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CERTIFIKAT

Certifikat ES o prezkoumdadni navrhu
Smérnice 93/42/EHS o zdravotnickych prostredcich Priloha I,

oddil 4

S ukon&enim platnosti certifikdtu M.2019.106.12315 kondi i platnost certifikatu

Ndzev spolecnosti

Adresa spolecnosti

Adresa vyrobniho z&vodu

Souvisejici smérnice a pfiloha

Vyrobek

GMDN

Cislo certifikatu

Cislo zpravy

Datum prvniho posouzeni:
Datum registrace
Datum/cislo revize

Datum exspirace

Certifikat ES o prfezkoumdni ndvrhu se vztahuje na vyse uvedeny vyrobek. Spolecnost UDEM timto prohlasuje,
Ze pro uvedené vyrobky byly spinény pozadavky piilohy Il bodu 4 smérmice 93/42/EHS. Vyse uvedeny
vyrobce zaved! a pouzil systém zabezpecovdni jakosti, ktery podiéhd pravidelnému dozoru a kontroldm
definovanym v pfiloze Il oddile 5 vy3e uvedené smémice. Tento certifikdt zOstdvd majetkem spolecnosti
UDEM International Certification Auditing Training Center Industry and Trade Inc. Co., které musi byt na
pozaddani vrdcen. Vyse uvedend spolecnost a UDEM musi uchovdavat kopii tohoto certifikétu po dobu 5 let
od registrace certifikatu. Za pouzivani znacky CE odpovidd vyhradné vyrobce, ktery vypini ES prohldseni o
shodé. Vyse uvedend spolecnost musi spolecnosti UDEM ozndmit vSechny zmény souvisejici se schvdlenym

M.2019.106.12315-1.

: LG Chem, Ltd.

: LG Science Park, Magokjungang 10-ro, Gangseo-gu, Seoul,
Korea (Main Office / R&D Center)

. 129, Seokam-ro, lksan-si, Jeollabuk-do, Korea
: Smérnice 93/42/EHS o zdravotnickych prostfedcich - Priloha Il (oddil 4)

: Hyruan ONE (alternativni ndzev: SYNOVIAN) - fiida llI
(sterilizovand predplnénd injekeni stiikacka s 2 % zesitované kyseliny
hyaluronové)

. 44757

1 M.2019.106.12315-1 ification

: MD.3757.1B iti Industry and
© 19.3.2019 &

0 11.9.2019

. 27.5.2024

vyrobkem. Pokud spolec¢nost UDEM platnost tohoto certifikdtu neobnovi, méla by uvedend spolecnost
prestat uvdadeét vyrobek na trh. Platnost certifikatu Ize zkontrolovat na www.udem.com. fr.

Adresa: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara — TURECKO
Telefon: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mall: info@udemltd.com.tr www.udem.com.ir
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EC Design-Examination Certificate
93/42/EEC Directive of Medical Devices Annex Il, Section 4

With the expire of the certificate M.2019.106.12315 the validity of the certificate

Company Name

Company Address

Manufacturing Address

Related Directives and Annex

Product

Cerlificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Datfe /No
Expiry Date

M.2019.106.12315-1 will also end.

1 LG Chem, Ltd.

: LG Science Park, Magokjungang 10-ro, Gangseo-gu, Seoul,
Korea (Main Office / R&D Cenfer)

1 129, Seokam=ro, lksan=si, Jeollabuk-do, Korea (Factory)

: 93/42/EEC Medical Devices Directive — Annex Il (Section 4)

: Hyruan ONE (alternative name: SYNOVIAN) - Class Il
(Sterilized Prefilled Syringe with 2% Crosslinked Hyaluronic Acid)

1 M.2019.106.12315-1
1 MD.3757.1B
:19.03.2019
:11.09.2019

1 27.05.2024

The EC design examination carfificate refers to the above mentioned product. UDEM hersby declares that the
requiremeniz of Annex Il section 4 of the §3/42/EEC Directive nave been met for the listed products. The above
named manufacturer has estaolshed and applied o qudity assurance systern, which ks subject to periodic survellance
audits, defined by Annex I, section 5 of the aforementicnad directive, This certificate remains as the property of
UDEM Intemational Certification Audifing Training Cenfre Industry and Trade Inc. Ce. to whom it must be returned
upan request, The above named company and UDEM must keep a copy of this cerlificate for § years from the
registration of the cerfificate. Usage of the CE mark & under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity, The above mentioned company must notify all changes related
with the approved product to UDEM. F UDEM will not renew the validity of this certificate in guestion, the mentioned
company should stop placing the product on the market. The validity of the cerlificale can be checked throegh

www.udem.com. fr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya = Ankara —TURKEY
Phone: +90 0312 443 03 50 Fax: +?0 0312 44303 74
E=mail: info@udemlid.com.ir  www.udem.com.ir
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CERTIFIKAT

Kompletni systém zajisfovani jakosti
Smérnice o zdravotnickych prostredcich 93/42/EHS Priloha Il
(kromé bodu 4)

M.2019.106.12315-1 Certifikat o prezkoumdni ndvrhu byl vypracovdn pro vyrobky ffidy Il definované v tomto
certifikatu

Ndzev spoleénosti : LG Chem, Lid.

Adresa spolecnosti : LG Science Park, Magokjungang 10-ro, Gangseo-gu, Seoul,
Korea (Main Office / R&D Center)

Adresa vyrobniho zdvodu : 129, Seokam-ro, lksan-si, Jeollabuk-do, Korea

Souvisejici smérnice a priloha : Smérnice 93/42/EHS o zdravotnickych prostfedcich - Pfiloha Il
(kromé bodu 4)

Vyrobek : Hyruan ONE (alternativni ndzev: SYNOVIAN) - fiida lll
(sterilizovand predplnéna injekéni stiikacka s 2 % zesitované kyseliny
hyaluronové)

GMDN

Cislo certifikatu
Cislo zpravy
Datum prvniho posouzeni:
Datum registrace
Datum/¢islo revize
Datum exspirace

Spole¢nost UDEM timto prohladuje, ze pro uvedené vyrobky byly spinény pozadavky prilohy I, kromé bode4,
smérnice 93/42/EHS. Vyse uvedeny vyrobce zaved! a pouzil systém zabezpecovdni jakosti, ktery podiéha
pravidelnému dozoru a kontroldm definovanym v pfiloze Il bodé 5 vyse uvedené smérnice. Podle prilohy II
bodu 4 se pro uvedeni prostiedkd fiidy Ill na trh vyzaduje certifikdt ES o pfezkoumani navrhu. Odpovédnost
spolecnosti UDEM za prostfedky tfidy I, na kterd se vztahuje certifikdt ES, je omezena na vyrobni problémy
souvisejici se zabezpecenim a udrzovdnim sterilnich podminek, pokud je prostfedek sterilni; a vyrobni
problémy tykajici se shody vyrobku s metrologickymi pozadavky, pokud md méfici funkci. Tento certifikét
20stdvd majetkem spolecnosti UDEM International Certification Auditing Training Center Industry and Trade
Inc. Co., které musi byt na pozdddni vrécen. Vyse uvedend spole¢nost a UDEM musi uchovdévat kopii tohoto
certifikatu po dobu 5 let od registrace certifikatu. Za pouzivani znacky CE odpovidd vyhradné vyrobce, ktery
vypIni ES prohldseni o shodé. Vyse uvedend spolec¢nost musi spolecnosti UDEM ozndmit viechny zmény
souvisejici se schvdlenym vyrobkem. Pokud spolec¢nost UDEM platnost tohoto certifikdtu neobnovi, méla by
uvedend spolecnost prestat uvadét vyrobek na trh. Platnost certifikdtu Ize zkontrolovat na www.udem.com.
ir.

Adresa: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No: 10 Cankaya - Ankara — TURECKO
Telefon: +90 0312 443 03 90 Fax: +90 0312 4430376
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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il

(Excluding Section 4)

M.2019.106.12315-1 Desingn Examination Certificate Was Prepared for Class Il Products Defined in This Certificate.

Company Name

Company Address

Manufacturing Address

Related Directives and Annex

Product

GMDN

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

. LG Chem, Ltd.

: LG Science Park, Magokjungang 10-ro, Gangseo-gu, Seoul,
Korea (Main Office / R&D Center)

1 129, Seokam-ro, lksan-si, Jeollabuk-do, Korea (Factory)

: 93/42/EEC Medical Devices Directive - Annex |l
(Excluding Section 4)

: Hyruan ONE (alternative name: SYNOVIAN) - Class Il
(Sterilized Prefilled Syringe with 2% Crosslinked Hyaluronic Acid)

1 44757

1 M.2019.106.12315
:MD.3757 KB
119.03.2019
:11.09.2019

:27.05.2024

UDEM hereby declares that the requirerments of Annex I, excluding section 4 of the 93/42/EEC Direclive have been

for the Isfed products, The above named manufochurer has establshed and

assurance system, which s

subject fo perodic suvellance audits, defined by Annex L sachian 5 of the forementioned direciive. According fo Annex

1 s=ction 4 an EC design- cerificate s

required for placing the Class B devices on fre market, UDEMs resporsiclity

for closs | devices coverad by the EC cerfificate isimited fo manutaciuring isues related to sofeguarding and mantaning

sterdle condifions, if he device & stede; ond manufochuing ksues rekated fo product's conformity with methchbgicd requiements,

il has measurement funclicn. This certificate remains as the properly of UDEM Intematiorral Cerfification Audiling Traning

Cenfre lhdusty and Trade Inc. Co. to whom it must be retumead upon request. The above named company and UDEM

n'usrkeepucopyolhsceﬂrﬁcc?elchyearsﬁomﬂ\eregsﬁuhonofﬁBDemﬁc:clfaLbcgeofﬂ"leCEmuksunderH’\e
completion of

rasponsbity of the manufacturerwitn the

EC Declarafion of Conformity. The above mentioned

CoOmparny
must nofify ol changes related with the opproved product to UDEM. IF UDEM will notrenew the validity of this cerfificate
in question, the mentioned company should siop placing the product on the market. The validity of the
cerfificate can be checked through www.udem.com.tr.
Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:1 0 Cankaya — Ankara — TURKEY
Phone: +70 0312 443 03 70 Fax: +90 03124430376
E-mail: info@udemltd.com.fr  www.udem.com.ir




