PATIENT INFORMATION SHEET
Fen 112, 2 75,100 Tran rmal Patch

Your physician prescribed you a medicine called Fentadol (containing the active
ingredient Fentanyl), which is applied on the skin and is intended for relief of chronic
and persistent pain. . . .

Please read this information sheet carefully and follow the instructions to ensure the
effectiveness of the treatment. . . .

For(;‘urtther information, please read the Patient Information Leaflet prior to use of the
product.

Imﬁgortant information

1. The pain relieving effect of Fentadol lasts for up to 3 days (72 hoursl).

2. Unless otherwisé prescribed, the old patch should be removed after 3 days and a
new patch should be applied to a different area on the skin.

3. Contact your Physician if you are in pain despite using Fentadol. Do not apply
another patch on’your own accord in such cases, - .

4. Increased body temFerature can increase absorption of the medicine through the skin.
Avoid direct contact of the patch with external heat sources such as a heating pa
and a heating blanket, heated waterbeds or heaters. Avoid taking long, hot baths
and excessive tanning. X .

5. Avoid misuse or abuse — Do not pass this medicine on to others and do not use
medicines given to someone else.

How Fentadol is applied

Choose a place on your upper body for applying the patch. o

The most suitable areas are the chest, back or upper arm, where clothing is loose and
not pressing against the patch (for example not next to the bra, belt etc.).

Itis very important not to apply the patch on the area of pain.

In %/oun children (and also in patients with limited mental/cognitive capabilities), the
patch should be applied to upper back, to prevent removal of the patch.

The apglicqtion area on the skin should be clean, completely dry and
without hair. The area should not be oily. It should be free of wounds/
cuts, redness, or burns, and it should also be a skin area that has |
not undergone radiation therapy. If there is no suitable hairless area, | =
cut the hair using scissors. Note that the hair should not be shaved, to '
avoid skin irritation.

The patch must be apﬂlied on in the following manner: . i
If necessary, wash the chosen skin area before applying the patch, | .
using clear water only. Do not use soap, alcohol or any other cleaning / | 77
preparations, which may irritate the skin. . . (&
After washing, tap the skin lightly to completely dry it, do not rub the skin. - {

Do not apply any creams, lotions, oils or d%owders to the area chosen for the patch
application, in order to avoid tampering its adhesion. .
Any change inthe type of soap, lotion or cream you use can affect the adhesion of the patch.

Different skin types and environmental conditions such as the weather Stempera_ture
and humidity) where you are staying may affect the adhesion of the patch to the skin.

Each sachet contains one Fentadol patch. Open the sachet containing the |
patch immediately before application. /

Carefull¥ltear open the sachet along the marked edges without damaging /-
the patch.

In order to remove the patch out, tear open the sachet along the edges and
peel them apart like the pages of a book.

Now you can easily remove the patch from the sachet.

Now, peel off one half of the protective cover of the patch using the diagonal /5
cutting line in the center of the patch. Avoid touching the adhesive layer. |~/ ’\5\
Place'the patch on the chosen area and press it firmly to your skin, and then 7 !
remove the remaining half of the protective cover.

Press the patch firmly with your palm for at least 30 seconds in order to /

fasten it to %/our skin. ) | | L
Make sure that the patch and particularly the patch edges are well adhered. | =
Now wash your hands with clear water (without soap). vl

You can bathe, shower and even swim with Fentadol. Do not rub or apply soap to the
application area. Do not use water at a temperature exceeding 37°C.

Do not apply soap to the patch. . .
Occasionally check (visually or by touch) the area where the patch is adhered, in order
to make sure it is properly adhered, not loose and has not fallen off. i

If the patch is not properly adhered, try to attach it using an adhesive bandage/medical tape.
Do not try to remove the patc'h and place it on another area! et

Ve —

the ;‘/ 4

>
g
Adhesive residues on the skin can be removed using soap and water. Do
not use any solvents such as alcohol, petrol or nail polish remover. /

Remove the patch after 72 hours (unless otherwise instructed b
thS|C|an). First, remove a small corner of the patch from the skin and then |
pull the patch off your skin entirely.

g

Once the old patch is removed, you may apply the new patch. Apply it to | =
another skin area. il

The same skin area may be used again for the patch application after at least 7 days
have passed since removal of the patch from that skin area, to avoid skin irritation.

If your physician increased the dose of Fentadol, you may have to wear more than one
patch at a time. In this case, all patches must be applied and replaced at the same time.

Instructions on patch disposal:

If the patch has come loose or fell off, discard it safely: . )
Fold the used patch in half with the adhesive layer facing inwards and discard it.

Adverse events can be reported to the Ministry of Health via
https://sideeffects.health.gov.il )
You may also report to the registration holder, Novartis Israel LTD. at:
fet k.israel@novartis.
Report to the registration holder if the patch fell off before the end of its use.

This document has been determined by the Ministry of Health and the content therefore
has been checked and approved on December 2020.
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WHdopmauuoHHan Gpoluiopa A/A NauueHToB
HT: 12,2 75,100 natyun

Baw Bpay nponucan Bam npenapar nog, HassaHem MDeHTanon (CoaepHallmnii aKTueHoe
BELLECTBO (PEHTaHW1), KOTOPbIN KIEUTCA Ha KOXY 1 NpejHasHayYeH ANs CHATMA XPOHUYECKOM
1 HEMpeKpaLLatoLLencs 6onu.

MoxanyincTa, BHUMATeIbHO NPoYMUTanTe AaHHYI0 MHGOPMAaLMOHHYI0 GPOLLIOpY 1 crepyiTe
NPUBEZEHHBIM HUME MHCTPYKLMAM, YTOObI 06eCrieynTb 3PPEKTUBHOCTb IeYeHNA. [peKae Yem
HavaTb NpUMEHeHWe npenapata, BHUMATENbHO MPOYTUTE MHCTPYKLMIO [0 KOHLA.

BamHaa nHdopmauma

1. ObesbonusaioLLee AevicTere PeHTagona AnnTCA Ao 3 aHew (72 yaca). .

2. Ecnv nevalymi Bpad He fan Apyryx ykasaHum, o 4epes 3 AHA CreyeT yaanuTb CTapblii naty
1 MPURIEUTb HOBbIWM NaTy HA APYIOW YHACTOK KOMMU.

3. Ecnm Bbl npogosaeTe YyBCTBOBATL 60/1b, HECMOTPS Ha UCMo/b3oBaHue MeHTagona,
NPOKOHCYNBTUPYMTECH C Balwmm BpayoM. B Takux ciydasx He cnesyeT KenTb Apyrou naty
CaMOCTOATENBHO.

4. ToBbILIEHWE TEMNEPATYPbI TENa MOMET YBEMYUTbL BCACbIBAHWE IEKAPCTBA Yepes KoY.
CnepyeT naberarb NpsMOro KOHTaKTa natya ¢ BHELUHWMU UCTOYHUKaMK TeNa, TakMMK Kak
9NEKTPOrpesIKa 1 OfIeAN0 C NOZOrPEBOM, BOAAHbIE KPOBATY C NOAOTPEBOM UM 060rPEBATENM.
Cnepyer usberarb 4/IMTE/IbHOrO MOTPYHEHNA B FOPAYYI0 BaHHY M MHTEHCUBHOTO 3arapa.

5. W3GeraiTe HenpaBW/bHOO yNoTpe6/eHita uan 3noynoTpebneHus — He cnepyer nepepasatb
3TOT Npenapar APYrum 1 He CNeAyeT UCNo/b30BaTb HUKAKKE Npenaparbi, NPONUCcaHHbIe
Apyromy nuuy.

Cnoco6 ucnonb3oBaHua MeHTagona

Bb|6ep|4Te Y4acCTOK Ha BerHeﬁ 4acTu TynoBuLLa A1 HAHEeCeHUA nart4a. Hanbonee nogxogaLmmm
o6nacTaMW ABNAIOTCA rpyAb, CriMHa UK npegnieybe, Ha y4acTKax, KoTopble ogexa obsieraet
CBOGOAHO M1 r)ie [AaBUT Ha naty (HaanMep, y4aCTKM, pacrosioxeHHble He BO3/ie 6100Traanepa,
PEMHAUT. 4.).

OuyeHb BaHO HEe HAHOCUTb NaTy Ha o6nacTb 60K,

Y ManeHbK1X AeTel (a TaKe Y NaLMeHTOB C OrpaHYeHHEIMW YMCTBEHHBIMU/KOrHUTUBHBIMM
CMOCOBHOCTAMM) NaTH AOHEH ObITb MPUKPENIEH K BEPXHEH YaCT/ CMIUHbI, YTOBbI OHW HE MOTIU
YAAUTb €ro CaMOCTOATE/NBHO.

Y4acTOK KOMM [I1A HAHECEHMWA NaTya AOIHKEH 6bITb YUCTbIM, MOJIHOCTbIO CYXUMHKu .

JIUWIEHHbIM BOJ10C, HEHHUPHbIM, 6e3 paHInopeaoB, MOKPACHEHWUN UK OKOTOB <~~~
1 He 6bITb Mo, BEPHEHHbIM pazinaLlMoOHHOMY BO3AeNCTBMI0. ECm noaxogawero -
y4acTHa KOXuK 0e3 BON0C HeT, TO CieAyeT NOACTPUYb BOSIOCHI HOXHULAMU. 6] patute |
BHMMaHWe: BOJIOCbl He cnepyeT 6pVITb, 4TObbI U36EHATD pasgpareHna KOXK. !

CnepyeT NpUKpenuTL NaTty ceaytowmm o6pasom: . /
IMpy HEOBXOAMMOCTH Nepe/ HaHECEHMEM NaT4a NPOMONTE BbIGPaHHbIN Y4aCTOK KoM, |~
MCMO/b3YA TOMBKO YACTYIO BOAY. He nosib3ynTech MblIOM, CIMPTOM WM SPYTUMU | | Y
YMCTALMMN CPEACTBAMM, KOTOPbIE MOTYT Pa3Apaiark KOoMy. Mocne npombiBaHus |4/
Cnerka NPOMOKHMTE KOy, YTOObI AaTb €1 NOIHOCTbIO BLICOXHY Tb, HE CNefyeT TepeTb. | (*

He cnepyet HAHOCUTb KPeMbl, TOCbOHbI, MAcNa U1 MYAPY Ha Y4aCcTOK KOMMH, BbIGPaHHbIil
ﬂ}'lﬂ HaK/IEUBAHWA NaTya, YToObI He HAPYLUMTb ero KNEMKOCTb.
106ble U3MEHEHWA TMMa Mbl/Ia, JIOCbOHA W/ KPEMa, KOTOPbIMM Bbl MO/Ib3yeTech, MOryT NOBAUATL
Ha aAreauio narya. .
PasHble TMMbl KOMM W YC/IOBMA OKPYMaloLel Cpeabl, TaKWE KaK mnoroga (Temneparypa
1 BNIAHOCT), B MeCTe Baluero HaxoM{ieH1s MOryT NOB/MATL Ha CTeMNEeHb KIEUKOCTH natya.
BN

Haw bl naKeT cofepuT 0AnH naty ¢ PeHTafonom. / 3?5\.
OTKPOMTe NaKeT C naT4yemM HENOCPEACTBEHHO Nepes, UCMONb30BaHUEM. L A\

AKKypaTHO pa3opBu1Te NaKeT BA0/b OTMEYEHHbIX KpaeB, He NOBpeXan nary.

415 Toro 4ToGbl fOCTATH NATY, PACKPOITE NaKeT, NOTAHYB KaX/ylo CTOPOHY 3a Kpas,
11 pasfennTe ux, Kax CTpaHmLbl KHAMM.
Tenepb Bbl CMOMKETE IETKO BbIHYTb NaTy 13 nakeTa.

Tenepb CHUMMTE N0/I0BMHY 3aLUMTHOTO NOKPLITUA NaT4a, UCTIO/b3YA AMArOHAbHYI0 (0
Flasnenmenbnyno JMHMIO 110 LeHTpy nar4a. He npuKacaliteck K Kneesomy cnot. | -
OMECTHTE NaTy Ha BbIGPAHHYI0 00/1aCTb, N/IOTHO MPUMMMTE K KOME 1 3aTem yanute 7/

OCTaBLLUYOCA MOMOBUHY 3aLUMTHOIO MOKPLITUS.

TMpu1xmmaliTe naty NajoHbI0 He MeHee 30 CEKYHA, YTOGbI 3aKPENUTb ero Ha Kowe. "

Y6eauTech, 4T0 caM naty 1 B 0COBEHHOCTM ero Kpas HaJleHO NPUK/IEEHbI. / >

Tenepb NOMOV¥iTE pyKKW YACTOM BOAOM (6€3 Mbina). J &>
—

Py
Bbl MOMeTe NpUHAMATh BaHHY, yLU U Aae NnaBaTh C HAKNEEeHHbIM (PeHTaz010M. vl
He cnepyet TepeTb WM HamblAMBaTh Naty. He cneayet nonb3oBaTbCs BOAOM
TemnepaTypo Bbiwwe 37°C.

ByabTe 0CTOPOHHbI, 4TO6bl HE HAHECTM MbIJIO Ha NaTy.

Bpems 0T BpemeHu NpoBepsiTe (B3MSAOM UM Ha OLLYMb) MECTO, FA€ HAKNEEeH nary, YTo6bl
E €[MTHCA, YTO OH NPABM/ILHO MPUKPENIEH, He OcnabieH U He ynas.

C/IM NaTy HaKIeeH HE HaK CeAyeT, NonpobymTe NPUKPENUTL ero C MOMOLLbIO NAACcTbIpaA/
MeAMULMHCKOM KEWKOM NIEHTBI.
He nbiTaiTecb CHATb NaT4 ¥ pa3MecTUTb ero Ha APYrom y4yacTke!

—

Yepes 72 yaca (ecm Bpaiom He yKa3aHo MHaue) cnegyet yaanuTb naty. CHavana (

OTAE/MTE HeGObLLOV YroN NaTya OT KOXM, a 3aTeM NOHOCTbLIO YAaAMTe ero. r )//’F"

- 7
Ecv Ha KOe ocTaroTca Cnefbl Kes, X MOXHO yAaNNUTb BOLOM C MblioM. He
MCNO/b3YMTE PACTBOPUTENIN, TAKWUE KaK CMIUPT, BEHSUH UAW HMUAKOCTb AN1A CHATUA
naka. -
lMocne yganenus cTaporo narya, Bbl MOxeTe HakNenTb HoBbIY naty. Cnepyet ( /,z;n
HaHOCKTb ero Ha APYroi y4acToK KOXMK. / J///}"’

Bbl MOMETE 1CM0/1b30BATb NPEMHHI Y4ACTOK KOMM [i/151 IOBTOPHOTO NPUKNENBAHNS
narya o NpoLLIECTBIUM KaK MUHUMYM 7 AHEV NOC/Ie YAANEHHUSA NaTya C 3TOro y4acTKa,
4TO6bI MPELOTBPATUTL PA3/PAHEHNE KOMM.

Ecnv Baw Bpad yBenmunn p,oa% exTagona, BO3MOXHO, Bam npugetca ucnonb3osarb 60s1ee
OfHOrO NaT4a OAHOBPEMEHHO. B 3TOM C/yyae BCe Naryu A0/MKHbI ObiTb HAKNEEHbI 1 3aMeHeHbl
OLHOBPEMEHHO.

MHCTPYKUMA NO yTUAU3ALMM NaTya:

Ecnn nary OTKNE/ICA WK ynan cam, yTMnmswp%ﬁTe €ero 6e30nacHo. CIOMMTE UCMO/b30BAHHbIV
naTy nornosiam KeiKon CTOPOHOW BHYTPb M BLIGPOCKTE €ro B MYCOPHOE BEAPO.

MO}KHO.C006LIJ,MTb (9] I'I060‘-H:IbIX ABNeHMAX B MMHUCTEPCTBO 3[paBooXpaHeHus no agpecy

Bbl TaKme MoxeTe COOBLWNTL O HAX Brafenbly pervctpauunmn «Hosaptuc Mcpaans JITA» no
asipecy safetydesk.israel@novartis.com

Cnepyet cooblwuTb BRafenblly pPerucTpauuu, ecnm natdy ynan Ao KOHua CpoKa
MCNOJIb30BaHMUA.

OTOT JOKYMEHT 6bIN NPOBEPEH M yTBEPHAEH MUHUCTEPCTBOM 3apaBooxpaHeHua [lekadpb 2020.
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