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STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices’ on the feﬁgory of the Republic of Moldova.
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Date:2024/3/22 7

Digitally signed by Dolgopol Iulian
Date: 2024.03.27 10:33:45 EET
Reason: MoldSign Signature
Location: Moldova
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagent and Instrument for the
Detection of Drugs of Abuse, Fertility, Infectious
Diseases, Oncology, Biochemistry, Cardiac Diseases,
Allergic Disease based on Rapid Test, PCR and Liquid
Biochip Method.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

C@IL\/

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

un 7 ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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CE-DOC-0G029
c € Version 4.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) GCMAL(pf/pv)-402a

Classification: Other
Conformity assessment route:  Annex Il (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: QARAD BV

EC Representative’s Address: Cipalstraat 3, 2440 Geel, BELGIUM

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: March 4, 2022 3
’J. ANy

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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CE-DOC-0G039
c € Version 1.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

H. pylori Ag Rapid Test Strip (Feces) GCHP-601a
H. pylori Ag Rapid Test Cassette (Feces) GCHP-602a
Classification: Other

Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: November 28, 2017 2
’J. g o

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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CE-DOC-0OG060
c € Version 1.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b
Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b
Classification: Other

Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: November 28, 2017 2
’J. g o

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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CE-DOC-0G285
c € Version 1.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Giardia lamblia Antigen Rapid Test Cassette (Feces) GCGIA-602a

Classification: Other
Conformity assessment route:  Annex Ill (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: CMC Medical Devices & Drugs S.L

EC Representative’s Address: C/Horacio Lengo N° 18, CP 29006, Mélaga, Spain

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Ty P

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President

Date Signed: May 20, 2022




Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) C€

INTENDED USE

The Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) is a rapid lateral flow chromatographic immunoassay for the
simultaneous detection and differentiation of Malaria P.falciparum specific histidine rich protein-2 (Pf HRP-II) and Malaria
P.vivax specific lactate dehydrogenase (Pv-LDH) in human blood specimen as an aid in the diagnosis of Malaria
infection.lt is for In-Vitro Diagnostic use only.

INTRODUCTION

Malaria is a serious, sometimes fatal, parasitic disease characterized by fever, chills, and anemia and is caused by a
parasite that is transmitted from one human to another by the bite of infected Anopheles mosquitoes. There are four
kinds of malaria that can infect humans: Plasmodium falciparum, P. vivax, P. ovale, and P. malariae. In humans, the
parasites (called sporozoites) migrate to the liver where they mature and release another form, the merozoites. The
disease now occurs in more than 90 countries worldwide, and it is estimated that there are over 500 million clinical cases
and 2.7 million malaria-caused deaths per year. At the present, malaria is diagnosed by looking for the parasites in a drop
of blood. Blood will be put onto a microscope slide and stained so that the parasites will be visible under a microscope.

PRINCIPLE

The Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) contains a membrane, which is precoated with mouse
monoclonal antibodies specific to HRP-II of P. falciparum on test line Pf region and with mouse monoclonal antibodies
specific to lactate dehydrogenase of P.vivax species on test line Pv region respectively. Conjugate pad is dispensed with
monoclonal antibodies conjugated to colloidal gold, which are specific to P.falciparum histidine rich protein-2 (Pf HRP-II)
and specific to the lactate dehydrogenase of P.vivax.

During the assay, an adequate volume of the blood specimen is dispensed into the sample well (S) of the test cassette,
a lysis buffer is added to the buffer well (B). The buffer contains a detergent that lyses the red blood cells and releases
various antigens, which migrate by capillary action across the strip held in the cassette. Pv-LDH if presents in the
specimen will bind to the Pv-LDH-gold conjugates. The immunocomplex is then captured on the membrane by the
pre-coated anti-Pv-LDH antibody, forming a burgundy colored Pv band, indicating a Pv positive test result.
Alternatively, pHRP-II if presents in the specimen will bind to the pHRP-II-gold conjugates. The immunocomplex is then
captured on the membrane by the pre-coated anti-pHRP-II antibodies, forming a burgundy colored Pf band, indicating a
Pf positive test result.

Absence of any T bands suggests a negative result. The test contains an internal control (C band) which should exhibit
a burgundy colored band of the immunocomplex of goat anti- mouse IgG | mouse IgG (anti-Pv-LDH and
anti-pHRP-Il)-gold conjugates regardless of the color development on any of the T bands. Otherwise, the test result is
invalid and the specimen must be retested with another device.

MATERIALS SUPPLIED

25 Sealed pouches each containing a test cassette, a dropper and a desiccant
1 Buffer, 7.0 mL
1 Package insert

MATERIAL REQUIRED BUT NOT PROVIDED

1. Clock or timer
2. Collection by venipuncture: collection tube (containing EDTA, citrate or heparin)
3. Collection using a lancet: sterile lancet

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened, preferably at 2°C-30°C. Do not expose
the kit over 30°C. Do not freeze the kit. Ensure that the test device is brought to room temperature before opening. The
test device is stable through the expiration date printed on the sealed pouch if it is stored at 2°C-30°C.

WARNINGS AND PRECAUTIONS

1. For professional in vitro diagnostic use only. Do not use after expiration date.

2. The instruction must be followed exactly to get accurate results. Failure to follow the insert gives inaccurate test
results.

3. Do not eat, drink or smoke in the area where the specimens or kits are handled.

4. Handle all specimens as if they contain infectious agents. Observe established precautions against microbiological
hazards throughout testing and follow the standard procedures for proper disposal of specimens.

5. Hemolized blood may be used for the testing, but do not take precipitants.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are being
tested.

7. Humidity and temperature can adversely affect results.

8. Do not perform the test in a room with strong air flow, ie. an electric fan or strong airconditioning.

SPECIMEN COLLECTION

Collection by venipuncture:

1) Collect whole blood into a collection tube (containing EDTA, citrate or heparin) by venipuncture.

2) If specimens are not immediately tested, they should be refrigerated at 2-8°C. For storage periods greater than three
days, freezing is recommended. They should be brought to room temperature prior to use. Using the specimen after
long-term storage of more than three days can cause non-specific reaction.

3) When stored at 2-8°C, the whole blood sample should be used within three days.

Collection using a lancet:

1) Clean the area to be lanced with an alcohol swab.

2) Squeeze the end of the fingertip and pierce with a sterile lancet.

3) Wipe away the first drop of blood with sterile gauze or cotton.

4) Using the dropper provided, while gently squeezing the tube, immerse the open end in the blood drop and then gently
release the pressure to draw blood into the dropper.

TEST PROCEDURE

Allow the test device, specimen, buffer, and/or controls to equilibrate to room temperature (15-30°C) prior to
testing.

1.Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay
is performed within one hour.

2. Place the test cassette on a clean and level surface. Be sure to label the device with specimen's ID number.

3. With a 5 pyL mini plastic dropper provided, draw whole blood specimen to exceed the specimen line as showed in the
following image and then transfer drawn whole blood into the sample well (S). Then add 3 drops (about 120 pL) of Lysis
Buffer to the buffer well (B) immediately.

Note: Practice a few times prior to testing if you are not familiar with the mini dropper. For better precision, transfer
specimen by pipette capable to deliver 5 uL of volume.

4. Set up timer.

If preferred, after 5 minutes of adding specimen and buffer, you may add one more drop of Lysis Buffer to help the
background become clearer.

5. Results can be read in 20 to 30 minutes. It may take more than 20 minutes to have the background become clearer.
Don't read results after 30 minutes. To avoid confusion, discard the test cassette after interpreting the result.

[—U 5 uL of whole blood

3 drops of buffer

«——Specimen line W) »
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Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood)

INTERPRETATION OF RESULTS

(Please refer to the illustration above)

POSITIVE:

P.f Positive: One line appears in the control region, and one line appears in P.f. line region.

P.v Positive: One line appears in the control region and one line appears in Pv line region.

P.f and P.v Positive: One line appears in the control region, one line appears in Pv line region and one line appears in
P.f. line region.

NEGATIVE: Only one colored line appears in the control region.

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the most likely
reasons for control line failure. Review the procedure and repeat the test with a new test device. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.

QUALITY CONTROL

Internal procedural controls are included in the test. A colored line appearing in the control region (C) is an internal
procedural control. It confirms sufficient specimen volume and correct procedural technique. Control standards are not
supplied with this kit; however, it is recommended that positive and negative controls be tested as a good laboratory
practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. The Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) is for in vitro diagnostic use only. This test should be used
for the detection of P.f and P.v antigens in whole blood specimens only. Neither the quantitative value nor the rate of
increase in P.f and P.v concentration can be determined by this qualitative test.

2. The Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) will only indicate the presence of antigens of P.f and / or
P.v in the specimen and should not be used as the sole criterion for the diagnosis of malaria infection.

3. As known relevant interference, haemolytic samples, rheumatoid factors-contained samples and lipaemic, icteric
samples can lead to impair the test results.

4. The test is limited to the detection of antigen to Malaria Plasmodium sp. Although the test is very accurate in detecting
HRP-II specific to P.f or pLDH specific to P.v, a low incidence of false results can occur. Other clinically available tests
are required if questionable results are obtained.

5. If the test result is negative and clinical symptoms persist, additional testing using other clinical methods is
recommended. A negative result does not at any time preclude the possibility of malaria infection.

6. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but should
only be made by the physician after all clinical and laboratory findings have been evaluated.

PERFORMANCE CHARACTERISTICS

1. Clinical Performance for P.f Ag test:
A total of 352 samples from susceptible subjects were tested by the Malaria P.f./P.v. Ag Rapid Test Cassette (Whole
Blood) and by thick blood smear test.

Method Smear Test Total Results
Malaria Results Positive Negative
Pf/Pv Ag Positive 50 4 54
Rapid Test Negative 0 298 298
Total Results 50 302 352

Relative Sensitivity: 100%

Relative Specificity: 98.7%

Overall Agreement: 98.9%

2. Clinical Performance for P.v Ag test:

A total of 289 samples from susceptible subjects were tested by the Malaria P.f./P.v. Ag Rapid Test Cassette (Whole
Blood) and by thick blood smear test.

Method Smear Test Total Results
Malaria Results Positive Negative
Pf/Pv Ag Positive 63 3 66
Rapid Test Negative 0 223 223
Total Results 63 226 289

Relative Sensitivity: 100%
Relative Specificity: 98.7%

Overall Agreement: 99.0%

3. Precision: Within-run and between-run have been determined by the testing 10 replicates of four specimens: a
negative, a low positive, a medium positive and a strong positive. All values were correctly identified 100% of the time.
4. Interference: To evaluate the interference of Malaria P.f./P.v. Ag Rapid Test Cassette (Whole Blood) with known
relevant interfering specimens, the haemolytic samples, rheumatoid factors-contained samples and lipaemic, icteric
samples were investigated. In these studies, those specimens did not interfere with the Malaria P.f./P.v. Ag Rapid Test
Cassette (Whole Blood).

REFERENCE
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medrynok

IHCTPYKLU|IA

MPU3HAYEHHA

Wenaknii Tect «MEDRYNOK» ANS BUSBNEHHS aHTureHy JIaM6AIi (y Kani) - ue LWBWAKWIA BI3yanbHUIA IMYHONOTIYHIA
aHanI3 Ans SIKICHOTO, MONePeAHBOro BUABNEHHS Giardia lamblia y 3paskax Gekaii NOAVHN.

KOPOTKMW OMNC
Nam6ni03 - ue 4 B yCbOMY CBITI. MIOro CpUUMHAE AXTYTUKOBWI HaliNpoCTIWWi
napasuT, Garda intestinalis, TaKoX BIAOMMiA K G. lambia Ta G. € nowmp

KMWIKOBUX PO3Na/IB K y KPaiHaxX 3 BUCOKUM, Tak | 3 HU3LKUM PIBHEM AOXOAY. 3axsop.oaamm= Ha MBS, K
NpaBuno, BUWA B KpaiHax 3 HM3LKIM PIBHEM AOXOAY (Hanpuknag, y 6araTeox KpaiHax Appuku, Asii, MisgeHHoi Ta
LieHTpanbHoi AMepuKu), A4e BIACYTHIN AOCTYN 40 YNACTOI BOAW Ta eNeMEHTAPHIX CaHITapHIUX yMOB. Maiixe BCI AITM B
TAKUX YMOBaX 3apaxaloTbCsi NAMEAISAMI B NEBHUIA MOMEHT CBOTO ANTUHCTBA, a MOLIMPEHICTL NapasvTa cepea ATeit
PaHHBOrO BIKY MOXe csratu 10-30%. Y TaKMX perioHax, ik 3axiaHa €spona Ta CrionyueH LLITaT AMepUKU, 3apaxeHHs
' 3 6pyAHeHoi BoAN, BIA NIOAVHN A0 JIOAVHU, HELLOAABHIMIA
3aKOPAOHHMMY MOAOPOXaMU Ta pekpeaLIiiHM naaBaHHAM. JIAMBAIT MOXYTb ByTU NPUYMHOIO 2-5% BUNAaAKIB Alapei B
KpaiHax 3 BUCOKIM PIBHEM AOXOAY.
LyarHocTvka G. lamblia NPOBOAMTECS MiA MIKPOCKOMIEID MICAS GAIOTaLi Ha CynbdaTl LHKY a60 METOAOM MPAMOI M
HEMpAMOI IMyHO(/IyOpecUeHLi, Ha HEKOHLEHTPOBAHIMX 3paskax, Wo BIAOBPAXAlOTLCA Ha npeaMeTHoMY ckil. Ans
cneundIYHOro BUSIBNIEHHS LMUCT Ta/abo TPodo30iTIB 3apa3 AOCTynHo Bce 6inblie MeToals IPA. BusiBaeHHs LbOro
napasvTa B NOBEPXHEBI a60 PO3MOAILYIN BOAI MOXe 6yTI 3A4IICHEHO 3a A0NOMOroio MeToAiB M/1P.
WBKnAKWIE TECT ANA BUABNEHHA aHTUreHy JIAMGAIT (y Kal) - Lie eKCnpec-TecT AN AKICHOTO BUAB/IEHHSA aHTUreHy Giardia
lamblia y dekanisix MoavHM. TecT BUKOPUCTOBYE MOABIHWA CEHABIY-aHANI3 3 AHTUTINAMU ANS CENeKTUBHOTO
BUSIB/IEHHS! aHTWreHy Giardia lamblia KOHLEHTPALIED A0 2 HI/MA.

MPUHLINM

LLBMAKUI TecT «<MEDRYNOK» ANst BUSIBNIEHHS aHTUreHy JIAMGAIT (y kani) - e SKICHWA natepanbHuii IMyHoaHans Ans

BUSBNIEHHSA aHTUreHy Giardia lamblia y 3pa3kax ¢pekaniii nlognHu. n MNOKpPUTa MOHOL
aHTUTINAMU NPOTU aHTUreHIB Giardia lamblia Ha AINSHLY TeCTOBOI MIHIN. Mig Yac TecTyBaHHS 3pa3ok BCTYNAE B Peakwyiio 3
HacTUHKaMU1, NOKPUTAMI aHTUTINAMU NPoT Giardi ia, sIKI 6y BUCYLLIEHI Ha TecT-CMyXul. Cymi

PYXa€TbCs Bropy no MeM6paHi 3aBAAKM KaninspHIii Ali. IO B 3pasky € A0CTATHS KINLKICTb aHTUreHy Giardialamblia, Ha
AOCNIAKYBAHIA AINSHLI MeMBPaHN YTBOPIOETLC KO/bOPOBa CMyra. HasBHICTb LEI KONLOPOBOI CMyri BKasye Ha
NO3UTUBHNI Pe3yNIbTaT, @ i BIACYTHICTL - Ha HeraTMBHII pesy/ibTar. M0oABa KobOPOBOI CMYril Ha KOHTPONLHIA ANAHL
CAYXUTb NpOLEAYPHUM KOHTPOMEM, BKasylouu Ha Te, W0 GyB AOAAHMI HanexHwii ob'em 3paska | BIAGYNOCA
3MOUYBaHHS MeM6EPaHU. SIKLLO KOHTPO/IbHA /IHIS He 3'ABNAETLCS, Pe3y/IbTaT TECTy He € AICHUM.

PEATEHTU

Wenakuii Tect «MEDRYNOK» Ans BUSBNEHHS aHTWreHy JIAMBAI (y Kanl) MICTUTb 4YaCTUHKWU, BKPUTI aHTWreH-
CNeLMGIMHIMM AHTUTINAMU, Ta AHTUTEH-CNEUMAIUHI AHTUTING AO aHTUreHy Giardia lamblia, HaHECEH! Ha MEMGPaHy.

3ACTEPEXEHHA

TINLKM AN5 NPOGECIAHOI in vitro 4IATHOCTVKNA.

He BMKOpWCTOBYBaTW MICAA 3aKIHUEHHS TEPMIHY MPUAATHOCTI. He BIKOPUCTOBYITE TecT-kaceTy, AKWO ynakoska
NOLIKOAXEHa.

TecT NpyU3HayeHuii Nl ANs 0AHOPa30BOrO BUKOPUCTAHHS. He BUKOPUCTOBYITE NOBTOPHO 3a XOAHNX 06CTaBUH.
YHVIKaliTe KOHTaKTyBaHHS PI3HWNX 3PaskiB, BUKOPUCTOBYKUM HOBY MPOBIPKY ANA eKCTpaKuii ANA KOXHOro
OTPUMaHOrO 3paska.

YBaxHO NpoUmTaiiTe BCHO METOAMKY Nepes TeCTYBaHHAM.

He /03BONAETLCA iCTI, Ta NaNNTX B 30HI, Ae NPaLIOIOTb 31 3paskamii a6o HaGopami.

MoBOALTECA 3 yCIMa 3paskamu Tak, HIBM BOHW MICTATb IHGEKUiHI areHTi. [oTpUMyiiTec BCTaHOBNEHMX
3an06IKHUX 3aXOAIB MIKPOBIONOTIUHOI HeBe3nekn MpOTAroM BCIEi NPOLeAypU | AOTPUMYITECh CTaHAAPTHUX
npoueayp ANs HanexHoi yTunisauii 3paskis. Mg Yac aHanisy 3paskie OAAraiiTe 3aXMCHWIA OAAT (Na6opaTopHWi
Xanat, 0AHOPa30BI PyKaBUYKIA Ta 3aXMCHI OKYSPH).

He 3miLLyiiTe peareHTy 3 pI3HUX NapTIi. He 3MiLLyiTe KPULIKU GNAKOHIB 3 PO3UMHAMM.

BONONICTL | TeMNepaTypa MOXyTb HEraTMBHO BNVHYTY Ha pesynbTaTi.

He NpoBogbTe TECT y MPUMILLEHHI 3 CUALHIM MOTOKOM MOBITPS, TOBTO 3 ENEKTPUUHIM BEHTUNATOPOM a60
NOTYXHIM KOHAULIIOHEPOM.

=

Mamepsanu, ax: Hadaromeca:
* 20 Tect-kaceT

* 20 EKCTpaKLiiHWX Npo6ipok 3 6ydepom
* IHCTpyKUIA

AK He A
* Taiimep

3BEPITAHHA TA CTABI/IbHICTb

36epirati ynakoBaHum y repMeT4HOMY nakeTl Npu Temnepatypl B4 2 40 30 °C. TecT cTabinbHWiA BeCb Yac NpoTarom
TePMIHY NPUAATHOCTI, WO BKA3aHWIA Ha repMeTUUHIA ynakosLy. TecT-kaceTa NOBMHHA 3aNMWATUCA Y repMeTUYHOMY
nakeTl A0 MOMeHTy BukopuctaHHs. HE 3AMOPOXXYBATW. He BMKOPUCTOBYBaTU MICAA 3aKIHYEHHA TepMIHY
npuaaTHOCTI.

36IP TA MIArOTOBKA 3PA3KIB

361p ma 36epr2aHKa:

o LLBKUAKWI TecT «MEDRYNOK» ANSi BUSIBNIEHHS aHTUreHy JIAMGAIT (y kanl) NpU3HaveHnii Ans BUKOPUCTaHHS auLle 31
3paskamu NtoACLKNX pekaniii

BUsBNEHHS aHTUreHy CNpOLLYETLCS, SKWO 36MPaTV 3paski Ha MOYaTKy CUMNTOMIB. OBIAOMASNOCS, WO
MaKcManbHa ekckpewst M6 Giardia y pekanisix NaLIEHTIB 3 racTPOGHTEPUTOM BIAGYBAETLCS Yepes 3-5 AHIB
MICNA NORBU CMMNTOMIB. SIKLLO 3paskit 3I6paHI Yepes TPUBAAWIA Yac MICAS NOSBIA CUMNTOMIB Aiapei, KILKICTL
aHTUreHy MoXe 6YTU HeAOCTaTHLOK ANsi OTP NO3UTNBHOTO y a6o AHTUrEHN MOXYTL
6YTI He NOB'A3aHI 3 eMi3040M Alapei.

BUKOHyiiTe TecTyBaHHsi 0Apasy Micis BIAGOPY 3paskie. He 3anuwaiite 3paskv npyu KIMHaTHIG TemmnepaTypl Ha
TpuBanMit yac. 3pasku MoxHa 36epiraTv npu Temnepatypl 2-8°C 40 48 roguH a6o -20°C NPOTAroM 61NbLU TPMBANOro
nepioay uacy.

1

KatanoxHuin Homep (REF): GCGIA-602a

« Tepes BUNPOBYBaHHSM AOBEAITH 3pa3kii A0 KIMHATHOI TemMnepaTypu.
* AKWO HEOBXIAHO TPAHCMOPTYBATM 3pasku, ynakyiiTe iX BIAMOBIAHO A0 BCIX YMHHWX MPABUA TPAHCMOPTYBAHHS
€TIONOMIYHNX areHTIB.
MNpoyedypa nidzomoeKu 3paskie:
Po3riagaiite Gyab-siki 3pa3Kn JIOACLKOTO MOXOKEHHS SIK IHPEKLYIHI Ta MOBOABTECS 3 HUMM BIAMOBIAHO A0
CTaHAapTHUX npoueayp 6lo6e3neku.

1. 36epITh BANAAKOBUI 3pa30K Ka/y B YMCTY. CyXy EMHICTb. Halikpaly pesynbTat 6yayTe OTPUMAHI, AKWO aHan3
BUKOHATIN NPOTAFOM 6 FOANH NICAS 360py.

2. ANs TBEPAMX 3pa3KIB: BIAKPYTITh | 3HIMITL 3 Npo6ipkun ans . ByabTe 06epexHi, o6 He
PO3/MTW | He PO36pPK3KaTK PO3UMH 3 NPOBIPKK. 36epITh 3pasku, BCTABMBLUM NanUYKy-aniikaTop LWoHaliMeHwwe B 5
PI3HUX AINSIHOK Kany, W06 316paTin NPUBUZHO 50 MT Kajy (KBIBANEHTHO 1/4 FOPOLLNHI).

3. AnA piaKMX 3pasKis: TprMaioun Npo6IpKky BepTUKA/IbHO, acripyiiTe 3pasku kasy, a MoTIM MepeHeciTb 3 kpani
(HPMGAVIBHO 80 MKN) B NPOBIPKY 4151 360pY 3pasKiB, LLO MICTUTL eKCTPaKLIAHWI Bydep.

4. BcTasTe nannuky B NpoBIPKY | HAZIAHO 3aKpyTITS il

5. EHepriiiHo CTpyCITb Npo6IpKky Ansi 360py 3pasKis, W06 NepemiluaTi 3pa3ok | eKCTpakLifiHuii Gydep. 3pasku,
NIATOTOB/EHI B NPOBIPLI A5t 360PY 3pasKiB, MOXHa 36epIraTv NpoTAroM 6 MICLYIB NPV TemnepaTypi 20 °C, AKWO ix
He TecTyBaT/ NPOTArOM 1 FOANHIA NICAS NPUTOTYBaHHS.

IHCTPYKL|A 3 Bl
Aoeedimv mecm-kacemy, 3pasok, ia6o
mecmyeaHHAM.
1) BuiimITe TecT 13 nakeTuka | NOKNaAITh /Or0 Ha YWCTY, PIBHY MOBepxHI. HaHeCITb Ha MPUCTPIi MapkyBaHHA 3
1AEHTUGIKALIEID NALIEHTa 860 KOHTPO/ILHOFO 3pa3ka. [1s OTPUMAHHS HaliKPALLWX Pe3ynbTaTIB aHaNi3 CiiA NPOBOAUTY
0Apasy NICAs BIAKPUTTA TEPMETUYHOTO NaKeTa.
2) Tpvmatoum Npobipky Ans 360py 3paskie BepTUKanbHO, 06epexHo KIHYMK HaKol
3) BuaasiTb 3 kpanii (~90 MK/) PO3UMHy 3pa3ka B lyHKy TeCT-KaceTu | 3anycTiTh Talimep.
4) 3avexaiiTe, NOK 39BUTLCA KONLOPOBA JIIHIA (IHII). NpouMTaliTe pesynbTaTn Yepes 10 XBUMH.
HE IHTEPMPETYWTE PE3YNIbTAT YEPE3 15 XBUJIVH.

3pasku 9o (15-30°C) neped

3 Kpanuti 3pasKy

=

C |mlc c c | Je
T - u T

TOSHTHBHMi  HETATHBHMA  HETHCHM

IHTEPMPETALIIA PESY/IETATIB

(ByAb nacka, NoAMBITLCA 306paXeHHs BULLE)
NO3UTUBHWIA: 3'5B1n0CA ABI MHIT. OAHA NIHIA 3'ABUNACH B KOHTPONLHINA 30HI (C), IHLUA — B TECTOBINA 30HI (T).
HEFATUBHWIA: OpHa KONbOpOBa NIHIS 3'ABAAETLCH B 0611aCTI KOHTPONLHOI 30HM (C). B TecToBIit o6nacTi (T) He
3ABNAETLCS 36aPBHEHOI NIHI.
HEAIAICHWUIA: KoHTpOnbHa NIHIA He 3'BAAETLCA. HeA0CTaTHIN 06'eM 3paska a6o HenpaBubHe BUKOHaHHS NPOLeAypU
€ Haiib BIPOTIAHVMM NP BIACYTHOCTI KOHTPO/ILHOI NIHIi. MepernsiHbTe Mpoueaypy | MOBTOPITL TecT 3
HOBOI TeCT-KaceTow. AKUO NPO6/eMa He 3HWKAE, NPUNMHITL BUKOPUCTAHHS HaBOopy | 3BEPHITLCH A0 MICLEBOrO
AucTpub'ioTopa.

KOHTPO/1b AKOCTI

n A KOHTpONb A0 TecTy. JIHIA, WO 3'NBNAETLCA B KOHTPO/LHIA 06nacTi (C), € BHYTPILHIM
NpoLeAypHUM KOHTPONEM. BoHa NMIATBEPAXYE AOCTAaTHI 06'€M 3paska | NPaBUbHY METOAMKY MPOBEACHHS TECTy.
KOHTPO/IbHI CTaHAAPTU He NOCTauYaloThCA 3 LM TeCTOM. OAHAK PEKOMEHAYETBCH OTPUMATU NO3NTUBHI Ta HEraTUBHI
KOHTPOI BIZ MICLIEBOrO KOMMETEHTHOrO OpraHy Ta MpOTecTyBaTW iX $IK HanexHy nabopaTopHy npakTuky, Ljo6
NIATBEPANTY NPOLIeAYpPY TECTYBaHHS Ta NePeBIPUTIA Pe3yNbTaTi TecTy.

OBMEXEHHSA

1. WBWAKWIA TECT ANt BUSIBNIEHHS! aHTUreHY JIAMBAIT (y KaAl) BKA3yE NMLIE HA HAsIBHICTL NApa3suTIB Y 3pasky (AKICHe
BUABNEHHS) | BIKOPUCTOBYETLCA INILLE ANA BUABNEHHS aHTUreHIB Giardia y 3paskax dpekaniii nogeii. Hi KinbkicHe
3HaUeHHs, HI WBWAKICTL 3611bLIEHHS KOHLIGHTPALIT aHTUreHY He MOXYTb YTV BUSHaUeH! 3a 4OMOMOTOK LbOro
Tecry.

2. Hagnnwok 3paska MOXe MpU3BECTV A0 HEMPaBUbHNX PE3yNbTATIB (3ABIAIOTLCA KOPUUYHEBI MIHII). Po3BeAITH
3pa3ok 6ydepom | NOBTOPITL TecT.

3. He BUKOpWCTOBY#iTe 3pasku, ., LLIO MICTATb GO 14,260 A0ro NOXIAHI.

4. SIKWIO PesyNbTAT TeCTy HEeraTUBHWIA, @ KIHIUHI CUMITOMIA 36€pIraloThes, PEKOMEHAYETBCS AOAATKOBE TECTYBAHHS
HWMMA KNIHIMHUMUA MeTOAaMU. HeraTBHUI pesynbTaT XOAHAM UMHOM He BUKMKOUYAE MOX/MBICTE HAsBHOCTI
nam6niosy.

5. Yepes TvxAeHb MICNS 3apaXkeHHs KITBKICTb Mapa3iTie 3MEHLWYETLCS, WO POBNTL 3pa30K MEHL PesyNbTaTuBHIM.
3pasku Kajny cij 361MpaTiM NPOTATOM NEPLLOTO TUXHS MICNS NOSIBIA CUMATOMIB.

6. 51K 1'y BUNAZAKY 3 yCIMa AIarHOCTUYHUMIA TECTAMW, OCTATOUHUIA KNIHIYHWIA AIarHO3 He NOBUHEH FPYHTYBAaTUC Ha
pesynbTaTax OAHOrO TecTy, a Mae 6TV MOCTaBNEHMIA NIKapem TINLKN MICAS OWIHKM BCIX KAIHIYHNX | 1a60paTOpHIX
AaHuX.

EKCIIIYATALIVIHI XAPAKTEPUCT VKV
KniHiuHa yymaueicme, cnequdiyHicms § moYHICMb:
LBrAKuiA TecT «<MEDRYNOK» ANsi BUSIBNIEHHS aHTUreHy JIAM6AIT (y kani) 6yB OLIHEeHWIi Ha 3pa3kaX, OTpYMaHKX BIA
NawiEHTIB. B SIKOCTI pedepeHTHOTO MeTOAY BMKOPMCTOBYBABCS MeToa IGA. Pesy/ibTati MoKasyloTb, WO TecT Ans
BU3HaYeHHs aHTWreHy Giardia lamblia Ma€ BUCOKY 3arabHy BIAHOCHY TOUHICTb.

LBnakuii Tect <MEDRYNOK» A1 BUSIBJIEHHSA aHTUreHy Jlam6nii

Tabnuys 1: LWeudkuli mecm «<MEDRYNOK» 00 euaeneHHa aHmuzeHy Jiam6nii vs ELISA

Meron ELISA 3arameni

TIIEaKaR TecT D
«MEDRYNOK» Jul i 59 2 61
718 BRABTERES
L Ssramsi pesymam 61 187 248
BIfHOCHa Yy TAMBICTB: 96.7%

BiagHOCHa cneunIYHICTD: 98.9%

TouHICTB: 98.4%

Heratuernii 2 185 187

AHammuyHa yymaueicme:
Wenakuit Tect «<MEDRYNOK» 415 BUSIBNEHHA aHTUreHy JISMBAIT (y Kanl) 6yB po3pobaeHnii Ans TeCTyBaHHS CepIiHuX
po3Be/ieHb PeKOMEIHaHTHOTO aHTUreHy. Lieii LBUAKWIA TECT MOXe BUSBUTY PIBEHb PEKOMBIHAHTHOrO aHTUreHy Giardia
lamblia KOHLUEHTPAUIE BIA 2 HI/MA.

MepexpecHa peakmueH;cme:

MepexpecHa peaKTMEHICTb [0 3paskiB, MO3UTMBHMX Ha HaCTYNHI matoreHu, 6yna npoTectoBaHa | BUABUAAcs
HeraTueHoK: 2 histolytica, dispar, several E. coli strains (including E. coli
0157:H7 and E. coli ¢600- ‘)33W) Rotavirus, Adenovirus, Cryptoposridium parvum, E. coli F5, Salmonella enterit
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Fecal Occult Blood Rapid Test Cassette (Feces)

INTENDED USE

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection of
human occult blood in feces by professional laboratories or physician's offices. It is useful to detect bleeding caused by a
number of gastrointestinal disorders, e.g., diverticulitis, colitis, polyps, and colorectal cancer.

Fecal Occult Blood Rapid Test Cassette (Feces) is recommended for use in1) routine physical examinations, 2) hospital
monitoring for bleeding in patients, and 3) screening for colorectal cancer or gastrointestinal bleeding from any source.

INTRODUCTION

Most of diseases can cause hidden blood in the stool. In the early stages, gastrointestinal problems such as colon cancer,
ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible symptoms, only occult blood. Traditional
guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood in feces.
The test uses double antibod- sandwich assay to selectively detect as low as 50 ng/mL of hemoglobin or 6 pg hemoglobin/g
feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the patients.

PRINCIPLE

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody-sandwich technique. The membrane is pre-coated with anti-hemoglobin antibodies on the test line
region of the device. During testing, the specimen reacts with the colloidal gold coated withl anti-hemoglobin antibodies.
The mixture migrates upward on the membrane chromatographically by capillary action to react with anti-hemoglobin
antibodies on the membrane and generate a colored line. The presence of this colored line in the test region indicates a
positive result, while its absence indicates a negative result. To serve as a procedural control, a colored line will always
appear in the control line region indicating that proper volume of specimen has been added and membrane wicking has
occurred.

MATERIALS PROVIDED

20 Test cassettes
20 Specimen collection tubes with buffer
1 Package insert

MATERIALS REQUIRED BUT NOT PROVIDED

1. Specimen collection containers 2. Clock or timer

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, ensure
that the test device is brought to room temperature before opening. The test is not stable out of the expiration date printed
on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate test
results.

3. Do not use it if the tube/pouch is damaged or broken.

4. Test is for single use only. Do not re-use under any circumstances.

5. Do not use specimen with visible blood for the testing.

6. Handel all specimens as if they contain infectious agents. Observe established standard procedure for proper disposal
of specimens.

7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.

8. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay.

9. Humidity and temperature can adversely affect results.

10. Do not perform the test in a room with strong air flow, ie. electric fan or strong airconditioning.

PATIENT PREPARATION

1. A specimen should not be collected from a patient with following conditions that may interfere with the test results:

C€

o Menstrual bleeding

o Bleeding hemorrhoids

e Constipating bleeding

o Urinary bleeding.

2. Dietary restrictions are not necessary.

3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids, and
nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus gives positive
reactions. On the advice of the physician, such substances should be discontinued at least 48 hours prior to testing.

SPECIMEN COLLECTION AND PREPARATION

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.

. Collect a random sample of feces in a clean, dry receptacle.

. Unscrew the top of the collection tube and remove the applicator stick.

. Randomly pierce the fecal specimen in at least five (5) different sites.

. Remove excess sample off the shaft and outer grooves. Be sure sample remains on inside grooves.

. Replace the stick in the tube and tighten securely.

. Shake the specimen collection bottle so that there is proper homogenisation of feces in buffer solution.

Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days
maximum, at 2-8°C for 7 days maximum or at -20°C for 3 months maximum if not tested within 1 hour after preparation.

TEST PROCEDURE

Allow the test cassette, specimen, and/or controls to reach room temperature (15-30°C) prior to testing.

1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is
performed within one hour.

2. Place the test cassette on a clean, flat surface.

3. Shake the specimen collection tube several times.

4. Hold the specimen collection tube upright and then unscrew and open the upper cap.

5. Squeeze 3 drops (~90 pL) of the sample solution in the sample well of the cassette and start the timer.

6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

3 Drops of specimen
'
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NEGATIVE POSITIVE INVALID
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INTERPRETATION OF RESULTS

(Please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored line
should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).

Invalid: Control line fails to appear. The test should be repeated using a new cassette. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.

NOTE:

1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the specimen.
Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative test only, and



Fecal Occult Blood Rapid Test Cassette (Feces)

cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band
failure.

QUALITY CONTROL

An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an internal
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correctl procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and negative controls be tested as
a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result suggests
the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood in stools may
have other causes such as hemorrhoids, blood in urine etc.

2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test should
be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the physician.

3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently or not
at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage may not
bleed.

4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a
receptacle is recommended.

5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding due
to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive results.
6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the g.i.
Track.

7. The Fecal Occult Blood Rapid Test Cassette (Feces) is to aid indiagnosis and is not intended to replace other diagnostic
procedures such as G.l. fibroscope, endoscopy, colonoscopy, or X-ray analysis. Test results should not be deemed
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should be
followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood in the feces.

PERFORMANCE CHARACTERISTICS

1. Sensitivity:99.6%

Fecal Occult Blood Rapid Test Cassette (Feces) can detect the levels of human occult blood as low as 50 ng/mL hemoglobin
or 6 ug hemoglobin/g feces.

2. Prozone Effect:

It is observed that this FOB test can detect 2 mg/mL hemoglobin.

3. Specificity: 99.9%

Fecal Occult Blood Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimen containing the following
substances at the standard concentration was tested on both positive and negative controls and showed no effects on test
results at standards concentration.

Concentrations
Substances (Diluted with the extraction buffer)

Beef hemoglobin 2 mg/mL
Chicken hemoglobin 0.5 mg/mL

Pig hemoglobin 0.5 mg/mL
Goat hemoglobin 0.5 mg/mL
Horse hemoglobin 20 mg/mL

Rabbit hemoglobin 0.06 mg/mL
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H. pylori Ag Rapid Test Cassette (Feces) ce€

INTENDED USE

H. pylori Ag Rapid Test Cassette (Feces) is a sandwich lateral flow chromatographic immunoassay for the qualitative
detection of H.Pylori antigen in feces.lt is for professional in vitro diagnostic use only.

INTRODUCTION

H.Pylori is associated with a variety of gastrointestinal diseases included non-ulcer dyspepsia, duodenal and gastric
ulcer and active, chronic gastritis."? The prevalence of H.pylori infection could exceed 90% in patients with signs and
symptoms of gastrointestinal diseases. Recent studies indicate an association of H. Pylori infection with stomach
cancer.®H. Pylori colonizing in the gastrointestinal system elicits specific antibody responses**¢ which aids in the
diagnosis of H. Pylori infection and in monitoring the prognosis of the treatment of H. Pylori related diseases.
Antibiotics in combination with bismuth compounds have been shown to be effective in treating active H. Pylori
infection. Successful eradication of H. pylori is associated with clinical improvement in patients with gastrointestinal
diseases providing a further evidence.”

PRINCIPLE

H. pylori Ag Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad
containing H. Pylori antibodies conjugated with color particles (H. Pylori conjugates. 2) a nitrocellulose membrane
strip containing a test band (T band) and a control band (C band). The T band is pre-coated with non-conjugated H.
Pylori antibodies.

When an adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen
migrates by capillary action across the cassette. The antigen of H. Pylori if present in the specimen will bind to the
H. Pylori antibodies conjugates. The immunocomplex is then captured on the membrane by the pre-coated H. Pylori
antibodies, forming a burgundy colored T band, indicating a H. Pylori antigen positive test result. To serve as a
procedural control, a colored line will always appear in the control line region indicating that proper volume of
specimen has been added and membrane wicking has occurred. Otherwise, the test result is invalid and the
specimen must be retested with another device.

PRODUCT CONTENTS

H. pylori Ag Rapid Test Cassette (Feces) containing anti- H.pylori antibodies particles and anti-H.pylori antibodies
coated on the membrane.

MATERIALS SUPPLIED

20 Sealed pouches each containing a test cassette and a desiccant
20 Specimen collection tubes with extraction buffer, 2.0 mL
1 Package insert

MATERIAL REQUIRED BUT NOT PROVIDED

1. Clock or timer
2. Specimen collection containers.

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C,
ensure that the test device is brought to room temperature before opening. The test is not stable out off the
expiration date printed on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

WARNINGS AND PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. Do not use it if the tube/pouch is damaged or broken.

3. Test is for single use only. Do not re- use under any circumstances.

4. Handle all specimens as if they contain infectious agents. Observe established standard procedure for proper
disposal of specimens

5. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assay.

6. Humidity and temperature can adversely affect results

SPECIMEN COLLECTION

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container to obtain maximum
antigens (if present). Best results will be obtained if the assay is performed within 6 hours after collection. Specimen
collected may be stored for 3 days at 2-8°C if not tested within 6 hours. For long term storage, specimens should be
kept below -20°C.

To process fecal specimens:

° For Solid Specimens:

Unscrew the cap of the specimen collection tube, then randomly stab the specimen collection applicator into the
fecal specimen in at least 3 different sites to collect approximately 50 mg of feces (equivalent to 1/4 of a pea). Do
not scoop the fecal specimen.

e For Liquid Specimens:

Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately 80 pL) into the
specimen collection tube containing the dilution buffer. Screw on and tighten the cap onto the specimen collection
tube, then shake the specimen collection tube vigorously to mix the specimen and the dilution buffer. Leave the tube
alone for 2 minutes.

into the diflution tip here

’;&J Place the applicator 2 minutes < Break the
1 buffer and mix well

< Collect the feces
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TEST PROCEDURE

1. Remove the test device from its foil pouch by tearing along the notch and use it as soon as possible.

2. Specimen collection. See also specimen collection.

3. Holding the sample collection device upright, carefully break off the tip of collection device.

4. Squeeze 2 drops (~80 pL) of the sample solution in the sample well of the cassette, as in the illustration.

5. Read the test results in 10 minutes. It is important that the background is clear before the result is read. Do not
read results after 10 minutes. To avoid confusion, discard the test device after interpreting the result.

INTERPRETATION OF RESULTS

2 Drops of Specimen

NEGATIVE POSITIVE  INVALID




H. pylori Ag Rapid Test Cassette (Feces)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored
line should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).

Invalid: Control line fails to appear.

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line region (C) is an internal
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct procedural
technique.

Control standards are not supplied with this kit; however, it is recommended that positive and negative controls be
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. The Assay Procedure and the Assay Result Interpretation must be followed closely when testing the presence of
H. Pylori antigen in feces from individual subjects. Failure to follow the procedure may give inaccurate results.

2. H. pylori Ag Rapid Test Cassette (Feces) is limited to the qualitative detection of H. Pylori antigen in feces. The
intensity of the test band does not have linear correlation with the antigen titer in the specimen.

3. A negative result for an individual subject indicates absence of detectable H. Pylori antigen. However, a negative
test result does not preclude the possibility of exposure to or infection with H. Pylori.

4. A negative result can occur if the quantity of the H. Pylori angtigen present in the specimen is below the detection
limits of the assay, or the antigen that are detected are not present during the stage of disease in which a sample is
collected.

5. The results obtained with this test should only be interpreted in conjunction with other diagnostic procedures and
clinical findings.

PERFORMANCE CHARACTERISTICS

A study was performed with 165 patient feces samples including both symptomatic gastrointestinal disorders and
samples from non-symptomatic patients and 100 normal feces samples.Comparison for all subjects with H. pylori
Ag Rapid Test Cassette (Feces) and reference ELISA kit is showed in the following table:

Method EIA
Total Results
Results Positive Negative
H.P
Test Positive 163 0 163
Cassette
Negative 2 100 102
Total Results 165 100 265

Relative sensitivity: 98.8%
Relative specificity: 100%
Accuracy:98.9%
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