloves are suitable for special purposes as they are examination gloves where risk of wrist
injury caused by chemicals is considered to be minimal. Length suitable for tasks that
require hand protection. Glove minimum length in accordance to EN 455-2 standard.

Contraindications

This product has no known contraindications.

Symbols used on the packaging

31-327 Krakdw, Polska https://mercatormedical.eu
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VIRUS
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Latex gloves Consult instructions for use
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layer

20.02.2025, Rev. 4.0
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| MD classification & compliance

I PPE classification & compliance

Gloves are classified as class | Medical Device as per Annex VIII of the Regulation (EU)
2017/745 and comply to standards:

EN 455-1:2020+A1:2022, EN 455-2:2024, EN 455-3:2023,
EN ISO 15223-1:2021, EN ISO 20417:2021.

EN 455-4:2009,

This product is also classified as class | medical device in accordance with Regulation
(EU) 2017/745 (Annex VIII), which is confirmed in the EU Declaration of Conformity
issued for the product.

C€

Gloves are category Il Personal Protective Equipment as Annex | of

the Regulation 2016/425 and comply to standards:

EN 1SO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019,
EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016

per

1SO374-1/TYPEC
Designed to protect against to chemical risks

acc. with EN ISO 374-1 - Type C

Notified Body responsible for EU Type Examination (Module B) and on-going conformity

CE7T7

Warning for product users

This product is intended for single use. Do not reuse. Re-use may damage the
structure of the product and/or cause it to malfunction, which may result in damage
to health. Reuse also poses a risk of product contamination and infection, including
the transmission of infectious diseases, which may lead to health damage. Do not
use if the packaging has been opened or damaged. Do not use after the expiry date
stated on the package label. Do not use if labeling is incomplete or illegible.

Satra Technology Europe Ltd

Bracetown Business Park,

Clonee, Dublin 15,

Dublin, Irlandia

Important information for product user

Any event in the form of a Product Defect (i.e. irregularity in the identity, quality, durability,
reliability, safety or operation of the product, including malfunctions, operational errors or
incorrect information provided by the manufacturer); and/or Incident (i.e. means any
malfunction or deterioration of properties or performance, including an error in use
resulting from the ergonomic features of the device made available on the market, as well
as any irregularities in the information provided by the manufacturer and any adverse
effects) should be reported to the manufacturer of the device at
regulatory@pl.mercatormedical.eu Any serious incident, serious adverse event or serious
risk to public health that occurs in connection with the device must be reported to the
manufacturer and to the competent authority of the Member State of establishment of the
user and/or patient.

Shelf life of product

Long-term storage instructions

5 years from manufacturing date

It is recommended to store product in dry place, in temperature of 5-40°C and to protect
them against direct sunlight. Keep product in a distance of not less than 1m from heating
devices, sources of fire and ozone. Do not keep in direct vicinity of solvents, oils, fuels and
lubricants.

Transport instructions

Product disposal

Transport in conditions ensuring an appropriate hygienic standard, protecting
product against dirt. The product is not thermolabile - changing conditions regarding
temperature or humidity in the short-term transport period do not affect the
usability of the product or its properties or safety of use in any way. The product
does not require transport in controlled conditions in terms of temperature and
humidity (confirmed on the basis of accelerated aging tests and risk analysis).

If product has been used and has come into contact with body fluids or infectious
substances, product should be disposed of as a contaminated product.

Otherwise, the product should be disposed of as mixed waste.

L’}) Dispose of in the black container

Packaging disposal

Transport carton disposal

Carton packaging made of homogeneous material, does not contain different types
of materials, does not require separation into fractions. The packaging is 100%
recyclable.

Lzl) Packaging for disposal - dispose of in the blue container
PAP

Carton packaging made of homogeneous material, does not contain different types of
materials, does not require separation into fractions. The packaging is 100% recyclable.

A
sz_) Packaging for disposal - dispose of in the blue container
PAP

Warnings about potential allergic reactions

REACH information

The product contains natural rubber latex which may cause allergic reactions
including anaphylactic responses. Components used in gloves production process
may cause allergic reactions in some people. Some gloves may contain components
known to be a possible cause of allergy for person allergic to them, who may develop
contact irritation and/or allergic reaction. In case of an allergic reaction consult a
doctor. During the production process, the following chemical accelerators and
antioxidants may be used, which may cause potential allergic reactions type IV:

I. Zinc dibutyldithiocarbamate (ZDBC)
IIl. Zinc diethyldithiocarbamate (ZDEC)
I1I. Poly(dicyclopentadiene-co-p-cresol)

This information is included in this manual based on requirements of EN 455-3:2023
standard - Disposable medical gloves - Requirements and tests in biological
evaluation. The product has been tested in accordance with EN ISO 10993-5.10, and
has not shown any cytotoxic, irritating or skin sensitizing effects.

20.02.2025, Rev. 4.0

The products covered by this instruction do not contain substances listed in the latest
version of the candidate list according to Regulation (EC) 1907/2006; These products also
do not contain substances with carcinogenic, mutagenic or reproductive toxic effects
(substances defined in Regulation (EU) 2017/745, Annex 1, Section 10.4.1) They do not
contain polycyclic aromatic hydrocarbons (PAH) (substances defined in EN ISO 21420, p.
4.2.1); and phthalates, plasticizers containing phthalates, thiurams.



MERCATOR

Permeation performance levels as per EN 1SO 374-1:2016+A1:2018

e Level 1> 10 min ¢ Level 2 >30 min ¢ Level 3> 60 min ¢ Level 4 > 120 min ¢ Level 5> 240 min ¢ Level 6 > 480 min

Test results acc. to EN 16523-1:2015+A1:2018

EN ISO 374-4:2019

Test results acc. to EN 16523-1:2015+A1:2018

EN ISO 374-4:2019

Chemical Level Degradation [%] Chemical Level Degradation [%]
37% Formaldehyde (T) 5 -21.4 96% Sulphuric Acid (L) 1 95.8
40% Sodium Hydroxide (K) 3 -21.7
EN ISO 374-4:2019: Degradation levels indicate the change in puncture resistance of the gloves after exposure to the challenge chemical.
Test acc. to EN 1SO 374-2:2019 — Level 2 (ISO 2859)
Performance level Level 3 Level 2 Level 1
AQL <0.65 <1.5 <4.0

Test acc. to EN 1SO 374-5:2016

Protection against bacteria & fungi

Pass

Protection against viruses

Pass

EN ISO 374-5:2016 The penetration resistance has been assessed under laboratory conditions and relates only to the tested specimen.
Testing in accordance with I1SO 16604:2004 procedure B.

How to put the gloves on?

How to take the gloves off?
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