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SYNODICATE OF IMTLANATIONAL SYSTELM CORTIFICATIONS

Ce

CE ATTESTATION OF CONFORMITY

Related Directives :
PERSONAL PROTECTIVE EQUIPMENT (PPE) DIRECTIVE 2016/425 (EU)
Ki$ISEL KORUYUCU DONANIM YONETMELIGI 2016/425 (EU)

Class / Simf: CATEGORY 1/ KATEGORI 1

Description of Product : OVERALLS / TULUM

Regulations Applied acc. To Harmonized Standards:
EN [4126:2003 (TYPES 3-B, 4-B, 5-B, 6-B)

Manufactured by

ADEM VE HAVVA SAGLIK DANISMANLIK HIZMETLERI iINSAAT SANAYI
. VE TICARET LIMITED SIRKETI
CUMHURIYET MAH. INCIRLI DEDE CAD. ANTHILL RESIDENCE NO: 6/2
SISLi/ISTANBUL / TURKIYE

Certificate No.: SISTURCE042020554
Issue Date (Original): 28.04.2020
Issue Date(Latest): 28.04.2020

Expiry Date: 27.04.2021

This Certificate is issued under the following conditions:

1.1t applics only to the above referenced models of the medical devices,

2.1t does not imply that the SIS has pecformed any surveillance or control of their manufacture.
3.The manufacture is obligated to assure conformity of all in medical devices of

the respective model to type assessed by the mean of this certificate.

4.The centificate remains valid until the manufacturing condition, the quality system or relevant
legislation are changed .

5. After fulfilling of the relevant EU legislation requirements, the manufacture shall affix to cach
medical device, of the above referenced models, the CE-marketing according to this example:
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continuation letter after the surveillance is carried out successfully. e

The Organization's documentation and Implementation has been reviewed and found to
comply with the relevant standard rules, This certificale of Registration is based on the
evaluation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the relevant standard rules. Any significant changes in the scope of
the ceortification or standard referred above render this certificate invalid.

Corporate office(SIS):- Plot No. 1539, 2nd Floor, Sector-4,Gurgaon-122001, Haryana, India.
International office(SIS):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047.
Email us :-support@siscertifications.com, info@siscertifications.co.in. Calli= +91-9654721646
Web:- http://www.siscertifications.co.in, www.siscertifications.com
The status of this cerlificate can be verified on “hUp://www.siscertifications.co.in",

Issue No.: 01
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OSVEDCENIE O REGISTRA

CE OSVEDCENIE O ZHODE

Shvislace smomicoe :
SMERNICA O OSOBNYCH OCHRANNYCH ZARIADENIACH (OOP) 2016/425 (EU)

Trieda: KATEGORIA 1

Popis produktu : OVERALY

Predpisy uplatiiované podPa harmonizovanych noriem:
EN 14126:2003 (TYPY 3-B, 4-B, 5-B, 6-B)

Vyrobil

ADEM VE HAVVA SAGLIK DANISMANLIK HIZMETLERI INSAAT SANAYS
VE TSCARET LIMITED SIRKETI
CUMHURIYET MAH. INCIRLI DEDE CAD. ANTHILL RESIDENCE NO: 6/2
SiSLI/ ISTANBUL / TURKIYE

Osvedéenie £.: SISTURCE042020554

Détum vydania (pdvodny): 28.04.2020
Datum vydania (najnovii): 28,04.2020
DéAtum uplynutia platnosti: 27.04.2021

Toto osved¥enie sa vyddva za tychto podmlenok:

1. Vzt'ahuje sa iba na vy3Sic uvedené modely zdravotnickych pombeok.

2. Neznamend to, Ze SIS vykonal dohl'ad alebo kontrolu nad ich virobou.

3.V¢roba je povinnd zabezpetit' zhodu vietkych zdravotnickych pomdeok prisluinéhio modelu s
typom posudzovanym pomocou tohto osved@enia,

4,0svedtenic zostdva v platnosti, kym sa nezmenin virobné podmicnky, systém kvality alcbo
prislutné privne predpisy . .

5.Po splneni prislusnych legisladvnych poZiadaviek EU, vyroba pripevat na kaZdi zdmvotnicku
pomdcku, z vy3die spomenutych modelov, oznatenic CE podra tohto prikladu;

mzjmajz'ng :ij'rector

Poznémka: Toto osved&anlo Jo platn, Iba ak sa prodiok( s
pokratujicim llstom po Gspodnom vykonanl dohfadu,

Dokumentdcia a Implementécla organizdclo boll skontrolované a bolo ziston6, 2o s6 v adlade s prisiuSnymi slandardnyml
pravidiaml. Toto osved¢anle o reglstrdcll Jo zaloZené na vyhodnolen( uvedeného rozsahu vyséle. Organizacla Je zodpovedné
za udrziavanie zodpovednosli za prisluéné &landardné providid. Akékolvek vyznamné zmoeny v rozsahu certifikdcie alobo
Standardu uvedend vy5Sio sposobuj, Ze tolo osvedtenio jo naplatné,

Kancaléria spolotnostl (SIS): parcela &, 1539, 2, posch., Seklor-4,Gurgaon-122001, Haryana, Indla, Medzindrodny trad (SIS):
URB. Santa Ana Cal, German, Scherieber 276, San Isldro, Lima, Poru 15047, E-mall: suppori@siscertifications.com,
info@sliscartifications.co.n. Tel.: +91-9654721848 W e b : hitp:/iwvww.slscarlifications.co.in, vaw.slscorificalions.com

Stav tohto osved&enta [ mozné overt na stranke hip:/fwww.slscadifications.co.in”,

Vydanle &.: 01



Zadavatel: PharmaComp s.r.0.
Preklad &: < 74/2020
Preklad z anglického do slovenského jazyka

Predmet prekladu: osvedéenie

Pocet stran prekladaného dokumentu/preklodu:

Pocet odovzdanych képil: 1

1/1



Prekladatel'skd doloZka

Preklad som vypracovala ako prekladatel zapfsany v zozname znalcov, timocnikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatela 971014,

Preklad je v dennfku zapisany pod éc’slom‘—‘/’“/?.OZO.

Preklad stihlasi s prekladanou listinou.

Translator’s clause

I produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014,

This translation is registered under No. Y7.7/2020,

The translation corresponds with the translated document,

| am aware of the consequences of deliberate untrue translation,

anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language







Produktovy list

Nazov produktu: Ochranny overal, kategérie i, Typ 3-8, 4, 4-B, 5, 5-B, 6,
6-B
Vyrobca: ADEM VE HAVVA SAGLIK DANISMANLIK HIZMETLERI

INSAAT SANAYS VE TSCARET LIMITED  SIRKETI,
CUMHURIYET MAH: [INCIRLI DEDE CAD: ANTHILL
RESIDENCE No: 6/2 SISLI/ Istambul/ Turkey

Eurdpske Standardy: EN 14605:2005+A12009 (typ 4)
EN 1SO 13982-1:2010 (typ 5)
EN 13034:2005+A1:2009 (typ 6)
EN 14126:2003 (typ 3-B, 4-B, 5-B, 6-B)
EN 1149-1:2006, EN 1149-5:2008
EN 1073-2:2002 (TIL Sinif 2)

Ochranny overal je vyrobeny v silade s EU regulaciou Cislo 2016/425.

Popis produktu: Jednorazovy ochranny odev s kapucriou
Velkost: S, M, L, XL, 2XL, 3XL
Vlastnosti: Antistaticky overal kategdrie Il

Protichemicky oblek typ 5, 6

Ochranny odev proti nositefom néakazy
Na pouZitie proti tuhym Casticiam
Ochrana proti kvapalnym chemikélidm
Ochrana proti rddioaktivnej kontamindcii



Produktovy list

Nazov produktu: Jednorazové ochranné navleky na obuv vysoké

lednorazové ochranné navleky na nohy st vyrobeny v stlade s EU regulaciou &islo 2016/425.

Popis produktu: Jednorazové ochranné navleky na obuv vysoké
Velkost: Univerzélna

Farba: Biela

Viastnosti: Vyrobeny z laminovaného, mikroporézneho netkaného

materidlu, elastickd lytkova €ast' s gumou

Pouzitie: Ndvleky sa poufiji podla potreby, na miestach, kde sa vyZaduje zvyéend ochrana
proti znecisteniu.
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