BUREAU VERITAS

Certification

FEEL TECH BIO CO., LTD.

1079-20, Charyeonggogae-ro, Gwangdeok-myeon, Cheonan-si, Dongnam-gu,
Chungcheongnam-do, Korea (Zip code: 31223)

Certified site:
1079-20, Charyeonggogae-ro, Gwangdeok-myeon, Cheonan-si, Dongnam-gu,
Chungcheongnam-do, Korea (Zip code: 31223)
Bureau Veritas Iltalia S.p.A. certifies that the Full Quality Assurance System of
the above organization has been audited and found to be in accordance with
the requirements of

DIRECTIVE 93/42/EEC as amended

(in accordance with Annex 11 - excluding paragraph 4)

In relation to the following products

Product Non active devices for

subcategory : injection/infusion/transfusion/dialysis
Generic group: See Annex

Model: See Annex

Class: lla

(may refer to the Annex of the certificate that lists all the products / models of devices subject to certification)

Reference BV practice: ZIG. N. 60638148

Original cycle start date: 02/05/2013
Expiry date of previous cycle: 16/09/2020
Certification / Recertification Audit date: 10/01/2020
Certification / Recertification cycle start date: 30/07/2020

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: 17273004 -2 Revision date: 12/04/2021

G

GIORGIO LANZAFA%E - Local Technical Manager

This certificate is issued by Bureau Veritas Italia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with

identification number 1370 Effe CtIVe

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas. it

rsion: 2.0 - Document ID: CERT-MANDOC-000271 Document as a print out invalid 24h after:




&
BUREAU VERITAS

Certification

Annex to the CE Cetrtificate
n° IT273004

Sterile single use insulin pen needle (4 to 12.7 mm)

FPNOO1, FPN002 FPN003, FPNO04, FPN005, FPN0O06, FPNOO7, FPN0OO8, FPNO09,
FPN010, FPNO11, FPNO15, FPN016, FPN017, FPNO18, FPN0O19 FPN-020,FPN-021, FPN-
Model: 022, FPN-023, FPN-024, FPN-025, FPN-026, FPN-027, FPN-028, FPN-029, FPN-030,
FPN-031, FPN-032, FPN-033, FPN-034, FPN-035, FPN-036, FPN-037, FPN-038, FPN-039
FPN-040, FPN-041, FPN-042, FPN-043, FPN-044, FPN-045

Generic group:

Reference BV practice: ZIG. N. 60638148

Original cycle start date: 02/05/2013
Expiry date of previous cycle: 16/09/2020
Certification / Recertification Audit date: 10/01/2020
Certification / Recertification cycle start date: 30/07/2020

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: 1T273004 -2 Revision date: 12/04/2021

G ot

GIORGIO LANZAFAM% -‘/ Local Technical Manager

This certificate is issued by Bureau Veritas Italia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with
identification number 1370

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it

Effective

rsion: 2.0 - Document ID: CERT-MANDOC-000271 Document as a print out invalid 24h after:




BUREAU VERITAS

Certification

Annex to the CE Certificate
n°IT273004

Generic group: | Sterile single use insulin syringe (0.3 to 1.0 ml)

FIS-001, FIS-002, FIS-003, FIS-004, FIS-005, FIS-006, FIS-007, FIS-008, FIS-0502, FIS-009,
FIS-010, FIS-1001, FIS-011, FIS-012, FIS-013, FIS-014, FIS-015, FIS-016, FIS-017, FIS-018,
FIS-019, FIS-020, FIS-021, FIS-022, FIS-023, FIS-024, FIS-025, FIS-026, FIS-027, FIS-028,
FIS-029, FIS-030, FIS-031, FIS-032, FIS-033, FiS-034, FIS-035, FIS-036, FIS-201, FIS-202,
FI1S-203, FIS-204, FIS-205, FIS-214, FIS-206, FIS-207, FIS-208, FIS-2502, FIS-209, FIS-215,
Model: FIS-217, FIS-210, FIS-2001, FIS-211, FIS-212, FIS-213, FIS-216, FIS-037P, FIS-037B, FIS-

Qe 038, FIS-039, FIS-040, FIS-041, FIS-042, FIS-043, FIS-044, FIS-045B, FIS-045P, FIS-046,
FIS-047, FIS-048, FIS-049, FIS-050, FIS-051, FIS-052B, FIS-052P, FIS-053, FIS-054, FIS-
055, FIS-056, FIS-057, FIS-058, FIS-059B, FIS-059P, FIS-401P, FIS-401B, FIS-402P, FIS-
402B, FIS-403P, FIS-403B, FIS-404P, FIS-404B, FIS-405P, FIS-405B, FIS-406P, FIS-4068,
FIS-407P, FIS-407B, FIS-408P, FIS-408B, FIS-409P, FIS-409B, FIS-410P, FIS-410B, FIS-
411P, FIS-411B.

Reference BV practice: ZIG. N. 60638148

Original cycle start date: 02/05/2013
Expiry date of previous cycle: 16/09/2020
Certification / Recertification Audit date: 10/01/2020
Certification / Recertification cycle start date: 30/07/2020

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: 17273004 -2 Revision date: 12/04/2021

GIORGIO LANZAFAME ¥ Lpcal Technical Manager

This certificate is issued by Bureau Veritas Italia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with
identification number 1370

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it

Effective

rsion: 2.0 - Document ID: CERT-MANDOC-000271 Document as a print out invalid 24h after:




BUREAU VERITAS

Certification

Annex to the CE Cetrtificate
n° IT273004

Generic group: | Sterile single use insulin syringe (0.3 to 1.0 ml)

F1S-090P, FIS-090B, FIS-091P,FIS-091B, FIS-092P, FIS-0928B, FIS-093P, FIS-093B, FIS-
094P, FIS-094B, FIS-095P, FIS-095B, FIS-096P, FIS-096B, FIS-097P, FIS-097B, FIS-098P,
FIS-098B, FIS-099P, FIS-099B, FIS-100P, FIS-100B, FIS-101P, FIS-101B, FIS-102P, FIS-
102B, FIS-103P, FIS-103B, FIS-104P, FIS-104B, FIS-105P, FIS-105B, FIS-106P, FIS-106B,
FIS-107P, FIS-107B, FIS-108P, FIS-108B, FIS-109P, FIS-109B, FIS-110P, FIS-110B, F|S-
111P, FIS-111B, FIS-112P, FIS-112B, FIS-060P, FIS-060B, FIS-061P, FIS-061B, FIS-062P,
FIS-0628B, FIS-063P, FIS-063B, FIS-064P, FIS-064B, FIS-113P, FIS-113B, FIS-075P, FIS-
075B, FIS-076P, FIS-076B, FIS-077P, FIS-077B, FIS-078P, FIS-078B, FIS-079P, FIS-079B,
FIS-114P, FIS-114B, FIS-115P, FIS-115B, FIS-116P, FIS-116B, FIS-117P, FIS-117B, FIS-
118P, FIS-118B, FIS-119P, FIS-119B, FIS-120P, FIS-120B, FIS-121P, FIS-121B, FIS-122P,
FIS-122B, FIS-123P, FIS-123B, FIS-124P, FIS-124B, FIS-125P, FIS-125B, FIS-126P, FIS-
126B, FIS-127P, FIS-127B, FIS-128P, FIS-128B, FIS-129P, FIS-129B, FIS-130P, FIS-130B,
FIS-131P, FIS-131B, FIS-132P, FIS-132B, FIS-133P, FIS-133B, FIS-134P, FIS-134B, FIS-
135P, FIS-1356B, FIS-136P, FIS-136B, FIS-065P, FIS-065B, FIS-066P, FIS-066B, FIS-067P,
FIS-067B, FIS-068P, FIS-068B, FIS-069P, FIS-069B, FIS-137P, FIS-137B, FIS-080P, FIS-
080B, FIS-081P, FIS-0818B, FIS-082P, FIS-082B, FIS-083P, FIS-083B, FIS-084P, FIS-084B,
FIS-138P, FIS-138B, FIS-139P, FIS-139B, FIS-140P, FIS-1408B, FIS-141P, FIS-141B, FIS-
142P, FIS-142B, FIS-143P, FIS-143B, FIS-144P, FIS-144B, FIS-145P, FIS-145B, FIS-146P,
FIS-146B, FIS-147P, FIS-147B, FIS-148P, FIS-148B, FiS-149P, FIS-149B, FIS-150P, FIS-
1508B, FIS-151P, FIS-151B, FIS-152P, FIS-152B, FIS-153P, FIS-153B, FIS-154P, FIS-154B,
FIS-155P, FIS-1558B, FIS-156P, FIS-156B, FIS-157P, FIS-157B, FIS-158P, FIS-158B, FIS-
159P, FIS-159B, FIS-160P, FIS-160B, FIS-070P, FIS-070B, FIS-071P, FIS-071B, FIS-072P,
FiS-0728B, FIS-073P, FIS-073B, FIS-074P, FIS-074B, FIS-161P, FIS-161B, FIS-085P, FIS-
085B, FIS-086P, FIS-086B, FIS-087P, FIS-087B, FIS-088P, FIS-088B, FIS-089P, FIS-089B

Model:

Reference BV practice: ZIG. N. 60638148

Original cycle start date: 02/05/2013
Expiry date of previous cycle: 16/09/2020
Certification / Recertification Audit date: 10/01/2020
Certification / Recertification cycle start date: 30/07/2020

Subject to the continued satisfactory operation of the organization's
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: 1T273004 -2 Revision date: 12/04/2021

GIORGIO LANZAFAME(- Local Technical Manager

This certificate is issued by Bureau Veritas ltalia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with

identification number 1370 Effe Ct | ve

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it

rsion: 2.0 - Document ID: CERT-MANDOC-000271 Document as a print out invalid 24h after:




