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SERYNOX®/ PLACYNOX® Instructions of Use

This manual will explain step by step the application of
SERYNOX®/ PLACYNOX® and the assembling of the breathing

devices for safe use.

Classification: ATC code NO1AX63

Administration form: Gas for inhalation (Nitrous Oxide 50% | Oxygen 500%)

SERYNOX® [ PLACYNOX® is indicated in adults, adolescents and children older than 1 month for:
short-term analgesia for painful procedures or conditions of mild to moderate pain intensity and
sedation during acute emergency pain, anxiety, dental surgery, analgesia, obstetrics and any kind
of acute pain treatment in podiatric.

Indications:
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SERYNOX® [ PLACYNOX® Cylinder Presentation

e The SERYNOX®/ PLACYNOX® cylinder is white with a white and blue
shoulder.

e The cylinder is equipped with a GCE Medivital top of blue and white color.
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Flow control knob
From O to 15 I/min

Pressure indicator
170 bars: cylinder is full

éw 0 bar: cylinder is empty

>30 bar before treament
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Switch-off valve
When stored, the valve must be on
"OFF" position

When in use with breathing circuit or
demand-valve, the valve must be on
"ON" position
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Demand-valve outlet
To be used with the demand-valve for
a quick and easy-to-use connection

Filling port
The coverage should not be removed
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Required Devices for SERYNOX® [ PLACYNOX®
Breathing Circuit

Exhausting pipe Connnecting pipe Masks Filter Balloon

The balloon, also called continuous flow administration, is
commonly used. The gas fills the balloon at all time and the
patient breathes normally. The exhaled gas does not go back to
the balloon due to a one-way valve and is sent to a scavenging

system.




Set-up of SERYNOX® | PLACYNOX® Breathing
Circuit & Cylinder
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Assembling SERYNOX® | PLACYNOX®
Breathing Circuit

Balloon and pipes can be used up to 15 times. Masks and filters have to be changed after

every use.
Assemble the connecting Connect the filter to the Adjust the mask to Plug the exhausting
pipe to the balloon “T" connector the filter pipe to the “T" connector
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Application of SERYNOX® [ PLACYNOX®
Breathing Circuit
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Plug the connecting pipe Put the shut-off valve in  Adjust the flow to the The patient should hold the
to the outlet of the “"ON" position patient breathing capacity. mask and breath normally all
cylinder The balloon should be through the procedure

filled with gas at all times
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Disconnecting SERYNOX® [ PLACYNOX®
Breathing Circuit
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Put the control knob on Put the shut-off valve in Disconnect the pipe Store securely the cylinder in
0 L/min. "OFF" position an upright position at an

ambient temperature until the

next use
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Required Device for Demand Valve

The demand-valve, also called discontinuous administration, enables the gas to be delive-
red only when the patient is inhaling. When exhaling, the flow stops and the exhaled gas

IS sent to a scavenging system.

Mouthpiece Demand valve Scavenging adaptor Filter

Different sizes of Pediatric mask with or Exhausting pipe
adult masks without different smells
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Set-up of SERYNOX® | PLACYNOX®Demand
Valve & Cylinder
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Assembling SERYNOX® [ PLACYNOX®
Demand Valve

Place the scavenging adaptor ... or mouthpiece Plug the hose to the demand-
on the demand valve, the valve outlet.

filter and the exhausting pipe.

Place the mask...
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Application of SERYNOX® |
PLACYNOX® Demand Valve

Always press the flush button on the demand valve prior to use to be sure that the gas is flowing.

Put the shut-off valve Press the flush button  The patient should hold the demand-valve and
in “ON" position on the demand valve breath normally all through the procedure

14




MESSER@

Gases for Life

Disconnecting SERYNOX® [ PLACYNOX®
Demand Valve

Put the shut-off valve in Unplug the hose to the Store securely the cylinder in

"OFF" position demand-valve outlet an upright position at an am-
bient temperature until next
use
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SERYNOX®/ PLACYNOX®

Active Substance: Medicinal gas, compressed Colourless gas: Nitrous oxide 50% and Oxygen 50% Composition: Each gas cylinder contains:
Nitrous oxide 50% and Oxygen 50% (at a pressure of 170 bar at 15°C) Therapeutic Indication: Serynox is indicated in adults, adolescents and
children older than 1 month for: short-term analgesia for painful procedures or conditions of mild to moderate pain intensity and sedation during den-
tal surgery, when rapid analgesic onset and offset effects are wanted. Contraindications: Patients, who require ventilation with 100% O2 , Intra-
cranial hypertension, Any altered state of consciousness that prevents the patient from cooperating, In patients with untreated vitamin B12- or folic
acid deficiency, Recently occurring, unexplained neurological disorders, Patients with heart failure or cardiac dysfunction (e.g. after cardiac surgery)
in order to avoid the risk of further deterioration in heart function When Serynox is inhaled, gas bubbles (gas emboli) and gas-filled cavities may ex-
pand due to the increased ability of nitrous oxide to diffuse. Consequently, it is contraindicated in the following conditions: Maxillofacial- and facial
injuries, Head injuries, Pneumothorax, Severe emphysema , Gas embolism, Following deep sea diving with risk of decompression sickness, Follo-

wing air enogphalggrapjpy, Dug iddl and sin erely dijated gaiegintestpmal tr topming0 the epi-
dural space ' ment of t [ 5 ia, In pa ¢ as (e.g.
SF6, C3F8, §2F6) in Qyestion it] months ~ perative
complications may oCcur due tohcreased i 3 | . ffects: Nitrous oxide Dasses Into all gas cOntainl in the body

faster than nitrogen passes out. Use of nitrous oxide may result in expansion of non-vented gas containing cavities. Megaloblastic anaemia and leu-

kopenia hav orgfd foll pro ed afpd exfposurdibo SfnET r | S thy and myeloneuropathy
have beenr wiNfexcepti ig frllquent e .Des@rtipifio e rs ti o adverse reactions (=1/100
to <1/100) sysfem diso “Difinesy 1 diidnedf and @as\oOiIfe R S ; a ithg cial warnings: Reduced

fertility in medical and paramedical personnel has been reported after repeated exposure to nitrous oxide in inadequately ventilated rooms. It is not
currently possiple to confirm nnection between these cases and exposure to nitrous oxide. Areas in which
i hoflld be aflequat it scafienging equipment in order that the concentration of nitrous oxide in am-
i its. e gas mixture should be stored and used only in areas/rooms where the
00c. se nd result in administration of a hypoxic gas mixture. Precautions
for use: Serynox should only be administered by competent personnel. Hyperventilation should be avoided as this may lead to abnormal movements.
Self-administration should be preferred to allow the assessment of the level of consciousness. Attentive monitoring is required in patients taking
central nervous system depressant medicinal products and in particular opiates and benzodiazepines, because of the increased risk of deep sedation
, possible drowsiness, oxygen desaturation, vomiting and hypotension. Following discontinuation of the administration of Serynox, the patient should
recover under proper supervision until the potential risks resulting from use of Serynox have subsided and the patient has recovered satisfactorily.
Recovery of the patient should be assessed by healthcare personnel. Repeated administration or exposure to nitrous oxide may lead to addiction.
Caution should be exercised in patients with a known history of substance abuse or in healthcare professionals with occupational exposure to nitrous
oxide. The neonate should be checked for possible respiratory depression when Serynox is administered to the mother during childbirth. For further
information, please see Summary of Product Characteristics (SmPC). Only available by prescription. Version 02.2023
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HAS TO BE ADAPTED BY EACH MESSER AFFIALIATE


Marketing Authorization Holder:

MESSERg

. AT: Messer Austria GmbH, IndustriestraRe 5, 2352 Gumpoldskirchen, Austria B
. BE: Messer Belgium N.V., Nieuwe Weg 1, Haven 1053, 2070 Zwijndrecht, Belgium Gases for |-|fe
. CH: Messer Schweiz AG, Seonerstr. 75, 5600 Lenzburg, Switzerland

o CZ: Messer Technogas s.r.o., Zeleny pruh 99, 140 02 Praha, Czech Republic

. DE: Messer Industriegase GmbH, Messer-Platz 1, 65812 Bad Soden, Germany

. EE: AS ElIme Messer Gaas, Kopli 103, 11712 Tallinn, Estonia

. ES: Messer Ibérica de Gases, S.A.U., Autovia Tarragona-Salou, Km. 3,8, 43480 Vilaseca (Tarragona), Spain

. FR: Messer France S.A.S, 24 quai Galliéni, CS 90040, 92156 Suresnes Cedex, France

. HR: Messer Croatia Plin d.o.o., Industrijska 1, 10290 Zapresi¢, Croatia

° HU: Messer Hungarogaz Kft., Vaci Gt 117, 1044 Budapest, Hungary

. LT: UAB Elme Messer LIT, Ateities g. 10 B-1, LT-08303 Vilnius, Lithuania

. LV: SIA EIme Messer L, Katlakalna iela 9, Riga, LV-1073, Latvia

. PL: Messer Polska Sp. z 0.0., ul. Maciejkowicka 30, 41-503 Chorzdéw, Poland

. RO: Messer Romania Gaz SRL, Str. Delea Veche nr. 24, Corp A, Etaj 3, 024102 Bucuresti S2, Romania

. Sl: Messer Slovenija d.o.o., Jugova 20, 2342 Ruse, Slovenija

. SK: Messer Tatragas, spol. s.r.o., Chalupkova 9, 81944 Bratislava, Slovakia

Responsible Authority:

o AT: Austrian Agency for Health and Food Safety: Spargelfeldstralse 191 1220 Wien Austria Tel. +43 5 0555-0

o BE: Federal Agency for Medicines and Health Products (FAMHP), Avenue Galilée 5/03 1210 Brussels Belgium Tel. +32 2 528 40 00 E-mail: welcome@fagg-afmps.be

. CH: Swissmedic, Hallerstrasse 7 CH-3012 Bern Fax +41 58 462 02 12

. CZ: State Institute for Drug Control, Srobarova 48 100 41 Praha 10 Czechia Tel. +420 272 185 333 E-mail: infs@sukl.cz

o DE: Federal Institute for Drugs and Medical Devices, Kurt-Georg-KiesingerAllee 3 53175 Bonn Germany Tel. +49 (0)228-207-30 E-mail: poststelle@bfarm.de

o EE: State Agency of Medicines, 1 Nooruse Street 50411 Tartu Estonia Tel. +372 737 41 40 E-mail: info@ravimiamet.ee

o ES: Spanish Agency for Medicines and Health Products, Parque Empresarial Las Mercedes Edificio 8C/. Campezo, 1 28022 Madrid Spain

o FR: National Agency for the Safety of Medicine and Health Products, 143-147 bd Anatole France 93285 Saint Denis cedex France Tel. +33 1 55 87 30 00

. HR: Agency for medicinal products and medical devices of Croatia, Ksaverska cesta 4 10 000 Zagreb Tel. +385 1 4884 100 E-mail: halmed@halmed.hr Messer SERYNOX Tutorial Videos
o HU: National Institute of Pharmacy and Nutrition, Zrinyi U. 3 1051 Budapest Hungary Tel. +36 1 88 69 -300 E-mail: ogyei@ogyei.gov.hu @

o LT State Medicines Control Agency, Zirminy g. 139A 09120 Vilnius Lithuania Tel. +370 5 263 9264 Tel +370 5 263 9265 E-mail: vvkt@vvkt.It MESSER

o LV: State Agency of Medicines, 15 Jersikas Street 1003 Riga Latvia Tel. +371 7078424 E-mail: info@zva.gov.lv Gases for life

o PL: Chief Pharmaceutical Inspectorate, Senatorska 12 00-082 Warsaw Poland Tel. +48 22 831 21 31 Fax +48 22 831 02 44 E-mail: gif@gif.gov.pl
. RO: National Authority of Medicines and Medical Devices of Romania, Str. Aviator Sanatescu 48 011478 Bucharest Romania Tel. +4021 317 11 00

o Sl: Agency for Medicinal Products and Medical Devices of the Republic of Slovenia, Slovenceva ulica 22 1000 Ljubljana Slovenia Tel. + 38 6 8 2000 500

. SK: State Institute for Drug Control, Kvetna 11 825 08 Bratislava 26 Slovakia Tel. +421 2 5070 1111 E-mail: sukl@sukl.sk
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