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I EY — VR REIRE TH D,
AFNE, 1948 4F (BRI 234F) 7 AIZ T10% 7 = / /3—)L) & LTHIIEL TS,
ERRERBH LR R E LT T10% 7 = / "= | b [7 =/ X—)LiEFHE 100mg) (ZIRFE4 DEFE 2 HGE L,
2006 4 (Fpk 18 4F) 1 AlT&RB I T,

2. HA0REFEHN - WAFEMRT
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) FERZRBEFEM 27 D, BEEO AR LZRERREOEHICHN LD,

(3) E Ay FENE, BAFENER E DT VINASIE, FHEEIFME, BHEMREIECADTH D, FNEDTAMNA
CBWTIEE -BIREDOLSTH D,

(4) f FH SRR A 25 D BIVE I FEBUBEEE 3 AR & 72 DA & F2hi L TRz BIERBBUEE IR TH D,
7ok, BERAEIER & LT, hEERAEBEAAEE (Toxic Epidermal Necrolysis : TEN) | fZ /&G ARE
i (Stevens-Johnson JEMERE) | ALEE (FIMMERGA) | IMBUEREWGRE, (KIFEME, JRPTEESE, FERIEKR
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(W 4
7 = ) = LOESHE 100mg
(i %
PHENOBAL® INJECTION 100mg
(3)BMDHE%
T )R LW LTI T = /L E X —LCHE LTV D,

2. — k4
(W & (&%)
7z )3 EX— (JAN)
(2% & (@&
Phenobarbital (JAN)
B)RF L
PEHRFA, 7L e — L Igah Ak « barb

3. BEXRTRMHEX

H

0] N 0]
HsC
NH
o}
4. SFRRUHTE

S+ 0 C12H12N20s
Sy 232.24

5 {248 (i)
5-Ethyl-5-phenylpyrimidine-2,4,6 (14 ,3H ,5H) -trione

6. EA%A. A4, BE.
%= : PB

Le&ES

7. CAS BH&S
50-06-6
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(1548 - iR
A OREGR TR DM R TH 5,
(2)7BfEME

NN-TAFNFRNET I RO THEITT <, =& 7 —/L (95) 7 & P AZETFRT <, 7 =1
U INZRRBETFIC K <, AKICHRSD TEIFIZ S W,
AKEEF NV U LRHRIZET %,
(3)iE 4
UERR L
@GRR (PER) | BR. BER
Al 175~179°C

(5)ERIG ELARBE T8
pKai : 7.3%
pKas : 11.8%
(6) 7 ERiFRE
1) BRRABEC I T B Ay EifR s
1-rmnr7gyw 0.40
AV 1.0
A= 10 % 3.0
VIF )T —T )b 50

2) 72 % pH B F1T 2 ol bR

pH | 4 5 6 7 8 9 10
TruuRrAH 19.0 | 11.5 | 4.9 | 3.0 | 1.10 | 0.35 | 0.01
ZA=R=Fi V20N 3.6 | 40 | 36 | 2.7 | 0.54 | 0.14 | 0.08
1,2-¥7nmnmx#y 101 ] 81 | 57 | 40 | 1.13 | 0.18 | 0.04
pH | 34 7.4 12.4
~FY 0.006 | 0.005 | 0.0004
Frx 0.538 | 0.552 | 0.0006
VA==F: VI 416 | 2.35 | 0.004
1,2-¥7umunx¥y> | 526 | 2.85 | 0.0014
T—F )b 16.4 | 17.4 | 0.003
BEls— F L 57.3 | 52.0 —
TR - 762 -
(N ZF DD ELREME

pH : faFI/KIEE D pH 1% 5.0~6.0 TH 5,

%) Analytical Profiles of Drug Substances 1978;7:359-399, Academic Press
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FIE « ESS A

PRIR - SRR OHE R
(Q)BBRVAMEEED pH, ZEEL, WE, LLE. REL pH EHF
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BBE 5919 OKAEBETE)
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A% L7220

2. WA DK

(MEDRS (EERD) NEE
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BARE (Ux o Y RRERET)
BEMRREE. BHHEDRSE

2. BERUVHE
Tz /N E R —)LE LT, @A 1[0 50~200mg & 1 H 1~2 8], & F3UIAANER T 5, 728, 46,
FEPRIZ &0 E T 5,

3. ERERBLIE
MEBRT—2 /Xy 5—o
Y L7
(2QERIRZNR
M ER L
(3)RG PR ZEEEAER
MER R L
(4)EFERMIEAER
MER R L
(5)RR AL HIELER
1) EEAILLITRERGHR
M ERR L
2) LEEERER
MMEER L
3) ReMHER
R EE R L
4) £E - WEAER
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1) FRABERE - FREERAMERE FRE) - RERTRERKREER (MRERERKRER)
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VI. SR 2 B4 A IH H

VI. E3HEEICEHY 5IEH

1. REZMICEESH HIELEYMXITILEYE
IV EY — VIR EY)

2. EEEMH
(MYERERML - EFRERF
ERR -
GABAAZBRDY 7 = MIFET 570 BY — UIEFHERFE SIS T 5 2 LIT k0 | Il s
WHE GABA OZFEBFIMELZ @D, ClF v F/VB DEMA &2 898R U i AEMHIE A 2121427,
%) HE-LE AR 7R E 2016;C4403-4408, )11E)E
Q)EERMT T HRERAHAE
UERR L
() E AR IR - Fikbem
AN FIRE % 10pug/mL &35 & MiRNESEL 1 REE TERRRIT L E2 6 TNS D,



VIL_ Y @hie I B9 5 IH H

VI. EMBEICET SEE

1. MAREDHTR - BIEE

(1)ABELENGILTEE
B 7 = 7 SV e X — VR EIT 10~25ug/mL BT WRAERAE LT L& Tnd 2,

()&= M iREDERRE
7z ) N—)VIEHR 100mg & 7 = /S E X —L b LT 10.2melkg JLEhIE 54 (B v A~16 » A)
WZHE L7z & 2 A &G 30 /3% I i EE O EFMEM A B AL, & 5% 4~6 I T peak level (T L7z,
Fe 5 12 Kl £ TIXIZIE peak level [IZITVWMEAMERF L, DI TEEEIEBIICHRIRICIKRT L7z v,

Q)RR THRREIN-IPRE
7z ) R )LTERE 100mg &2 7 = /2L e 2 —LE LTS 10.2meglkg ILAIE 54 By H~15%6 » H)
WCHEL TR L MPREHRIINO L LY THDH Y,

AHBIZEBITA T/ NLES —)LIndERE

¥ e
wn
T

—

Mean®=S.D.,n=5

B (hr)

(4)h &

40~45ug/mL DL BIZ72 5 LR, ARAR, SEE)RGH M ORE S FEE S LIX LIERBLT 2 9,
G)BE-HRAEOEE

I.7 BE¥ER] 3R
G)BER (REaL—Yay) @FICKYHBALE-EMARNSELEHER

BRI L

2. EYERERNTA—S
(WFEHT A&
MR L
(2) R USLIR B 7€ 31
MR L
RINAFATARLSE) T«
NEE L
(4)ERREEH
NEE L
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G ITIUR
MR L
6)nTERTE
BRI L
(7MREAFEESE
MR L
<sE>
FO#S - 5 50%9

3.} W
AR L
<BE>
FH PR & D8 5T AUC (BR300 9,

4.5 T
(1) % — RiRIFT B
LR L

<BE . #gMT—42>

Jibd P BE Vi R FE D 60~90% ., KIMEE ~DBATIZHE~DOBATIZH A~ TH 0,
(2)M % — R BREAFI @@ 4

MR L

<BE HNBEAT—E2>

REORIL A B & s M R 12 IE S LU MEZ R Lz 79,

BT ~DBITHE
FEL P B | T R s PR D) 45.9£24.9% (Mean£S.D., n=8) Th o7~ 9,
(4)BERA~DBITHE

BEWE i B XM 5 R L D 46 4% (Mean=S.D..n=10) T, BEE P & i H R E 1TV FEES (r=0.98)
Zos LTz 10,
(B)Z DD FHBE~ DFEAT

MR L

<% .@gmT—4%>

ENIZBT 2 0MmIEMN, B, I F. imicden i,

W T~ DA TE

W R I I PR D 30£7% (Mean=S.D., n=60) TV, MEKHRE & ik R 1 m O FE B
(r=0.90) %7 L7z 10,
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ZMERR L
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RS HIZv s e CBRE S D,

G: 7Ny g

c c
o:?/ \?:o o:?/ ~c=0 o=c¢” \?:o
HN. NH —r HN. _NH — HN . NH
i I i
o) 0 o}

T2 )RR L p-b Ra¥y p-ERrXxy
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Phenobarbital ##lix, 7€ Fv | NAX— TIVN Fra, FTrv—T, TTLA KLY FU ¥
T NH)—= AR AR T AXIVT, Axva, JAhvz— T4V A—TF R, FLb
TV T Z7VH, AL AT =—=T 2 A A FA bla RKE, XXRZAxT THRESATND, 72
B, EHHAIE LTk Phenobarbital Sodium 2372 & 41T 5,
(Martindale 39th ed. 2017)

2. BN H T DERER IR AR
WEARICRET BEHMER (FDADHE. A—X L5 1) 7HH)

gl 2% PO
FDA : Pregnancy Category | D There is positive evidence of human fetal risk
(PHENOBARBITAL SODIUM | based on adverse reaction data from
— phenobarbital sodium investigational or marketing experience or
injection, West-Ward studies in humans, but the potential benefits
Pharmaceuticals Corp., 2018 | from the use of the drug in pregnant women
H12 A) may be acceptable despite its potential risks.
A=A NT U T orEAYE D Drugs which have caused, are suspected to
(PHENOBARBITONE have caused or may be expected to cause, an
INJECTION, Aspen Pharma | increased incidence of human fetal
Pty Ltd, 2018 £ 7 /1) malformations or irreversible damage. These

drugs may also have adverse pharmacological

effects. Accompanying texts should be

consulted for further details.
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(PHENOBARBITAL SODIUM - In adults, the plasma half-life of phenobarbital is 53 to 118 hours

phenobarbital sodium injection,
West-Ward Pharmaceutical Corp.,
2018 4 12 /1)

(mean 79 hours) and in children/newborns, the plasma half-life is 60
to 180 hours (mean 110 hours).

INDICATIONS AND USAGE

Parenteral

e. Phenobarbital is indicated in pediatric patients as an
anticonvulsant and as a sedative, including its preoperative and

postoperative use.

WARNINGS

Phenobarbital Sodium Injection contains the preservative benzyl
alcohol and is not recommended for use in neonates. There have
been reports of fatal ‘gasping syndrome’ in neonates (children less
than one month of age) following the administration of intravenous
solutions containing the preservative benzyl alcohol. Symptoms
include a striking onset of gasping respiration, hypotension,

bradycardia, and cardiovascular collapse.

Use in Children
Phenobarbital has been reported to be associated with cognitive
defects in children taking it for complicated febrile seizures.

PRECAUTIONS

Carcinogenesis, Mutagenesis, Impairment of Fertility

Human Data

A retrospective study of 84 children with brain tumors matched to
73 normal controls and 78 cancer controls (malignant disease other
than brain tumors) suggested an association between exposure to
barbiturates prenatally and an increased incidence of brain tumors.

Labor and Delivery

Data are currently not available to evaluate the effect of
barbiturates when forceps delivery or other intervention is
necessary or to determine the long-term effects of obstetrically
administered barbiturates on the later growth, development and

functional maturation of the child.

DOSAGE AND ADMINISTRATION
Pediatric Dosage
Recommended by the American Academy of Pediatrics (intended as
a guide)
Preoperative Sedation: 1 to 3 mg/kg IM or IV
Anticonvulsion: 4 to 6 mg/kg/day for 7 to 10 days to blood level of
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10 to 15 mcg/mL or 10 to 15 mg/kg/day IM or IV
Status Epilepticus: 15 to 20 mg/kg over 10 to 15 minutes IV.

Anticonvulsant Use

A therapeutic anticonvulsant level of phenobarbital in the serum is
10 to 25 pg/mL. To achieve the blood levels considered therapeutic
in children, higher per-kilogram dosages are generally necessary for
phenobarbital and most other anticonvulsants. In children and
infants, phenobarbital at loading doses of 15 to 20 mg/kg produces
blood levels of about 20 pg/mL shortly after administration.

#[E SPC
(Phenobarbital Sodium 200mg/ml

Injection, Martindale Pharma,

201841 H)

4.2 Posology and method of administration
Paediatric population
3 - 5mg per kg body weight as a single dose by intramuscular

injection.

4.8 Undesirable effects
Nervous system disorders:hyperactivity, behavioural disturbances

in children, ataxia, nystagmus.

5.2 Pharmacokinetic properties

Metabolism

The plasma half-life is about 75 to 120 hours in adults but is greatly
prolonged in neonates, and shorter (about 21 to 75 hours) in
children.

Elimination
Phenobarbital crosses the placenta and is secreted in the milk of
nursing mothers.
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