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Patient leaflet in accordance with the Pharmacists’ Regulations (Preparations) — 1986
The medicine is dispensed without a doctor’s prescription

Efferamol
Effervescent tablet

1) Name, dosage form and strength of the medicine:

Name of the medicine: Efferamol

Dosage form: Effervescent tablet

Active substance in each tablet: Each effervescent tablet contains paracetamol 500 mg

Each tablet also contains: sodium 332 mg

For the list of inactive ingredients and allergens - see section 6.

Read the entire leaflet carefully before using the medicine. Keep this leaflet. You may need to read
it again.

This leaflet contains concise information about the medicine. If you have further questions, ask the doctor
or pharmacist.

This medicine is dispensed without a doctor’s prescription and is intended for adults and children
weighing more than 33 kg. You must take the medicine properly. Consult a pharmacist if you need
furtherinformation.

Contact a doctor if the fever persists for more than 3 days or if the disease signs (symptoms) do
not resolve within 5 days despite using the medicine.

What is the medicine intended for? The medicine is intended for relief of pain and reduction of
fever caused by various reasons, such as headaches, toothache, cold, influenza, rheumatic pain and
menstrual pain.

Therapeutic group: Analgesic and antipyretic.

2) Before using this medicine:

Do not use the medicine:

« If you are sensitive (allergic) to the active substance paracetamol or to any of the other ingredients of
the medicine. The active substance is indicated in section 1 and the other ingredients are specified
in section 6.

Special warnings regarding use of the medicine:

If you have developed in the past skin side effects as a result of taking medicines containing paracetamol,
do not take medicines containing paracetamol, so that severe skin effects are not caused again.

The medicine contains paracetamol which may cause liver damage when:

—  Given at a dosage higher than the recommended dosage or for a prolonged period.

— Alcoholic beverages are consumed during the treatment.

— Additional medicines which affect liver function are taken.

Do not use this medicine often without consulting a doctor.

Do not take additional antipyretics and analgesics or medicines for cold without consulting a doctor or
pharmacist - to prevent paracetamol overdose or poisoning.

Do not take additional medicines containing paracetamol.

Avoid taking a high dosage of this medicine (within the recommended dosage limits) when fasting.

If you are sensitive to any food or medicine, inform the doctor before taking the medicine.

Consult a doctor before starting treatment if you are suffering, or have suffered in the past from:
« Liver disease or impaired liver function

« Impaired kidney function

 Alcoholism

« Jaundice

« If you are pregnant or breastfeeding

If you are taking, or have recently taken, other medicines, including non-prescription medicines, food
supplements and vitamins, tell the doctor or pharmacist. In particular, inform the doctor or pharmacist
if you are taking a medicine from the following groups or if you have recently completed treatment with
the medicine:

Anticoagulants (e.g. warfarin)

Medicines stimulating the production of liver enzymes (e.g. rifampicin, barbiturates)

Medicines for treatment of epilepsy (e.g. phenytoin, carbamazepine)

Medicines of the non-steroidal anti-inflammatory drugs (NSAID’s) class such as: acetyl-salicylic acid
(aspirin) or other salicylates

Metoclopramide or domperidone (for treatment of nausea, vomiting and other gastrointestinal problems)
Chloramphenicol (an antibiotic)

Probenecid (for treatment of gout)

Cholestyramine (for reduction of excessive levels of blood lipids)

Use of paracetamol and alcohol consumption: During the treatment with paracetamol, do not
consume alcohol due to increased risk of liver damage.

Pregnancy and breastfeeding: If you are pregnant or breastfeeding, consult a doctor before starting
treatment with this medicine.

Use in children: This medicine is intended for adults and children above the age of 6 years, see section
3 “How should you use the medicine”.

Parents must report to the attending doctor of any side effects as well as any additional medicine given to
the child.

Important information about some of the ingredients of the medicine: Each tablet contains 332 mg of
sodium (present in table salt). This quantity is about 22% of the maximal daily intake recommended for adults.

3) How should you use the medicine?

Check with the doctor or pharmacist if you are not sure.

The standard dosage unless instructed otherwise by the doctor:

Adults and children aged 12 years and older: 1-2 effervescent tablets dissolved in a glass of water every
4-6 hours as required.

Do not exceed the dose of 8 effervescent tablets per 24 hours.

Children below the age of 12 years, weighing more than 33 kg: One effervescent tablet dissolved in a
glass of water every 4-6 hours as required.

Do not exceed the dose of 4 effervescent tablets per 24 hours.

Do not exceed the recommended dose. Ensure dissolving the effervescent tablet in water prior to
drinking the solution (see “Instructions for use” below).

Contact a doctor if the fever persists for more than 3 days or if the disease signs (symptoms) do
not resolve within 5 days despite using the medicine.

Instructions for use: Do not swallow the effervescent tablet in its dry and solid state. Prior to taking the
medicine, dissolve the effervescent tablet in a glass containing a small quantity of water and mix with a
teaspoon, as required.

The medicine dissolved in water has a pleasant taste. Drink the solution directly from the glass
immediately after preparing it.

Take the medicine after a meal, on a full stomach.

If you have taken an overdose or if a child has accidentally swallowed some of the medicine, immediately
contact a doctor or a hospital emergency room and bring the package of the medicine with you. Do not induce
vomiting without an explicit instruction of the doctor! Even if you feel well, immediate treatment is necessary
due to the risk of developing severe liver damage. Side effects may include nausea and vomiting, diarrhea,
loss of appetite, abdominal pain, swelling, increased sweating, pain or tenderness in the upper abdomen; they
may not reflect the severity of liver damage.

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

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

4) Side effects:

As with any medicine, use of this medicine may cause side effects such as dizziness in some users. Do
not be alarmed by the list of side effects. You may not suffer from any of them.

Severe side effects: Discontinue the treatment and contact a doctor immediately -

If acute allergic reactions occur, such as: rash and itching, swelling of the face, lips, tongue, throat and/
or extremities, which may cause difficulties breathing or swallowing.

Paracetamol may, in rare cases, cause the appearance of severe skin diseases, the signs of which may
be: redness, rash, blisters, extensive skin damage.

Acute skin side effects may appear even if you have previously taken medicines containing the active
ingredient paracetamol without any problem. If skin side effects appear, discontinue the treatment and
contact a doctor immediately.

If signs of changes in the blood system occur, such as: bleeding, bruises, development of inflammations
more easily.

If a side effect appeared, if any of the side effects is worsening or if you experience any side effect
not mentioned in the leaflet, consult the doctor immediately.

Side effects can be reported to the Ministry of Health by using the link “Reporting side effects due to
medication therapy” located on the Ministry of Health home page (www.health.gov.il) directing to the
online form for side effects reporting, or by entering the link:

https://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il

5) How to store the medicine?

Avoid poisoning! This medicine and any other medicine should be kept in a closed place out of the reach
of children and/or infants in order to avoid poisoning. Do not induce vomiting without an explicit instruction
of the doctor.

Do not use the medicine after the expiry date (exp. date) appearing on the cylinder package.

The expiry date refers to the last day of that month.

Storage conditions: Store at a temperature below 25°C. Keep the cylinder with the effervescent tablets
tightly closed.

Shelf life after first opening: After first cylinder opening, the medicine can be used for a period of 6 months.

6) Additional information:

In addition to the active substance, the medicine also contains the following inactive ingredients:

Sodium Hydrogen Carbonate, Citric Acid Anhydrous, Sorbitol, Saccharin Sodium, Orange Flavor,

Sucrose Monopalmitate, Povidone K30.

What does the medicine look like and contents of the pack: the medicine looks like a white, round

and flat tablet.

The effervescent tablets are packed in a plastic cylinder with a stopper. Each plastic cylinder contains

10 effervescent tablets.

Pack size: The medicine is supplied in a pack, as detailed below:

» Carton packs containing 1-10 plastic cylinders. The number of cylinders in each carton pack may
change according to the pack size. The number of effervescent tablets in each pack is indicated on
the carton pack.

* Occasionally not all the packs are marketed.

Marketing Authorization Holder: Tree of Life Pharma Ltd., company number 513071621, P.O.B. 799,

Lod 7110604.

Manufacturer: E-Pharma Trento, Trento, Italy.

The format of this leaflet was determined by the Ministry of Health, and its content was checked and

approved by the Ministry in June 2017 (N.G. 7/2017)

Registration number of the medicine in the National Drug Registry of the Ministry of Health: 158.67.34469.00

[Updated version as per 11/Dec/ 2017] ; EFRMOL-PIL-V001

MHCTpyKUMS No npuMeHeHunto npenapara, B COOTBETCTBUM C «[lonoxeHnem o hapmavestax (Mpenapartbl)» - 1986
NekapcTBo npopaetcs 6e3 pelenTa Bpaya
Adpdepamon
LUnnyyas Tabnetka
1) HasBaHue npenaparta, ero ¢oopma U 4O3UPOBKaA:
HasBaHue npenaparta: Ocdepamon
®opma npenapara: wuny4yas tabnetka
CocTaB aKTUBHOro BellecTBa B KaxaoW Tabnetke: kaxdas wwunyyas Tabnetka copgepxut 500 mr
napauertamona (Paracetamol 500 mg)
Kaxpas TabneTka Takxe cogepxut 332 mMr Hatpus (Sodium)
HeakTuBHbIE 1 annepruyeckue BELECTBa: CM. NMYHKT 6 VIHCTpyKumuu.
Mpexae 4yem HayaTb NpMMeHeHUe Npenapara, BHUMaTenbHO npoyTuTe MHCTPYKUMIO A0 KOHLA. XpaHuTe
[aHHyto MHcTpykumio. Bo3aMoxHO, Y4TO Bam NpuaETCs NpoyecTb ee ele pas. VIHCTPYKUMSt CoaepKUT KpaTKyto
nHopMmaLmio o npenapate. Ecnu y Bac ecTb AONONHATENbHBIE BONPOCHI, 06paTUTECh K Bpady Unu hapMaLeBTy.
31oT npenapar npoaaetca 6e3 peuenTta Bpaya M npegHa3HayeH AnsA B3pOCnbIX M AeTel, Bec Tena
KOTopbIX NpeBblwaet 33 kr. Bam cneayeT npMHMMaTh AaHHbIA Npenapat npaBunbHbIM o6pasom. Ecnu
Bam noTpebyeTcs AONONHUTENbHaA UHGopMaunsa, NPOKOHCYNLTUPYATECH Y dhapMmaueBTa.
Cnepyet o6paTUTLCA K Bpayy ecnu xap npopaorkaercs 6onee 3 gHen unu ecnv CUMNTOMbI Ballero
3aboneBaHuUsA He NPOXOAAT B TeyeHWe 5 AHEN, HECMOTPA Ha Npuem npenapara.
[nA Yero npuHMMAaloT AaHHbIN npenapat? penapat npegHasHayeH Ans yToneHust 6onew, BO3HUKLIMX
BCNEACTBUE PA3NMYHbIX MPUYMH, U MOHWXEHUS TemnepaTypbl Tena (B 4aCTHOCTU: ronoBHoW 6onu, 3y6HoM
6onu, NpocTyApl, rpunna, peBMaTU4ecknx U MeHCTpyanbHbix Gonen).
TepaneBTu4eckas rpynna: GoneyTonstoLimne 1 xapornoHuxatoLume cpeacTea

2) Mepen npumeHeHUeM npenapara:

He crneayet NpUHUMaTh Npenapart:

* EcnnBbl CTpagaete anneprmel?l Ha aKTUBHOE BELLECTBO (napaueTaMOﬂ) 1Ny Ha Moo 13 AONONHUTENbBHbIX
KOMMOHEHTOB, cofepXallnxca B npenapare. AKTUBHOE BeLLECTBO YKasaHo B MyHKTe 1 MHCprKLLMM, a
AONONHUTENbHbIE KOMMOHEHThLI NEPEeYUCrieHbl B NMyHKTE 6.

Ocobble npefocTepexeHns B CBA3W C NPUEMOM Nnpenapara:

Ecnu B npoLunom BcneacTeie npuema npenapatos, coaepXallux napaleTtamor, y Bac pasBuinch KoXHble

noGoyHble SIBNEHNS, He CreayeT NpUHUMAaThL CoAepXallve NapaLeTamon npenaparbl, 4To6bl UX MPUMEHEHNE

BHOBb He BbI3BAmO Y BAaC CEPbE3HbIX KOXHBIX MOBOYHbIX SBNEHNIA.

Mpenapat cogepXxuT napaLeTamor, KOTOPbI MOXET NPUYNHUTD yLLEepE NeYeHr B CrieayioLLnX Cryyasx:

—  npu npueme B Goree BbICOKO KOHLIEHTPALW, YeM PEKOMEHAOBaHHas!, UM B TEYEHUE [IUTENbHOMO
BpeMeHu;

—  npu ynotpebnexumn ankoronbHbIX HANUTKOB BO BPEMS Mpuema npenapara;

- Npv Npveme JOMNOMHUTENbHBIX MPEnapaToB, BO3AENCTBYIOLMX HA (DYHKLMW NEYEHU.

He cnepyeT npuHMMaTh AaHHbIA Npenapat YacTo, He NOCOBETOBABLUMCH C BPAYOM.

He cnegyeT npuHMMaTb [OOMOMHWTENbHbIE XaporoHWxatowme unu GoneyTonsiowme npenapatbl, WU
npenaparbl NPOTWB NPOCTYAbI, HE NOCOBETOBABLUMCHL C BPAYOM Unu hapMaLeBTOM — YToObI NpeaoTBpaTuTL
nepefo3vpoBKY WNW OTpaBneHue napaleTaMosriom.

He cnepyeT npuHumath apyrve npenaparbl, coaepalime napaleramor.

CnepyeT usberatb Npvema AaHHOro npenapara B BbICOKOW JO3UPOBKe (Ha BEPXHEN rpaHiLIEe peKoMeHayeMow
[103bl) BO Bpems nocra.

Mepen Hayanom nprema HeobxoAnMMo coobLWTL Bpady, eCnv Bbl CTpaaaeTe anneprieii Ha kakon-nmbo sua
NULLM MK Ha Kakor-nnbo npenapar.

CnepyeT nocoBeTOBaTbLCA C BPa4OM nepef Ha4yanom NpuMeHeHUs npenapara, ecnv Bbl cTpagaeTe Unu
cTpajanu B NpoLUrioM:

« 3aboneBaHneM NeYeHn Unn HapyLleHnem yHKLUW NeveHn

* HapyLweHuem yHKLMM noYvek

« Ankoronusamom

« XenTtyxon

* Ecnu Bbl 6epeMeHHbI 1nn KopMuUTe rpyabto

Ecnu Bbl npyHUMaeTe (VN1 NpMHMManu B nocreaHee Bpems) Apyrue npenaparbl, BKNiovas npenaparbi,
npoaaBaemMble 6e3 pelenTta Bpaya, Wnu nuliesble Ao6aBku U BUTAMUHBI, HEOOXOAUMO COOBLWUTL 06 3TOM
Bpayy unn Q)apmaueBTy, B 00069HHOCTVI, €CIv Bbl NpUHMMaeTe npenapar 13 cneayrLwnx rpynn nnm ecnu Bbl
TONBKO YTO 3aKOHYWIIN MPUEM Takoro npenapara:

AHTUKOArynsHTbl (Hanpyumep, BaphapuH)

Mpenapatbl, akTMBM3NpYtoLLMe BbIpaboTKy hepMeHTOB neveHn (Hanpumep, pudamnuuvH, 6apoutypatsl)
MpoTuBoanuUnenTuyeckme npenapatebl (Hanpumep, heHTonH, kapbamasenuH)

MpenapaTbl W3 rpynnbl HECTEPOMAHBIX MPOTMBOBOCNANUTEnbHbIX npenapatoB (NSAID's), Hanpumep,
auetuncanuuunosas Kucnota (acnupuH) wunu Apyrve canuuunatbl

Metoknonpamua unu 4OMNepuaoH (Ans NeYeHNs TOWHOTbI, PBOTbI U APYTX HAPYLIEHWIA NULLEBAPEHNs)
XnopamdeHnkon (aHTUBUOTHK)

MpobeHeuna (Ans neyeHns noparpbl)

XonectupamuH (Ans NOHWXEHUS YPOBHS XUPOB B KPOBW)

MpuMeHeHWe napaueTraMona M ynoTpebrneHue ankoronsi: He criefyeT NMUTb ankoronbHbIE HaMWUTKU B
nepuoa npuema napauetamona, Tak Kak 370 MNoBbllWaeT pPUCK NPUYUHEHUA ymepﬁa ne4vyexHun.
BepemMeHHOCTbL UNU rpyaHOe BCKapmnuBaHue: ecnv Bbl GepemeHHbl Unu kopmute pebeHka rpyabio,
cnefyet MPOKOHCYNbTUPOBATLCA Y Bpada nepen HayanoMm rnpuemMa rnpenaparta.

MpumeHeHMe npenaparta y AeTen: 3TOT npenapar nNpefHasHadveH Ans B3poCbIX U AeTen B BO3pac-
Te cTapule 6 net (cm. nyHKT 3 «Cnocob npumeHeHus»). Pogutenu 4omkHblI cCOobLWMTL Bpadyy o mto-
BbIX NOBGOYHbBIX ABMEHMAX N 060 BCEX AOMOMHUTENbHbBIX Npenaparax, KoTopble NpUHUMaeT pebeHoK.
BaxHas nHchopMaLma 0 HEKOTOPbLIX KOMNOHEHTaX Npenapara: kaxzaas TabneTka cogepxuT 322 Mr HaTpust
(Sodium, copepxuTcsi B CTONOBOM conw). [laHHOe Konn4ecTBo cocTaBnseT 22% OT MakcUMarbHOro HEBHOTO
noTpebneHns HaTpusi, PEKOMEHAO0BAHHOMO B3POCbIM NIOASM.

3) Kak cnenyeTt npuMeHaTL npenapar?

Ecnv Bbl He yBepeHbl B OTHOLLEHWUM JO3MPOBKYM 1 criocoba npuema npenapara, To HyXHO MPOKOHCYNbTUPOBaTLCS
06 3TOM C Bpa4om unu papmaLeBTom.

MpuHATas no3upoBKa B OTCYTCTBUE APYrUX yKa3aHUii Bpaya:

B3pocnble 1 getv B Bo3pacTe 12 net u crapuwe: 1-2 wunyyne Tabnetku, pacTBOPEHHbIe B CTakaHe BOAbl,
Kaxzable 4-6 yacoB cornacHo notpebHoCcTu.

He cnepnyet npuHumMath 6onee 8 wnnyymx TabneTok B CyTKU.

et B BO3pacTe mnagwe 12 net, BeC Tena KoOTopbix coctaBnser Gonee 33 kr: ogHa wwunyyas tabnetka,
pacTBOpeHHasi B CTakaHe BoAbl, kaxable 4-6 YacoB cornacHo notpeBHocTu.

He cnepnyet npuHumath 6onee 4 wuny4mx TabneTok B CyTKU.

He cnenyet npeBbIaTb pekoMmeHAyeMy [03UPOBKy. CreayeT yoeanTbCs B TOM, YTO LUMNyyas TabneTka
pacTBopunach B BOAe, Npex/ae Yem BbiNuTb PacTBOP (CM. HKe «Crnocob npumeHeHns»).

CnepyeT o6paTUTbLCA K Bpayy ecrnv xap npoporkaeTca 6onee 3 AHeN UMK eCnv CUMNTOMbI Ballero
3aboneBaHuUs He NPOXOAAT B TeyeHue 5 AHeW, HECMOTPA Ha Npuem npenapara.

Cnoco6 NpUMeHeHUs: He CeayeT rmoTaTh LWWMyyyto TabneTky B ee cyxom v TBepaom Buae. MNepen npuemom
npenapara crieayeT pacTBOpUTb LINMYYyLo TabneTky B cTakaHe, coaepallem HeborbLuoe Konn4ecTBo BoAbl,
1 Npy He06XOAMMOCTH pasMeLLaTb PACTBOP MOXKON.

Y pacTBOPEHHOrO B BoAe npenaparta npusiTHbI BKyc. CrneayeT BbINUTb NOMy4YEHHbI pacTBOP NPSIMO U3 CTakaHa
HeMeaNeHHo nocre ero npurotoBneHus. CrneayeT NpMHUMATL Npenapar nocrne efbl Ha NOMHbIV XenyaokK.

Ecnu no owmnGke Bbl NpUHANKU Gonee BbICOKYH A03y Npenaparta, 4em Tpe6yeTcs|, VNN eCrnin No owmnbke

.

.

npenapaT NpOrnoTUn pebeHoK, HemMeaneHHO obpaTuTech K Bpady MMM B MPUEMHbLIA MOKOW GOMbHULbI
1 npuHecuTe ¢ coboi ynakoBKy OT npenapata. He BbisbiBaiiTe pBoTy 6€3 npsmoro ykasaHus Bpaya! Jaxe
ecnu Bbl Xopollo cebsi YyBCTByeTe, HeMe[JIeHHOe OKasaHuWe MoMoLlM HeobxoauMMmo BCNeACTBUE pucKa
NPUYUHEHUA Cepbe3HOoro yuep6a neyeHu. Mo6oYHbIMU ABNEHNSIMU MOTYT BbiTh TOLIHOTA W PBOTA, NMOHOC,
yTpaTa annetuta, 60nM B XWBOTE, B3AyTWE XXMBOTA, MOBbILIEHHAA MOTAMBOCTb, 6onMM MNKM GONe3HeHHble
OLLLLIeHNs B BEPXHEil YaCTK XMNBOTa, KOTOPbIE, BO3MOXHO, HE OTPaXatoT BCIO Cepbe3HOCTb yiiepba neyeHu.

He crnegyet npuHMMaTh nekapcTeo B TeMHoTe! HeoBxoavMmo npoBepuTb 3TUKETKY Npenapara u ero 403y npu
Kaxaom npueme. Ecrniv Bbl Nonb3yeTeck oukamu, HafeHsTe UX Nepes NpMemMoMm JiekapcTaa.

Ecnu y Bac BO3HWKIM [OMOMHUTENbHbIE BOMPOCHI OTHOCKTENBHO Mpuema npenapara, 06paTuTech ¢ HAMM K
Bpayy unu hapmauesTy.

4) No6o4Hble ABNEHUsA

Kak n B cnyyae c no6bIM ApyruMm npenapaTtom, npuem AaHHOro npenaparta MOXET Bbl3blBaTb no6oyHble
SABNEHUs, Takne Kak ronoBOKpPYXEHUe, Y HEeKOTOPbIX nonb3oBatenen. He nyraﬁ'rect,, YuTas nepeyeHb 3TUX
ABMEHWn. BO3MOXHO, YTO Bbl HE MCMbITAETE HU OOHO M3 HUX.

Cepbesuble no6oyHbIe ABMEeHUs, NPy BOSHUKHOBEHUU KOTOPLIX crieayeT NpekpaTtuTb NnpMemM npenaparta
W HeMeANeHHO 06paTUTLCA K Bpayy —

OcTpble annepruyeckme peakumn, Hampumep, CbiNb W 3yA, OTeK nuua, ryb, Asblka, roptaHn m\unm
KOHEeYHOCTEN, cnocobHble BbI3bIBATH 3aTpyaHeHUa ObIXaHua Wnn  rnotaHnA.

B penkux cnyvaax npuem napaveramornia MOXeT Bbl3blBaTb OCTpble 3abonesaHus KOXW, npusHakamun
KOTOPbIX MOTYT ObITb MOKPACHEHWE, CbiMb, MYy3bIPW U PACNPOCTPAHEHHOE NOPAXKEHNE KOXHOI MOBEPXHOCTM.
oCprIe KOXHbl€ NOBOYHbIE SBNEHUS MOTyT BO3HUKATb 1 B TOM CIly4ae, eCcriv B MPOLUSIOM Bbl YXXKe NpuHuManu
npenaparbl, coepxaline akTMBHOe BeLLeCTBO napailetamorna, U He UCMbITbiBanu KaKUx-nnéo npoGneM.
[Mpn BO3HUKHOBEHWW KOXHbIX MOBOYHBLIX SBIMEHWUIA, CrieayeT npekpaTuTb Npuem npenaparta u HeMeAsIeHHO
obpaTutbes K Bpayy.

|-|pVI3HaKVI VN3MEHEHUI B cucTeme KpOBW, Hanpumep, KpOBOTeHeHMI;I, CUHSIKOB 1 Bonee erkoro, Yem paHee,
pasBUTUS BOCTANEHUN.

Mpu nosiBNeHMn NoGoYHOro ABNEHUS, a TakKe eCrni Kakoe-nu6o U3 NoGoYHbIX ABNEHUI ycyrybnsercs
WNW ecnu Bbl cTpagaeTe NPOGOYHBLIM ABNEHMEM, He YKa3aHHbIM B AaHHOW MHCTpyKUuuK, Bam cneayeT
HeMe/IeHHO MPOKOHCYNLTMPOBaTLCS Y Bpaya.

MoxHO cooBLNTL 0 MOBOYHBIX SBNEHUAX B MUHNCTEPCTBO 3ApaBOOXPaHEHWS!, HaxaB Ha cebinky «CoobLueHne
0 NOBOYHBIX ABMEHUSA NEKAPCTBEHHOTO NEYEHNs», KOTopas HaXOAMTCS Ha [MaBHOW CTPaHWLIe MHTEPHET-canTe
MuHucTepcTBa 3npaBooxpaHeHus (www.health.gov.il), 4ToBbl nepeiiTu Ha 3NeKTPOHHbI GnaHk coobLLeHns 0
NoBOYHbIX ABMEHUAX, Unn nepe|7|,q;| Mno CChblfike

https://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il

5) Kak xpaHuTb npenapar?

He otpaButech! 3T10T npenapar, kak 1 noboe Apyroe nekapcTBo, CNeayeT XpaHWUTb B 3aKPbITOM MeCTe, He
[IOCTYMHOM Anst AeTel U (Unu) rpyaHbIxX AeTer. Takum ob6pa3om, Bbl CMOXETe NpefoTBpaTUTb OTpaBneHve
npenapatoM. He Bbi3biBaiiTe pBOTY 6€3 npsiMoro ykasaHusi Bpaval

He cnepyet npuHumaTh npenapat no UcteveHun cpoka ero rogHocTu (Exp. Date), ykasaHHoro Ha conakoHe
¢ npenapatom. CpoKOM rogHOCTU npenapata sSBNAeTCA NoCnefHW AeHb YKa3aHHOro Ha ynakoBke mecsua.
YcnoBusi xpaHeHus: crielyeT XpaHuTb npenapar npu Temneparype Huxke 25°C. MNosaboTbTech 0 TOM, YTOObI
XOPOLLIO 3aKpbITh (OrakoH C LMNy4nmMu Tabnetkamm.

MpoaomxuUTeNnbLHOCTL UCMONBL30BaHUA Npenapara nocre NepBoro OTKPbLITUA: Nocne NepBoro OTKPbITUS
¢pnakoHa MOXHO MCMONb30BaTh Npenapar B Te4eHne 6 MecsiLeB.

6) JononHutenbHasa nHcdopmMaums

MoMMMO aKTUBHbIX BeLECTB AaHHbI Npenapart coAepPXUT cneayoLme KOMNOHEHTbI:

Sodium Hydrogen Carbonate, Citric Acid Anhydrous, Sorbitol, Saccharin Sodium, Orange Flavor, Sucrose

Monopalmitate, Povidone K30.

Kak BbIrmaauT npenapat, U KakoBO coAepXumMoe ero ynakoBku? [lpenapar BbIrnsauT Kak Kpyrnas

6enasi u nnockasa Tabnetka. LUnnyyne TabneTtkm npoaatoTcA B NNacTUKOBbIX dhriakoHax ¢ npobkoit. Kaxapin

NnacTukoBbI dnakoH coaepkut 10 wmnyyunx TabneTok.

BenununHa ynakoBKu: npenapat npofaloT B ynakoBkax creaytLlero suaa:

» KapToHHble ynakoBkw, cogepxawme oT 1 go 10 nnactukoBbix ¢nakoHoB. Yncno nakoHOB B Kaxaomn
KapTOHHOW yNakoBKe MOXET U3MEHSTLCS B 3aBUCUMOCTU OT BEMUYUHBI YNaKoBKW. Ha Kaxzon kapTOHHOW
yNaKoBKe yKa3aHO KONMMYEeCTBO LUMMy4nx TabneTok B HeW.

* VHoraa B npopdaxe UMeTCA He BCE YKasaHHble BUbl YNaKOBOK.

Bnapeneuy peructpaumn: «Tpu O Naiich ®apma JTTL.», komnanus Ne 513071621, M.4. 799, Iog 7110604,

MNpoussoautens: «M-®apma TpeHTon, TpeHTo, Utanus.

dopmaT AaHHOM MHCTPYKUMM Obin ycTaHoBReH MWHMCTEPCTBOM 3[paBOOXpaHEHUs, a ee CcoaepxaHue

npoBepeHo ¥ yTBepxaeHo MunuctepctBom B uioHe 2017 ropa (H. I 7/2017)

PeructpauuoHHbii  HOMep npenapata B rocydapCTBEHHOM peecTpe FeKkapCTBEHHbIX —npenapaTtoB

MwuHucTepcTBa aBooxpaHeHus: 158.67.34469.00

PeTBa 3ApaBooXp DOR-Eff-tab-0618-04
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http://www.health.gov.il
https://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il

