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FEAEDOMEF N (n=18) 2. pralidoxime iodide 15-30mg/kg % 2~4 43 TEHE L 7ZHAIC A BT JER 9
HFEV 18, Ff 0 130 B 9. BUR ¢ 4, EIAEIEE 4, EK ;3

DBE-HEEODEE
I-7. M EER DESH

2. RWERERB/NTA—F
(1) 5%
REERR L

- 11 -



(2) TR R 32K E E 3
M LA

Q) HKRETEH
MEE L
DoYF7IUR
MG E L

(5) SEH
AR L

(6) £ Dtk
BREERR L

. BEE (KEal—va) @i
OF-2irp
LT L

QD) INZ A -2 EHER
AR L

. RN
%Y L7

B
(1) it BPAFI BB
DR L

(2% . @)

MANCAFAET HIRE (10.6=4.9ug/mL) O 5~10%7NMINEE (KINEE, KAV, NG, %00 ER,
M, RBRAZ, VRS, FUR—BUR T (2o LT, TN, Bk, 5. HKR—HURT
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1. EENETOHRFTRR
F2RAETHRIESN TS T T U RRA-HIDH L 7T U R Lk (pralidoxime chloride) @
IHRESUTN R R OE R O &% % | SMENCBI DU SCEICES W CLL IR, (2017 4F 6 A KER)
¥, ATIETTY REL8ANL 75U RE a3 vk (pralidoxime iodide) & L CTHFEENTH
. 77U K3 285 (pralidoxime chloride) & (X[F— Cld72w,

gt KEAMSSCGE (2010 4F 9 )

244 Baxter Healthcare Corporation

R5E4 PROTOPAM CHLORIDE

HGBAEH 1964 4= 3

I - HAk | 1000 mg single-dose vials for injection

ZhEE S ITZhE | INDICATIONS AND USAGE

PROTOPAM is indicated as an antidote:

(1)In the treatment of poisoning due to those pesticides and chemicals (e.g., nerve agents) of the
organophosphate class which have anticholinesterase activity and

(2)In the control of overdosage by anticholinesterase drugs used in the treatment of myasthenia
gravis.

The principal indications for the use of PROTOPAM are muscle weakness and respiratory

depression. In severe poisoning, respiratory depression may be due to muscle weakness.

Hitk kU H & | DOSAGE AND ADMINISTRATION
(Fhkr) ADULT DOSING

ADULT INTRAVENOUS DOSING:
Inject an initial dose of 1000 to 2000 mg of PROTOPAM, preferably as an infusion in 100
mL of normal saline, over a 15- to 30-minute period. If this is not practical or if pulmonary
edema is present, the dose should be given slowly (over not less than five minutes) by
intravenous injection, as a 50 mg/mL solution in water (e.g., 1000 mg in 20 mL). A second
dose of 1000 to 2000 mg may be indicated after about one hour if muscle weakness has not
been relieved. Additional doses may be given every 10-12 hours if muscle weakness persists.
Intravenous administration of PROTOPAM should be carried out slowly and, preferably, by
continuous or intermittent infusion, since temporary worsening of cholinergic manifestations
(i.e. tachycardia, cardiac arrest, laryngospasm, and muscle rigidity or paralysis) may occur if
PROTOPAM is infused too rapidly. The intermittent infusion rate should not exceed 200
mg/minute. If intravenous administration is not feasible, intramuscular or subcutaneous
injection should be used.

ADULT INTRAMUSCULAR DOSING:
MILD SYMPTOMS

-For treatment of mild symptoms, administer a 600 mg (2 mL) intramuscular dose of
PROTOPAM. Wait 15 minutes for PROTOPAM to take effect.

-If, after 15 minutes, mild symptoms persist, then administer a second 600 mg (2 mL)
intramuscular dose of PROTOPAM.

-If, after an additional 15 minutes, mild symptoms continue to persist, a third 600 mg (2
mL) intramuscular dose of PROTOPAM may be administered for a total cumulative dose
of 1800 mg.

-If at any time after the first dose, the patient develops severe symptoms, administer two
additional 600 mg intramuscular doses in rapid succession for a total cumulative dose of
1800 mg of PROTOPAM.

SEVERE SYMPTOMS

-For treatment of severe symptoms, administer three 600 mg intramuscular doses (3 doses

of 2 mL each) in rapid succession for a total dose of 1800 mg of PROTOPAM.
PERSISTENT SYMPTOMS

- If symptoms persist after administering the complete 1800 mg regimen (3 injections of 600
mg each), the series may be repeated beginning approximately 1 hour after administration
of the last injection.
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FDA : C (201049 AH) C : Animal reproduction studies have shown an adverse
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well-controlled studies in humans, but potential
benefits may warrant use of the drug in pregnant
women despite potential risks.

ATIET TV REVLHANTTZ Y K a3 vk (pralidoxime iodide) & L THRFESNTED
KETIRZESNTNWD T T Y R 286 (pralidoxime chloride) & (X [Rl—TIZ722 0,

B, AFICE TS 9.5 834F)  19.6 REUR] OHOLIIUTOLEBY THY, LR LTRRD,

9.5 14w
PEBG SUTAEIR LT D ATREME D & 5 e EICIE, 1B LOA RIEN Rtz LRl % &l S 55
ACDBFEETHZ L, FELEY (T R L-2- A2 ZVHRE— 1) ZFZRICKERS
LIZRRS, BBF~BATT 2 Z &R0 6N TN D,

9.6 RELIF
AHEY HIDRE, ARIOIERE EOFRMER ORFRBOAEMELBE L, IO ST 1L
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(y/NEFEIZ BT % s i

HH RN

KEEATCE | DOSAGE AND ADMINISTRATION

(2010 4£ 9 H) | PEDIATRIC DOSING (FOR PATIENTS 16 YEARS AND UNDER)
(Hekr) PEDIATRIC INTRAVENOUS DOSING:

Loading Dose Followed By Continuous Infusion

Administer a loading dose of 20-50 mg/kg (not to exceed 2000 mg/dose) over 15-30
minutes followed by a continuous infusion of 10-20 mg/kg/hour.

Intermittent Infusion Dosing

Administer an initial intermittent infusion of 20-50 mg/kg (not to exceed 2000

mg/dose) over 15-30 minutes. A second dose of 20-50 mg/kg may be indicated after

about one hour if muscle weakness has not been relieved. Repeat dosing is permissible
every 10-12 hours as needed.

If it is not practical to administer intermittent or continuous intravenous infusions, or if

pulmonary edema is present, the 20-50 mg/kg dose should be given slowly (over not

less than five minutes) by intravenous injection as a 50 mg/mL solution in water.

Additional doses may be given every 10-12 hours if muscle weakness persists.

PEDIATRIC INTRAMUSCULAR DOSING:
MILD SYMPTOMS

-For treatment of mild symptoms, administer a weight-appropriate intramuscular dose
of PROTOPAM. Wait 15 minutes for PROTOPAM to take effect.

- If, after 15 minutes, mild symptoms persist, then administer a second
weight-appropriate intramuscular dose of PROTOPAM.

- If after an additional 15 minutes, mild symptoms continue to persist, a third
weight-appropriate intramuscular dose of PROTOPAM may be administered.

- The three PROTOPAM injections together are considered a single course of
treatment, and the total amount of PROTOPAM administered per course of treatment
(i.e., 3 weight-appropriate injections) should not exceed the total amounts listed in
Table 1 below.

-If at any time after the first dose, the patient develops severe symptoms, administer
two additional weight-appropriate intramuscular doses of PROTOPAM in rapid
succession.

SEVERE SYMPTOMS

-For treatment of severe symptoms, administer the weight-appropriate intramuscular
dose (see Table 1 below) of PROTOPAM as three injections, in rapid succession, into
the patient’s anterolateral thigh.

PERSISTENT SYMPTOMS

-If symptoms persist after administering a complete course (3 injections of the
weight-appropriate dose each), the series may be repeated beginning approximately 1
hour after administration of the last injection.

Pediatric Use

There are no adequate and well-controlled clinical trials that establish the effectiveness of
pralidoxime chloride in pediatric patients. Efficacy has been extrapolated from the adult
population and is supported by nonclinical studies, pharmacokinetic studies in adults and
experience in the pediatric population. As in adults, laryngospasm, cardiac arrest,
tachycardia, and muscle rigidity or paralysis have been reported following rapid
intravenous injection. Muscle fasciculations, apnea, and convulsions have also been
reported.

AHTIET 7V R LRHFNTTZ Y 2 a3 (k¥ (pralidoxime iodide) & L CTHRZESINTHY .,
KETHIFEIN TS T T Y R Ak (pralidoxime chloride) & 1E[FE—Tid7a\,

BB AROBFAL SIIBA CEITITNRFIC B T D RHiE 2,

- 24 -




X. f§&E
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6)American Medical Association : AMA Drug Evaluation, W.B.Saunders Company, 1983; p.1876~1877, 5th Edition
7)Physicians’ Desk Reference, Medical Economics Company, 1985; p.678~680
8)American Society of Hospital Pharmacists : American Hospital Formulary Servis Druglnformation 85, American Society of
Hospital Pharmacists Ins., 1985; p.1756~1758
9)Martindale : The Extra Pharmacopoeia, Phamaceutical Press, 1982; p.389~390, 28th
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