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SAFHEAL

Instructions for use - Veterinary in vitro testing only

Canine/Feline Cognitive Dysfunction Rapid Test Kit

Adjunct to assessment of canine (CCDS) and feline (FCDS) cognitive dysfunction syndromes

Cat.no: 0082811

Colloidal gold double-antibody sandwich assay - Qualitative

Canine/feline serum or EDTA plasma - One C/T window - One S well - 1, 5, 10, 20 or 25 tests/box

Proprietary Technology

This IFU refers to the component recognized by the assay as the detection marker. Its molecular identity is

proprietary.

Intended Use

For qualitative detection of a marker in canine or feline serum or
EDTA plasma, as an adjunct to veterinary assessment of dogs and
cats with cognitive or behavioral changes. Interpret alongside the
history, behavioral assessment, physical examination and further
testing as indicated.

Clinical Background

Cognitive dysfunction may affect orientation, the sleep—wake cycle,
elimination habits, social interactions and activity. Consider other
causes of similar signs, including pain, sensory decline, systemic
disease and neurologic disorders.

Test Principle

The marker binds to a colloidal gold-labeled antibody and migrates
along the membrane. A capture antibody at T binds the complex to
form a visible colored line. The C line monitors flow through the
membrane.

Kit Contents and Materials Required

Test cassettes, matched buffer and IFU are supplied. Check the
pack for the exact configuration. Suitable droppers, collection and
separation supplies, a timer and personal protective equipment are
also required.

Storage and Expiry

Follow the storage conditions on the outer pack. Keep the pouch
sealed and dry until use. Check the lot, expiry date and package
integrity before testing.

Clinical Comparison

Specimen Collection and Handling

Trained personnel should collect venous blood. For serum, allow the

blood to clot and separate the serum. For plasma, collect in an EDTA
tube, mix gently and separate the plasma. Transfer the clear fraction

without disturbing cells or fibrin.

Record species, age, sampling time and relevant history. Use fresh
specimens where possible. Recollect specimens that are clotted,
contaminated, markedly hemolyzed or severely lipemic. For delayed
testing, follow storage and transport conditions validated for this
product.

Behavioral History to Record

Dogs: disorientation or getting stuck in familiar places, staring,
altered sleep—wake cycles, nighttime pacing or vocalizing, house-
soiling, altered interaction or anxiety, and reduced response to
familiar commands.

Cats: unexplained nighttime vocalizing or pacing, increased daytime

sleep, disorientation or staring in familiar places, soiling outside the
litter box, reduced interaction or play, or anxiety.

The case groups included animals with multiple owner-reported behavioral changes and a veterinarian’s clinical assessment consistent with cognitive

dysfunction. Healthy controls were 2—5 years old.
Dogs (CCDS)

. Healthy
27 0 27

Positive
Negative 1 50 51
Total 28 50 78

Positive agreement
Negative agreement
Overall agreement

27128 - 96.43% (82.29-99.37%)
50/50 - 100.00% (92.87-100.00%)
77/78 - 98.72% (93.09-99.77%)

Cats (FCDS)

. Healthy
30 0 30

Positive
Negative 1 40 41
Total 31 40 7

30/31 - 96.77% (83.81-99.43%)
40/40 - 100.00% (91.24-100.00%)
70/71 - 98.59% (92.44-99.75%)

Positive agreement
Negative agreement
Overall agreement

Parentheses show two-sided Wilson 95% confidence intervals. Cases were classified by clinical assessment. A standardized reference protocol was not
provided. The healthy controls were younger. These estimates describe the study groups and do not establish diagnostic performance in age-matched

animals, animals with similar signs, or the general clinic population.

Zhejiang Anji Saianfu Biotech Co., Ltd.

2nd Floor, No. 3 Factory, No. 489 Wenyun Road, Tangpu Industrial Park, Dipu Subdistrict, Anji County, Huzhou City, Zhejiang Province, 313303, P.R. China. | www.safheal.com
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SA F H EA L Instructions for use - Veterinary in vitro testing only
Canine/Feline Cognitive Dysfunction Rapid Test Kit

Cat.no: 0082811 Colloidal gold double-antibody sandwich assay - Qualitative
Canine/feline serum or EDTA plasma - One C/T window - One S well - 1, 5, 10, 20 or 25 tests/box

Test Procedure

1. Verify specimen identity, expiry and package integrity. Bring the specimen, cassette and buffer to room temperature. Open the pouch
and lay the cassette flat.

2. Use a dropper suitable for this kit to dispense 1 drop of serum or EDTA plasma into the sole S well. Avoid air bubbles.
3. Hold the buffer bottle upright. Add 3 drops of matched buffer to the same S well and start timing immediately after the last drop.
4. Keep the cassette level. In good light at 10 minutes, check C first, then read T. Results at 15 minutes or later are invalid.

Procedure Overview
Serum and EDTA plasma follow the same application steps.

01 Collect and separate 02 Add specimen

;”
Serum EDTA plasma

1 drop

Use separated serum or plasma 1 drop specimen — S well
03 Add buffer 04 Time and read
10 min
=215 min
3 drops matched buffer — same S well Read at 10 min - Invalid at 215 min
Result Interpretation C = Control | T = Test
Positive - Marker detected Negative - Marker not detected Invalid
c T c T c T
C T C T
Both C and T appear. Any clearly visible T Only C appears. Persistent or progressive If C is absent, the result is invalid whether or
line, including a faint line, is positive. With a behavioral changes still warrant veterinary not T appears. Investigate and repeat with a
compatible history and behavior, use the assessment. new cassette.

finding in further veterinary assessment for
cognitive dysfunction.

lllustrations are schematic. If background color obscures the result or the lines are unreadable, repeat with a new cassette.

Quality Control Limitations

C must appear for each test. It indicates migration through the This test is qualitative. Line intensity does not indicate marker
membrane. Assess specimen quality separately. Run external controls concentration or disease severity. Results cannot independently confirm,
as required by laboratory procedures. exclude or stage cognitive dysfunction. If results and clinical findings

. differ, evaluate further and recollect and retest as appropriate.
Precautions

For trained personnel. Single-use cassette. Use the matched buffer.
Handle and dispose of specimens and test materials as potentially
infectious.
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SAFHEAL

Bd xét nghiém nhanh hé tro’ danh gia roi

thirc @ ch6é va meéo

Hwéng dan s dung - Chi dung cho xét nghiém tha y in vitro

Ve
/4 A

loan chirc nang nhan

Hb trg danh gia hoi chirng réi loan chirc néng nhan thirc & ché (CCDS) va méo (FCDS)

Cat.no: 0082811

Sé&c ky mién dich vang keo kiéu kep hai khang thé - Dinh tinh

Huyét thanh hodc huyét twong EDTA clia ché/méo - Mot clra s& C/T - Mot giéng S - 1, 5, 10, 20 hodc 25 xét nghiém/hop

Cong nghé déc quyén

Hwéng dan nay goi thanh phan dwoc xét nghiém nhan dién 1a dau 4n phat hién. Danh tinh phan ti ctia dau an la

thong tin doc quyén.

Muc dich str dung

Phat hién dinh tinh mét d&u 4n trong huyét thanh hodc huyét twong
EDTA ctia chd/méo, nham ho tro bac si thu y danh gia déng vat co
thay ddi vé nhan thirc hodc hanh vi. Dién giai két qua cling véi bénh
stv, danh gia hanh vi, kham lam sang va cac xét nghiém bd sung khi
c6 chi dinh.

Béi canh lam sang

R&i loan chirc nang nhan thirc co thé anh hudng dén kha nang dinh
hwéng, chu ky thire—ngu, théi quen bai tiet, twong tac xa hoi va mire
dod hoat ddng. Can xem xét cac nguyén nhan co bidu hién twong tw,
nhw dau, suy gidm giac quan, bénh toan than va réi loan than kinh.
Nguyén ly xét nghiém

DAu 4n lién két vdi khang thé gén vang keo rdi di chuyén doc mang.
Khéng thé bat gilr tai vi tri T gilr phirc hgp va tao vach mau nhin
thay dwoc. Vach C kiém tra su di chuyén cda dich qua mang.
Thanh phan bd xét nghiém va vat dung can thiét

Bo xét nghiém gém thé thir, dung dich dém di kém va huwong dan st
dung. Xem quy céch cu thé trén bao bi. Can chuén bi éng nho giot
pht hop, dung cu lay va tach méu, déng hd bam gid va phwong tién
bao h6 cé nhan.

Bao quan va han str dung

Bao quan theo diéu kién ghi trén hop. Gil tdi dwng thé kin va kho
dén khi st dung. Kiém tra s6 16, han dung va tinh trang bao bi trwéc
khi xét nghiém.

Déi chiéu lam sang

Lay va xtr ly mau

Nhan vién da duoc dao tao ldy mau tinh mach. D& 14y huyét thanh,
dé mau déng rdi tach huyét thanh. D& 4y huyét twong, thu mau vao
bng EDTA, tron nhe rdi tach huyét twong. LAy phan dich trong, tranh
hut t& bao hodc fibrin.

Ghi loai, tudi, thoi diém 1y mau va bénh st lién quan. Uu tién diing
mau mai lay. LAy lai m&u néu mau bi dong cuc, nhiém ban, tan mau
ré hodc duc ndng do lipid. Khi chwa thé xét nghiém ngay, tuan theo
diéu kién bao quan va van chuyén da dwoc xac nhan cho san phadm
nay.

Cac biéu hién hanh vi can ghi nhan

Ché: mét dinh huéng hodc méc ket & noi quen thudc, nhin cham
cham, thay déi chu ky thirc—ngu, di lai hodc kéu vao ban dém, bai
tiét sai chd, thay doi twong tac hodc lo au, giam dap (rng véi ménh
I&énh quen thudc.

Meéo: kéu hodc di lai vao ban dém khéng ré Iy do, ngli nhiéu hon vao
ban ngay, mét dinh huéng hoac nhin cham cham & noi quen thudc,
bai tiet ngoai khay cat, giam twong tac hodc hirng thu choi dua, hay
lo au.

Nhém ca bénh gdm dong vat cé nhiéu thay déi hanh vi do chd nudi ghi nhan va dwoc bac si thi y danh gia lam sang 1a c6 biéu hién phu hop véi réi

loan chtrc nang nhan thirc. Dong vat dbi chirng khde manh tir 2-5 tudi.

Ché (CCDS)
Xét nghiém . - Doi chirng 2
Dwong tinh 27 0 27
Am tinh 1 50 51
Téng 28 50 78

Ty 1é phu hop dwong tinh
Ty 1é phu hop am tinh
Ty Ié phu hop chung

27128 - 96.43% (82.29-99.37%)
50/50 - 100.00% (92.87—-100.00%)
77178 - 98.72% (93.09-99.77%)

Méo (FCDS)
Xét nghiém . 5 Doi chirng 2
Dwong tinh 30 0 30
Am tinh 1 40 41
Téng 31 40 71

Ty Ié phu hop dwong tinh
Ty lé phu hop am tinh
Ty 1é phu hop chung

30/31 - 96.77% (83.81-99.43%)
40/40 - 100.00% (91.24-100.00%)
70/71 - 98.59% (92.44-99.75%)

S6 trong ngodc Ia khoang tin cay Wilson hai phia 95%. Nhom ca bénh duoc phan loai bang danh gia 1am sang. Thong tin vé quy trinh tham chiéu chuén
héa chwa dwoc cung cap. Nhém ddi chirng khde manh c6é tudi thap hon. Cac wéc tinh md ta cac nhém nghién ctvu va chwa xac 1ap hiéu nang chan
doan & dong vat cung dd tudi, dong vat cé triéu chirng twong tw hodc quan thé dén kham noi chung.

Zhejiang Anji Saianfu Biotech Co., Ltd.

2nd Floor, No. 3 Factory, No. 489 Wenyun Road, Tangpu Industrial Park, Dipu Subdistrict, Anji County, Huzhou City, Zhejiang Province, 313303, P.R. China. | www.safheal.com
Tai liéu tham khao l1am sang - Olby et al., JAVMA 264(4):498-505 (2026) - Ray et al., J Feline Med Surg 23(7):613-638 (2021)
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SAFHEAL

Hwéng dan s dung - Chi dung cho xét nghiém tha y in vitro

B6 xét nghiém nhanh hé tro’ danh gia roi loan chirc ning nhan

thirc @ ch6é va meéo

Cat.no: 0082811

Sé&c ky mién dich vang keo kiéu kep hai khang thé - Binh tinh

Huyét thanh ho&c huyét twong EDTA clia ché/méo - Mot clra s& C/T - Mot giéng S - 1, 5, 10, 20 hodc 25 xét nghiém/hop

Quy trinh xét nghiém

1. Dbi chiéu théng tin mau, kiém tra han duing va tinh trang bao bi. Dwa méu, thé th® va dung dich dém vé nhiét d6 phong. M& tui va

d&t thé trén mét phdng ngang.

2. Dung éng nhé giot phii hop véi bo xét nghiém, nhé 1 giot huyét thanh ho&c huyét twong EDTA vao giéng S duy nhéat. Tranh tao bot

khi.

3. Git¥ lo dém thang dirng. Nhé 3 giot dung dich dém di kém vao cuing giéng S va bat dau tinh gi& ngay sau giot cudi.
4. Gilr thé ndm ngang. Tai phut thr 10, kiém tra vach C trwéc rdi doc vach T dudi anh sang du. Két qua tir phat thir 15 tré di khong

hop é.

Minh hoa quy trinh
Huyét thanh va huyét twong EDTA c6 cling quy trinh nhd mau.

01 LAy va tach mau

F

Huyét thanh Huyét twong EDTA
Dung huyét thanh hodc huyét twong da tach

03 Nho dung dich dém

o
o
)

C T
@
3 giot

3 giot dém di kéem — cuing giéng S
Poc két qua
Dwong tinh - Phat hién du an

T

Am tinh - Khong phat hién dau 4n

02 Nhoé mau

1 giot mau — giéng S

04 Tinh gi® va doc

10 min
215 min
X

Poc & phut 10 - Khéng hop 1€ tr phut 15

C =Vach chirng | T = Vach thir
Khéng hop 1

T [ T

S S

L )

C6 ca vach C va T. Vach T nhin thay r, ké
ca vach nhat, déu dwoc doc la dwong tinh.
Khi bénh st va biéu hién hanh vi phu hop,
st dung két qua nay dé hd tro bac s thay
tiép tuc danh gia rdi loan chirc nang nhan
thire.

danh gia.

Chi ¢6 vach C. Néu thay ddi hanh vi kéo dai
hoéc tién trién, van can dwoc bac sTthi y

[ )

Thiéu vach C thi k&t qua khong hop 18, du cé
hay khéng cé vach T. Tim nguyén nhan va
thtr lai bang thé méi.

Hinh chi mang tinh minh hoa. Néu mau nén che khuét két qua ho&c khéng doc dwoc cac vach, thi lai bang thé mai.

Kiém soat chat lwong

Vach C phai xuét hién & méi Ian thr va cho biét dich da di chuyén qua
mang. Banh gia chat lwong mau riéng. St dung mau kiém soat bén
ngoai theo quy trinh ctia phong xét nghiém.

Than trong

Danh cho nhan vién da dwoc dao tao. Thé th&r ding mét 1an. Dung dung
dich dém di kem. X ly va thai bd mau cling nhw vat tw xét nghiém nhw
vat liéu cé nguy co lay nhiém.

SAFHEAL - 0082811 - V1.0 - 2026-11-11

Gi®i han

Day la xét nghiém dinh tinh. D& dam cla vach khong cho biét ndng do
déu 4n hodc mirc d6 ndng cla bénh. Riéng két qua xét nghiém khong
thé& xac nhan, loai tr¥ hodc phan giai doan rbi loan chirc nang nhan thirc.
Néu két qua khong phu hop véi biéu hién Iam sang, danh gia thém va
l&y lai m&u dé& xét nghiém khi can.
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https://pubmed.ncbi.nlm.nih.gov/41442884/
https://pmc.ncbi.nlm.nih.gov/articles/PMC10812122/
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