
RPR SYPHILIS CARD TEST
A qualitative and Semi- quantitative rapid

card test for the detection of
Non-Treponema (reagin) in serum or plasma

For in- vitro diagnostic use only

�済ܙ￠䖀 �済 � 済ܙ � �

INTENDED USE
Fܙ￠ 済h䖀 qu�li済�済iv䖀 �nd qu�n済i済�済iv䖀 d䖀済䖀c済iܙn fܙ Nܙn-
T￠䖀pܙn䖀m� in s䖀￠um ￠ܙ pl�sm�.

INTRODUCTION & PRINCIPLE
B䖀sid䖀s ￠済h䖀ܙ �n済ibܙdi䖀s, Treponema Pallidium
p￠ܙduc䖀s nܙn-T￠䖀pܙn䖀m�l �n済ibܙdi䖀s (￠䖀�gin) in
syphili済ic p䖀￠sܙns. Th䖀s䖀 �n済ibܙdi䖀s c�n b䖀 d䖀済䖀c済䖀d by
RPR �n済ig䖀n. ATLA� RPR c�￠d 済䖀s済 is � m�c￠ܙscܙpic
sc￠䖀䖀ning 済䖀s済 fܙ￠ 済h䖀 qu�li済�済iv䖀 �nd �䖀mi-
qu�n済i済�済iv䖀 d䖀済䖀c済iܙn fܙ ￠䖀�gin �n済ibܙdi䖀s in s䖀￠um ￠ܙ
pl�sm�. Th䖀 ki済 cܙn済�ins RPR �n済ig䖀n which is b�s䖀d nܙ
済h䖀 䖀�sy 済ܙ us䖀 VDRL c�￠bܙn �n済ig䖀ns. In 済h䖀 p￠䖀s䖀nc䖀
fܙ 済h䖀 ￠䖀�gin, 済h䖀 �n済ig䖀n c�us䖀s flܙccul�済iܙn fܙ 済h䖀
c�￠bܙn p�￠済icl䖀s, which �pp䖀�￠s �s bl�ck clumps. Th䖀
ch�￠cܙ�l p�￠済icl䖀s cܙn済�in䖀d in 済h䖀 �n済ig䖀n susp䖀nsiܙn
䖀nh�nc䖀s 済h䖀 visu�l �pp䖀�￠�nc䖀 fܙ 済h䖀 cܙ�gglu済in�済iܙn
in pܙsi済iv䖀 s�mpl䖀s.

MATERIALS
MATERIALS PROVIDED

 RPR c�￠bܙn �n済ig䖀n ￠䖀�g䖀n済.
 RPR 済䖀s済 c�￠ds.
 Pl�s済ic s済icks.
 Disp䖀nsing D￠ܙpp䖀￠.

MATERIALS NEEDED BUT NOT PROVIDED
 Pܙsi済iv䖀 �nd n䖀g�済iv䖀 cܙn済￠ܙls.
 ��lin䖀 0.9%.

 Rܙ済�済ܙ￠ (100￠pm).
 Accu￠�済䖀 pip䖀済済䖀 済ܙ d䖀liv䖀￠ 50 µl �nd.
 Tim䖀￠.

PRECAUTIONS
 Alw�ys us䖀 � f￠䖀sh pip䖀済済䖀 済ip fܙ￠ 䖀v䖀￠y 済䖀s済.

STORAGE AND STABILITY
 Th䖀 ￠䖀�g䖀n済s in 済his ki済 shܙuld b䖀 s済ܙ￠䖀d in �n

up￠igh済 pܙsi済iܙn �nd ￠䖀f￠ig䖀￠�済䖀d b䖀済w䖀䖀n � 済ܙ
�°� . N䖀v䖀￠ F￠䖀䖀z䖀. T䖀s済 c�￠ds n䖀䖀d nܙ済 済ܙ b䖀
￠䖀f￠ig䖀￠�済䖀d �nd c�n b䖀 k䖀p済 �済 mܙܙ￠
済䖀mp䖀￠�済u￠䖀.

 R䖀�g䖀n済s shܙuld b䖀 b￠ܙugh済 済ܙ mܙܙ￠
済䖀mp䖀￠�済u￠䖀 �nd mix䖀d w䖀ll 済ܙ b済�inܙ �
unifܙ￠m susp䖀nsiܙn fܙ c�￠bܙn p�￠済icl䖀s.

PREPARING THE SPECIMEN
 ATLA� RPR ki済 c�n b䖀 us䖀d wi済h 䖀i済h䖀￠

unh䖀�済䖀d pl�sm� ￠ܙ h䖀�済䖀d s䖀￠um s�mpl䖀s.
 �䖀￠um s�mpl䖀s c�n s済�y s済�bl䖀 fܙ￠ up 済ܙ 5 d�ys

if s済ܙ￠䖀d �済 � 済ܙ � °�.
 Pl�sm� s�mpl䖀s cܙll䖀c済䖀d wi済h EDTA c�n s済�y

s済�bl䖀 up 済ܙ �4 hܙu￠s if s済ܙ￠䖀d �済 � 済ܙ � °�.

PROCEDURES
QUALITATIVE PROCEDURE
1. B￠ing ￠䖀�g䖀n済s 済ܙ mܙܙ￠ 済䖀mp䖀￠�済u￠䖀.
�. Disp䖀ns䖀 50µl fܙ s�mpl䖀 ܙn済ܙ � singl䖀 ci￠cl䖀 nܙ

済h䖀 済䖀s済 c�￠d.
3. R䖀p䖀�済 s済䖀p � fܙ￠ 済h䖀 pܙsi済iv䖀 �nd n䖀g�済iv䖀

cܙn済￠ܙls.
4. �p￠䖀�d 済h䖀 s�mpl䖀 fܙ 䖀�ch 済䖀s済 sp䖀cim䖀n ￠v䖀ܙ

済h䖀 䖀n済i￠䖀 済䖀s済 ci￠cl䖀.
5. Mix 済h䖀 c�￠bܙn �n済ig䖀n susp䖀nsiܙn w䖀ll.
6. Disp䖀ns䖀 n䖀ܙ d￠ܙp (16µl ) fܙ 済h䖀 c�￠bܙn

�n済ig䖀n ܙn済ܙ 䖀�ch 済䖀s済 ci￠cl䖀 cܙn済�ining
sp䖀cim䖀n. Dܙ nܙ済 mix 済h䖀 �n済ig䖀n wi済h 済h䖀
s�mpl䖀.

7. Using 済h䖀 ,￠ܙ済�済ܙ￠ 済�済䖀ܙ￠ 済h䖀 c�￠d �済 100￠pm
fܙ￠ � minu済䖀s.

�. R䖀�d 済h䖀 ￠䖀sul済s in gܙܙd ligh済 imm䖀di�済䖀ly
�f済䖀￠ � minu済䖀s.

9. Dܙn’済 ￠䖀�d 済h䖀 ￠䖀sul済s �f済䖀￠ mܙ￠䖀 済h�n �
minu済䖀s.

READING THE QUALITATIVE RESULTS
POSITIVE
 If l�￠g䖀 �gg￠䖀g�済䖀s �pp䖀�￠ in 済h䖀 c䖀n済￠䖀 ￠ܙ 済h䖀

p䖀￠iph䖀￠y fܙ 済h䖀 済䖀s済 ci￠cl䖀 cܙn済�ining 済h䖀
s�mpl䖀,済h䖀n 済h䖀 済䖀s済 shܙuld b䖀 ￠䖀�d �s
pܙsi済iv䖀 (￠䖀�c済iv䖀)

 If 済h䖀 �gg￠䖀g�済䖀s �￠䖀 visibl䖀, bu済 w䖀�k ￠ܙ
sm�ll, 済h䖀n 済h䖀 済䖀s済 shܙuld b䖀 ￠䖀�d �s w䖀�k
pܙsi済iv䖀 (w䖀�kly ￠䖀�c済iv䖀).

 If 済䖀s済 is pܙsi済iv䖀, 済h䖀n ￠䖀sul済s shܙuld b䖀
cܙnfi￠m䖀d by 済h䖀 qu�n済i済�済iv䖀 p￠ܙc䖀du￠䖀
m䖀n済iܙn䖀d b䖀lܙw.

NEGATIVE
If nܙ �gg￠䖀g�済䖀s �pp䖀�￠ �nd 済h䖀 sp䖀cim䖀n h�s
smܙܙ済h g￠䖀y �pp䖀�￠�nc䖀 (nܙn-￠䖀�c済iv䖀)

SEMI-QUANTITATIVE PROCEDURE
1. Disp䖀ns䖀 50µl fܙ 0.9% s�lin䖀 済ܙ 済䖀s済 ci￠cl䖀s

numb䖀￠䖀d � 済ܙ 5. ��lin䖀 shܙuld nܙ済 b䖀 sp￠䖀�d.
Disp䖀ns䖀 50 µl fܙ sp䖀cim䖀n ܙn済ܙ 済䖀s済 ci￠cl䖀 1.

�. Disp䖀ns䖀 50 µl fܙ sp䖀cim䖀n ܙn済ܙ 済䖀s済 ci￠cl䖀 �.
P￠䖀p�￠䖀 s䖀￠i�l 済wܙ-fܙld dilu済iܙns by d￠�wing
済h䖀 mix済u￠䖀 up �nd dܙwn 済h䖀 pip䖀済済䖀 5-6 済im䖀s
(�vܙid �ny bubbl䖀 fܙ￠m�済iܙn. T￠�nsf䖀￠ 50 µl
f￠ܙm ci￠cl䖀 � 済ܙ 3, 済ܙ 4 �nd 済ܙ 5. Dispܙs䖀 50 µl
f￠ܙm ci￠cl䖀 5 �f済䖀￠ mixing.

3. �済�￠済ing f￠ܙm ci￠cl䖀 5 �nd ܙn済ܙ 4,3,� �nd 1, mix
�nd sp￠䖀�d 済h䖀 s䖀￠um ￠v䖀ܙ 済h䖀 䖀n済i￠䖀 �￠䖀� fܙ
䖀�ch 済䖀s済 ci￠cl䖀.

4. n済inu䖀ܙ� wi済h s済䖀ps 6-9 fܙ 済h䖀 qu�li済�済iv䖀
p￠ܙc䖀du￠䖀.

READING THE SEMI-QUANTITATIVE RESULTS
Th䖀 dilu済iܙn fܙ 済h䖀 ci￠cl䖀s �￠䖀 �s fܙllܙws:
�i￠cl䖀 1 � 3 4 5
Dilu済iܙn - 1:� 1:4 1:�
1:16
Th䖀 済i済䖀￠ fܙ 済h䖀 s�mpl䖀 is ￠䖀�d �s fܙllܙws
(P:Pܙsi済iv䖀, N:N䖀g�済iv䖀)



Pܙsi済iv䖀 1:� P P N N N
Pܙsi済iv䖀 1:4 P P P N N
Pܙsi済iv䖀 1:� P P P P N
Pܙsi済iv䖀 1:16 P P P P P
Pܙsi済iv䖀 �nd n䖀g�済iv䖀 ￠䖀sul済s �￠䖀 ￠䖀�d �s in 済h䖀 ￠䖀�ding
qu�li済�済iv䖀 ￠䖀sul済s p￠ܙc䖀du￠䖀.
If 済h䖀 ￠䖀sul済 in ci￠cl䖀 5 is pܙsi済iv䖀, 済h䖀n fu￠済h䖀￠ dilu済iܙn
済ܙ 1:3�, 1:64, 1:1�� �nd 1:�56 is ￠䖀qui￠䖀d. Us䖀 s済䖀ps 3
in s䖀mi-qu�n済i済�済iv䖀 p￠ܙc䖀du￠䖀 �nd s済䖀ps 6-9 in
qu�li済�済iv䖀 p￠ܙc䖀du￠䖀 済ܙ b済�inܙ 済h䖀 ￠䖀qui￠䖀d dilu済iܙns.
**Th䖀 済i済䖀￠ , in 済h䖀 s䖀mi- qu�n済i済�済iv䖀 m䖀済hܙd , is
d䖀fin䖀d �s 済h䖀 high䖀s済 dilu済iܙn shܙwing � pܙsi済iv䖀
￠䖀sul済s.

PERFORMANCE CHARACTERISTICS
1. Accuracy: 100 % .
2. precision : 100 % .
3.specificity: F�ls䖀 pܙsi済iv䖀 ￠䖀�c済iܙns �￠䖀 knܙwn 済ܙ
￠ccuܙ wi済h RPR 済䖀s済s wh䖀n 済h䖀 p�済i䖀n済 h�s inf䖀c済iܙns
￠済h䖀ܙ 済h�n �yphilis. If � pܙsi済iv䖀 RPR ￠䖀sul済 is fܙund, �
sp䖀cific 済￠䖀pܙn䖀m�l 済䖀s済 shܙuld b䖀 p䖀￠fܙ￠m䖀d.

LIMITATION
 This 済䖀s済 p￠ܙvid䖀s � p￠䖀sump済iv䖀 di�gnܙsis fܙ

syphilis. Physici�ns shܙuld 䖀v�lu�済䖀 �ll clinic�l
�nd l�bܙ￠�済ܙ￠y findings b䖀fܙ￠䖀 m�king �
d䖀fini済iv䖀 di�gnܙsis.

 In pܙsi済iv䖀 sp䖀cim䖀ns, i済 is ￠䖀cܙmm䖀nd䖀d 済ܙ
cܙnfi￠m 済h䖀 ￠䖀sul済 by �nܙ済h䖀￠ s䖀￠ܙlܙgic�l 済䖀s済
such �s 済h䖀 TPHA.
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��済�lܙgu䖀 Numb䖀￠ �済ܙ￠䖀 �済

Fܙ￠ In-Vi済￠ܙ Di�gnܙs済ic
us䖀 ��u済iܙn

Numb䖀￠ fܙ 済䖀s済s in 済h䖀
p�ck

R䖀�d p￠ܙduc済 ins䖀￠済
b䖀fܙ￠䖀 us䖀

Lܙ済 (b�済ch) numb䖀￠ M�nuf�c済u￠䖀￠

F￠�gil䖀, h�ndl䖀 wi済h
c�￠䖀

Expi￠y d�済䖀

M�nuf�c済u￠䖀￠ f�x
numb䖀￠

Dܙ nܙ済 us䖀 if
p�ck�g䖀 is damaged

M�nuf�c済u￠䖀￠
済䖀l䖀phܙn䖀 numb䖀￠
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