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For veterinary in vitro diagnostic use only

Canine/Feline Neuter Status Rapid Test

Gonadal tissue marker | Canine/feline | Serum preferred
Cat.no: 0010141

One C/T window - One S well - Whole blood / serum / plasma

Colloidal gold immunochromatography | Visual qualitative test

Proprietary Technology Statement

To protect the proprietary recognition system and core technical information, this IFU does not disclose the
molecular identity of the detection marker or key recognition components. Interpret results within the intended

use, reading criteria and limitations stated in this IFU.

Intended Use

For qualitative detection of a gonadal-tissue-associated marker in
canine/feline whole blood, serum or plasma, to aid assessment of
unknown neuter history, suspected ovarian remnants, cryptorchidism
or testicular remnants. Interpret with history, examination and other
findings. The test alone does not establish neuter status, complete
tissue removal or fertility.

Summary and Clinical Context

Ovarian or testicular tissue may be associated with a detectable
circulating marker. Prior surgery, sexual maturity and tissue function
affect interpretation. Typical scenarios include males with no scrotal
testes and unknown history, and females showing estrous signs after
spaying.

Test Principle

The assay uses colloidal gold immunochromatography. The marker
reacts with gold-labeled recognition components and migrates to T,
where immobilized recognition components capture it to form a
visible colored line. C monitors the flow process. The designated
positive decision concentration is 20.20 ng/mL. Report a discernible
T line as detected; do not calculate concentration from its intensity.

Contents and Required Materials

Test cards, matched buffer and IFU; see the packing list for
quantities and sampling-device configuration. Also required: a
pipette or calibrated transfer device capable of measuring 30 pL
accurately, suitable collection/separation supplies, timer and
protective equipment.

Storage and Expiry

Store under the product-label conditions; see packaging for lot and
expiry. Keep sealed and dry. Open immediately before use. Do not
use expired, damp or damaged kits.

Clinical Interpretation (C Valid)

Specimen Selection and Handling

Serum is preferred. Apply 30 uL for each specimen type: whole
blood, serum or plasma. Record animal identity, sex, age/maturity,
neuter history, surgery date and reproductive medication.

Serum: allow clotting, separate by routine procedures and transfer
clear supernatant without cells or fibrin. Whole blood: collect into an
anticoagulant tube confirmed compatible with this product; mix
gently before sampling and reject clotted specimens. Plasma:
anticoagulate and separate appropriately, avoiding the cell layer.

Use fresh specimens where possible. Avoid contamination, marked
hemolysis or severe lipemia. Investigate clots, obscuring background
or abnormal flow and recollect/retest. Delayed testing requires
handling, storage and transport confirmed suitable for this product.
Do not predilute.

Timing and Testing Recommendations

After surgery: wait at least one month after ovary/testis removal
before sampling, to reduce effects of circulating residual marker.

Age: female interpretation primarily concerns sexually mature
animals; maturity varies by breed and individual. Interpret young or
reproductively senescent animals cautiously; an intact older female
may test negative.

Ovarian remnants: predominantly luteal tissue may produce
progesterone while the marker remains low. Recurrent estrous signs
after spaying warrant progesterone and other appropriate
assessment even with a negative test. Consider exogenous
progesterone exposure when interpreting an elevated result.

‘_ Suggested report and interpretation limits

Marker positive a retained testis or establish fertility.

Marker negative

Difficult to interpret

Suggests ovarian or testicular tissue is present. Alone, it cannot distinguish intact ovaries from remnants, locate

No signal meeting this test’s reading threshold was detected. Under applicable conditions this is consistent with
neutering, but does not prove complete removal or exclude remnants.

Check specimen and procedure, then repeat or obtain laboratory quantitative confirmation. Do not force a

“neutered” classification. A clearly discernible faint T line remains positive.

Laboratory Quantitative Confirmation Intervals

‘ Concentration (ng/mL) Confirmation category

These are the designated confirmation intervals, not concentrations
measured by this strip. The absence of a T line does not distinguish <0.10

<0.10 Negative from 0.10 to <0.20. Use a suitable, comparably calibrated method and
laboratory interpretation.

0.10 to <0.20 Indeterminate

20.20 Positive

Zhejiang Anji Saianfu Biotech Co., Ltd.
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SAFHEAL

For veterinary in vitro diagnostic use only

Canine/Feline Neuter Status Rapid Test

Cat.no: 0010141

One C/T window - One S well - Whole blood / serum / plasma

Test Procedure

Colloidal gold immunochromatography | Visual qualitative test

1. Check specimen identity, packaging and expiry. Bring the card, matched buffer and prepared specimen to room temperature.
Prepare the specimen as directed; serum is preferred. Open the pouch and place the card level.

2. Accurately transfer 30 yL of whole blood, serum or plasma to the sole S well. Gently mix whole blood before sampling. Avoid

bubbles and keep liquid out of the result window.

3. Then add 2 drops of matched buffer, 80 L total, to the same S well. Hold the buffer bottle upright without touching the card. Start

timing immediately after adding the buffer.

4. Keep the card level; do not move, tilt or add more liquid. At 10 minutes, check C first and then read T in good light. Results after 15

minutes are invalid.

Procedure Overview

Serum preferred; 30 pL for every specimen type. Add specimen, then buffer, to the same S well.

01 Collect and prepare

F F

I

Serum (preferred) Whole blood Plasma

Prepare the appropriate specimen

6
6

J
S:2 drops / 80 L

03 Add buffer

2 drops buffer (80 yL) — same S

Result lllustrations and Reading

Marker detected / Positive

Marker not detected / Negative

02 Add specimen

f

o 1

$:30 L

30 pL specimen — S

04 Time and read

10 min

>15 min
X

Read at 10 min; invalid after 15 min

C = Control | T = Test

Invalid

T [ T

1 )

[ )

Both C and T appear. Any clearly discernible
T line, including a faint line, is reported as
positive.

C appears and T is absent. No signal
meeting the reading threshold was detected,;
this does not mean “completely neutered.”

No C, whether T appears or not, is invalid.
Do not interpret obscuring background or
abnormal flow. Investigate and repeat using
a new card.

lllustrations are schematic. Review unreadable results; a clearly visible faint T line is positive and is not assigned to the quantitative indeterminate interval because

it is faint.

Quality Control

C must appear in every test. It is a procedural control, not proof of
adequate sampling or correct specimen concentration. Use appropriate
external controls under laboratory policy. Never report invalid results as
negative.

Precautions

For trained veterinary personnel; single use. Accurately measure 30 pL;
one drop from an arbitrary dropper is not necessarily 30 uL. Use only the
matched buffer; do not substitute other reagents. Wear gloves and
handle/dispose of specimens and waste as potentially infectious.

SAFHEAL - 0010141 - V1.0 - 2026-11-08

Limitations

The test gives no exact concentration. Line intensity cannot estimate
tissue amount or location. Timing, near-threshold levels, tissue function
and specimen quality may affect results. Discordance with history or
examination warrants repeat testing and suitable laboratory/imaging
assessment. Do not base a decision for or against surgical exploration
solely on this test.
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Chi dung chan doan tha y in vitro

Test nhanh tinh trang triét san & ché/méo

D&u 4n mé tuyén sinh duc | Chd/méo | Uu tién huyét thanh
Cat.no: 0010141

Mot ctra s6 C/T - M6t giéng S - Mau toan phan / huyét thanh / huyét twong

Sé&c ky mién dich vang keo | Doc dinh tinh bang mét

Tuyén bé vé cong nghé déc quyén

D& bao vé hé nhan dién doc quyén va théng tin ky thuat c6t I16i, hwong dan nay khéng céng bd danh tinh phén tir
cua dau an dworc phat hién hodc cac thanh phan nhan dién chi chét. Dién giai két qua theo muc dich sir dung,

tiéu chi doc va gi#i han néu trong hwéng dan.

Muc dich str dung

Phat hién dinh tinh du &n lién quan mé tuyén sinh duc trong mau
toan phan, huyét thanh hoac huyét twong cho/meéo; hd tro danh gia
khi chua r tién st triét san, nghi sét budng trieng, tinh hoan &n hoac
mo tinh hoan con sét. K&t hop bénh siv, kham va xét nghiém khéac.
Test don 18 khong xac nhan tinh trang triét san, cat bé hoan toan mo
hay kha nang sinh san.

Toéng quan va bdi canh Iam sang

Khi c6 mé budng trirng hodc tinh hoan, dau &n twong trng cé thé
dwoc phat hién trong tuan hoan. Phau thuat trudc d6, mire trudng
thanh sinh duc va chirc ndng mé anh hwéng cach dién giai. Tinh
hudng dién hinh 1a con dwc khéng c6 tinh hoan trong biu va khéng
ré bénh str, hodc con céi dong duc tré lai sau triét san.

Nguyén ly xét nghiém

Test str dung séc ky mién dich vang keo. D4u &n phan (rng voi
thanh phan nhan dién gan vang, di chuyén dén T va dwoc thanh
phan nhan dién cb dinh bét gil, tao vach mau nhin thay. C giam sat
qué trinh chay mau. Nguwéng ndng dé quy dinh cho két qua dwong
tinh la 20.20 ng/mL. T nhin rd dwoc bao & phat hién d4u 4n; khong
tinh ndng dé tir d6 dam vach.

Thanh phan va vat dung can thiét

Thé thlr, dém di kém va hudng dan; xem sb lwong va dung cu lay
mau trong danh muc déng géi. Can thém pipet hodc dung cu chuyén
mau da hiéu chuan dé do chinh xac 30 pL, vat dung lay/tach mau
pht hop, ddng hd va dé bao ho.

Bao quan va han dung

Bao quan theo nhan san phdm; xem sé 16 va han dung trén bao bi.
Gi kin, kho. Chi mé ngay trwédc khi diing. Khong dung bo hét han,
4m ho&c hw hong.

Dién giai 1am sang (C hop 18)

‘m Céch béo céo va giGi han dién giai

Lwa chon va xt ly mau

Uu tién huyét thanh. Dung 30 uL cho méi loai m&u: mau toan phan,
huyét thanh hoéc huyét trong. Ghi nhan con vat, gigi tinh, tudi/murc
trwdng thanh, tién st triét san, ngay phau thuat va thubc sinh san da
dung.

Huyét thanh: dé dong, tach theo quy trinh thuong quy, 14y dich trong
phia trén, tranh té bao va fibrin. Mau toan phan: l1ay vao ong chong
déng da xac nhan twong thich véi san phdm; tron nhe truéc khi lay
mau, khéng diing mau cé cuc déng. Huyét twong: chéng déng va
tach phu hop, tranh hat 16p té bao.

Uu tién mau twoi. Tranh nhiém ban, tan mau rd hodc duc do lipid
n&ng. Néu co cuc ddng, nén che vach hodc dong chay bat thwong,
tim nguyén nhan roi lay lai mau/ther lai. Khi tri hoan xét nghiém, chi
dung diéu kién xtr ly, bdo quan va van chuyén da xac nhan phi hop
véi san phdm. Khong pha lodng trude.

Thoi diém va khuyén nghi xét nghiém

Sau phéu thuat: che it nhat mét thang sau cét bd budng trirng/tinh
hoan méi &y mau, nhdm han ché anh hwéng ctia diu n con luu
hanh.

Tubi: dién gidi & con cai chi yéu ap dung khi da truéng thanh sinh
duc; thoi diém truwdng thanh tuy gidng va ca thé. Than trong & con
non hodc con suy giam sinh san do ldo hoa; con céi cao tudi chwa
triét san van cé thé am tinh.

S6t budng trirng: md chii yéu 1a thé vang cé thé tiét progesterone
trong khi d&u &n th&p. Pong duc lai sau triét san can danh gia
progesterone va cac xét nghiém phu hop khac, k& ca khi test am
tinh. Can nh&c ngudn progesterone ngoai sinh khi két qua tang.

D&u 4n dwong tinh
D4u 4n am tinh
Kho dién giai

Khoang xac nhan dinh lwong tai phong xét nghiém

Goi y ¢6 mo budng trivng hodc tinh hoan. Riéng test khong phan biét budng trirng nguyén ven véi mé sét,
khéng x&c dinh vi tri tinh hoan &n hay kha nang sinh san.

Khong phat hién tin hiéu dat nguéng doc cla test trong lan nay. Trong diéu kién phu hop, két qua twong thich
v&i da triét san, nhwng khong chirng minh da cat bé hoan toan hay loai trlr moé sot.

Kiém tra mau va thao tac, sau dé thi lai hodc xac nhan dinh lwong tai phong xét nghiém. Khéng ép két luan “da
triét sén”. Vach T nhat nhwng nhin r van la dwong tinh.

Day la khoang x&c nhan dwoc quy dinh, khdng phai ndng do do que thir do.
Khoéng xuét hién T khong cho phép phan biét <0.10 vé&i 0.10 dén <0.20. Dung
phwong phap phu hop, hiéu chuan twong dwong va dién giai bdi phong xét
nghiém.

‘ Néng dé (ng/mL) Két qua xac nhan

<0.10 Am tinh
0.10 dén <0.20 Khoéng xac dinh

>0.20 Dwong tinh

Zhejiang Anji Saianfu Biotech Co., Ltd.
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SAFHEAL

Chi dung chan doan tha y in vitro

Test nhanh tinh trang triét san & ché/méo

Cat.no: 0010141

Mot ctra s6 C/T - M6t giéng S - Mau toan phan / huyét thanh / huyét twong

Quy trinh xét nghiém

Sé&c ky mién dich vang keo | Poc dinh tinh bdng mét

1. Kiém tra théng tin mau, bao bi va han dung. Pua thé, dém di kém va mau da chuan bj vé nhiét do phong. X& ly mau theo hwéng

dan; wu tién huyét thanh. M& tui va dat thé nam ngang.

2. Chuyén chinh x&c 30 uL mau toan phan, huyét thanh hoac huyét twong vao giéng S duy nhét. Trén nhe mau toan phan trwéc khi

l4y. Tranh bot khi, khéng thém dich vao ctra sb két qua.

3. Sau do thém 2 giot dém di kém, tbng 80 uL, vao cling giéng S. Git¥ lo dém thang dirng, khéng cham dau lo vao thé. Bat dau tinh gidr

ngay sau khi thém dém.

4. Gilr thé ndm ngang; khong di chuyén, nghiéng hay thém dich. Sau 10 phut, kiém tra C truéc rdi doc T dwéi anh sang da. Két qua

sau 15 phut khong hop 1é.
Minh hoa quy trinh

Uu tién huyét thanh; méi loai mau dung 30 uL. Thém mau rdi dém vao cung giéng S.

01 LAy va chuan bi mau

F [

o

%

I

Mau toan phan Huyét twong

Chuén bj diing loai mau

6
6

J
S:2 giot /80 pL.

Huyét thanh (wu tién)

03 Thém dém

2 giot dém (80 L) — cung S

Minh hoa va doc két qua

Phat hién dau an / Dwong tinh

Khéng phat hién dau 4n / Am tinh

02 Thém mau

f

o 1

$:30 L

30 L mau — S

04 Tinh gi® va doc

10 min

>15 min
X

Poc sau 10 phut; sau 15 phut khéng hop 1€

C=Chtrng | T=Thtr
Khéng hop 1

T [ T

S ]
S I

Cé ca C va T. Moi vach T nhin ré dwoc, ké
ca vach nhat, d&u bao dwong tinh.

san hoan toan”.

C6 C, khong co T. Khong phat hién tin hiéu
dat nguwéng doc; khong dong nghia “dé triét

[ )

Khéng cé C, dui ¢6 hay khong c6 T, déu
khéng hop 1€. Khdng doc khi nén che vach
hodc dong chay bat thweng. Tim nguyén
nhan rdi thtr lai bang thé mai.

Hinh chi minh hoa. Xac nhan lai két qua khé doc; T nhat nhwng nhin rd 1a dwong tinh, khéng xép vao khoang dinh lwgng khéng xac dinh chi vi vach nhat.

Kiém soat chat lwong

M&i lan thir phai cé C. Day la chirng quy trinh, khéng chirng minh &y du
mau hay ndng d6 mau ding. Duing ngoai kiém phu hop theo quy dinh
phong xét nghiém. Khong béo két qué khéng hop 1& 1a am tinh.

Than trong

Cho nhan vién tha y da dao tao; dung mét 1&n. Do chinh xac 30 pL; mot
giot tr 6ng nhd giot bat ky khong nhét thiét 1a 30 pL. Chi dung dém di
kém, khong thay bang thudc thir khac. Deo gang, x( Iy/thai bo mau va
chat thai nhw vat liéu cé nguy co lay nhiém.

SAFHEAL - 0010141 - V1.0 - 2026-11-08

Gi®i han

Test khéng cho n6ng dd chinh xac. B6 dam vach khéng woce tinh lwgng
ho&c vi tri mé. Thai diém ldy mau, mirc sat nguwdng, chirc nang mo va
chét lwong mau cé thé anh hwéng két qua. Néu khong phu hop bénh st
hodc kham, thir lai va danh gia bang xét nghiém/hinh &nh thich hop.
Khéng chi dwa vao test d& quyét dinh thuc hién hodc bac b phau thuat
tham do.
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2nd Floor, No. 3 Factory, No. 489 Wenyun Road, Tangpu Industrial Park, Dipu Subdistrict, Anji County, Huzhou City, Zhejiang Province, 313303, PR. China. | www.safheal.com
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