2. YhBH - REEFHICHT 3ERIIT72.7%437,/601)
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1. S FEEEHFER "2

HREADOS v b, UYF, Y IRCTAHTY
WO BHEEFEEE T 5 FICPCFaa, X RV
R EDEMFRTFEEHTERSEY F R VigE
RIS AEKRFRICHFIL T2,
2. WHFEEDFIER

HIRZ v M RHFEHO IR ESH TS TICT F
Vavy, #F vV, PGFa, KCIRUESH
BUCL2FERFENMAZY F R VIEBIEREERK
FRUCEBRICHNRI L 2,
3. FEBHNORRED

Zv MEHEIRFEHR TCELVEY MEHADRE
BAZRNEERT, VbR VEREIRIERE Y
Tarb /=), BBV IRT) VI LENTE
FEHDOREREZRL 2,
4, ﬂ;m%};‘}-nw

TP (nviro BB X0, Uk RUIE
MeiRIE p —RBHICH T 2 BRI R RICED
Z-AMPEEZBNE Y, CaOEBEBAINDE Y A
HRELTTFEEHNHrE/-TLEXONZ L
Loic, RoOBSHE, BREFRROKRTZSA 7 ENM
REMHZ 2L, FENHEIHIER23ET %,

— BRRCRET BB R —

— fi& & UMK VEEE (Ritodrine Hydrochloride)

##{t, % 4 ! (1RS,2SR)-1-(4-Hydroxyphenyl)-2-{[2-

{4-hydroxyphenyl)ethylJamino} propan-1-ol
monohydrochloride

# g A
OH

|
HOOCH(I:HNHCHZCHZQOHMQ

CH:

9 F R’ CuHaNOs « HCI

o F B 32381

. R ARRABOEEEOMKRTH B, £HiE
K, XZ/—=]URETR/—1V (99.5) i
ARV, BFEIZ0.01mol/L IEEERKICTA
%, BEOKBER (1-10) XFEES
REZV, BFRAICL D RLICHERL
%%,

@ I K196°C (98

i3

K%k

T A 8ESmg 5008E
1008 [108g X 10]
5008 [108% X 50]
6308 [218Ex 30]
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7) BRI D - ERARDREEE 39(), 955, 1990.

8) RHERRIZD : FAEHE, 19(7), 1001, 1989.

9) BEBFEIHD  ERARDERE 40(13), 2237, 1991.

10) M BUEH | ERAROEEE 41(3), 365, 1992.

11 BiE—EZY - ZEEHE 22(1), 31, 1985.

12) TRIELIEDY - ERE@ARL 52(1), 127, 1985.

13) HFHEE—IEh - BELHE 21(12), 2609, 1984.

14) SE D FiEh  EREEARL 52(2), 273, 1985.

15) FE—TTIZD - ERAROHEE, 37(2), 171, 1985.

16) & HMTEH  ZEEHE 21(10), 2151, 1984

17) REERFED | B EBARL 51(8), 1227, 1984,

18) EFHZIED : ERAROMR, 36(8), 635, 1984.

19) A #%EH : Japan. J. Pharmacol., 35(3), 319,1984.

20) Wi Wigh o HAEREARIZEMEE 35(11),
1963, 1983.

21) BEAAE—BRIEZA © Asia-Oceania. J. Obstet. Gynaecol.,
9(3), 325, 1983.

22) BRFERFED  EPBT - FIEERPIZEER, 9(1), 1, 1983.

23) WIEH %¥iZH o Japan. J. Pharmacol., 36(4), 477, 1984.

24) FRFEEIZH ¢ Br. J. Pharmacol., 76(3), 463, 1982.

—X B B R Kk

FyLIERIRGARE RREEE
T103-0022 WREHFREHAEZEAT I TESE IS
TEL. 08- 3279~ 2304

77



78

BERWR

wsenn (09 Az EERTE IR

" *x= & ¥ B 1 9 & 4

=1t
8

=
el

04-XT



¥ 20064 5 RELET (% 2 )
20064 3 B EB:

L75¢ABEERY

B & ZERE
ERME EEHIEFHERUI~LVIKE
ROFHBEBRNICERT L)

E)EE-EFSEOMFRACEIVERT L L

THEREICSIT 2 F BN

Yot NiE100mL

Magsent?Injection 100mL

| BXEBRERIEES | 81259

AREES | 21800AMZ10002000
FE MR 2006%E 4 B
RR5ERAE 20063 6 A

(B2 (ROBEIZBBELEV L))

1. EEHENEDRE(TF V) VREHHIZ X
LERFMBEE B TBFAID D)

2.079y 2 OBEEDS B BE(RELA v /UL
AEREEDORIE L {RERHOERLBET LB

FNAH B)Y
3 MRRMEBAED BE KRR ESEMNT 2B F
N5 5)
(48R - 14 1R]
1. 81
FENL 1HE (100mL) R I FTRES %2846 T 5,
BAERF BEBE~Z3i 94 10g
BERERSF 7TFo#E 10 g

X IMEPICBIMEq DTSR T AR EHT 5,
2. 4R

#0 V5 BH 2 1R BHE

pH:3.5~6.0

REEH 0.9%E£BEIERICHT L) 4

RIS T AF v 2 EADBHTH 5,
(%hBEIZ%DR]

EREICH T 2 FERMBOEH

(HBER AR ICBEET B A O
§U@Li&kkﬁ%ﬁ%GLEk%T%m@Vfi/v
L ADOEBRRUREMIIET SR TR VS, i
DO)AHIL BRI L D ERY F R Y Y ORESAFIRS
L NBHE ER) bR Y TSI S A g

F5TsZ Lk, :

(RERU A%]
MEEE LT 4O0mL (BB~ 2> 7 AL T4g) %20
UL EPT TEIRWNZS LR BR10mL(1g) XL h ¥
KBRS 217 9 o % B TSN AIE & Lk vig
EERSmL0.5g) T oHE L.k KIKS5 i3 B2

(N

mL(2g) T2, TENGEIHZIERLBE L,
POHRBEL . FEPNHBOBREEALRE W AT
BINTHEIEBIET 5,

FHIIHREAR Y 7RV THRS T L,

AERUARCEET 3EALORE) :
CDARETIAF Y RO I MERSEE LTEAL
L TRZLZVERE LTHEAT 235413 40mL (B
Y73 T REL Tk YY) Y VRS L THER
T5bOL LRMIBFHFHEAKRY 7% B CBIRRA I |

L OERRST 2, :
D 2)ARF ORG24SR ERR L L L TR T 25
AR EOARBAERIES LE D L IS R 25
SRR THET A LE L BRE L5Fhh |

T E5.6), :
fM$ﬂ0&5WLm¢7ﬁivﬁA%E%%:&—L&?
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DHR.REDHE |
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(1)BBEEEDHLBELD (Y75 Ty AHHERE
KA~ 732V 70 MELERTA2BENSDH
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(2)EER) FFYVERELTWARESY (fEAICE
DEWER PR T B0 3 2)((HEER]D
HER)
(3B A VT AMFEDBE(T T F Y ahE)
(4)YEANY Y AMEDBEVERA NS Y A fE % BE
TEBENDD )
(5) 7)Y ARZEEDH 5 BHEUES ) ¥ A MFESFH
BENBBENNDH D)
(6 VERBOBE(T FIHEEHE)
(TRBEDCEEK. EREEEFEMANEFR LR
BBENDH5)
(B)EMEDEE(RNEL?DRETABFN1DHB)
(T FooREE|DESR)
(9)RBDD % BE(RELE 1 >~/ REREED
EIE &R ERE ] OFE)
(1) EME(BBEFETLTVWAEBFATH 5] (5
BENOKRS | OEERE)
2.EELEXRNEE
(1)FFOHRST: BELEE(BERRS. PRED
LEOMRED L VIEMF T 22 Y AEEOHIE
H)%fTH) T ko 79



(2)FF DS RETE BERRITOHEKL. HE
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BIET . FRREZEDOREPRD bNBE T,
RIFV T LPEOTRESDHLOT EDL IS
R PIETAEBEYLRE I L ((BEKFS D
HEH),

(3)AFNT BRI & UCT ER3SELL T i #EERITAK
H2500g RO EHREICHEAT A EHFET L
W,

(4)EIR22BRFOCBEREICBIT2EDUERUESE
HIZHEY LTV 2w (ERRRSS 2 W),
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RENHIS R U1ER 27 B E 0 BIE B D84 58 (M.
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ELEHE FERROBEYED B L FEY
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()P MBEMENF—BERICLATEIERHEDT
BEETLIE,
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By >
P2 Vi B B2

) oA
B®RYFFY Y
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RIRVTLAOERER
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HeBRH R B

IVEY L— b,

0% BRI VEF 21385 5
ZENH B,

BERIC & D FRIR
PIBIVER 231 5
Ehid,

TI/ YAy
FREAEH
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3,

CTERYI ARG LT
B»S ME LHER
KBWT AKX HIP
Wizl % R 7- L= RO
BELDH B,
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4. EEH

EINERRABE WIZB W CRIEREStONRR L o7
124800243 L89B (71.8% ) ER 1974 DBIER PR L
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7ol D)L ELdbOERRRLV~TE2 T 2ADEH

ELTHS T 5 EER64H(51.6%) . 18364 (29. 0

%) T KL334F (26.6% ) B& B - 4 ) FE251 (20.2%) T

EHN80.2% % HB . FDE L RS FHBRICRR L.
(V) EXLRIER (BEEREA)

O~ 73y 2%hE BB TE BEEREOMNE.
HRRETWEREE(BEE 70y 7 sl
E) PREUET PR RS
MFLTATTLBEDLERIZL) T FSD
AFEHRFIERITIEFDIZOTC BB TE,
BERISOWHE GERET . LERNEE(BES
70y s ZEEE) FRBET R0 R % A
BOLNLBECEELICES 2P ET2%0
BUGZMEETH Z &,

@l (B & 1k PR A2 ) IRIR R4
EBHREOHEB~ ALY A8EREICIVRE
L7BEPSH 0L BECEB L TRAERUHE
BEYEFTHIELB.C0X ) 2BEICIIE
BIS P L BULRMB LTS 2 &,

MR R
BEE. R .CK(CPK) L& i R RS 3
F7OEY EREEME T AMBGRBELSD
COR7ZEDEROREN S A TVEBE 2D
L) BHEIBEL RS Ik LB R LE
7ok,

@ffi 7K &

AR OS5 L ) MAKESREEIDEN TS
DT PR EEE BB BRI EE
L BiAERD 5 b8 IE LIRS %
LU EORRERITI &,

&1 L A (BBErkE)

AHRDHGIZE D4 Ly X (BERE)FHE X
NTWBEYW BN BB H% O ERIC o E
BL ALY Z(BERE) DS 5 b7z
ELIIBRSEE2PLETIEOBBYLLBLIT =

Eo
(2)2Dt0EER
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%2 IR PR
R RN LEETTH BE.
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5 %Lk 0.1~5% HETH
BIRE &S
5 8L mEH
g AE D o A
R AR E
Z0ft RIBEE . Z IR,
BEE B

* BRESICLIHERIC DO TRBAERAE L,

CNSDIERDTDH bR HE T RS FLEGR
ENREFZOBINLRBLITIC L,

.EWMEANDRS

ARG EE LTEE» OHft SN2 5 BHETIRLE
BEFBET LTWEZ LS VDBV ENF
MY 2BLNDFHLOT HECERL THEILRS T
5Tk,

B ER.RIAREAORS

()T RIT LA F VBB IREL BBT L7120,
AR & AT 24 B LI ICHR S L2388k  HE R
KHERE HRRET. BERESEOE~T 5
VAMFEEFI SR THENH LD T ERDPH24
BRI ET.0 L340 CORIZER 24T,
ZB.COLIBERPDL DRIBSICIE. L
VY LRIORS BERUCEERESE BRYE
FERFEZICLORET AT L8,

(2)FF ORGP ILEU4BEH I RO T 527 A
REPEART DI ENHLOTEETH I LY,
(3)7 v MEFEREAEMREB O 3 X 1000mg/kg/ B 5
BICBWT A RDEBMAE SILEER KR

B OBENATRD & 719,

ERGE

BEBESOBHE T BERUFERICEY R LY AN
FEX 5 SR U BRI, 098, MR T | PR AR
Bl CBRBE I PP R, B BB E O EIRD D & b
NBIENRDHBLY,

BB EEICEAN T AR (I I VBN T L) A
BHTHD EOH|END 0,21,

MFE= 7 52 MREE L RHEERITIE T ROM A4
LTV 53,67,14,18,22,23)

2% (mg/dL) FEIR

4~7.5 [EE3e

8.4~12 JRE B RS 5

12~14.4 ISR

14.48 E gz;ﬁﬁxﬂ?%ﬁi\ﬁﬁﬁ (BE7uv s (58
ERLEOEE

(1VBR5EE
BEKRERS L) EREELA MR TR E
REITILEFEHLOT B4 CHIRARS TS
Eo

(2)#/586
RTRERGICI) TP OBREFBEHLT
BRAZEL B BENDEDL2OTETHES LW
k.

()

(3)Bnes
FREFLT7 7 H TN H) REEE . E RS EE
BE. Tt CEBIE e BE B2 b Y v A B4k
TYEZTAKBILTAAY) ANy AtE HY)
FVEBIE.TI /740 VS5 808 ERELT:
SEUBREECHAILESHLDTRELBITISL
3,

9. TDfDEE

()FFDOBEI X 2HFER~NDEEIZODWT EA L
¥ AMFEEANAR BRI E] RRA I
ERERD AR GERET.SUERL LEH
PO EREEE EESEB A ZRFHAEALSE.
BAMERIVE Y (PTH) B JAELERRE B8R
YEFE R D L H2 s PO i o038 5529 Bt Bf
BFEOWEME, —BRLEZ LN LBORERA (L
BB AL B B i U AR B B O E R
DIEFHALE) LB PRD LTz L DREDD 5,

(2)RFENEY L — b BEF KEFRTTI
Ty FREEREOFERIZE ) FHERIIBW
T FIRIPEIVER L AR A5 E W R AR X h 2 3]
EXBHLOTHACRTFIZEET L L1213,

(3)4 X EFHEBFRARSICX 5 2BRRV 4 BERE
KEEHABITB VT 100mg/kg/ Bty 528 |8
DE MAEE. MFEH V> 7 A BOET KOS S
YYEOHNAMTERESFADLATY
%29,30)

(4)4 XAV —EBREBIC BV T, 100mg/kg D
HE5ETMEET HIBEERENRD b T
231,

E-£/50) 1)
1. MAPRE

(YBRESEIOFNCHEB~YZ 2> 7 Adg %30~
407 THIRARS . 1 /B R L T
IRAIRE L7 fiE~ 2 & 3 7 A I 5871, 01
+0.06mg/dL7 5 305-#£124.6+0. 7lmg/dL & &%
WERLABAEAIET L, 1B E73.97£0.31
mg/dL. 3 FRE#%3. 6510, 26mg/dL K U485 1143, 88
+0.54mg/dL DRI % #7232,

(2) I BREBEBIIN LGB~ 7 % o A BIRA
B5 1 REBCIE~7 2Dy 2 BEYHIE LT
BRI TEHEOEBYTH B,

B A% (mg/dL)
3+ SD (#F)
B5H 81 2.2+0.7(1.3~5.0)
WE&E(4g) 71 4.0%0.8(1.6~6.0)
1.0g/B% 48 4.0+0.8(2.4~6.6)
@ 1.5g/B% 38 4.3%£0.7(2.4~5.7)
7 2.0g/B% 30 5.0£0.8(3.2~7.0)
B o sg/m 12 6.0+2.5(3.9~13.4)
3.0g/ B 8 6.4+1.4(4.8~9.5)
.M

THFIIE E N MgBIR B S R BH& I BT L.
ROTHIEOEHBITHY AT h 2 JRRMKICBIT2
MgBDEL Y A K1 & BB TR, Z L CHRio)E
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R0 78,

(252354 =)
PHBERBZ LR L L-EABRRABROICB VTR
RYEDRKEL 2 o - FENGEH OB RUKSH
patk 4 BER R OF 8 BERI O F B AR O KA (T 5 I E 5
RURE) L5 L B L 5 RS CRHMIYIE S Rz F
EDNFEEIRROUBERILI. TROLBY TH o 72,

o FEREE at%%(%\)
(F¥ +8D) (pEERHEL L)
B fa% 11.0+8. 8 /85 -
4 WA 3.7+4.3E/BF 67.8% (59/87%1)
8 B 2.4 %3, 0 /B 83.5% (71/8561)
[EzhFEE]

1. FEDHEEE R
R~ 7 A 27 A MRS CHIEBRHY » FOFE
HENEH R 7EF N3 ¥ XL PGFu 2 & 5BRF
EPFELIR L BB S A T A LEBY P R
VY OBERIC XD FEFEHOUEIEIE R 5 &
N7z (in vitro, in situ) o
2. MBS AT T AR BENIZHET S L O Mgt
AHEIN L T Cat & DA B TR AEER O
RGBS S,
KRN OZEFFEOBICR O N 5 FRERAE IR Mg2+ s
HRBBEHCBIIETEF VI VO EBEEL.
TREA VIV ZADEELEN L CERGIBEEES T
TEWCEBEEZLRTWVAS,
T ZOMBEH T HEBIE ANV DT A TR
5335,
(BB T 2 EB{EFHEER)
1. — % R~ T % ) Ls3)
43F3K :MgS04 - 7TH20
FE1246.47
R EEIIHEOR T BRITE FFEREUE
KRB 5,
KICBD THEITR T 25 7 =L (95)iIciz &
ATV FIERIZET 5,
2. — k%7 Ky¥Ese
T3 CeH1206
7FE:180. 16
1t % :D-glucopyranose
1LEREER:

HO
H oR!

H
OH HA.
HO R*
H OH
oa-D-7Vva¥s /) —X:RI=HR2=0H
B-D-ZNVa¥ s/ — X:RI=0HR2=H
% R BEOEGXEELEOBRT.BWIER L,
iTH Vv,
KIZBEIFRF . 2y =05 IeEmiFic ¢ <.
PIFNI—FMIZIEREAEB TRV,
[@3)
100mL X 5 &
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RFREHI

UICKVUE
D\/ANCE

pPH and Amines TEST

For the Clinical Eval § of Inf (1 VWaginitis

in Vitro Diagnostic{um)

CLIA Complexity: WAIVED

INTENDED USE:

The QuickVue Advance pH and Amines test contains two
qualitative, colorimetric tests for use in the characterization of a
vagina! fluid sample: {1) a2 pH test that differentiates vaginal fluid
pH < pH 4.7 from vaginal fiuid pH = 4.7; and (2) a tast that detects
alkali volatilizable amines in vaginal fluid. The test is intended for
use by heaitheare professionals.

SUMMARY AND EXPLARMATION OF THE TEST:

Vaginal discharge and odor are among the most frequent
gynecological complaints and two of the most cammon reasons
for an adult woman to visit a pl ian (1-3). Beicause vulvovaginal
infections can result in serious clinical sequelae (4-9), vulvovaginal
symptoms and signs warrant careful evaluation and appropriate
therapy. The diagnostic approach to a patient with vaginal discharge
should include a detaited sexual history and ascertainment of the
source of the discharge (i.e., cervical or vaginal} {1,10,11). The
clinicat evatuation of vaginal discharge should include examination
of the following parameters: appearance (color, amount and
consistency); pH; retease of a fishy amines odor upon the addition
of 10% KOH {the whiff test); the presence of clue cells; and wet
mount microscopy (1,10-12). .

Elevated vaginal fi pH (pH 4.7 ar higher) and the detection of a
fishy odor upon adding 10% KOH to vaginal fluid represent two of
the four Amsael criteria {13). The other two Amssl criteria include
examination of the vaginal discharge for color, amount and
consistancy, and microscopic evaluation of vagina!l fluid for clue
cells. The QuickVue Advance pH and Amines test is designed to
provide indications of elevated vaginal fluid pH and the presence
of volatile vaginal fluid amines. The formation of a blue pius sign
within each test circle indicates a positive test result; a blue minus
sign within each test circle indicates a negative test result.

PRINCIPLES OF THE TEST
Principle of the pH Test .
The QuickVue Advance pH test contains a colorimetric pH
indicator, nitrazine ysllow, which produces 8 visual, geomstric
color change within two minutes of sample application. When
cantactaed with a vaginal fluid sample at or abave pH 4.7, the
pH test produces a blue plus sign against a yeliow background.
When contacted with a vaginal fluid sample below pH 4.7, the
PH test produces a blue minus sign against a vetlow background.
Principle of the Ami Jost:
The QuickVue Advance Amines test contains a colorimetric
pH indicator, bromocresol green (BCG), which produces a visual,
geometric color change within two minutes of sample application.
The test employs a film of BCG in the yellow test circle that is
surrounded by a thick black.ring covered with a dried alkali
analogous to the potassium hydroxide {(KOH} used to perform the
whiff. test. The BCG-on the ysllow amines test circle produces a
visual color change (blue pius sign against a yellovw background)
when contacted with a vaginal fiuid specimen containing amines
volatilized by contact with the dried alkali on the black ring.

he amines tast detects volatile amines at concentrations abaove
0.5 mM. When contacted with a vaginal fluid specimen that does
not contain alkali volatilizable amines, the amines test produces
a3 blue minus sign against a yéllow background.

REAGENTS AND MATERIALS SUPPLIED:
m individually Foil Wrapped Tests (25)
» Contains nitrazine yéllow [pH test) and bromacresol green
(amines test)
= Sterile Amine Controlied Cotton Swahbs (25).
m Package Insert {1}
= Procedure Card {1)

MATERIALS REQUIRED BUT NOT PROVIDED:

= Timar

WVIARNINGS AND PRECAUTIONS:

m Do not use kit contents after the expiration date printsd on
the outside of the kit.

= Do nat remove the test from foil pouch. until ready to use.
Do not use if the foil pouch is not sealed.

w If a blue plus sign {(+) or blud minus sign {—) appears in either
test circle prior to use, the test should be discarded.

= This product is intended only for vaginal fiuid use. Do not touch *

ar collect vaginal fluid near the cervix. Do not use vaginal fluid
specimens that contain blood. .

= Do not expose unprotectad skin to the thick black ring )
surrounding the yellow amines test circle. it contains an alkali
that may cause skin irvitation.

= Dispose of patient samples, containers and used contents in
accordance with Federal, State and Local requirements (14).

= Patient vaginal swabs are not appropriate for any other
purpose, including bactarial culture, after performing the test.

& Use anly the amine controlled cotton swabs provided to coliect
the sampis and perform ths test.

= To obtain accurate results, you must follow the Package Insert
instructions.

KIT STORAGE AND STABILITY:.
Store kit at 2Z—30°C, out of direct sunlight, ta ensure that the test
remains stable until the expiration date p(inted on the outar box.

SPECIMEN COLLECTION:

Collect an undiluted vagina! fluid sample using the sterile amine
controlled cotton swab provided with the test. The swab can ba
moistenad with vaginal fluid by gently stroking the walls of the
vagina. Moistan the swab thoroughly with the sample. The sample
should be tested immediately.’

TEST PROCEDURE- .

NOTE: Apply the swab first to the pH test and then. to the
amines test. The alkali in the thick black ting surrounding the
yellow amines test circle may intorfere viith PpH test results if
the amines tast is rurn first. -

1. Remove the test from the foil pouch just before use.

2. Perform the pH test first. Using a circular maotion, gently rub
the moistened swab over the entire surface of the PH test.
Rub approximately 10 times until the entire surface is
completely wettad.

The same swab should be used to performm the amines
fost.

3. Perfarm the amines test second. Using a circutar motion, gendy
the same swab over the emntire surface of the amines test.
Rub approximately 10 times, starting from the outside black
ring and moving towards the center of the yellow amines test
circle until the entire surface is completely wetted. The alkali
is picked up on the swab which is then rubbed over the surface
of the yellow aminas test circle.

4. The results of the pH test and the amines test are read within
2 minutes after addition of the vadginal sample to both tests.

NOTE: Volatilized i are tr and the amines test is
correctly interpreted as positive even if the blue plus sign forms
and subsequently fades within 2 minutes.

INTERPRETATION OF RESULTS:

pH Test:

Positive Result:

The faormation of a bilue PLUS sign (+) within the pH test circle

indicates a positive pH test. A positive pH test is indicative of
elevated vaginal fluid pH {(pH = pH 4.7).

Negative Result:

A blue MINUS sign {—} within the pH test circle indicates a negative
pH test. A negative pH test is indicative of normal vaginal fluid pH
{pH < pH 4.7).

Invalld Result:
If at 2 minutes the blue MINUS sign (—) does not appear, the test
result is considered invalid. If the test result is invalid, repeat the

test with a new patient sample and new pH and Amines test.

Amines Test:

Positive Result:

The formation of a blue PLUS sign (+} within

the amines test circle indicates a positive amines test. A positive
amines test is indicative of the presence of alkali volatilized.
amines. The amines test detects volatile amines concentrations
above 0.50 mM. :

Negative Result: .

A blue MINUS sign {—) within the amines test circle indicates a
negative amines test. A negative amines test is indicative of the
absence of alkali volatilized amines.

Inwvalid Result:

If at 2 minutas the blue MINUS sign {(—) does not appear, the test
result is considered invalid. If the test rasutt is invalid, repeat the
tost with a new patient sample and new pH and Amines test.

QAIALITY CONTROL:

Built-in Quality Controf Features

The QuickVue Advance pH and Amines test cantains both buiit-in
positive and negative control features with each test run. For
daily quality control, Quidel recommends documenting these
controls for the first sample tested each day.

The formation of a8 blue minus sign {—) in each test circle
within 2 minutes is the internal positive procedural contral.
This indicates that the test was working properly. For the pH
test this internal positive control contains nitrazine yellow -
specifically formulated to change color (from yellow to blue}
ragardless of whether the pH of the vaginal fluid specimen is
normal or-elevated, For the Armines test this internal positive
control contains BCG specifically farmulated to change color
{fram yellow to blue) regardiess of whather the vaginal fiuid
specimen contains alkali volatilizable amines.

A clear background is an internal background negative control.
If the test has been performed correctly and is working properly,
the background of each test should not change color-slthough
there may be some minor color variations or darkening of the
background color as a result of wetting the test with the vaginal

- fluid specimen. If a substantial change in background color |

occurs which interferes with the reading of the test. the result
is considerad invalid. Test results shouid be disregarded and/or
that test repested.

E ! Q Control Testii

External controls also may be used to demonstrate that the
reagents and assay are performing properly. For this purpose, we
recommend using the QuickVue Advance pH and Amines Contrn!
Set (Catalog Number 20147).

Quidel reacommends that positive and negative controls be run
every 25 tests, and as deemed necessary your internal quality
control procedures.

LIMITATIONS OF THE PROCEDURE:
m Test results may be affected by improper specimen coliection
and/or handling.

= A negative pH and/or amines test result does not exclude the
possibility of bacterial vaginosis.

m Results should be evaluated in conjunctian with other clinical
data available to the physician. .

EXPECTED VALUES:

The QuickVue Advance pH test can differentiate vaginal fluid pH
< 4.7 from vaginal fluid pH = 4.7. The QuickVue Advance Amines
test can detect volatile vaginal fluid amines at a concentration
above 0.50 mM. Elevated vaginatl fluid pH is one of the four
clinical {(Amsel) criteria. The presence of volatile vaginal fluid
amines is one of the four clinical (Amsel) criteria.

PERFORMANCE CHARACTERISTICS:

The QuickVue Advance pH and Amines test was gvaluated

in & multi-center study conducted by 12 site personnel at &
geographically separate clinical sites. While a total of 629 women
were enrolled and consecutively tested, individual tables and
analyses utilize fewer than 629 women when incomplete data was
available on individual vwomen. The only protacol exclusion criteria
was the presence of biood in the vagina. Site personnel performed
the following: the QuickVue Advance pH and Amines test; the four
clinical or Amsel criteria - vaginal fluid homogensity, pH test. whiff
tast and clue celis on microscopy; wet mount for candidiasis and
trichomeoniasis; and preparation of & microscope slide for
subseguent Gram stain analysis. = -

Amang the women enrolied in the clinical study, 416 were
symptomatic (had vaginal complaints}); 40 were pregnant; 98 had
candidiasis; 43 had trichormoniasis; and 94 had engaged in sexual
intercourse or used vaginal products within 24 hours of testing
(some women had more than one of these conditions). There
ware no statistically significant differances in performance of
the QuickVue Advance test among the subpopulations of women
with these conditions.
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-the pH of the vaginal fiuid is = pH 4.7. This performance was

ARAHS

in the first analysis, the results of the QuickVue Advance pH and
Amines'test weare substituted in the clinical criteria for the results
of the pH test strip and whiff test. The study subjects were again
categorized as BV positive or BV.negative. Discordant results
weore reconciled with the Gram stain. Only those women with

a Gram $tain score of 7 or abave were considered BV positive.
Table 1 shows the agreement, unraconciled and reconciled, of
this analysis.

TABLE 1

QuickVue Advance vs. pH Test Strip and WHIFF Yest Clinical
Criteria : c

COMPARATIVE RESULT .| UNRECONCILED
(e]i] .

‘GRAM
METH! -CLINICAL CRITERIA RECONCHED
Positive 86.0% B 95.8%
QuickVue Advance | Negative 97.7% 98.5% -
Clinical Critaria Overall 97.0% 98.5%

In the second analysis, the results of the QuickVue Advance

pH and Amines test were directly compared ta the results of the
clinical criteria. The QuickVue Advancs test result was considered
positive anly when both tests (pH and . amines) were positive. The
QuickVue Advance test result was considered negative in all other
instances. Discordant results were reconciled with the Gram stain
to diagnose BY. Table 2 shows the agreement, unreconciled and

reconciled, of this anaiysis.

TABLE 2 -

Combined QuickVue Ad: pH and Ami Test
Results vs. the Amsel Criteria, Di d R iled
with Gram Stain )

. REFEREN METHOD
COMPARATIVE . RESULT | AMSEL CRITERIA N
METHOD . _ Positiva Negative
QuickVue Advance Positive . 139 -~ 37 607
Combined pH and Amines [ Nagative | . 23 408 .

REFERENCE METHOD
COMPARATIVE RESULY | AMSEL CRITERIA GRAM | N
METHOD } RKRECONCILED
Pasitive Negative
QuickVue Advance . Positive 163 13 807
Combined pH and Amines Negative 19 412
s Teost
with Gram atain . % -
.. __Sensitivity - 836
___Specificity 96.9
Qverall Accuracy 947

Comparison (o Clue Cells and the Clinical Critersia:
Vaginal fluid specimens from 363 of the 629 women ware
quantitatively analyzed for trimethylamines (TMA). TMA was
detectable in 132 specimens with a mean and median concentration
of 6.95 and 4 mM, respectively (range 0.07—-29.6 mM). Of the
104 specimens positive for BV by Gram stain, 100 containad
TMA concentrations between 0.5 and 29.6 mM and 45%
contained 5 mM TMA or less. Regression analyses of these
data showed axcellent coirelation between the results of the
QuickVue Advance Amines test and the clinical criteria
{R2=0.998}, and between the QuickVue Advance Amines test
and clue celis (R2=0.995). .

QuickVue Advance pH Yost Compared to a pH Test Strip:
The performance of the QuickVue Advance pH test was
established by comparisan to a commercial pH test strip
(ColorpHast® pH test strip). Any result equal to or greater than pH
4.7 on.the pH test strip was considared a positive tast; any result
less than pH 4.7 was considared a negative test. Discordant.-
results between QuickVue Advance pH test and the pH test strip
were reconciled using bath tha clinical criteria and Gram stain.
Applying the Mann-Whitney Rank Sum Test. no statistically
significant differances were found between the rasults of the

[al kVue Advance pH test and the pH test strip (Table 3).

TABLE 3 . -
QuickVue Advance pH Test va. pH Test Stip

COMFARATIVE | RESULT | UNRECONCILED | AMISEL SRAM
METHOD pH Test Strip HECONCILED | RECONCILED)]
QuickVue Positive. | 85.19% 98.5% 96.2%

nce Negative! 86.6% 68.8% a27%
pH test . | Overatl | 858% 93.1% 94.4%

Comparison to Whitf Test:

The performance of the QuickVue Advance Amines test was
established by comparison to the whiff test. Applying the Mann-
Whitney Rank Sum Test, no statistically significant differences
were found between the resuits of the whiff test and the QuickVua
Advance Amines test. Discordant results between the QuickVue
Advance Amines test and the whiff tast were reconciled using
both the clinical critaria and Gram stain (Tabls 4).

Table 4
QuickVue Advance Amines Test va. WHIFF Test
Comparison of Combined pH Te:s‘t Strip and Whif¥ Test

CONMPARATIVE | RESULT | UNRECONCILED | AMSEL GRAM
METHOD VVHIFF Taat RECONCRED | RECONCILED
QuickVue Positive | B4.7% 91.2% 87.2%
Advance Negativae| 91.8% 91.7% . 94.0%
Amines tast Overall 89.3% 91.6% 81.7%

The performance of the QuickVue Advance pH and Amines test
was established by comparison to the results of the camhbined
pH test strip and whiff test. The QuickVue Advance test result,
was considered pasitive only when both tests (pH and amines)
were positive. The QuickVue. Advance test result was negative in
all ather instances. Likewise. the reference tests were considered
positive only when bath reference tests (pH test strip and whiff
test) were positive. In all other instances, the referance tests
were considered nagative. Discordant results were reconciled
using both the ciinica! criteria and Gram stain (Tahie §).

Table 5

‘Combined QuickVue Advance pH and Amines Test vs. the
Combined Reference Tests

COMPARATIVE | RESULT | UNRECORCILED | ANMSSEL GRAM
METHOD . . pH and WHIFF RECONCILED | RECONCILED

QuickVue Positive | 85.3% G0.3% 88.0%
Advance . Negathve| 95.7% 96.3% 9B5%
Combinad tests | Overall | 825% 945% 95.2%

CUTOFF PRECISION:
QurickVuo Advance pH Test:
The QuickVue Advance pH test produces a positive result when

defined in laboratory studies employing coded buffer solutions at
eight different pH values: pH 4.0, 4.3,/4.4, 4.5, 4.6, 4.7. 4.B and
§.0. Overall agreement of the QuickVue Advance pH test to coded
buffer solutions was 96%.

QuickVue Advance Amines Test:
The QuickVue Advance Amines test produces a positive rasult for
volatile vaginal fluid amines at concentrations above 0.50 mM:
This sensitivity was'defined in laboratory studies employing
serially diluted test solutions of individual amines and controt
solutions containing na amines. Amines were tested at eleven
different concentrations: 8, 0.05 miM, 0.10 mM, 0.25 mM, 0.5
mM, 1.0 mM. 2.0 mM, 3.0 mM, 4.0 mM, 5.0 mM and 10.0 mM.
When comparsd to standardized amines solutions, the QuickVue
. Advance Amines test produced an ovérall agreement of 100%.
Clinical les - O itative A Analysis:
The performance of the QuickVue Advance Amines iest was
verified by quantitating TMA in vaginal fluid specimens. 109 of
the 363 specimens tested contained TMA at concentrations above
0.50 mM. The resuits of the QuickVue  Advance Aminas tast were
compared to the results of the whiff test in these 103 vaginal fluid
specimens with quantitativaly determined volatile amines
concentrations above 0.50 mM to verify the cutoff precision of the
tast in clinicat samples. Positive agreement between the QuickVus
nce Amines tast and the whiff tast was 98%; nagative
agreement was 100%: and overal! total agreement was 98%.

REPRODUCIBILITY STUDY:

Analytical Samples:

The reproducibility of the QuickVue Advance pH and Amines test
was evaluated in three separate studies performed at three
different sites by different types of users (1) at 3 physician offices
by 4 first time users: {2} at 2 clinical sites by Z experienced,
trained health care providers; and (3) in-house by 3 trained users.
The study was conducted following the general guidelines
outlined in the National Committee for Labaratory Standards
(NCCLS) EP5-TZ (Vol. 12 No. 4}). The samples tested contained
different levels of volatile amines and pH huffers carrespanding
to a negative and positive test result The results of this study
confirms that first time users, trained clinicians and trained
in-house users are able to perform and interpret QuickVue
Advance.pH and Amines tests accurately.

TABLE G-

Reproducibility Study .
EXPECTED| . |AnMINES - § RESULTS
RESULT pH | CONCENTRATION | OBSERVATIONS | CORRECY | %

[ Positive 4.7 j 1 100

| Positive 3.5 1 100 |

| Negative | 4.0 1. -100 |

[ Negative 0.0 ag 88.2 |

| Positive 1.0 10 LN
Posliive . 5.0 11 100

Clinical Samples:

The reproducibility of the QuickVue Advance pH and Amines test
was also testad using duplicate vaginal fluid specimans obtained
from 94 women at two separate clinical sites. Each of the two
swabs was used to perform a QuickVue Advance pH and Amines
test. Excellent agreement >94% was obtained betwsen the twa
QuickVue Advancs test results using duplicate vaginal fluid
specimens.

ASSISTANCE .

If you have any questions regarding the use of this product,
plsase call Quidel’s Technical Support number, 800-874-1517
(tofl-free in the U.S.} or 858-552-1100, Monday through Friday,
betwesn 7:00 am and 5:00 pm, Pacific Standard Time. Outside
the United States, contact your local! distributor.
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Yr5arviE 0.4% (3)

(B - BE]
(FpBRPRES)
BE, BAICERIASSELT1IE2~ 8mg % 3 ~6 8
B & ICBRAESRT S,
(UEER RIS
BEBACERIAZS ELTIH2Z ~10mg 21 B 1 ~
2 BESBRRANENT S,
(BRE9P9E44)
BE, BALLEBRIASY LT 1B 2~ 8ng% 3~ 6B
BI&ICHRANERT S,
(BAERRAESY)
BE, BAICERIALYLELT 1 B 1 ~ 5mg #EEERE
He5, FRIELTREMEE 2 BELEETE L,
(ErsE@rsEa)
BE, RAICIERSZ ALY ELT 1 B 1 ~ 5Smg #84BERE
Hed, FRIELTERSERBE 2 BRLlLET3 L,
(B
BE, BRAILERZASY L ELT 1 B 1 ~ 5me & BEK:ES
TH, RALLTHKSEEE 2 BRLLEETBRI L,
(BBREAEA)
BE, BALEIRIASZYELT 1 B 1 ~ 5Smg #BRENE
ATS, RAIELTREMREE 2 BRLUEETEIE,
(FEEREMSEA)
BE, BAILIEAIXSTELT 1B 1 ~ 5mg 28 1 ~ 3
AHBENEATS,
(FIREPI3EA)
BE, BRAICERZASELT I E ~5mg 81 ~ 3
ERERNEAT S,
(SREREAIEA)
BE, BRAIZIERIAZY LT 1 A 0.4 ~ 1ng £EPEER
EATS,
6:3:)
BE, BAICIERIASYELT 1 B 0.4 ~ 6mg 2BEBRE
AT 3,
(RETEH)
BE, RAICIEIRSIASYELT 1B 0.4 ~ 2mg 2RETE
54D, ZOBOKREZ 0.2 ~ 0.51L &£F3,
(R&xs)
BE, BRAICERZASYELT 1 H 0.8 ~ dng 2EEES
15, FOBOREL 0.5 ~ 1.0 &F 3.
(s28R)
BE, BAICERSALYELT 1 A 0.25
~2®% 183~ 8 HSRTS,
(FTZ14Y-)
BE, RAICERI ALY LT 1R 0.1
~ 3 EARTSAH-TRE5T S,
(BEREA)
BE, BAICEXRS ALY LT 1 A 0.1
~ 3 EIMERNEAT D,
(BISBEAEAN)
BE, BALCIERZ ALY ELT 1A O
~ 3 EEIBEREAT S,
(BPRNAZH)
BE, BAICERSASYELT 1 H T ~
He5,
(BEANES
BE,BAIIEIRGAS Y ELTIE ~5ng £ BEREET 3,
("BFE - TEEA)
BE, BALLEARSI ALY ELTIEHOLI ~2ngd 1 B 1
~ 3 EREHBNIREEIATS.,

~ Tmg/mL B 1

2mg 2 1 B 1

2mg &2 1 B 1

2mg %= 1 B 1

Smg ZRBPAWE
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YFOVE 0.4% (4)

(FEEBRZEA)

BWE, BRAIIERIASZY LTI EHOLT ~ 2mg & 1
81 ~ 3 EPERREATS.

(HERZEAN)

BE, BRAICIERIAZYELT 1T E O ~ 2mg & 1
H1~3RAEENEIATS.

(BEEA)

WE,ERAISIEZRG AL ELT 1 B 1 ~ g 288
EAT S,

(EHRERIEA)

BE,BAICERIAZELT 1 H 05 ~ Ing 208
RREREATS,
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Z DD EIER
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K - ERRE |BE OELER, BHUYLAETILAD— %
iR AR ARAR SRR S IC & % WERgRE s, BRER
ZEHE
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R B, BE, BE GFRRLE KTkl %W,
R, TO% RARY, HAEAH, ERERAS
RE, EHER, X704 FEE, &EEN, BF
F DM BRUEOEBMEOEK, ASamRE, KN -
HERBOTEFL - BB, Leolb
1 ERDHD EONIIEHICRBESERLET R T L, ThHOER
BREERICEBEREHT LRI ORIV ELENTLED
T, BERIIBEFLELSEBRICIRET L,
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U>rFarviE 0.4% (5

R593Z L, (FERCBBRERPEITCLHD
5o Eie, MFELR ODHEROPEREITLEOHE
BHs, YRR (FUX, Tv ) CEEEEEDS
HEINTWD D, ]
RAFOBACEAFRETIFALRITTEZ T
L. [BHFABITTEZEHDH5,]
MNREADRSE
BEHEGER, FER, AR, HRXINERORESM
FBobhaT HhHB0T, BE2RIKFSC
o

BHRE LSS, BEREAEERN S -bNBC
EBH 5,
BIHEGER, FER, LR, SRR TIR, &
RS HENOMBOER (iR ZEZ LR TVLOT
FARTFHEIREZRBF B L,

BRLOFE

PTIvhy b T TIVA Y FRICEHDRAS
BFB1D, TOTNVOBPORD 22 ) — s
TERLAY T B L,

FBIRPAESES | BIRAESIC K Y, MER, BRAsY
BBZITZERHBDT, ThEFHTZ0H, THE
B, BEHAEFICOWTHOERL, 20ORshHEEE
TEBREHELT B &,

FEIPIENES - BHANESIC S > TR, FiEoAK
rEIBC L,
HARNESIEPGEEBVRESICOR, HES/PRIC
15k,

E—EAOREESFIThRRVT &,
RlCRHAERER, FERE, LR, YR, MMaicidn
BEdBCe,

FREEITIRM R BT B &,

THEZRA L%, BEARAILYD, MO
ZHIHEE, EBICsERE, BiEHZTHSHT
32k,

ESEAIICER, BEERZIEHD B,
ZTOMDFE
BIBERERVEVRIERSTOERTIF > (BE
F) PHELTHRES, FRRISORMDIE L
D]EHH B,

TLR=vVorgnufiorsdic, BEERRLE
£, MBGSEIRRLEDHEDYD 5,

(EnEhAg]

mrhRE
BERANCARZAZ) 2 UT Sng IcHNT 2%
AR VY VBIZATFIVF U Y LER BEBRA
LI E, OFRZARVVBER B#5 1B
M 95.5 £ 12.5ng/nl T, ZOBED THRL KD
Ufe 3, (BIEE RN
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yr7Farii 0.4% (6)

° | 1 1
12345678 1 24 (hr)
B

Bl BENOHERE

(D) BERA 8 FC~ZARVL L UT Sng IHI%T B2 R
2V BT RT IV B YL 10.6ng B X EERAE
BliclE RXEXAZV2D Tipz & 335 £ 5lnin, AUCo -
13 46.3 £ 8.6pg-min/ml TH o7z ¥, (BIEHE HPLC) (nean
+ 8.0 WMEANCXEF—2)

2. 9%
WEEBEE 5 FllcZ A2V e LT 8ng LT BERE
ARV VBIATIVF MY LERE EEERAES L
L E, WEHKTONZ X2V VMEER, 75 1 BESTR
MABED 1/10 ~ 1/20, 6 BRIETIE 1/2 ~ 1/3 Tdo
7z 9, (HizEHE  RIA)

3. K
NREARZVDO—EBiE -6 UHARBENh 68~ KELikICk
B, FDERRBEERIZF Ly u—L P-450 304 ThH5 O.D,

4, He
BERA 8 Flic_EZ X2V e LT 8ng IKAHYT ZAHA
2V VBT RATIF BT LE 10.6ng % HEERAR
Bl % BREHBIS 24 BAETORFILAREZARY
YELTHRERD 4.8 + 1.4% B8t chiz 9, (BIEE
HPLC) (mean *+ S.D.) WEAlk XB57F—%)

5. Zoib
MBEOFEER 64 + 6.0% (BIFE HPLC) (mean * S.D.,
10 D) MEANC L BF—%)

(ER AR RRAR]

BiMiifaR ic BiF 2GR RENE 1432 BITHH, HH=R
¥ 80.9% (1159 #) TH-7: VL,

(FEZhIERE]
SIB/ER
REXZV ) VBT ATFIVF DY L EREERIBRE R
VT, MIREER, 7 LV —EE, SEMEEEOED, K
BEICHARIEREZET %,

(B%hpE 53 (CBE 9 B E{LFMAR]
—REIBH N2 AR VBT ATV P UYL (JAND
=11
Betamethasone Sodium Phosphate
{24 : Disodium 9-fluoro-118,17,21-trihydroxy-16 8-
methylpregna-1,4-diene-3,20-dione 21-phosphate
43T ¢ CooHosFNazOsP
SFE516.40

RDJ 37 DA
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L#EHEEN

HK  BE~MEREOREEOMEIIBET, IcBW0itaL,
KICBFRT L, AR/ —VICRORDBFIC L, =42/—
IV (95) ICBFIEK L, VIFNI—FNIELAEEIT
W,
RiEHTH %,

BE D8 213 C (9

(23]
UrFarik g 0.4%) 0 0.50L10 &
Vr7ForiE g (0.4%) @ 1alio &
YT 0mg 0.4%) @ 5mL10 &

(FEXB KU XA RE]
(ZHREERES)
D RERMEREH  SFEA B EHE, 43(2),363(1966)
ZZLE 102 Xk (196600061)
2 RBINEEED | IDHEHE, 8(6),705(1974) (197400194)
D BEREDY (FEAREEZIIMEENARD | EHSESLNY
# (1977) (197700689)
4) Petersen,M.C.et al. : Eur.J.Clin.Pharmacol.,25(5), 643
(1983)  (198302347)
5) REERBNZ D | BEERAEL 9(3),247(1981) (198100300)
6) TIEHE :iH¥E, 76(9),2214(1994) (199401231)
) BEER  A70A RRVEY GEKEAR), pp.50-51, #
SNEZM, FR (1988
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