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Headquarters Seoul office Chicago office

28, Gaya-daero 196beon-gil, Sasang-gu, Busan /33, Nonhyeon-ro, Gangnam-gu, Seoul 475 N. Martingale Rd., Suite 710, Schaumburg
IL 60173, USA



PRODUCTS TO BE USED FOR HUMAN HEALTH

History High Quality Global

The only Korean To ensure better quality, we are Ailee products are exported to
manufacturer with 59 years of constantly working on obtaining more than 30 countries around
experience in manufacturing CE marking and ISO certification the globe.

sutures, suture needles and and patents.

surgical blades.
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Company History

for 59 Years

O_

1963.05 Business commenced

1973.05 O AILEE, Co., Ltd. established

199312 O R&D Center established

1997.01 O ISO 9001 certified

1998.01 O ISO 14001 certified

199905 O KGMP (Korea Good Manufacturing Practice) certified
1999.06 O FDA 510K registration

1999.11 O Venture Business certified
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Company History

O_

2003.04 ISO 13485 certified

2003.07 O CE certified (Absorbable, Non-Absorbable Suture)

2009.06 O Domestic Distributor System established

201510 O Patents and design registrations

2020.11 O Chinese CFDA approved (Non-Absorbable Suture, Surgical Blade)
2020.12 © Trademarks, patents and design registrations

202110 O Top 10 Patent Award for enriching regional economy in Busan
202110 O Patents and design registrations
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Company History

for 59 Years

202111 © FDA Registration (Surgical Blade, Suture Needle)
202111 © Barbedfit (B-PDO Suture) KFDA approved.
2022.01 O Designation of Promising Small and Medium Enterprise in Export
2022.02 O Opened new office in Chicago U.S.
Today © Ailee holds a number of trademarks, patents and design registrations.

Main customers of Ailee products include university owned hospitals.
Ailee products are exported to more than 30 countries around the globe.
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Production

Absorbable Suture

Surgifit(PGA), Chromic
Monofit-S(PGCL), Monofit-L(PDO)

"New Product
Barbedfit(B-PDO)

“Coming soon
Polyfit(PGLA)

Non-Absorbable Suture

Silk, Nylon, Polyester,
Polypropylene

Suture Needle

Corneal, Ophthalmic, Vascular,
Dental, Skin, General Closure,
Gastro-Intestinal, Abdominal,

Fascia, Retention, Ob Gyn

Surgical Blade

Use Handle No. 3
10,11,12,12D 15, 15C

Use Handle No. 4
20, 21,22, 23,24 25
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Suture Neecdle
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Surgical Blade

Use Handle No.3 - Use Handle No.4
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Certifications '  Patents
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l I Institute of Global Cerification

HLwL,

Management System Certification Body No. MSCB-105

CERTIFICATE

No. 20-A-0500 Rev. 0

This is to certify that the Quality Management System of

Ailee Co., Ltd.

of

28, Gava-daero 196 beon-gil, Sasang-gu, Busan, Republic of Korea
Company Reg. No.: 606-81-01956

has implemented and documented a guality management system in
compliance with the requirements of the standard

ISO 9001:2015

for

Production and Distribution of Absorbable Suture,
Non-absorbable Suture, Surgical Blades, Scalpels and Surgical Needles

The certificate 1s issued on the basis of the results mentioned in the pertinent audhi report.
Validity of the certificate 15 conditionally limited by posihive results of surveillance audits,
which the certified company committed to undergo.

This certificate can be imvalid 1f the certificate holder does not fulfill the conditions set out in
the certification agreement.

Initial issne date: Ang, 24,2017
Fe-issue date: Aug, 28, 2020
Expire date; Aug. 27, 2023
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SR b Head of Certification Body

fm. 501, Daeryung techno town, 638, Seobnsact-gil, Geumcheon-pu, Seoul, Kepublic of Korea
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ISO 9001
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. . Instifute of Global Certification
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Management Svstem Certification Body No. MSCB-105

CERTIFICATE

No. 20-B-0207 Rev. 0

This is to certify that the Quality Management System of

Ailee Co., Ltd.

of
28, Gava-daero 196 beon-gil, Sasang-gu, Busan, Republic of Korea

Company Reg. No.: 606-81-01956

has implemented and documented a quality management system in
compliance with the requirements of the standard

ISO 13485:2016

for

Production and Distribution of Absorbable Suture,
Non-absorbable Suture, Surgical Blades, Scalpels and Surgical Needles

The certificate 15 155ued on the basis of the results mentioned in the pertinent audit report.
WValidity of the certificate 15 conditionally limited by posiuve resulis of surveillance audits,
which the certified company committed to undergo.

This certificate can be mnvalid if the certificate holder does not fulfill the conditions set out in
the certification agreement.

[nitial 15sue date; Aug, 24, 2017
Re-issue date; Aug, 28, 2020
Expire date: Aug, 27, 2023
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s e FION ARR Head of Certification Body

Rm. 501, Daeryong techno town, 638, Seobusset-gil, Genmcheon-gn, Seoul, Republic of Korea
wivw. | goerl.org

ISO 13485

iR & (No. ) - KOL-ABAA-11520

2717 M= H FE32| 7|E HeUIAM

(Certificate of GMP)

N /M7 E (Company neme of Applicant / License No.)

| = hopo| 2] /5 51 &
AILEE Ca. LTD

B §t XX (Cospany address of Appllcant)

S A YT FloldsiadiE 28 (HEE
28, Gaya-dsero 196becn-Qil, seseng-gu, Busan, Kodas

N x4 (Neme of Merufacturar)
Mo e &} ¢ [(F)olol2(AILEE CO. LTD)

] =E= X Jai Surgicals Limited

B M= 9= (Address of Manufacturer)

Mxoielx | FEEESAl AR Flofci 219658 & 28 [ HEE)
28, Gaya-dsero 196besn-gil, Sasang-gu, Busan, Kojes

Moo= A SPTAB[LIANIGE Indkusirial Area, Bhimedi-301 019 Dist. Almar . Hajasihan.

B #82 (Catagory)

o XIlE JH T F{Machine of Insinement for Medical Treatment]

oqur7 = 3 N7 HEdE el
(We hersby cert|fy that the above menulacturer complies with Korea
Good Manufactur ing Practices of Medical Devices for the product group |lsted sbove)

WS HDale of |ssue) : 2021, 06. 22
27| ZHDate of Bxplration) : 2024 06 21
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Korea Conformity Labora

Certificate of KGMP
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PlEM S (No. ) © KCL-ABBAE-2514

OIR7|7| M= & ES&2E| 7|= HeleldM
(Certificate of GMP)

B s/ E (Company name of Appllcant / License No.)
(ool M &5 &

AILEE . Co.LLd

B 22 =A== (Company address of App!|cant)}

S opRrog Al AR FHOICHEi19eE 28 | EE)

= A

28, Rava-daarc 196beor—gil, Sasang-gu, Busan, Republic ol Kores

B X == (Mame of Manufacturer)

H = Z - (F)olel2(KILEE. Go,Ltd)

B ® =4 A X (Address of Manufacturer)

H = AP . SAESAl AN ZHOME19EME 28 (RS
28, haya-daero 198beon-gil, Sasang=-gu, Busan, Republic ol Koresd

B Z52 (Category)

S E X | See attached list)

2277 HxE 4 SFH27 B0l HEee o o).
(We hereby certify that the above manufactursr complles with Korea
Good Manufacturing Practices of Medical Devices for the product group |lsted above)

i 2l ZH Date of |s=us) : 2020, 10, 28
FER7|2HDate of Explratlon) & 2023 03, 18

O S AFX] 4| E 2| opE of

BUSAN REGIONAL FOOD AND DRUG ADMINISTRARRS
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,1EL Korea Conformity Labors

Certificate of KGMP
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Certifications '  Patents

e e R e s 2 BT e e
sy z b e
;I'_:I I:": i L
Wy :'_‘-.1;'.%;. :I"; S
B il
[ 5t = WIET This certifies that:

. B er i L —
it - i - T .
" '\.l"'.'&:','."‘"""‘“. o '\- L e Pk |
L l'_-lq—l"il:\-\:-:-?w P T L L S A LT e LS
- a . - |
T
L

UDEM 3EC e
JoEM - B AILEE COMPANY LIMITED
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: : i | da= b is registered and has listed the following medical device
Production Quality Assurance for (18 | g 9
: J RLY EC CERTIFICATE 1 EC DESIGN-EXAMINATION CERTIFICATE with the U.S. Food and Drug Administration.
Medical Devices Directive 93/42/EEC Annex V 0 No. 2020-MDD/QS-098 £i I No. 2020-MDD/DE-099 Bl
2 d = ¥ |
EEAEEEY NGS . Aflee Co.. L1d e d i e flis o i . =k Product Name: Needle, Suturing, Reusable
pany : .. '. ﬁ = Issued in compliance with the Council Directive 93/42/EEC as amended, which is implemented by the " AF= issued in compl@ance with the Council Directive 3342/EEC a8 amended, which is implemented by the = b :
ﬁ dd Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Caoll ::? 4 ] 147 Siovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Coll, = | |
- : certifies that the medical device of Class IIl, Er il : cartifies that the design of medical davice of Class I, - Activities: Manufacturer
; ""'_E_ 1 I :I i [
Company Address : 28, Gm*rlfm-cimem 1%4 beon-gil. Sasang-gu. Busan, 47021, Etarlllu Ahﬂn_rbahl_a Polyglycolic acid Suture :r 13 y _ Sterile Absorbable Palyglycolic acid Suture |: £'1- \
Republic of KOREA (with or without needle / dyed or undyed) =i e (with or without needie | dysd or undyed) ik !ﬁ: Owner/Operator Number: 10083204
Brand Name: SURGIFIT [ ',i 5 Brand Name: SURGIFIT Al
il hiEs &4 P :
jit roduct Code: GDL
manufactured by company fr" ; il manufactured by company
Related Direclives and Annex  ; MDD 93/42/EEC Medical Devices Direclive - Annex vV -nz« J}l, : ;
Ailee Co., Ltd. fafih Thi Ailee Co., Ltd. Device Name:
: : : , Tl ‘il | Reusable Suturing Needles A Series, B Series, C Series, D Series
:Eien_le Mon-Absorbable Silk Suture with or wmw?u’r needle - Class llo is manufactured under conditions fulfilling the quality system requirements of Annex Il, excluding by N contorme with the:relevant provislons. of Annes 1 of the Dinctive SAMIEES on madical devices
Sterile Non-Absorbable Nylon Suture with or without needle - Class la (4), of the Directive 93/42/EEC as amended. E | !'f. ; as fransposed into naticnal legisiation. The device fulfiis the essantial requiremants specifiad in Date of Registration Status: FY2022
The Notified Body No. 2265 has performed dit of the above devi lity system_ The full qualit Ak | = Annex | of the Directive 33/42/EEC taking into account intended use of the device. 9 )
| y No. 5 pe an au & above device quality system The full quality =k _‘{JJ.
assurance system has been assessed, approved and is subject to continuous: surveillance according to ekt e The Natfisd Body No. 2265 has performed a design-axamination of the device according 1o Annex || 4 of : : : | ) :
Annex I, Sections 3.3, and 5, of the Directive S3/42/EEC as amended. The detailed description of the |/ B e Diccive SYA2EEC The detatled device descvigtion. design. dossier and itk sty GCS Co, Ltd. will confirm that such registration remains effective upon
: 13910, 13905 system, requirements and measures applied by the manufacturer are presented in the Audit Report No. Sy -,i - examination are presenied in the Final proteca! No. 210386/2020 request and presentation of this certificate unless said registration is
310399 and the Final protocol No. 310389/2020. i} _ i terminated after issuance of this certificate. GCS Co., Ltd. makes no other
Prishict Tupet ars oftached Thig certificate is issued under the following conditions: o q = ittt b s S ot b representations or warranties, nor does this certificate make any
o ] J S j Fl W it apples oniy o the design of the above referenced moded of the medical device and it does not imply the : : :
It appiies cnly to the quality system maintained in the manufacture of the above referenced models of R i N:SI:;'?M Emg: gxecyled En'r survellance or contral of its manufactura. The manufacturer is .nh,:ﬂ;ﬁl:d e repre;entatl_?m Drhwsd”anres tﬁ oy p?rﬂgﬂ D;.E!-.tl_ty. [:l’[hEdr’ than the
< < i s ¥ It - -l I '
Cerlificate Number : M.2018.106,10436 nmg:rr.m devices and i does not sybstitute the design or type-examinalion procedures, If requested. The i assufe that all medical devices of the respective model conform o the type whose design has been named certificate holder, for whose sole benefit it Is issued.
T R certificate remains valid until the manufacturing conditions or the quality system are changed but until May | approved by this certificate. The certificate remains valid until the approved design is changed but il May This certificate does not demote endorsement or approval of the
M s Al . 26", 2024 at the latest The certificate validity is conditional upon positive results of regular surveillance e | i i - ¢ ¥ : - 3
o : - i ! : i 26", 2024 at the latest This EC design-examination certificate is complementary to an EC Certificate certificate holder's device or establishment by the U.S Food and Drug
Initicl Assessment Date :21.04.2018 onqiertification - audits and fulfilment of relevant legal and other requirements by manufacturer. For the placing on the approving the manufacturer's quality system according 1o the Directive S3/42/EEC as amended, Annex || e : T :
Sl - \ = - - ; Bk . Administration. GCS Co,, Ltd. assumes no liability to any person or entity
Radistatin Dat . 03.10.2018 : ke . markel of the above referenced models of medical devices covered by this certificate, an EC design- i3 R g -
egistratio = : ng Centre Incustry s : : : : . excluaing (4) - : - .
3 . 1 axamination certificate according to the Directive 93M42/EEC as amended, Annex |l (4) is required | (o in connection with fﬂregmng
Revision Date /No : 18.10.2018/01 it .
Expiry Date  02.10.2023 — =ik
o . o o ) Sk
LUDEM hereoy declares that the requiremeants of aAnnex ¥, of the direciive F3/42/EEC iy n&'h“ 'l.ﬁ, | eEiRar
hirve: bean mef for tha Bhed procucks, The Gbove named manufacturer bas estobiEhed and opcbes o e ':' i
CRAbihy DSsUnCe syshem which 5 subiect o petodic surveiionce audlis, dedned oy Anned V., seciion 4 st || | ]
of the forermentioned directive. According o Anne L sschon 4 on EC design- examination cenficate i o= -'",_1.",:;.“’5 - 3 /7
requiad for plocing e Choss 1| devices on tha morket. This cerlificate rermoins os the property of LUDEW e | it 3 E t B i
emationa Cestiiootion Auding Tioining Cenie incuslny ond Troce Inc. Co. 1o wham i must be relumed s NP AR iRl | (LT P - f{ -~
upon regest. The above named compornny and UDEM must keep a-copy of fhis cediicate tor 5 veorn from Filr— A at i Ami ; :
the regeain of the cerfficote, Usoge of the CE mark & under the respons bity of the mariac e wit fhe s e NE Cha ng Sik Kim
&El'f‘_l'r'q-ﬂﬂriﬂr:.':;‘. En-f:‘.c':n'ﬂﬁ;‘-;‘u::n‘f.gﬂ-‘.\_uﬂl-l_r ?rﬂrﬂrﬁrq::mv{ﬂﬂmﬂer:wﬂﬁﬁiﬁﬁgﬂmﬂ:ff;nlmﬂ : i';c- |"+1"5\3' <] /9 2265 i ¥ 2
oot oy shouks sl Blacg 116 oAU 1158 kel e cures ey f s et can i Dr. Katarina Tomin SrdoSova [ & S hng.,ﬂt e President of GCS Co,, Ltd.
x checked HIDLIG Wisse LICKESTLCOim \ '_:Ir:-: Responsihie fo act on behalf of NE 2265 ;:.-EE_ VAN Raspornsitie i act o Bl of ME. 2285 Date - DSth NDVE‘!"'I"]hEI", 2021
Addmes; Multivkent Mahallesi 2073 Scokak (Eski 23 Sokak) Mo 1D Cankaya — Ankorg — TUREEY = f'”r"r-' A=
Phone: +30 0312 443 03 70 Fo: +90 0312 443 03 76 | . o i
E-mail info@udemitd.com.ir  www udem.com.ir | 3 T H-:? I[5: [-n Al Bratiskava, on May 25" 2020
L e (7 Iy e ——— e
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EC Certificate EC Certificate EC Design-Examination Certificate of FDA registration
(Non-Absorbable) (Absorbable) Certificate



This certifies that:

AILEE COMPANY LIMITED

28, Gaya-daero 196beon-gil,
Sasang-gu, Busan, 47021, KOREA, SOUTH

is registered and has listed the following medical device
with the U.S. Food and Drug Administration.

Product Name: Blade, Scalpel
Activities: Manufacturer
Owner/Operator Number: 10083204
Product Code: GES

Device Name: Surgical Blades Series

Date of Registration Status: FY2022

GCS Co,, Ltd. will confirm that such registration remains effective upon
request and presentation of this certificate unless said registration is
terminated after issuance of this certificate. GCS Co,, Ltd. makes no other
representations or warranties, nor does this certificate make any
representations or warranties to any person or entity other than the
named certificate holder, for whose sole benefit it is issued.

This certificate does not demote endorsement or approval of the
certificate holder's device or establishment by the U.S Food and Drug
Administration. GCS Co,, Ltd. assumes no liability to any person or entity

in connection with foregoing.
/v H
Chang Sik Kim

President of GCS Co., Ltd.
Date : 05" November, 2021

Certificate of FDA registration
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This certifies that:

AILEE COMPANY LIMITED

28, Gaya-daero 196beon-gil,
Sasang-gu, Busan, 47021, KOREA, SOUTH

Is registered and has listed the following medical device
with the U.S. Food and Drug Administration.

Product Name: Blade, Scalpel

Activities: Manufacturer

Owner/Operator Number: 10083204

Product Code: GES

Device Name: SCALPEL Series, SCALPEL Mini Series

Date of Registration Status: FY2022

GCS Co,, Ltd. will confirm that such registration remains effective upon
request and presentation of this certificate unless said registration is
terminated after issuance of this certificate. GCS Co,, Ltd. makes no other
representations or warranties, nor does this certificate make any
representations or warranties to any person or entity other than the
named certificate holder, for whose sole benefit it is issued.

This certificate does not demote endorsement or approval of the
certificate holder's device or establishment by the U.5S Food and Drug
Administration. GCS Co,, Ltd. assumes no liability to any person or entity

in connection with foregoing.

Chang Sik Kim
President of GCS Co., Ltd.
Date : 05" November, 2021

Certificate of FDA registration
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Certifications '  Patents

KOREA INVENTION PROMOTION ASSOCIATION

i e
ALl 3 Al EEE (o ] L —R=
A A20210197% MESES C|XRl S &5
CERTIFICATE OF TRADEMARK REGISTRATION CERTIFICATE OF DESIGN REGISTRATION -
: e = A| 30-0999593 & -
No. of Certificate : 2022 Busan - 36 55 Al 40-0047898 & E e b E
Registration Number K o
2 guns Hl 30-2018-0035300 &
eSS IS Application Number
ot s Al 40-1975-0004216 & S 4 8 g2y 2018'3 078 30¥
o) . = ® Y 1975 048 21Y s2¢ 20194 03% 20%
19 ek CERTIFICATE g T g
ESEMF ¢ 10-1001925% i = B of agorion {ianeD enTn
=15 O "] . - : 5 RN EER chs
E‘ﬂb‘:' 1%;3 * ; %g %EIJH}E_ _l ﬁ ] ;iﬁéhnmialtgiz{fﬁm = ﬂﬂ%ﬁl EjA0| Sl BE
. . a5 - - = - -. -] T 285 Prodict
(Needle folding mmching). 8 This is to certify that the following company SArEeiA| AT ZI0KAZ106HR 28 (B1RS) =48 4%
is designated as a’Promising Small and Medium —
: ; . = ABE MY 4E 2 78 4B A OF0|2](180111-+++)
Enterprise in Export by Ministry of SMEs and e SALZICIA| AT TIOMHR196HZ 28 (BIEHE)
o > g Balxjod a o = _ 08
53T 20219 FAHA Y A8 55 Startups (MSS), Republic of Korea. wvis = AR o
4 53 VSHUAN ) °o] SHE 59 NEEHA SHT ZUET7Y 114 (FAS) 849 BE 3018
® Company : Ailee Co., Ltd. B
E Representative : HONG-SEOK CHO olo| EEIS TAMEH 0f M2} AES2SR) S2|9iee =Hsh|ch 2le| cixiRle TCixjRIE S of o2t CIXIRISEa50 S2E|%USS
: i ; : ; SEHSHL|C},
2 . . ] o This is to certify that, in accordance with the Trademark Act, a trademark has s
20211-'3 ]0'% 28"3._] = Designated Period : 2022. 01. 01 2023. 12. 31 been registered at the Korean Intellectual Property Office. This is to certify that, in accordance with the Design Protection Act, a design has
been registered at the Korean Intellectual Property Office.
ey A S Date of issue : 2022. 01. 03 202041 088 112 S 20204 088 12 ot —
i v © ﬂ o z Byl AFE ssuus ausie
=oiSn Ministry of SMEs and E| XX ES KT =]
B =)

kw E'T"I C [(’rr] _ SE_DT? Korean Intellectual Korean Intellectual

Property Office Property Office

2 - COMMISSIONER, Eﬂﬁ'«l - COMMISSIONER,
Sl Ministry of SMEs Startups = 5% KOREAN INTELLECTUAL PROPERTY OFF I ﬁ? .:j = 5% KOREAN INTELLECTUAL PROPERTY OFF qP 'EI
& c) and Startups TR } © = =91 } © :

Top 10 Patent Award for enriching Certificate of Promising Small and Certificate of Certificate of Design Registration

regional economy in Busan Medium Enterprise in Export Trademark Registration (Packaging Box)
(Cutting machines)
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