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W) ARBIOEBEINTHHHELOHEIR, JRFE (3C) £ LT 100mg TH 5,

70
H.pylori MIGHTAAMES 5
60 e300y
—&— 100ng

50 = = Mmg
£ 40 T + HENERRIE (n=6)
g
= 30
<]

20

10

0

0 5 10 15 20 30 45 60 90 120 240
54 oS (4)

MV-1 Ear=vy7 50, 100 X 200mg $5-% O PEIRERH BC-E#% (LR FRE (ABCO%0)



en
=
1

H.pylori MIEHUAAFZ 5]
40 F
- —+— 50mg
_g 30 F —a— 100mg
é - =i - 200mg
Eq 20 F R4+ £ AMER 2 (n=6)
10 :
0 LTS PRI T RS TN
0 5 10 15 20 30 45 60 90 120 240
BHE&ORM(4)

MV-2 Ea=vy7 50, 100 LT 200mg $5-% O VEIRERH BC-E#% (LR FRE (ABCO%0)

(4) IREEROERER

1) BRI
ESPABENIE MY S
H. pylori YR58 2 W IERatER 2t i, TIRABELHIZ ) D3\ & LTtk 5 o AEIEMEL 0 25
RD ., EDOBITEA OB ZRD | FIET, KA 100mg 2 1 [FFRE G L, BC-IRFEMFRHRZ 5
i L7z, PRSI BCO, (BCOo/'?CO, kL) 1FEEDHTE L s tiEZ W THIE L, 5% 10 43, 15
53 20 53 KON 30 43 ORNEME > BB U 72 R, R B R OME L X 0 20 72 PR BURE R & Z o Rg o
By N TEERDTZ,
Z OFER, BEOWIEICE T 2 Kl 22 BRI 3% 5% 10 4y, TOEEO T v b F 7H1% 3.0%0 T
Holm, o, FIMIEIBEICE T, il 72 MR BRI 554 15 57, T OO B »~ A 71X
6.0% T > 7= 2,

vo =y 7 & e BC-JRFEREREER O I E 15RO 2 Wk B

HEFE | BEtel | FEREREEER (50 |y b AT (%) | BE (%) |BEE (%) | FE (%)
HEIHTIE 119 10 3.0 100 100 100
RIS 113 15 6.0 98.5 97.9 98.2
BIVERZEEMEE X, 1.9% (51257 %) THo7-,

2) REMHER
MER e L

(5) BE - FREERIGER
MM ER e L

(6) J& A0 A

DERARERE (—REARERE. HEERRGERE. EAMBLERAZ) | HERTERT —5~—

AAE. BERGERERABOANR
MM ER e L

DEBEHELTEBPENNER TR L-RE - HBROBE
A% LR

) Z it
DR L
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VI. EMEECET SR

2

- REZHICEEHSLEVRITLEYE

BA=RSANA

FIEA

(1) YEFRERGL - 1R
()
b MCAFIZRO#KE Lz L &, BRI H pylori WEET DX, 200 L7 —BIEMEIZ L 0 ARFIN
BCO, & NH3 2o S 4L, 842 L7z BCO, W IMR & /T L CHL/ T MERHICHEIE S 41 5, JRFB IR
X2 DA IS LT BCAERIRFENIRE ORI BCORIEDEALZRIET HZ LKV H pylori
DIFEZRINT 2 HETH D, 0 BCOBEZE L, AR RTR OIRHZICERE L 725K 2 E &5
Hrikd VIR EEIC K DV IET D,

#M o,

AN

= ) ——w OO, 4+ HH,

(2) ENE TN 1T 5 HRBE
AR L

() 1E ARIREERT - FriuhFra
[V-5-(4)-1) ANMERREERER ] DHESM
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VI. E¥EhReIcBH9 518 H

1. mPREDHTRE
(MBELEDLIMPERE
PARPASA

(2) BRREAER CHER SN -IAiRE

H. pylori FUAATRE K& QR (% 6 #]) IC B m = 7 100mg % ZZfEHE 1 [IR 0 #5544 0 M h
RIACARIREE OFRE LI/ T A—F 1L, LLTDEEBY TH-o72 D,

. Tmax Cmax t1/2 AUC0~24

H. pylori HUAR !
P (min) (ng/mL) (h) (ug * h/mL)
k5 45+5 32+05 15.9+2.7 45.4+92
R 35+7 3.7+0.2 14.8+3.2 37.3%3.5

P fE PR ERR S

(3) hEH
MM ER e L

WRE - HHAROEES
DR L

2. RWEERI/NZA—F
(D B AE
U L

(2) TR IR £ TE 3
YR L
Q) HERRETEH
MM ER e L
DoV F7IUR
AN A

OF ik
MM E R L

6) Z DAt
DRI L

3. BEE GKEal—v3>) B
() BBH 5%
kB L

(2185 A — 8 EHER
AR L

4. IRYR
IR - 1FIE 100% (T v R) 3
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5. 7%
(1) o i —fibd BE P9 @ 14
7 v M MCERR R & 2mg/kg % 1 BG- 52 ORI P RER EE ORRETTIE, M. HRER TP RERR A 1
Feb% 4 BT Coax ICIE LT, F72, BPREIIMAEPIRE D 1/5 LUT & i bR o723,

(2) n%x—RABEEAPT B E 1
IR 19 B B OMEE T » Mo, MCHERRIR % 2mg/kg £ O #5-% . IR VM OWEME T s BE e FE 13 % 5%
30 3 Cld, BHARMAEFRE (2,413ngeq./mL) @ 12 itk Tholz, Tz, H51% 24 eI, IR &
ORE PR AR R L IRIEE L <, 2T, 30 0ED 1/16, 125 IZIKF L7z,
BHA— T UFT T T 4 =K BREANTO S Eia L7ofE R, OS5 30 2 icBn T, s
BHICIEINZ B CTEEE — 12, BRI P X 0 RO RERES RO bz, BIEORMPRETESS
WKL, RO IRE S IZIERRBECH -T2 9,

-
—
-

—

@) it ~nBITHE
BABOMENET ~ b (0Wtz 10~11 H B) (ZFEMEE T HCAERIRFE 2mg/ke R N#& 5 Lz, IR
FEIX#5-4% 30 43 C, 1,311ng eq/mL & JIERE S Tl b EVMEZ R L2tk BREFIZHED L, 8 FEf T
1% 30 ZEDR 1/6 12, 24 I TIX 120 A TNIIE TN L7e, F£70. 48 REILAE ., ALyt IR B X EE R
A & o7, MAERIREE & g UL FF IR, HE51% 30 4 TITOIR N o 7223, 4~24 IFf
MICIEHmEm<HEB LY,

) A~ DB
KR L

(5) Z DAL DG~ DI
5 ME MC-EHIR 3% 2mg/kg 1 1 HE -4 O ML R AR AR I EE OB CIE, LG T VS 4 55
[T B E R & B OB T > 71 9,

6) MiIFEPKEEE
6.6% (1 X, 1.5g/kg FFikN 5. EHREHTE)

6. 1t
(1) R HER AL B R BHR R
RN TR S o 1),
7w M UCHEFRIR 3 & 2mg/kg #% M #5540 AL R QR FITIZR BB O ARED Hiviz, F5ED
9 95%MRELIED F FIRFP~PEIt S 7z ),

Q) rREI-EE5I 5EEx CYPE) OHFE. FEX
PAROASA

QHWEEENRNDERRVEDEEG
AL

@) RBYDFHEDEERVERL., FEELESE
3 LA

7. Bt
(D) BB Fe OVRE 5
JRHD
()Pt =
e 5% 24 BEfE & T2 83~86% 2N R HEIE S LD D (fEFERR . ZEHERE, 100mg 1 [ 5)
(3) P i
[VI-7-Q)#Eit =R | OIESMR
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8.

10.

11.

FSURR—E—IZEET 5153
M ER e L

BNFICEHBREE

MERER L
HENEREHITHEE
M ER e L

Z Nk

MEER L
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VI. £&% (EALOEESF) I HIEHE

REEZDEH

H
[ |
EESN TN

R IR

=
REEZDEH

2. 23
EIN TN

SR

3. PMEEXRIIMMREICEET 5:FE L TNER
FEESN TR

4 RERUVREICEEYT IR ELZDER
V-4 RERUVAEICEHEY 58 0HESH

5. EELEARAMNEIE L ZTDER
RESN TR

6. HENEREHIHLBEHICHTIIR
() EHE - BEEFEDHDESE

9.1 GHHE - IEREDOH I EE

9.1.1 BUIRRE=ZITI-EE

AHKI OB NEZREMANEET A2 ek, HEICEELRIFTZEnNh b,

9.1.2 BEEEDEERIL Hel icobacter heilmanii &N L7 —EEFEEEHTHHENBRNIZERT S
£E

Bt L 72 5 BENLH 5,

(2) BHaelEE RS
BRE I LTV

(3) FFiaerE=E R
BEEN TV

(4 £TEREER T HE
RESH TN

(5) 1T 4%

9.5 124w
A S FIEIR LT 2 AIREPED 8 2 MR IE, W Lo AR a2 RIS Ll S 2581
DHEGSH T L,

(6) =247

9.6 2R
W EOARIER OB OA MM Z I L, RAILOMBIUTT I Z2/RET 25 Z &,

(N IMNRF

9.7 MR
N RS & U T BRI TSN L TV Ru,
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8) =

BIE STV

1. HHEERA

(W HFREEEEDER

REEN TV

QptRZFEEZEDERA
BE STV

. ElIfER

1. BlfER

ROBWERDBH 5N ZENH LD T, BEZTHIATV, BEDBRD SNEA IR G 2 ikd

%70 TR ILE 21T 9

ek
N— o

(D EXRLEIER & WIHAGEK
REI LTV

(2) DD EIERA

1.2 Z0thDEIER

0.5%LL E 0.1~0.5%A 5
1 Bk %
T ik ALP, y-GTP ® k5 AST. ALT @ L5
B Mk JREH., R, MR
Z DAt WmalLAT7o—/)L bR

SEEAREIERARBEHEER VRRREBRE K

Ea = 7§ 100mg O EIVER DI BRI
— KERIRE E CORRARER - 458 FH ki A& O BIVEH —

HKERIE E TOARDL il FH R o A At

ELESN e 20 74 92
FRAE B2 360 577 937

RILVE 25 D3 BUE 1 6 1 7
BILVE % D38 B S 12 1 13
RIE 5 D3 BUEGIR 1.67% 0.17% 0.75%

BIVEH O FEEE RIE A 2 O FEE RIS ()

i if Bk % 1 (0.28%) - 1 (0.11%)
AST (GOT) LE&H 1 (0.28%) — 1 (0.11%)
ALT (GPT) L& 1 (0.28%) — 1 (0.11%)
ALP L5 2 (0.56%) 1 (0.17%) 3 (0.32%)
»-GTP L 5- 2 (0.56%) — 2 (0.21%)
PR A BGE 1 (0.28%) — 1 (0.11%)
PR U5 ifn B 1 (0.28%) — 1 (0.11%)
1 fR 1 (0.28%) — 1 (0.11%)
Barxaro—n L5 2 (0.56%) - 2 (0.21%)
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9. BERBRERRICRIZIHE
FEESN TR

10. BERE
BRE STV

N EALDIE

14, BREDIEE
14.1 ZHEDEE
BWND H. pylori DEAEEL L BCIRFFFGRBIEDRE R (APCO fE) DOFPBFIIMEL L TR0,

12. Z0HDFE
(M EERFERICED B
RE I LTV

(2) FEERIREABRIZE D < 153R
RIE STV
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X. JERRARERERICBI9 SIEH

1.

EIEAER
(1) EhFEHAER
VI ZEEICEY SEB ) OEHEM

(2) REMFEHERO
[ SRR AR RS RS 6T D 1R ]
AFIL 300 LN 1,000mg/kg (FRAHEE) T U AO—EIER KL O~ T A KT v b OHHAFERIZE
T HARBIE A [—AER., BIRERRE, ~F Y L e X — LREIRERIER . BRI R (K
EREIBIME) . MR T A Y/, IEEIRE. BREMENSE L TEREZ2 RS o T,
[ B AR R T D 1R ]
AFEIL 103 OV 10°M (Fh) ORETENLE v MEHEIGHEGEARCB T ST EFLral v b
2L I VRO R b= UERIAEICH L CERZ2 RS o to, HAL N U AFERIHEIC R LT
102M DPEEEICB W TOLIMENER (11%) ZR L7, ZOMEHIEHL . KEIEET T=2 1%
FIGHEIC ) L CERARERZ RSN EE X BND,
[ R - JEER SRR T D IEH]
AL 30 KON 100mg/kg (FRARINEES-) CTHRERA X OMER S, SEXME, D, RSEB) R T & &
OKBEEI AR MRS R L CEA 2R &2 v o 72, DERICK LTk 30mg/kg T PR MEOEER, QTc
M@ O FEAE, 100mg/kg T QTe MIBOEMEZ R~ Lz, L2 L72A 5, PR EFEIX 100mg/kg TIEA A7
<. QTc MMOZEAL HEFE (0.2~0.3%) THDHZ &b, 100mgkg £ TOEXICTEERMEMA 2R S
RN EE Z BTz, 300mgkg (FRARNES) O @ A& CHERE O —B MR, 5 i E o —i i T
% EH DR O — @R IME . FSEENIR ML B O — @M N (@R K O D EARE O _E
AER Lz, £, AOENFEHEO —#ETR%Z LA Z0EIREBED EH-. +dP/dt paw D —
W PEEE N O-dP/dt max D—EMEJA 277 U723, KREREIR MG &K L THER 2R S Ze o 7o, 0
BUCKE LT Z o5& T RR MREOEMZILE, PR HROMLE, QTc MEO —\MEILRE, RIED
BB AR Lz, £, AT 10°M RN CTEAE v MO E OB & OMUE 1 /EH
RSN T2D3, 102M O EREE TIUE 1 2B (2.5%) TIEH LIV AREICHEKR ST, 10°M O
TR PE & RSO RERH & 100mg Z R L 72 O f @ g R E (8 5X10°M) & ORIZIER 200 %0
TEBEDS TR D S 177,
[V g R R OB A o33 D EH]
ARFIL 102 LV 102M (BN DR E T o 5 X R H B B BIUH I3 L TER 2R & 37, SRkt
T HEEERITRD b o T2, AFKIL 300mgkg (FRO#EH) T AKROT v b O/NMGR A
BIEHZ RS Do 72 h, 1,000mg/kg TIREEH (EN I 29% K TN 13%) 2~ Lic, £72, 300
J O 1,000mg/kg (B 5) T7 v FOBFYEHBIEAZ R IR0 o723, 1,000mg/kg (+ F515A
Beh) CHIREOHD ., pH O L5 BRREOIK T KOy WwEOA 2R Lz, 7 v MMZ 1,000mg/kg
ARG U o f I TR RS 13K 8 X 10°M T 0 . ARG & 100mg % IR L 7= Dk
T LT S & ORNIER 160 15 O TREENZED ST,
[ MR k9 D EA]
AT 102 L OV 102°M (F9I) OEE T ADP K2 7 — 7 UBERE LT v b IVIMREEEICER 2R S
Rhol, EHIT, TNHEETT v MO FOMEER (Fa koo e R, EHEHS e
RT T AF R TR L COIERZ RS 2o Tz,
(B Rt lC k9 D 1EA]
AHEIL 300 LN 1,000mg/kg (FRO#5) CABREKAR T v NORER ORFEME (Na', K&
ONCl) BEIHCx L TIERZ RS o T2,

(3) Db FEIEHER
MM ER e L
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2. FMEAR

() BEEEESHHERD
HEE Db (mg/kg)
Be 508 .
BT - #EH
7 v b J >2.000
(Jel : SD) ? >2.000
F >1,000
i ? > 1,000

(2) RIEEB 5 HMERARS
4 W OFAER A& G aEERRIC s T 2 Bt eElX, T v M T 1,000mg/kg/ H L E, A X Tl% 100mg/kg/
ACTholz, 7 b TidEHED 1,000mg/kg/ H #5128V T, SHMRE CAEKKRGICERT D &5
2 HNDEATRED STz, — 7, A XITE W TE 500mg/kg/ H £ 5- Tl i}z ORI 238122 S 4,
IO bR IxTT 2 BN TRE I,

Q) EinE AR
EIRGEIRAE T Geta R BH e OVIME DOFEFEIEITIR D DL h o7z,

(4) DA R ER
MM ER e L

(5) A Bl F& 4 SR ER 1419
T F RO R A T AR A R BR IS BV T S RO 1,000mg/ke/ A CEENY O AR
(BB Zha. IR, iR OWEE) WONCIRRORE, BE. WAERORE. K - K4 T8, %
RS, SRR I B ETERD B b o T,

(6) B AR I8 R R
MM E R L

) 2 OO B
DR L
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X EEMFERICEYHIER

1. RHEES
RF Br=v 75 100mg ALTEERY
W) EE-EMEOUSFEICLVEHTLZ &
GRSy - RFE (BC) LW
2. AR
AR ;S (REMERBREERICESL)

3. BENRETORE
FEIRRAF

4. BBV EDEE
BE STV

5. BEMITEM
BEMEELTA R 720
<FVoLEY : HY
Z DAt BT ER - TR R REGEER FIER I & (B & 53 HT15) [https://sumitomo-pharma.jp/product/pylonic/] |
IR 56 AR TR A 2 (R4 43 K922) [https://sumitomo-pharma.jp/product/pylonic/] )

6. m—ms - AAME
[Fl—pl oy 38 : 2 —¥ > MEE 100mg
Wl % el

7. EfREEEAR
1998 45 12 A 18 A

8. WERTAREABRVEARES. RMALERFEFAR. REMWERB

g BOEIRIEAGRAEH A R E Sl FEIHA A A W e aAeE A A
B =7 §E 100mg | 200148 I 29 H 21300AMZ00683 2002 4 6 14 H 2002 47 4 29 H

9. MEERTHHREM. FERUABEEEMEOEABRVZTOAE
BA=RSANA

10. BEERR. BMERARFABRVEZOAR

HiMliis RmmEA H 200046 H 19 A
EHG, EREREONE., AR OZEEOMRE IR T HIEEE 14 L5 21HFE 3 5 (KRESE
H) A 2B AAFETONTIITHEY L,

1. BEEHM
44 2001 428 H 29 H~200546 A 15 B (FHEKT)

12. B EHRFIRICET S 1FH

BRI LIRS T DTV D EEITIEY L722y,
(AFIDZNRESIIBNRIL [~V a2y Z— -« vu I OREYGZHT )
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13. &0 —F

- JEA T B A I AE | E R E RS = — R e | VBT NERLBE
W 5E4 U S o — (Y] 2— 1) HOT (9 #1) &% © AT A |
E'r = 7§ 100mg 7290005F 1029 7290005F1029 114965401 610462013

14 RIRIG T LOER
RN
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XI. Xk

1.

5| XAk

D= FNED ERAREZE. 1999; 15: 53-65

)RR BRSNS AR SRR i At

IENERE: T v MIBIT D HEIRGZORNEIRE (B E%)
HENEE: 7y MBI 2 HERGEOENEIRE (BIE - LT
S5)Watanabe J., et al.: J. Pharm. Dyn. 1984; 7: 294-303 (PMID: 6470927)
OVENE L — R SRFRE A

TYREIE R ANIE D> B & VA, 1998; 26: 1333-1343

Q)M N IT > FEPE & JRIR. 1998; 26: 1345-1363

OVREIFAR AT FEBE L VAR, 1998; 26: 1365-1391

10)fENE L 28 BRI IR 2 V) D 18R 22 R 1)

TD)AENE L LR M 2 ) D et ik 2w ol

1I2fENE R ZRIFERER (7 2 &2V D/ MEakER)

3 ENE R BRIFARE (7 v &2V 5/ R

1T JFEFNFAIE D SEER L V5. 1998; 26: 1393-1400
15)TJEFN5AIE D SEER L V5. 1998; 26: 1419-1434

16) TJRFN5AIE 2> SEPE & JEHE. 1998; 26: 1401-1407
17)FHEFIEME D> SEHL L VA9, 1998; 26: 1409-1417
IFENERL: AR ” V2361 B MR

Z DD SE TEk
M ER e L
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XIl. &&H

FHNETOHRTIKR
FRAMNETOREXITZR, HIERKOCHESE L, SMEICEB T 2R SCEICESW T TICRT, (2017
7 ARER)
HH KEGATCE (2016 421 H)
D4 Otsuka America Pharmaceutical, Inc
B 7244 BreathTek® UBT for H. pylori Kit
TR H 1996 4% 9 H

A - Bk

Each 3 gram dose of Pranactin-Citric is supplied in a polyethylene-lined foil pouch and contains 75 mg of
B3C-urea, citric acid, aspartame and mannitol.

P EEIES

1 Intended Use

The BreathTek® UBT for H. pylori Kit (BreathTek UBT Kit) is intended for use in the qualitative detection
of urease associated with H. pylori in the human stomach and is indicated as an aid in the initial diagnosis
and post-treatment monitoring of H. pylori infection in adults, and pediatric patients 3 to 17 years old.

The test may be used for monitoring treatment if used at least 4 weeks following completion of therapy.
For these purposes, the system utilizes an Infrared Spectrophotometer for the measurement of the ratio of
13CO? to '2CO; in breath samples, in clinical laboratories and point-of-care settings. The Pediatric Urea
Hydrolysis Rate Calculation Application (pUHR-CA), provided as a web-based calculation program, is
required to obtain pediatric test results.

The BreathTek UBT Kit is for administration by a health care professional, as ordered by a licensed
health care practitioner.

MR O &
(k)

8.2 Step-By-Step Procedure
8.2.3 Collect the BASELINE breath sample according to the following procedure:

a. Pick up the blue breath collection bag.

b. Remove the pull-off cap from the mouthpiece of the breath collection bag.

c. Instruct the patient to: (1) breathe normally; (2) take a deep breath then pause momentarily;

(3) exhale into the mouthpiece of the bag.

d. Replace the cap firmly until it clicks on the mouthpiece of the bag.
8.2.4 Prepare the Pranactin-Citric solution no more than 60 minutes before administering it to the
patient. Urea slowly decomposes in water.
8.2.5 Instruct the patient, including pediatric patients aged 3-17 regardless of age and body weight,
to drink all of the drug solution with the straw provided, without stopping. Advise the patient NOT
to ‘rinse’ the inside of his/her mouth with the drug solution before swallowing.
8.2.6 Set the timer for 15 minutes. The patient should sit quietly and should not eat, drink or smoke during
the 15 minute interval. Breath sample may be collected no later than 30 minutes POST-DOSE.
8.2.7 After 15 minutes have elapsed, pick up the pink breath collection bag. Collect the POST-DOSE
breath sample according to the procedure described in Steps 8.2.3 b through 8.2.3 d.

71y M ATE 2.4%o(Infrared Spectrophotometer )
H g BKJN SPC (2008 4F 5 H)
DA Torbet Laboratories Limited
B 7244 Pylobactell 100mg soluble tablet
HKERAEH 1998 45 H

FIE - Bk

Soluble tablet. White, biconvex tablet. Each soluble tablet contains 100 mg of *C-urea

PRSP S

4.1 Therapeutic indications
This medicinal product is for diagnostic use only.
For in vivo diagnosis of gastroduodenal Helicobacter pylori (H. pylori) infection.

B O &
(k)

4.2 Posology and method of administration

The Pylobactell tablet is for oral administration.

Adults: The tablet is to be dissolved in water and taken 10 minutes after the start of the breath test procedure.
The patient should fast for at least 4 hours before the test so that the test is taken on an empty stomach.

If the patient has eaten a heavy meal, then it will be necessary to fast for 6 hours prior to the test.
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| 7y NATE 3.5%0 (isotope-ratio-mass-spectrometory:IRMS 1)
AR T DR TR, HELAOCHERIFIUTOEEBY THY | SNETOAGRIRI L 1385,
4. PEERIEHHE

AYyangE—- QY OREDE

6. RZRUVAE

WE. RACIERSE (BC) & LT 100mg (1 88) ZZEMERHC 1 R D#EE3 5,

[FEUERY 7 BC-JRFBIFRAABRE]
(1) vr=y 7RIS EEIT 5,

Q)Hm:y7%um@(1ﬁ)%

7k1’*’3 50mL & & BICZEERFICRAT 5, 272 L, EERlEOSL

720,

11 PEPN T 0N T2 D)
(3) RA%ESLICA

IR L7083, 20 F FFONIRAT 2,
JZEN % K C 2~3|El973w\7szfuié°ﬁjb AENIZERGT T AIRFE (BC) ZHEBRT

%o
(4) KT DBOORIFEMBMLO LB % 5 kD, € DORIFEN DL Z RO,
(5) v'm=v 7 [RHARATEDORRICFFR 2 RIRT 5,
(6) R & kA% DR BCO, (CO/CO, tL)
HET D,

ZHIE L, FOZEE (ABCO%) ZHH L.

2. BHYIEIT BERRIEFR
(D455 2 B9 % s 155 e

2% SO

B2 : Drugs which have been taken by only a limited number of
pregnant women and women of childbearing age, without an
increase in the frequency of malformation or other direct or
B2 indirect harmful effects on the human fetus having been
(2016 - 10 H) | observed.
Studies in animals are inadequate or may be lacking, but
available data show no evidence of an increased occurrence of
fetal damage.

H—A LTV T DI

AT HHEHA EoEE 19.5 5% . 9.6 BEIWR) OHORLEFHIILL FTO LB THY, Eitkix
BB,
9.5 1Eim
MmO TIEHE L TV B ATREMED & B LotEIcid, 2 LB IRMER G2 LR 5 &l s 55461
DHTEESTHZ L,

W EOARMER ORILREOAHEIEZ BB L, RO TP L2 a4 25 2 &,
Q)/NREEIZBIS B iESME H
HH il RLAN A
1 Intended Use
The BreathTek® UBT for H. pylori Kit (BreathTek UBT Kit) is intended for use in
the qualitative detection of urease associated with H. pylori in the human stomach
PNEN RS and is indicated as an aid in the initial diagnosis and post-treatment monitoring of
(2016 %1 H) H. pylori infection in adults, and pediatric patients 3 to 17 years old.
4 Warnings and Precautions
4.11 Safety and effectiveness has not been assessed in children below the age of 3
years.
4.2 Posology and method of administration
Rt SPC The Pylobactell tablet is for oral administration.
(2008 = 5 H) Paediatric patients: Pylobactell is not recommended for use in children and
adolescents below the age of 18 years due to insufficient data on efficacy.
AFIZBIT D 9.7 INRFE] OHOFLHIILLTFO LB THY, ERL& TR D,
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9.7 INRZ
INREZ g & U BRI S LTy 7Zany,
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