CHEMISTRY4LIFE
4.2. DOUBLEPEN PA
Autoinjector is a semiautomatic injection device for the first aid in case of nerve agent (G or V) or organophosphorus pesticide intoxication designed for self application or mutual application (buddy aid), after donning protective
mask and prior to the decontamination and delivery of medical care. The autoinjector is a part of regular health
equipment of each soldier. Autoinjector delivers all drugs intramuscularly to the back muscles of thigh and is able
to penetrate several layers of clothing. Autoinjector is a disposable device, intended for single dose delivery.

4.2.1. CONTENT OF THE TWO-CHAMBER AUTOINJECTOR
1st chamber
Anticholinergic drug (pralidoxime chloride)
2nd chamber (contains needle) Atropine sulfate (anticholinergic drug)
  

600 mg/2 ml  
2 mg/2 ml

Autoinjector is composed of the body, injecting mechanism and a two-chamber ampule (bullet) with pralidoxime
and atropine which contains the injection needle. The autoinjector body is black with stripe signs for pralidoxime
(brown) and atropine (yellow). Autoinjector has two ring extensions for for easy recognition in case of application
at night. All autoinjector signs are according to STANAG requirements.

4.2.2. PICTURES OF DOUBLEPEN PA
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4.2.3. TECHNICAL DATA
Autoinjector length:
Maximum autoinjector diameter:
Bullet length (filled with antidote):
Maximum bullet diameter with closure:
Autoinjector weight:
Needle length:
Application time:

140 mm
24 mm
70 mm
20 mm
70 g
20 mm
10 s

4.2.4. LABELLING

4.2.5. USAGE
1. Remove metal safety pin, place autoinjector against thigh muscle
2. Push safety fuse for antidote application and hold 10 seconds
3. Remove the autoinjector from the muscle
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4.2.6. PACKAGE LEAFLET

CHEMISTRY4LIFE
PACKAGE LEAFLET – SUMMARY OF PRODUCT CHARACTERISTICS

CHEMISTRY4LIFE
2.

DOUBLEPEN PA | PRALIDOXIME – ATROPINE AUTO-INJECTOR

Two-chambered auto-injector (DOUBLEPEN PA) containing PRALIDOXIME chloride (600 mg),
ATROPINE sulfate monohydrate (2 mg). Sterile solutions for intramuscular use only.

COMPOSITION:

CONTRAINDICATIONS:

1.
2.

DESCRIPTION:

Prefilled two-chambered auto-injector for first aid (self- or buddy-aid) in the case of poisoning with acetylcholinesterase inhibitors from the group of organophosphorus compounds (nerve agents, organophosphate pesticides). This single-use device provides automatic intramuscular administration of pralidoxime
(1) and atropine (2).
Indication groups:
1. Antidote against nerve agent poisoning, acetylcholinesterase reactivator.
2. Parasympatholytic drug.
Pralidoxime chloride is a synthetic acetylcholinesterase reactivator that is able to split the chemical
bond between nerve agent or pesticide and the enzyme, restoring the normal function of nervous system in the intoxicated person. Peripheral antimuscarinic and antinicotinic effects, blocking of central
cholinergic receptors, moderate peripheral anticholinergic effect and stimulation of blood pressure
and respiratory centers were observed after its administration. All these effects are favorable in treatment of the intoxication. The recovery of spontaneous respiration and return of consciousness are
accelerated when pralidoxime is administered together with parasympatholytic drug.
Atropine is a natural alkaloid of Solanaceae. It antagonizes the acetylcholine muscarinic effects through different degree M-receptors blocking. It effects spasmolytically on smooth muscles, decreases
salivation, sweating and respiratory secretion.
The plasma pralidoxime therapeutic concentration after i.m. administration is achieved approx. 16
min after application and persists 2-3 hours. Pralidoxime is distributed to all tissues. Approx. 55%
of the substance is excreted by the kidneys unchanged in 24 hours. The blood pressure, heart rate,
respiration frequency, ECG parameters, behavior and vision are not influenced.
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More severe hepatic and renal impairment (pralidoxime chloride).
Closed-angle glaucoma, prostatic hypertrophy, organic pylorostenosis, hyperthyroidism, mucoviscidosis, tachycardia and tachyarrhythmia, increased intracranial and intraocular pressure, severe acid/
base balance impairment, hypoxia (atropine).
Administration is contraindicated in hypersensitivity to the pralidoxime, atropine or used excipients.
Auto-injector is not suitable for children and pregnant or lactating women.

SIDE EFFECTS:

1.

Pralidoxime chloride can slightly increase AST activity, gamma-GT activity, creatinine and urobilinogen
in urine. Those all effects correspond to slight effect of pralidoxime to hepatic and renal functions.
Atropine can cause dryness of the mouth and nose, mydriasis, decreased accommodation, increase
of intraocular pressure, photophobia, tachycardia or arrhythmia, urinary retention, headache, constipation. After higher doses: temperature regulation blocking with hyperthermia, excitation, twitching
even muscle seizures, hallucinations even loss of consciousness.

DOSAGE:

Auto-injector should be administered intramuscularly after intoxication (signs and symptoms are present) prior to the
decontamination and delivery of medical care. If severe signs and symptoms are present, three auto-injectors should be
administered in rapid succession. Benzodiazepines (diazepam) can be co-administered in case of excitation or seizures.

Instructions for application
1. Remove cotter pin, place auto-injector against thigh muscle.
2. Push safety fuse for antidote application and hold 10 seconds.
3. Remove auto-injector from muscle.

STORAGE:

Store in a dry and dark place, at temperature 5-25oC, do not refrigerate or freeze.

PHARMACOKINETICS:

1.

3.

2.

CHARACTERISTIC:

2.

INDICATION:

Antidotal mean for the treatment of intoxications with organophosphorus acetylcholinesterase inhibitors from the
group of nerve agents or organophosphate pesticides. The auto-injector is not designated for long term treatment.
Auto-injector is not to be used for prophylaxis.

One auto-injector delivers atropine sulfate monohydrate 2 mg
in water for injections (2 ml, first chamber) and pralidoxime chloride
600 mg in water for injections (2 ml, second chamber).
The product is pyrogen free and contains excipients (sodium chloride,
disodium edetate, benzyl alcohol, glycine) to improve the stability of solution.

1.

After intramuscular injection of atropine, the onset of effect is in 30-45 minutes. Plasma protein binding is
14-22%. It crosses the blood-brain barrier well. Atropine is metabolised in the liver by microsomal monooxygenase to metabolites tropic acid and tropin (29%), esters of tropic acid and conjugates with glucuronic acid. Unchanged form (30-60%) of atropine and its metabolites are excreted renally (94% of the
total dose per 24 hours). Elimination half-life is 2-3 hours in adults. There is a big individual variability.
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Manufacturer: Farmácia Martin a.s.
for ChemProtect.SK s.r.o., Staničná 1119/8, 039 01 Turčianske Teplice, Slovak Republic, ID number: 44 397 526
Office – Cukrovarnická 1071/62, 162 00 Prague 6, Czech Republic, www.chemprotect.sk
Last revision: May 2015
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4.2.7. STORAGE CONDITIONS
5–25°C (41–77°F)

4.2.8. WARRANTY
3 years

4.2.9. PACKAGING
Carton with 50 pcs

Photo for example of packaging only.
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