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STANDARDS OF MEDICAL DEVICES
TIEU CHUAN THIET BI Y TE

Chlamydia Rapid Standard Number:

ACRO Biotech Inc. Test Cassette Sé TCCS:

Tdp doan ACRO Biotech Take effect from the date of
signing
C6 hiéu luc ter ngay ky

|. SCOPE, PHAM VI AP DUNG

This standard is applicable to Chlamydia Rapid Test Cassette products (Product
number: ICH-502) manufactured by ACRO Biotech Inc. at 4650 Arrow Highway, Suite D-6
Montclair, CA 91763, U.S.A.

Tiéu chudn ndy duot ap dung cho san pham khay >gét nghiém nhanh Chlamydia Rapid
Test Cassette (Ma so san pham: ICH-502) do TAP POAN ACRO BIOTECH c6 dja chi tai
4650 Arrow Highway, Suite D-6 Montclair, CA 91763, U.S.A. san xuat

I1. SPECIFICATIONS, THONG SO KY THUAT
1. Sensitivity and Specificity, Dg nhay va dé dac hi¢u
Sensitivity, Pé nhay

The Chlamydia Rapid Test Cassette (Swab/Urine) has been evaluated with specimens
obtained from patients of STD clinics. PCR is used as the reference method for the
Chlamydia Rapid Test Cassette (Swab/Urine). Specimens were considered positive if PCR
indicated a positive result. Specimens were considered negative if PCR indicated a negative
result. The results show that Chlamydia Rapid Test Cassette (Swab/Urine) has a high
sensitivity relative to PCR.

Khay xét nghiém nhanh Chlamydia Rapid Test Cassette (Tdam béng/Nuoc tiéu) da
dige danh gid véi cac mau bénh pham thu dwoc tir bénh nhan cua cac phong kham STD.
PCR duoc su dung lam phwong phap tham chiéu cho Chlamydia Rapid Test Cassette (Tam
bong/Nudt tleu) Mdu bénh phdm duoc coi la dwong tinh neu PCR cho ket qua duong tinh.
Mdu bénh phdm dwoc coi 1a &m tinh néu PCR cho két qua am tinh. Két qua cho thdy
Chlamydia Rapid Test Cassette (Tam bong/Nuwdc tiéu) c6 do nhay cao so véi PCR.

Specificity, Pg ddac hiéu

The Chlamydia Rapid Test Cassette (Swab/Urine) uses an antibody that is highly
specific for Chlamydia antigen in female cervical swab, male urethral swab or male urine
specimens. The results show that the Chlamydia Rapid Test Cassette (Swab/Urine) has a high
specificity relative to PCR.

Khay xet nghiem nhanh Chlamydia Rapid Test Cassette (7am bong/Nudc tleu) sw
dung mét khang thé ddc hiéu cao déi véi khang nguyén Chlamydia trong tam bong co
cung cia phy Nz, tam béng niéu dao cua nam gidi hodc mdu nwrdc tiéu cua nam gidi. Két qud
cho thay Chlamydia Rapid Test Cassette (Tam bong/Nuéc tiéu) c6 dé dac hiéu cao so véi
PCR.

For Female Cervical Swab Specimens
Déi Véi méu tam bong dich phét cé tir cung nir
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Method, Phuwong phap PCR Total
Chlamydia Results, Positive, Negative, Results,
Rapid Test Cassette Két qud Duong tinh Am tinh Két qud
(Swab/Urine) tong
Khay xét nghi¢m nhanh Positive, 42 4 46
Chlamydia Rapid Test Duwong tinh
Cassette Negative, 3 156 159
(Téam bong/Nuwoc tiéu) Am tinh
Total Results, 45 160 205
Két qud tong
Relative Sensitivity, Pg nhay tfuwong doi: 93,3% (81,7%-98,6%)*
Relative Specificity, D¢ dac hiéu twong déi: 97,5% (93,7%-99,3%)*
Overall Accuracy, Pé chinh xac tong thé: 96,6% (93,1%-98,6%)*
*95% Confidence Intervals, Khoang tin cay 95%
For Male Urethral Swab Specimens
Poi Véi Méu tim bong nidu dao nam
Method PCR Total
Phwong phap Results,
Chlamydia Results, Positive, Negative, Két qud
Rapid Test Cassette Két qud Duwong tinh Am tinh tong
(Swab/Urine) Positive, 50 5 55
Khay xét nghi¢m nhanh Duong tinh
Chlamydia Rapid Test Negative, 8 115 123
Cassette Am tinh
(Téam bong/Nuwoc tiéu)
Total Results, 58 120 178
Két qud tong
Relative Sensitivity, B nhay firong doi: 86,2% (74,6%-93,9%)*
Relative Specificity, Pé dac hiéu twong doi: 95,8% (90,5%-98,6%)*
Overall Accuracy, Pg chinh xac tong thé: 92,7% (87,8%-96,1%)*
*95% Confidence Intervals, Khoang tin cay 95%
For Male Urine Specimens
Doi Véi mdu nwéc tiéu nam
Method PCR Total
Phwong phap Results,
Chlamydia Results, Positive, Negative, Két qua
Rapid Test Cassette Két qud Duwong tinh Am tinh tong
(Swab/Urine) Positive, 35 0 35
Khay xét nghiém nhanh |  Dwong tinh
Chlamydia Rapid Test Negative, 2 60 62
Cassette Am tinh
(Tim béng/Nwéc tiéu)
Total Results 37 60 97

Két qud tong

Relative Sensitivity, D nhay fiong doi: 94,6% (81,8%-99,3%)*
Relative Specificity, D¢ dac hiéu twong doi: >99,9% (95,1%-100%)*
Overall Accuracy, Pé chinh xac tong the: 97,9% (92,7%-99,7%)*




*95% Confidence Intervals, Khoang tin cdy 95%
2. Cross-reactivity, Phan #ng chéo

The antibody used in the Chlamydia Rapid Test Cassette (Swab/Urine) has been
shown to detect all known Chlamydia serovars. Chlamydia psittasi and Chlamydia
pneumoniae strains have been tested with the Chlamydia Rapid Test Cassette (Swab/Urine),
and were shown to cross react when tested in suspensions of 10° Colony Forming Units
(CFU)/ml. Cross reactivity with other organisms has been studied using suspensions of 10°
CFU/ml. The following organisms were found negative when tested with the Chlamydia
Rapid Test Cassette (Swab/Urine):

Khang thé duoc sir dung trong khay xét nghiém nhanh Chlamydia Rapid Test Cassette
(Tam béng/Nuwéc tiéu) da dwoc chirng minh 1a c6 thé phat hién tat ca cac huyét thanh
Chlamydia da biét. Cac ching Chlamydia psittasi va Chlamydia pneumoniae da dwoc thir
nghiém véi Chlamydia Rapid Test Cassette (Tam bong/Nudc tiéu), va da cho thdy ¢ phan
g chéo khi thiz nghiém trong huyén pht 10° don vi hinh thanh Khudn lac (CFU)/ml. Phan
1#ng chéo Véi cac sinh vdr khdc da dwoc nghién cizu bang cach sz dung huyén phu 10°
CFU/ml. Céc sinh vét sau ddy dwoc phét hién am tinh khi xét nghiém bang Chlamydia Rapid
Test Cassette (Tam bong/Nudc tiéu):

Acinetobacter calcoaceticus Pseudomona aeruginosa Proteus mirabilis
Acinetobacter spp Neisseria meningitides Neisseria gonnorhea
Enterococcus faecalis Salmonella choleraesius Group B/C Streptococcus
Enterococcus faecium Candida albicans Hemophilus influenzae
Staphylococcus aureus Proteus vulgaris Branhamella catarrhalis
Klebsiella pneumoniae Gardnerella vaginalis

1. KIT CONTENTS, INTENDED USES, PACKAGING AND
INSTRUCTIONS FOR USE, THANH PHAN, CONG DUNG, QUY CACH PONG GOI
VA HUONG DAN SU DUNG

1. Kit contents, Thanh phan

Test kit components include, Thanh phan bg xét nghiém bao gom:

- Test Cassettes, Khay xét nghiém

- Extraction Reagent 1 (0.2M NaOH), Thuéc ths chiét 1 (NaOH 0,2M)

- Extraction Reagent 2 (0.2M HCI), Thudc the chiét 2 (HCI 0,2M)

- Package Insert, Hiréng dan si dung kém bao goi

- Extraction Tubes, Ong chiét xudt

- Sterile Female Cervical Swabs, Gac ¢é tir cung nit vé tring

- Workstation, Workstation

- Dropper Tips, Pdau hiit nhé giot

2. Additional materials and devices required but not supplied, Vit liéu va thiét bi
bo sung cin thiét nhung khong dwoc cung cip kém bé xét nghiém

- Urine Cup (For Male Urine Specimens Only), Céc dung nude tiéu (Chi danh cho
mau nuede tiéu nam)
- Centrifuge Tube (For Male Urine Specimens Only), Ong Iy tam (Chi danh cho

mau nudc tiéu nam)



- Sterile Male Urethral Swab, Tam bong niéu dao nam vé trung

- Positive Control, Doi chitng dirong tinh

- Negative Control, Péi chitng ém tinh

- Timer, Hen gio.

3. Intended use, Cong dung

The Chlamydia Rapid Test Cassette is a rapid chromatographic immunoassay for the

qualitative detection of Chlamydia trachomatis in female cervical swab, male urethral swab
or male urine specimens to aid in the diagnosis of Chlamydia infection.

Chlamydia Rapid Test Cassette la mot xét nghiém mién dich sdc ky nhanh dé phat

hién dinh tinh Chlamydia trachomatis trong dich phét 6 tir cung cua nit, dich niéu dao nam

hodac mau nudc tiéu nam dé ho tro chan doan nhiem Chlamydia.

4. Packing, Quy cdach dong goi
20 test/package, 20 test/hop.
5. User manual, Hudng déin sir dung

5.1. Specimen collection and preparation, thu thdp va chuan bi mau

- The Chlamydia Rapid Test Cassette (Swab/Urine) can be performed using female
cervical swab, male urethral swab or male urine specimens, Chlamydia Rapid Test
Cassette (Tam béng/Nuéc tiéu) c6 thé duroc thuc hién bang cach si dung tim bong cé tir
cung cua phu niz, tam béng niéu dao ciia nam gisi hogc mau nwdc tiéu cia nam gidi.

- The quality of specimens obtained is of extreme importance. Detection of Chlamydia
requires a vigorous and thorough collection technique that provides cellular material
rather than just body fluids, Chdt lieong ciia mau vt thu dwoc 1a cuc ky quan trong. Viéc
phat hién Chlamydia doi héi mét ky thudt ldy mau duit khoat va ki lwéng nham cung cap
nguyén liéu té bao thay vi chi dich co thé.

- To collect Female Cervical Swab Specimens, Pé lay Mdu Tam Béng Cé Tir Cung Niz:

Use the swab provided in the kit. Alternatively, any plastic-shaft swab may be used,
Sur dung tam béng dwroc cung cdp trong bé san pham. Ngoai ra, ¢d thé six dung bat
ky miéng gac 16i que nhya nao.

Before specimen collection, remove excess mucus from the endocervical area with a
cotton ball and discard. The swab should be inserted into the endocervical canal, past
the squamocolumnar junction until most of the tip is no longer visible. This will
permit acquisition of columnar or cuboidal epithelial cells, which are the main
reservoir of the Chlamydia organism. Firmly rotate the swab 360° in one direction
(clockwise or counterclockwise), let stand for 15 seconds, then withdraw the swab.
Avoid contamination from exocervical or vaginal cells. Do not use 0.9% sodium
chloride to treat swabs before specimen collection, Truéc khi ldy mau, gat chat nhay
du thira tir khu vuc ngi tiét bdng bong gon va logi bo. Tam béng nén duwoc dua vio
trong ong Co tur cung, di qua ché néi vay cét cho den khi khdng con nhin thdy phan
l6n dau tam. Piéu nay sé cho phép thu duwoc cac té bao biéu md h|nh try hogc hinh
khai, 14 6 chiza chinh cua vi khuan Chlamydia. Xoay chdc chan miéng gac 360° theo
mét hurong (theo chiéu kim d@ong ho hodce nguroc chiéu kim dong hé), dé yén trong 15
gidy, sau d6 rit miéng gac ra. Tranh 1am nhiém bdn tir c&c té bao ngoai ¢ ti cung
hodc dm dao. Khong siz dung natri clorua 0,9% dé xir Iy gac trieéc khi ldy mau,



e Ifthe test is to be conducted immediately, put the swab into the extraction tube, Néu
xét nghiém duwoc tien hanh ngay, hay cho tam bong vao ong chiet.

To collect Male Urethral Swab Specimens, Dé lay Mdu Tiam Béng Nigu Pao Nam:

e Standard plastic or wire-shaft sterile swabs should be used for urethral specimen
collection. Instruct patients not to urinate for at least 1 hour period to specimen
collection, Nén si dung gac vo tring bang nhea hodc 16i day tiéu chuan dé ldy mau
niéu dao. Hiréng dan bénh nhan nhin tiéu it nhat 1 gio: truedc khi ldy bénh pham.

e Insert the swab into the urethral about 2-4 cm, rotate the swab 360° in one direction
(clockwise or counterclockwise), let stand for 10 seconds, and then withdraw. Do
not use 0.9% sodium chloride to treat swabs before specimen collection, Dua miéng
gac vao trong ni¢u dao khoang 2-4 cm, xoay mleng gac 360° theo mot hueng (theo
chiéu kim d@ong ho hodc nguoc chiéu kim dong ho), dé yén trong 10 giay roi rit ra.
Khong sir dung natri clorua 0,9% dé xir Iy gac trueée khi lay mau.

e If the test is to be conducted immediately, put the swab into the extraction tube, Néu
xét nghiém phdai diroc tién hanh ngay ldp tize, hdy cho tam béng vao ong chiét.

To collect Male Urine Specimens, Pé thu thdp mdu nwéc tiéu nam gidi:

e Collect 15-30ml of clean first morning urine in a sterile urine cup. First morning
urine specimens are preferred to achieve the highest concentrations of Chlamydia
antigen, Lay 15-30ml nwéc tiéu sach dau tién vao coc dung nuoc tiéu vo tring. Mdu
nudc tiéu buoi sang dau tién dwoc wu tién d@é dat dwoc nong d¢ khang nguyén
Chlamydia cao nht.

e Mix the urine specimen by inverting container. Transfer 10ml of the urine specimen
into a centrifuge tube, add 10ml distilled water and centrifuge at 3,000 rpm for 15
minutes, Tron Mdu nuedc tiéu bang cach dao nguwoc lo chira. Chuyén 10ml mau nuéce
tiéu vao ong ly tam, thém 10ml nwéc cat va ly tam 3.000 vong/phut trong 15 phiit.

e Carefully discard the supernatant, keep the tube inverted and remove any supernatant
from the rim of the tube by blotting onto absorbent pad, Can thdn logi bé phdn néi
phia trén, gii ngwoc éng va logi bé phan néi phia trén mép ong bang cach tham 1én
miéng tham.

e |f the test is to be conducted immediately, treat the urine pellet according to the
Directions for Use, Néu xét nghiém duroc tién hanh ngayc, hay xi Iy vién nwéc tiéu
theo Huweng déan si dung.

It is recommended that specimens be processed as soon as possible after collection. If

immediately testing is not possible, the patient swab specimens should be placed in a dry

transport tube for storage or transport. The swab may be stored for 4-6 hours at room
temperature (15-30°C) or refrigerated (2-8°C) for 24 hours. Do not freeze. All specimens
should be allow to reach the room temperature (15-30°C) before testing, Khuyén cao
rang cac mau vdr duwoc xir 1y cang sém cang tot sau khi thu th@p. Néu khong thé xét
nghi¢m ngay lgp tic, mau bénh pham tim bong cua bénh nhdn nén dugc dat trong ong
van chuyén khé dé bao quan hodc véan chuyén. C6 thé bao qudn tdam béng trong 4-6 gio

o nhi¢t do phong (15-30°C) hodc trong tu lgnh (2-8°C) trong 24 gio. Khodng dong bang.

Tat ca cac mau thir phdi dwoc dé dat dén nhiét dé phong (15-30°C) truéc khi thir

nghiém.

5.2. Procedure, Quy trinh
Allow the test, reagents, specimen, and/or controls to reach room temperature

(15-30°C) prior to testing, Pé xét nghigm, thuéc thir, mdu thi va/hogc b déi ching dat
den nhiét d¢ phong (15-30°C) trwdc khi xét nghigm.
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Remove the test cassette from the foil pouch and use it within one hour. Best results will
be obtained if the test is performed immediately after opening the foil pouch, Ldy khay
xét nghiém ra khdi tli giay bac va sir dung trong vong mét gic. Sé thu duwoc két qud tot
nhat néu ther nghiém dwoc thurc hién ngay sau khi mé tai gidy bac.

Extract the Chlamydia antigen according to the specimen type, Chiét xuat khang nguyén
Chlamydia theo logi bénh pham.

For Female Cervical or Male Urethral Swab Specimens, Péi véi mdu bénh phim
ngoay cé tr cung hodc niéu dao nam:

Hold the reagent 1 bottle vertically and add 5 drops of reagent 1 (approx. 300ul) to the
extraction tube. Reagent 1 is colorless. Immediately insert the swab, compress the bottom
of tube and rotate swab 15 times. Let stand for 2 minutes, Gi# chai thuéc thé 1 theo
chiéu doc va thém 5 giot thuoc tha 1 (khoang 300 wl) vao ong chlet Thuoc thar 1 khong
mau. Ngay ldp tizc cho miéng gac vao, dn ddy éng va xoay miéng gac 15 lan. Pé yén
trong 2 phat.

Hold the reagent 2 bottle vertically add 6 drops of reagent 2 (approx. 250ul) to the
extraction tube. The solution would turn turbid. Compress the bottle of tube and rotate
the swab 15 times until the solution turn clear with a slight green or blue tint. If the swab
is bloody, the color will turn yellow or brown. Let stand 1 minute, Gii chai thuéc tha 2
theo chiéu doc, thém 6 gigt thudc thik 2 (khoang 250 ul) vao ong chiét. Cac gidi phéap sé
tré nén duc. Nén chai ong va xoay tam béng 15 lan cho d@én khi dung dich chuyén sang
mau trong suét véi tong mau xanh |4 cay hogc xanh lam nhe. Néu miéng gac c6 mau,
mau sé chuyén sang mau vang hogc nawu. Pé yén 1 phit.

Press the swab against the side of tube and withdraw the swab while squeezing the tube.
Keep as much liquid in the tube as possible. Fit the dropper tip on top of extraction tube,
An miéng gac vao thanh ong va rit mieng gac ra trong khi bop ong Giir cang nhiéu chdt
long trong éng cang tot. Lap dau éng nho giot 18n trén éng chiét.

For Male Urine Specimens, Pdi véi mau nwéc tidu nam gidi:

. Hold the reagent 2 bottle vertically and add 6 drops of (approx. 250ul) reagent 2 to the
urine pellet in the centrifuge tube, then shake the tube vigorously until the suspension is
homogeneous, Giir chai thudc thi 2 theo chiéu doc va nhé 6 gigt (khodng 250 ul) thuéc
thiz 2 vao vién nuéc tiéu trong ong ly tdam, sau dé lac manh éng cho dén khi huyén phu
dong nhat.

. Transfer all the solution in the centrifuge tube to an extraction tube. Let stand for 1 minute.
Hold the reagent 1 bottle upright and add 5 drops of (approx. 300ul) reagent 1 to the
extraction tube. Vertex or tap the bottom of the tube to mix the solution. Let stand for 2
minutes, Chuyén toan bg dung dich trong ong ly tdm sang éng chiéz. Hé yén trong 1 phit.
Giir chai thuéc thiz 1 thang dirng va thém 5 gigt (Khodng 300 ul) thuéc thiz 1 vao ong
chiét. Pinh hogc cham vdo ddy ong dé trén dung dich. Pé yén trong 2 phit.

. Fit the dropper tip on top of the extraction tube, Ldp dau éng nhé giot Ién trén éng chiét.

Place the test cassette on a clean and level surface. Add 3 full drops of the extracted
solution (approx. 100ul) to the specimen well of the test cassette (S), then start the
timer. Avoid trapping air bubbles in the specimen well, Dat khay xét nghi¢m trén mgt bé
mdt sach sé va bang phang. Thém 3 giot dung dich da chiét (khodng 100 ul) vao gleng
mau ther ciia khay xét nghiém (S), sau dé bdt dau hen gio. Tranh bdy bot khi trong mau
vat.

Wait for the color to appear. Read the result at 10 minutes, do not interpret the result
after 20 minutes, Poi mau xuat hién. Pec ket qua sau 10 phat, khdng dien giai ket qud



sau 20 phut.

Note, Luru y: It is suggested not to use the extraction reagent, beyond 6 months after opening
the vial, Khéng nén su dung thuoc thi chiét xuat, qué 6 thang sau khi mo lo.

3 Drops of Solution
3 giot dung dich

Chlamydia
¢
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= (»@:0 <0 00
©
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Positive  Negative |nvalid
Duong tinh  Am tinh Khéng hop 1é

5.3. Interpretation of results, Gidgi thich két qud
(Please refer to the illustration above, Vui long tham khao hinh minh hea ¢ trén)

POSITIVE, DUONG TINH:* Two colored lines appear. One colored line should be in
the control line region (C) and another colored line should be in the test line region (T).
A positive result indicates that Chlamydia was detected in the specimen, Hai vach mau xuat
hign. Mgt vach mau phdi nam trong viing vach déi chieng (C) va mét vach mau khac phadi
nam trong viing vach thé nghigm (T). Két qud duwong tinh cho thdy Chlamydia da dwoc phéat
hién trong mdu vat.

*NOTE, LUU Y: The intensity of the color in the test line region (T) will vary depending on
the concentration of Chlamydia present in the specimen. Therefore, any shade of color in the
test line region (T) should be con3|dered positive, Cuwong dé mau trong vung vach thir nghlem
(T) sé khac nhau tiy thugc vao nong dg¢ Chlamydia ¢ trong mau vét. Do dé, bat ky sac thai
mau nao trong vung vach thi nghiém (T) phai dicoc coi la dicong tinh.

NEGATIVE, AM TINH: One colored line appears in the control line region (C). No line
appears in the test line region (T). A negative result indicates that Chlamydia antigen is not
present in the specimen, or is present below the detectable level of the test, Mgt vach mau
xudt hign trong viing vach déi chieng (C). Khong c6 vach ndo xudt hién trong ving vach thi
nghiém (T). Két qua am tinh cho thdy khang nguyén Chlamydia khéng cé trong mau vét hogc
cO Mdt duwedi mirc ¢6 thé phat hién diroc cua xét nghiém.

INVALID, KHONG HOQP LE: 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. If the problem persists, discontinue using
the test kit immediately and contact your local distributor, Vach déi chieng khdng xudt hién.
Khéi lwong mau khdng dui hogc ky thugt quy trinh khong chinh xac 1a nhang Iy do rat c6 the
ddn dén 16i dwong ddy d‘zeu khién. Xem lgi quy trinh va ldp lai thiz nghiém véi mét thir
nghiém méi. Néu s ¢é van tiép dién, hay nging siz dung bé kiém tra ngay Idp tizc va lién hé
véi nha phan phdi tai dia phuong cua ban.

5. WARNINGS AND SAFETY PRECAUTIONS, CANH BAO VA THAN
TRONG

e For professional in vitro diagnostic use only. Do not use beyond the expiration date.
Chi danh cho muc dich chan dodn in vitro chuyén nghiép. Khong su dung qua ngay



hét han.

Do not eat, drink or smoke in the area where the specimens or kits are handled. Khdng
an, uong hogc hat thuoc trong khu veec xi Iy mau bénh pham hogc bg xét nghiém.
Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow the
standard procedures for proper disposal of specimens. Xu Iy tat ca cac mau b¢nh
phdm nhu thé chung co6 chia tac nhan lay nhieém. Tuan thu cac bi¢n phap phong ngzra
da duoc thiet lap chong lai cac moi nguy vi sinh vdt trong suot quy trinh va tuan theo
cac quy trinh tiéu chuan deé xi Iy mau bénh pham ding cdach.

Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed. Mac quan ao bao hg nhu do khodc phong thi
nghiém, gang tay diung mét lan va bao vé mat khi xét nghiém mau vat.

The used test should be discarded according to local regulations. Bg xét nghiém da siw
dung phdi dwroc loai bo theo quy dinh cua dia phuwong.

Humidity and temperature can adversely affect results. Do am va nhiér dé c6 thé anh
hwong xau dén ket qud.

Do not use test if pouch is damaged. Khong si dung bé xét nghiém néu tai bj hu hong.

The Owner’s legal representative
Ngwoi dai dién hop phap cia Chu s¢ hitu

Joseph Fan

General Direc
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