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B T SR ER RS
R ERETE
BE (HCG) KPR MR BB E (IC0) f7e ek N
11 WA £ II il 2026. 12.6 AR
Btk dit)
M R e
. AL A R . 7 P RO, N
120 MBI | I e s WA, e S R e g, | 2020119 |
R A T3 L,
I P B T G R L T DU
B e 12
i | mmmew | 1 | SERATEERERNRGEERRGR AT, BTRRR [,
PRI U0 12
LT I A T D W B PR BRI e ke, It
MG LNTSE IS T S RS I A A A 2
R FI, FF B A RN 4 P A AR R )L
5 Al | 4h) o ATUA AR A . AR IR AR | 2024.7.29 | AsE
TRl N B B R TP WS A b
ISR, TS REF TR S MR A, B I
R A
- (e BB 100kg (7207 AR5 ) AIEE 2 59 Jo i N
16| AR IL o b . AL TR, 2028.5.8 | AH
b TR I A IR PSR R Tk, BN N
17 B st 1T Wi, 2026. 3. 4 AR

26




BT R R A BN 5] 2022 SEAEFERR 42

2 T AA R

18
i

IT | BESBERNE ST HLAI N AR . 2023. 10. 23 AR

— 0 R P SRV OO LR, ATRCASUTs 3 N
10| ATIRRRAL | IE | i e B, R AR GRS A 2025.12.26 |

20 LLANRARR T IT | ik i 240k 1 AR ST SR S 7 AN o G 1 i 2023.12. 26 ARTE
21 B RRE A IT | AR LLRNE. . 2024. 9. 25 AR TR

FIT B srse, (AN RAFER. iE, MaiTaEts
22 | WREEWE [ 11 | K. dBMEER. BENR. BRSSO EENSEREE | 2024.8.26 AR
AN TR ) S T U

23 SIAEAE 5143 IT | HFSHEm A5 HARTT . 2024. 10. 21 AREE
A2 1F R MR & T BB K R BRI TT AR B3 B I AR IR U 2T 5 2 A e ™ 2 .

24 oY 11 THE 2025. 1. 20 AT
KK 6 HEREIR PR BT . AR S8 A0 B 7 R B 3R h HEA T XK .

25 i 11 Eiaiyiingnse 2025. 1. 20 AT

I T E 55 N BURIAE 9% TAE N B350 48 25 A5 AL 476 P R R 308 A% 97
26 AP e 1T | RaBsd. S AREkiY, BORE KR, M. AR, i 2025.9.3 AR

PR
or | ERAEOE | 11 | BolRE A e SR R . 2025.8.11 | 2%
28 E*ggﬁm 1| S8 O L R . kTR 2026.11.4 | A®
gg | FREETTRBN || G e s O 5
o s & & e e FMZ 2025. 12. 23 AR
(2) EANEFAE
3 e Vet - VEAHERR | VEAHES]
| I 5 44 T e e a o
o FEi] ot L o b [ LA ST This product is used to
18 [ B REAR TS EEL SR i) qualitatively detect the novel

& (kg SARS—CoV-2
BfarM | 1 (Hxﬁﬁjiﬁﬁ) . © NP | coronavirus (SARS—CoV-2) antigen in 2022. 1. 14 /
Antigen Test Kit

NS (Colloidal Gold Method) human nasal throat swabs. For in
vitro diagnostic only.
It Bk B /B 18 R R . . .
N | , This product is suitable for the
PR HH ‘l_ll i 14 5= . . . .
ﬁ?ﬁ%;:;?%é?ﬂSZﬁE;;;%{Qﬁ? qualitative testing of Candida
. . albicans and Trichomonas vaginalis
2 Albicans/Trichomonas others | . . 2022.4.26 | 2026. 5. 26
Vaginalis Antieen in swab samples of vaginal
C gb' d Test E't secretions from women over 18 years
(Iméﬁ;;gﬁlom;i;gr;bhy) old in medical institutions.
KA R AS 57 & (e This kit is used for the in vitro
gz ] 4512 Fecal Occult Blood qualitative test of hemoglobin in
R 3 . . th . . . 2022.4.26 | 2026. 5. 26
CE # Test Kit (Colloidal Gold others feces to determine if there is
it Method) bleeding in the digestive tract

Helicobactor Pylori (H.Pylori) Rapid
Test can be used for the qualitative
others | detection of Helicobacter pylori in 2022.5.10 | 2027.5. 26
human tartar by medical
institutions.

B 1 ] IR AT T DA R
(T4 Helicobactor

Pylori (H.Pylori) Rapid
Test (Dry Chemistry)

JioR B AR & CREROR
5 | th2EROEEE) Insulin Test | others
kit (CLIA)

For in vitro quantitative detection

. .. 2022.4.26 | 2027.5. 26
of insulin in human serum.
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st E R (LD il
A& Uik

This product is used for the in
vitro qualitative test of
luteinizing hormone levels in urine

6 | Luteinizing Hormone (LH) | others | samples from women and is suitable 2022.4.26 | 2027.5. 26
Test Kit (Colloidal Gold for the auxiliary diagnosis of
Method) ovulation in women of childbearing
age.
SARS—CoV-2 Antigen Test Kit
(Colloidal Gold Method) is a rapid
chromatographic immunoassay for the
litative detection of SARS-CoV-2
Ee I SR T _ _ qua
%iiﬁg;iggEE;jiinﬂgzgéi) in anterior nasal swab or saliva
}L/\)i ST T specimen from individuals suspected
7 ¥2:) SARS—-CoV-2 Antigen others . . . 2022.4.26 | 2025. 5. 26
Test Kit (Colloidal Gold of being infected with COVID-19. For
Method) in vitro diagnostic only. SARS-CoV-
2 Antigen Test Kit (Colloidal Gold
Method) is intended to be used as an
aid in the diagnosis of SARS-CoV-2
infection
SARS—CoV-2 Antigen Test Kit
(Colloidal Gold Method) is a rapid
chromatographic immunoassay for the
B 5 IR 955 B (SARS—CoV-2) qualitative detection of SARS—CoV-2
PrER IR A & (k4 in saliva specimen from individuals
8 ¥2:) SARS—-CoV-2 Antigen others | suspected of being infected with 2022.4.26 | 2025. 5. 26
Test Kit (Colloidal Gold COVID-19. For in vitro diagnostic
Method) only. SARS—CoV-2 Antigen Test Kit
(Colloidal Gold Method) is intended
to be used as an aid in the
diagnosis of SARS-CoV-2 infection
R 5 R % 5 (SARS-CoV-2) This kit is used for in vitro
PR IRA & (2 qualitative test of SARS-CoV-2 N
9 %) SARS-CoV-2 Antigen others | antigen in nasal swabs .This product | 2022.4.26 | 2025.5. 26
Test Kit can not be used for the diagnosis of
mmunochromatography —CoV-2 infection alone
(I h hy) SARS—-CoV—2 infecti 1
—_n For the in vitro qualitative
1) S e 25 _ _
%2?53§;E£§;1*533227§2Y detection of novel coronavirus
WA T raL .. .
10 CREORIAL 2 563 others | Meutralizing antibody (hereafter 2022. 4. 26 | 2025. 5. 26
SARS-CoV—2 Neutralizing referred to as SARS-CoV-2
Antibody Test Kit (CLIA) neutralizing antibody)
concentrations in human serum.
This product is used for in vitro
. LA s litative test of hydrogen
% SR A 2 qua
21ﬁ;§;:?%ifiﬁiﬁii&t;;;ﬁl peroxide, sialidase, leukocyte
11 Téj; Kit for Vaginitis others | esterase, proline aminopeptidase, 2022.4.26 | 2027.5. 26
(Dry Chenmi f ) acetylglucosaminidase, oxidase and
v Anemistry pH value in female vaginal
secretions.
Used in conjunction with uric acid
£ 43 : ; ; ;
12 FRER i35 Uric Acid others meter and uric acid test strips 9092, 4 96 | 2027. 5. 96

Control Solution

produced by our company for control
of uric acid testing
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13

PRER WS R 45 Uric Acid
Monitoring System

others

The KF-UAO1-C uric acid monitoring
system is intended to be used for in
vitro quantitative determination of
uric acid concentration in human
capillary whole blood or venous
whole blood. This product can be
used by professionals to monitor
uric acid concentration in medical
units, and is mainly used clinically
as an aid in the diagnosis of
hyperuricemia

2022. 4. 26

2027.5.26

14

FRERIAAL Uric Acid Test
Strip

others

This product is used for the in
vitro quantitative determination of
uric acid concentration in human
capillary whole blood or venous
whole blood . This product can be
used by professionals to monitor
uric acid concentration in medical
units, and is mainly used clinically
as an aid in the diagnosis of
hyperuricemia

2022. 4. 26

2027.5. 26

15

SRR de 4% (k2
v%) Urinalysis Test
Strip(Dry Chemistry)

others

Qualitative or semi—quantitative
test of protein (PRO) in human urine
using visual interpretation. This
product is the most basic test for
clinical urinalysis (urine routine
test) and is mainly used clinically
for the auxiliary diagnosis of
kidney diseases.

2022. 4. 26

2027.5.26

16

R HTIRA L (AL
v%£) Urinalysis Test
Strip(Dry Chemistry)

others

Qualitative or semi—quantitative
test of ketone bodies (KET) in human
urine using visual
interpretation. This product is the
most basic test for clinical
urinalysis (urine routine test)
Clinically it 1is mainly used for
the auxiliary diagnosis of diabetic
ketoacidosis and non-diabetic
ketosis. It is the most basic test
for clinical urinalysis (routine
urine test)

2022. 4. 26

2027.5. 26

17

AR B 11 DA TR A U
RAE (985 PCR %) Herpes
Simplex Virus Type II
Nucleic Acid Test Kit
(Fluorescence PCR
Method)

others

This kit is suitable for the test of
herpes simplex virus type II (HSV-2)
DNA in male urethral swab samples
and female cervical

swab samples. The test results can
be used as an aid in the diagnosis
of HSV-2 infection and provide a
molecular diagnostic basis for the
early diagnosis of STDs and the
initial screening of high-risk
groups of STDs.

2022.5. 17

2026. 5. 26

29




BT R R A BN 5] 2022 SEAEFERR 42

ANFLKERE (6. 11) A
FEBRAS A7) 5 (56 PCR
%) Human

This kit is suitable for the test of
low-risk human papillomavirus (HPV)
type 6 and 11 DNA in genital tract
secretion specimens, and the results

18 Papillomavirus 6, 11 others . 2022.5. 17 | 2026. 5. 26
. . . can be used as an aid in the
Nucleic Acid Test Kit . . .
diagnosis of low-risk HPV type 6/11
(Fluorescence PCR . . L ..
infection and Clinical suspicious
Method) .
condyloma acuminata
This kit is suitable for the
. detecti f high-risk h
NG (16, 18) B8 prTTI;;ZV?rUSI%HPi;Stypzmig and 18
Rz Aar A7) & (99 PCR . tal .
%) Human Papillomavirus DNA in genital tract secretion
19 . . others | specimens, and the results can be 2022.5. 17 | 2026. 5. 26
16, 18 Nucleic Acid Test . . .
Kit (Fluorescence PCR used for the auxiliary diagnosis of
high-risk HPV type 16/18 infection
Method) .
and early screening of cervical
cancer.
Wi TR (BVTD) TEist?itt?sespzﬁai—timelfluoiesienie
s . e antitative echnolo o tes
FAWISE WA (99 PCR d . R
) Enterovirus 71 enterovirus 71 (EV71) nucleic acid
20 . . others | in throat swabs and other samples, 2022.5.17 | 2027.5. 25
(EV71) Nucleic Acid
. and the test results can be used as
Test Kit (Fluorescence an aid in the diagnosis of EV71
PCR Method) ) . 8
infection
- . .. This kit uses real-time fluorescence
Wiibmies (EV) s R b quantitative PCR technology to test
R & (96 PCR ¥5) . . .
Ent irus CEV Enterovirus (EV )nucleic acid in
21 .n erovirus . . others | throat swabs and other samples, and 2022.5. 17 | 2027. 5. 25
Universal Nucleic Acid
. the test results can be used as an
Test Kit (Fluorescence id in the di i £ Ry
PCR Method) ? n' ¢ C1agnosts o
infection
. A This kit uses real-time fluorescence
785 CoxA16 A% EA S
N e L el quantitative PCR technology to test
RilA (PCR-ZOGIREHE) . .
Enterovirus CoxAl6 Coxsackievirus Al6 (CA16) nucleic
22 " é ov ,S X . others | acid in throat swabs and other 2022.5.17 | 2027.5. 25
Nucleic Acid Test Kit
samples, and the test results can be
(PCR-Fluorescence . . .
Probing Method) used as an aid in the diagnosis of
CA16 infection
SER% 73 R AT B A% B A M 7] This kit is suitable for the test of
(¢ 6 PCR Mycobacterium tuberculosis (TB) DNA
%) Mycobacterium in sputum samples. The test results
23 Tuberculosis Nucleic others | can be used for auxiliary diagnosis 2022.5. 17 | 2026. 5. 26
Acid Test Kit of Mycobacterium tuberculosis
(Fluorescence PCR infection and observation of drug
Method) efficacy.
This kit is suitable for the test of
i 98 2 JE AR AZ FR A DU 77 Mycoplasma pneumoniae (MP) DNA in
(3t PCR ¥:) Mycoplasma sputum and throat swab samples. The
24 | Pneumoniae Nucleic Acid | others | test results can be used as an aid 2022.5.17 | 2026. 5. 26

Test Kit (Fluorescence
PCR Method)

in the diagnosis of MP infection and
provide a molecular diagnostic basis
for MP infection.
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FE MR R SR A A R A A7)
(3% PCR ¥) Ureaplasma

This kit is suitable for the test of
Ureaplasma urealyticum (UU) DNA in
male urethral swab samples and
female cervical swab samples. The
test results can be used as an aid

25 | Urealyticum Nucleic Acid | others | . . . . . 2022.5.17 | 2026. 5. 26
. in the diagnosis of UU infection and
Test Kit (Fluorescence K K . K
PCR Method) provide a molecular diagnostic basis
for the early diagnosis of STDs and
the initial screening of high-risk
groups of STDs.
This kit is suitable for the test of
neisseria gonococcal (NG) DNA in
. A S st . male urethral swab samples and
VHRER P A AR I £ (2 . P
N . . . female cervical swab samples. The
76 PCR i) Neisseria test results can be used as an aid
26 | Gonorrhoeae Nucleic Acid | others | . . . . . 2022.5.17 | 2026. 5. 26
. in the diagnosis of NG infection and
Test Kit (Fluorescence . . . .
PCR Method) provide a molecular diagnostic basis
for the early diagnosis of STDs and
the initial screening of high-risk
groups of STDs.
This kit is used for the in vitro
qualitative test of Novel
SR S R B A% R A 3K 5 Coronavirus (2019-nCoV) ORFlab and N
& (5t PCR 1) Novel genes in oropharyngeal swabs,
97 Coronav1rus(2919*nCoV) others nasopharyngeal swabs and sputum 9022 5. 17 | 2025. 5. 26
Nucleic Acid Test samples from suspected cases and
Kit (Fluorescence PCR clusters of cases of 2019-nCoV
Method) pneumonia, and others requiring the
infection diagnosis or differential
diagnosis of 2019-nCoV.
Influenza A HINI (2009) is an acute
respiratory infection caused by the
mutated novel influenza A (HIN1)
virus. This kit uses real-time
FH Y97 IR B A% TR ARG Tk 771 fluorescence quantitative PCR
& (PCR-YeHREHE) technology for the qualitative test
98 Inf%uenzg A Virus. others of influen%a A(HIN}).virus (2009) 9099517 | 2026.5. 26
Nucleic Acid Test Kit nucleic acid in clinical throat
(PCR-Fluorescence swabs, nasal swabs, and
Probing Method) bronchoalveolar lavage fluid
samples. The test results can be used
as an aid in the etiological
diagnosis of patients with suspected
infection
R B R K IR 55 B (e
EBﬁ%{&ifgﬁtﬁuﬁﬁiﬁjﬂu(Jk This kit is suitable for testing EBV
) PCR %) .
Fpstein-Barr Virus DNA in throat swab samples, and the
29 P . . others | test results can be used for 2022.5. 17 | 2026. 5. 26
Nucleic Acid Test o . . . .
. auxiliary diagnosis of EBV infection
Kit (Fluorescence PCR . .
and observation of drug efficacy.
Method)
i 18 s 25 e S e 3k 7 . . .
) N This product is used for the in
CIef2HTiE)  Enteral vitro qualitative detection of
30 | Adenovirus Antigen Test others d 2022.5.17 | 2026. 5. 26

Kit
(Immunochromatography)

enteral adenovirus types 40 and 41
antigens in human fecal samples
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B3 HR Medical

The Coverall is used for provide
barrier and protection for the
potentially infectious patients’

31 . I blood, body fluids, secretions and /
protective coverall . . ..
airborne particles that the clinical
medical personnel come into contact
with while working.
This kit is suitable for the test of
" Monkeypox Virus DNA in herpes fluid
ﬁ%ﬁiﬁ§i§AFMEV) L samplzz or blood. The testpresults
M7 & (98 PCR o
) Monkeypox Virus (MPY) can be used as an aid in the
32 . . . others | diagnosis of MPV infection and 2022.5.25 | 2025.5. 26
NucleicAcid Test Kit . . . .
provide a molecular diagnostic basis
(Fluorescence PCR . .
for the early diagnosis of Monkeypox
Method) L .
and the initial screening of
monkeypox infected population
B | DO B P S A i X5 . . L
P s This product is used for in vitro
(el ualitative detection of
33 | Helicobacter pylori (Hp) | others dua . . . 2022.5.24 | 2026.5. 26
. . . Helicobacter pylori antigens in
Antigen Detection Kit human feces
(Colloidal Gold) ’
This kit is used for in vitro
TR A (MPV) 70 54 I qualitative detection of monkeypox
FlE (KRS virus antigen in saliva
34 Monkeypox Virus (MPV) others | oropharyngeal swabs, nasal swabs or 2022.5.24 | 2025.5. 26
Antigen Detection Kit rash exudates. It can be used for
(Colloidal Gold Method) clinical auxiliary diagnosis of
monkeypox virus
This kit is used for qualitative
detection of monkeypox virus IgG/IgM
Feg 5 (MPV) 1gG/IgM $t antibodies in human serum, plasma
AT & R EER) venous whole blood and fingertip
Monkeypox Virus capillary whole blood samples in
35 (MPV) 1gG/IgM Antibody others vitro. This kit is intended to be 2022.5.24 | 2025.5. 26
Detection Kit(Colloidal used by professionals as a screening
Gold Method) test and to provide an initial test
result to help and diagnose
monkeypox virus infection
SARS—CoV-2 Antigen Test Kit
(Colloidal Gold Method) is a rapid
chromatographic immunoassay for the
qualitative detection of SARS—CoV-2
in anterior nasal swab specimen from
i . N individuals suspected of bein
ST PR SRR T S5 AR 71 g b OV IDoLS &
& URP47) SARS-CoV-2 infected wit ;
36 | =R This self-test Kit is intended to be | 2022.5.18 | 2025.5. 27

Antigen Test Kit
(Colloidal Gold Method)

used in the home or similar
environment by a lay person. For in
vitro diagnostic only. For self-
testing use. SARS-CoV-2 Antigen Test
Kit (Colloidal Gold Method) is
intended to be used as an aid in the
diagnosis of SARS-CoV-2 infection
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The product can be monitored at home
or in hospital by professionals,

non—professionals with diabetes who
operate strictly according to quick

T W5 ) 52 48 Blood guide and instructions. This product
37 Glucose Monitoring SR is used only to monitor the effect 2022.5.6 | 2025.5. 26
System of blood glucose control in
diabetics, not for diagnosis and
screening of diabetes, nor as a
basis for adjustment of therapeutic
drugs.
This product is used for qualitative
test of human chorionic gonadotropin
(HCG) in human urine
28 HCG 4 A6 k57 - It is used for auxiliary diagnosis 9022.5.6 | 2025. 5. 26
Pregnancy Test HCG of early pregnancy of women of
childbearing age.
This product can be used by
professionals or lay person
P # Stocking,
H%EBEH%&%* ocking Indicated for promoting venous blood
Medical Support (To . .
. flow in the lower limbs, preventing
39 | Prevent Pooling Of Blood . . ..
. deep vein thrombosis and relieving
In Legs) — Compression . . . .
. varicose veins in the lower limbs
Stockings
AT E Stocking, Medical
Support (To Prevent For first aid and temporary dressing
40 Pooling Of Blood In of small wounds, abrasions, cuts and
Legs) — Compression other superficial wounds.
Stockings
SRHL Apparatus, It i? mainly a Freatme?t device for
X . respiratory patients with more
Suction, Operating—Room, 510k soutun thicker sputum more
Wall Vacuum Powered — (s P o p T 2022. 7 /
41 . difficult sputum excretion or
Suction ) .
. . patients who currently have lost the
Machine (Stationary o
. ability to excrete sputum and need
Aspirator) . .
*£[H assisted aspiration.
FDA
WIIF The gas pressure is reduced to the
U Regulator, required range for the e%periment
. through a pressure reducing valve
42 | Pressure, Gas Cylinder - .
Oxveen Rogulator and then fine—tuned by other control
e s valves so that the gas is fed into
the use system.
fREFFE Scale, Stand-On .
43 ) ’ Mainl df igh bject
Patient — Weighing Scale atniy used tor weighing obJjects
It is used for short-distance travel
_ . for the disabled and the elderl d
N2 Blectric Lor the disabled and the elderly and | o091 10.1 | 2023.12.3
44 heelchair I infirm with a mass of no more than 4 1
W
100kg. Do not drive on motor vehicle
lanes.
It is used as a means of
15 FENEHZE Manual . transportation for the disabled, the | 2021.10.1 | 2023.12.3
wheelchair sick and the elderly and infirm with 4 1
a mass of no more than 100kg
K The Alcohol Pad d h
T e Alcohol Pads are used for human
S R A Alcohol pad A skin disinfection to prepare for 2022.7.29 | 2027.7.28
GE injection site
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iH 2022 £ 2021 4 [ B 48 vk
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B BEAI AN/ 628, 322, 397. 20 3,682, 379, 258. 49 -82. 94%
B BE NI A /N 757, 298, 532. 00 413, 323, 684. 65 83. 22%
B VE B A I IR R -128, 976, 134. 80 3, 269, 055, 573. 84 -103. 95%
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MiEA OAEH
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GIE S

(3) AWE GG E ISR RS HOVE EE RGP TR, EER AR BT iR E R S, AR

A G

T P 2 ) T I B0 A B < R AR B R A TR K 22 R ) A R 5 A

Mgl OAEH

Pt I A R LB SR IR DN TAE SR, 2R
(1) RHSORGERR A E P NSONT H R IN -3 B4 8 5 50 7 R I B <4 T B 5 A A PR v R 22 S oK
(2) 055 97 P9 A B0 < 7 o BT A P DR AR 1 I R, SR AN 28 8 T B B S A Rl RS

B EEEWHFHRL

MiEH OAEH

B J0

S o5 ]l S 4 L 43l TV R iR 5] 3 B RSB ARk
e o | FERFB AL AR |
BRI 56, 750, 270. 80 16.97% B2 T T2 ol B 5
N RMEAR A 4,402, 323.99 1.32% | BB REMHEARA RMEAS) 5
. 46, 304, 099, 93 13851 F I RARIATH AT 02 AN 1 4 DA S ] =

SE B AR A
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