JIMCTOBKA: MIHOOPMALUS 3A TIOTPEBUTES  * -~

THP®AKCHH SR 37,5 mg TBbpAR KANCYJIH C VABIKEHO 0CBOGOKIABAHE,
TIFAXIN SR 37,5 mg prolonged-release capsules, hard

THUDAKCHH SR 75 mg TBLPAH KANCYJH ¢ YALIKEHO 0cBO0OKAABAHE
TIFAXIN SR 75 mg prolonged-release capsules, hard

THPAKCHH SR 150 mg TBLpIH KANCYJIH ¢ YIBJIAKEHO 0¢BO60XKIaBaHE

TIFAXIN SR 150 mg prolonged-release capsules, hard

Bennadakcun (Venlafaxine)

IIpoueTeTe BHAMATEIHO NAIATA JHCTOBKA, IPE/JH A4 3aI0YHETE A2 IPHEMATE TOBA
JIEKAPCTRO.

¢ 3anasere Ta3M JIMCTOBKA. MoXe J1a ce HAIOXKH Aa f MpoYeTeTe OTHOBO.
® AKO MMaTe HAKaKBH JOITBJIHHTENIHH BBIPOCH, MOMKTalTe Batmus nekap unm dapmanesr.
e ToBa JIEKapCTBO € Npeanucado JHuHo Ha Bac. He ro npeorcrhnBaiite Ha apyru xopa. To
MOJKe 1a UM HaBpeIH, HE3aBHCHUMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca CBIIUTE KATO
Bamuure.
¢ AKO HIKOA OT HEXKEJIAHUTE JICKAPCTBEHH PeakLiMM CTAaHE CEPHO3HA MM 3a0eexuTe
APYTH, HEOMHCAHH B Ta3H JIHCTOBKA HEXEJIAHU peaKLuU, MOJA yBeaoMeTe Bamms nexap
WK GapMaLeBT.
B Ta3u 1HcTOBKA:
1. Kaxso npeacrasnsisa TUPAKCHH SR u 3a kakro ce n3nonssa
[Tpean na npuemere THOAKCHH SR
Kax na npuemate TUDGAKCHH SR
B13MOXHU HE)KeTaHH peaKI{iM
Kaxk na cpxpanapare TUDAKCHH SR

HombHUTEIHA HHpOpMaLUA

YA W

1. KAKBO ITPEACTABJISIBA TH®AKCHH SR A 3AKAKBO CE H31I10JI3BA

THUPAKCHH SR € anTHaenpecanT, KOWTO NpHHAIJIEKH KbM IPYNa JIEKapCTBa, HAPECYEHH
MHXHOUTOPH Ha OOPAaTHOTO 3aXBalljaHE Ha CEPpOTOHMH U HopaapeHanuH (SNRIs). Tasu rpyna
JIEKapCTBa Ce W3M0J13BA 3a JICUCHUE Ha JCTIPECUA U APYTH CBCTOSHUA KATO TPEBOXKHHU
pascTponcTBa. CyHTa ce, ue Xopara, KOMTO ca AeNPECHPaHH W/HIIH B TPEBOXKHO ChCTOAHHE, HMAT
NMO-HHCKU HUBA Ha CEPOTOHUH U HOPAJAPEHAIMH B MO3bKa. He € HaIlmbIHO CHO KakK JeiicTBaT
aHTHAENPECAHTHTE, HO TE€ MOTaT J1a IOMAarar 4pe3 NOBMILABAHE HUBATA HAa CEPOTOHHMHA U
HOpaApeHa/IMHA B MO3DbKa.



THPAKCHH SR e neuenue 3a pp3pacthu ¢ aenpecus. TAGAKCHUH SR e cbio neveHue 3a
BB3PACTHH CHC CACAHUTE TPEBOXHHU Pa3CTPOUCTBA: FeHEPaIU3HPaHO TPEBOXKHO pa3cTpoiiCTBO,
COLIHAJIHO TPEBOXKHO Pa3CTPOHCTBO (CTpax M U30ArBaHe Ha COLMANIHH CHTYaLUH) H TAHUYECKO
pa3CcTPOUCTBO (IIPHCTHITK Ha NaHWKa). [IpaBUIHOTO JledyeHHe Ha ASPECHATA MM TPEBOKHUTE
PascTPOMCTBA € Ba)XKHO, 3a Aa ce [I0YYBCTBATe Mo-A00pe. AKO He ce eKyBa, Baillero ¢hecTosHHe
MO Ja He OTIIYMH H MOJXE /1a CTaHE MO-CEPHO3HO U MO-TPY/HO 3a JIEYCHHE.

2. IIPEIA NA IIPUEMETE THOAKCHH SR

He npuemaiite THOAKCHH SR

* AKO CT€ allepruYyHy KbM BeHIahaKCHH HIH KbM HAKOS OT OCTAHAJINTE ChCTABKH Ha
TUPAKCHH SR.

* AKO nipHeMarTe ChLI0 HIH CTe IPHEMAITH HAKOTa B PAMKHTE Ha NOCneAHUTe 14 JHM HAKAKBH
JICKapCTBa, H3BECTHU KaTo HeoOpaTHMH MOHOAMHHOOKCHIa3HH HHxuOuTOpH (MAON),
M3M0JI3BaHH 3a JICYeHHE Ha AenpecHs WiH bonecrra Ha lapkuncon. Ilpuemanero na
HeobpatuM MAOM 3aenHo ¢ apyru nekapctsa, BounteTHo TUDGAKCHUH SR, moxe na
MPUYHHHK CEPUO3HU MJTH AOPH KHBOTO3aCTPAIIABAIIM He)KellaHu peakuuH. Cbilo Taka TpaOBa
Jla H34aKaTe TIoHe 7 HH, cnep karto cripete aa npueMate TUPAKCHH SR, npeau aa
npuemare HAKakBd MAOMH (BuxTe chilo ToukuTe “CepOTOHHHOB CHHAPOM” H “IIpueM Ha
ApYTH JIeKapcTBa’™).

O0BpHeTe cnenuanno BHUMaaHe npH ynorpedara na THOAKCHH SR

* AKO H3n03Bate ApYrH JIEKapCTBa, KOUTO, NpueTH egHoBpeMeHHo ¢ TUDAKCHUH SR, 6uxa
MOTJIM Aa NOBHILAT PHCKA OT pa3BHTHE HA CEPOTOHHHOB CHHAPOM (BX. Touka “IIpuem Ha
APYTH JIEKapcTBa™).

* AKO UMaTe OYHHU NMpoOJIEMH KaTo onpeeeHd BUAOBE riaykoMa (IIOBHIIEHO HAMATaHE B
OKOTO).

* AKO UMaTe aHaMHE3a 3a BUCOKO KPBBHO HAJIAraHE.

* AKO HMaTe aHaMHe3a 3a ChPJIEYHH NMPOoOJIEMH.

* AKO UMaTe aHaMHe3a 3a NpUNagblH (I'PUYOBE).

* AKO UMaTe aHaMHE3a 33 HUCKH HUBA HA HATPUH H KpBBTA (XMNOHATPEMHS ).

* AKO UMaTe CKJIOHHOCT /12 00pa3yBaTe CHHUHHU MJId CKJIOHHOCT JIa KbpBHTE J1IeCHO (aHaMHe3a
3a HapyllI€HUA Ha KPbBOCHCUPBAHETO) UM aKo NMpMEMATe APYTH JIEKapCTBa, KOWTO MOTarT Aa
[OBUHIAT PUCKA OT KbPBEHE.

* AKO HUBaTa Ha xoJiecTepoa Bu ce mokausar.

* AKO MMaTe aHaMHe3a WK ako HAKO# BBB Bainero ceMelcTBO € MMa MaHUs WTH
OHIMONAPHO Pa3CTPOHCTBO (1YBCTBATE CE€ CBPbXBB3OYICHH HIIH eYHOPUYHH).

* AKO ©Mare aHaMHe3a 3a arpeCHBHO MOBEJEHHE,



TUPAKCHH SR moxe na npuunHy ycemane 3a 6€310KoMCTBO WM HECTIOCOOHOCT Ja ¢e CTOM
CTMIOKOHHO B CE€AHAJIO HJTH H3MPaBeHO noJioxkeHue. TpadBa na kaxere Ha Bamua siekap, ako ToBa

Bu ce ciiy4n.
AKO HAKOE OT Te3M ChCTOSHUA Ce OTHAcA 3a Bac, Mo kaxkeTe Ha Bamus nekap, npeau aa
npueMare THOPAKCHUH SR.

Mucny 3a camoyOHACTBO M BlIoIIaBaHe HA Baniero senpecHBHO MM TPEBOKHO Pa3CTPONCTEO

AKO cTe enpecHpaHHd W/HWIH UMATe TPEBOXHH pa3CcTpoHCTBa, MOXKETE MOHAKOra Aa MMaTe MHUCIIH
Ja c€ CaMOHapaHHTe HIIH camoybuere. Te Morat fia ce 3aCHJIAT, KOraTo 3arnovyHeTe Ja npueMare
3a NPBB BT aHTHAETIPECAHTH, Thil KATO 32 BCUYKH Te34 JIeKapCTBa ¢ HeOOX0AMMO BpeMe, NIpeIu
Ja 3alovHaT Ja AeHCTBAT, OOUKHOBEHO OKOJIO JBE CEJMMIIM, HO MOHAKOTA U [10-1BJIr0.

HMa no-rojisiMa BEpOSATHOCT Ja MMCIIUTE TaKa:
* AKO IIpeIM TOBa CTE€ HMaJI MUCJIM Aia ce caMOoyOHeTe WM [1a ce CaMOHapaHuUTe.

* Ako cte muagex. HudopMaumsaTa OT KIHHHYHHTE NPOYYBaHHA MOKA3Ba [IOBHIIEH PHCK 34
CYHLIMZHO MOBEJACHHE NMPH MIAACKH (Mo 25 rOAMIIHA Bb3PacT) ¢ NICHXHATPHYHH CHCTOAHHS,
KOUTO ca OUIIU JIEKYBaHU C aHTHACTIPECAHT.

AKO HAKOTa MMaTe MHCIIH 38 CaMOHApaHsABaHEe WK caMOYOUICTBO, CBBpXKETe ce ¢ Bamusd nexap
HJIH HEe3a0aBHO oTHIETE B DONMHHLA.

Moxe J1a € MoJIe3HO Aa KaKeTe Ha POAHUHA WITH ONU3BK PUATEN, Y€ CTE ACTNPpECHPaHH UIIH
MMAaTe TPEBOXXHO pa3CTPOUCTBO, U J1a M IIOMOJIUTE A NpoYEeTaT Ta3H JTHCTOBKA. MoxeTe na r'u
noMonute 1a By kaxar, ako MUcHAT, ue BamnTte aenpecud Wid TPEBOXKHOCT C€ BJIOHIABAT HITH
aKo T€ C€ TPEBOXKaT 3a IPOMEHH BBB BallleTo noBeaeHue.

CyxoTa B ycrara

Cyxora B ycrata ce cpobuaBa npu 10% ot nauneHTHTe, NeKyBaHH ¢ BeHaadakcuH. ToBa Moxe
1a TIOBHIIH pHCKa OT Kapuec. ETo 3amo TpAabBa na o6wpHeTe cieuyajHO BHUMAHHUE 3a XHIHEHATA

Ha Baimnure 310H.

Ynorpeba npu geua ¥ roHoumu nox 18-roauimua Be3pact

THOAKCHH SR Tpadsa HopMmanHO A3 He Ce W3NMOI3Ba 3a Jela U oHomH noa 18 roauuau. Ceiio
TaKa TpA0OBa Aa 3HaeTe, 4e NauueHTUTe noj 18 UMaT NOBHILIEH PUCK OT HEXKENAHH PeaKiIMH, KaTo
CYHLIM/ICH OITHT, CYHLIMAHU MUCITH ¥ BpaxK1eOHOCT (Npe AMMHO arpecHs, ONo3UIIHOHHO
NOBEACHHUE M FHAB), KOTaTo NMPUEMAT TO3HM Kiac JiekapcTsa. HesaBucumo ot ToBa BamuaT nexap
moxe aa npeanume THPAKCHH SR 3a naumentn nox 18 roguny, Toit Kato TOH/TA pemaba
Jaji¥ TOBA € B TeXEH Hal-royiaM HHTepec. Ako Bammuar nekap € npeanucan TUOAKCHUH SR 3a
nauueHT nox 18 roouuy ¥ Bue uckare na obcpaute Tosa, MOsA 0ObpPHETE Ce OTHOBO KbM BHI]JHH
nekap. Tpadsa na nHpopmupare Bauins jiekap, ako ce nosBH MM BJIOIIH HAKOH OT mﬁﬁgenmﬁ
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no-rope CUMNTOMH, Korato nauueHrure noj 18 npuematr TUPAKCHH SR. OcseH ToBa
abarocpoynute epextd Ha TUPAKCHH SR BBpxy 6e30MacHOCTTA 33 pacTeska, Ch3pABAHETO U
Pa3BUTHETO Ha MO3HABATEIIHUTE CIIOCOOHOCTH M NMOBEACHUETO B Ta3U BB3PACTOBA IPYIa BCE OLIE
HE ca JICMOHCTPHPAaHH.

IlpueM Ha ApyrH JeKapcTBa

Mouns unpopmupaiite Bamysa nekap uim GpapManeBsT, ako IPHEMATE HIIH HACKOPO CTe MPUEMAH
APYTH JIEKapCTBa, BKIIIOYHTEIHO U TaKHBa, OTIIYCKaHH 0e3 peuenra.

Bawusar siekap Tpa6sa na petum ganu Moxete aa s3eMare THGAKCHH SR ¢ apyru nekapcrea.

He 3anousaiiTe u He criupaiiTe da NpHeMaTe KaKBHTO H JIa € IEKapCTBA, BKIIIOUHUTENHO U TE3N,
KynyBaHH 0e3 peLenTa, NpUpOJHH MM OUNKOBH JIeKapCTBa, IpeH [a ce KOHCYITHpare ¢ Bauius
JeKap UM papMaleBT.

* MonoamunooxkcuaazHu Huxubutopn (MAOMU: Bx. Touka “IIpeau na npueMerte
TUPAKCHH SR™)

* CepOTOHUHOB CHHAPOM: CepOTOHMHOBHAT CHHAPOM, KOKTO € IOTEHLIHAIHO
’KMBOTO3ACTpaIllaBaNIO ChCTOSHHUE (BX. TOUKa “BB3MOKHHA HeXeNaHH peakiiuH’’), MOXKe Ja ce
TIOSIBH TIPH JieYeHHE C BEHIa(aKCHH, 0COOEHO, KOraTo TOH ce nmpueMa ¢ JpYyrH JeKapCeTBa.
IIpvMmepuTe 3a TaKHBa JieKapCcTBa BKIIIOYBAT:

* Tpunranu (M3NON3BaHH 3a MUI'PEHA)

* JIekapcTBa 3a nedeHue Ha aenpecus, Harmpumep SNRI, SSRIs, rpuupkanyHu
AHTHJAETIPECAHTU UIU NEKAPCTBA, ChABPKALIM TUTHH

* JlekapcTBa, ChABPAKAIUH JTHHE30U, KOUTO € aHTHOMOTHK (KM3MOJI3BaH 3a JIeUCHHUE Ha
HHPEKLMHA)

¢ JlekapcTBa, cpaABpxKAIIU MOKJI06EMHEJ, KoliTO € 06paTuM MAOMU (M3M013BaH 34 IeUeHHE Ha
aenpecus)

* JlexapcTsa, cpabpxKalli cuOyTpaMuH (U3I0/13BaH 3a MMOHMKEHHE Ha TErI0To)
¢ JlekapcTBa, chaABpXKaLIM TpaMaaoa (60TKOyCHOKOABAILIO)

* [IponyxTH, CHABPXKALLH XXBIT KAHTAPHOH (HapuuaH owe Hypericum perforatum, KOWTO ¢
MPHPOAHO HIIM ODHIIKOBO JIEKapCTBO, U3MOI3BAHO 3a JICYEHHUE HA JIeKa JEMpPecHs )

* Ilpoaykrure, chabpxamy Tpunroda (M3noja3BaHH 3a NpodIeMH HAIIPUMED ChC CHHA U
aeTpecus)



[IpH3HaLKTE ¥ CUMITTOMHUTE HA CEPOTOHMHOB CHHAPOM MOTAT A4 BKIKOUYBAT KOMOUWHALHA OT
CJICAHUTE: HECTTOKOHCTRO, XAMOLMHALMY, 3ary0da Ha KoopAHMHALHs, YCKOPEHa ChpAeYHa ACHHOCT,
MOBHIICHA TEIECHA TEMNEPATYpa, OBbP3H IPOMEHHU B KPBBHOTO HAJIMraHe, CBPhXAKTUBHH
pediekcu, quapus, koMa, rajeHe, noppbuiare. [Torbpcere He3a6aBHO MeAMLIMHCKA MOMOLI, AKO
MHCJIMTE, Y€ NOJTy4aBaTe CEPOTOHUHOB CHHIPOM.

CrneaHure nexapcTa Morart ChIno Ja Bzaumogeitcteat ¢ TUGAKCHUH SR u TpAOBa Aa ce
M3I10/13BaT C MOBHIICHO BHUMaHHe. OCODEHO BaXKHO € J1a CIIOMEHETE Ha Bailusa nexap wiu
dbapMmaLeBT, ako MpHeMaTe JeKapCTBa, ChAbPKALIK:

» KeTokoHa3o01 (IpOTHBOrbOMYHO JIEKAPCTBO)
¢ XaJIONEpUI0J UM PHCIIEPHAOH (32 JIeYeHHE Ha TIICHXUATPHYHH CHCTOAHHA)

* Metonpoaon (beta-6nokep 3a neyeHUe HA BUCOKO KPBBHO HAJATAHE U HA CHpPICYHH
poOIIEMH)

IIprem na THOAKCHH SR ¢ XxpanH H HAIIHTKH

THUPAKCHH SR Tpsabsa na ce npueMa ¢ xpanara (Bx. Touka 3 “KAK TA [TPUEMATE
TUOAKCHUH SR”).

Tps0Ba na n3bsareare ynorpeGara Ha ankoxoi, aokaro npuemare TUDGAKCHH SR.

BpeMEeHHOCT H KbpPMeEHe

Kaxere Ha Baiusa nekap, ako 3abpeMeneeTe HiM ako ce onureate aa 3abpemeneere. Tpabpa aa
uinonssate TUPAKCHH SR eapa crnen kaTo 06ChAUTE NOTEHIIHATHUTE MNOJI3H H
MOTCHUMAIHATE PUCKOBE 3a Baieto HepoaeHo gere ¢ Bammus nekap.

Axo npuemare TUCAKCHH SR no BpeMe Ha 6peMeHHOCT, yBejoMeTe BammuTte akyimepka w/uinm
JeKap, Tl KaTo BameTto 6ebe Moxke na HMa HAKAKBU CUMIITOMH, KOTaTo Ce poau. Tesm
CUMIITOMH OOMKHOBEHO 3aNOYBAaT Mpe3 MBPBUTE 24 yaca clie] paXAaHeTo Ha AereTo. Te
BKJIFOUBAT HEAOCTATHYHO XpaHEHE M npobiieMHu ¢ AuniadeTo. Axo Bameto 6eGe uMa Tesu
CHUMIITOMH, KOraTo ¢€ poaH, H Bue uMare nputecHeHus, cBepxeTe ce ¢ Bammure nexap u/unm
aKylIepka, KOUTO e Morar aa By nocsBeTsar.

THPAKCHH SR npemunara B kbpmarta. IMa puck aa okaxe edext Bupxy 6e6eto. ETo 3amo
Tpabea na 06¢baMTE TOBA ¢ Bamuns siekap | Toii/T4 e pelu Aanu TpsOBa Ja CpETe 2a KbPMHTE
WK Ja cnpere tepanuata ¢ THOAKCHUH SR.

Hlogupane u pabora ¢ MAIHMHEA

He wodupaiite U He n3noy3Baiite HUKAKBY ypeaH WM MAllUHHU, JOKATO HE pa3bepere kak Bu
Biusie TUPAKCHUH SR.



3. KAK 1A IPHEMATE TH®AKCHH SR

Bunaru npuemaiite THOAKCHH SR TouHo kakTo Bu ¢ xa3an Bamus nexap. Axo He cre
CHUI'YpHH B Helllo, nonuraiite Bawma nekap unu gpapmMaliesT.

O6uuaiiHo npenopsYBaHaTa HaYallHa 03a 3a JIeYeHHE Ha AENPECHs, FeHEPaTH3HPAHO TPEBOXKHO
pa3CTPOMCTBO H COLIMANIHO TPEBOXKHO Pa3CTPOHCTBO € 75 mg Ha neH. Jlo3ara Moxe aa Obae
NOBHIIABAHA OT Bawius jieKkap NOCTENEHHO, M aKO € HeoOX0AUMO, IOpH A0 MaKCHMyM 375 mg
JIHEBHO 32 JenpecHd. AKO ¢€ JIEKYBaTe 34 MAHHYECKO pa3CTpoiicTBO, BamusT nekap wme 3anouHe
C TI0-HHCKa Jo3a (37,5 mg) ¥ ciex ToBa Hie MOBHIIABA A03aTa MOCTENEHHO. MakcHMaIHATa 1034
33 FCHEPATU3UPAHO TPEBOXKHO PA3CTPOHCTBO, COLMAIIHO TPEBOKHO Pa3CTPOMCTBO M MAHUYECKO
pa3CcTpoiicTBo e 225 mg/neH.

IIpuemaiite THPAKCHH SR no npubiu3nTeNHO €AHO M CHIIO BPEME BCEKH JEH MM CYTPHH,
Wiy Beuep. Kancynure Tpadsa 1a ce normbluar Leny ¢ TEUHOCT U JJa HE Ce OTBApAT, pa3dyynBar,
OBBYAT WM pa3TBapAT.

THPAKCHH SR 1psabsa jna ce npuema ¢ xpaHa.

AKO UMate YepHoApoOHH unu 66peuHy npobneMu, ropopete ¢ Bamuysa exap, Tl KaTo MOXKe
na e Heobxoanmo Bamara goza TUPAKCHH SR ga ce npoMeHu.

He cniupaiite npuema Ha THOAKCHH SR, 6e3 na ce koHcynTHpate ¢ Bamug nexap (Bx. Touka
“Axo cte cipenu npuema TUDAKCHH SR™).

AKO CTe NIpHeJIH noBevye oT Heobxoqumara 7032 THO@AKCHH SR

Obagnete ce HezabaBHO Ha Bammus nekap unu ¢papMaueBT, ako CTe NPHENH [TIOBEYE OT
Heobxoaumara no3a TUPAKCHH SR, npeanucana ot Baiuusg jexap.

CHMITTOMHTE HA €BEHTYAJIHO NPEAO3UPAHE MOTAT Jia BKIIIOUBAT YCKOPEHO ChpLEOHEHE, MPOMEHH
B HUBOTO Ha OyIHOCT (BapHpallld OT CBHIMBOCT A0 KOMA), 3aMBIICHO BHXKIAHE, I'bPIOBE HITH
MPUAABLM H OBPBILAHE.

AKko cre nponycHa,m aa npaemere THOAKCHH SR

AKO NpOIYyCHETE A03a, IPUEMETE s BEJHATA CJIE] KaTO CH CTIOMHHUTE. AKO ofave e HaCTBLIHIIO
BPEMC 3a ClieJBalnara A03a, NpecKoYeTe NponycHaraTa A03a 4 NPHEMETE caMo SAMHHUYHA 1034,
KaKTo 0OMKHOBEHO. He B3eMaiite nosede ot AHeBHOTO KotHyecTBo TUDAKCHH SR, xoeto Bu
e OUno npeanucaHo 3a €UH JCH.

Axo cre cnpeau npuema Ha THOAKCHH SR

He cniupaiite ga npuemare Baiiero ieueHHe ¥ HEe NoHMXKaBaiiTe fo3ara 6e3 ¢chBeT oT Bamus
JIeKap JOpHU aKko ce 4yBcTBaTe no-a006pe. Ako Bamusar nekap cMaTa, Ue NMoBeYe He ce HYXJaeTe



ot THPAKCHH SR, Toii/Ta Moxe 1a Bu nomonu 6asHo aa noHwxure Bamara nosa npeay aAa
CIIPETE U3LAI0 NeYeHUeTO. H3pecTHO €, ye HacThNBAT HelkeNaHU PeaKUMH, KOraTo XopaTa
crpat ynotpebdara Ha THOAKCHH SR, ocobeno, korato TH®AKCHH SR ce crinpa BHE3anHO
HJIM 103aTa C€ NIOHWXKaBa TBBpJE 0bp30. HAKOM naleHTH MoratT Aa IoYyBCTBaT CUMITTOMHM KAaTo
yMOpa, CBETOBBPTEK, 3aMasHOCT, IJ1aB000JIME, CHHIIMBOCT, HOLUIHH KOLIMAPH, CYXOTa B YCTaTa,
3ary0a Ha aneTur, rajigHe, 1uapHsa, HEpBHOCT, AXXHTHPAHOCT, 0OBPKAHOCT, IYM B YUIHTE,
MpaBYYKaHEC HIIH, PAIKO, YCCIIAHHA KATO OT €JIEKTPHYECKH LIOK, ¢1abOCT, MOTEHE, I'bPYOBE HUITH
IPUNIOTNIOA00OHUA CHMIITOMH.

Bawusr nexap e Bu noceBeTBa 3a ToBa Kak TpsibBa [OCTENEHHO f1a CIPETE ICYEHHETO C
THPAKCHH SR. Axko nouyBcTBaTe HAKO# OT TE3U WM PYrH CUMIITOMY, KOMTO Bu
NPHUTECHABAT, OOBPHETE Ce KbM Baliug nexkap 3a JONBIHUTENEH CHBET.

AKO MMaTe HAKaKBH AOITBJIHUTEIHH BBIPOCH, CBBP3aHH C yOTpebaTa Ha TO3HM [IPOAYKT, MO
nonuraiite Bamus nekap niu papmalienT.

4. Bb3MOKHH HEXXEJIAHA PEAKITAHN

Kaxro Bcuuku nexapctea, THPAKCHH SR Moxe na npean3BHKa HEXENAHH PEaKLHH, BIPEKH
Ue HE BCEKH I'M MOJy4Yasa.

He ce nputecHsaBaiTe, ako 3abenexxure Manku 6enu rpaHyiu BbB Bature usnpaxHenus cien
kato npueMere TUCPAKCHH SR. Orerrpe kancyante TUOAKCHH SR npeacrasnssar
MHKPOC(HEPH UK MankH 6e/M TOMYEHIIa, KOUTO ChIBPKAT AKTHBHOTO BELIECTBO BEHIa(paKkCHH.
Tesn muxpocdepu ce ocBoGoxkKAaBaT OT Kancynara 8B Bamua croMainHo-upeseH Tpaxt. Koraro
MHKpoc(epHTe MPEMHUHABAT N0 LsJIaTa Ab/DKUHA Ha Balllig ¢cToMalIHo-4peBeH TPaKT,
BeHlapakcHH 6aBHO ce ocBob0XkaaBa. ,,OOBHBKaTa” HA MHKPOC(EPHTE OCTaBa HEPA3TBOPEHA U
Ce €TMMHHHpa BEB Baiunre wanpakHeHus. 3aToBa BBIIPEKH Y€ MOXETE fa 3abenexure
MHUKpochepH BbB BaiuTe n3npaxkHeHus, Bamara no3a BeHnadgakcun e 6una abcopbupana.

AJIEPTHYHH peaKIiiy

AKO IMOJYYHTE HAKOA OT CACAHUTE peakilnu, He npuemaiite TUOAKCHH SR. HezabagHo
KaxkeTe Ha Bawmusa ekap wiu OTHIETE B CHIENMIHOTO OTAe/IeHHE HA Hali-0/u3KaTa OoNMHULA;

* Crdrase B I'bpMTE, XPUIIOBE, 3aTPYAHEHO NPErIbIIaHE WK AUIIAHE
* [JloaysaHe Ha nuiteTo, rEPAOTO, PBLUETE HIIH XOAUIATA

* HyBCTBO 3a HEPBHOCT HJIM TPEBOXKHOCT, 3aMasdHOCT, YYBCTBO 33 NYJICHPaHEe, BHE3AIHO
3a4yepBsABAHE HA KOXKaTa U/MJIA YYBCTBO 34 TOINIHHA

* Texbk 00puB, cbpOex MM YPTHKH (TIOBAUTHATH IJIAKK OT YEPBEHA MK Olle1a Koxa,
KOUTO 4€CTO CBpOAT)



Cepro3Hu HexellaHH peaKilii

AKO 3a0€eJIe)KHTE HAKOU OT CJICIHUTE NMPU3HALIM, MOXKE J]a C€ HYXKAAeTe OT CIIelIHa MEIHUIIMHCKA
HaMmeca:

* Copacunu npobieMH KaTO YCKOPEH WIH HENPaBHIIEH ChPACUEH PUTEM, MOBULIEHO
KPBBHO HanATaHe

* Ilpobnemu ¢ ounTe KaTO 3aMBIACHO BUXKAAHE, paslIUPEeHH 3¢HULIM

* llpobaemu ¢ HepBHTE KAaTO 3aMasHOCT, yCEIAaHe 3a UITTMYKH, HAPYILIEHHUA Ha
JABHXKEHHUATA, BPYOBE UK NPHIIaAbLH

* [IcMXHaTpHYHH NPOOJIEMH KaTO XMIIEPAKTHUBHOCT U ey(popus

* CHHApPOM Ha cnvpaHe Ha nevyeHHeTo (Bx. Touka "KAK JIA TIPMEMATE TUGOAKCHH
SR, Ako cte cipenu npuema Ha TUOAKCHH SR").

[1bJieH CIMCDHK Ha HEXKENAHUTE PEAKLHH

YecroraTa (BepOATHOCTTa 3a M051BA) HA HEXKENIAHUTE PEAKIHH ce Kiacu(pUIMpa KaKTo CIeaBa;

MHoro yecTH [losnusBat nopeue ot 1 norpeburen Ha 10

Yectn Ioenusiear ot 1 1o 10 norpeburenu na 100

HeuecTu Ilosnusisat o1 1 A0 10 norpeburenn Ha 1 000

Penxu IloBnusasar ot 1 10 10 notpeburenu na 10 000

C HEH3BECTHA 4eCTOTA Ort Ha;IMYHNUTE TaHHU HE MOXE J1a Ob/le HanpaBeHa OLIEHKA
Ha YeCTOoTaTa

* Hapymienns Ha KPBBTA

Heyecmu: KpbBOHACAIAHE; CMOJIHCTO YEPHU U3NpaxKkHeHUA (PeKanuu) Wiy KpbB B
H3MpaXKHEHUATA, KOETO MOXE Aa € NMPU3HAK Ha BLTPEINEH KPBBOU3IHB
C neuseecmna yvecmoma: HaManeH Opoil TpoMOGoLMTH B KpBBTA BH, K0eTo BoaH 10
MOBUIIEH PHCK OT KPBBOHACSIAHE UM KbPBEHE; HapyIIEHHA Ha KPBBTA, KOETO MOXE Ja
AOBEJie 10 [TIOBUIICH PHCK OT HH(QEKIHH.

* O0OMEHHN/XpaHHTE/THH HapYIIeHHS

Hecmu: 3ary0a Ha Terno; NOBUIIEH X0JIeCTEPO

Heyecmu: HaANABAHE HA TETNO

C Heussecmuna yecmoma: NEKU NPOMEHH B KPbBHUTE HUBA HA YEPHOAPOOHUTE EH3UMH;
MOHWKCHHE Ha KPBBHUTE HMBA HA HATPHA; CHPOEXK, XKBITa KOXKA WIH NONKBITABAHE HA



OYHMTE, ThMHA YPHHA WIH IPUNONOA0OHH CUMIITOMH, KONTO Ca CHMITTOMHU Ha BB3MAJICHHE
Ha YyepHHA Apob (xenaTuT); 0OBPKaHOCT, MPEKOMEpeH NpHEM Ha BoAa (M3BECTHO KaTo
CHCAX); naTosorHuHO OTACAAHE HAa KbpMa.

* HapyuieHHS Ha HEPBHATA CHCTEMA

Mrnozo wecmu: Cyxorta B ycTaTa; riaBodoie

- Hecmu: naToONOrMYHM CHHUINA; MOHHKEHO JHOUA0; 3aMasHOCT; MOBHUIIEH MYyCKYIEH TOHYC,
0e3CHHME; HEPBHOCT; MIJIMYKHU M TPBIIKH; CeJUpaHe; TpeMOpP; 0OBPKAHOCT, YYBCTBO 3a
H30IMPAHOCT (MM OTACICHOCT) OT caMMd ce0e CH U JeliCTBUTEIHOCTTA.

Hewecmu: 3aryba Ha 4yBCTBa WJIH €MOIIHH, XaIIONHHALMH, HEBOJIEBH IBHKCHHS HA
MYCKYJIHTE; aXKUTUPAHOCT; HapyLICHU KOOpANHALIMA U PABHOBECHE.

Peoxu: 4yBcTBO 32 6€3NO0KONUCTBO HIIH HEBB3MOXKHOCT [1a C& CTOM CIIOKOMHO B CeaHAIO HIIH
U3IIPABEHO MOJIOKEHHUE; MPYOBE WITH NPHIIAABLU; YYBCTBO 3a CBPBXBE30YICHOCT HITH
eydopus.

C neussecmua wvecmoma: BUCOKA TEMIEPATYPaA C PUTHAHH MYCKYIIH, OOBPKAHOCT WK
AXHTHPAHOCT H MOTEHE MJIK aKO NOYYBCTBATE BHE3AIIHH MYCKYITHH JIBH)KEHHA, KOUTO HE
MOXETE 1a KOHTPOJHPATE, TOBA MOXE J1a Ca CHMITTOMH Ha CEPHO3HH CHCTOSHHA, U3BECTHH
KaTO HEBPOJICIITHYEH MAJTUrHEH CUHHAPOM; €y(POPUUHH YYBCTBA, CHHJIMBOCT, [IOCTOAHHHU
OBbp3U ABHXKECHHUA HA OUYHMTE, TPOMABOCT, HECIIOKOHCTBO, HYBCTBO KAaTO Y€ JIU CTE MUAHH,
NOTCHE WJIH PUTHHH MYCKYJIH, KOHTO Ca CHMIITOMU HA CEPOTOHMHEPrUY€H CHHIPOM;
JE€30PHEHTHPAHOCT H 0OBPKAHOCT, CHIIPOBOJEHH YECTO OT XaNIOLHHALMA (XEIHp);
CKOBAHOCT, CIIa3MH U HEBOJIEBH ABHXKCHHMSA Ha MYCKYJIMTE; MUCH 32 CAaMOHApaHABaHe WU
caMOyOHMICTBO.

» HapymieHHS HA 3peHHETO H CJIyXa

Yecmu: 3aMBriicHO BIDKJAHE

Heyecmu:. NPOMEHEHH BKYCOBH YCEILIAHUA; 3BBHEHE B YIIHTE (THHHTYC)

C nHeuzgecmua wecmoma: TeXKH O0JIKA B OUUTE ¥ MOHWIKEHO WM 3aMbIJICHO BHXK/IAHE

* Hapymienus Ha chpueTo BN KPHBOOOpAIIEHHETO

Yecmu: NOBHMIIEHO KPBBHO HAIATAHE, 3aYEPBABAHE; ChpLICOHEHE

Heyecmu: uyBCTBO 32 3aMastHOCT (OCOOEHO KOrato ce M3npaeaTe npeKajeHo 0up30),
NPHNAaAbLH, YCKOPEHA ChpeYHa ACHHOCT

C neuszgecmna yecmoma: NNOHWKEHO KPBHBHO HanAraHe; abHOPMHA, YCKOPEHA HITH
HEpaBHOMEpPHA CHpACYHA ACHHOCT, KOATO MOXE [la IoBeAe /10 NMpHUIIafaHe,

 Hapyumienns HA THINAHETO

Hecmu: npo3saBane

C neussecmuna yecmoma: KalulldLa, XpUnoBe, 3ajlyX H BUCOKA TEMIIEpaTypa, KOUTO ca
CMMIITOMH Ha BB3NAJICHUE Ha OenuTe ApodoBe, CBLP3aHO ¢ NIOBULICHHE Ha OelIMTe KPBBHH
KJIeTKH (OenoapobHa €o3nnoMuINA)

» HapynmieHHs HA XPAHOCMHJIAHETO

Mrnozo vecmu: ragene

Yecmu: HaManeH aneTyuT, 3alekK; MOBpbilaHe

Heuecmu: cKopliate ¢bC 3b0M; JUapus



C neussecmua yecmoma: T€xKn 60JIKH B KOpeMa WIH I'bpOa (KOUTO 61xa MOTJIH Ja
NnoKa3BaT CcepHo3eH nNpobJieM B YepBara, YepHHA Apo0 HIIH NMaHKpeaca)
* KoxxaH Hapymenusn

Mnozo yvecmu: noTeHe (BKIIOYKTETHO HOIIHO M3IIOTABAHE )

Heuecmu: 00puB; NaToJIOrHYHA 3aryda Ha Koca

C neussecmua yecmoma: KOXeH 0OpHB, KOHTO MOXe Aa AOBEJE A0 TEXKKO U3TIPHIIBAHE H
OesieHe Ha KoKaTa; Cbepbedx; ek 0OpuB

* MycKy/JHH HApYLICHHS

C neuseecmna yvecmoma: HeoOACHAMA MYCKYIIHa §0JIKa, YYBCTBUTEIHOCT WIH c1abocT
(pabaomuonnia)

* Hapyiennus Ha NHKOYHATA CHCTEMA

Hecmu: 3aTpyAHEHO OTJE/ISIHE HAa YPHHA; IOBUILICHA YeCTOTA Ha YPHHHpPaHE
Heyecmu: HEBB3MOXKHOCT Ja Ce OT/IEIH YPHHA
* PenpoAYKTHBHHE H CEKCYAJIHH HAPYILICHHS

Yecmu: NaTonorMyHa esKynaums/opra3sM (MBXKe); JIMICA HA OPra3bM; €PEKTHIHA
TACHYHKLUA (MMIIOTCHTHOCT); HEPEAOBHA MEHCTPYAIHs KATO 3aCHJICHO KbpPBEHE HIH
3aCHJICHO HEPEAOBHO KbPBEHE

Hevecmu: abropMeH oprassM (OKEHH)

 O0mmu

Yecmu: cnaboct (acTeHMs); CTYACHH TPBIIKH.

Hevecmu: 1yBCTBUTETHOCT KbM CIIBHYEBA CBET/IHHA.

C Heuszgecmna vecmoma. NOJAYTO JIMLIE HIH €3UK, 3ayX HIIH 3aTPYAHEHO IUIIAHE YECTO C
0OpHBHM (TOBa MOXE J]a € CEPHO3HA AJIEPTHYHA PEAKLIH).

THOPAKCHH SR noHskora npyYHHABa HEXKEJIAHU PEaKLIMH, KOUTO MOXE JIa HE YCETHUTE, KATO
NIOBHIICHHE HA KPBBHOTO HANATAHE HIIH a0OHOPMEH CBPACYEH PUTHM; JICKHA MPOMEHH B KPBLBHHTE
HHBa HJIH YEpHOAPOOHHUTE EH3UMH, HATPUA WK Xonaecrepona. ITo-psako TUPAKCHH SR Moxe
A3 NOHWKH GYHKIMATA Ha TPOMOOLIMTUTE B KPBBTAa BH, KOE€TO BOAM IO MOBHIIEH PUCK OT
KpBBOHACAJaHE WM KbpBEHE. 3aT0Ba BaluuaT jekap MOXKe OT BpeMe Ha BpeMe Ja Kejiae Aa
M3BBPILUBA KPBBHHU H3CeABaHuUA, ocodeHo ako cre npuemanu THOAKCHH SR aniaro Bpeme.
AKO HAKOA OT HEXENAHUTE JIEKRPCTBEHHU PEAKLIUU CTAHE CEpUO3Ha, HIH 3a0eJIeXXHTe APYIH,
HEOMMMCAHH B Ta3H JIMCTOBKA HEXKEJIaHH peaKllMu, MOJA yBeaoMeTe Bawusa nekap Hiu

dapmaneBT.

S. KAK JA CBbXPAHSIBATE TH®AKCHH SR

CexpaHsBaliTe Ha MACTO HEIOCTBITHO 3a JieHa.



He usnonseaitre THOAKCHH SR criea n3THuaHe Ha Aarata oTOens3aHa Ha KyTHaTa, 6HMcTepa u
Oyrunkara. CpoKbsT Ha FOJHOCT OTTOBaps Ha MOC/ICAHUA AEH OT IOCOUYEHHUS Mecell,

ToBa lekapcTBO He U3MCKBA CNIELIUATHK YCIOBHA HAa ChXpaHEHHE.

JlexapcrBata He TpAOBa na ce M3XBBPIAT B KAaHANM3ALMATA WIH B KOHTEHHEpa 3a JOMAIIHH
ornaabuy. [lonurakite Baiua dapmaneBr kak na yHuioxute HeHyxHuTe By nexapcra. Tesu
MEPKH llI€ CMIOMOTHAT 3a Ol1a3BaHE Ha OKOJIHATA cpea.

6. 1IO0IIBJIHUTEJITHA HHO®OPMAIIASA

Kakpo cbabpxa THOAKCHH SR

AKTHUBHOTO BELIECTBO € BeHJIadaKCHH.
[3a xancyam 37,5 mg |
Enxa kancyna ceabpka 37,5 mg BeHnagakcuH, Kato BeHJIadakCHH XUAPOXIOPHL.

I1loMOIIHH BelllecTBA:

ChabpxaHHe HA KANCYJIATA:
3axapHu cepu (CpabpaKalIH 3aXapos3a)

XKAPOKCUITPONHILIETY 1034
XHIIpoMeno3a

Tanx

Etunuenynosa

JinOyTHuncedakar

OneuHOBa KKCEIUHA

CunuuueB JUOKCHUA, KONOUEH O0e3BOIEH.
O0BHBKA HA KAIICY.IATA:

KenatuH

Harpuer naypuncyndar

O1BETHTEIH:

[Touco 4R yeppeHo (E124)

XHUHOJIUHOBO XBJITO (E104)

Turanoe guoxkcua (E171).

[3a xancyan 75 mg:]

EnHa kancyna cpabpxa 75 mg BeHNnadakCuH, KaTo BeHJIadhaKCHH XHAPOXJIOPU/L.

JIloMOIHA BemIEeCTBA:

CLAbpKAHHE HA KANCYJIATA:
3axapnu cdepH (ChbABpKALIHM 3aXapo3a)

XHAIPOKCHUITPOUAIILICNYI03a
XHUIIPOMET03a

Tank

ETtvnuenynosa



Hnubyruncebakar

OJieMHOBA KMCEIHHA

CunuuueB JHOKCU, KOJOUIEH OE3BOIeH.
O0BuBKA Ha KANCYJATA:

XKenatuu

Hatpues naypuncyiadar

OuBeTHTENN:

CeHcer xbito FCF (E110)

XUHOMMHOBO XbJiTo (E104)

Twuranos guoxkcug (E171).

[3a kancyau 150 mg:]

Enna kancyna cpaspxka 150 mg BeHnadaxkcus, Kato BeHAapakCHH XUAPOXIOPHUA.

IloMOIIIHH BEIECTRA:
ChabpkaHHe HA KANCYJaTa:

3axapuu cdepH (CbabpxKaliiy 3axapo3a)

XHIPOKCUNPOITHALENYJIO3a

XHUIIpOMET03a

Tank

Etunuenynosa

Hubytuncebakar

OnerHOBA KHCETHHA

CHIHIIMEB JHOKCH, KOIOUIeH O€3BOIECH.

O0BHBKA HA KamNCVJIaTAa:

AKenatun

Harpues naypuncyndar

Ouperyureny;

CoHcer xba10 FCF (E110)

XUHOJAUHOBO XbJITO (E104)

IlatenT cunbo V (E131)

Twuranos auokcun (E171).

Kak m3rnexna THOAKCHH SR 1 kakBo chAbPKA ONAKOBKATA

Karnicyna ¢ yasmkeHo ocBoboxaaBane, TBbpIa

TUDAKCHH SR 37,5 mg TBEpAA KaNcyna ¢ YALIKEHO 0CBOOOK/IaBaHEe

benu 10 NOYTH O€NM Ha LBAT rpaHyJH B Kancyna HoMep “3” ¢ opaHXeBO Kanaue M Mpo3payHo
TAJIO Ha Kancyara.

THUPAKCHH SR 75 mg TBEpAa Kancyna ¢ YIbIKEHO 0cBOO0KIaBaHEe

benu mo modTH O€nM Ha LBAT rPaHyIM B Karcyna Homep “1” ¢ XBATO Kanade ¥ APO3PAYHO TIIO
Ha Kaficysara.

THOAKCHH SR 150 mg Teppaa kancysia ¢ yABIKEHO 0¢BO00XKAaBaAHE

benn o moytH 6eiiK Ha UBAT rpaHy/M B Kancyja HoMep “0” ¢ xamaye LBST OXpa H [pO3payHo
TAJIO HAa KarcyJara.




Kancynure ¢ yabpkeHo ocBoOoXaaBaHe ce OTIYCKAT B onakoBku ot 20, 28, 30, 50, 98 u 100
Kancynu ¢ yAbJDKCHO OCBODOXK 1aBaHe, onakoBaHu B OictepH ot [1BX/anyMuHuit.

IIpepnarar ce cbino W onaxoBku ot 50 u 100 kancynu ¢ yasmkeHo ocBoGoxaaBaHe B GYTHIKH
OT NMOJIMETHJIEH BHCOKA IUIBTHOCT ¢ Kalayka Ha BHHT OT MOJHETHIECH BUCOKA MIBTHOCT W Calllc
CBC CHIIMKAres (CyHiuTe)).

He BCMUKHM BHAOBE ONaKOBKM MOrar Aa O'bJaT nyCcHAaTH B Mpoaaxoa.

IIpHTEXKATE HA paspell¢HAETO 34 YHOTpela H NPOH3BOAHTEN

ALFRED E. TIEFENBACHER

(GmbH & Co. KG)

Van-der-Smissen-Strasse 1

22767 Hamburg
I'epmannsn

IIponsBoauTenn:

Dragenopharm Apotheker Piischl GmbH
Gollstr. 1

84529 Tittmoning

['epMaHus

Farma-APS Produtos Farmacéutocos, S.A.

Rua Joao de Deus 19,Venda Nova
2700-487 Amadora
[Topryranus

To3u nekapCTBeH NPOAYKT € paspelueH 3a ynotpeba B cTpaHuTe YNeHKU nog cneaHuTe uMmeHa:

Xonauaus Tifaxin XR 37,5 mg capsules met verlengde afgifte, hard
Tifaxin XR 75 mg capsules met verlengde afgifte, hard
Tifaxin XR 150 mg capsules met verlengde afgifte, hard

ABCTpHs Venlafaxin Tiefenbacher 37,5 mg Retardkapseln
Venlafaxin Tiefenbacher 75 mg Retardkapseln
Venlafaxin Tiefenbacher 150 mg Retardkapseln

benrus Venlafaxine EG 37.5 mg capsules met verlengde afgifte

Venlafaxine EG 75 mg capsules met verlengde afgifte

Venlafaxine EG 150 mg capsules met verlengde afgifte



brarapus TUOAKCUH SR 37,5 mg Teepau kancynu ¢ yabmkeHo ocBoboxaaBaHe
TUOAKCUH SR 75 mg TBpam Kancynu ¢ yabmkeHo ocBoboXKaaBaHe

TUOAKCUH SR mg 150 mg Tebpau kancynu ¢ yabroKeHo
ocBoboxaapaHe

Yewka Tifaxin XR 37,5 mg
penybnuka  Tifaxin XR 75 mg
Tifaxin XR 150 mg

I'epmanus Tifaxin 37,5 mg Retardkapseln
Tifaxin 75 mg Retardkapseln
Tifaxin 150 mg Retardkapseln

Tauus Tifaxin XR 37,5 mg
Tifaxin XR 75 mg
Tifaxin XR 150 mg

Guunaggua  Tifaxin XR 37,5 mg
Tifaxin XR 75 mg
Tifaxin XR 150 mg

@paHLuA Venlafaxine EG LP 37.5mg gélule 3 libération prolongée
Venlafaxine EG LP 75 mg gélule a libération prolongée

YHrapus Tifaxin XR 37,5 mg
Tifaxin XR 75 mg
Tifaxin XR 150 mg

HWpnangus Venex XL 37.5 mg prolonged release capsules
Venex XL 75 mg prolonged release capsules
Venex XL 150 mg prolonged release capsules

Hranusa Tifaxin XR 37,5 mg Capsula rigida a rilascio prolungato
Tifaxin XR 75 mg Capsula rigida a rilascio prolungato
Tifaxin XR 150 mg Capsula rigida a rilascio prolungato

JokceMBypr Venlafaxine EG 37,5 mg gélule a libération prolongée
Venlafaxine EG 75 mg gélule a libération prolongée
Venlafaxine EG 150 mg gélule a libération prolongée

Hopserus Tifaxin XR 37,5 mg
Tifaxin XR 75

Tifaxin XR 150 e

JlaTa na nocieano oaofpenne na JUCTOBKATA: fDenpyapH 2009



