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Production Artwork Workflow
17-MAR-2023 4:11
EASTERN TIME ZONE (GMT-4)

900 x 146mm
prefolded 450 x 146mm
Pharma Paper 40g/m?

Flat dimension:
Folded dimension:
Material:

Applicable for Nicotinell all dosages Sale Pack Size: 7/14 /21 /28

V2 B

02 - MAR - 2023

Pharmacode:
Pharmacode - Empty area between two code lines 1,0 mm
- 8,0mm inside artwork / 2,0mm outside artwork 1 1.5 mmwidth | 05mmwidth Example Code: 016
10 mm high 10 mm high
= Printing free area 10 mm
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
This medicine is dispensed without a doctor’s prescription

Nicotinell 21 mg/24 h Patch
Nicotinell 14 mg/24 h Patch
Nicotinell 7 mg/24 h Patch

Transdermal Patch

The active ingredients and its quantity:

Each patch of Nicotinell 21 mg/24 h Patch (with an area of 30 square
cm) contains 52.5 mg nicotine (releases approximately 21 mg in
24 hours).

Each patch of Nicotinell 14 mg/24 h Patch (with an area of 20 square
cm) contains 35.0 mg nicotine (releases approximately 14 mg in
24 hours).

Each patch of Nicotinell 7 mg/24 h Patch (with an area of 10 square
cm) contains 17.5 mg nicotine (releases approximately 7 mg in
24 hours).

For the list of inactive and allergenic ingredients in the medicine -
please see section 6.

Read this leaflet carefully in its entirety before using the medicine.
This leaflet contains concise information about the medicine. If you
have further questions, refer to the doctor or pharmacist.

The medicine is intended for adults and adolescents above the
age of 12 years.

Use in adolescents (age 12-18) will be done on the recommendation
of a doctor.

Use the medicine properly. Consult a pharmacist if you need further
information.

1. WHAT IS THE MEDICINE INTENDED FOR?
The medicine is intended as an aid in smoking cessation.

Nicotinell Patches are a nicotine replacement therapy that helps

reduce:

* some of the unpleasant withdrawal symptoms that often occur
with smoking cessation, such as: feeling sick or irritable.

* your desire to smoke by providing some of the nicotine previously
inhaled from cigarettes and therefore helps your willpower to
resist cigarettes.

If you want to consult a professional before starting treatment
with Nicotinell Patches, talk to your doctor, nurse or pharmacist.
A smoking cessation support program will increase your chances
of succeeding in the detoxification process.

Nicotinell Patches are intended for use on the skin. When the patch
is applied to the skin, nicotine passes from the patch, through the
skin and into your body.

Reducing the number of cigarettes can increase the chance that
you will move on to quit completely.

2. BEFORE USING THE MEDICINE

Do not use the medicine if:

* You are sensitive (allergic) to the active ingredient or any of
the additional ingredients contained in the medicine (see
section 6)

* You do not smoke or smoke occasionally

* You have a skin disease that can worsen as a result of using
the patch

Special warnings regarding use of the medicine:

Before treatment with Nicotinell Patches, tell the doctor if:

* You are pregnant or breastfeeding (see “Pregnancy and
breastfeeding” section)

You have heart disease (including heart attack, worsening chest
pain, disorders of heart rhythm), uncontrolled high blood pressure
or stroke for which you are being hospitalized. Using nicotine
replacement therapy is better than continuing to smoke

You have serious liver or kidney problems

You have had a stomach ulcer in the past

You have an overactive thyroid gland

You have a tumor of the adrenal gland (pheochromocytoma)
You are diabetic (see “If you are taking, or have recently taken,
other medicines...” section)

If you are taking, or have recently taken, other medicines,

including non-prescription medicines or nutritional supplements,

tell the doctor or pharmacist.

The effect of some medicines can be altered when you stop

smoking. If you are already taking other medicines regularly you

should tell your doctor or pharmacist.

« Diabetics should monitor their blood sugar levels more often than
usual when starting to use the patch because insulin/medication
requirements may alter.

Pregnancy and breastfeeding

Pregnancy:

Use of this preparation in pregnancy will only be done according
to a doctor's instructions.

Smoking during pregnancy is associated with risks such as growth
disorders of the fetus before birth, premature birth or stillbirth.
Stopping smoking is the single most effective way to improve
both your health and that of your baby. The earlier smoking stops,
the better.

Ideally, stopping smoking during pregnancy should be done without
nicotine replacement therapy. However, if you have tried and this is
not possible, nicotine replacement therapy may be used because
the risk to the developing baby is lower in comparison to continued
smoking.

The decision to use nicotine replacement therapy should be
made as early on in the pregnancy as possible, with the aim of
discontinuing use after 2-3 months. Patches may be preferred if you
suffer from nausea. If patches are used, they should be removed
before going to bed at night.

Breastfeeding:

It is preferable to use nicotine replacement therapy that can be
taken intermittently (not transdermal patches).

Try to breastfeed right before you take the medicine to ensure that
the baby gets the smallest amount of nicotine possible. If you need
to use nicotine replacement therapy to help you give up smoking,
the amount of nicotine that the baby may receive is significantly
smaller and less harmful than smoke inhalation.

If you are pregnant or breastfeeding, consult with the doctor before
using medicines.

Driving and operating machinery
Nicotinell Patches should not affect your ability to drive or operate
machinery.

Smoking

Continued smoking when using the patches may increase the
incidence of side effects due to the dangers of smoking, including
cardiovascular function disorders.

Important information about some of the ingredients in the
medicine

Nicotinell Patches contain aluminum. Remove the patch before a
medical scan or medical procedure intended to regulate your heart
rate as aluminum is present in one of the layers of the patch.

3. HOW SHOULD YOU USE THE MEDICINE?

Check with the doctor or pharmacist if you are unsure.

Nicotinell is designed to prevent you from having all the signs of
needing a cigarette (urge to smoke) due to smoking cessation.
The medicine is available in three doses whose purpose is to enable
gradual withdrawal from nicotine dependence.

Usually the treatment period is 3 months. However, if you do not
stop smoking after 3 months, you may be advised to continue
treatment or additional treatments.

This medicine is not intended for children under the age of 12
years.

Use in adolescents (age 12-18) - at the recommendation of a
doctor.

The right dose for you depends on how many cigarettes you smoke
per day. The size of the patch you use may vary during treatment.
This is because your dependence on nicotine will change and
therefore the dosage of nicotine in the transdermal patch you use
may be too high or too low for you. Do not cut the transdermal
patch in order to reduce the dose.

Recommended dosage unless otherwise prescribed by a doctor:

WHCTPYKUMA NO NPUMEHEHWIO B COOTBETCTBUU C
®APMALIEBTUYECKUMMN CTAHAAPTAMU (NPEMAPATbI) - 1986

[Mpenapar otnyckaeTcs 6e3 pelenta Bpaya
HukoTuxensb MnacTbipb 21 Mr/24 yaca
HukoTuHensb MnacTbipb 14 Mr/24 yaca

HukoTuHens MnacTbipb 7 Mr/24 yaca
TpaHcaepManbHblii NNacTbIpb

AKTUBHbIIi KOMMOHEHT U €70 KONM4eCTBO:

Kaxpblit nnacTbips HukoTuHens MnacTbips 21 Mr/24 yaca (nnowaabto 30
KBafpaTHbIX CM) COAEPXMT 52.5 M HUKOTMHA (BbICBOGOXXAAET NpUMEpHO 21
Mr B 24 Yaca).

Kaxpablit nnactbipe HukoTuHenb Mnactbipe 14 mMr/24 yaca (nnowaasio 20
KBajpaTHbIX CM) COAePXMT 35.0 M HUKOTMHA (BbICBOGOXAET NpuMepHo 14
Mr B 24 vaca).

Kaxpablit nnacteipe HukoTHenb MnacTbipe 7 Mr/24 yaca (nnowaaeto 10
KBaAPaTHbIX CM) COAEPXHT 17.5 M HUKOTUHA (BLICBOGOXXAAET NPUMEPHO 7
Mr B 24 vaca).

Each patch of Nicotinell 21mg/24h Patch (with an area of 30 square cm) contains
52.5 mg nicotine (releases approximately 21 mg in 24 hours).

Each patch of Nicotinell 14mg/24h Patch (with an area of 20 square cm) contains
35.0 mg nicotine (releases approximately 14 mg in 24 hours).

Each patch of Nicotinell 7mg/24h Patch (with an area of 10 square cm) contains
17.5 mg nicotine (releases approximately 7 mg in 24 hours).

CnMcOK HeaKTUBHBIX 1 aNnepreHHbIX KOMMOHEHTOB npenaparta - CMOTpUTe,
noxanyicra, 8 pasaene 6.

BHUMaTEsbHO M MONHOCTBIO NPOYNTaliTe JaHHYIO MHCTPYKLUMIO Nepes
npuMeHeHueM npenapara. [JaHHas UHCTPYKLVS COREPXUT OCHOBHbIE CBEJIEHNS
o npenaparte. Ecniv y Bac uMeloTcst fononHmuTenbHble BOMpOCHI, 06paTuTeCh K
Bpayy um hapMavLesTy.

Mpenapar npeJHa3HaueH Anst B3POCIbIX ¥ NOAPOCTKOB cTapLue 12 neT.
MpuMeHerne npenapata nogpocTkamu (B Bospacte 12-18 net) AomxHO
OCYLLECTBAATLCS MO PEKOMEHAALMM BpaYa.

MpasunbHo NpuMeHsiiTe npenapar. MocoseTyiiTeck ¢ hapmalesToM, ecv Bol
HY>X/AeTech B JONONHUTENbHOM MHEDOpMALMM.

1. ANA YEro NPEAHA3HAYEH MPEMAPAT?

MpeaHa3HayeHme npenapara - Croco6CTBOBATb OTBLIKAHMIO OT KyPeHHS.

MnacTbipy HAKOTUHEND - 3TO 3aMEHUTENM HUKOTMHA, NOMOratoLLue 06nerynTh:

* HEKOTOPbIE HEMPUSITHbIE CUMMTOMBI OTBbIKAHS, YaCTO BOSHUKAIOLLME NP
npeKpaLLeHM KypeHUs,, Takue, Kak: HeAOMOTaHe Wi HePBO3HOCTb.

* Balue XenaHve KypuTb, 3a CYET NOCTYMIEHNS 4acTi HUKOTUHA, KOTOpbIiA Bbl
Tpesk /e BAbIXaIK 13 CUrapeT, 4To MomoraeT Batuieii cune BOnM NpoTMBOCTOSTb
curapeTam.

Ecnn Bbl 3aMHTepecoBaHbl MPOKOHCYNbTUPOBATLCS C MPO(ECCHOHANIOM 0

Havana neveHms nnacTbipsMin HukoTvHenb, nobecesyiite ¢ Bawwnmu spavom,

Me/ICecTPOii Ui hapmaLeBToM.

Tporpamma noaaepsKKM OTBbIKAHHS OT KypeHHsi MOBbICUT BalLy LuaHch! Ha ycnex

B MPOLIECCE OTBbIKAHMS.

MnacTbipit HUKOTUHENb MPUMEHSIOTCS HaKoXKHO. Koraia nnacTbipb HakrneuBaeTes

Ha KOXY, HUIKOTUH U3 NNacTbIpsi Yepes KOy MPOHMKAEeT B Batll opraHmam.

CoKpaLleHwe KONMUECTBa CUrapeT MOXET YBEUUUTb BEPOSTHOCTb TOTO, YTO B

JarnbHeidLem Bbl OKOHUaTeNbHO OTBLIKHETE OT KypeHHs.

2. NEPEJ HAYAJIOM NPUMEHEHWA NPEMAPATA

He npumensiite npenapar, ecnu:

* Y Bac 4yBCTBUTENLHOCTb (anneprusi) K akTUBHOMY KOMMOHEHTY UM K
NtOBOMY [IOMIONHUTENLHOMY UHTPEANERTY, CoepXaLlemMycsi B npenapare
(cm. pa3pen 6)

* Bbl He KypuTe, 60 KypuTe, HO HEPEryNspHO

* Bbl cTpagaete 0T 3a601€BaHMS KOXM, KOTOPOE MOXET yXyAWNTLCS NpK
1CTI0NIb30BaHMN NNACTbIPS

OcoGble NpeiocTepeXeHNUsi OTHOCUTENBHO NMPUMEHEHNs NpenapaTa

Mepen Hayanom neveHus HukotuHens MnacTbipsamMu coobmTe Bpavy,

ecnu:

* Bl GepeMeHHb! i KOpMUTE FPY/AbIO (CM. pa3aen “bepeMeHHOCTb U kopMnieHHe
TpyAbi0’)

Bbl cTpagaeTe cepaeyHbIMM 3a60N1eBaHUAMY (BKOYAs MHKDAPKT M1OKapAa,

ycunetvie 60111 B rpyAu, HapyLUEHS CEPAEYHOTO PUTMa), HEKOHTPOIMpPYEMoe

BbICOKOE apTepuanbHoe AaBfieHUe KPOBU MM MHCYMbT, SBNSIOLMACS

npuMHoi Baweit rocnuTaniaaumi. MpumeHenne sameHuTenei HUKoTuHa

NPEANOUTUTENbHEH, YeM MPOAOIIKEHNE KypeHHst

Bbl cTpagaeTe cepbe3HbiMyu NpobemMamu neYeHin Ui noyex

Bbi CTpajanv B npoLLniom s1380iA xenyaka

Bbl cTpagaeTe runepdyHKUMel LUMTOBMAHOI Xeneabl (Tupoua)

Bbi cTpagaeTe omyxofbto HaAnoueuHIKa ((peoxpoMoLmMToma)

Bbi cTpanaeTe auabetom (cm. pasnen “ Eciv Bel npuHumaeTe unu npuHuMant

B 1I0CNeHee Bpems Apyrue npenapartbl...”)

.

Ecnu Bbl nf Te UnK N B BpeMs Apyrue
penapatbl, BKNoYas npenaparbl, 0Tny 6e3 pelenTa, U nuLeBble

no6asky, cooblmTe 06 3TOM Bpayy Ui hapMauesTy.

[leiicTBIME HEKOTOPLIX MPENapaToB MOXET UBMEHUTLCS C MpeKpaLLeHneM

KypeHusi. Ecnu Bbl MpuHMMaeTe NOCTOSHHO JONONHUTENbHbIE Npenaparel,

€006LMTE 06 3TOM Bpady Ui chapmavesTy.

* BonbHble A1abeToM oMXKHbI KOHTPONMPOBATL CBOV YPOBEHb Caxapa B KpoBy
yallie 06bI4HOrO C Ha4arnoM NpuMeHeHHsi NNacTbIPs, MOCKOMbKY MOTPEGHOCTb
B MHCYNMHE/NEKapCTBaX MOXET U3MEHUTBCS.

BepeMeHHOCTb 1 KOpMeHHe Fpyabio

BepemeHHoCTb:

IpuMeHeHe naHHoro Npenapata BO BpeMs 6epeMeHHOCTY 0CYLLeCTBASETCS
TOKO M0 yKA3aHMio BpaYa.

KypeHue B TeueHne 6epeMeHHOCTY CONPOBOX/AAETCS PUCKOM, TaKiM, Kak
HapyLLUeH1e BHYTPUYTPOBGHOro PocTa Naoaa, Mpex/aeBpeMeHHbIe Pofbl M
MepTBOpOXAeHMe. [pekpatlenue KypeHns — 3T0 eAMHCTBEHHbII Haubonee
3h(heKTMBHbI cnocod ynyiLTb Balue 310poBbe 1 30poBbe Batuero MnapeHLa.
YeM paHbLLe MPEKPATUTCS KypeHie, TEM NyLLE.

B npeansHoM BapuaHTe, NpekpaLleHme KypeHns Bo Bpems 6epeMeHHOCTH
[LOKHO OCYLLIECTBASTLCS 683 NPUMEHeHMs 3amMeHuTeneii HukoTHa. OHako
€ciu nonbiTka 6pocHThL okasanack 6e3ycreLHol, NPUMEHATL 3aMeHnTenn
HMKOTMHA MOXHO, TaK Kak pUCK Afs Pa3BUTUs MNOAA MeHbLUE, YeM npy
MIPOAIOIDKEHIN KYPEHUSI.

PetwieHre NPUMEHSITb 3aMeHUTENN HUKOTUHA NPY GePEeMEHHOCTM JONXKHO BbiTb
MPUHSATO Kak MOXXHO PaHbLLE, HACKOMbKO 3T BO3MOKHO, C LIefIbI0 MPEKpaLLieHis
UX UCTIONb30BAHMS Hepe3 2-3 MecsiLia. [nacTbipit MOryT GbITb NPEANOHTUTENbHEN,
ec/ Bbl cTpagaeTe 0T TOWHOTBI. B cliyyae npuMeHeHns nnacTbipeit yaanute
UX 1Iepe/ HOYHbIM CHOM.

KopmneHve rpyabio:

I'Ipe,unoqmrenweﬁ MCMOMb30BaTh TakMe 3aMEHUTENN HUKOTUHE, KOTOPbIe
MOXHO MPUHIAMATb ANM30ANHECKM (HE TPAHCAEPMANbHbIA NNACTbIPD).
Tonpo6yiiTe KOPMUTB rPy/bIO HEMOCPEACTBEHHO NEpe/ NMPUEMOM npenapara,
4TOObI ObITb YBEPEHHO!, HTO MNAAEHEL| MONY4UT MAHMMATBEHO BO3MOXHOE
KOMM4ECTBO HUKOTUHA. Ecnv Bam HeOﬁXOﬂV]MO MPUMEHATb 3aMEHUTENIN HUIKOTUHA
KaK BCTIOMOraTeslbHoe CPefCTBO ANst NPEKPALLEHNs KYPEHHsl, KONNYeCTBO
HWUKOTWHA, KOTOPOE, BO3MOXXHO, MONY4UT MNafeHel, CyLeCTBEHHO MeHbLLe 1
MeHee BPe/IHo, YeM B/ibIXaHue bIMa OT KyPEHUs.

Ecnu Bl GepemeHHb! v KOPMUTE Mpy/ibto, MOCOBETYATECH C BPAU4OM Nepesd
MpUMEHeHVEM MpenapaTos.

BoX/ieHHe TPaHCTIOPTHbIX CPEACTB U YNpaBneHue MexaHu3Mamu
MnacTblpu HUKOTUHENb HE AOMKHbI BUSITL HA CMOCOBHOCTb K BOXAEHMIO
TPAHCTIOPTHbIX CPEACTB 1 YPABIIEHMIO MEXaHU3Mami.

Kypenue

TposioNXeHe KypeHns B Nepuoz NPUMEHEHIS NNacTbIpell MOXeT NpUBECTM
K YBEMMYEHMIO BO3HUKHOBEHMS NOBOYHLIX SBNIEHMIA, CBA3AHHBIX C ONACHOCTBIO
KYPEHWs, BKINK4as CePEYHO-COCYMCTbIE HapyLIEHNS.

BaxHas uH(opMaLus 0 HEKOTOPbIX MHIPeiueHTax npenapara

lMnacTbipn HUKOTMHENb COAEPXaT antoMUHMA. YaanuTe nnacTbipb nepef
ME/MLIMHCKM CKaHVPOBAHMEM U MEAULIMHCKOI NPOLIEAYPOIA, NpeHa3HaYeHHON
ANS perynuposaxmns CepAEHHOr0 pUTMa, NoCKOsIbKY B 0AHOM U3 COEB NNAcTbIps
COAEPXKUTCS aAntOMUHUIA.

3. KAKUM OEPA30M MPUMEHSIOT MPEMAPAT?

TpOKOHCYNbTUPY/TECH C BPAUOM M hapMaLeBTOM, ecri Bbl He yBepeHbI.
HukoTiHenb npeaHaaHaveH, 4Tobbl M3bexaTh BO3HUKHOBEHNUS Y Bac npuaakos
MOTPEGHOCTH B CHrapeTe (XKenaHusi 3aKypuTb) B CBSI3M C MPeKpaLleHuemM
KypeHMs..

JlexapcTBo A0CTYNHO B TPEX J03MPOBKaX, LMbH0 KOTOPbIX SBMISETCA NOCTENeHHOE
0TBbIKAHE OT HUKOTUHOBOM 3aBUCHMOCTH.

O6bI4HO Nepyof Nevenus coctasnseT 3 mecsua. OnHako, eciv Bul He 6pocute
KypTb Yepes 3 Mecsiia, Bam MOXeT BbiTb pekoMEHA0BAHO MPOAOIIXUTS NIeveHue
W NPOUTY AONONHUTEIbHbIE MPOLeaypbl.

70T npenapart He npeaHasHadeH Ans AeTeil Mnaawe 12 net.

TpuMeHeHve npenaparta noapocTKamy (B Bopacte 12-18 ner) - no pekomeHaaLmn
Bpava.

MpaBunbHas f031poBKa ANsi Bac 3aBUCHT OT KONMYECTBA CUrapeT, KOTopble
Bbi BbikypvBaeTe 3a AeHb. BO3MOXHO, YTO pasmep NiacTbipsi, KOTOpIil Bbl

. Continuation of npumesieTe, yAeT MEHATLCA B NPOLIECCE NeYeHus. JTO CBA3AHO C TeM, YTO
Initial stage treatment End of treatment Bgma SHBMCMMVOCTI: ot HMKOTMHapﬁyﬂeT MEHSTHCS, 11 NO3TOMY [03MPOBKA
3-4 weeks 3-4 weeks 3-4 weeks HUKOTMHA B TPaHCAepManbHOM nnacTbipe, KOTOPbIA Bbl npumeHseTe, MoxeT
— 6bITb CIMLIKOM BBICOKOA MNN CNMLIKOM HM3KOW Ans Bac. He paspesaiite
N/'Zztl':g" h TPaHCAEPMabHbIA NNACTBIPL C LEMbIO YMEHbLMTL 03Y.
For Nicotinell 7mg ate lpuHsATas 403MpOBKa MpY OTCYTCTBIM [PYrvX Bpa4eOHbIX yKasaHMmi:
smokers 14 mg/24 h Patch or
of 20 Nicotinell Nicotinell HauanbHas ctagus Mponomxetne OKoHuaHme neveHns
cigarettes | 21 mg/24 h Patch Ni 0{ " 14 mg/24 h Patch 3-4 Heperm NeveHns 3-4 Hegen
or more a 29 mgl/?jl ‘;\]T’atch* and then 3-4 Henlenv
day Nicotinell [ns HukoTuHenb HukoTuHens HukoTuHens
7 mg/24 h Patch* BbIKyPUBAIOLMX MnacTeips MnacTbips MnacTbips
For o o 20 wnw Gonee 21 wr/24 vaca 14 Mr/24 vaca 7 Mr/24 vaca
Nicotinell Nicotinell curapet B wm i
SMOKErs | 14 ma/o4 h Patch | 7 mg/24 h Patch™ | Stop treatment™ JeHb
of less B HukoTnHens HukoTuHenb
than 20 orlilqcret?sellto Ni o‘r I Ni otr. I MnacTeipb MnacTbipb
i icotine icotine icotinel .
CIgarENeS |21 mg/24 h Patch* | 14 mg/24 h Patch | 7 mg/24 h Pateh 21 urj2e saca 14 vaca,
* Depending on the response to withdrawal HukoTuwens
**If the symptoms are satisfactory Mnacteips .
7 Mr/24 vaca’
Do not start the program at the "End of treatment" stage. Iins HukoTvHens HUKOTHHEN 3asepleHue
Apply one transdermal patch a day. It is important to make sure the BbIKYPUBAKOLLIMX Mnacteips Mnactbips nevenns™
patch is affixed in the day and at night, especially if you need help meHee 20 14 Mr/24 yaca 7 Mr/24 vaca™ wm
to overcome the early morning craving for a cigarette. If you are curapet B AN IOBLICHTS 70 Wi HukoTHenb
pregnant, the patch should be removed before going to bed. ieHb HikoTuHens HukoTutens MnacTbips
The Nicotinell Patch program therapy can itself be a sufficient MnacTsips Mnacteips 7 mr/24 vaca
substitute for nicotine. However, people who smoke more than 10 21 Mr/24 vaca* 14 mr/24 vaca
cigarettes a day, people who experience breakthrough cravings to

smoke, or those who have not been successful at quitting smoking
with single-therapy can benefit from the use of another nicotine
replacement therapy. Nicotine-containing gum preparations can
be used to relieve breakthrough cravings to smoke. When using
these products in conjunction with the use of patches, do not use
more than 15 pieces of gum containing 2 mg nicotine, or 10 pieces
of gum containing 4 mg nicotine per day. You should try to use as
few pieces of gum as possible per day.

‘You might feel a sudden craving to smoke long after you have given
up smoking and completed using the Nicotinell Patch program.
Remember! You can use nicotine replacement therapy again if you
feel a sudden craving to smoke again.

If you feel that the medicine is too strong or is not helping you,
consult with the doctor or pharmacist.

Do not exceed the recommended dosage.

For external use only.

Directions for use:

1. Decide where you will put the patch.

* Choose a hairless area of skin to make sure that the patch sticks
properly, e.g., the front or side of the chest, the back or the upper
arm. Avoid sticking the patch on skin which is red or irritated.

If the patch does not stick successfully you may try to stick
it on any other body site (such as the outer thighs or top of

* 3aByCHT OT peakLu Ha OTBbIKaHNE
** B cnyyae, eCnu CUMATOMbI YJ0BNETBOPUTENbHI

He HauwHaiiTe nporpammy ¢ atana “OkoHyaHue neyeHns”.

Haknevsaiite oanH TpaHcaepmanbHbii NacTbipb B AeHb. BaxHo, 4To0bI
NNacTbipb OCTABAMCA HAKNEEHHbIM B TEYEHWE [HSA U HOuM, 0C0O6EHHO ecu Bbl
Hy>X1aeTeck B NOMOLL B NPEOJONIEHNN TAM K curapeTe paHo yTpoM. Ecam Bl
6epeMeHHbI, yaaniTe NNacTbIpb Nepej CHOM.

lporpamma nevermns nnacteipaMu HUKOTUHENb cama no cebe MOXeT ObiTb
[0CTaTO4HOM HUKOTUHO-3aMellatollen Tepanueid. Bmecte ¢ Tem, moan
BbikypuBatoLLme 6onee 10 curapeT B AeHb, MM, NEPEXVBAIOLLME NPUCTYNbI
HenpeoAoNMMON TArM K KyPEHWIo, Um Te, KOMy He yAanoch npekpariTb
KypUTb NOCNe 0JHOKPATHOM Tepanuu, MOryT AOGUTLCS ycnexa, MpUMeHss
JLONONHUTENbHbIN 3aMEHUTENb HUKOTUHA. MOXKHO 1CT0Nb30BATb Npenaparsl B
BU/IE XEeBATENbHON PE3VHKY, COAEPXKaLLE HUKOTUH, YTOGb! 06NErynTh CUMbHLIA
1103b1B 3aKypHTb. [1pit MPUMEHEHIN STUX MPENapaToB B COYETaHM C MIACTBIPAMM,
He 1CTIoNb3yiiTe B fieHb Gorniee 15 xeBaTeNbHbIX PE3NHOK, COAEPXALLMX 2 M
HUKOTUHA, Wnn 6onee 10 XkeBaTeNbHbIX PE3NHOK, COAEPXALLVX 4 M HUKOTUHA.
lMocTapaiiTech ynoTpe6nsTh kak MOXHO MEHbLUE XKEBATESbHbIX PE3NHOK B
NeHb.

Bbi MOXETe No4yBCTBOBATL BHE3AMHYIO TArY K KYPEHWIO CMIYCTA AMMTENbHbIA
nepyo/} BPEMeHM N0CIe TOro, Kak NPeKpaTiM KypuThb 1 3aBepLUMIA Nporpammy
nederus nnacTbipamin Hukoturens. Momuute! Bbl MOXETE NpUMEHNTHL
3aMEHUTENM HUKOTUHA eLle pas, B ciy4ae, ecnu Bbl cHOBa nouyBCTByeTe

the buttocks) or re-apply the patch after cleaning the area with
medical alcohol and waiting until it dries naturally.

Avoid areas where the skin creases or folds when you move (such
as over a joint).

Make sure that the skin is completely clean and dry. After a hot
bath or shower you may continue to sweat even after wiping
your body. Wait until the skin is completely dry before sticking
the patch on. Never powder or oil your skin before putting on a
patch as it may not stick properly.

During handling the patch avoid contact of the hands with
the eyes and nose. Wash your hands after application of the
patch.

2. Opening the sachet:

The sachet is child-proof. Open by cutting with scissors along
the marked line (a).

Do not cut the patch.

The patch should be used immediately after removing it from the
sachet.

3. Removing the cover:

First remove the smaller portion of the metal cover (b) and then the
large part (c). Do not touch the adhesive portion of the sticker.

4. Sticking on the patch:

Attach the patch to the place you selected, with the sticky side
to the skin, and press firmly with the palm of your hand for at
least 20 seconds. Measuring this time using a clock can help.
The pressure applied is important because the patch is pressure
sensitive and will not be properly applied if sufficient pressure is
not applied.

Run your finger around the edges of the patch to make sure that
the edges are firmly pasted.

Wash your hands after pasting the patch.

Do not touch and fiddle with the patch during the day.

« Is it permitted to wet the patch?

Yes. You may bathe, shower, swim or exercise. If you applied the
patch according to the instructions, it will usually remain in its
place.

If the patch has fallen off, carefully discard it and apply a new patch
to a different area of the body.

5. Replacing the patch:

Apply a new patch to the skin once a day, at the same time every
day (preferably in the morning). Leave the patch on for 24 hours.
After 24 hours, remove and fold it, with the adhesive side facing
inside, and carefully discard it. If you are pregnant, remove the
patch before bedtime.

The new patch should be applied each time to a different area
of the skin.

Precautions regarding children:

Make sure that even a used sticker does not get into the reach
of children and infants.

The nicotine dose in the patch does not cause damage in smoking
adults, but can cause poisoning and even death in young children.
Each Nicotinell patch is sealed in a special sachet that is child-
and infant-proof. During use, and even after it is removed, the
patch still contains nicotine, and therefore it should be folded and
discarded without getting into the reach of children and infants.
When it is time to remove the sticker, remove it carefully, fold it
with the sticky side facing in, and discard it somewhere out of
the reach of children and infants.

If you accidentally took a higher dosage

Never use more than one patch at a time. An overdose of nicotine
can be dangerous.

If you accidentally took a higher dosage, remove the patch and
wash the skin with water. Do not use soap. The skin will continue
to deliver nicotine into the bloodstream for several hours after the
patch is removed.

Refer to a doctor or to a hospital emergency room.

If a child has used, chewed or swallowed this medicine, or pasted
the patch on himself, refer to a hospital emergency room and bring
the package of medicine with you. In case a child has pasted the
patch on himself, remove the patch immediately from the skin and
wash with water only. Nicotine inhalation or ingestion by a child
may result in severe poisoning.

If you forget to change your transdermal patch at the required
time, change it as soon as you remember, then continue as usual.
Do not take a double dose.

Do not take medicines in the dark! Check the label and the dose
each time you take medicine. Wear glasses if you need them.

If you have further questions regarding use of the medicine, consult
the doctor or pharmacist.

4. SIDE EFFECTS

As with any medicine, use of Nicotinell Patches may cause side
effects in some users. Do not be alarmed when reading the list of
side effects. You may not suffer from any of them.

Stop using the patches and refer to the doctor immediately if

you have any of the following allergic reactions:

« swelling of the face, lips, tongue or throat, difficulty breathing or
swallowing

. |severe itching of the skin, accompanied by a red rash or raised
umps

Additional side effects:

Very common side effects (may affect more than 1 in 10 users):
application site reactions such as redness, itching, edema
(swelling) and stinging of the area.

In the event of a severe skin reaction which will not go away, you
should stop treatment and consult the doctor or pharmacist to
find another form of nicotine replacement therapy.

These effects are usually caused by not changing the site of
application each day. Changing the application site each day
will allow the irritation to disappear naturally and cause you only
a little discomfort.

Common side effects (may affect 1-10 in every 100 users):
agitation, anxiety, nervousness, sleeping disorders, abnormal

.

BHE3aTHBI/ TT036IB 3aKypWTh.

Ecnm Bl 4yBCTBYETe, YTO npenapar ABMAETCA CIULLKOM CUIbHBIM NN He
romoraeT Bam, NPOKOHCYNbTUPYiATECH C BPaU4OM UM (hapMaLeBToM.

He npesblwaiite pekoMeHayeMmyio 403y.

TonbKO ANS HAPYXXHOTO MPUMEHEHNS.

Cnoco6 npuMeHeHus:

1. Pewmre, Kyna Bbl HakneuTe nnacTbipb.

* BblbepuTe y4acTok KoXy CBOGOAHI OT BONOC, HTOObI MNACTbIP NPUKNENNCS

KaK CreflyeT, HanpuMep, Ciepean uin 60Ky rpyau, CiHbl UK BepXHeit
4acTv nneya. M3beraiite HakNenBaHUs MNAcTbIps Ha MOKPACHEBLLYIO UK
BOCMasNeHHYIo KOXy.
Ecnu nnacTbipb He HaknensaeTcs, Bl MOXeTe NONbITaTbCs HAKNe!Tb ero Ha
Nto6oiA ApYroi y4acToK Tena (HanpuMep, Ha BHELLHIOK CTOPOHY 6efpa uim
BEPXHIOK YaCTb SrOANLIbI), UMM NOMbITATECH 3aHOBO HAKNENTb MNACTbIPS,
04MCTMB yHACTOK C MOMOLLIbIO MEAMLIMHCKOrO CTIPTa, 1 MO0 ANTE, NOKa OH
BbICOXHET ECTECTBEHHbIM NMyTEM.

* VI36eraiiTe HakneuBaHus Ha Te y4acTki Tena, rAe KoXa MOPLUMTCS Wi

cobupaeTes B cknaaky, Korja Bul jBuraeTech (HanpuMep, Ha cycTas).

Y6eanTech, 4T0 K0Xa NONHOCTLHO YMCTas U cyxast. [locne ropsueil BaHHbI nm

nywa Bbl MOXeTe MpofonkaTh NoTeTb, AaXe Nocne BbiTupaxus Tena. Mepes

HaKneuBaHueM NNacTbipsi MOA0XKANTE, NOKA KOXa MONHOCTbIO BLICOXHET.

Hukoraa He nyapuTe WM He cMaabiBaiTe KOXY nepefd HakneuBaHuem

NNacTbIPsi, Tak Kak OH MOXET He MPUKNEUTLCS Kak CriedyeT.

Mpu conpUKOCHOBEHMM € NnacTbipeM U3beraiiTe KOHTaKTa pyK ¢ Fnasamu
W HOCOM. BbIMoiiTe pyKku nocne HaknensaHUs NNacTbIps.

2. OTKpbIBaHWe NaKeTuKa:

MakeTuK 3alumLLeH OT AeTeid. YToGbl OTKPbITb, PA3pexbTe HOXHULAMH BAOMb
OTMeYEHHOI NWHWK (a).

He pa3pesaiiTe nnacTbipb.

lpvmeHsiTe NNAcTbIPb Cpasy Mo M3BNEUEHNN Ero U3 NakeTyKa.

3. CHATHE NOKPLITUS:

CHavana yajanuTe MeHbLLYyt 4acTb METanIM4eckoro NokpbITus (6), a 3aTem —
GonbLuyto 4acTb (8). He npukacaiitech K Knekoit CTOPOHe NAacTbIps.

.

4. Hakneuwsanue nnactbips:

* Hanoxwte nnactbipb Ha BbIGPaHHbIA Bamu yqacTok, kneitkoil CTOPOHOIA
K KOXe, ¥ NNIOTHO NMPUXMUTE NaJioHbIO B TEUEHNE MUHMMYM 20 CEKyH.
Yno6HO 3aceub 370 Bpems no 4acam. MpunoxeHHoe AasneHne BaxHo, Tak
KaK nnacTbIpb YyBCTBUTENEH K AABNEHNIO U HE NPUKIENTCS Kak CrefyeT, ecin
He ByAeT AOCTaTOYHOrO AaBREHMS.

MpoBewTe NasnbLieM no KpasiM NNacTbIpsi, YT0BbI y0CTOBEPUTLCS, HTO Kpast
TLATeNbHO NPUKNEEHbI.

Mocne HakneMBaHUs NNacTbIps BIMOIATE PyKy.

He crepyeT npukacaTbesi K nnacTbipio v MPOU3BOANTL Kakue-neo JeiicTBIs
C HIAM B TeUeHMe JHS.

* MoxHo nu MO4UTb NNacTbipb?

ﬂa. Bbl moxxeTe KynaTbCs, NPUHUMATb YL, NNaBaTh UK 3aHUMATLCA CNOPTOM.
Ecnn Bbl Haknenn nnacTbipb B COOTBETCTBIN C MHCTPYKLMSMM, Kak NpaBuno,
OH 0CTAHEeTCA Ha MecTe.

Ecnn NNacTbIpb OTAEMNCS OT NOBEPXHOCTU KOXM, OCTOPOXKHO BbIKUHLTE €ro 1
HaKNeiTe HOBbIA NNACTbIPL Ha APYroi y4acToK Tena.

5. 3ameHa nnacTblps:

TMoMmeLLaiiTe HOBbII NNACTbIPL HA KOXY OAMH Pa3 B [ieHb, B TO Xe CaMoe BPemst
Kax/blit ieHb (xenatenbHo ¢ yTpa). OcTaBbTe NnacTbipb Ha 24 yaca. Mo
VUCTEYEHNN 24 4ACOB CHUMMTE MNACTbIPb 1 CNOXWTE ero KneiKkoi CTOPOHO#
BHYTPb, ¥ 0CTOPOXXHO BbIBPOCLTE ero. Ecnv Bbl 6epeMeHHbI, CHMaiATe nnacTbipb
nepes CHOM.

Kasxablit pa3 nomeLLaiiTe HoBbIA NNACTbIPb Ha APYTOA yHACTOK KOXM.
Mepbl NPe0CTOPOXKHOCTY B OTHOLUEHWM AeTeil:

Y6eauTech, YTO axe UCTIoNb30BaHHbIA NNacTbipb He OyAeT AOCTYNeH Ans
[LeTen U MnafeHLes.

[lo3a HUKOTVHA B NNACTBIPE HE MPUUMHUT BPEAA KYPALLMM B3POCTIbIM, HO
MOXXET BbI3BATb OTPABIIEHNE 1 laXe CMEPTb Y ManeHbKux aeTeit. Kax bl
nnacTbIpb HWKOTMHENb 3aneyaTtaH B Cr IOM NakeTuke, oM
0T AI0CTYNa ANs fieTeii v MnafieHLes. Bo Bpems UCnonb3oBaHms v Aaxe nocne
€ro yaanexus nnactbipb NO-NPe>KHeMy COAEPXXUT HUKOTUH, U MOITOMY ero
CrneayeT cknaabiBatb U BblﬁpaCblBaTb B MecCTe, He0CTYNHOM Ans }ZleTeﬁ n
MnazeHLes. Koraa npuxoauT Bpems yAanuTb NNacTbIpb, OCTOPOXKHO CHUMMTE,
CROXWTE €ro KNeikoi CTOPOHOM BHYTPb, U BLIGPOCLTE B MECTE, HEAI0CTYNHOM
AN feTeil U MnajeHLes.

Ecnm Bbl no owmbke npesbicunu Ao3y

Hukorpa He mpuMeHsiiTe GombLue 04HOTO NNacTbips 3a paa. Mepefo3nposka
HUKOTUHA MOXET BbITb ONACHOIA.

Ecnm Bbl no owwumbke npeBbICN 03y, CHUMUTE NNACTLIPL U POMOIATE y4acToK
80A0/1. He ucnonbayiite Mbino. Koxa npofomxuT BbIAENATb HUKOTUH B
KPOBOTOK B TE4EHME HECKOMbKVX 4aCOB NOCIIE CHATYUS MNACTBIPS.

O6patuTech k Bpauy U B NPUEMHOE OTAeNEHIE G0NTbHHLbI.

Ecnm pebeHok npumernn, pasxesan unm npornoTvn AaHbliA npenapar, uim
HaKnenn NNacTbIpb Ha Ce6s, HeMeANeHHo 06PaTUTECh B NPUEMHOE OT/ENeHNe
60MbHMLLI ¥ BO3bMMTE C COBOI yNakoBKy npenapata. B cny4ae, ecnm pe6eHok
HaKneun NnacTbipb Ha ce6s, HeMe/NeHHO yanuTe NAacTbIPb C KOXM v NPOMOiiTe
€€ TOfbKO BOAIOW. BabixaHMe an npornaTbiBaH1e HUKOTMHA 1ETbMU MOXET
MPUBECT K TAKENOMY OTPaBIIEHNIO.

Ecnu Bbl 3a6bin1 NOMEHATb TPaHCAEPMaNbHbIii NNACcTbIPb B HY)XKHOE BPeMs,
NOMEHsITE €ro, Kak TonbKo Bbl BCMOMHMAK, ¥ NPOAONXaNTE Kak 06bl4HO. He
NpUHUMaNTe ABOMHYIO A03Y.

He npuumaiite npenapartbi 8 TemHoTe! Kaxbiid pas npy npumeHeHum
npenapara npoBepsuTe STUKETKY 1 03MPOBKY. [y HEOOXOAMMOCTH NONL3YITECH
04Kamu.

Ecnmn y Bac uMetoTcst I0NONHUTENbHbIE BOMPOCHI OTHOCUTENBHO MPUMEHEHNS
npenapara, NocoBETYATECh C BPAUOM Ui (hapMaLleBToM.

4. MOBOYHbIE ABNEHUA

Kax 11 npy nieveHm nioGbiM MpenapaToM, MpuMeHeHue nnacTbipeit HukoTuHens

MOXET BbI3bIBATb NOGOYHbIE SBJIEHUS Y HacT NaUMEHTOB. He TpeBoXbTeCh

Mpy YTEHM crncka nobouHbIX sBneHunit. BoamoxHo, Bel He 6yaeTe cTpapath

H OZIHUM 13 HUX.

MpekpaTuTe NpUMeHeHNe U HeMefNeHHo obpaTuTech K Bpayy, ecv Bbl

CcTpaziaeTe O/HUM U3 CTIEAYHOLLMX aNNepriieckX SIBMEHN:

* OTeK JIMLa, ryb, i3blka UMK ropna, 3aTPyAHEHNs! AbIXaHus UK TNOTaHNs!

* CUMbHbIA KOXHBIA 3yA, COMPOBOXAAKLMACS KPACHOR CbiMblo MK
BONAbIPAMM

.

[lononHuTenbHble Mo6oYHbIE SBNEHNS!:

OueHb pacrpocTpaHeHHble MOGOYHbIE SBAIEHNS (MOrYT BMSITL Ha Gonee, HeM

113 10 none3oBarene):

* Peakuun B MeCTe HakneuBaHus, Takue, Kak MokpacHeHue, 3yA, 0Tek
(MPUNYXNOCTb) M XOKEHME B JAHHOM y4acTKe.

. ﬁreeamsh dizzi disorder i | ditl B Cyuae BOHNKHOBEHMS TAXENOii KOXHOI PeakLuy, KoTopast He MpoXOfMT,
eadache, dizziness or disorder in muscle condition MDEKDATTE flevieHite U OGPATTEC) K Bpady AW (hapMALEETY, 4TOGb! HITA
* cough JIPYFO€ HMKOTUHO-3aMEHSEMOE NIeeHVe.

nausea, abdominal pain or indigestion

* muscle discomfort or arthritis

These effects are often mild and will wear off naturally and rapidly
once you have removed the patch.

Uncommon side effects (may effect 1-10 in every 1,000 users):
« disturbance in attention, sleepiness, mood changes, irritability,
depressed mood or confusion

OO6bI4HO TakKue SBNEHUS BOSHUKAIOT, ECNU He MEHSTb KaXAbli feHb
Yy4acTOK HakneuBaHus. Ka)KJIlOJIlHeBHaH CMeHa y4acTka HakfneuBaHus
MO3BOJUT PAa3APAXKEHNI0 UCHE3HYTb ECTECTBEHHbIM MyTEM, U BbI30BET JIULLb
HE3HAUMTENbHbIA AMCKOMAOPT.

PacnpocTpaHeHHble No604Hble ABNeHUs (MOryT BAMATL Ha 1-10 U3 KaXabIX

100 nonb3osateneii):

* 6ECrOKOICTBO, TPEBOXKHOCTb, HEPBO3HOCTb, HAPYLLEHNS CHA, aHOMasbHbIE

« tingling or numbness, changes in taste or blurred vision CHbl 6
hd .
+ palpitations rON0BHAs! 607, FONOBOKPY)KEHYE WM MbILIEUHbIE HAPYLIEHVS
* Kawenb

high blood pressure or hot flushes

infections of the upper respiratory tract

vomiting, constipation, diarrhea, flatulence or dry mouth
excessive sweating

joint pain, muscle cramps or back pain

feeling of weakness, pain or discomfort

Rare side effects (may affect 1-10 in every 10,000 users):
* tremor

* TOLHOTA, 60Mb B XXMBOTE WN HAPYLLEHIE NULLEBAPEHNS

* Mbll€YHble 60NV UNK BOCTIANEHUS CyCTaBsoB

QT SIBNIEHNs 06bIYHO yMePEHHbIE Y MPOXOAST €CTECTBEHHbIM NyTEM 1 GbICTPO,

€CIW CHATb MNACTbIPb.

HepacnpocTpaHeHHble Mo604Hble SBREHNS (MOryT BMMSTL Ha 1-10 M3 Kaxabix

1,000 nonb3osareneil):

* HapyLUeHVe KOHLEHTPALMM BHUMAHWS!, COHIIMBOCTb, U3MEHEHMS HACTPOBHMUS,
Pa3apPaXMUTENbHOCTb, YTHETEHHOE COCTOSHME AyXa UMM CMyTaHHOCTb

« chest pain, shortness of breath or irregular heartbeat CO3HaHWs

« skin discoloration or inflammation of blood vessels often * MoKasblBaHne WK OHeMeHWe, BKYCOBbIE U3MEHEHUS UK HEeYeTKOCTb
accompanied by skin rash 3peHus

Mouth ulcers may be related to stopping smoking and not to the * CepAuebuenue

treatment.

If a side effect occurs, if one of the side effects worsens or if you
suffer from a side effect not mentioned in this leaflet, consult with
the doctor.

Side effects can be reported to the Ministry of Health by clicking
on the link “Report Side Effects of Drug Treatment” found on the
Ministry of Health homepage (www.health.gov.il) that directs you
to the online form for reporting side effects,

or by entering the link:
https://forms.gov.il/globaldata/getsequence/getsequence.aspx?fo
rmIype= AdversEffectMedic@moh.gov.il

5. HOW SHOULD THE MEDICINE BE STORED?

« Avoid poisoning! This medicine, and any other medicine, should
be kept in a safe place out of the reach and sight of children and/
or infants in order to avoid poisoning. Do not induce vomiting
unless explicitly instructed to do so by the doctor

Do not use the medicine after the expiry date (exp. date) that
appears on the package/label. The expiry date refers to the last
day of that month

Storage conditions: Store below 30°C

6. FURTHER INFORMATION

« In addition to the active ingredient, the medicine also contains:
Acrylate/Vinyl Acetate Copolymer, Siliconized Polyester Film,
Eudragit E, Aluminium Coated Polyester Foil, Medium Chain
Triglycerides.

What the medicine looks like and the contents of the package:
Each patch is a transdermal therapeutic system that includes
a flat, round, yellowish patch. The patch is protected from the
back by a metallic-colored rectangular frame that needs to be
discarded before application.

Nicotinell Patches packages contain 7 or 28 patches.
Not all package sizes may be marketed.

Registration Holder and address: GSK CONSUMER HEALTHCARE
ISRAEL LTD., P.O.B. 3256, Petach-Tikva

Manufacturer and address: GlaxoSmithKline Consumer Healthcare,
Schweiz AG, Risch, Switzerland

This leaflet was checked and approved by the Ministry of Health
in February 2017
Minor changes 03.2017, 07.2017, 03.2018.

Registration number of the medicine in the National Drug Registry
of the Ministry of Health:

Nicotinell 21 mg/24 h Patch: 056-90-26988

Nicotinell 14 mg/24 h Patch: 057-22-26983

Nicotinell 7 mg/24 h Patch: 056-89-26984

Trade marks are owned by or licensed to the GSK group of
companies.
©2018 GSK group of companies or its licensor.
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BbICOKOE apTepuasbHoe aBneHue KPOBK Ui NpUimBbI

MHDEKUMY BEPXHIX [ibIXaTeNbHbIX MyTei

pBOTA, 3anop, Anapes, METE0PU3M UK CyXOCTb BO PTY

upe3mepHOe NOTooT/eNeHe

60nb B CyCTaBaX, MbllLEYHbIE CyZI0POrY UK 60Nk B CTIMHE

olyuienue cnaéocTi, 6onm umm auckomcopTa

Peakue no6oyHble siBneHus (MoryT BausTs Ha 1-10 u3 kaxaeix 10,000

ronib3oBarTene):

* [poXb

* 60nb B rpyAu, OfibILLKA NN HEperynspHoe cepauebnenme

* VI3MEHeHVe UBETa KOXU UIv BOCMasneHmne KPOBEHOCHbIX COCYAOB, 4acTo
COMPOBOXARIOLEECS KOXHOI ChiMbio

AdTbl BO pTy MOryT GbITb CBSI3aHbI C MPEKPALLIEHNEM KYPEHWS, @ HE C NIEHEHNEM.

Ecnn Bo3HukaeT no6o4Hoe SBNEHMe, eCiv 0AHO M3 MOBOYHBIX SBNEHWI

CTaHOBHUTCS 60Mee BbIPaKeHHbIM Uk Xe Bbl cTpagaeTe 0T NOGOYHOr0 SBNEHNS,

HE YNOMSHYTOro B MHCTPYKLWW, NOCOBETYNUTECH C BPA4YOM.

O noGOYHbIX SBNEHMSX MOXHO COOBLUMTL B MUHCTEPCTBO 3APaBOOXpaHEHNS,

HaxaB Ha cCbinky “OT4eT 0 MOBOYHbIX SBNEHUAX BCNEACTBUE

Me/IMKaMEHTO3HOr0 NIeYeHNs”, HaXOAALLYIOCS Ha OMALLHei CTpaHuLe caiTa

MunucTepcTsa 3apaBooxpaqenus (www.health.gov.il) n HanpasnsioLLyto

Ha (hOpMy OHNaiiH, NpeaHa3Ha4EHHYIO AN OT4eTa 0 MOGOUHbIX SBREHNAX,

UM Nepeias o Ceblnke:

https://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=Advers
EffectMedic@moh.qgov.il

5. KAK CNEAYET XPAHWUTb MPENAPAT?
Wa6eraiite oTpanenus! OToT npenapar, Kak 1 No6oiA Apyroi, HapnexuT
XPaHWTb B 3aKPbITOM, HEJIOCTYNHOM ANS AeTel Wunu MnajeHLes MecTe, 1
BHE N0NIA WX 3PeHNs, BO 3bexaHue oTpasnenms. He BbiabiBaiiTe peoTy 6e3
NoJTy4eHUs TOYHbIX yKaGaHV]V] Bpava.
He npumMeHsiiTe npenapart nocne UCTeYEHUs CPOKa ero roHOCTM (exp.
date), ykazaHHOro Ha ynakoBKe/aTukeTke. [laToil UCTe4eH!s Cpoka roAHOCTH
ABAAETCA NOCNEAHUA fAEHb YKa3aHHOro MecsiLia.
Yenous xpaHerus: XpaHuTe npyu Temnepartype Hivke +30°C.

6. AONOJIHUTEJIbHAA UHOOPMALIUA

* B fononHeHue K akTMBHOMY BELLECTBY Mpenapat Takke COAePXHT:
Acrylate/Vinyl Acetate Copolymer, Siliconized Polyester Film, Eudragit E,
Aluminium Coated Polyester Foil, Medium Chain Triglycerides.

* Kax BbIrnsguT npenapar 1 KakoBo COAEPXMMOe YNaKoBKM:
Kaxpplit nnacTbipb — 8T0 TepaneBTH4eckasi TpaHCAepManbHash CUCTEMa,
BK/tOYatoLas NNOCKWIA, KPYriblid, XeNnToBaThlil NNacTbipb. 3afHss
MOBEPXHOCTb MNACTLIPS! 3aLLMLLIEHA MPSMOYTONbHOM PAMKOI METANM4ECKOr0
LiBETa, KOTOPYI0 HEOOXOAMMO YAaNUTh MEPEA HAMOXKEHNEM MNACTbIPS.

Ynakoskin HukoTuHens MnacTeipu coaepxar 7 unn 28 nnacTbipeii.

B03MOXXHO, TO He BCe pa3Mepbl YakoBOK 6yyT B MPOAaxe.

Bnageneu nuuensun u agpec: GSK KOHCbIOMEP XEJICKENP U3PAUNb

NT[., a/s 3256, MeTax Tukea.

MpomssoanTens u appec: MakcoCmutKnaitn Koxcbtomep Xenckeitp, LLiseiis

AG, Puw, Liseituapus

[laHHasi MHCTPyKuMS npoBepeHa M yTBepxaeHa MuHMCTEPCTBOM

3npasooxpareHns B Gespane 2017

Heb6onbluve uamerenus 03.2017, 07.2017, 03.2018.

PeructpaunoHHelii Homep npenapata B [ocyaapcTBeHHoM PeecTpe

NeKapcTBEHHbIX CPeACTB MUHUCTEPCTBA 3ApaBOOXPAHEHMS:

HukoTuHenb MnacTbipe 21 Mr/24 yaca: 056-90-26988

HukotuHenb MnacTbips 14 Mr/24 yaca: 057-22-26983

HukoTuHenb MnacTbips 7 Mr/24 yaca: 056-89-26984

Toprosble Mapki SBNSOTCS COGCTBEHHOCTBIO MW NULEH3UPOBAHbI TPyNoi

Komnanmii GSK.

©2018 Ipynna komnaxuit GSK nunm ee chpaHLumaa.
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