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ThH KETO TH ¢LALP#KS baxAa 33 Bac nadoprmannn.

- JanaleTs Tash nECTOBXA. MOXS Na ¢¢ HANOXKH Jia # NPOYETETE OTHOBY.

- AKO HMaTe HAKAKBH HOTBIHHTIHE BBOPOCH, NonaTalite Banina nekap HIH dapMalepT.

- Topa nexapcTso e NPeANECARY SARHCTBOHS H JHYHD Ha Bac, He ro npeorcTERBAKETE Ha APYTH
xopa. To Moxe xa MM DaRpeAH He3ABMCHMO, Ye OPHSHALATE HA TAXHOTO 3a00196AHE H ¢4
CcrIOHTE xaTo Bamure.

- AKO NOTYUHTE AAKAKBH HEXKETAHH NEKapCTREHH, YReToMeTe Bammpa nexap win hapManesT.
Tora BKNROYBA H BCHUKH BBEIMOKHE HeXKeTAHE PCaKUng, HEOTHCAHH B TASH THECTOBKA.

KaKBo chIbPEA TAIH JECTOBKA:

. Kaxeo npeocTapmapa Crnoeradmn Tesa 25 mg TaGnerrn 3a nEBUeHE H 38 K&KBS C8 H3NONIBA
Kaxro TpaGea 1a sHaeTe ipeny Aa npuemere Cunnenade Tepa 25 mg TalneTks sa nNEpyese
Kax na npremare Cunnenadin Tepa 25 mg TabneTkA 38 1EBUCHE

BraMomHH Hem®eTanH PeaKiHH

Kak na cexpanssare Cunnenadni Tesa 25 mg TabreTker 3a NEEUEHE

CEOBPKAAHE HA OMAKOBKATA H DONRNHATENHA HAGOPMAIHA

&t W N

1. Kaxpo npeacraprasa Cuagenadna Tepa 25 mg rafnerkn 3a JbEUEHE H 33 KAKBO C€
HIROAIRA

Cnnaenadun npuaaiIexd KEM IpyNa IEKAPCTEA HApeveHH NHXAOHTOPH Ea (ocennecTepaza THI 5
(PIES). Toti aeticrra KaTo noAnoMara OTMYCKAHETD Ha KEPBBOHOCHHTE CBOOBE BLE Bamug meHHC H
[0 TO3M HAYMH NOZEIABA HA KPLBTA 2 HABNede B MeHHCa MpH cekcyanHa su30yna. Cennevadun &
BH moMorHaT CAMO B GIy9ai Ha cexcyanHa ctamyaanms. Bue we TpaOpa da npHeMaTe cHaeHadHi,
AK0 HE CTPAIATE OT cpekTAIHa mHodypxuus, Bue we tpafea pna npuemare cHnoeHadini, ake oTe
MCHA.

Cwinegabrn Tema e nexapcTBd 34 MEHKE ¢ epPpSkTHIHa IHCOYHKUHA, NOHAKOCAR HAPHYAHA
AMOOTEHTHOCT. TOBA O3HAYARA, Y& MBABT He MOXKe 03 NOTYYH HIH 340bpKA cTabHIHA epeKlHd Ha

TIeHHCA, HBo0X0OHMa 54 CeRCYAIeH aKT.
Bue TpaGea A3 robBopirs ¢ meKap, ako He o8 YYBCTRATE MO-T00Pe KIH AKD G MyYBCTRATE N0-3n¢.

2, Kaxpo Tpabea ga sEaere mpean aa npuemere Canaenadun Tesa 25 mg TAOIeTKE 38
TbBETERE
He opaemad@ime Canaeaadnn Teps 25 mg tabierxd 38 n=B9ens

- AKO OpHEMETE TEKSPCTRA, CHABPAKALTH HHTPATH, ThH KaTo KOMOHHALTMATA MOWE A JNEEIE

o AKO H3ION3BATE KAKBOTO H 2 € NeKapcTho, 34 KOSTO C& FHAE, Y€ € NOHOP Ha # ! ]
aMuR HHTPHT {“nonmepc”), THH xaTo KOMOGHHALIMATA MOXE 43 AOBSdE A0 NOTeRl 2
OHIDKABAHE Ha BalleTo KpeBHO HANATAHE., *,

» AKO CTe anepriuHH (CBPEXYYECTEHTENEA) KEM CHIICHA(GHN BITE HAKOH OT APIRELR O

2



Ha TOB& JeXapcTBD (H3OPOSHH B TOYEA &),
AKC HMAaTE TeRBK CBPOSYCH WIH YEPROAPOCeH mpobae.
AKQ HACKOPQ CTe NOTYUETH MOIRYEH YRAP WAH CEPIEYEH NPHCTED, HIH AKO HMATE HHCKO
KPBEHO HATIATAHE,

» ARQ HIMATE ONpeNeneHo pAIKD HACTEOCTECHD 3a00MABaHS Ha OKOTO (TAKOBR KATO retinills
Digmentosa).

. AKO HAKOrA CTE OOMYUABATH 2ary0a Ha 3PeHEC BCIECTBEE HA HeapTepHHTHA NpeaHa
HCXEMHYHA HEBpPOTIATHS Ha 3puTerHad Heps (HAIIHHIH).

Npesynpesagnan 5 ope0a3HE MepKH

['oBopeTe ¢ Bawra nexap, nmpenna aa npueMete Canaesadhin Tepa 25 mg TaBISTKH 32 NREYEHE

- AKO HMETE CHPUOBHIHO-KNETLTHA AHEMI { AHOMANNA HA YePBEHUTE KPEBHH KIETKEH),
NeBReMuA (pav Ha GenMTe KPEBHA KAETKA ), MHOKECTBSH MACOM (PaAk HA KOCTHHA MOSEK).
AKQ HMaTe nedopMaLEg pa neHeca wnH Sonect Ha Peyronie,
AKO HMaTe 3a001AEaHE Ha CEPUETS. B Toau crywall BAUlEgT NeKap BRMMATENHO e HICHSNBA
DAmE: CHEpUeTs BH Mose Ja MOHECE ACIMETHHTENHG HATOBANEAHE KATO CEXQYANHY AKTHBHOCT.
AKD B MOMEHTE HMATS CTOMALIHA A3EA HIH HAPYLICHHE Ha KPBEOCRCHPBAHETO {XeMMpHIHA).
AKO ¢T IIOTYYHIH BHC3A0H0 HAMAMSHEE HIH 3aryDa Ha 2peHHeTe, HezadaBHo cnpere 14
npHeMaTe Cunaexadgun Tepa v ce cOaneTe Ha Ballikg nexap.

Cunzenatdin Teea ne Tpabea xa ce ynorpefapa sIHOBPEMEHHD ¢ KAKBETO M Ja & NPYT B/ NOHCHES
24 BPEKTHIHA JNCHYHELAA,

Aeua B EGWH
Creyuanni npedynpexncOenitn 3a Oeya u IOROutH
Crunnenadmn Tera se Tpabsa pa c& npwiara NpH OAUKHSHTH og 1§-rommnna Be3pacT.

Cheynamit npedynpexcoenin 30 nayuenmu ¢ Hobpevuti wii teprodpodu npobreny
Bue Tpatea ga crobmmre Ha Bamua nexap, ako HMare Gudpedss win <epHoApoDHH mpobiema,
Bamuar nexap moske g4 pemu aa BY Mpeannine no-HHcKa 0034,

Apyre dexaperea H CaaaeHadgpun Tesa
Eakete Ha Bamia nexap WIH hapMaLeET, aKo NMPHEMATE, HACKOPS CTe NPHEMATH HIH € BR3MOKHO 1A
MIPHEMa&Te IPYTH NeXapcTha, BKIUHTEARD H TARKHEA QTIIYCKAHH 53 pLllerTa.

CunneHadun Tesa mose Ma BiaUMoNeHcTBA ¢ HAKOH JICKApCTER, ocobeHo TAKHBA HIMONIBAHH 3a
NeYSHNE HA FpEAna Donka. B cmygall Ha cnemuocT TpAfipa a4 xasers HAa MeNMHUHACKHA Cr18UHANHCT,
KoifTe nexvea Bamero cicToanHe, 4e npHeMare Cunaswadun Tesa MW kora ro mpasure. He
npHemaiiTe Ciinenadman Tesa ¢ OpyTH ICKApCTRA, OCBEH ak0 Bamuar Ackap He BH ¢ Kazan, ve Mofe.

Bue ue Tpafea aa npuemMare Cunpenadun Tena, ko mpuemare ASKAPCTEA HAPEYEHW HUTPATH, Thi
KATO KOMOMHALHATA HA TE3H NPOOYKTH MOMe T4 OoBéde J0 MOTEHUHAMHG OMACcCHO NOHPCKARAHE HA
Bammeto kpeeHO HAnaraHe. Bimark weGopMupaiite Baiung nexap uao HapMaleBT, AK0 NPHEMATE
HRKO® OT Te3H NeKAPCTRA, KOHTO YeCTO 08 H3NONZRAT 3a obnexvanane NposBHTE HA CTEHOKAPAWS (WK

“rphIHa Oonka™).
Bie He TpabBa na npnemare Cunnesathut Tepa, ake HAUMONIEATS KAKBHTC H 04 € NEKAPCTBA HIBACTHH

KATO SOHODH HA 830TH OKCHE, TAKUES KATO AMMWI HETPHT (“nonkpe’), TH KaTo koMOuRanuaTa Moxke
Ad NOBEAS N0 OMACHO NOHIKEHHS HA BanieTo KpLEHO HAMArAHE.

(25 mg) Cunnenadin Tesa.

HAkoM MalEHeHTH, KOMTO NpHeMar anga-Gnoxep 58 JTOUCHHC HA BMCOKOD
YBCIIHYEHHE HA NMPOCTATATH, MOAKS A4 MNOYMYBCTEAT BHEHE HA TEAT HMTH 2aMiAEOC




OPHYHHCHO OT NOHIGKABOHE HA4 KPEBHOTO HANATAHE NpH CANaHE HIH PAIRO HATAHAHE. Hakon
IAIHEHTH ¢4 YCETHIH TeH CHMIITOMH KOTaTo ca npuemans Cunaenadun Tepa ¢ anda-Gnorepa. Toza
€ HAl-BEPOATHO JA CE IPORBH Ipel irspeuTe 4 uaca ciexn npeem Ha Canaenadwn Tesa. Bue Tpadea na
cTe Ha peAoEHa THeEHa No3a ¢ anda-Onokep npead 1a npuemers Cangeqadun Tesa, 3a 42 ce HaMaH
BEPOATHOCTTA 38 MONBA HA TCIH CHMIOTOMH. Bawrpsar JEKAp MOUKE Na B HasHauM NMO-HHCKS 0034
{25 mg) CunaeHadun Tepa.

Cungenagnri Tess ¢ xpand, HANBETKH 1 3JX0X00
Cunnenadun Tepa mocxe aa ce mpHeMa ¢EC HIH 0e3 Xpapd. Beoe max moxe 03 VCTAROBHTE, 98
Cunnenadnn Tena aeficrsa no-5apHo, AKO ¢2 TIpHEMA ¢ TEXKKa XpaHa,

[IpHeM Ha SIKOXON MOMKE BPEMESHHO 03 FapywM cripcofHocTra BH 3a momydaeane sa epexoms. 3a
NOTYIABAHe HA MAaKCHMANHA 110a 0T Bamere nexapeteo, Hue BH CBhEETBAME A8 HE NPHEMATE
roneMe KOMHIecTEa ANKOXOR Npenu 2a e3emere CanaeHadun Tesa.

BpeMeBEHOCT, KEPMEH: H PEPTHAHTET
Crtoenaduunt Tera He € IOKAaH 24 YNOoTpeda OT M.

Hlojpapane B pahoTa ¢ MAITAHH
CuaneHagun Tepa Moike Na NMPeAH3sHKA SAMAZHOCT H A4 Hapymm zpewvero Bu. Bue tpabea ma
3HACTE KAk pearnpare He CangeHadHn Tepa, NpeoH na uxpupare Wil G2 paboTHTE © MALIHEA.

3. Kak aa npremare CanaeHagun Tepa 25 mg Ta0/IeTRA 34 ALBUeHe

Buuaru npeemaiite Cunpeaadun Tesa Touno xakTo BH & xasan Bamuar nekap. Axe ae CTe CHIYPHH
E HEIOo, nonuraite Bamea nexap nns fpapManeeT.

Ofuyuaiinara aoaa & 50 mg.
Bue ne rpudsa na opuemare Coaresapaa Tess noseye 0T BEIABEEE AHEBHD,

Bue Tpadra 0a npeeMete CangeHadnn Tepa okono e0MH 9ac NpedM WwiaHHpanud oT Bac cexcyaneH
KOHTAKT. [Torenuere TabneTkara ¢ Hana ¢ BoaA.

Ako HMate BoeuaTnenwe, ve edexra va Cumpenafun Tesa & TPEPAC CHISH HAM TRBpAS <¢nab,
KOHCYTTHPAHTE ¢ ¢ Bawpa nexap wie dhapManesT.

Cunaenadun Tepa me BR noMorde Ja TOMyUMTe epeKUME, AKD CTE CEKCYATEC CTHMYTHPAHH.
Bpemero 3a aeiicTeie Ha CrwrneHadHn Tepa e painyuHao NPpH QTACIHHTE XOPA, HO HOPMATTHO € OKONO
NOTOBHH 00 €JHH Yac 9 NMOAOBHHA. BHe MOKe Ja KoHCTaTHpaTe, ue Canmenaduin Tesa melicTra mo-
KBECHO, AKO 0 NIPHEMATE & TEKKHR XpaHu,

Ao Cunperadun Tera Ee BR moMara Na momyuiTe epekiid HNH epekipsTa Bu e HemocTATEMHO
NPONBILKHTENHA, 38 54 TPAKIIOUHTE YCHEIHS CeKeYATHIA akT, BHe Tpabsa na nndopmupare Baumus
JISKap.

AKC CT¢ IpHEIH NoBeyde oT HeodxoaumaTa 203a Cungenapri Tepa

BHe MOWE Ja YCTAHCPHT® VCHIBAHE HA HEXEIAHHT? PEakUHA H TAXHATA TexecT. o3k H
YBENHAEAT eHHKACHOCTTE.

Bae e Tpadss 13 npusmaTe noBede Ta00eTKH, 0TROOROTO BH ¢ Razan Bam

Obanere ce Ha Bainwa NeRAp, AKO CTE OPHENH NMOBEHE TAHNETHH OTKONKOTO & H




AKO HMaTe HAKAKBH NOMEIHHTEINH PEMPOCH CPLP3anM ¢ ynoTpeDaTa HA TO3H OPOZYKT, MOJIA
NMONHTaiTe Bamua mexap HNH GapMAalerT.

4.  BeIMOARHE HERGTAHH PeAKUEH

Kﬂm BCHYLH JIEKAPCTRA, TOER .]'IE]'EE]]ETB{]' MOE Od NPpEOH3EHKd HORCTTAHH PCAKIMH, BLITPEKH H¢ HE
BCEKE CH MOMydaba. Hexenguure peakiMu chobaBann rna Bphaka ¢ ynorpebara na Canpenadun
Tesa COMKHOBEHO Ca JIEKH H ¢ KPaTKa NpOIBIKHTEIHOCT.

Axo uMaTe rpeaAsa Gonka oo BpeMe Ha HIH CIeA CEKCYAIEH KONTAKT:

- 3aeMeTe DOAYCENHANO DONGAEHAS H ot ourTaliTe 12 ce oTHYCHETE.
- He npHeMaliTe HETPATH, 313 34 AeKYBATE $O/IKATA B IEPOATE.

- HezaGapno ce obagere na Bamua nexap.

Bowaxn nexaperea, prmouaTenio Cangevadun Tepa Moke A4 IPEIHSEHKAT AISPTHAHH PeakIHA.

Axo cnen opuem pa Cungesadun Tepa nonyuure aAkeH OT ¢IEOHHTE CHMITTOMM, HezabaBHO Ce
obanere Ha Bamins Tekap: BHE3AIINA 0SB HA XPHANOBE, 3ATPYAHEHO JHEIAHE HITH CRHIUBOCT, OTOK HA
KACTIAYHTE, NHUETY YCTHHTE WIH CHPIOTO.

Cnen npueM Ha Crnnesadun Tepa e cbollaBaHO 33 TMPOTBIKHTSIHA H MOHAKCTa OGome3HeHa
eperil. AKo TIOMYSITe epekllid, KoATO MPOIRDEaBE NoBgve oT 4 vaca, nesabasHo ce obapere Ha
Bawua nerap.

Ao Bue YCTAHOBHTE BHESANIHO HAMANSHHE WIH 3ary0a He 3peHHeTO, copete mprema Ha CanaeHadn
Teba u <& cabpixere ¢ Bamina nekap HeaabaBHO.

Mrozn vecmin (Mozice o sacezuam nosewe om ! wosex na 10}

I'nanobonne

Yecmu (monce oa zaceznam oo [ voeer pa 10} srvwvaom.

3auepBABAHE Ha ANOETO, HAPYHUISHO XpaHOSMMNaHe, edeKTH BEpAY 3peHMeTo (BKIOUMTENHO
HAPDYIIEHS LBeTHO 3peHHe, YYBCTBHTSNHOCT KEM CBETIIHHA, JAMEITICHO BHATNAHE HIH HAMAMOHA
FPHTENHA COTPOTA), JaTYIISH HOC, SAMARTHOCT.

Hevecmu (moxee da aacesram do I voeex na 100} exmousan:

IloppeIiane, KOKOH OOpHE, KBPESHS B 3AIHATA YACT HA OKOTO, BLINATSHHE HA OKOTO, 3aYepRABAHE HA
DYATE/MEpREHH DUH, JOMKA B OKOTO, JBOHHO BHAOAHE, HEODMHAHO yeellaHe B OKOTO, HEPABHOMEDEHD
HTE YCEOPEHO CHeHe HA CRPLETC, MYCKYIHA DONKA, CRHAMBOCT, HAMAASHO YCRWAHE NPH OOOHP,
CESTOREPTEX, 3BEE B YIUWTE, TAeHe, CyXOTa B YOTATa, DONKA B IEPJAHTE, HYBCTRO 33 YMOP4.

FPeoru fvozce da zaceznam oo {vogex wa 1 000}
BHCOKD KPBBHO HATIATAHE, HACKO KPERHC HANACAHE, IPHIAAEK, MOYEHEH YIApP, KPEROHIIHE OT HOCA,
BHESAMHO BAMANSHHE KM 3aryfa Ha CayXa.

ﬂﬂl’lHHHTﬁJ'JHI{ HeKeNaHH peakliH, KOHTO ¢a JOKMATEAHA 10 BpeMS Ha MOCTMAPKETHHTOBHA NepHOA

BENHTRAT: CHIHO OMeHe Ha CEPOCETA, f0onKa B T'EPIHTE, BHE3ANNA CMBPT, CEPACHEH TNPHCTEO HIH
EpEMCHHO AaMalIZBEaHEe HA KPBRBEOTOEA KBM YaCTH OT MOIBKA B, [lopeveTo, BO He BCHUKE M'HI'EE

METHUEHCKH TPHRH.




AKD TIONYHHTE RAKAKEY HEMENAHH TEKAPCTBEHN PEaKIH, YBEHOMeTe Bawua nexap wiw fapmaussT.
Toba BKMoHEE BCHYUKH BhAMOANYE, HEMIBCAHA B TAH IRCTOBRA HEKeNAHN PEAKLIKH.

5. Kax na cxxpanssare Canaesagdnn Tena 25 mg TadNerxn 1a anpueHe
Ha ce cexparapa Ha MACTO, HEADCTEOHO 34 JEU4.

He H3nomsaiite TORa NEKAPCTRO CEA CPOKA HA FOIHOCT OTORNASAH BEPXY OMHCTEPA H KapPTOHEHATS
OMAakoRka, cnen “T'oned Ao:”. CpOKET HA FOOEOCT OTIOBAPA Ha MOCASAHEA OEH OT MOCOYeHHA MECEL.

Jla ce coXpaHsBa B CPHTHHANHATA ONAKOBKAE, 33 J4 C& IPSANEIH OT CRETIIHHA.

He naisopnsfite nexapeTBATE & KAMANHZANMATE WIW B KOHTEUHEPA %0 JOMANEN OTTATHIN,
Monirraiire Bana dapmanedT K3k 03 MIXBPEDNATE REKAPCTPATA KOUTC BEYE He M3nonisaTe. TesH
MEPEH W E]II:]M_(}I'}]ET 33 OMa3PaHE HA OKOIHATA CpSig.

6.  CpABPKAHEE HA OISKOBKATA ¥ AOITLAHATENHS HHpOpMAUHA
Kaxpo combpaa Cungenaducn Tena 25 mg Tabnerin 3a ppsuene

- AKTHBHOTO BEILRCTRO & cuenadin. Boska Tabnerka chappxa 25 mg cinneHadmn.

- JpyruTe CRCTABKH Ca: MONAKPHAHH XAmill, CHNMUMER THOKCH EDMOHIeH, D23B0AEH, TAKTOM
MOHOXHIRAT, noBHOCH K-30, acnapram (E951), xpockapmenesa HATPHHA, ApOMAT HA MEHTA,
MACHEIWER CTEEPAT, KANHR XHAPOKCHA (34 Kopexnya d€a pH) HIR xaopoBolopofHa KHCSANHA
(38 KOpeKUHA Ha pH).

Kak hsrnexaa Cangenadrn Tera 25 myg TabneTws 36 TLEUEHE H KAKBD CBALpiD ONAKOBKATA
Beny, TPHETEIRY, ABGAHO HIATEKHATH TAOMETEHY, ¢ HSNBEHAIG penedHo HzobpaxeHue 25" oT eHaTa

CTpaHa.

Canaewadun Tesa 25 mg ce npemnara B GnrcTepsn onakonxy ot 2, 4, 8 | 12 TabneTky 3a ALEYeHe,
He BeiKH BHAOBE ONBKGBKK MOXe AA GBIAT YCHATH B poagkGa.
TIpiresaren Ha paspewensEeTs 33 YNoTpeta 0 TPOHIBOANTEN

TpHTEXATEN HA PAIPEIEHENETO 32 YIUTPeda
Tega ®apmacioTirwi1c Brarapus EOOT

yo. H, B. Toron 15, e, 1

1124 Codms

brnrapus

IposIragHTEN

Genepharm S.A.

18" km Marathon Avenue, 15351 Pallini
IM'epuma

Cemelog BRS Lid
2040 Budadrs, Vasiatu, 13.
Yarapaa

Pharmadox Healthcars Ltd.
KW20A Kordin Industrial Park, Paola PLA 3000
Manta




TEVA Pharmaceutical Works Private Limited Company
Pallagi 1t 13
4042 Debrecen

YHrapus

TEVA UK Ltd

Brampton Road, Hampden Park, Eastbourne
East Sussex

BN22 9AG

OGenMHeH KPaNcTRo

Pharmachemie B.V.
Swensweg 5
2031 GA Haarlem

Hunepnaraus

TEVA Santé 5a

Rue Bellocier,
89107 Sens

DpaHLHg

Teva Operations Poland 59.2.0.0.
Ul. Sienkiewicza 25, 99-300 Kutno
[lonwa

Teva Operations Poland Sp.z.o.0.
vl Mogilska 80. 31-544, Erakow
[lomua

Merckle GmbH
Ludwig-Merckle-Strafe 3, 3¢143 Blaubeuren
Teprarons

Teva Pharma B.V.
swensweg 5, 2031 GA Haarlem
Hupepasnmua

To3n nexapeThen NPOIYKT € pA3pemeH 38 yoorpeba 8 crpanare wienks pa EHIT noa exeannTe
HMEHA!

Hupepmasmua: Sildenafil 25 mg Teva kauwtabletten

benrna: Sildenafil Teva 25 mg Kauwtabletten

brarapas; Canaepadan Teea 25 mp TabmeTKH 33 JEBYEHE

Yurapua: Sildenafil Teva 25 mg ragdtabletta

[Mopryranua: Sildenafil Teva

Pymema: Sildenafil Teva 25 myg comprimate masticabil=

O6eguneno kpancTeo; Sildenafil 25mg Chewable Tablets

fAaTa va EocIfARG DPEPRITASKARHES HA JHCTOBRKATA
FOma 2012




