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INSTRUCTIONS FOR USE

Ready-to-take solution in 18.7 mL sachets containing Macrogol 4000 (PEG), 10 g

Read all of this leaflet carefully before you start using this

medical device because it contains important information for
_you. S

Keep this leaflet as you may need to read it again.

If you have any further questions, ask your pharmacist.

If any of the side effects gets serious or if you notice any side effect not listed in

this leaflet, please tell your doctor or pharmacist. See section 4.

If your symptoms persist or worsen within one week, talk to your doctor or your

pharmacist

| What is in this leaflet: -

1. What taniGO® is and what it is used for
2. What you need to know before you take taniGO®
3. How to use taniGO®

4. Possible side effects of taniGO®

5. How to store taniGO®

6. Contents of the pack and other information

A What taniGO® is and what it is used for

taniGO® is a medical device for the symptomatic treatment of occasional
constipation in adults and children aged 8 years and over.

It is a ready to take solution, for oral administration, supplied in a single dose
sachet.

The main component of taniGO® is Macrogol 4000, an osmotic laxative, also
called Polyethylene glycol (PEG).

Macrogol 4000 works by retaining water in the stool. This softens hard stools and
increases their volume, which leads to faster intestinal transit and makes
evacuation easier, providing a sensation of natural relief. Macrogol 4000 is not
absorbed into the organism and is excreted unchanged.

taniGO® is used in adults and children aged 8 years and over to:

- Relieve constipation,

- Soften hard stools and make evacuation easier.

You must talk to a doctor if you do not feel better or if you feel
worse after one week.

P What you need to know before you take taniGO®

Do not take taniGO®:

e [f you are allergic (hypersensitive) to Macrogol 4000 (Polyethylene glycol or PEG)
or any of the other components (See Section 6 Contents of the pack and other
information)

e |f you have an existing severe disease of intestinal tract such as:

- An inflammatory bowel disease (such as ulcerative colitis, Crohn’s disease), or
abnormal dilation of the bowel (toxic megacolon)

- A perforation or risk of perforation of your intestine (a hole in the intestine wall)
- A blockage or suspected blockage in your intestine (ileus or suspicion of
intestinal obstruction or symptoms of intestinal obstruction)

- An abdominal pain of unknown cause

Do not take this medical device if any of the above applies to you. If you are not
sure, talk to your pharmacist or doctor before taking taniGO®.

Special warnings and precautions about this medical device:

Stop taking taniGO® and contact your doctor immediately if you experience any
of the following symptoms:

e Allergic reactions such as rash or swelling of the face, tongue or throat
(angioedema), urticaria.

e faintness, collapse or breathing difficulties and feeling generally unwell.

Check with a doctor or pharmacist before taking this medical device if:

e you are elderly,

e you have impaired liver or kidney function,

e you are taking diuretics (drugs increasing urinary excretion) as you may be at
risk of low sodium (salt) or potassium levels in the blood.

If you experience diarrhoea, stop taking taniGO®, drink plenty of fluids and contact
your doctor or pharmacist.

As with all laxatives, an organic disorder needs to be ruled out before starting
taniGO®.

taniGO® should not be used daily over a prolonged period without determining
the cause of constipation. Talk to a doctor if you have persisting pain in your
abdomen.

Use in children:

This medical device must not be used in children below 8 years old.

For children aged from 8 years old to 12 years old it is recommended to seek the
advice of your doctor.

Other medicines and taniGO®:

taniGO® may influence the absorption of other products taken at the same time. If
you are taking or have recently taken any other products, including those obtained
without a prescription, tell your doctor or pharmacist as they may not work as
effectively during use with taniGO®.

Pregnancy and breast-feeding:
taniGO® can be used during pregnancy and breast feeding.

tanicoy’

Nevertheless, if you are pregnant, trying to become pregnant or if you are
\ breast feeding, it is recommended to seek advice from your doctor or

pharmacist before using taniGO®.

Information about some of the ingredients of taniGO®:

taniGO® does not contain sugar and can be used by diabetics. taniGO® does not

contain sodium and can be used in case of low sodium diet.t

KA How to use taniGO®
Method of administration:
- taniGO® is ready to take, the content of the sachet can be drunk directly from
the sachet, or with a glass of water.
- It is recommended to take taniGO® once in the morning.
- Each sachet should only be used once after opening.
\ Dosage recommendation:

taniGO® usually takes 24 to 48 hours to work.

- Adults: 1 to 2 sachets per day.

- Children from 8 years: 1 sachet
every other day to start with, up to
2 sachets a day.

The daily dose can be adjusted according
to the effect obtained.

- must not exceed 15 days.

Recommended dose

Duration of treatment

‘ taniGO® should be taken in addition to a healthy lifestyle and diet.

Always take this medical device exactly as described in this leaflet, in case of
doubt please ask your doctor or pharmacist.

If you take more taniGO® than you should:

Taking too much taniGO® may cause diarrhoea, abdominal pain or vomiting.
These usually disappear when treatment is stopped or the dose reduced.

If you suffer from severe diarrhoea or vomiting, you may become dehydrated
‘ (especially in the elderly). You should contact a doctor as soon as possible
because you may require treatment.

If you forget to take taniGO®:
‘ Take the dose but do no not take a double dose to make up for a forgotten dose.

M Possible side effects of taniGO®
‘ Most side effects are mild and transient.
The most commonly reported side effects are abdominal pain, bloating, diarrhoea
which may cause soreness around the anus and nausea.
Other uncommon reported side effects include vomiting, urgency to go to the
toilet, faecal incontinence, low levels of sodium or potassium in the blood.
Stop taking taniGO® and tell your doctor immediately in case of
‘ allergic (hypersensitive) reactions such as skin rash or redness, itching
or urticaria or serious allergic reaction which may cause faintness,
collapse, difficulty in breathing, or swelling of the face, lips, tongue or throat
‘ (angioedema).
If you notice any side effects not listed in this leaflet, or if any of the side
effects persist, tell your doctor or pharmacist. If you experience any serious
side effect, it should be reported to the Manufacturer or Local Distributor
or/and the National Competent Authority:
Greece: National Agency for Medicines (Mesogeion 284, 15562 Cholargos, Athens,
Tel: +30 21 32040380/337, Fax: +30 21 06549585, Website: http://www.eof.gr)

B How to store taniGO®

‘ It is recommended to store taniGO® at room temperature in a dry place, away from
heat and light.

‘ Keep medical devices out of reach and sight of children.
Do not use taniGO® after the expiry date mentioned on the box or sachet.

Expiry date refers to the last day of that month.
‘ Do not use if the sachet is damaged.
Do not throw away any medical device via wastewater or household waste. Ask
\ your pharmacist how to throw away medical device you no longer use. These
measures will help protect the environment.

‘ (A Contents of the pack and other information

Each sachet of 18.7mL contains 10 g of Macrogol 4000.

Other ingredients:

Raspberry flavour*, carboxymethylcellulose sodium, anhydrous citric acid,
potassium sorbate, sucralose, water.

*composition of raspberry flavour: 93.7 % propylene glycol (E1520), 0.1 % acetic
‘ acid (E260), flavouring ingredients.

sl Manufacturer.
IPSEN Consumer HealthCare
‘ 65 quai Georges Gorse
92100 Boulogne-Billancourt, France

'Last revision: February 2019

Promotion-Distribution
Arriani Pharmaceuticals S.A,
85 Lavriou Ave.,

190 02 Peania, Athens
Greece,

Tel: +30 210 6683000,

Fax: +30 2106683250
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OAHTIEZ XPHXZHX

‘Etowo yia xprion SiéAupa og gakeliokoug twv 18,7 mL mou mepiéxouv MakpoyoAn
4000 (PEG),10¢g

Alafaote MPoGeKTIKA OAOKANPO TO PUANO 0SNYIWV XPRGNG TIPIV ap)XiCETE Va

XPNOIHOTIOIEITE AUTO TO LATPOTEXVOAOYIKO TTPOIGV, S10TI MEPINAPBAVEL ONHAVTIKEC
- TTANPOPOpiEC YIa oaG.

Oula€e autod To PUANO oSNyl Xprione. lowg xpelaotei va To Stapdacete ava.

Edv éxete Tepattépw armopieg, pwTrOTE TOV YIATPO COC.

Edv kdmola avemBuPNTn evépyela Kataotei cofapn 1 €av TapatnprioeTe kAmola

avemBUPNTN evépyela TTOU Oev avaQEPETal O AUTO TO GUANO odnylwv XpRoNG,

EVNUEPWOTE TOV YIOTPO 1) TOV PapHaKoTiold oac. BA. mapdypapo 4.

Edv ta oupmwpata oag empévouy 1 éxouv embevwBei péoa oe pia e6opada, pjote

e Tov ylatpd 1) ToV GapHaKoTTold oag

| Timepiéxel To mapov @UANO odnyiwv
1. Tigivai o taniGO® kau mola givalt i Xprion Tov
2. Tinpéne va yvwpilete mpiv mapete 1o taniGO®
3. Mwg va xpnotpomotcete To taniGO®
4. MBavég avemBUUNTEC EVEpyeleg Tov taniGO®
5. MNwg va guldcoete To taniGO®
6. Mepiexopevo TG GUoKeVAaiag Kat Aotmég MAnpogopieg

AT eivai o taniGO® kai moa giva n Xpron Tov

To taniGO® eivat éva 1aTPOTEXVONOYIKO TIPOIOV Yid TN CUMTTTWHATIKA Bepareia Tng
TIEPIOTAOIOKNG SUOKOINOTNTAC O EVANIKES Kal TTaldId nAikiag 8 eTwv Kat dvw.

Eivat éva €too yia xprion SidAupa, To oTmoio xopnyeital amoé To oToHa Kal TIapEXETAl OE
évav QakeNioko pHovig Soonc.

To kUpto ouoTatiko Tou taniGO® sivar n Makpoydhn 4000, éva woUWTIKG UTIAKTIKG, TO
ormoio ovopdagetal emiong MoAuailBulevoyhukoAn (PEG).

H Makpoyoin 4000 Spa péow tne Katakpdatnong bdartog ota kémpava. ETot palakwvouv
Ta OKANPA KOTpava Kal au€AveTal 0 OYKOg Toug, odnywvtag oe TaxUtepn SiENeUoT) Toug
HEOW TOU EVTEPOU Kall SIEUKOAUVOVTAG TV KEVWOT) TOU EVTEPOU, TIAPEXOVTAG Mia aioBnon
QUOIKAG avakou@iong. H Makpoydin 4000 dev amoppo@dtal amod Tov 0pyavIoHo Kat
QTTEKKPIVETAL AUETABANTN.

To taniGO® xpnaipomoleital og VANKEC Kat TTauSId nAIKiog 8 eTwv Kat avw:

- yla va avakougioel T SuokodTtnTa,

- yla val HOAOKWOEL T OKANpd KOTTpava Kat va SIEUKOAUVEL TV KEVWOn TOU EVTEPOU.

XEPOTEPA PETA Mo pia eBSopada.

PAT npéne va yvwpilete mpiv mdpete 1o taniGO®

Mnv midpete 1o taniGO®:

® EQv éxete alepyia (umepeuatodnoia) otn MakpoydAn 4000 (MoAuailBulevoyAukoAn 1
PEG) i oe omolodrmote amo ta uridloima ouoTatika (BA. mapdypago 6: Mepiexdpeva T
GUOKEUOOIag Kat AoTTEG TIANPOQOPIES)

® EQv €xeTe ia uglotapevn coBapr) vOoO ToU EVIEPOU, OTIWG:

- OAeypovwdn véoo Tou eviépou (TT.x. ehkwdng koAitida, vooog Tou Crohn), fy TaBoloyikn
S1dtaon Tou eviépou (TOEIKG Heyakolo)

- Aidtpnon 1 kivbuvo S1aTpnong Tou eviépou (Uia oTTr oTo EVTEPIKO TOIXWHA)

- Anogpan fy uriopia amo@Ea&NG Tou evtéPou (EINeOE 1y UTTOWIA EVTEPIKAC TIOPEUTTOSIONG
1] CUUMTWHIATA EVTEPIKAG TTAPEPTTOSIoNC)

- Kol\lako mdvo ayvwaotng artiohoyiag

Mn XPNOIHOTIOINCETE AUTO TO IATPOTEXVOAOYIKO TTPOIOV £4v omTolodATIOTE Ao Ta
TipoavagepBévTa 1oxVel oTnv TTEPIMTwon oag. Eav éxete ap@iBolieg, PIAOTE P Tov
QapHAKOTIOW 1) TOV ylaTpod 0ag Tptv Tdpete To taniGO®.

Eidikéc mipogidomojoeic kat TPOQUAEEIC OXETIKA LiE QUTO TO ITPOTEXVOAOYIKO TTPOTOV:
Ttapatiote va maipvete to taniGO® kal eMKOVWVAOTE APESWE HE TOV YIOTPO 0aC, Qv
eUavioete omolodnmoTe amd Ta akdAouba CUPTTTWHATA:

® ANEPYIKEG avTIOPACELS, OTTWG £6AvONnpa iy oidnpa Tou TIPoowTTou, TNG YAWOOoAg 1) Tou
@apuyya (ayyelooidnpa), kvidwon.

® MrmoBuplia, katéppenpn 1 SuokoAia otny avarmvor Kat yeviko aioBnua adabeaiac.
YupPBoulevBeite évav ylatpd 1 @appaKorold Tpv XPNOIUOTTOINOETE AUTO TO
LATPOTEXVONOYIKO TTPOIOV EQV:

® £ioTe NAIKIWPEVO ATOLIO,

o £YETE ETNPEACKEVN NTTATIKA 1} VEQPEIKN Aertoupyia,

® Taipvete SloupnTiKA (PAppaka Tou auédvouv Ty amékkpion oUpwv), KaBWE Umopei va
Slatpéyete Kivuvo peiwong Twv emmedwv vatpiou (GAac) 1y Kahiou oTo aipia oo,

Edv epgpavioete Sidppota, Stakdyte tn xprion tou taniGO®, katavahwate dgBova uypd
Kall EMKOIVWVAOTE E TOV yIaTPO 1} TOV POPHAKOTION GaG.

'Onwg 1oxVel Pe OAa TO UTTOKTIKA, Ba TTPETTEL va amOKAEIOTEL N UTTAPEN OPYAVIKAG
Satapaynic Tptv aroé v évapén tng xpriong tou taniGO®.

To taniGO® Sev Ba mpémel va xpnoipomoleital g Kabnpepvr Bdon yia Tapatetapévo
XPOVIKO Slaotnpa Xwpig va éxel TpoadloploTel n artia g SuokooTnTaC. Evnpepwote
TOV YIOTPO 0aG AV EPPAVIOETE ETIIOVO KOINOKO TIOVO.

Xpnon og maudia:

AuTd TO 1aTPOTERVONOYIKO TTPOIOV dev Ba pETTeL va XpnolpoTToteitat o€ TTatdId NAKiag KAaTw
Twv 8 €TWV.

Na maudid nAikiag amé 8 etwv wg 12 eTwv, ovviotdrat va avalnTtrioeTe T GUUBOUAR Tou
ylatpou oag.

AMa @dppaka kat taniGO®:

H xprion tou taniGO® pmopei va emnpedcel Ty amoppd@naon GMwv cuyxopnyoUHevwy
mpoiovtwy. Edv maipvete i €xete Mpoo@atwe TMdpel omolodnmote AANo Tpoidy,
oupmepapBavopévwy Twv TIPOIOVTWY EKEVWY TTOU TIOPEXOVTAL XWPIC LATPIKA ouvTayn,
EVNUEPWOTE TOV YIATPO 1) TOV PAPHAKOTION0 00C, KABWG UITOpPE( TO TIPOIGV aUTO va Pnv gival
e€joou amoteheapaTkG Katd T Sidpketa Tou Slaotrpatog Xpriong Tou taniGO®.

Kunon kai Bnhaopoc:

To taniGO® pmopei va xpnotpomoinBei katd tn Sidpketa TG KUNoNg Kai Tou BnAacpov.
Y& KGO mepimTwon, €dv €iote éykuog, Tpoomabeite va peivete éykuog 1) Onhalete,
ouviotdtal va avalnTtioeTe TN GUPBOUAR TOU YIOTPOU 1 TOU GAPHAKOTIOIOU 0ag TPV
xpnotgomouroete to taniGO®.

ZNUavTIKEC TTANPOQOPIEC OXETIKA LE KATTOLA a6 Ta ouoTatikd Tou taniGO®:

To taniGO® Sev mepiéxel {axapn kai Pmopei va xpnotpomoinBei amd diapntikoue. To
taniGO® Sev mepiéxel vaTpLo Kal PTopei va xpnotdomoindei oe mepintwon mou
akohouBeitat Siarta pe xapnAi} TEPIEKTIKOTNTA VATPIOU.

ERtid¢ vaxpnotpononjoete to taniGO®

tanico)”

Tpémoc xopiynong:

- To taniGO® eivat étolo yia xprion. To TIEpIEXOHEVO TOU QAKENNIOKOU UTTOpPE( va
KatavaAwOei armeuBeiag amd Tov gakeANioko, 1 padi Pe va Totrpt vepo.

- Zuviotatat n Agn tou taniGO® pia @opd to Tpwi.

- K&Be pakeliokog Ba mpémel va xpnotpoTmoleital Hovo pia gopd JETA TO volyd Tou.
Zuotaon Socoloyiag:

To taniGO® cuviBwc xpeidletal 24 £wg 48 wpeg yia va SpdoeL

Yuviotwplevn 86on | - EvijAikeg: T éwg 2 gakeNkiokor ava npépa |
- MNaudia nhikiag 8 eTwv KAt Avw:
1 @akeMiokog kaBe deltepn npépa Katd
v évapén g Bepareiag, £wg
2 akeNioKol ava npépal.
H nuepriota 66on pmopei va pubpioTei
avdoya P TNV TTapaTNEOUEVN eMidpaon.

Aldpkela e Bepareiag | - Sev Ba mpémel va unepBaivel TIC 15 NUEPEC.

To taniGO® Ba mpémet va hapBavetal oe ouvSUAOHO P évav uylevd Tpommo {wig Kat

SatpoPnic.
Oa TIPEMEL TIAVTOTE va XPNOIHOTIOIEITE AUTO TO LIATPOTEXVOANOYIKO TIPOIOV aKPIBWG OTTwG

TIEQIYPAPETAL OE AUTO TO PUANO 0dnylwv xprong. Edv éxete ap@iBoliec, pwTioTe Tov
YlaTPo 1| TOV YAPUOKOTION 0O,

Edv mdépete peyahitepn S6on tou taniGO® amod Ty Kavoviki:

H Mun unepBolikiig moodtntag taniGO® pmopei va mpokahéaet Sidppota, Koako Iovo
1 éUET0. ZuvRBWG Ta CUUMTWHIATA AUTA UTToXWPEOUV TIANPWE 6Tav SlakoTei n Bepareia
pewbei n doon.

Edv mapouoidoete évrovn Sidppola iy éUeto, Pmopei va agudatwbeite (autd toxVEL
1Slaitepa otV TEPIMTWON NAKIWUEVWY aTOUWY). Oa TIPETEL VA ETTIKOIVWVIOETE HE Evav

‘ Ylatpo 600 T0 Suvatdv ouvTopdTEPQ, KaBWG UMopEi va xpelaoTei va AaBete Bepareia.
Mpéne va ansuBuvBsite o€ ylatpo edv Sev aiobdveote Kahitepa iy edv aloBaveote  Eav Eexdoete va mapete To taniGO®:

Mapte T 60N, AMA pnv mapete SIMAR Sdon yla va avamAnpwoete pia 66on mou
exaoare.

A MBavéc avemBUpNTEC EvépyeleC Tou taniGO®

O1 TTepLo0dTEPEC AVEMBUUNTEC EVEQVELEC Elval NTTIEC KAL TIAPOSIKEC.

Ot Mo ouyva avaepBeioeg avemBUPNTES eVEPYELEG ival KOMAKOG TTOVOC, HETEWPIOHOG
(povokwa), Slappola TTou UMopEi va TIPOKAAETEL uaioBnaia oty TEpLoxT| YUPW armo Tov
TIPWKTO Kat vauTia.

AMEG Ox1 ouxvd avagepBeioeg avemBUUNTEG evépyeleg TIEPINAPBAVOUV ToV EHETO, TV
ETMITAKTIKI a@ASeUOn, TNV aKPATEL KOTIPAVWY Kal Ta XapnAd emimeda vatpiou 1 kahiou
oTo aiya.

ZTapatinote Tn ARPn tou taniGO® Kal EVNUEPWOTE ANECWE TOV YIATPO GG OF
TIEPIMTWON EPPAVIONG AAAEPYIKWV avTIdpdoewv (umepevaiadnaiag), omwe Seppatikd
e€avbnua i epubpdtnTa Tou SéPPaTog, Kvnopog 1 kvidwon, 1} coBapng AAAEPYIKIG
avtidpaong mou pmopei va mpokahéael himoBupia, katéppenpn, SuokoAia otnv avarmvon 1
oidnpa Tou POoWTToU, TV XEINWV, TNG YAWOOAG 1) TOU pdpuyya (ayyelooidnua).

Edv mapatnprjoete Kamola avemBuunTn evépyela TIou Sev avapépETal oTo TTapov GUANO
odnylwv Xprong, 1 €av omoladATIOTe armo TG AVeMOUUNTEG EVEPYELEC EPPIEVEL, EVNUEPWOTE
TOV YIaTPd i} TOV QapHaKoTold oag. Edv epgavioete omoladrimote coPapry avemBupunTtn

‘ evépyela, Ba mpémel va Ty avagépete otov Kataokeuaotr 1 Tomkd Alavopéa f/kat otnv

E6viki Appodia Apxn:
EMGSa: EBvikog Opyaviopd Qappdkwy (Meooyeiwv 284, 15562, Xohapydc,
\ TnA: +30 213 2040000, www.eof.gr).

A nd¢ va pudooete To taniGO®

‘ Tuviotarai va guidooete to taniGO® oe Beppokpacia Swiatiou, o€ ENPo PEPOG, OKEIA amod
TINYEC BePUOTNTAG KOl PWC.
DUNAOOETE Ta IATPOTERVONOYIKA TIPOIdVTal O [épn TTou Sev Ta BAémouv Kat Sev ta gBdvouy
Ta maldla
Mn xpnotuoroteite o taniGO® petd v npepopnvia AENG TTou avapépetal oTo KouTi i) Tov
(PaKENNIoKO.

‘ H nuepopnvia Aqéng eivat n TeheuTaia Npépa Tou Priva TIou avaQéPETal EKEL.
Mn xpnotporoleite Tov @akeNioko eav eivat éxel umootei gBopa.

‘ Mnv TeTdte OTOIOONTIOTE 1TPOTEXVOAOYIKO TIPOIOV OTO VEPS TN AMOXETEUONG 1} OTA
OIKIOKA amoppippata. Pwthote Tov @appakorold 6ag yia To TG va armoppipeTe 1o
LATPOTEXVONOYIKO TIPOIdV TTou Gev Xpnotporoleite Aéov. Autd ta pétpa Ba Bonbricouv

‘ oTNnV TTPOCTAsia Tou TTEPIBANOVTOG.

A Nepieyopevo g cuokevaoiag kat Aotmég mMAnpo@opicg

KdBe pakeliokog twv 18,7 mL mepiéxel 10 g Makpoyding 4000.

ANa ouoTaTIKA:

Apwpa Batopoupouv*, vatplovyxog kapPoupebulokuttapivn, avudpo KITpIkéd o&u,

00pPIKd KANo, coukpaldln, LEWp.

*o0vBeon apwpatog Batopoupou: 93,7 % mpomulevoyhukdin (E1520), 0,1 % ofikd ofu
‘ (E260), apwpaTika cuoTaATIKA.

MNpowBnon - Alavopn:
Arriani Pharmaceuticals S.A,
Newpopog Aavpiou 85,

190 02 Nawavia, EN\ada,
TnA: +30 210 6683000,

®a&: +30 2106683250

M Kataokevaotig

‘ IPSEN Consumer HealthCare

65 quai Georges Gorse

‘ 92100 Boulogne-Billancourt, FaA\ia
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