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UICKVUE
D\/ANCE

pH and Amines TEST

For the Clinical Eval # of Inf i Vaginiti

in Vitro Diagnostic(um)

CLIA Comalexity: WAIVED

INTENDED USE:

The QuickVue Advance pH and Amines test contains two
qualitative, colorimetric tests for use in the charactarization of a
vaginal fluid sample: {1) a pH test that differentiates vaginal fluid
pH < pH 4.7 from vaginal fluid pH = 4.7; and {2} a test that detects
alkali volatilizable amines in vaginal fluid. The test is intended for
use by healthcare professionals.

SUMMARY AND EXPLANATION OF THE TEST:

Vaginal! discharge and odor are among the most frequent
gynecological compliaints and two of the most common reasaons
for an adult woman to visit a physician (1-3). Because vulvovaginal
infections can result in serious clinical sequelae (4-9), vulvovaginal
symptoms and signs warrant careful evaluation and appropriate
therapy. The diagnostic approach to & patient with vaginal discharge
should Includse a detailed sexuaf history and sscertainment of the
source of the discharge {i.e., cervical or vaginal) {1,10,11). The
clinical evaluation of vaginal dischargs should include examination
of the following par T apr {color. amount and
consistency): pH: release of a fishy amines ador upon the addition
of 10% KOH (the whiff test); the presence of clua cells; and wet
mount microscopy (1,10-12}.

Elevated vaginal fluid pH (pH 4.7 or higher} and the detaction of a
fishy odor upon adding 10% KOH to vaginal fluid represent two of
the four Amsael criteria {13). The other two Amssl criteria inciude
examination of the vaginal discharge for color. amount and
consistency, and microscopic evaluation of vaginal 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 plus sign
within each test circle indicates a positive test result; a biue minus
sign within each test circle indicates a negative test result.

PRINCIPLES OF THE TEST
Principle of the pH Tesr
The QuickVue Advance pH test contains a cotorimetric pH
indicator, nitrazina yallow, which produces a visual, geometric
cator change within two minutes of sample application. When
contacted with a vaginal fluid sample at or above pH 4.7, the
pH test praduces a blue pius sign against a yellow background.
When contacted with a vaginal fiuid sample below pH 4.7, the
pH test produces a blue minus sign sgainst a yellow backaround.
Principle of the Amines Tost: .
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
1 to the p ium hydroxide (KOH) used to perform the

whiff test. The BCG on the yellow amines test circle produces a
visual color change {blue plus sign against a yeliow background)
when contactad with a vaginal fluid specimen containing amines
volatilized by contact with the dried aikali on the biack ring.

he amines test detects valatile amines at concentrations above
0.5 mM. When contactad with a vaginal fluid specimen that does
not contain alkali volatilizable amines, the amines test produces
a blue minus sign against a yetlow background.

HEAGENTS AND IVIATERIALS SUPPLIED:
w individually Foil Wrapped Tests (25)
» Contains nitrazine yellow {pH test) and bromocresal green
(aminas test)
m Sterile Amine Controlled Cotton Swahbs (25).
m Package Insect (1)
wm Procedure Card (1)

MIATERIALS REQUIRED BUT NOT FROVIDED:
= Timer ,
WIARNINGS AND PRECAUTIONS:

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

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

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

= This product is intended only for vaginal fluid use. Do nat touch
or collect vaginal fluid near the cervix. Do not use vaginal fluid
specimens that contain blood.

m Do not expose unprotectead skin to the thick black ring

surrounding the yellow amines test circie. It contains an alkati
that may cause skin irritation.

m 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 bacterial culture, after performing the test.

= Uss only the amine controlisd cotton swabs provided to collect
the sampls and perform the test.

m To obtain accurats results, you must follow the Package Insert
instructions.

KIT STORACGE AND STABILITY:.
Store kit at 2--30°C, out of direct sunlight, to ensure that the test
remains stable unti! the expiration date printed on the outer box.

SPECINIEN COLLECTION:

Collect an undiluted vaginal fluid sampie using the sterlle amins
controlled cotton swab provided with the test. The swab can be
moistened with vaginal fluid by gently stroking the walis of the
vagina, Molsten the swab thoroughly with the sample. The sample
should be tested immadiately.

TEST PROCEDUNE:
NOTE: Apply the swab first to the PH test and then. to the
amines test. The alkali in the thick black ring surrounding the

yvellow amines test circle may interfere with pH test results if
the amines test is run first.

1. Remove tha test from the foil pouch just before uss.

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

The same svwab should be used ta perfora the amines
fesf,

3. Perfarm the aminss test secand. Using a circular motion, gently
rub the same swab over the entire surface of the amines test.
Rub approximately 10 times, starting from tha outside biack
ring and moving towards the center of the yellow amines test
circle until the entire surface is complately watted. Tha aikali
is picked up on the swab which is then rubbed over the surface
of the yellow aminas test circla.

4. Tha results of the pH test and the amines tast are read within
Z minutes after addition of the vaginal sample to hoth tests,

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

INTERPRETATION OF RESULTS:

pH Test:

Positive Result:

The formation of a blue PLUS sign (+) within the pH test circle

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

Negative Raesult:
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},

Invelid Resuft:

f at 2 minutes the biue 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 tast circle indicates a positive amines test. A puositive
amines test is indicativa of the presence of alkali volatilized.
amines. The arines test detects volatile amines concentrations
above 0.50 mM.

Neogative 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.

Invalid Result:

If at 2 minutas tha blua MINUS sign {—) doas not appear, the test
result is considered invalld. If the tost result is invalid, repedt the
test with a new patient sample and new pH and Amines test.

QUALITY CONTROL:

Builit-in Quality Control Features

The QuickVue Advance pH and Amines tast cantains both built-in
positive and negative controi featuras with each test run. For
daily quality control, Quide! recommends documaenting these
contrals for tha first sampla tasted each day.

The formation of a blue minus sign {—) in each test circle
within 2 minutes is the internal positive procedurat control.
This indicates that the test was waorking properly. For the pH
test this internal positive contral contains nitrazine yellow
specifically formulated to change color {from yetlow to blue)
regardiess of whather the pH of the vaginal fluid spacimen is
normal or elevated. For the Aminas test this internal positive
control contains BCG specifically formulated to change color
{from ysllow to blue} regardiess of whether the vaginal fluid
specimoen contains slikali volatilizable amines.

A clear background is an internal background negative contro.
If the test has been performed correctly and is working properly,
the background of each test shouid not change color although
there may be some minor cotor variations or darkening of the
background color as a result of wstting the test with tha vaginal
fluid specimen. If a substantial change in background color
occurs which interferes with the reading of the test, the resuit
is considersd invalid. Test resuits should be disregarded and/or
that tast repested.

E> Quality Control Testi

External controls aiso may be used to demonstrate that the
reagents and assay are perfurming properly, For this purpose, we
recommend using the QuickVue Advance pPH and Amines Contro}
Set (Catalog Number 20147).

Quidel recommends that positive and nagative controls be run
every 25 tests, and as desmad necessary your internal quality
contro! procedures.

UNIITATIONS OF THE PROCEDURE:

m Test results may be affected by improper specimen collection
and/or bandling,

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

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

EXPECTED VALUES:

The QuickVue Advance pH test can differsntiste vaginal fluid pH
< 4.7 from vaginai fluld pH 2 4.7, The QuickVue Advance Amines
test can detect volatils vaginal fluid amines at a concentration
above 0.50 mM. Elevated vaginal fluid pH is one of the four
clinical {(Amsel) criteria. The presence of volatile vaginal fluid
amines i§ one of the four clinical (Amsel) criteria.

PERFORMANCE CHARACTERISTICS:

The QuickVue Advance pH and Amines test was evaiuated

in a multi-cemer study conducted by 12 site personnel at 5
geagraphically separate clinical sites. While a total of 23 women
were enrolled and consecutively tested, individus! tables and
analyses utilize fewer than 629 women when incomplete data was
available on individual women. The only protacol exclusion criteria
was the presence of blood in the vagina. Site personnef performed
the following: the QuickVue Advance pH and Amines test; the four
clinical or Amsel criteria - vaginal fiuid homagaenseity, pH test, whiff
test and clue cells on microscopy; wet mount for candidiasis and
trichomoniasis; and preparation of a8 microscope slide for
subsequent Gram stain analysis.

Amaong the women enrolled in the clinical study, 416 were
symptomatic {had vaginal complaints}; 40 were pregnant; 88 had
candidiasis; 43 had trichomoniasis; 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
waere no statistically significant differsncas in performance of
the QuickVue Advance test among the subpopulations of womsn
with these conditions.




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

a Gram $tain score of 7 or above were cansidered BV positive,
Tabls 1 shows the agresmant, unreconciled and reconciled, of
this analysis.

TABLE 1

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

COMPARATIVE BESULT .| UNRECONGCILED GRAM
ETHOD -CLINICAL CRITERIA RECONGILED
Positive 95.0% 95.
QuickVue Advance Nagative | 97.7% 24!
Clinical Critaria Ovearall 87.0% 988!

in the second analysis, the results of the QuickVue Advance

pH and Amines test were directly campared ta the results of the
clinicat criteria. The QuickVuse Advance test result was considerad
positive onty when both tests (pH and amines) were pasitive. The
QuickVue Advance test result was considered negative ia all other
instances. Discordant results wers reconcilad with the Gram stain
to diagnose BV, Table 2 shows the agreement. unreconcited and
raconcilad, of this analysis.

TABLE 2

Combined QuickVue Advance pH and Amines Taest

R lis ve. the A Criteria, Di d R #
with Gram Stain )

HEFERENCE NVIETHOD
COMPARATIVE RESULT | AMSEL CRITERIA N
METHOD Positive Negative
QuickVue Advance Pogitive 139 37 807
Combined pH and Amines Nagativa | 23 408
RAEFEHENCE METHOD
CONIPARATIVE RESULT | AMISEL CRITERIA GRAMVI| N
METHOD RECONCILED
Positive Negative
QuickVue Advance Positiva 183 13 €07
Combined pH and Amines Negative 19 412
i Test
Raconciled with Gmm stain %
- Sengitivity - 893.6
Specificity 86.9
Qverall Accuracy _847

Comparison to Clue Cells and the Clinical Criteria:
Vaginsat fluid specimens from 363 of the 629 women were
quantitatively analyzed for trimethylamines (TMA). TMA was
detectable in 132 specimens with a mean and median concentration
of 6.95 and 4 mdl, 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 aor less. Aegrassion analyses of these
data showed exceltent correlation between the results of the
QuickVue Advance Amines test and the clinical criterla
{R°=0.988), and between the QuickVue Advance Amines test
and clue cells (R%=0.995).

QuickVue Advance pH Test Compared to a pH Tast Strip:
The performance of the QuickVue Advance pH test was
established by camparison t¢ a commercial pH test strip
{ColorpHast® pH test strip). Any resuit equal to or greater than pH
4.7 on thae pH test strip was considered a positive test; any result
tess than pH 4.7 was considered a negative test. Discordant
results between QuickVue Advance pH test and the pH test strip
were reconcited using both the clinical criteria and Gram stain.
Applying the Mann-Whitney Rank Sum Test, no statisticaily
significant differances warse found between the rasults of the
QuickVue Advance pH test and the pH test strip (Table 3).

TABLE 3 ’
QuickVue Advance pH Test vs. pH Test Strip

COMPARATIVE | RESULT | UNRECONCILED | AMSEL GRAM
METHOD PH Tost Strip RECONCUED | RECONCILED)
QuickVua Positive | 85.1% 88.5% 96.2%
Advance Negativel 86.6% 888% 82.7%
pH test Qverall 85.8% 893.1% 94.4%

Comparison to WhHiff Test:

The performance of the QuickVue Advance Amines test was
established by comparison to the whiff test. Applying the Mann-
Whitney Rank Sum Test, na statisticaily significant differences
wars found between the rasults of the whiff test and the QuickVus
Advance Amines test. Discordant results between the QuickVue
Advance Amines test and the whiff test were reconciled using
both the clinical criteria and Gram stain (Table 4).

Table 4
QuickVue Advance Amines Test va. WHIFF Tast
Comparison of Cambined pH Tost Strip and VVhiff Tesc

COMPARATIVE | RESULT | UMRECONCIED | AIVISEL GRAM
METHOD VVHIFF Tast HBECONCILED | RECONCHED
QuickVue Positive | 84.7% 91.2% 87.2%
Advance Negative| 91.4% 91.7% 84.0%
Aminas test Overalt | 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 combined
pH test strip and whiff test. The QuickVue Advance test rasuit
was considered pasitive only when both tests (pH and amines)
were positive. The QuickVus Advarice test result was negative in
all ather instances. Likewise, the referenca tests wers considered
positiva only when baoth reference tests {pH test strip and whiff
test) were positive. In all other instances, the referenca tests
were considered nagative. Discordant results were reconciled
using both the cfinical criteria and Gram stain (Tahle 5).

Table 5

© bined QuickVYun Adv pH and Ami Test vs. the
Combinsd Reforenpa Tests

COMPARATIVE | RESULT | UNRECONCILED | AMSEL GRAM
METHOD pH and WHIFF HECONCILED | RECONCILED|
QuickVue Positiva L_8_§A3% - 80.3% 88.0%
Advance Nagative! 85.7% 96.3% 985%
Combined tests [ Gverall | 925% S4.5% 95.2%

CUTOFF PRECISION:

QuickVue Advance pH Test:

The QuickVue Advance pH test produces a positive result when
-the pH of the vaginal fiuid is = pH 4.7. This perfarmance was
defined in laboratory studies employing caded buffer solutions at
sight different pH values: pH 4.0, 4.3,4.4, 4.5, 4.6, 4.7. 4.8 and
§.0. Overall agreement of the QuickVue Advance pH test to coded
buffer solutions was 896%.

QuickVue Advance Amines Test:

The QuickVue Advance Amines test produces a positive result for
volatile vaginal fluid amines at concentrations above 0.50 mM.
This sensitivity was defined in laboratory studies amploying
serially diluted test solutions of individual amines and control
solutions containing na amines. Amines were tested at eleven
different concentrations: 8, 0.05 mM, 0.10 mM, D.25 mM, 0.5
mM, 1.0 mM; 2.0 mM, 3.0 mM, 4.0 mM, 5.8 mM and 10.0 mM.
When comparad to standardized amines solutions. the QuickVue
Advance Amines test produced an overall agreement of 100%.
Clinical S. pl - Q@ itative Ami A y s/

The performance of the QuickVue Advance Amines test was
verified by quantitating TMIA In vaginal fiuid speclmens. 109 of
the 363 specimens tested containad TMA at concentrations ahove
0.50 mM. The rasults of the QuickVue' Advance Aminas test ware
compared to the results of the whiff test in these 109 vaginal fluid
specimans with quantitatively determined volstile amines
concantrations above 0.50 mM to verify tha cutoff pracision of the
test in clinical samples. Positive agreement between the GuickVue
Advance Amines test and the whiff test was 88%; négative
agreement was 100%: and overall total agreament was 98%.

REPRODUCIBILITY STUIDY:

Analytical Samplos:

The reproducibility of the QuickVue Advance pH and Amines test
was ovaluated in three separate studies parformod 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 2 experienced,
trained heatth care providers; and {3) in-house by 3 trained users,
The study was conducted following the generat guidelines
outlined in the Nationa! Committee for Laboratory Standards
(NCCLS) EP5-T2 {Vol. 12 No. 4). The samgples tested contained
different levels of volatile amines and pH buffars carresponding
to a negative and positive tast result. The rasults of this study
confirms that first time users, trained clinicians and trained
in-house users are able to perfarm and interpret QuickVus
Advance.pH and Amines tests accurately.

TABLE 6
HReproducibility Study A
T —
EXFECTED AMINES |—__BESULTS ]
RESULT o+ | CONCENTRATION | OBSEAVATIONS| CORRECT £
| Positive 4.7 1 100
Positive 5.5 1 100 |
| Negative | 4.0 1 -100 |
 Negative [3X0]) 113 a9 8.2
| Positive 1.0 10 86,7 |
Posftive . 50 i1 100

Clinfcal Samples:

The reproducibility of the QuickVue Advance PH and Amines test
was also tested using duplicata vaginal fiuid specimens abtained
from 54 women at two separate clinical sites. Each of the two
swabs was usad to parform a QuickVue Advance pH and Amines
test. Excellant agreement >94% was obtained betwssh the two
QuickVue Advance test resuits using duplicate vaginal fluid
specimens.

ASSISTANCE

If you have any guestions rsgarding the use of this product,
pisase call Quidel’s Tachnical Support number, 800-874-1517
{toil-free in the U.S.) or 858-552-1 10D, Monday through Friday,
betwesen 7:00 am and 5:00 pm, Pacific Standard Tima. Outside
the United States, contact your lacal distributar.
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[Ai% - AE]
(RBIRMESD)
BE, BAIKENZARYVELT 1B 2~ 8ng % 3 ~ 6 B
BT & ICERAER T 5,
(R PES)
BEBACEARZAZYVELT TR 2~ 10g % 1H 1~
2 EIRERIRAESTT B,
(BFAMESD)
BE, BAICENZAZYVELT TE 2~ 8ng % 3 ~ 6 B
R L ICHRRERT 3.
(BAERREA 4D
BE, BAIBNEZX2YYELT 1B 1 ~ Sng &N
$#95, BRE LTREMRE 2 BENEL TR,
(BRIBRIRESD)
BE, BAIBARZAZYYELT 1E 1 ~ Sng ZEUEERE
595, BAIE LTHREMEE 2 BRNLEETET L,
(REEMESD)
BE, BAIENZAZYVELT 1| 1 ~ Sng ERERASTS
T3, FRE LTRENEE 2 BRENEETRT L,
(BREMEA)
BEE, BAITEARZARYYELT 1B 1 ~ Sng ZBEERE
A3, BEELTREMBE 2 BN ELT BT L,
(BBEREAEA)
BE, BAIERZ2AZYYELT1E 1~ 5ng 8 1 ~ 3
EESHERNEAT B,
(BEREPEA)
BE, BAIBARZAZYVELT1IE 1 ~ 5Sng #8 1 ~ 3
EBBEREAT B,
(SPEREREA)
BE, BAIERZAZYYELT 1R 0.4 ~ Ing Z5VEREA
EAT B,
GER)
BE, BAIIENZA2YYELT 1E 0.4 ~ 6ng ZERBAE
AT 3,
(RS
BE, RAICEARZA2YYELT 16 0.4 ~ g HEETE
55, ZOROKREE 0.2 ~ 0.51L £F 3.,
(kxS
BE, BAIBAREZARZYYELT 1 H 0.8 ~ 4ng HERIEE
T3, ZOROERIE 0.5 ~ 1.0l &7 3,
(HER)
EE, BAITERZA2YYELT 1B 0.25 ~ Ing/nl 355 1
~ 2 %% 183~ 8 EAET 3,
(%754 4-)
BE, BAICEANZAZYVELTIEOI ~Mmg % 181
~ 3 ERTSAY—TIE5T 3,
(BEEMEA)
BE, BAIBREAZYVELTIEOI ~mg & 181
~ 3 BE&REREAT S,
(RIBREPEA)
BE, BAIKRBREZAZYYELT1IEO0T ~2g % 1 8 1
~ 3 BRIZEREAT %,
(BBAPES)
BE, BAIKRARZAZYYELT 1B 1 ~ Sng EEENKE
593,
(BEMES)
EEBRAIEARZAZY Y ELT 1R~ Sng £ 2ERESHT 2,
(BE - SEEA)
BE, BAIENZARYVELTIEOI ~mg & 18 1
~ 3 EMEEES D VIEEEEAT B,
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(FERREA) c. KEXBHREOHELTFHEMLRI LI LBHS
BE BACRERIASYELTIEHOTD ~ 2ng % 1 BETHTY, AHHRERII, MEIIHRE 2 FAE
H 1~ 3 EHEREREAT 5. THARERSHEDOTHERETE L,

(EEMEA) 4) ERR KEERIPIET S L, LR, B,

BHNR, B, MR, BIfE, Jav %o
BERD BSOS ENH 20T, RE2HILTS

BE, BARERI AT 1 EH O ~ 2ng £ 1
A1~ 3 EEEREAT S,

(BEEAN) BAEIIZ, RACRET R CEBRTYI L, BB
BE BRACRRIASYELTTE 1 ~ 2ng 288 FERDH o b BaIci, E5LERSGEET
EAT B 3k,

(BEREREAN) 5 IERRICHV3EEIRENE LT, 2 8B LR
R BARRRIASIYYELT 1 H05 ~ Ing BE sz,

BIREPLEAT %, 2 AHOEMS 3 Wi ABEREFORE, NS5 Hhik

# 65 AMNOBETIE, SESEMETL TR S
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B2 R BRI 3B2 Wb B30T, Ihb
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ik A3EWER b o bha B Zhddh 3, ] Y77 Yy BHBKERT 32| bro—2a P-450
6) TRIMBIES T O b 5 HH [k RHMIIERT 5 & & e s oAt
OBELD Y, HHERDDEOILE NS B.] FUFVREEE | IRCARE AT | AR ) 7 LR
(6) FFEEDEE [NEBEREEOETEICLD, BIfEA FAREY Y, TAE |5E, ¥YFARGE SBEOSH &R
rosbner] L e L
=) e - s P ) y )
(7) ﬂaﬂﬁ}ﬁ:@%% [Eaﬂﬁﬁﬁ@ * Eﬁ#ﬁﬁsfﬁ ickhb » HEfgE~ BEAICRABCER OBEMET TS,
DM ENEAL, BHRFSHEETLIEZNND T32L,
5,1 BigtlnAl PLEIA O V2 % R | A e (e
(8) BHEREDRE [KERSICX D BIFERiENE Z’W TYYAEYY ?Cf-‘ 2 5) fc ﬁ§§g§§ RS 5,
2LOWEND Y, ERBIEETIEZNND S, ] A I R T
(9) BEMEMNEORE (FAYY, —RHERPHEET S 3%,
B2hhbh 5, ] BB A BORBRAA, 4 > | AR IRECOME
= - TAHNE VHERE, AV CMHIOMBER | ERIEL, KM
(10) ElE [THEE~ORE) ORBI] PULTERE R, | BEEDC LA S BeORAE 5 I
2. EELEANES TEMAFYIFE hTwsow, T T 5,
= — D D Dy -
() AROBSI LD, BREME wRpEaTemme |0V 2RARIRCER
N 3] = g °
Tﬁ; BILERAE, gmﬁ, BEESOERCAIE FIRR (5 ) 9 SEHE B ) 7 AR S & | AFILRATECD
Bidbobhs I tPH5DT, KRDREILH HRIRA 2R <) bz I EdH B 0| YUY ATHEEEM
TRRDEBVBHETH 3, \7??3} ‘74z7 <, Bffﬁ'f‘é%iat:ti Bb35,
D RECBLTE, BIOEE, EREZEL, MOBE | Lo ke " IREERTSCE,
BIZ ko THYIRFRIRV IR T E 2 HAIIE, K IR ARY YV hOBIBERERLE v |BIBREINVE VA
AEzERELLRVI L, £k, BEANRECTILES KoxRBET, Y2 @y rurfYro
Kix, RPREETI S L, Ry PR | AT 2.
2) BRERZEHEAOREICHL, HicHorkiiE & B BBOT, BT
2w, ¥, BEZAMLALGEITA XL, ARBHBCEET 2
i, FHEOBSICRMERT 24 P EYALE LT c&.
5c TUROvAS Y :t:ﬁmf'gﬁmwgﬁén KAID RB I
° BLOMERD B OB,
3) Bz, ARG HICKEXRBKECRRT S E, BEH <, BHT3EER
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b5, BRI IER | BRI e X IE | BT R
a. AFIREMAKBEXRBEEORELFHEEOE K SRy rn=y hEl | HRT 5 L OBMERD
PWRTBL, Y, =Y AR | 50T, HETHE
b KEXRREOBEO KB B T, AE | P RIS <

BYEDBE [iEHERIC LD, BYRELH
Bya8zhdH3.]

RE~OBREMEABC L) EicToaEE L B
2T, BENBEOLLIBAVPRRLLESK

SRR FICRRICERSLETH B,

4. ElfER

THERMSS R I 81 2 KM se] 3324 Hld, &l
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5372200 HAERCBBR2E B T2 8D
B, ¥, ELS, OHFEOREELREZ T 0RE
Bhd, BHRBR( <V R, Fob) CHEGERERN
HESATWHS 2,]
BATORAMIIEFFEES PIXELE BT 52
L BHFA~BIT TR L AHS,]

INRE~DOERE
EHAGER, AR, LR $RX/NROZEERN
HEHL DD L BHDDT, BELY i =
&,

REMEL 1256, HEENETEERRDHL bhs 2
LBd5,
EHAGERERE, HER, LA, $9RDNETE, B
IR EIALOMBRO TR IR 2B LT T,
FRAEHER K BTs2 L,

HALOXE

FoTdNAy B 7oy b BICEBBORAR
BB, T AOERORY 24 ) — B
TERLY b T52 L,

BARPUESTEE . BRNESICL Y, B, #iRKcR
BZTZePBE50T, ZhzeFt5ED, EHE
B, ERFESFCOVTHSERL, TORNHEER
TEAETE §52&,

EIPIPESTEE: HNERICH - TH, FROAK
BT5z &,

RN B VBRI O R, HER/NRIZ
o2&,

F—AL~0 KERESHIThR VW b,
FroiakER, AR, LR, 9B, ARz
Biaz &,

HEREATINZ BT A L,
WHEERIAL & &, WRERALY , KO
B AR, EbICsE KE, e NZ TENT
5z &,

BEFRILIC T, W2 2528 Bh5,
Z0OOEE

RIERERVEA R BETFOBECY 7 7 ( #E
%) FEEL THREE, HERSORMBREE L
OBERDHD,

TR =Yoo sdic, BEERESE
i, MIRSERRBEL L ORENDHS,

[ EMEnE]

qu:lﬁﬁ

HERRAICARZ A Z e LT 8ng YT %
AE Y VBB AT AT U U AEE HEIBRRN
UL &, A& BEER, &5 16
Hi# 95.5 = 12.5ng/nl T, FO%HEBD TR AR
Ui 3, ( JIEHE: RIA)
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N O S i 1]
12345678 16 24 (hr)
B oM

K1 HENOmPRE

[~

(2) BERA 8 PlicRy AV ELT 8ug IKHYTERY X
FV VU VBIATFAF FY YA 10.6ng % REFIRAE
HLAELE, RIXAYY D Tz 13 335 £ 5lmin, AUC -
I3 46.3 + 8.6ug-min/ul THot 9, (FEE HPLC) (mean
+ 8.D.) UHEAICLET—%)

Vaxiil

MEEEE 5 fllc_yAFYYELT Smg KHYTIRY
AV VY VBIAFNVF N AR BEERNEHL
L, MEMERORY A Y EER, B 1 BB
MbEED 1/10 ~ 1720, 6 BE#% T 1/2 ~ 1/3 TH-
70 9, (HIEE: : RIA)

3. Rg
R XY v D—@iE -6 MR I 66- KERLFITk
3. 2DELRIBEREF P u—2L P-450 30 TH B D,

4. e
BERA 8 ey AF YV ELT 8mg ST BRI A
FVYVBIAFAF Y YA 10.6ng % BEEEIRAE
ELkLE, B5HE»S 24 BHEFcoRMCRY AT
VELTHRER®D 4.8 + L4%8HEI N9, FEk:
HPLC) (mean £ S.D.) (MEAIREZF—%)

5. FOfth
MEEAESE 64 = 6.0% (JiEH: HPLC) (mean *+ S.D.,
10 8) BHEAIRKZF—%)

n

(FRERE]

I RIC BV 2B R 1432 Blch b, B
i3 80.9% (1159 #l) Th-o7% b,

(RN IE]
R
RIXYYVVYVBIAFALF Y AERHEERIERE AL
VT, LM, W7 VAVX—{EH, RENTEROED, A
WHIcH 3 REEHAEZE T 2,

(B ICBET 2BEFENAME]
—RINEIR : R A ZV VY VB RTVF Y YA (JAN)
[HRE]
Betamethasone Sodium Phosphate
k¥4 : Disodium 9-fluoro-118,17,21-trihydroxy-16 8-
methylpregna-1, 4-diene-3, 20-dione 21-phosphate
IFA ¢ CoolzsFNaz0sP
1R 516.40

RDJ 37 DA

fLaemE=

IR - AE~EEAAORKREOBERIUIBET, IKBvidhkv,
KIZEIRT L, AP —MRDBEFI{L, =¥/ —
N (95) IWRIFIKK K, PIFAEZ—FARIE LA BT
v,
RigETh 5,

BiA 1 49 213 °C ()

(8]

0.5mL10 &
1mL10 &
5uL10 &

JyyvFu i 2ng (0.4%) ¢
Yy vFu i dmg (0.4%) ¢
Vv Fuvi 20mg (0.4%) :

(F B KR USCIREE R 5]
CCEREERES)
1) HIFRBEED  BREA @ Bk LR, 43(2), 363 (1966)
Z&teEt 102 Xk (196600061)
2) EREEIRD)  IGHEHE, 8(6),705(1974) (197400194)
3) AEREY (RERZEZERMENR)  BIFRETNE
¥ (1977) (197700689)
4) Petersen,M.C.et al. : Eur.J.Clin. Pharmacol., 25(5), 643
(1983) (198302347
5) REEEHZ - ReeiEsbEL 9(3),247(1981) (198100300)
6) TIEE : B, 76(9),2214(1994) (199401231)
7 EBEEE : A5 ud Fhrery (EKESSE), pp.50-51, &
SEEZ, B (1988)

R HUERASH BEREHE 5 —

T 541-0045 KR RXEEIT 3 TH1 H 8 &
& 3% 0120-956-734
F A X (06) 6202-1541
http://www. shionogi. co. jp/med/

———e®re>o——
YT UV - 75U
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IEEFRRERARM

T 541-0045 KEFHREKEEII I TE 1 &8 5

® | BREE
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HEREMEEtEEES : TOPP-U-0401

TOPP (Tokyo Organization of Prevention of Preterm De/livery) STUDY GROUP
HEREMEOITHTEV)FREFUERRSOENEDKREE

ERPATHERNMERL, M OTHEEREOHIRERIHT IRETFHEENE L
VUTRAEFUBERESEORENMES JUREEZHEL
BRELT 51=-0DF U F LILIETR 2 BIETHLER

EFIERE 7+ — L&

Case Report Forms
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OO U FLILEER 2 HALTHERR

YUFREFUERESOADIME S URENELBR LRIET S

CRF (TOPP-U-0401-0-1)

EFER 74 —L o
20 A H
77 A 7 FLA (httpi//square.umin.ac.jp/topp/)
MiER 4 o ERTA
LR LT R LU R
BEA=V v (- 4) AEHH
?HEFn
- VR F 5 £
& V2K EiRE RS (16380 H~256 H)
PELR PR NE b} H
TESEE (20.0mm LAT) P - BEEE OBLTE
mm 272 L HY
BEEE CLTOT_NTCORELTHZT) s BN LS
1. #HE 1638 0 A ~25 8 6 BOERTH S Oy | Oz
2. RERFRHRETHEHERD 200mm LT TH D v | Ovnx
3. REEMEREASEME, »r ook E AR T 2O H 5 EYE (HIV, HSV, =2vrYe—<%) | O OWn A
IZRREB L Tndgn
4, A7 F—AF arty bPAXETHELNTWS Q0RKRBOBEE, EEE 20U 0] | Oy | Ovnx
FRIBEEOXERERELNLTVD) (AERBAE 20 # H H)
5. LT OBERBREMOFMER§ N THIZEN TS
1) HifERE 3,000/mm3 LA k. 72 20,000/mmé LA T TH 5 v | Ovwnzx
2) M/ 50,000/mm3 LA ETH D Oy | Ovovzx
3) ~EL ULy 8.0g/dl LA ETH B Oy | Oz
4) AST (GOT) & EHEFBB O ILIEME RO 25 FLUT TH 5 O | O a
5) ALT (GPT) & FEREEFBE O ILHEHE RO 2.5 (FLIT TH S O | O i
6) BUN 25mglc LT CTH 5 Oy | OV i
7 M7 LT7F=r 2mg/dl LT ThH D Oy | O i
6. ZMREL EDZIR TR Oigxwv Ovin A
7. ATERRE TN Ot v MIAYAY3
8. WM RIARIEE Tl iy | Oy i
9. EELREREN 2V iy | Ovnz
10.Feta/l we/l/l-being AR TE TV 5 Ok | OvwA
1L A B OERIC B CEEICEHERERIN fi1TH 20 BE Thw O | Oz
12. U8 R (YhaiE) oJkERen OEv | Ovnz
13K HIR £ I ER 2 A 0L TR Y BB~ OB REE L ¥l S h 2 8F TRan Oy | Ovv i
14. 2 Offh, HYEEMATEY & AR LCBE TRy 0w | Ovnz
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