ANAESTHILION®
Yrpél yYroporBovriov (YAwprovyov abdiov)

DOYAAO OAHI'TON ETIT THY > YXKEYAXIAY I'TA TON XPH>XTH

ANAESTHILION® - Xnpét yAwpoBvdiov (yAoplovyov aifdiiov), ékdoon Aentod ZTpdUATOC Kot Apeong
Apdong.

YHvBeon: ApacTikn ovcio: YA@plovyo atBvAlo (EVOAAAKTIKEG ovopaoies: yAopalddvio, yAwpaiBviio, C2H3CI).
[epieyopevo, Zvokevacio: Yypo yAoplovyo atbviio — dtovyEg dxpopo vypod, 6ykog eraing wekacpob 100 ml 1
175 ml.

Eopappoyn: Tomkd avoioOntikd. To ompét ivorl aTHOYLKTIKO TOV YPNCLOTOELTOL GTO SEPUA LLE OKOTO TNV
enitevén tomikng avarsOnoiog (vobeppin). H £ékdoon Aentod ZTpdpatog givat Evo AenTd oTpMUO YEKAGHOD
otav epappoletat 6To SEpLO Kot ETGL EMNPEALEL Lo EDPVTEPT TEPLOYN TOV SEPLOTOG, ONANOT KOt YOP® Od TNV
meployn mov Ba povdidoet. Xtnv £ékdoon Apeong Apdaong o yekacpog Kotevfiovetat pe peyolutepn akpifeta,
KOTa TN Xpnon vekaletat pio otevi] Apida Kot £TGL ¥TVTd akplBdG TO TUNLLE TOL dEPHLATOS OTO ONOI0 TEPTEL TO
ompéL, eEALPOVILEVIC TNG EVPVTEPTG TTEPLOYNC.

ENAEIZEIX / TOMEIX E@APMOI'HX:

To Anaesthilion mpoopiletat yia tomkn avarcOnocio pécwm vrobeppiog (e Yo&n) Le 6TdYO TNV TPOSHOPIV
avalsOnoio Tov dépUaTog, T.Y. TPV amd TNV £VEST), GTN XEPOLPYIKY], OTN dEPLATOAOYIN (08 LIKPES YEPOVPYIKES
EMEUPACELS OTWG OMOCTNLLATO, OLPOIPEST) CTLPLDV, KAt EEVOV COUATIOIOV), OTO TPCIVYK, 0TV apaipeon
KPOTOV®OV, G€ PVTKOVS OTOGUOVS, 6€ 0&Eels £pediopods TV TevOvImV (ETKovOLAITION ayKOVE, KOWVAOG YVOOTH
O¢ «aykovag Tov tevioton). EmumAéov, pmopet eniong va ypnoponomdei oe abAnNTIKEC KAKDOELS TOV LOAOKOY
10TMV.

E®APMOI'H:

Epappdote yexalovtag oty Tacyovca teployn ond andotacn nepimov 10-20 ekatoot®dv PEXPL VAL GYNUATIOTEL
pio Agukn pepfpdvn oav yrove. Mnv mopoteivete AoKoma TOV XpOVO EPUPLOYNG TOL YEKAGHLOD, KATL TETOL0
pmopet va Tpokaréaet kpvomaynpata! To amotélecpa dtapkel yo pkpd ypoviko didotnuo. MHN EIXTINEETE
tovg atpovg! Katd t dradikacio yekacod, CuVIGTATOL 1) TPOSTAGIO TV TOPUKEILEV®OV TEPLOYDY TOV
déppartog e Aemtd otpdpa Palerivng N pe mavi. H dwadicacio Eemaydpotog propel va givatl exmduvn, evod 1
YOEN Umopel Vo LELMGEL TNV TOTIKTY OVTIGTOOT 6T HOAVVET Kat vo, kafvoTteprioel v enoviwor. Otav
gpapudletatl og KOVTIVY amdoTOo 0T0 TO TPOGMTO TOV/TNG 0leBEVOVG, Elval amapaitnTo Vo KOADTTOVTAL TO
patio, 1 pOTN KoL T0 GTOUN TOV/TNG, MOTE VoL UV EIGTVEVGEL TO TPOTOV.

ANTENAEIZEIX:
[1ote va. pn ypnoiponoteite To Anaesthilion;

To Anaesthilion dgv Oa mpémet vo ypnoylomoteitatl oe dropo wov gival GAAEPYIKA 6T0 YAmPLovY0 atbvAL0 1) oV
£€YOUV 10TOPIKO VIEPELULCON Gl o€ 0vTd. TomKA AVOUGONTIKA dEV HTOPOLV VAL YPNCLLOTOIOVVTAL OTIG
akdlovbeg TePLoYEG: avorytd Tpavpata, dSieppnyévo déppa Kot Ekiepa, PAEVVOYOVOL OTIMG GTO EGMTEPTIKO TOL
GTOMOTOG 1} TNG HUTNG, OTO GTOWO 1] OTO XEIAT], GTO QLTIE, TN HLOTN 1 OTO PATLO, GTOV TPOKTO 1 GTO YEVVITIKA
opyova. Mnv 1o ypnotponoteite Tpv 1 kaTd ™ drdpkela opokabapong! Movo yuo eEmtepikn ypnon! Mnv
yekalete ota patia! AtopiHyete v elomvon Tov Tpoidvtog! H eiomvon yAmprovyov arbdAiov mpémet va
amopevyeTal KaOMG UTOPEl va TPOKUAEGEL VAPKOTIKE Kal, YEVIKA, avoisOntikd arotedéopota. To Anaesthilion
dev mpoopiletar yio TV KATAGTOAY TOV E0OTEPIKOV TOVOL, OTMG Y10, TNV 0GPLOAYiM K.AT.

EI'KYMOXYNH/@OHAAXMOZXZ/TIAIATIATPIKH XPHXH:

Agv vrdpyovv dobécieg eEeyyOUeEVES HEAETES loPaAElnG GE EYKVOVG 1) TAd1d, ETOUEVAGS, Bo Tpémel va dideTan
TPOGOYTN KOTA T (PNOT 0WTOL TOV TPOiGVTOG 6TOVG acbeveic avtovg. To yAmplodyo abdAo umopel yevika va
xpnoonomdei o€ modid, KabdG Kot e eviikeg. 26T0G0, OTAV XPNGLUOTOLEITOL TO TPOIOV GE TOdL, O 1TPOG
Oo mpémet va eivat ToAd TPoceKTKOS Kat va Py yekdlel vepPoiikd 6tav To déppa anoypmpatiletat. To déppa
TOV TOOIOV propet va gival To gvaichnto oTig younAés Beprokpacieg amd 1o dépra TV EVAK®V. Agv
GLVIGTATAL 1] X PO YA®PLOVYOV 0lBVALOL GE TOdLY NAIKING KAT® TOV 6 ETMV.



AAAHAEIIAPAXEIX:

Agdopévou 6Tt to TPoidy ypnoiponoteitar eEmtepikd Kot e&atpileTot ypryopa, dev ival yv@oTEG TOYXOV
aAniemdpdoeig pe dAla wTpikoteyvoloykd tpoidvra. To mpoidv pmopel va avtidpdoet apvntikd dtav Epbet
o€ eMOQN LLe oplopéva epyaieia 1 Opyava, £31KA eqv eival TAACTIKA, ETOUEVMG OV UTOPEL VO YPNCLOTTOLELTAL
o€ OTWONTOTE GALO EKTOC OO TNV EMPAVELL TOV SEPLATOG TOV OVOPAOTIVOU GAONATOGS. AgV glval AmOTEAECULATIKO
va arAdvete 1o Anaesthilion endve o 0mo10dMTOTE OPYOVO 1] GLGKELN KOL GTI GUVEXELD VOL TO YPNCULOTOLEITE
010 dépla oag, emopeEvac uny to kavete! To Anaesthilion dev €xet avalynTikd amoTeAEGHLATA OTTMG L0l GEPA
amo mPoldvTa OTMG 1 HecoKAiv, 1 EuAokaivn K.AT.

AANOGAXMENH E®@APMOT'H KAI YITIEPAOXOAOTI'TA:

H vrepPoiin yprion yAwprodyov aBviiov propei va tpokarécetl kpvoraynpata. H Hén tov iotdv pmopel va
avénoet Tov kivovvo poéAvvons. Ta copntdpato dSnAntnpiacng KoTd v avappoenon yAopatbuiiov propet va
meptiapfdvouv ta akdAovda: Boin dpaor, Anbapyo, nédn, andrea tov aedncewv, akdun Kot TapdAvcn TOV
OVOTVEVOTIKOD KOl TOV KUKAOPOPKOD GLGTHHATOS. Ta avTiteTpa, KTOC Ao TIG TUTIKES H10dKAGIES, GTOXEVOVLV
o1 Ponbeta TG TVELUOVIKNG AMEKKPIOTG TG TOEIKNG OVGING LLE AVAYKAGTIKY] EKTVOT KO LLE TPOANTTIKY|
yopnynon &uiokaivng (kothiakm poppapoyn). Ady® g mlovng avantoéng KOMOKNG LOPLOpLYTS, |
yopnyeite cvumadnTiKopyuntikd! Mn ypnoiponoteite aAkooh, yaAa 1 kactopéhato! Eav avoartuyfodv
KPLOTTOYNLLOTOL KOTA TNV €QOPLOYT (TO dEpa. Umopel v KOKKIVIGEL), aVTO UTopel Vo OQEIAETAL GE OKOTAAATAT
¥pNon N o€ vaepevarcstnacio Tov SEPLOTOG.

IAPENEPI'EIEX:

Mmopel va eppaviotodv aAlepyikés aAlayic oto déppa. Agv mapatnpnOnKoy Topevépyeleg OTOV TO YAMPLOVYO
adAo ypnoyomomOnke cOUP®VA L TIG 00NYiES TOV TEPLEYOVTAL GTO TAPOV PUALO 0dN YLDV ¥PNOTNG ML TNG
ovokevaciog. Mropel va eLeavicoTobv Kpuomaynuata ebv YeKaoTel YAmptovyo atfOAL0 Yo TOAAY dpa
(vmepPorikd). Mepucoi acBeveig pe evaicnto déppa eppavifovy eppBpdTnTa SEPLOTOG, TO YPMLLO, OGTOGO,
eEapaviletor e AMyeg dpeg N Nuépes. Eqv mapoatnpnoete Kamolo mapevéPyELd, LIAOTE HE TOV 1oTpd 1) TOV
QOPLOKOTOL0 GOC. AVTO 0POPE Kol TVYOV TOAVES TAPEVEPYELEG TTOV JEV OVAPEPOVTOL GTO TOPOV UAAO 0dNYIDV
xpong. H woén tov 6€ppotog pmopel neplotactokd va oAAAEEL TPOCOPIVE TO XPOUL TNG HEAGYYPOONS TOV
déppartog (n ev Aoym meployn| Ba £yl S10QOPETIKN AmOYPOOT A0 TO YOP® UEPT), EOKE EGV NTOAV LOVPICUEV
petd amd niobepancio. Enopévmg, dev ocvuviotodpe T xpron tov Anaesthilion ce povpiopévo déppa.

AvemiQopnTteg evépyeleg: Zndvio pmopet va eppavictel vepgvaictncio Tov dEpproTos. Agv gival Yvootég AAAeS
avemBounTeg evépyeles.

oleg mpo@ura&elg mpémel No Aapfavovtal KoTa TV 001]yN61N, TOV (EIPIGUO UNYAVIILATOV 1} TV EPYOCia
og aotabeig O<oslc;

Agv avapévovtat avemBOpnNTeg EVEPYELEG Y10 TOVG 001YOVG 1) TOVG XEPLOTEG UNYOUVILAT®V €6V TO TPOTOV
YPNOOTON0el OTWS TEPLYPAPETAL GTO TOPOV POAAO 0dNYIDV Xpfiong entl TG cvokevaciog. Qotdco, Eqv Exete
€10TVENGEL YAWPLoUY0 alfbA0, 1) AVTAVOKANCTIKY GoG tkovotnTo propei vo petmbei oe 1é€to1o fabud dote va
unv umopeite vo, odnyeite M va yepileote unyoavés. Agite tig ppaoeig tpodriaéng (P) kot tig ppdoelg Kivdhvov
(H) omv eticéto yio tpdobeteg 1 mo Aemtopepeic 0onyies.

AHAQXIEIZ TIPO®YAAEHX KAI KINAYNOY:

H222 E&aupetikd evprekto agpoloA. H229 Aoyeio vrd migon: Mmopel va dappayei edv Oeppoviei. P102 Na
QuAGooeTon pokpld omd madid. P210 duAdooete pakpld amd OepuotnTa, OEpUES ETTLPAVELES, OTILVOTPEC,
OVOLKTEG (PAGYEG KAl GAAEG TINYES aAVAPAEENG. Atayopevetar To Kamviopo. P251 Na punv tpurnBei 1 koel
axdpa Ko petd ) ypnon. P211 Mnv yexdlete o€ yopvn eAdya 1 A n tnyn avaereéng. P270 Mnv kanvilete
otav ypnotpomoteite awtd 10 mpoidv. P260 Mnv avarvéete Toug atpovc. P262 Nao unv praivel ota pdtio. P243
AGPeTe TPOGTATELTIKA PETPOL EVOVTL NAEKTPOCTOUTIKOV EKKEVOGEDV.

AmoOnkevon kal dldpkela fong:

P410+412 Ipootatevote amd to nAakd emg. Mnyv ekbétete og Beppokpacieg mov vaepPaivovy tovg 50 °C .
P403+P271 Na puAdocetal kol vo, xpnoiponoteitot o Kadd aeplopevo ympo. No puAdocetal o€ Oeproxpacio
dopatiov 10-25°C.

Mn ypnoiponoteite avtd T0 TPOIOV HETA TV NepOoUNVia AENG TOV OVAPEPETOL GTO KATM LEPOS TNG PLAANG.
Awtnpeitar oe 6KoTEWVO Kot Wyouypod pépog oe Beprokpacio dopatiov (10-25 °C) mpootatevpévo amd 10 ALeco
NAMoKO Pa¢ Kot dAreg mnyég Oeppotntag. H avtopatn e&dtuon anotelel yyevn 1010TnTo TOL 0EPion
yAop1ovyov avAiiov, dpa 1 pikpn dappon aepiov Katd TNV amodnKeLoN TOL TPOIGVTOG OV GUVIGTE TPOPAN L.



Inueloon: Xe mepintoon avembOHUnTOV EVEPYELDV EMELGOOIOV EMKOWVMVNOTE ATELOEINS [LE TOV KOTOGKELOOTN
o1 devBuvon info@btcpharma.cz Ot TAnpogopieg GYeTIKA e TV ATOGVPGT) TOL TPOIOGVTOG ATd TNV
ayopd/ypnon o dnHocLEvOVTOL GTIV I6TOGEADN TOV KATUoKELAOTH, Www.btcpharma.cz.

Huepopnvia tedevtaiog avabedpnong tov odnyidv xpriong: 03/2023

Movadikdg avimpdomnog/diavopr: ACHILLEION PHARMA

Kotaokgvootg: BTC Pharma, s.r.o0., Bofivojova 35/878,
13000 IIpdaya 3, Togykn Anpokparia, info@btcpharma.cz
TnA. +420603511030.
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ANAESTHILION®
Chloraethyl (ethyl chloride) spray

LEAFLET FOR THE USER

Read this leaflet carefully before you start using this medical device because it contains important information for
you. If you have any questions ask your doctor or a specialist or your pharmacist.

ANAESTHILION® - chloraethyl (ethyl chloride) spray, Fine and Direct versions.

Composition: Active substance: chloraethyl (alternative names: chloroethane, ethyl chloride, CoHsCl).

Content, Packing: Liquid chloraethyl — clear colourless liquid, spray bottle volume 100 ml or 175ml.
Application: Local anaesthetic. The spray is a vapocoolant to be applied to the skin to gain local anaesthesia
(undercooling). The Fine version has a fine spray when applied to the skin and thus affects a wider area of the
skin, i.e. also around the area to be numbed. The Direct version sprays the current more precisely, during
application it sprays a narrow stream and thus hits exactly the part of the skin on which the current falls, without
the wider area.

INDICATIONS / APPLICATION AREAS:

Anaesthilion is intended for local anaesthesia through undercooling (by freezing), for temporary skin anaesthesia
e.g. before injection, in surgery, dermatology (in small surgical procedures such as abscesses, removal of warts
and foreign particles), piercing, removal of ticks, muscular convulsions, sharp irritation of sinews (tennis elbow).
Furthemore, it can also be applied to sports injuries of soft tissues.

APPLICATION:

Apply by spraying onto the affected area from a distance of about 10-20 cm until a white snow film forms. Do not
extend the spray application time unnecessarily as this may cause frostbite! The effect lasts short time. DO NOT
INHALE vapours! Protecting the adjacent skin areas with a thin petroleum jelly layer or a cloth during the spraying
procedure is recommended. The thawing process may be painful, and freezing may reduce local resistance to
infection and delay healing. When applying in a close proximity to the patient's face is necessary to cover his/her
eyes, nose and mouth to prevent him/her from inhaling the product.

CONTRAINDICATIONS:

When not to use Anaesthilion?

Anaesthilion should not be used on individuals who are allergic to chloraethyl or who have a history of
hypersensitivity to it. Local anaesthetics cannot be applied to the following areas: open wounds, broken skin and
eczema, mucous membranes such as inside the mouth or nose, on the mouth or lips, the ears, nose or eyes, the anus
or genitals. Do not use before or during dialysis! For external use only! Do not spray into the eyes! Avoid inhaling
the product! Inhalation of chloraethyl must be avoided as it may produce narcotic and general anaesthetic effects.
Anaesthilion is not intended to suppress internal pain such as back, etc.
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PREGNANCY/BREASTFEEDING/PAEDIATRIC USE:

No controlled safety studies on pregnant women or children are available, and so, caution should be exercised
when using this product on such patients. Chloraethyl may generally be used on children as well as adults.
However, when using the product on a child, the doctor should be very observant, not to overspray when the skin
blanches. Children's skin may be more sensitive to the low temperatures than adult skin. Using chloraethyl on
children under 6 years age is not recommended.

INTERACTIONS:

Since the product is applied externally and evaporates fast, no interactions with other medicinal products are
known. The product may react negatively by contact with some tools or instruments, especially if they are plastic,
so it cannot be applied to anything other than the skin surface of the human body. Applying Anaesthilion to any
instrument or device and then applying it to your skin is not effective, so do not use it! Anaesthilion does not have
analgesic effects such as a number of products such as mesocain, xylocain, etc.

INCORRECT APPLICATION AND OVERDOSE:

Excessive chloracthyl application may induce frostbites. Tissue congelation can increase the risk of infection.
Symptoms of intoxication on aspiration of chloraethyl may include the following: blurred vision, stupor,
intoxication, unconsciousness, and even paralysis of the respiratory and circulation systems. Countermeasures, in
addition to standard procedures, are aimed at helping pulmonary excretion of the toxic substance by forced
exhalation and by preventive administration of xylocaine (ventricular fibrillation). In view of the possible
development of ventricular fibrillation, do not administer sympathominetics! Do not use alcohol, milk or castor



oil! If frostbite develops on the application (skin may become red), this may be due to improper application or
hypersensitive skin.

SIDE EFFECTS:

Allergic changes may appear on the skin. No side effects were observed where chloraethyl had been used in
compliance with instructions in this package leaflet. Frostbite may develop if chloraethyl was sprayed too long
(excessively). Some patients with sensitive skin exhibit red skin, the colour, however, disappears in a few hours or
days. If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed
in this leaflet. Freezing the skin may occasionally temporarily change the color of the skin's pigmentation (the site
in question will have a different shade of color than the surrounding parts), especially if it was brown after
sunbathing. Therefore, we do not recommend the use of Anaesthilion on tanned skin.

Adverse reactions: Skin hypersensitivity may occur rarely. Other adverse reactions are not known.

What precautions must be taken when driving, using machines or working in unstable positions?

No adverse effects on drivers or machine operators are expected if the product is used as described in this package
leaflet. However, if you have inhaled chloraethyl, your reflex capacity may be reduced insomuch that you are
unable to drive or use machines. See the P phrases and H phrases on the label for additional or more detailed
instructions.

PRECAUTIONARY AND HAZARD STATEMENTS:

H222 Extremely flammable aerosol. H229 Pressurized container: May burst if heated. P102 Keep out of reach of
children. P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. — No smoking.
P251 Do not pierce or burn, even after use. P211 Do not spray on an open flame or other ignition source. P270 Do
not smoke when using this product. P260 Do not breathe vapours. P262 Do not get in eyes. P243 Take
precautionary measures against static discharge.

Storage and shelf life:

P410+412 Protect from sunlight. Do not expose to temperatures exceeding 50 °C/122 °F. P403+P271 Store and
use in a well ventilated place. Store at room temperature 10-25°C.

Do not use this product after the expiry date which is stated on the bottom of the bottle. Keep in a dark and cold
place at room temperature (10-25°C) protected from direct sunlight and other thermal sources. Spontaneous
evaporation is an intrinsic property of ethyl chloride gas and minor gas leakage during the product storage is no
problem.

Note: In case of adverse effects/events contact directly the manufacturer at info@btcpharma.cz Information
regarding product withdrawal from the market/use will be published at the manufacturer's website,
www.btcpharma.cz.

Date of the latest revision of the instructions for use: 03/2023.

Sole agent/distributed by: ACHILLEION PHARMA

Manufacturer: BTC Pharma, s.r.o., Bofivojova 35/878,
13000 Praha 3, Czech Republic, info@btcpharma.cz
Tel. +420603511030.

’@ MD| (€

Danger Warning
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