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EC CERTIFICATE

No. 16 2282 QS/NB

issued in compliance with the Council Direclive S342/EEC as amended. which is implementad by
the Czech Government Orcer No. 338/2004 (Collactien of Laws) certifies that the products:-

medical device as blowing: Non woven medical/surgical facemask, sterile and nonsterile medical
gown, medical isolation gown are in conformity with the provision of EU Regulations

See Annex |l

Manufactered by company:

SPEZTEXPROM MED LLC (TOB CRELITEXMPOM MEL)
39600, UKRAINE, POLTAVA
KREMENCHUG, STR. KIEVSKA 3a

is manufactured under condiions fullilling the quality system requirements of Annex V, Seclion 3.3,
of the Directive 93/42/EET as amended.

The Notified Bady No. 1023 has performed an audit of the above products manufacluring qualily
system, conceming aspects aimed to conformity of these products with the metrological
requirements. The quality system has been assessed, approved and is subject te continuous
surveillance according to Annex V,Section 3.3. and 5., of the Directive 83/42/EEC. The detailed
description of the system pans, requirements and measures applied by the manufacturer are
presented in the Final Report No. 8036019862016, which is enclosed to this Cenificale.

Conditlon of this Cerlitcats use and refated infarmation!

1. It appiles only io the gqualty system maintained it the manufacture of the above refsrenced models of
medical dences and it does nod substilute the design or fype-examinalion procedures, M requested.

2. The Cenificate remains vaiid untt the manufaclunng conGitions or tha qualiy system are changed bul wal!
g 27™ February 2021 st the fatest.

2 The Certificate vaidity is conditioned by pesitive resu!s of sunvaiiance eudis.

4. Afrer fulifiing the refevan: EU logiskation roquivermients, the manufaciurar ahall affix to each medical devics,

of the above roferencod models, the CE marking followed by the number of the Notified Body accordwig to
ihis exampie:
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RNDr, Radomir Cevelik
Issued in Ziin, on 28" February 2019 Reprasentative of the Notdied Scdy No. 1023



