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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHUYECKHI MCTBITATENbHBI MHCTHTYT - YELICKAS PECTTYEJIUKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190017

The Electrotechnical Testing Institute, Notified Body No. 1014, on the basis of the carried out audit results has decided that the quality system
established at the

CHIRANA T. Injecta, s.r.o.
Komotanska 2148, 143 00 Praha 4 - Modiany, Czech Republic

manufacturer

for design, manufacturing and final inspection of medical device(s)

Sterile non-absorbable surgical sutures with atraumatic needles and without needles,
class IIb

Sterile non-absorbable surgical meshes, class IIb

List of models see enclosure

meets the provisions of Annex 2 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices (Annex
11 of Directive 93/42/EEC). The certificate does not cover examination of the medical device design in accordance with Annex 2 clause 8 of
Government Order No. 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).

The notified body agrees with attaching its identification number 1014 to CE marking, which will be affixed to the above mentioned medical
device(s) in accordance with Article 6 of Government Order No, 54/2015 Coll. (clause 17 of Directive 93/42/EEC).

The decision was based on the results presented in the audit report No. MED000018-02/01 of: 05.08.2019.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notified body in accordance with
Annex 2 clause 11 of Govenment Order No. 54/2015 Colil. (Annex II clause 5 of Directive 93/42/EEC). The manufacturer must inform the
notified body which approved the quality system about any intention of substantial changes to the quality system or the product range covered.
In case that the conditions under which the certificate has been issued are violated, the notified body may suspend the validity of the
certificate or cancel the certificate.

For class IlI medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordance with Annex 2
clause 8 of Government Order 54/2015 Coll. (Annex I clause 4 of Directive 93/42/EEC).

Edition 1

The first issue of this Certificate from 13.08.2019 with validity unti
The validity of this Geptifingte;is it tpimik A0 RT2%
Date: 2022.11.18 19:04:43 EET
Reason: MoldSign Signature
Location: Moldova

13.08.2019

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

MED000018-02
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Enclosure to Certificate No. MED 190017 1(D)

Class lib:

Sterile non-absorbable surgical sutures with atraumatic needles and without needles

- Chiraflon monofilament

- Silon braided

- Orsilon braided

- Silon monofilament, C-TEC Celon monofilament
- Silk braided

- Silk twisted

- Tervalon braided

- Steel wire

Sterile non-absorbable surgical meshes
- Chiralen

End of the list




Enclosure to Certificate No, MED 190017 L (1)

Class lib:

Sterile non-absorbable surgical sutures with atraumatic needles and without needles

Chiraflon manefilament

Silon braided

Orsilan braided

Silon monofilament, C-TEC Celon monofilament
Sitk braided

Silk twisted

Tervalon braided

Steel wira

Sterile non-absorbable surgical meshes
- Chiralen

End of the list
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ELEKTROTECHNICKY ZKUSEBNI{ USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHHUYECKUA WUCMBITATEJbHBIM MHHCTUTYT - YELICKAS PECTTVBIIMKA

Pod lisem 12972, 171 02 Praha 8 - Troja

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190018

The Electrotechnical Testing Institute, Notified Body No. 1014, on the basis of the carried out audit results has decided that the quality system
established at the

manufacturer CHIRANA T. Injecta, s.r.o.

Komoianska 2148, 143 00 Praha 4 - Mod#any, Czech Republic
for design, manufacturing and final inspection of medical device(s)

Sterile absorbable and non-absorbable surgical sutures with atraumatic needles and without needles,
class II1

Sterile partially absorbable surgical meshes, class 111

List of models see enclosure

meets the provisions of Annex 2 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices (Annex
11 of Directive 93/42/EEC). The certificate does not cover examination of the medical device design in accordance with Annex 2 clause 8 of
Government Order No. 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).

The notified body agrees with attaching its identification number 1014 to CE marking, which will be affixed to the above mentioned medical
device(s) in accordance with Article 6 of Government Order No. 54/2015 Coll. (clause 17 of Directive 93/42/EEC).

The decision was based on the results presented in the audit report No. MED000018-03/01 of: 05.08.2019.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notified body in accordance with
Annex 2 clause 11 of Government Order No. 54/2015 Coll. (Annex Il clause 5 of Directive 93/42/EEC). The manufacturer must inform the
notified body which approved the quality system about any intention of substantial changes to the quality system or the product range covered.
In case that the conditions under which the certificate has been issued are violated, the notified body may suspend the validity of the
certificate or cancel the certificate.

For class Il medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordance with Annex 2
clause 8 of Government Order 54/2015 Coll. (Annex 11 clause 4 of Directive 93/42/EEC).

Edition 1

The first issue of this Certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

/
13.08.2019 & ¢
W
Prague Mgr. Miroslav Sedlacek
Head of Certification Body

*«# ¢ E R / M E D 1 9 0 0 1 8 *
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Enclosure to Certificate No. MED 190018 1(1)

Class lli:

Sterile absorbable surgical sutures with atraumatic needles and without needles

Chirlac braided, C-TEC Alfatec braided

Chirlac rapid braided

Chirasorb braided

Chirasorb rapid braided

Polydox monofilament, C-TEC Cynadox monofilament
Monolac monofilament, C-TEC Caprotec monofilament
Chirasorb Plus braided

Sterile non-absorbable surgical sutures with atraumatic needles and without needles

Chiralen monofilament

Sterile partially absorbable surgical meshes

End of the list

Capromesh




ELEKTROTECHNICKY ZKUSEBNI USTAYV

BLECTRITIHMCAL TES TG TRSTITUTE - CERCT| ROPUTLAC
ELERTHOIRCHMECHE PRUFARSTALT - TSCHECHECHE KERUBLIK
[METITUT ELECTRERTECHRUT. TS EAL - REFUBLICAE TEHEOUR
HIFKTHITRNHHMECK HA HETRITATEAR I HHCTETYT - MEICKAR FECTIVRIHEA

Pod lisem 1EWZ, 171 02 Pmha 3 - Tro@a

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex IT of Directive 93/42/CEC)

No.: MED 190018

The Floctraiechnical Testing Institute, Matiiad Body Mo, 1014, oo the besis of the carnied o and it resulis bas decided that the quality system
established 8t the

CHIEANA T, lajectn, nr.
HomnFansici 2145, 143 @ Praka 4 - Madfany, Crech Bepoblic

el lurer

for design, marafecturing and Gml Fspeation al meadenl deviced(s)

Sterile ahsorbable asd gop-absorhshbe surgicel sutures with alanmalic needles and without meedles,
elass L1

Slerile pariially ahsorbahle surgical meshes, class 110

List of models sce enclosure

meets the provisions of Anmes 2 of Govennen Onder Mo, S42005 Coll., which speeifies sechnical requirements for medical devices [Annex
I o Dirgetive SN4EEEC), The cortificats docs nut oover exdiiinabion of the medical devios desigs inaeeorditce with Annex 3 clause & of
Crovernment Crder Mo, 542005 Call, Jannex I eleuse 4 of Divective S34LEEC)

The natt e body mgrees wilh aimching its idenlifivatios nuriber 1004 10 CE maorkisg, which will be affixed 1o e above mentinmed needizal
devicels| in sovonlanc with Aricie f of Govemment Order Mo, 502015 Coll, felase 17 of Dirsctive S3MNERC)

The decision wis bissad oo the resshs presemed in the audit mepon Mo, MEDMHI0TH-0201 oft 65052009

The approved quality system established at the manufaciurer b sebjeet to reguler surveilbines audits by the notified body iz acoondance with
Anmes 3 dause 11 of Governmeni Order Mo $425005 Coll, (Annex [ elinse 5 of 12irective 004 2FEC). The ranuficiures mus) infom the
ritifiesd bty which spproved the quality system aboulany inferdion of sebetantial changes e quality systen o fhe prodect range covered,
I cass that e condinions under which the cenficats has been issood are vinlaied, the notified Body mey susgend the velidity of the
cenificme or cancel the certificale.

For clss 11l modica] devices this certiflcate can be used anby with BC Design-Examination Certificabe issued in seoondincs with Annex 2
chanse B ol Governmenl Order 582005 Coll. (annex 1T elause 4 of Dircctive SIMEEED).

Editien 1

The first sssuc of this Certlicans froen 1308 2019 with walidity unil 26,05 3024
The validity of this Certificate s Hmied wntil: 36052024

130E 7019 M# &

Praguc ndgr. Mircslay Sedlidek
Hizid of Cenification Body
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JEKTPOTEXHHYECKWH UCTIBITATESIBHBIA HHCTUTYT - YELLCKAA PECITYBJIMKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190019

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chirlac braided, C-TEC Alfatec braided
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class 111

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex I clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komo¥anska 2148, 143 00 Praha 4 - Modfany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-04/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

13.08.2019 ,‘%%

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

DGR MED000018-04
*# ¢ E R / W E D 1 9 0 0 1 9 =*
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NIEKTPOTEXHUYECKHH HCTIBITATEBHBIA HHCTUTYT - YEIICKAS PECITYS/IUKA

Pod lisem 12972, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190020

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chirlac rapid braided
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class I11

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex 11 clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

KomoFanské 2148, 143 00 Praha 4 - Mod¥any, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-05/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

13.08.2019 %%

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

R 00 A MED000015-05
*« C E R / M E D 1 9 0 0 2 0 *



s
I
n'y

Y N
I T .
. §
B . T S
L - e
EE— — & o

ll

ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHUYECKU UCMLITATENLHBIA MHCTUATYT - YEILICKAS PECITYBJIUKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190021

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chirasorb braided
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class ITI

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex II clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komoianska 2148, 143 00 Praha 4 - Mod#any, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-06/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

P>
13.08.2019 /%

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

ROV EN AT AA MED000018-06
* R / M E D 1 9 0 0 2 1 *
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JIEKTPOTEXHUYECKUAM UCNLITATENbHBIA MHCTHUTYT - YELICKASL PECTTYBJIKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190022

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chirasorb rapid braided
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class 111

in accordance with Annex 2 clause 8 of Govemment Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex 1I clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komoranska 2148, 143 00 Praha 4 - ModFany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-07/01 of. 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

o

Prague Megr. Miroslav Sedlagek
Head of Certification Body

IRV AUAO S AT MED000018-07
* C E R / M E D 1 9 0 0 2 2 *
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHUUECKHUH UCTLITATEABHLIM MHCTUTYT - YELLICKAS PECIIYBJIMKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190023

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Polydox monofilament, C-TEC Cynadox monofilament
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class ITI

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex 1 clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komovanska 2148, 143 00 Praha 4 - Modfany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-08/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

RN 2
o

Ve
13.08.2019 W

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

0000 AR MED00001S-08
* C E R / M E D 1 9 0 0 2 3 =



| )

|||
I
N

I_—-.
|

|:-—r*‘-
L—'—

Il

ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHWUYECKHMHM MCNLITATEJIBHBIA MHCTHTYT - YELICKASA PECIYBJINKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190024

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Monolac monofilament, C-TEC Caprotec monofilament
Sterile synthetic absorbable surgical suture with or without atraumatic needle, class 11T

in accordance with Annex 2 clause § of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex 1I clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.
Komoianska 2148, 143 00 Praha 4 - Modfany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-09/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coil. (Annex I of

Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

# =
13.08.2019 %

Prague Mgr. Miroslav Sedlacek
Head of Certification Body

KO R ETA MED000018-09
* E R / M E D 1 9 0 0 2 4 »
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHUYECKUHA UCNBITATENBHBIA MHCTUTYT - YELICKAS PECIIYEJIMKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190025

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chiralen monofilament
Sterile synthetic non-absorbable surgical suture with or without atraumatic needle, class 11X

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex II clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komorianska 2148, 143 00 Praha 4 - Mod#any, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-10/01 of: 05.08.2019
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

13.08.2019

Prague ’ Megr. Miroslav Sedlaéek
Head of Certification Body

*+ ¢ E R / M E D 1 9 0 0 2 5 =+
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JIEKTPOTEXHHYECKUI UCTIBITATEBHBIA UHCTUTYT - YELLICKAS PECIIYBAKKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190026

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Capromesh
Sterile synthetic partially absorbable mesh, class 111

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifics technical requirements for medical devices
(Annex II clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komotansk4 2148, 143 00 Praha 4 - ModFany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-1 1/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate,

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

13.08.2019

%

Prague Mgr. Miroslav Sedlaéek
Head of Certification Body

MED000018-11
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3NEKTPOTEXHUYECKHI MCNbITATESBHBIA MHCTUTYT - YELICKASL PECTIYBJTUKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC DESIGN-EXAMINATION
CERTIFICATE

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 190027

The Electrotechnical Testing Institute, Notified Body No. 1014, performed the design examination of medical device

Chirasorb Plus braided
Sterile synthetic absorbable surgical suture with antibacterial coating with or without atraumatic
needle, class 1

in accordance with Annex 2 clause 8 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices
(Annex II clause 4 of Directive 93/42/EEC) at

manufacturer CHIRANA T. Injecta, s.r.o.

Komoranska 2148, 143 00 Praha 4 - Modiany, Czech Republic
and states that the design of medical device meets the provisions of Government Order No. 54/2015 Coll. (Directive 93/42/EEC)
The details of the medical device design examination are presented in the audit report No. MED000018-12/01 of: 05.08.2019.
The manufacturer must inform the notified body about any intention of substantial changes to the approved design of medical device which
could affect the conformity with essential requirements in accordance with Annex 1 of Government Order No. 54/2015 Coll. (Annex I of
Directive 93/42/EEC). In that case the conditions under which the certificate has been issued are violated, the notified body may suspend the
validity of the certificate or cancel the certificate.

Edition 1

The first issue of this certificate from 13.08.2019 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

13.08.2019 W.

Prague Megr. Miroslav Sedlacek
Head of Certification Body

RV SR MED000015-12
* R / m E D 1t 9 0 0 2 7 *



®
*

£

* Kk

****

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CQS has issued an IQNet recognized certificate that the organization:

CHIRANA T. Injecta, s.r.o.
Komoranska 2148, Modrany, 143 00 Praha 4, Czech Republic

has implemented and maintains a

Quality Management System

Jor the following scope

e Design, production and delivery of sterile absorbable and non-absorbable surgical
sutures with or without atraumatic needle and sterile non-absorbable and partially
absorbable surgical meshes

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-05-18
Expires on: 2022 -05-17

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone
document

Registration Number: CZ - 64/2019

—Net —
e — o ow.ér %l\’ M;\Ll\ w

Alex Stoichitoiu Tomds Hruska
President of IQNet President of CQS

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SlII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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