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EC CERTIFICATE No. 1434-MDD-101/2017

EC Design-examination

Directive 93/42/EEC concerning medical devices

PCBC certifies that design documentation of medical devices, class III:
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Bioresorbable microsystems for maxillofacial surgery %
The list of medical devices covered by this certificate is given %
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in the Annex No. I to the Certificate

manufactured by

ChM sp. z o.0.
Lewickie 3B
16-061 Juchnowiec Koscielny, Poland

was examined according to Annex II (section 4) of the Directive 93/42/EEC
(with subsequent amendments) transposed into the Polish law and meets
the applicable essential requirements of the Directive. E
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This certificate is valid from 2017-12-05 to 2020-12-04
Date of certificate issue: 2017-12-05
Date of first certificate issue: 2017-12-05
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EE Anna Wyroba

= Vice President of PCBC

PCBC Notified Body
23A, Klobucka Str., PL-02-699 Warsaw
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o Annex No. 1 to L
5 EC Certificate No. 1434-MDD-101/2017 5
e =
;z«i The list of medical devices covered by this certificate: !r:;]
%—"j Bioresorbable microsystems for maxillofacial surgery 2l
::j Bioresorbable Scalloped adaption plate 8hol. PLGA @
’Li] plates Scalloped adaption plate 8hol. PLDLLA [,d
EQ}, Scalloped adaption plate 20hol. PLGA [g
i;.fj Scalloped adaption plate 20hol. PLDLLA r!“f“}
B Straight plate 2hol. 0.8 mm thick PLGA il
™ Straight plate 2hol. 0.8 mm thick PLDLLA {_%
5} Straight plate 2hol. 1.2 mm thick PLGA E"i
?—“ﬁ”g Straight plate 2hol. 1.2 mm thick PLDLLA Ef‘;
?EQ Bioresorbable Cortical bioabsorbable screw 1.5x8 PLGA :Ei
ji:i SCrews Cortical bioabsorbable screw 1.5x8 PLDLLA E_,?I
“"z | Cortical bioabsorbable screw 2.5x8 PLGA Efw]
Eu , Cortical bioabsorbable screw 2.5x8 PLDLLA éiw}
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EC CERTIFICATE No. 1434-MDD-102/2017
Full Quality Assurance System

Directive 93/42/EEC on medical devices

PCBC certifies that quality assurance system in company:

ChM sp. z o.0.
Lewickie 3B
16-061 Juchnowiec Koscielny, Poland

for the design, manufacture and final inspection of medical device, class III:

Bioresorbable microsystems for maxillofacial surgery

The list of medical devices covered by this certificate is given
in the Annex No. I to the EC Design-Examination Certificate

complies with the requirements of Annex II excluding (4) of Directive 93/42/EEC
(with subsequent amendments) transposed into the Polish law.
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{:LJ The audit of the quality assurance system carried out by PCBC has provided evidence of the l%
7] above. [l
al Al
] This certificate is valid from 2017-12-05 to 2020-12-04 =
w Date of certificate issue: 2017-12-05 @
;;j Date of first certificate issue: 2017-12-05 [%j
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Anna Wy{oba
Vice President of PCBC
PCBC Notified Body
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