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Jinan Chuangxingwell Biotech Co., Ltd. is a biotechnology company specializing in the
development, production, and distribution of in vitro diagnostic (IVD) devices and
reagents. With a focus on innovation and quality, the company offers a diverse product
portfolio, including drug abuse detection kits, medical diagnostic reagents, and food
safety testing solutions. Equipped with a dedicated R&D team, state-of-the-art manufac-
turing facilities, and certifications such as ISO 13485 and CE marking for multiple prod-
ucts, Chuangxingwell ensures compliance with international standards.

Jinan Chuangxingwell Biotech Co., Ltd. excels in semiquantitative self-testing reagents,
leveraging advanced technologies like Fluorescence Immunoassay,colloidal gold assays
and dry chemistry methods to deliver rapid, user-friendly diagnostic tools. Additionally, it
integrates artificial intelligence (Al) into IVD systems to enhance data analysis and result
interpretation, improving accuracy and efficiency.

Serving a global clientele across Southeast Asia, Europe, and South America, Jinan
Chuangxingwell Biotech is committed to advancing accessible and reliable diagnostics for
healthcare, public safety, and environmental monitoring. Its core strengths lie in cost-effec-
tive semiquantitative solutions and cutting-edge Al-driven innovations, positioning it as a
competitive player in the global IVD market.
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Fertility Test

SemiQ® °

HCG Pregnancy Rapid Test Kit
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HCG Pregnancy Rapid
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Cassette:

Draw urine

Lay the cassette falt

+ 0O O

Dispense 3 drops
intothe sample well

HCG Pregnancy Test is for the rapid, visual and
qualitative determination of human chorionic
gonadotropin (HCG) in urine or urine/serum
specimen to aid in the early detection of preg-

nancy.

Specimen: Urine/Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

read result between

. 5-10 minutes

silligle!

Positive Negative  Invalid

Strip:

Cline

Tline
Do not pass the

MAX line

immerse the strip in the
urine for at lerst 5 seconds

Lay the strip falt

read result between
5-10 minutes

z| |z
HIH
v

Positive Negative Invalid

Midstream:

Remove the cap,Urinate on the
absorbent tip directly till it is
thoroughly wet at least 5 seconds.

Lay the strip falt

read result between
5-10 minutes

siigle!

Positive Negative Invalid
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Luteinizing Hormone (LH) Ovulation

Rapid Test Kit
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Luteinizing Hormone (LH) Ovulation
Rapid Test Kit
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When To Start Testing
To determine when to start testing you must firstly determine the length of your Menstrual
Cycle. Your menstrual cycle length is the number of days from the first day of your period to
the last day before your next period starts.Then refer to the Cycle Chart to determine on
which day you should begin testing.

Luteinizing Hormone (LH)
Ovulation Rapid Test Kit

LH Ovulation Test is a complete system to help
predict the time of ovulation and peak fertility. It is
during this fertile time that pregnancy is most likely
to occur. LH Ovulation Test detects the luteinizing
hormone (LH) surge in urine, signaling that ovula-
tion is likely to occur in the next 24-48 hours.

Specimen: Urine/Serum/Plasma
Result time: 10 minutes
Material: Plastic

Certification: CE, ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

NOTE: If you are unsure about your cycle length, you may begin the test 11th day after your
first period. Perform 1 test each day over a 5 days period or until the LH surge has been

detected.

Your 21| 22| 23
cycle |days| days| days

24

days

25

days

26

days

27
days

28

days

days| days| days| days| days | days | days | days | days | days | days

39 | Yore
then 40

days

30| 31[32(33|34(35(36(37(38

Start to day | day | day
toston| 6 6 7

day

7

day

8

day

9

day
10

day
11

12( 13| 14| 15[ 16( 17| 18| 19| 20 | 21

day | day | day [Consult

day | day | day | day | day | day | day
to
22 doctor

Cassette:

|

iy

e

silligle!

Lay the cassette falt Draw urine Dispense 3 drops read result between Positive  Negative  Invalid
intothe sample well. 5-10 minutes
LH Surge: you will probably ovulate in the next 24-48 hours.
No LH Surge: no LH Surge has been detected and you should continue daily testing.
PAGE 02 ..
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Follicle Stimulating Hormone (FSH)
Rapid Test Kit

CFS101U (] 2024-08-16 &3 2026-08-15
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SemiQ® 5
One Step Rapid Testv\ !g r

Follicle Stimulating Hormone (FSH)
Rapid Test Kit
CFS101U (] 2024-08-16 g3 2026-08-15

A

Follicle-Stimulating
Hormone(FSH)Test

FSH (Follicle-Stimulating Hormone) Test is used
to detect FSH in the urine; this helps to check the
function of the pituitary gland and check if
hormone levels are normal.The test can be used
to see if a woman has started the menopause.

1 gest The product may also be used (along withother
- ' tests) to test for possible causes of both male and

P female infertility.

FSH FSH

f— - Specimen: Urine
c c . .
T Tr Result time: 10 minutes

[Tj Lil Material: Plastic
| |.® B g Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
Cassette:
® @ o ' : fr: : :
e | (o
Lay the cassette falt Draw urine Dispense 3 drops read result between Positive Negative  Invalid
intothe sample well. 5-10 minutes
Strip:
Cline 1] | 1]
Tline 1] |

Do not pass the 1

HMA>< line L 1
immerse the strip in the Lay the strip falt read result between Po-sit-ive Neg;tive In-va-lid

urine for at lerst 5 seconds

5-10 minutes

Midstream:

Remove the cap,Urinate on the
absorbent tip directly till it is
thoroughly wet at least 5 seconds.

Lay the strip falt

CkC pm=C | |C
T |IT | |IT | |T

read result between Positive Negative Invalid

5-10 minutes
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SP-10 Male Fertility Rapid Test Kit
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SP-10 Male Fertility Rapid Test Kit
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Sperm Concentration Test

Sperm Concent ration Test is in vitro qualitative
detection of semen sperm SP10 proteins and
can be used in the auxiliary diagnosis of male
infertility. At the same time provide fertility guid-

ance for age-appropriate couples.

Specimen: Semen

Result time: 10 minutes
Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Strip: Cost effective. Different sizes of strips are available
Cassette: Customized based on requirements

Collect sperm by provided
Dispense 3 drops ,nto
Read result between cup
and stay 60 minutes.

Stir sperm 10 timesby
translovator.

Y

Transfer the sperm
liquidinto chasing buffer.

Screw the cap of tube
tightly.Shake up and
down 5-10 times

Unscrew the cap of
the collection tube.

Add 2 drops of mixed
sample into sample well.

read result between
5-10 minutes

silligle!

Positive  Negative

Invalid

PAGE 04 ®
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Anti-Mullerian Hormone

(AMH) Rapid Test Kit Fetal Fibronectin (fFN) Rapid Test

Kit

q SemiQ® The AMH Rapid Test Cassette is a rapid chro- PR . . . " .
AMH ’ Ant Millran Hormon (AWH) matographic immunoassay for the qualitative r N The fetal fibronectin (fFN) Rapid Test Kit is an immu-
e i cun_dzmicn Qoo detection of the anti-Mullerian Hormone in whole ————— - nochromatographic test kit for detection of fFN in vag-

inal secretions during pregnancy. The test is intended
for professional use to help diagnose if the preterm
delivery is likely to occur in pregnant women. The test
may be run on patients between 24 and 34 weeks
gestation.

a[i

SemiQ* & f

s One Step Rapid Test ;g

Anti-Millerian Hormone (AMH)

s . ” = Rapid Test Kit
o TR LY B — [0 CAMI018 (] 2024-08-16 3 2026.08-15
B a08 E =
.< 7 1 test
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blood, serum or plasma to aid in the diagnosis of
ovarian functions.

Sem\Q 1D:. ;
S One Step Rapid Test ;g - DATE: DATE.

Fetal Fibronectin "FN)R pid Test Kit c ﬂ
- @ cFR0IV l‘_‘] 2024.0816 g 2026-08-15 @ T =

H E“:ug K:Lie)

Specimen: Whole Blood /Serum/Plasma ) P
Result time: 10 minutes - b

Specimen: Vaginal Swab
Result time: 10 minutes
Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Material: Plastic

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

~ /
ANy ,
Press the lancet, on the side from

Carefully pull off and dispose the
released cap of the lancet.

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

/\.

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

Collect vaginal secretion by
swab,Insert the swab in
collectiontube to the bottom.

Rotate and squeeze the tubesev-
eral times with fingers fromout-
side of the tube to unwater
theswab. Remove the swab.

Screw the cap on the sampletube.

Screw the cap of tube
tightly.Shake up and down
5-10 times.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Unscrew the cap of
the collection tube.

Add 2 drops of mixed
sample into sample well.

Read results at 10-15
minutes. Do not interpret the
result after 30 minutes.

silligle!

Positive Negative Invalid

B PAGE 05 PAGE 06 ®
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Progesterone (PROG) Rapid
Test Kit

Progesterone (PROG) Rapid Test Kit f A . o
@ coviore cAasts 5 m200us The Progesterone (PROG) Rapid Test Kit is used ProductName| Specimen Format Sensitivity Package Size Certificate
for in vitro quantitative determination of progester- HCG Preananc Urine/Se- Strip 1 pcs/bag
one concentration in human serum or plasma > egrency Cassette 25miU/mi 25 pes/box
_ _ . P Rapid Test Kit rum/plasma : 40 boxes/cart
specimen. The test is used as an aid to track ovu- Midstream oxesjcarton

lation, monitor the effect of progesterone thera-
pies and in early pregnancy to help diagnose an
ectopic or failing pregnancy.

HCG Pregnancy Test is for the rapid, visual and qualitative determination of human chorionic gonadotropin (HCG) in
urine or urine/serum specimen to aid in the early detection of pregnancy.

Luteinizing Strip 1 pcs/bag
Hormone (LH) Cassette 25miU/ml 25 pcs/box

- e : ; Urine
emiQ® W& — Ovulation Rapid : 40 boxes/carton
PP T N A Specimen: Serum/Plasma Test Kit Midstream
© Progesteone (PROG) Rapi Testkt [T narer Result time: 10 minutes LH Ovulation Test is a complete system to help predict the time of ovulation and peak fertility. It is during this fertile

- time that pregnancy is most likely to occur. LH Ovulation Test detects the luteinizing hormone (LH) surge in urine,

signaling that ovulation is likely to occur in the next 24-48 hours.

CPR101B (+] 2024-08-16 3 2026-08-15

e M
— re/l/- W 1 gest

Material: Plastic
Certification: CE, ISO13485

Iy

T

§<FI:>
~ ;

Storagg Temperature: 2-30 C Follicle-Stimulat- Strip 1 pcs/ibag
Shelf Life: 24 Months ing Hormore(F-|  Urine Cassette 25miU/ml 25 pes/box c €
SH)Test Midstream 40 boxes/carton

FSH (Follicle-Stimulating Hormone) Test is used to detect FSH in the urine; this helps to check the function of the pituitary
gland and check if hormone levels are normal.The test can be used to see if a woman has started the menopause. The
product may also be used (along withother tests) to test for possible causes of both male and female infertility.

Sperm Concen 1 pes/bag
; . sperm Cassette 15 million sper- 25 pcs/box c €
~ tration Test m/ml 40 boxes/carton

Press the lancet, on the side from Sperm Concent ration Test is in vitro qualitative detection of semen sperm SP10 proteins and can be used in the

Carefully pull off and dispose the
released cap of the lancet.

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

auxiliary diagnosis of male infertility. At the same time provide fertility guidance for age-appropriate couples.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

Anti-Mdullerian 1 pcs/bag
Hormone (AMH) | whole blood Cassette 7miU/ml 25 pcs/box c €
Rapid Test Kit 40 boxes/carton

The AMH Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative detection of the anti-Mul-
lerian Hormone in whole blood, serum or plasma to aid in the diagnosis of ovarian functions.

Fetal Fibronec- 1 pcs/bag
tin (fFN) Rapid Vaginal Swab Cassette 50mIU/ml 25 pcs/box C €

Test Kit 40 boxes/carton

(e = )

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

The fetal fibronectin (fFN) Rapid Test Kit is an immunochromatographic test kit for detection of fFN in vaginal secre-
tions during pregnancy. The test is intended for professional use to help diagnose if the preterm delivery is likely to
occur in pregnant women. The test may be run on patients between 24 and 34 weeks gestation.

Progesterone 1 pcs/bag
(PROG) Rapid Serum/plasma Cassette 5mlIU/ml 25 pcs/box C €
Test Kit 40 boxes/carton

The Progesterone (PROG) Rapid Test Kit is used for in vitro quantitative determination of progesterone concentration
in human serum or plasma specimen. The test is used as an aid to track ovulation, monitor the effect of progesterone
therapies and in early pregnancy to help diagnose an ectopic or failing pregnancy.

B PAGE 07
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Inflammation Test

SemiQ® X"

C-Reactive Protein (CRP) Rapid Test Kit
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C-Reactive Protein (CRP) Rapid Test Kit
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Carefully pull off and dispose the
released cap of the lancet.

C-Reactive Protein (CRP)

Rapid Test Kit

The C-Reactive Protein (CRP) Rapid Test Kit is
a rapid chromatographic immunoassay for the
qualitative detection of human CRP in whole
blood, serum or plasma as an aid in the diagno-
sis of inflammatory condition.

Specimen: Whole Blood /Serum/Plasma

Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485
Storage Temperature: 2-30 C

Shelf Life: 24 Months

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Serum Amyloid A (SAA) Rapid Test Kif

Serum Amyloid A (SAA) Rapid

Test Kit

The SAA Rapid Test is for the qualitative detec-
tion of human SAA in whole blood, serum or

e Y plasma as an aid in the diagnosis of inflamma-
S - e tory condition.
e . ;
| s ——— ?F
fee— T v ?ﬁﬁﬁ :'gffjﬁ wesee  Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes
Material: Plastic
Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
~

Carefully pull off and dispose the
released cap of the lancet.

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

B PAGE 09
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CRP/SAA Combo Rapid Test

semia® o Kit |Iz!rtocalcitonin (PCT) Rapid Test
CRP/SAA Combo Rapid Test Kit I

[ cCcs201 (] 2024-08-16 &g 2026-08-15
7

The CRP/SAA Combo Rapid Test Kit is a rapid

chromatographic immunoassay for the qualita- Tr SemiQ® & The PCT Rapid Test Device (Serum/Plasma) is
tive detection of human SAA and CRP in whole e e a rapid visual immunoassay for the qualitative
blood, serum or plasma as an aid in the diagno- A |F |- o presumptive detection of Procalcitonin in
sis of inflammatory condition. The cutoff for SAA 1] m,. human whole blood, serum or plasma speci-
is 10 yg/mL and cut-off for CRP is 10 ug/mL. 5| S - mens. This kit is intended for use as an aid in
s ~& (3 A . I L T the diagnosis of inflammation.
% A i Specimen: Whole Blood /Serum/Plasma & T
I el J Result time: 10 minutes Specimen: Whole Blood /Serum/Plasma
T g & Material: Plastic Result time: 10 minutes
N Certification: CE, 1SO13485 Material: Plastic
Storage Temperature: 2-30 C Certification: CE, 1ISO13485
Shelf Life: 24 Months Storage Temperature: 2-30 C

Shelf Life: 24 Months

<:1 [f7‘>
~ ~ ~
~ 1 N
Press the lancet, on the side from Press the lancet, on the side from
Carefully pull off and dispose the Use the alcohol pad to clean the where the cap was extracted; against Carefully pull off and dispose the Use the alcohol pad to clean the where the cap was extracted; against
released cap of the lancet. fingertip of the middle or ring finger as the fingertip (it is advisable the ring released cap of the lancet. fingertip of the middle or ring finger as the fingertip (it is advisable the ring
the puncturesite. finger side).The tip retracts automati- the puncturesite. finger side).The tip retracts automati-
cally and safely after use. cally and safely after use.
S .&\
Use quantitative dropper to draw the . . . Use quantitative dropper to draw the
Without touching the puncture site, blood sample up to the demarcation line Without touching the puncture site, blood sample up to the demarcation line
massage the hand towards the at the thin tip of the dropper . Massage Transfer all collected blood samples of massage the hand towards the at the thin tip of the dropper . Massage Transfer all collected blood samples of
fingertip, keeping the hand pomtln% your finger again to obtain more blood If capillary tube into the sample well (S) of gngimz‘rdte?g";%t;hr? trk:aengagqmlr:atmcg your finger again to obtain more blood If capillary tube into the sample well (S) of
downwards to obtain the sample o there's not enough blood. Avoid air the cassette, by squeezing the dropper ownw, ! P there's not enough blood. Avoid air the cassette, by squeezing the dropper
blood. bubbles. bulb. blood. bubbles. bulb.
Cp={C C C Cp={C [ C
Tl T T T Tl |T T T
o
After all blood completely absorbed, Read results at 10-15 minutes. Do not » ) ) After all blood completely absorbed, Read results at 10-15 minutes. Do not » . )
add about 1-2 drops of diluent buffer interpret the result after 30 minutes. Positive  Negative  Invalid add about 1-2 drops of diluent buffer interpret the result after 30 minutes. Positive  Negative  Invalid
into the sample well (S) of the cassette. into the sample well (S) of the cassette.
B PAGE 11 PAGE 12 &



Interleukin-6 (IL-6) Rapid Test Calprotectin (CALP) Rapid
Kit Test Kit

The Interleukin-6 (IL-6) Rapid Test Kit is The Calprotectin (CALP) Rapid Test Kit is a
designed for the semi-quantitative evaluation of SemiQ® rapid immunological test intended for the quali-
SemiQ® " human Interleukin-6 (IL-6) in serum or plasma. Galprotectn (CALP) Rapid Tes it tative detection of Calprotectin in human feces
etk (L) Rt Teat it IL-6 is an early marker in acute inflammation @ conoe st G specimen . The test is used as an aid in the
. e and this test is mainly used for the auxiliary SemiQ® A& : diagnosis of inflammatory bowel disease.
s S diagnosis of bacterial infectious diseases, et L
: = sepsis and septicemia.  Calprotectn (CALP) Rapid Test ki Specimen: Feces
B Interleukin-6 (IL-6) Rapl;Test Kit r £ CCA101F (~] 2024-08-16 g3 2026-08-15 @ - Result tlme. 1 0 mlnutes
= (e citote ] 2024-08-16 2026-08-15 . . = _,l/“ .
= e, . = e 7 1 test . .
| B— WP’H | 22§3=n?mnes$(;urrr:/r\ F:Jltaessma E o . Material: Plastic
— Material Pléstic Certification: CE, 1SO13485
e Storage Temperature: 2-30 C
Certification: CE, 1ISO13485 o
. Shelf Life: 24 Months
Storage Temperature: 2-30 C
Shelf Life: 24 Months
[ //
~ i
Press the lancet, on the side from
Carefully pull off and dispose the Use the alcohol pad to clean the where the cap was extracted; against
released cap of the lancet. fingertip of the middle or ring finger as :.he f'”Q%m)PTgt 'tS. ad\;lsalt)le thte rlr;.g
h ite. inger side).The tip retracts automati-
he puncturesite cally and safely after use.
/ \ Unscrew the cap of the feces Dip the applicator stick into Replace the applicator in the
\ collection tube and take out stool specimen at 3 different tube and tighten securely
the applicatior stick. sites. Shake well before use

. . . Use quantitative dropper to draw the (
Without touching the puncture site, blood sample up to the demarcation line
massage the hand towards the at the thin tip of the dropper . Massage Transfer all collected blood samples of
fingertip, keeping the hand pointing your finger again to obtain more blood If capillary tube into the sample well (S) of
downwards to obtain the sample of there's not enough blood. Avoid air the cassette, by squeezing the dropper
blood. bubbles. bulb.
Cp=C C C
Tl |T T T
Cp=C C C
Tl T T T N -:.

After all blood completely absorbed, Read results at 10-15 minutes. Do not o ) ) Then add 2-3 drops into the read result between 5-10 minutes Positive Negative Invalid
add about 1-2 drops of diluent buffer interpret the result after 30 minutes. Positive  Negative  Invalid sample well

into the sample well (S) of the cassette.

B PAGE 13 PAGE 14 ..



Infectious Disease Test

Product Name | Specimen Format Sensitivity | Package Size Certificate
C-Reactive 1 pcs/bag
Protein (CRP) Whole _ Blood Cassette 10mgl/l 25 pcs/box C €

/Serum/Plasma

Rapid Test Kit

40 boxes/carton

The C-Reactive Protein (CRP) Rapid Test Kit is a rapid chromatographic immunoassay for the qualitative detection

of human CRP in whole blood, serum or plasma as an aid in the diagnosis of inflammatory condition.

Serum Amyloid
A (SAA) Rapid
Test Kit

Whole Blood
/Serum/Plasma

Cassette

10mg/I

1 pcs/bag
25 pcs/box
40 boxes/carton

Ce

The SAA Rapid Test is for the qualitati

diagnosis of inflam

matory condition.

ve detection of human SAA in whole bl

ood, serum or plasma as an aid in the

CRP/SAA Combo
Rapid Test Kit

Whole Blood
/Serum/Plasma

Cassette

CRP:10mgl/l
SAA:10mg/l

1 pcs/bag
25 pcs/box
40 boxes/carton

q3

COVID-19 Rapid Test Kit

' SemiQ® &N

1 CC19101N  (+] 2024-08-16 g3 zow,
s

— [o7 CC19101Np+] 2024-08-16 &3 2026-08-15

¥ 1 qest”

a_— "I“

The CRP/SAA Combo Rapid Test Kit is a rapid chromatographic immunoassay for the qualitative detection of human
SAA and CRP in whole blood, serum or plasma as an aid in the diagnosis of inflammatory condition. The cutoff for
SAAis 10 ug/mL and cut-off for CRP is 10 pg/mL.

Procalcitonin
(PCT) Rapid

Whole Blood
/Serum/Plasma

Test Kit

Cassette

0.5ng/ml

1 pcs/bag
25 pcs/box
40 boxes/carton

Ce

Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

SemiQ® t 7
D One Step Rapid 'rest‘1 !g r

COVID-19 Rapid Test Kit

COVID-19 Rapid Test Kit

The COVID-19 Antigen Rapid Test Kit is a

state-of-the-art diagnostic tool designed for the
qualitative detection of SARS-CoV-2 viral nucle-

ocapsid antigens in human nasal swab samples.
Ideal for both professional and at-home use,
enabling timely decision-making for infection

control.

Specimen: Nasal / Throat Swab
Result time: 15 minutes
Material: Plastic

. Certification: CE, 1ISO13485

Storage Temperature: 2-30 C
Shelf Life: 24 Months

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynX.

¥

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

The PCT Rapid Test Device (Serum/Plasma) is a rapid visual immunoassay for the qualitative presumptive detection
of Procalcitonin in human whole blood, serum or plasma specimens. This kit is intended for use as an aid in the diag-

nosis of inflammati

on.

Interleukin-6
(IL-6) Rapid Test
Kit

Serum/Plasma

Cassette

100pg/ml

1 pcs/bag
25 pcs/box
40 boxes/carton

Ce

The Interleukin-6 (IL-6) Rapid Test Kit is designed for the semi-quantitative evaluation of human Interleukin-6 (IL-6)
in serum or plasma. IL-6 is an early marker in acute inflammation and this test is mainly used for the auxiliary diagno-

sis of bacterial infectious diseases, sepsis and septicemia.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

/

Shake well before using.

Calprotectin
(CALP) Rapid
Test Kit

Feces

Cassette

50ug/g

1 pcs/bag
25 pcs/box
40 boxes/carton

q3

The Calprotectin (CALP) Rapid Test Kit is a rapid immunological test intended for the qualitative detection of Calpro-
tectin in human feces specimen . The test is used as an aid in the diagnosis of inflammatory bowel disease.

B PAGE 15
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Influenza A+B (FLU A+B) Rapid Test Kit

Influenza A+B Rapid
Test Kit

o S St AuAB FUAS|nflyenza A+B Ag Test is the chromatographic
T - <k = 1D:, . . . .
%‘\f E_ wi_ ] we—  assay used for qualitative detection of influenza
e

Influenza A+B (FLU A+B) Rapid Test Kit

7 virus type A and B nucleoprotein antigens in

c
: human nasopharyngeal swab or nasal swab

(4
7
[GTCFAB201 (] 2024-08-16 3 2026-08-15 B
- G | e B m=e Specimens.

g Specimen:  Nasopharyngeal Swab/ Throat

D— ~  Swab

Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

Result time: 15 minutes
Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

¥

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynx.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Y.

Screw the cap on the sampletube. Shake well before using.

e

Add 3 drops of specimen tothe sample
well.

silligle!

Positive Negative Invalid

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

PAGE 17

5 ® ~a
SemiQ &
RSV lespiratory Syncytial Virus (RSV) Rapid Test Kit
ID: CRIMU (] 20240816 g 2026-08-15
| [y S— =
SemiQ® -
@ r One Step Rapid Tes(v\ Eg r
1
Positive legative Imalid D TESTS E
|40 :
S * ~ J’m
= s i

Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

@ 8

Respiratory Syncytial Virus (RSV) Rapid Test Kit

CR1M1U  (M] 2024-08-16 53 2026-08-15

Respiratory Syncytial Virus (
RSV) Rapid Test Kit

RSV Ag Test is a rapid chromatographic immu-
noassay for the qualitative detection of Respira-
tory syncytial virus antigen in human nasopha-
ryngeal swab sepcimens to aid the diagnosis of
Respiratory syncytial virus infection

An essential testing for protecting your health
when you suspect infect Respiratory syncytial
virus.

AR

Specimen: Nasopharyngeal Swab
Result time: 15 minutes

Material: Plastic

Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

v

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynx.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

V.

Screw the cap on the sampletube. Shake well before using.

Add 3 drops of specimen tothe sample
well.

silligle!

Positive Negative Invalid

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.
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Respiratory Syncytial Virus (RSV) Rapid Test Kit

S TESTS

CR1M1U  (M] 2024-08-16 g3 2026-08-15
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Place the swab into one ofpatient's Slowly rotate the swab 3-5 times over . .
: . . . Insert the swab in collectiontube to the
nostrils until reachesthe posterior the surface of the posterior nasophar-
bottom, rotate andsqueeze the swab 10
nasopharynx. ynx.

Mycoplasma Pneumoniae (MP
) Rapid Test Kit

Mycoplasma Pneumoniae (MP) Rapid Test
Kit is a rapid chromatographic immunoassay for
the qualitative detection of Mycoplasma pneu-
moniae (MP) antigens in nasopharyngeal swab
or throat swab. It is intended to aid in the rapid
differential diagnosis of MP infections.

Specimen: Nasopharyngeal Swab/ Throat Swab
Result time: 15 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

¥

times.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

Y.

Shake well before using.

silligle!

Read results at 10-15 minutes. Do not - ) )
- interpret the result after 30 minutes. Positive  Negative  Invalid
Add 3 drops of specimen tothe sample
well.
B PAGE 19
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Adenovirus (ADV) Rapid Test Kit
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Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

Adenovirus (ADV) Rapid Test

Kit

Mycoplasma Pneumoniae (MP) Rapid Test
Kit is a rapid chromatographic immunoassay for
the qualitative detection of Mycoplasma pneu-
moniae (MP) antigens in nasopharyngeal swab
or throat swab. It is intended to aid in the rapid
differential diagnosis of MP infections.

Specimen:  Nasopharyngeal Swab/ Throat

Swab

Result time: 15 minutes

Material: Plastic

Certification: CE, 1ISO13485
Storage Temperature: 2-30 C

Shelf Life: 24 Months

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynx.

¥

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

V.

Shake well before using.

Add 3 drops of specimen tothe sample
well.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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COVID-19/Flu A+B Antigen
Combo Rapid Test Kit

COVID-19/FLU A+B/RSV Antigen
Combo Rapid Test Kit

4 SemiQ® X°
Mycoplasma Pneumoniae (MP) Rapid Test B g o Mycoplasma Pneumoniae (MP) Rapid Test
iN® =a® 0o H P COVID-A9 FuAB RSV 57 CoFAO1 (20260816 @ 2026.08-15.
r =smia S Kit is a rapid chromatographic immunoassay for A A A Kit is a rapid chromatographic immunoassay for
DATE: COVID-19/Flu A+B Antigen . . . fellsi)e g W i : -
g S e il the qualitative detection of Mycoplasma pneu- A& e NP the qualitative detection of Mycoplasma pneu-
1 [l ek & moniae (MP) antigens in nasopharyngeal swab - T moniae (MP) antigens in nasopharyngeal swab
i One Step Rapid Test ;g 1 1 H 1 H | CCFA401 (] 20240816 &3 20260815 i . . . .
. — or throat swab. It is intended to aid in the rapid NN S or throat swab. It is intended to aid in the rapid
- @w%};m;m differential diagnosis of MP infections. =5 differential diagnosis of MP infections.
| & sl - - ¥ 1 rest =

Specimen: Nasal/Nasopharyngeal Swab
Result time: 15 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Specimen: Nasal/Nasopharyngeal Swab
Result time: 15 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Place the swab into one ofpatient's Slowly rotate the swab 3-5 times over
nostrils until reachesthe posterior the surface of the posterior nasophar-
nasopharynx. ynx.

Place the swab into one ofpatient's Slowly rotate the swab 3-5 times over
nostrils until reachesthe posterior the surface of the posterior nasophar-
nasopharynx. ynx.

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

V.

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Y.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

Shake well before using.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

Shake well before using.

e

Add 3 drops of specimen tothe sample
well.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Add 3 drops of specimen tothe sample
well.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

36 B [

Positive Negative Invalid
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COVID-19/FLU A+B/RSV/MP/ADV
Combo Rapid Test Kit
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s One Step Rapid Test

|

BBO 0 TESTS = COVID-19/FLU A+B/RSV/MP/ADV
o e = Combo Rapid Test Kit
s A EE
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COVID-19/FLU A+B/RSV/MP/
ADV Combo Rapid Test Kit

This kit is only used for the in vitro qualitative
detection of respiratory multipathogen antigen
COVID-19/Influenza A virus/Influenza B virus/Re-
spiratory syncytialvirus/Mycoplasma pneumoni-
ae/Adenovirus from human nasal/nasopharyn-
geal Swabspecimens. The test is intended for the
differentiation of SARS-CoV-2/Influenza A virus/I-
nfluenza B virus/Respiratory syncytial virus/My-
coplasma pneumoniae/Adenovirus from individu-
als who are suspected of respiratory tract disease
infection.

¥

Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynx.

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

Y.

Shake well before using.

(oo

Add 3 drops of specimen tothe sample
well.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Place the swab into one ofpatient's
nostrils until reachesthe posterior
nasopharynx.

Strep A Antigen Rapid Test Kit

Accurate * User-Friendly « CLIA-Waived

Our Strep A Rapid Test Cassette is a
state-of-the-art immunochromatographic assay
designed for the qualitative detection of Group A
Streptococcus antigen in throat swab specimens.
Engineered for precision and efficiency, this test
delivers reliable results within 15 minutes,
empowering healthcare professionals to make
timely clinical decisions.

Specimen: Throat Swab
Result time: 15 minutes
Material: Plastic
Certification: CE, ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

¥

Slowly rotate the swab 3-5 times over
the surface of the posterior nasophar-
ynx.

Insert the swab in collectiontube to the
bottom, rotate andsqueeze the swab 10
times.

Rotate and squeeze the tubeseveral
times with fingers fromoutside of the
tube to unwater theswab. Remove the
swab.

Screw the cap on the sampletube.

V.

Shake well before using.

Add 3 drops of specimen tothe sample
well.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Tuberculosis (TB) Rapid Test Kit

CTB101B (] 2024-08-16 & 2026.08-15

®

Tuberculosis (TB) Rapid
Test Kit

The Tuberculosis (TB) Rapid Test Kit (Whole
Blood/Serum/Plasma) is a rapid chromato-
graphic immunoassay for the qualitative detec-

@ %

WL One Step Rapid Test gg

Tuberculosis (TB) Rapid Test Kit

tion of anti-TB antibodies (Isotypes IgG, IgM
and IgA) in whole blood, serum or plasma spec-
imens. This test is intended for the rapid diagno-
sis of active tuberculosis (TB) .

!

Unscrew the cap of the feces
collection tube and take out
the applicatior stick.

F¥wn

Dip the applicator stick into
stool specimen at 3 different
sites.

S.typhi/S.paratyphi
Rapid Test Kit

Antigen

The S.typhi/S.paratyphi Antigen Rapid Test Kit
is a rapid chromatographic immunoassay for
the qualitative detection of Salmonella typhi and
Salmonella paratyphi antigens in human fecal
specimens to aid in the diagnosis of Salmonella
typhi and paratyphi infection.

Specimen: Feces

Result time: 10 minutes
Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

/A

Replace the applicator in the
tube and tighten securely
Shake well before use

Then add 2-3 drops into the
sample well

read result between 5-10 minutes

silligle!

Positive Negative Invalid

Bugess S CTB101B (4] 2024-08-16 3 2026-08-15
- : WX"C ¥ 1 1est” .
= - Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes
Material: Plastic
Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
~
AN ,
Press the lancet, on the side from
Carefully pull off and dispose the Use the alcohol pad to clean the where the cap was extracted; against
released cap of the lancet. fingertip of the middle or ring finger as the fingertip (it is advisable the ring
the puncturesite. finger side).The tip retracts automati-
cally and safely after use.
)\’\
S
With hi h . Use quantitative dropper to draw the
ithout touching the puncture site, blood sample up to the demarcation line
massage the hand towards the at the thin tip of the dropper . Massage Transfer all collected blood samples of
fingertip, keeping the hand pointing your finger again to obtain more blood If capillary tube into the sample well (S) of
downwards to obtain the sample of there's not enough blood. Avoid air the cassette, by squeezing the dropper
blood. bubbles. bulb.
Cp={C C C
Tl T T T
After all blood completely absorbed, Read results at 10-15 minutes. Do not » . .
add about 1-2 drops of diluent buffer interpret the result after 30 minutes. Positive  Negative  Invalid
into the sample well (S) of the cassette.
.. PAGE 25
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Calprotectin (CALP) Rapid Test Kit

o7 CCA101F (] 2024-08-16 &

Calprotectin (CALP) Rapid Test Kit 1K r
.

H.pylori Antigen Rapid Test Kit

The H. pylori Rapid Test Kit is a cutting-edge
immunochromatographic assay designed for
the qualitative detection of Helicobacter pylori
antibodies (IgG/IgA) in human serum, plasma,
or whole blood samples. Aiding in the prompt
identification of H. pylori infections linked to
gastritis, peptic ulcers, and gastric cancer risk.

Specimen: Feces
Result time: 10 minutes
Material: Plastic

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

/A

= r SemiQ*®

1 cPe1018 () 2024.08.15

Buffer - ——

Procalcitonin (PCT) Rapid Test Kit

| ) One Step Rapid Test
U
T
V.20 Procalcitonin (PCT) Rapid Test Kit

e I — 0 CPe1018 ] 20260816 & 20260815
| 408 =

Syphilis (TP) Antibody Rapid Test
Kit

The Syphilis (TP) Rapid Test Kit is a highly sen-
sitive immunochromatographic assay designed
for the qualitative detection of Treponema pall-
idum antibodies (IgG/IgM) in human serum,
plasma, or whole blood samples. Allows for
timely screening and management of syphilis
infections, a critical step in preventing severe

1 yest

[0
> chE
=
S

’

Unscrew the cap of the feces
collection tube and take out
the applicatior stick.

Dip the applicator stick into
stool specimen at 3 different
sites.

Replace the applicator in the
tube and tighten securely
Shake well before use

~

Carefully pull off and dispose the
released cap of the lancet.

complications such as neurosyphilis and con-
genital transmission.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

~

Press the lancet, on the side from

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

¢

Then add 2-3 drops into the
sample well

read result between 5-10 minutes

slligle!

Positive Negative Invalid

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

B PAGE 27
|

After all blood completely absorbed,
add about 1-2 drops of diluent buffer
into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Thyroid Function Test Series

Dengue Combo Rapid
Test kit

Thyroid Stimulating Hormone
(TSH) Rapid Test Kit

SemiQ® — —
e _ _ _ ["’"’";’Z:.::’"’;:’::::;‘"’;:::::’,:"' The TSH Rapid Quantitative Test Kit is a highly
¥ FEEE - The Tuberculosis (TB) Rapid Test Kit (Whole precise immunoassay designed for the quanti-
- L B~ Blood/Serum/Plasma) is a rapid chromato- tative measurement of thyroid-stimulating
= hormone (TSH) in human serum, plasma, or

Influenza A+B (FLU A+B) Rapid Test Kit

7 graphic immunoassay for the qualitative detec-

tion of anti-TB antibodies (Isotypes 1gG, IgM whole blood. This advanced diagnostic tool aids

g @>O0

(4
A
[OTICFAB201 (] 2024-08-16 53 2026-08-15 B
.
Psitive Megative Inwlid
= 1 TEST o
” 4 ! | 5

=z and IgA) in whole blood, serum or plasma spec-
. imens. This test is intended for the rapid diagno-

N g sis of active tuberculosis (TB) . ders.
. SemiQ® &y 1 .
=N ; Specimen: Whole Blood /Serum/Plasma % e Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes Ty Sumtaing Hormone (TSH) Rapia Test it ﬁr Result time: 10 minutes
Material: Plastic B m omowe of meanie 2 anzsooiof JREER Material: Plastic
Certification: CE, 1ISO13485 e X W”-f“'l Certification: CE, 1ISO13485

~

Carefully pull off and dispose the
released cap of the lancet.

Storage Temperature: 2-30 C
Shelf Life: 24 Months

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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~

released cap of the lancet.

Carefully pull off and dispose the

Storage Temperature: 2-30 C
Shelf Life: 24 Months

Sensitivity:5 plU/ml

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

blood.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer
into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

in the evaluation of thyroid function, supporting
the diagnosis and management of thyroid disor-
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Creatine Kinase MB (CK-MB)
Rapid Test Kit

Myoglobin (MYOQO) Rapid
Test Kit

H ® [ ® <A @
SemiQ SemiQ® &

Influenza A+B (FLU A+B) Rapid Test Kit

o dmee Smomuae RUme - The Tuberculosis (TB) Rapid Test Kit (Whole

L - B -— ] ©— Blood/Serum/Plasma) is a rapid chromato-
=Ee—————= graphic immunoassay for the qualitative detec-
tion of anti-TB antibodies (Isotypes IgG, IgM

and IgA) in whole blood, serum or plasma spec-

Creatine Kinase MB (CK-MB) Rapid Test Kit

The CK-MB Rapid Test is a highly accurate
immunochromatographic assay for the detection
of creatine kinase-MB isozymes in human serum
or plasma samples. As an important biomarker
of myocardial injury, this kit supports timely clini-

[T CcT101B (] 2024-08-16 (3 2026-08-15

Influenza A+B (FLU A+B) Rapid Test Kit

(4 c

A A

[OTCFAB201  (+] 2024-08-16 52 2026-08-15 B B
e Fositive Megative Iovalid Positive Negative Imalid
—t k2" i B Eh

cal decision making in emergency and critical

imens. This test is intended for the rapid diagno- , ) i ) )
g \t/ :, sis of active tuberculosis (TB) . care settings by enablln.g rgpld apd reliable diag-
| A nosis of acute myocardial infarction (AMI).

~

Carefully pull off and dispose the
released cap of the lancet.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, ISO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

~

Press the lancet, on the side from

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

~

Carefully pull off and dispose the
released cap of the lancet.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1ISO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

~

Press the lancet, on the side from

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper

After all blood completely absorbed,
add about 1-2 drops of diluent buffer
into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

After all blood completely absorbed,
add about 1-2 drops of diluent buffer
into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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One Step Rapid Test

Cardiac Troponin | (cTnl) Rapid Test Kit

Cardiac Markers Test Series

Cardiac Troponin | (cTnl)
Rapid Test Kit

The Tuberculosis (TB) Rapid Test Kit (Whole
Blood/Serum/Plasma) is a rapid chromato-
graphic immunoassay for the qualitative detec-
tion of anti-TB antibodies (Isotypes IgG, IgM
and IgA) in whole blood, serum or plasma spec-
imens. This test is intended for the rapid diagno-
sis of active tuberculosis (TB) .

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

~

Carefully pull off and dispose the
released cap of the lancet.

Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

~

Press the lancet, on the side from

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

~

Carefully pull off and dispose the
released cap of the lancet.

MY O/CKMB/cTnl Combo Rapid

Test Kit

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic
Certification: CE, ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

PAGE 33

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

The MYO/CK-MB/cTnl Combo Rapid Test Kit is
a rapid chromatographic immunoassay for the
qualitative detection of human Myoglobin,
CK-MB and cardiac Troponin | in whole blood,
serum or plasma as an aid in the diagnosis of
myocardial infarction (MI).
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NT-proBNP Rapid Test Kit H-FABP Rapid Test Kit

. 3 ®
SemiQ®

H-FABP Rapid Test Kit

The H-FABP Rapid Test Kit is a lateral flow
chromatographic immunoassay for the qualita-
tive detection of Heart Type Fatty Acid Binding
Protein (H-FABP) in human whole blood,

CHF101B (20240816 (& 2026-08:15-

SemiQ® X"

AN

The NT-proBNP Rapid Test Cassette is a rapid
chromatographic immunoassay for the qualita-
tive detection of human NT-proBNP in whole

NT-proBNP Rapid Test Kit

[T CBNP101B (~f] 2024-08-16 & 2026-08-15.-

~ semia® A T blood, serum or plasma as an aid in the diagno- - serum, and plasma samples as an aid in the
— Sl Ore Step Rapid Test ;g R . . . WZO Jeats . . . . .
— sis of congestive heart failure (CHF). diagnosis of acute myocardial infarction (AMI)

NT-proBNP Rapid Test Kit Jinan Chuangxingwell Biotech Co., Ltd

(heart attack).

CBNP101B (] 2024-08-16 53 2026-08-15

Bt !

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1ISO13485

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes
Material: Plastic

~ ;

Carefully pull off and dispose the
released cap of the lancet.

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

~

Carefully pull off and dispose the
released cap of the lancet.

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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NT-proBNP Rapid Test Kit
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NT-proBNP

Tumour Markers Test Series

~

Carefully pull off and dispose the
released cap of the lancet.

D-Dimer Rapid Test Kit

A CLIA-waived immunochromatographic assay
for detecting D-Dimer (0.5 ug/mL) in whole
blood, plasma, or serum. Utilizes monoclonal
antibodies to deliver results in 15 minutes with
>08% sensitivity and >95% specificity.
CE-marked, ISO 13485 compliant, ideal for
point-of-care thrombosis screening.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1ISO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Sensitivity:500 ng/ml

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

o 3 ®
SemiQ® &

H-FABP Rapid Test Kit

CHF101B (4] 2024-08-16 &3 2026-08-15

Buffer "

\

S

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

~

Carefully pull off and dispose the
released cap of the lancet.

B

Carcinoembryonic (CEA)
Rapid Test Kit

A rapid immunochromatographic assay for
semi-quantitative detection of Carcinoembryon-
ic Antigen (CEA) in serum/plasma. Delivers
results in 15 minutes with >95% sensitivity and
>90% specificity, aiding colorectal cancer
screening, therapy monitoring, and recurrence
assessment. CE-certified, CLIA-waived, and
operable at room temperature. Ideal for labs
and clinics.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Sensitivity:5 ng/mL

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

B PAGE 37

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Alpha Fetoprotein (AFP)
Rapid Test Kit

A rapid immunochromatographic assay for
qualitative detection of AFP in serum, plasma,
or whole blood. Utilizing monoclonal antibodies,
it delivers results in 15 minutes, aiding in hepa-

- g ®
SemiQ® &

H-FABP Rapid Test Kit

CHF101B (4] 2024-08-16 &3 2026-08-15

Fecal Occult Blood (FOB)
Rapid Test Kit

A rapid, non-invasive diagnostic tool using
colloidal gold immunochromatography to detect
occult blood in stool samples within 5—10 min-
utes. Ideal for colorectal cancer screening and

: A&y _ tocellular carcinoma screening, prenatal neural Gl bleeding assessment, with >99% sensitivity.
— D ore Step Rapid Test ;g NT-preBhE . . ’ . . ’
_— tube defect assessment, and germ cell tumor CE/FDA certification, and no instrumentation

CBNP101B (] 2024-08-16 53 2026-08-15
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NT-proBNP Rapid Test Kit

N-X“ WI Lssl’

~

Carefully pull off and dispose the
released cap of the lancet.

monitoring. CLIA-waived with >97% sensitivi-
ty/specificity. CE-marked for point-of-care use.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes
Material: Plastic

Certification:CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
Sensitivity:10 ng/mL

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

!

Buffer "

\

S

B

required. Suitable for clinics, labs, and home
use.

Specimen: Feces

Result time: 10 minutes
Material: Plastic
Certification: CE, ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
Sensitivity:50 ng/mL

/A

Unscrew the cap of the feces
collection tube and take out

Dip the applicator stick into
stool specimen at 3 different

Replace the applicator in the
tube and tighten securely

7N

N—. the applicatior stick. sites. Shake well before use
S
. . . Use quantitative dropper to draw the
Without touching the puncture site, blood sample up to the demarcation line
massage the hand towards the at the thin tip of the dropper . Massage Transfer all collected blood samples of
fingertip, keeping the hand pointing your finger again to obtain more blood If capillary tube into the sample well (S) of
downwards to obtain the sample of there's not enough blood. Avoid air the cassette, by squeezing the dropper
blood. bubbles. bulb.
Cl=={C (o3 C
T |T T T
Cp=C C C
Tl T T T N -:.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer
into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

Positive Negative Invalid

Then add 2-3 drops into the
sample well

read result between 5-10 minutes

Positive Negative Invalid
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Transferrin (TRF) Rapid Test Kit
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A rapid immunochromatographic assay for
qualitative/semi-quantitative detection of trans-
ferrin in human serum, plasma, or urine. Utiliz-
ing monoclonal antibody technology, it delivers
results in 10 minutes with >97% sensitivi-
ty/specificity, aiding diagnosis of iron-deficiency
anemia, protein-losing enteropathy, and renal
disorders.

Specimen: Feces

Result time: 10 minutes
Material: Plastic
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months
Sensitivity:40 ng/mL

/A

- ® <
SemiQ «

H-FABP Rapid Test Kit

CHF101B (4] 2024-08-16 &3 2026-08-15

Unscrew the cap of the feces
collection tube and take out
the applicatior stick.

Dip the applicator stick into
stool specimen at 3 different
sites.

Replace the applicator in the
tube and tighten securely
Shake well before use

O N G

J

Then add 2-3 drops into the
sample well

read result between 5-10 minutes

slligle!

Positive Negative Invalid

Unscrew the cap of the feces
collection tube and take out
the applicatior stick.

Fecal Occult Blood/Transferrin
(FOB/TRF) Rapid Test Kit

This immunochromatographic assay enables
simultaneous detection of occult blood and
transferrin in stool samples, aiding in gastroin-
testinal bleeding screening. With >95% sensi-
tivity/specificity, it differentiates lower/upper Gl
bleeding within 10 minutes. CE-marked and
CLIA-waived, ideal for clinics, labs, and home
testing. No instrumentation required. Storage:
2-30°C.

Specimen: Feces

Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Sensitivity:FOB:50 ng/mL  FOB:50 ng/mL

/A

Dip the applicator stick into
stool specimen at 3 different
sites.

Replace the applicator in the
tube and tighten securely
Shake well before use

B PAGE 41
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Then add 2-3 drops into the
sample well

read result between 5-10 minutes

silligle!

Positive Negative Invalid
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Ferritin (Fer) Rapid Test Kit
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7 1 test

~

Ferritin (Fer) Rapid Test Kit

A rapid immunochromatographic assay for
quantitative detection of ferritin in serum/plas-
ma. Delivers results in 10-15 minutes with
>95% sensitivity and >90% specificity. CE-certi-
fied and ISO 13485 compliant, it enables
precise anemia diagnosis, iron deficiency
screening, and chronic disease monitoring in
clinics, labs, and emergency settings. No instru-
mentation required.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, 1SO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Sensitivity:20 ng/mL

~

Press the lancet, on the side from

o 3 ®
SemiQ® &

H-FABP Rapid Test Kit
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Buffer "

\

S

Carefully pull off and dispose the
released cap of the lancet.

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

~

Carefully pull off and dispose the
released cap of the lancet.

Thyroid Stimulating Hormone
(TSH) Rapid Test Kit

B

A CLIA-waived immunochromatographic assay
for quantitative TSH detection in serum,
plasma, or whole blood. Delivers results in 10
minutes with >99% clinical accuracy, aiding
diagnosis of hypothyroidism and hyperthyroid-
ism. CE/ISO-certified, ideal for point-of-care
clinics and laboratories.

Specimen: Whole Blood /Serum/Plasma
Result time: 10 minutes

Material: Plastic

Certification: CE, ISO13485

Storage Temperature: 2-30 C

Shelf Life: 24 Months

Sensitivity:5 plU/ml

~

Press the lancet, on the side from

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

B PAGE 43

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Prostate Specific Antigen

(PSA) Rapid Test Kit 25-OH VD Rapid Test Kit
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2

This immunochromatographic assay provides This immunochromatographic assay quantita-

. SSIQC rapid, semi-quantitative detection of PSA in psmeditotiiiny < tively detects 25-hydroxy vitamin D in
_ Feritn (Fer) Rapid Test Kit serum, plasma, or whole blood within 15 min- serum/plasmal/fingerstick blood within 15 min-
. = G utes. Utilizing monoclonal antibody technology, utes. Featuring 95% sensitivity and 97% speci-

ficity (cutoff: 20 ng/mL), its CLIA-waived design
requires no instruments, ideal for primary care
and home monitoring. CE-marked and ISO
13485-certified, ensuring reliable vitamin D
status assessment.

it delivers >95% sensitivity/specificity for pros-
tate health monitoring and early cancer screen-
ing. CLIA-waived, CE-marked, and ideal for
point-of-care use in clinics or labs.

EoFitae _

s

Ferritin (Fer) Rapid Test Kit

CFE101B (] 2024-08-16 g3 2026-08-15

¢
N/Y 7 1 test

o Specimen: Whole Blood /Serum/Plasma
] Result time: 10 minutes

Material: Plastic

Certification: 1ISO13485

Storage Temperature: 2-30 C

Specimen: Whole Blood /Serum/Plasma
= Result time: 10 minutes
P EF B Material: Plastic

| I Certification: CE, 15013485

~

Carefully pull off and dispose the
released cap of the lancet.

Shelf Life: 24 Months

Sensitivity:4 ng/mL

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

7 \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

~

Carefully pull off and dispose the
released cap of the lancet.

— ' Storage Temperature: 2-30 C

Shelf Life: 24 Months
Sensitivity:30 ng/mL

Use the alcohol pad to clean the
fingertip of the middle or ring finger as
the puncturesite.

~

Press the lancet, on the side from
where the cap was extracted; against
the fingertip (it is advisable the ring
finger side).The tip retracts automati-
cally and safely after use.

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid

Without touching the puncture site,
massage the hand towards the
fingertip, keeping the hand pointing
downwards to obtain the sample of
blood.

v \

Use quantitative dropper to draw the
blood sample up to the demarcation line
at the thin tip of the dropper . Massage
your finger again to obtain more blood If
there's not enough blood. Avoid air
bubbles.

Transfer all collected blood samples of
capillary tube into the sample well (S) of
the cassette, by squeezing the dropper
bulb.

B PAGE 45

After all blood completely absorbed,
add about 1-2 drops of diluent buffer

into the sample well (S) of the cassette.

Read results at 10-15 minutes. Do not
interpret the result after 30 minutes.

silligle!

Positive Negative Invalid
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Gynecology Test Series

Candida albicans Antigen Rapid
Test Kit

Trichomonas vaginalis Antigen
Rapid Test Kit

B A& Candida albicans Antigen Rapid Test Kit is an - Trichomonas vaginalis Antigen Rapid Test Kit is
S o 5o i Test NP - immunochromatographic test kit for the rapid RS ) an immunochromatographic test kit for the rapid

Candida albicans Antigen Rapid Test Kit

ELY

ep1puzy

detection of Candida albicans infections, which
is mainly used in clinical aids for the diagnosis of

Trichomonas vaginalis Antigen Rapid Test Kit

CTVIOIV (] 2024.08-16 &3 202

Trichomonas

detection of Trichomonas vaginalis antigen for
the clinical diagnosis of Trichomonas vagi-

PR i o et Candida vaginitis and other infections. %\;f s=—| nitis/urethritis.
— o ARy e ~
= Trichomonas vaginalis Antigen Rapid Test Kit (o
E CTVI01V (] 2024-08-16 g3 2026-08-15 U
i i :7 N/l/ i 7 1 test Wit restive 1naiie . .
Specimen: Vaginal Swab = oo e Specimen: Vaginal Swab
Result time: 10 minutes - Result time: 10 minutes
Material: Plastic Material: Plastic

v

Collect vaginal secretion by

Rotate and squeeze the tubesev-

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Y.

Screw the cap on the sampletube. Screw the cap of tube

¥

Collect vaginal secretion by

Rotate and squeeze the tubesev-

Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Y

Screw the cap on the sampletube. Screw the cap of tube

swab,Insert the swab in
collectiontube to the bottom.

swab,Insert the swab in
collectiontube to the bottom.

eral times with fingers fromout-
side of the tube to unwater
theswab. Remove the swab.

eral times with fingers fromout-
side of the tube to unwater
theswab. Remove the swab.

tightly.Shake up and down
5-10 times.

tightly.Shake up and down
5-10 times.

35 B [

Positive Negative Invalid

silligle!
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Read results at 10-15
minutes. Do not interpret the
result after 30 minutes.

Add 2 drops of mixed Read results at 10-15
sample into sample well. minutes. Do not interpret the
result after 30 minutes.

Unscrew the cap of
the collection tube.

Unscrew the cap of
the collection tube.

Add 2 drops of mixed
sample into sample well.
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Gardnerella vaginalis Antigen

Rapid Test Kit Vaginitis Combo Rapid Test Kit

SemiQ® N

'Vaginitis Combo Rapid Test Kit

2

Vaginitis Combo Rapid Test Kit is an immuno-

' chromatographic test kit for the detection of
Candida albicans, Trichomonas vaginalis,
Gardnerella vaginalis in vaginal secretions and
is suitable for assisting in the diagnosis of vagi-
nitis and urethritis.

Gardnerella vaginalis antigen rapid test kit is an
immunochromatographic test kit for the detec-
tion of Gardnerella vaginalis antigen, mainly
used to assist in the diagnosis of bacterial vagi-
nosis.

SemiQ® !

Gardnerella vaginalis Antigen Rapid Test Kit
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~ Gardnerella vaginalis Antigen Rapid Test Kit
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Specimen: Vaginal Swab
Result time: 10 minutes
Material: Plastic
Certification: CE, 1SO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Specimen: Vaginal Swab :

Resulf[ time: 10_ minutes mwm-w;;;&r
Material: Plastic e = |
Certification: CE, 1ISO13485
Storage Temperature: 2-30 C
Shelf Life: 24 Months

Vaginitis Combo Rapid Test Kit
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Collect vaginal secretion by
swab,Insert the swab in
collectiontube to the bottom.

Rotate and squeeze the tubesev-
eral times with fingers fromout-
side of the tube to unwater
theswab. Remove the swab.

Screw the cap on the sampletube.

Screw the cap of tube
tightly.Shake up and down
5-10 times.

Collect vaginal secretion by
swab,Insert the swab in
collectiontube to the bottom.

Rotate and squeeze the tubesev-
eral times with fingers fromout-
side of the tube to unwater
theswab. Remove the swab.

Screw the cap on the sampletube.

Screw the cap of tube
tightly.Shake up and down
5-10 times.

silligle!

Positive Negative Invalid

slligle!

Positive Negative Invalid

Read results at 10-15
minutes. Do not interpret the
result after 30 minutes.

Add 2 drops of mixed
sample into sample well.

Unscrew the cap of

Add 2 drops of mixed Read results at 10-15
the collection tube.

sample into sample well. minutes. Do not interpret the
result after 30 minutes.

Unscrew the cap of
the collection tube.
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Company Introduction

SemiQ®

Certification

SO 13485 and CE

POSI
CERTIFICATE

This is to certify that the Quality Management System of

TAUEIES

Jinan Chuangxingwell Biotech Co., Ltd.

Business License Number: 91370100MA3QXPQAIR
Registered Address: Building 1-2B~402, Liando U Valley, Gangyuan Sixth Road, Jinan Zhangjin
Comprehensive Bonded Zone, Gaoxin District, Jinan City, Shandong Province, China
Audit Address: Building 1-2B-402, Liando U Valley, Gangyuan Sixth Road, Jinan Zhangjin
Comprehensive Bonded Zone, Gaoxin District, Jinan City, Shandong Province, China

applicable to

Production and Distribution of In Vitro Diagnostic Kits for protein test,
drug of abuse (immunochromatography), Infectious Diseases (export only)

has been assessed and registered by POSI against the provisions of

GB/T 42061-2022/ISO 13485:2016
This registration is subject to the company maintaining a Quality Management System,
to the above standard, which will be monitored by POSI.
Certified organization shall accept regular it the validity of certificates shall be
maintained for the positive result of audit.
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Please consult the website: www.posicert.com.
The certificate information is also available on the CNCA official website: http://cx.cnea.cn.

T
MANAGEMENT SYSTEMs.
CERTIFICATION 800Y.

General Manager

Certificate Registration No: 381240177R0S
Initial issuc date: 20240529 Tssucdater 20240529 Valid until: 2027.05.28

e ‘Shanghai POST Certiication Co, Ltd.
ﬁ Room 14024, No 1500, Ce , Trade Zone. Email

CERTIFICATE @

&=~ m e EEl

PRODUCTOS SANTTARIOS

N/REF: PS/RPS/1720/2024 PS/17202024

o F 1 C 1 0

Jinan Chusngingell Biotech Co., Lid.

Con fecha 17/06/2024 ha sido registrada en la aplicacion de Registro de Responsables de Ia puesta de mercado
de Productos Sanitarios (RPS) de la Agencia Espaiola de Medicamentos y Productos Sanitarios (AEMPS) la
comunicacién presentada por RIOMAVIX SL, con la siguiente informacién:

1. Niimero de identificacién asignado en el registro

RPS/1720/2024

2 puesta en el mercad
Empresa RIOMAVIX SL
Calle de Almansa 55,1D
28039 - Madrid (MADRID)
Madrid, Comunidad de

Encalidadde  Representante

3. Legislacion que dec!
DIV~ Directiva 9379 EC.

4. Pigi ici itarios incluidos en esta
REGISTRO ES DE LA PUESTA EN EL NITARIO!
DEPARTAMENTO DE PRODUCTOS SANITARIOS

CERTIFICATION

IEXO: PRODUCTOS SANITARIOS COMUNICADOS POR EL RESPONSABLE

. RIOMAVIX SL comercial Fecha de introduccion en el mercado
Comunicacién: RPS/1720/2024 Callo do Almara 55,1D e Finalidad v
N AEMPS: 24-02465 28039 - Madrid
Fecha: 1700612024 - s Milk Alcohol Rapid Test e 011052022
MADRID El coadyuvant una lactancia segura.
Asunto: Anotacion de la comunicacion L oxOsTCO RO dywvant para s NOTIFICATION OF REEISTRATIE
en el Registro de Responsables y icacior
1 mercado de Fabricante Pais This is to certify that, according to the European Council Directive 88/79
rios. REPUBLICA POPULAR CHINA/ natification duties and responsibilities as the Eurnnaan Authnnmd ﬂepmsenta g

PEOPLES REPUBLIC OF CHINA

Company History

C E EC Declaration of Conformity ( €

Manufacturer: Jinan Chuangxingwell Biotech Co., Lid.
Add: Building 1-28-402, Liando U Valley, Gangyuan Sixth

Road, Jinan Zhangjin Comprehensive Bonded Zone, Gaoxin
District, Jinan city, Shandong Province, China.

Whose Single Riomavix S.L.

Authorized EU- Add : Calle de Almansa 55, 1D, Madrid 28039 Spain

Representative: E-mail: leis@riomavix com

Tel - +34 658 396 230
(SRN: ES-AR-000001202)

Product Name: Breast Milk Alcohol Rapid Test kit
Intended Use: The adjuvant for safe breastfeeding.

Classification : Others of ANNEX Il of IVDD
Conformity Assessment Route- Annex Ill

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the manufacturer.

General applicable directives
In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards:

EN SO 13485:2016, EN ISO 15223-1:2021, EN ISO 14971:2019/A11:2021,
EN 13641: 2002, EN ISO 18113-1:2011, EN 150 181132: 2011, EN 136122002
EN ISO 23640:2015, EN 1SO 204172021

Signature:

Name:

Title General manager
Place/Date: China, Mar.21, 2022

EC Declaration of Conformity, DOC No.: CXWI/CE-DoC-1, AID

DEPARTAMENTO!

MANUFACTURER: Jinan Chuangxingwell Biotech Co. Ltd. b

.
. Riomavix S.L.performed  all
|

[
ADDRESS: Building I-28-402 Liando U Valley. Gangyuan Sixth Road. Jinan Zhangjin Comprehensive Bonded Zone,

Gaoxin District, Jinan city

The manufacturer has provided Riomavix SL. with all the appropriate declaration accnr&fug to

the European Council Directive 88/79/EC including the Declaration of Conformity confirmin
vitro diagnostic medical device, as stipulated here below, is fulfillng the essential requirements of t

Council Directive 38/79/EC.
IVD Devices: Breast Milk Alcohol Rapid Test kit
Classffication: Others

R that its in
e European

Where the manufacturer affix the CE mark to the device listed they must ensure that all the essential requirements

of European Council Directive 88/73/EL are met

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Autharity |Is %;\fed of the manufacture’s device and

has allocated registration. The registration number is Rf

p lalegisacion vigente.U Registro de Responsables segin ¢l articulo 9 del RD
‘Agencia Espahols ce edicamentos y Productos Santarios (AEHPS) osv: Acoe CSV: PTZZWSHSTIXSPAZaAERS
Fecha d laima: 17062024 fima: 17082024 H
Pigoa 102 ciouwezo, 1 eoncios Pigrazde2 comwen st
T 91 822 5490 o 91 822 54 80 Riomavix S.L. (ES-AR-000001202)
Foioi o250 et

Calle de Almansa S5, 1D, Madrid 28039 Spain

Issue date: 17/Jun/2024
Cert. No.: R20240518-01

3
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Developed platform
software,Obtained
many certifications
and copy rights.

Company
establishment.

e O

Company Strength

9

Started development
and production of
drug analysers and
test reagents.

Drug testing sales

reached $1 million.

@ ®
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Technology R&D Center

The company has a professional
biological research and develop-

Production R&D Center

assessment for people on duty,

Conduct weekly training and We have multiple
production equipment and a complete

A\

Professiona Equipment

Obtained CE certification
for 70+IVDD products
started cross-border

Invested 8 million to e-commerce......
buy production
workshop.

Standard Workshop

professional We have a production

workshop of over 800 square

ment team of more than 20 strictly implement system set of processes, on meters, which complies with
engineer, focusing on improving documents, and improve technology platforms as the quality management
the development process of production and quality control colloidal gold, fluorescence standards for medical device
reagents and equipment. capabilities. chromatography, and chemilumines- production.

cence.
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