JIncroBka: uudopmanus 3a norpeduTesi
LovLO -y

3oq0¢T 50 mg puamupanu Tabaerku
Zoloft 50 mg film-coated tablets_ /7_0 2 /7 .

cepTpaiuH (sertraline)

[IpoyereTe BHMMATE/HO NAJIATA JIHCTOBKA, NPe1H 1a 3aM04HeTe 1A IpHeMaTe TOBa JIeKaPCTBO,

ThH KAaTO TH ChAbPKA BaxkHa 32 Bac undpopmauus.

- 3anasere Ta3M JUMCTOBKA. MoOKe /1a ce HaJl0XKH J1a i MpoYeTeTe OTHOBO.

- AKO UMaTe HIKaKBH JOITbJHUTE/IHU BbINPOCH, nonutaiTe Baluus nekap wim gapmauesr.

- Tosa nekapctBo e npeanucano JHuHO Ha Bac. He ro npeorcrbnBaiiTe Ha apyru xopa. To mode
Jla UM HaBpeaH, HE3aBUCHUMO Y€ MPU3HALMTE Ha TAXHOTO 3a00JisiBaHe ca ChlMTe KaTo Bamure.

- AKO NOJIyYuTE HAKAKBH HEXKEJIaHU peakuuH, yeeaomere Bauus nekap wiu papmauent. Tosa
BKJIKOYBA M BCHYKH Bb3MO)KHH HEXKEJIaHW peakliMH, HEONMCaHH B Ta3H JIMCTOBKA. BuikTe Touka
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KakBo cbabpka Ta3u JIHCTOBKA:

KakBo npeacrasngsa 30/0()T K 3a KAKBO Ce€ U3I10/13Ba
KakBo TpsOBa na 3Haere, rnpeau aa npuemere 3001

Kak na npuemare 3onodr

Bb3MOXKHU HEXeJlaHU peaKUHH

Kak na cbxpanasare 3o0m0¢T

Chabp)kaHUe HA OMAKOBKAaTa U AONbIHUTE/IHA HH(OpMaLIUS

O T o A8 R

1. KakBo npeacrasasasa 30/10T 1 3a KAKBO ce H3110/13BA

3010 T ChABPHKA AKTHBHOTO BELIECTBO cepTpaiMH. CepTpasiMH € JIEeKapCTBO OT rpyrnara Ha T. Hap.
CeJIEKTUBHU HHXHOMTOPHU Ha 0OpaTHOTO 3axBallaHe Ha ceporoHuHa (SSRIs); Te3u siekaperea ce
M3MON3BAT 3a JIeYEHHUE Ha JIeNnpecrs /WU TPEBOKHH pa3CTPOHCTRA.

3010 T MOXKE /1a c€ U3I0J13Ba 3a JICYEHHE Ha:

l Jlenpecus U npeana3zsaHe OT MOBTOPHA NOsABa Ha aAenpecus (NMpy Bb3PacTHH).

CouMaTHO TPEBOXKHO Pa3CTPOUCTBO (MPH BB3PACTHH).

[ToctrpaBmaTuuHo cTpecoBo pasctpoicTBo (ITTCP) (npu Bb3pacTHM).

[laHMuecko pa3cTpOUCTBO (IPH BB3PACTHH).

O0cecuBHO-KOMMNYJICUBHO pa3cTporcTBO (OKP) (npu Bb3pacTHH, Jela U FOHOLLIK Ha Bb3pacT
6-17 roguHn).

Jlenpecusta € KIMHUYHO 3a00J1iBaHE CbC CUMIMTOMHM, KaTO TOBA /1a C€ YYBCTBATE ThXKHH, /1a HE
MOKEeTe J1a CIUTe A00pe WIIK J1a ce paJiBaTe Ha XKUBOTA, KAKTO OOMKHOBEHO.

OKP u naHu4yeckure pascTpoicTna ca 3ab0sisiBaHUS, CBbP3aHU C TPEBOXKHOCT, CbC CUMITTOMH, KATO
TOBA J1a CT€ HEMPEKBbCHATO TOPMO3EHHU OT MOCTOSAHHHU (HAaTparyuMBy) MUCIIH, KOUTO BU npuHyKaaBar
J1a U3ITbJIHABATE MOBTAPALLUM CE PUTYAJIH (HATPANTYUBH UMITYJICH).

[TTCP e chcTosiHHE, KOETO MOKE J1a Bb3HUKHE CJI€/1 MHOIO EMOLIMOHAITHO TPaBMAaTHYHO NMpeXHBsBaHE
1 UMaA HAKOH CUMITTOMH, KOMTO HAnoao0sBar aernpecus U TpeBoKHOCT. COLMalIHOTO TPEBOIKHO
pa3cTpOMCTBO (couHanHa podus) e 3abosisiBaHe, CBBP3aHO C TPEBOXKHOCT. XapaKTepHu3upa :
ycelllaHe 3a M3pa3eHa TpeBora WK YyBCTBO 3a 0e/1a B COLMAJIHU CUTYaLIUH (Hanpnw&;;ﬁb?;ﬁ
HEeMO3HAaTH, FOBOPEHE MpeJl rpyna Xxopa, XpaHeHe WK NMUEeHe Npej APYrd Xopa Wik mpwy
MOKe OM ce ABbPIKMTE HEJTOBKO).

Bamuar JICKAp € MpCUCHHJI, HE TOBA JICKAPCTBO € MNoAX0oAA110 3a JICHEHHUE Ha Ba



Tpatea na nonurarte Baius nekap, ako He cTe CUTYpHH 3auio Bu e naaeH 3onogr.
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Kakpo Tpa6Ba xa 3naerte, npeau Aa npuemere 3oaodr

He npuemaiite 3onodt

AKO CTE ANepruyHn KeM CEpPTPATMH WM KbM HAKOA OT OCTAHA/IMTE CHCTABKM Ha TOBA
nekapcTBO (H36poeHu B TOUKa 6).

AKO npuUeMare WM CTe NpHeMau NeKapeTsa, HapeyeHd MOHOAMHHOOKCHAA3HH UHXUOUTOPH
(MAOH, nanpumep cenerunud, Moxinobemun), unu MAOH-nonobHu nekapcTreeHn NpoayKTH
(HanpuMep AMHe30nHN). AKO CIPETE JIEYEHHETO ChC CePTPANIUH, TpAOBa Ja H3yakaTe rnoHe
eHa ceaMMLIA, npedH na 3anodHeTe JeueHue ¢ MAOHK. Cnen xato cripete JieueHHneTo ¢
MAOM, tpabea pa u3uakare noHe ABE CeAMULM, NPEAM 3a 3ANIOYHETE JIEUEHHE ChC CEPTPaJIHH.
AKO npreMare apyro JEKApCTBO, HAPEYEHO MUMO3HUA (1EKAPCTBO 3a JieYeHUE Ha ICHXHUYHH
3a00JIABaHUA KATO NCHUX03a).

[lpeaynpexaeHus u Ipeanasii MepKy
I'oBopete ¢ Bauins nekap wiu gapmaleBT, npeau Aa npuemere 30100T.

JlexapcTBaTa He BHHAru ca noaxoAsiiy 3a sceki. Kaxere Ha Bamus nekap, npeau aa npuemere
3onodT, ako cTpasare WiH CT€ HMAJIH B MUHAJIOTO HAKOE OT CIEAHHUTE CHCTOAHUS!

AKO HUMaTe enunencusa (MPUCTbIl) KAH NPUNAALLUH B MUHANOTO. AKO MMATE NPUCTDHN
(npunaabk), HezabaBHO ce cBbpxeTe ¢ Bauinsg nexkap.

AKO CTpajaTe OT MaHHMAKaJIHO AenpecuBHO 3abonasaHe (OUNonapHoO pa3cTpoOCTRO) HIIN
wu3odppeHHs. AKO HMaTe MaHHEH enu3o/l, He3abaBHO ce cBbpkeTe ¢ Baums nexap.

AKO MMaTe WIH CT€ UMaJIM MUCJIH 3a CaMOHapaHiaBaHe uaH caMoyOuHcTBO (BXK. no-gony Muciu
3a caMOYOHHCTBO M BJIOINIABAHE HA ASNPECHATA WK TPEBOXKHOTO BH pascTpoiicTBo).

AKO MMaTe CEPOTOHHHOB CUHAPOM. B peaku ciyyam TO3u CHHOPOM MOXKE Ja Ce MOABH, KOraTo
npHeMaTe HAKOH JIEKAPCTBA €AHOBPEMEHHO CbC CEPTPANTHH. (3a CUMITTOMH, BHXKTE TOYKA

4, Bb3MOxKHU HeXEeNaHu peakini.) Bawusat nexap Tpadea aa Bu e kasan, ako ¢1e cTpajaiu oT
TOBAa B MMHANOTO.

AKO UMATE HHCKO HHBO Ha HATPHH B KpHBTA, Thil KATO TOBA MOXKE Ja Bb3HUKHE B pe3yATaT Ha
neyenue cbe 3on0dT. Tpabea cbiwio Aa kaxere Ha Bawys nekap, ako npueMare onpeacicH!
JIEKapCTBAa 3a apTepUaliHa XMIIEPTOHUA, Th KaTO TE3U JIEKAPCTBA ChIO MOTAT J1a NIPOMEHAT
HUBAaTa Ha HATpPUH B KpbBTa BH.

AKO CTe B CTapyecka Bb3pacT, Thil KATO MOKE 1a CTE U3NOKEHH Ha MO-TONAM PHCK OT HUCKO
HUBO Ha HATPHN B KPpbBTA (BXK. [10-rope).

Ako uMate yepHoapobHo 3abonapane. BaluuaT nexap MOXe Aa peuH Ja npueMarte Nno-H1ucKa
no3a 3010T.

Ako uMarte auaber. BaiuuTe HYUBA Ha KpbBHA 3aXap MOraT [a € H3MEHAT NOpaau NpuemMa Ha
3onodT U MOXkKE Na Ce HAJIOXKH KOpUrHpaHe Ha A03WTe Ha Balunte nekapersa 3a quaber.

AKO ¥MaTe aHaMHe3a 3a HapYLUEHUA HA KPbBOCBECHPRAHETO (CKIOHHOCT KbM 0Opa3yraHe Ha
CHHHWHH), WIH aKko cTe OpemeHHa (BrxTe ,,bpeMEeHHOCT, KbpMeHe W depTinTeT™), Hnu
npueMare JeKapcTsa, KOUTO pa3pexkaaT KpbBTa (HamMmp. aUeTUICATHLUI0BA KUCeIHHA (aCITUPUH)
unu BapdapuH) WIM MOTAT Ja YBEMHYAT pUCKa OT KbpBEHE.

AKo cTe aere WiH oHoua roa 18 rogunun. 3onodr Tpabea ga ce M3Non3Ba caMo 3a JIEUeHHe Ha
JeLia M IOHOLIH Ha Be3pacT 6-17 roauHy, crpajaliy OT 00CeCHBHO-KOMITYJICHBHO Pa3CTPOHCTBO
(OKP). Ako cre OUNM eKyBaHM 3a TOBA pasCTPOMCTBO, BaluuaT fekap uie ucka CTpUKTHO aa Bu
HaOmoaaea (Bx. no-aony - Jeua v 10HOLIHN).

AKO CTe Ha eneKTpoKkOoHBY/CKHBHA Tepanua (EKT).




. AKO uMaTe cppacyHo 3adonaBaHe, HUICKH HMBA HA KM WK MarHe3ui, ceMeiHa aHaMHe3a 3a
yabmoxaBane Ha Q1 MHTEpBana, HUCKA ChbpASUHA YECTOTA M €HOBpeMeHHa ynoTpeba Ha
neKkapeTea, kouto yasnxkasar QT wHrepsana.

be3noxoiticTBO/aKATHIHA®

Ynotpebata Ha CepTpaiMH Ce CBbP3Ba ¢ TEXKO ABUraTeIHO 0e3nokoHCTBO U HYXK/JIa OT ABHXEHHE,
HECTO ¢ HEBBIMOKHOCT Aa Ce CeaM UM CTOM HenoABWxkHO (akatu3us). [TogoOHK cuMnTomMu MOXe aa
ce MOABAT Hal-4eCcTO 10 BpeMe Ha MLPBUTE HAKOIKO CEOAMULIM OT TepanuaTa. YBelu4yaBaHeToO Ha
f03ata Moxe aa Obae BpeHo, Taka e ako pa3BHeTe NOAOOHH CHMIITOMM, TPpA6Ba Aa ce KOHCyATHpaTe
¢ Bauus nekap.

Peakunu Ha OTHEeMaHe:

Hexenanure peakumy, CBbP3aHy CbC CMTUPAHE HA IEYEHHETO (PeaKLiMM Ha OTHEMAHE) Ca YECTH,
0COOEHO aKO JICUEHHETO € CNPAHO BHE3anHO (BXK. TO4Ka 3. AKO cTe cnpenn npueMa Ha 3onodt
TOuKa 4. BB3MOXKHH HEXKENAHU peakLMH). PUCKBT OT 110483 HA CUMITTOMM Ha OTHEMaHe 3aBHCH OT
MPOAL/LKHTENHOCTTA Ha JIEYEHHE, TO3UPOBKATA M CTENEHTA, ¢ KOATO Ce HaMangaBa Ao3arta. Kato usano
TaKHBA CUMITTOMH Ca JIEKK 10 YMepeHU. [ipu Hakou naurenT obaue Morat na 6B2aT CepHO3HA.
OOuKHOBEHO BB3HUKBAT MpPe3 MIbPBUTE HAKOIKO JHH C/le[l CIMpaHe Ha fnedyeHreTo. KaTo usano Takusa
CUMIITOMM H34€3BAT OT CaMo cebe CH U OT3BYHaBaT B PAMKMTE Ha 2 ceaMMUM. [IpH HAKOM nauueHTH
MOraT Aa NPOAB/DKAT Mo-AbAro (2-3 Meceua wiu noseue). [Ipu npekparaBaHe HA IEYEHHETO ChC
CepTpanyH ce MpenopbyBa 103aTa Ja ¢& HaMagBa NOCTENEHHO 3a NepUo OT HAKOJKO CEAMMLIH WIH
MECELM M BUHAru TpsadBa aa oOcwhxkaaTe ¢ Bawua nekap Hail-noGpus HauMH 3a CIIMPaHe Ha NeYeHHETO.

Mucau 3a camMoyOHICTBO I B/IOIIIABAHE HA JeNPECHATA HJIH TPeBOXKHOTO Bu pascrpoiicTBo:
AKO CTe fenpecHpaHy W/ WKW HMaTe TPEBOKHO Pa3CTPOMCTBO, MOXKE MOHAKOra 1a UMATE MHUCJTH J1a CH
HABpeauTe Unu Ja ce camoybuere. Te Morar na 6bAaT 3acKieHH, KOraTo 3a NMPbB BT 3aN04BaTe
aHTHACIIPECAHTH, ThH KaTO, 3a 12 3aNOYHAT TE€3H eKapcTBa Aa Bu geiticteat, 0OMKHOBEHO ca
HeoOX0aWMU IBe CeIMHLIH, a MOHAKOra U rnoseye,

Bue moxe 61 e NO-BEpPOATHO 1a MHCAHTE TAKA:

* AKO M NPEIH CTE MUCAWIM Aa ce caMoybHere Wik Aa CU HaBpeauTe.

e AKo cTe Mnaa 4yoBek. HHpopMauuaATa OT KIMHHYHUATE MMPOYUBAHHUA MOKA3BA MOBHLUEH PHCK 3a
caMOyOHICTBEHO NOBEACHHE NMPH XOpa NoA 25 roAUHU ¢ NCUXUATPHYHH CLCTOAHNA, JIEKYBAHU C
aAHTHACTPECAHTH.

IIpn nospaTa Ha MUCIHK Ja CU HABPEAMTE UM Aa C€ caMOYOMeTe, CREpIKETE ce ¢ Bailus nekap u
BeaHara oTMAaeTe oo Hali-Onun3kara GonHuua.

Moxce na Bu e 0T nonsa fa kaxere Ha pOAHHHA WK DAU3BK NPHATEN, 4e CTe ASTIPECUPAHH, HITH Ue
“MaTe TPEBOXHO pa3sCTPOHCTBO, H Ja N'H NOMOJIUTE TE Aa NpOYETaT TazM JTUCTOBKA. Moxke na ru
MOMOJIUTE aa By kaxkaT, ako MHCAT, 4ye Balnara genpecus win TPEBOXKHO Pa3CTPOHCTBO CE€ BIOLLIABAT
WJIM aKO C€ TPEBOXAT 3& NPOMEHH BLB BalueTo noeeacHkue.

Cexcyaann npobiieMu:

JlexapctBa kato 30n0¢T (T. Hap. SSRIS) MoraT Aa NPUUHHAT CUMIITOMH HA HAPYLLUEHHE HA
CeKkcyanHaTa GyHKUUs (BxK. To4Ka 4). B HIKOH cly4au Te3x CUMITTOMH [POABIDKABAT ClIEH CIHPaHE
Ha JIEYEHHETO.

Heua H IOHOLIH:
Ceprpanus 0OMKHOBEHO He TpaAGBa Aa ce M3NoN3Ba NPH Acua U FOHOUIM Ha Bb3pacT noa 18 roauHmu,
OCBEH MpPH MauueHTH ¢ 00cecHBHO-KOMNYNCUBHO pascTpoiicTeo (OKP). Ilpy naunenT nog 1&FaquHu
[Py MPHUEM HA JIEKapCTBa OT ChLUUA KJ1aC UMa NOBHUILIEH PUCK OT HEXKENAHH peaKkuuH, wdaTQpfl
caMoyOniicTBO, MUCIH 38 CAMOHApaHABaHe WU caMOyOMIHCTBO (camoyﬁnﬁcraeun !
Bpaxae6HOCT (OCHOBHO arpecHs, NOBE/ICHUE HA NMPOTUBONOCTABSHE U rHsB), By £
BB3MOKHO Baluuar ekap ga npeanuuue 3ono¢T Ha NauneHT noa 18 roguHH, akg aﬁ g '
@
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nauveHTa. Axo BamusaT nekap Bu ¢ npeanucan 3onodt u cte nox 18 rogusu u | bl
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TOBa, MOJIA, CBBPXKETC CC C Hero/Hea. B AOMMTBAHCHHUE, TTPH (TOABA WK BJIOLIABAHE



OT U3bpOoeHHTE NO-rope CUMNTOMH, NOKaTO npueMare 3onodT, Tpadbsa na yseaomure Bawusa nekap.
HbnarocpouHara 6e3onacHoOCT Ha 30100 T N0 OTHOLUEHHE HA pacTexka, ChapABaHeTO H MO3HABATENIHUTE
(yHKUMM (KOTHUTUBHH PYHKLHMH) H NOBEASHUYECKOTO PA3BUTHE € OLICHEHA B ABJITOCPOUYHO MIPOYUYBAHE
npu nopede ot 900 aeua Ha BB3pacT oT 6 00 16 roanHu, KOUTO ca HabJloJaBaKH 34 MepHon OT

3 roauHK. Pe3ynTaTHTe OT NpOYy4BaHETO MOKA3BAT, Y€ AEUaTa, 1EKYBAHH C MO-BUCOKA 0033 CEPTPATIUH,
CE€ pa3BUBAT HOPMATHO, C UBKIIOUYEHHE HA 1EKO NOBUILIABAHE HA TEFIOTO.

Apyrn aekapcersa H 30041
Tpabea aa xakere Ha Bawus nekap Wi gapMaueBT, ako npHeMare, HACKOPO CTe NMpUeMali WK €
Bb3MOXXHO Ja PHEMETE APYTH JieKapCTBa.

Hsxou nexkapcTBa MOrat A1a IOBJIMAAT HAYMHA, 110 KOHTO AeHCTBA 300¢T, Wid 3050¢T MOXE 11a
HaMalli ePEKTHBHOCTTA HA APYIH JICKAPCTRA, [TPUEMAHH O CBLIOTO BpEME.

[IpremaHeTo Ha 30n0QT 3a€AHO CHC CJIEIHUTE IEKAPCTBA MOXKE HA IPUYHHH CEPHO3HH HEXeIaHH
JICKAPCTBEHH PEAKLIMH:
¢ JlekapcTra, HapeueHM MOHOAMUHOOKCHAA3HHU HHXUOKUTOPH (MAOH), kaTo Moknobemun (3a
JeYeHHUe Ha JICNPECHs) M cenernnvH (3a neyeHue Ha [lapknHcoHoBa 6onect), aHTHOHOTHKA
JIMHE30AUA U METHAEHOBO CUHBO (3a IEHEHHE HA BUCOKH HMBA HA MeTXeMOornobuH B KpLBTA).
He uanon3eaiite 3010QT 3a€4HO € TE3W J1€KapPCTBA.
» JlekapcTpa 3a JicUEHHE HA NICHXUYHHU 3ab0nABaHMA KaTO ncyvxo3a (nuMo3na). He uznonssaiite
3010dT 3a¢AHO ¢ MMMO3HA,.

["'oBopeTte ¢ Baiuusa nexap, ako npUeMaTe CleHUTE JIEKapCTRa:
» JlekapcTsa, chAbpKalLUM aMpeTaMUHHU (M3N0/I3BAHH 32 JICHEHHE Ha CHHAPOM Ha
XHIIEPaKTUBHOCT ¢ JeHUMT HA BHUMaHKeTO (Attention Deficit Hyperactivity Disorder,
ADHD), Hapkonencus ¢ 3aT/IbCTABAHE.
e JlexapCTBEHH CpEACTBA OT PaCTHUTENEH NPOU3X0, ChAbPXKALUH XKBAT KaHTapuoH (Hypericum

perforatum). EQexTuTe Ha >XbIITHA KAHTAPMOH MOTaT Aa npoAbkar 1-2 ceaMuLm.

[Ipoayxty, cbABPKALLA AMHHOKHCETHHATA TPUITTOdAH.

JlekapcTpa 3a JieueHHE Ha CUITHA WY XpOHUUHA 6oNKa (OnHoOUaH KAaTO Hanp. TpaManod,

(peHTaHKN).

JlekapcTBa, H3NON3BaHU MPH aHecTe3ns (Hanp. PeHTaHWI, MUBAKYPHYM H CYKCAMETOHHYM).

JlekapcTBa 3a le4eHHEe Ha MUrpeHa (Harp. CyMaTpHUITaH).

JlekapcTBa 3a pa3pexaaHe Ha KpbBTa (BapdapHH).

JlekapcTBa 3a neueHne Ha OonKka/apTpyUT (Hanp. METAMH30J1, HECTEPOHIHH

NpOTHBOBB3NANUTENHHK NekapcTBeHH cpeacTsa (HCTIBC) kato ubynpoden, aueruncanyuuunosa

KHCeSIHHA (aCUPHH)).

CenaTuBHY (YCNIOKOHUTENHU) cpeacTsa (aUa3zenam).

JHuypeTHuM (HapHYaHH ChILO OTBORHABALUM TAOIETKH).

JlexapcTea 3a nevyeHue Ha enunencus (beHurouH, penodbapburan, kapbamasenun).

JlekapcTpa 3a neueHue Ha auaber (Tonbyramun).

JlexapcTRa 3a NeyeHHe Ha MPpeKOMepHO 00pa3yBaHe Ha CTOMAILIHA KMCEIMHA, A3BU U KMCEJIMHH

(LMMETHIMH, OMENPA30N, NaH30MNpa30, NaHTonpa3os, pabenpason).

JlekapcTBa 3a JleuyeHHe Ha MaHHUA M genpecua (THTHIA).

e Jlpyru nekapcTra 3a JieueHue Ha aenpecus (KaTo aMMTPUITTWIKH, HOPTPUNTUINH, Heda30I0H,
PyoKCeTHH, GNyBOKCAMHH).

e JlekapcTma 3a JIEU€HME Ha LIM3O(PEHHA U APYrH NMCUXHYHH 3abonsaBaHua (KaTo nepPeHasuH,
JIEBOMENPOMA3HH M OJIaH3anMH).

e JlekapcrBa 3a N€4YEHHE HA BUCOKO KPbBHO HaNAraHe, 60JKa B rbpAUTE WIH peryn \
ChbPACYHHA PUTHM (KATO Bepanamun, AuntHaseM, dnekauHui, nponadgeHoH). %

e JlexkapcrTsa 3a nevyeHUe Ha DakTepuanHy UHDEKUWH (KaTO pUdaMITULIKMH, Knap
TeAUTPOMULIMH, EPHTPOMMLIUH).

e JlexapcTBa 3a feveHUe HA reOUUHE MHpEKIHH (KATO KETOKOHA30/, HTPAKOH
BOPMKOHA301, (J1yKOHAa301).




e JiekapcTra 3a neuenue Ha HIV/CIIHUH u xenatur C (nporeazin HHXUOHUTOPH KaTO PUTOHABUD,
TeAarpeBUp).

e JlexapcTBa 3a npenOTBpaTABaHE HA aIcHE ¥ NMOBPBLUIAHE Clie] Onepanrs WK XHMHOTEpanus
(anpenuTaHT).

e JlexapcTtBa, 3a KOHTO € H3BECTHO, Y€ MIOBULLABAT PHCKA OT MIPOMEHH B €NIEKTPHYECKATA
AKTUBHOCT HA CHPLETO (Hanp. HAKOX aHTUIICHXOTHUH U aHTHOHOTHLIM).

3010¢4T ¢ XpaHH, HATMTHTKH H AJIKOX0N
3onodT TabneTku MoXe Aa ce npyeMar c¢sC U 0e3 xpaHa.

AnxoxonsT TpaOBa Aa ce u3bArsa, 10KaTo ce npuema 30/100T.

CepTpanuH He OHBa aa 6bae npueMaH B KOMOMHALUS CBC COK OT IpeindgpyT, Thit KaTO TOBa MOXKeE Ja
MOBHHIH HUBOTO HA CEPTPaAMH B TANOTO By,

bpeMeHHOCT, KbpMeHe H GepTHIAKTET
A0 cTe OpeMeHHa WK KbPMHUTE, CMATATE, Y€ MOXKe J1a cTe OpeMeHHa, UNH I1aHHpaTe OpeMeHHOCT,
nocwBeTBaiiTe ce ¢ Bawus nexap wnu papMauesT npeau ynorpebara Ha TOBa JIEKApCTRBO.

be3onacHOCTTa Ha CEPTPATIMH HE € HANKIHO YCTaHOBEHA NpU OpemeHHH keHH. CepTpasivH iiie Bu
Obae naeaH, ako ¢Te HpeMenHa, caMo ako BawnaT nekap npeuesn, ye rnoJsszara 3a Bac Haasuiuasa
BCAKAKbB BB3MOXKEH PHUCK 3a pa3BUBaILOTO ce 6ebe.

Axo npuemare 3010(T KbM Kpas Ha OpeMEHHOCTTa, MOXKE /1a ChLIECTBYBA NOBHIIEH PHCK OT TEXKKO
BarMHAIHO KbPBEHE CKOPO Clell paXAaHeTo, 0CO0CHO akO MMATE aHAMHE3a 3a HAPYILESHHA Ha
KPbBOChCHPBAHETO. BalunAT jiekap WM akyuiepka TpadBa ga 3HaAT, 4e npueMare 3onodr, 3a aa
MOrar ja Bu nochBeTBaT.

Koraro ce npueMart no Bpeme Ha 6peMeHROCT, 0COOEHO B NMOCAEAHUTE 3 Mecelia OT OpeMeHHOCTTa,
nexkapcrsa kato 3onoT Morar Ja nOBHILAT PHCKA OT CepHO3HO 3abonsapaHe npu bederara, HapeueHo

NePCUCTHpALLIAa NYIMOHANTHA XMNEPTOHUA Ha HoBopoaeHoTO (Persistent Pulmonary Hypertension of
the Newborn, PPHN), nopaau xoeTo TO AWLLIA MO-Y4YECTEHO K H3rJexaa MOCUHAIO. Te3d cHMNTOMH
OOMKHOBEHO 3anmo4BaT NpPe3 NBPBUTE 24 Haca cliel paxaaHeTo. AKO ToRa ce ciy4yH ¢ Baiiieto 6ebe,
TpsAOBa BeIHAra a ce CBbpKeTe ¢ Ballara akyluepka Wil Jiekap.

Balitero HoBopozeHO 6ebe MoXke a UMa U IpYrd CUMITOMH, KOUTO OOMKHOBEHO Ce NPOABABAT Npe3
nbpBUTE 24 yaca cnen paxaaHeTo. Te3M CUMITOMU BKJIKOUYBAT:
e 3arpyaHeHO AHMilLaHe,
[TocuHaAna koXa, NPEKAJICHO TOTNO UM CTYAEHO HAa AOMHP,
[TocuHenu ycTHH,
[ToBpbllaHe WK HAPYILIEHO XpaHEHE,
bebGero Bu e MHOrO OTnmaaHamno, He MOXKE Aa CNU WK Naye MHOTO,
CxoBaHH UAM OTIYCHATH MYCKYJH,
Tpemop, TpenepeHe WK npunagbUH,
YeuneHu pedrekcH,
PazppasHUTENHOCT,
Hucka xpbBHa 3axap.

Axko Baitero 6e6e nposaBu HAKOH OT TE3U CUMNTOMH TPH PaXKAAHETO, WIH CTE 3arpHIKEHH 3a 3APABETO
Ha Bawero 6ebe, Mond, nonuTaite Bawna nekap wid akyluepka, KOUTO wie morat Aa Burfigaype e
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HMMa poxa3aTencTeo, 4e CEpTpaiMH NpeMUHaBa B KbpmaTa. CeprpanuH Tpadsa jaa ¢y
KbpMauKH, caMO ako BalllusaT nekap npeueHu, e rnon3ata HaBHIlaBa BCAKAKbB BH3
6ebeTo.




B npoyuBaHUs NpH JKUBOTHH, HAKOU JIeKapCTBAa, KATO CEPTPaiMH, MOTAT /A BJOLIAT KAYECTBOTO Ha
cniepmara. TeopeTUuHo, ToBa O MOINOo 11a 3acerHe GepTUIMTETa, HO Bb3ACHCTBUE BHPXY
dbepTUIMTETA NPH XOpa BCe OLUE HE € HAD10AaBaHO.

IHodupane u pabora ¢ MALUHHH

[IcuxoTpornHH TEKApCTBEHU HPOAYKTH, KATO CEPTpaAJIMH, MOTaT a MOBAHAAT Baluata criocoOHOCT aa
mwodupare WiM Aa U3N0N3BaTe MalluHKU. 3aToBa Bue He Tpadra xa wodupare 1 na paboTuTe ¢
MallKHH, AOKATO HE pasdepere Kak TO3M JIEKapCTBEH NPOAYKT NOBAHABa Baluara cnocoOHoCT na
H3BBPLUIBATE TE3U ACHHOCTH.

300 T CHLABLPAKA HATPHH
3on0¢T ¢haBpKa NO-Manko OT 1 mmol HaTpui (23 mg) Ha 50 mg punmupaHa Tabnerka, T.e. MOXeE Aa
ce Kaxe, Yye NMPaKTHUECKH HE ChABPKA HaTPHH.

3. Kak na npaemate 3onaopr

BrHarud npueManTe TOBa IEKapCcTBO, TOHHO KAkTO Bu € ka3an Bawiuar nexap unu dapMaliesT.
AKO He CTe CHI'YpHHM B HEllo, nonutaite Bawna nekap unu dhapmauesrt.

IIpenopbynTENHATA 1034 €:

Bu3pacthu:
Henpecus u o6cecuBHO-KOMNYACHBHO pascTpoiicTBo (OKP):
3a nenpecusa U OKP ofnuaitnara edexTuBHa no3a € 50 mg/neH. /lnerHaTa go3a Moxe aa
HApaCTBa CTLMANOBUAHO C YBeNnU4YeHusa oT No 50 mg u HHTEepBaIH OT NOHE eAHa CEAMHLIA 32
nepuoa OT ceamMuuu. MakcuManHaTta npenopbUuBaHa no3a e 200 mg/nen.

IIann4ecko pa3cTpoOHCTBO, COMHAJIHO TPEBOXHO Pa3CTPOHCTBO H NNOCTTPABMATHHHO
CTpecOBO Pa3CTPOHCTBO:

3a MaHU4YECKO pa3CTPONUCTBO, COLIMATHO TPEBOMCHO pa3CTPOMCTBO U NOCTTPABMATHYHO CTPECOBO
pa3cTpoNCTBO JICYEHHETO TpAOBa Na 3anodHe ¢ A03a 25 mg/aeH Y Aa ce yBenuduu Ha 50 mg/peH
cnel eHa CeiMHLa.

Cnen ToBa JHEBHATA 1032 MOXE a HAPacTRa CTLIAJIOBUAHO € YBeNu4eHus ot no 50 mg 3a
epyoa OT ceaAMHIM. MakcuManHaTa npenopbunTenna go3a € 200 mg/nen.

Ynorpeba npu aeua 1 HOLIM:
3onodT TpabBa Aa ce U3MON3BA 3a NeveHHe caMO Ha Jella U IOHOLLH, cTpajau ot obcecHBHO-
KOoMmyJicuBHO pascTpoicTBo (OKP) Ha BB3pacT 6-17 roouHu:
O0ceCHBHO-KOMNYJICHBHO PA3CTPOHCTBO!
Heua va Bb3pacT oT 6 10 12 rogunn: IlpenopbuBaHara HavyanHa g03a € 25 mg aHeBHO. Chen
enQHa cegMuua BawmsTt nekap Moxe na noBHiuu go3ara a0 50 mg aveBHo. MakcuManHaTa no3a
e 200 mg AHeBHO.
HOnomu or 13 ao 17 rogunn: [lIpenoppunresnnata HadanHa n03a € 50 mg aAHEBHO.
MaxkcumanHara no3a e 200 mg nHeBHo.

Ako umare yepHoapobHK nnKn 6bOpeunn npobnemu, Mona, KaxkeTe Ha Baluus nekap u ciepaiite
HEr'OBHTE HHCTPYKLHH.

HauyuH Ha npueMane
3ono¢T TabneTku MOXKe Ja ce pHeMaT CbC MK Oe3 XpaHa.

[TpuemaiiTe CBOETO NEKAPCTBO BEIHBK THEBHO, CYTPHH WIIH BEYep.

BatuusaT nexap we By nochBeTBa KOIKO ABLAO Aa NpHeMaTe TO3M IEKApCTBEH I
3aBUCH OT Xapakrtepa Ha Bawero 3abonsasaHe W OT ToBa KOJIKO A00Ope ce NOBIHSA




Moxke 1a H3MHHAT HAKOJIKO CEAMHLM, pead BaliuTe CUMITTOMH Aa 3allQYHAT Aa ce noaAoOpaBar.
JleueHyeTo Ha aenpecus 0OMKHOBEHO Mpoab/KaBa 6 MECeLa C/1e HAaCTENBAHE Ha roachbpenue,

AKO CTe NpHeH NoBeye OT HeobOXxoaumaTa A03a 30404 T

AKO cnyuyaliHo cTe NpHeny TBpAe MHOTO 30/10(T, CBBPXKETE ce ¢ Baluua nekap BeHara Wid OTHIETE
A0 Hait-01u3KoTO OOMTHUYHO CnielliHO oTae/ieHue. BUHAaru Hocete ¢be cebe CH onakoBKaTa Ha
JIEKapCTBOTO, HE3ABMCHUMO JAJIH € OCTaHaNO JICKAPCTBO HJIH HE,

CHMNOTOMMTE Ha TIPEAO3HUpPAHE MOXKE [a BKJIIOYBAT CHHJIMBOCT, FaicHE Y MOBpBLUAHE, YHECTEH
ChpAEUEH PUTEM, TpenepeHe, Bb30yna, 3amaiiBaHe W B pelikH criyuyad 6e3ch3HaHue.

AKO cTe nponycHaJiu ga npuemMerte 3ogo0¢T
He B3emaiiTe ABOMHA 1034, 32 1a KOMIIEHCUpPATe NPONycHATaTa A03a. AKO 3a0paBUTe Aa B3eMETe
TabneTka, He NpueMaiiTe nponycHaTaTta n03a. BaeMmere cneapaiuara radbnetka B NpaBUIHOTO BpEME.

AKo cTe cipesH npremMa Ha 3oa00T

He cniupaiiTe npueMa Ha 3on0¢T, ocBeH ako Bauwmat nekap He Bu xaxe ga ro Hanpasute. Bauiuar
NeKap e UCKa NocTerieHHO Aa HaMany Bawara 1o3a 3000¢T 32 HAKOIKO CEAMHIM, NPEAH
OKOHYATENHO Ja CIpeTe NpUeMa Ha TOBa JIEKapCTBO. AKO BHE3ANHO CIpETe MpHeMa Ha TOBa
NeKapcTBO, MOXKKE Ja UMaTe HeXKeNaHM peaKUMH KaTo 3aMaiiBaHe, 6e3uyBCTBEHOCT, HApPYUIEHHA Ha
CbHA, Bp30yaa Win TPpEBOXHOCT, r1apofoue, npunolaease, pazboigsate U TperepeHe. AKO HMaTe
HAKOA OT TE€3H HEXEJIAHU peakiiMy WY KaKBUTO U Ja € APYTH HEXENaHW peakluH, JOKATO crupare
npvemMa Ha 3onodt, Mons, pasropapaite ¢ Bawuus nekap.

AKO UMaTe HAKAKBH JOITLIIHMTENIHHA BBIIPOCH, CBBP3aHH ¢ ynotpebaTa Ha TO3M NPOAYKT, MOJA,
nofiMtakTe Bawka nekap unu dpapMaLesT.

4. Bb3MOXKHH HEKeJ1aHH PEAKINH

KaxTo BCHUYKH JIEKApCTBa, TOBA JICKAPCTBO MOXKE a NPEAU3BUKA HEXKENaHH PEAKLIMH, BBIIPEKH UE HeE
BCEKH ' MOJIy4aBa.

["ageHeTO e Hali-yecTaTa HeXellaHa JICKAPCTBCHA pCaKLIHA. Hexenanure JICKApPCTBEHH pPCAKLIHH
3aBUCAT OT A03aTa KM HUCCTO H3YC3BAT WJIH HAMAaNABAT C NPCABL/12KAaBAHEC HA JICUCHUCTO,

Kaxkere nHezabaBHO Ha Bamnsa aexap:
AKO UMaTEe HAKOU OT CJIEAHUTE CUMITTOMH Ce/l IpUEMA Ha TOBA NEKapCTBO. T€3H CHMITTOMH MOTaT A3
OBOaT CEpHO3HH:

e AKO pa3BHeTe TEXKBK KOXXeH OOpHB, KOHTO NpHYHHABA 00pa3yBaHe Ha MeXypH (epuTemMa
mynTudopme) (TOBa MOXKE Aa 3acerHe ycTaTta v €3MKa). Tesn CUMIITOMH MOXKe J1a ca ITpU3HaLy
Ha CLCTOAHME, H3BECTHO KAaTO CHHAPOM Ha Stevens-Johnson Win TOKCHUHA enHaepManHa
Hekponuza (TEH). B teau cnyuan Bawmusar sexap we cnpe aeuenuero Bu.

o  AJepru4Hy peakUHH WIH aneprui, KoOATo MOXE a BKIKOYBA CUMITTOMH KaTo ChpOsALL KOMCEeH
oOpuB, npobneMu ¢ AUILIAHETO, XPUIIOBE, MOAYTH KIIENAa4H, JTHLUE WIH YCTHH.

e Ako umarte Bb3byaa, oObpKBaHe, JuapHs, BUCOKA TeMNepaTypa ¥ KpbBHO HajisraHe, oOHITHO
H3MOTABAHE B yYecTeHO Chpuebuere. Toa ca CMMIITOMM Ha CEPOTOHHHOB CHHAPOM. B peaxn
CIYHaM TO3U CUHAPOM MOXKE Z1a C€ MOABH, KOraTo npHeMarTe HAKOH JIEKApCTBa NO ChIUOTO
BpEME KAKTO cepTpaiuH., BawumaT nekap MOXKe Aa cnpe 1e4eHUeTo BH, =

o  AKO MOMYUYHUTE NOXKBATABAHE HA KOXKATa M OHYUTE, KOETO MOXKE Ja O3HayaBa YBpE *"-; W
yepHUa apod.

e  AKO M3MMWTBATE AECNPECHUBHM CHMITTOMH C HAEH 3a CAMOHAPAHABAHE UK caM{ ‘

‘\

(CYRUMOHU MHUCITH).
e  AKO 3aMovHeTe Ja ycellaTe ABUraTe/IHO HECTIOKOKHCTBO U HE CTE B CBCTOSH
CTOUTE HEMOABWKHO, CJIe] KaTo 3arnodHeTe aa npuemare 3onodt. Tpadbra ga 'y

JIEKap, aKO 3aIlIOYHCTE a YYBCTRATEC HECMOKOHCTRO.
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AKO umare npucten (NpHNagbk).
AKO uMmaTe MaHHeH enu3oA (BiokTe Touka 2 ,JlpenynpexaeHus U rpeanasHu MEpKH™).

Cnenuure HexcenaHH NEKapCTBEHH peakUMy ca HabnoaaBaHy B KIIMHMYHHTE NPOYYBAHMA MPH
BB3PACTHH M Cle]l MyCKaHeTO Ha MPOJYKTA Ha ra3apa.

Muoro uecTH (MOrar Aa 3acerHar nosede ot 1 na 10 aymmn):
BescbHHe, 3aMaliBaHe, CHHIIMBOCT, raBobonue, JHapys, NpyUiIoliaBaHe, CyX0Ta B yCTara, JIUnca Ha
eAKyJalLus, ymopa.

YecTn (Morar aa 3acernar ao 1 ua 10 aymmu):

OCcTbp OpPOHXHT, BB3NAJIEHO BP0, XpemMa

HAMAa/IEH aneTUT, NOBUILEH aNeTUT

TPEBOKHOCT, AENPECHS, BB30y1a, HAMaNEH CEKCyaleH HHTEPeC, HEPBHOCT, CTPAHHO YCEllaHe,
KOLIMapH, CKbplLiaHe CHC 360U

TpenepeHe, MyCKY/IHH HapylleHUs (KATO HEMPEKBCHATO ABHKEHHE, MYCKYJTHO HANpPeKEHHE,
3aTPYAHEHO ABIKEHUE H CKOBAHOCT, CIIA3MH M HEBOJIEBH ABHXKEHHA Ha MYCKYIHTE)
0e34yBCTBEHOCT H U3TPbIIBAHE, MYCKY/IHO HANPEKEHHE, PA3CEAHOCT, HEOOHMUAEH BKYC
IPUTETHH HAPYLLIEHHUA

3BPbHEHE B YLLIUTE

cbpleduene

ropeliy BhaHH

Npo3sABaHe

pascTPOEH CTOMAX, 3anekK, OOAKa B KOpEMA, MOBpbUIaHe, Fra30Be

OOWITHO H3NOTSABaHe, COpUB

Gonka B repba, cTaBHa Oonka, H01ka B MyCKYJIHTE

HapYLUEHUS B MEHCTPYAJHHA LUHKBJI, €PEKTHIIHA AUCHYHKIIHA

HEpa3MNoJIoKEHHE, OONKa B rbpauTe, ¢nabocT, MOBHILIEHA TEMIIEPATYPA

[MOBULIEHO TErNO

HapaHsaBaHe

Heuectn (morat aa 3acernar a0 1 ma 100 gywmn):

. & & & & @

FacTPOEGHTEPHT, HHPEKLIHA HA YyXOTO

paK

CBPBX4YYBCTBHUTEIIHOCT, CE30HHA aNeprus
HUCKH XOPMOHH Ha LIUTOBMAHATA MUle3a
caMOYOHACTBEHH MUCITH, CAaMOYOHICTBEHO NOBEAEHHE , ICHXHYHH HaPYLIEHHs, CTPaHHH
MUCJY, De3rprkue, XaTOUMHaLMHK, arpecHs, eyQOpUUHO HACTPOECHHUE, NapaHod

aMHe3usd, OTCabeHH ycellaHna, HEKOHTPOJTHPYEMH MYCKYJTHH KOHTpaKUIHH, NpHIianaHe,
IPEKOMEPHO ABHXXEHHE, MUTPEHa, KOHBYJICHH, 3aMaiiBaHe NpM M3npassHe, HapYLIeHa
KOOpAMHALIMA, HApYLIEHHE HA roBOpa

pasillKpEeHH 3EHHLUH

6osika B yXOTO

YYECTEH MYJC Ha CbPLETO, NMpobaeMu chbC ChPLETO

KbpBeHe (KATO CTOMAIHO KLpBEHe) , BUCOKO KPBBHO HansraHe, 3a4epBsBaHe, KPLB B ypHHATa
3aJ(yX, KbpBEHE OT HOCA, 3aTPYAHEHO JMIIaHe, BB3MOXHO XPHUIITEHE

CJIY3E€CTH U3NPAXKHEHHS, HAPYLIEHHUS Ha 3b0UTE, Bb3NANCHHE HA XPaHOIPOBOAd, Bb3NaNICHUE
Ha €3HKa, XeMOPOHH, MOBUILIEHO CAOHOOTACIISHE, 3aTPYAHEHO NPErTbLaHe, OpUrBaHe,
HapyLIEHHE HA €3HKa

IoAyBaHe Ha OYuTe, 0OpHB, Koconan, cbpOex, NyprnypHH NeTHa Mo KoXkara, Henciaate RS
cyXa KOKa, OTOK Ha JIMLETO, CTYAeHA NOT ‘S& %
OCTEOAPTPHT, MYCKYJIHH NOTPENBAHUA, MYCKYJIHH KPaMIU ', MYCKYJIHA cna OF PO 2, e
MOBHUILEHA YECTOTa HA YPUHHpaHe, MPOOIIEMH ¢ YPHHHUPAHETO, HECTIOCOOH( @ yiv
He3a[bpXKaHe Ha YPHHA, MOBHULIEHO KONMHYECTBO HA YpUHATA, HOLHO YPHHUEBHAES
cekcyanHa QucyHKLMS, OGHIHO BarMHANHO KPbBOTEUEHHE, BATHHATIEH KkApHam

C- W : .::...."r
CEeKCyasiHa AUCHYHKLHMSA NIPH KEHUTE AN S




NOAYyBaHE Ha KpaKaTa, BTPHUCAHE, 3aTPYAHEHO ABMKEHHUE, MaAXKAA

[IOBHILABAHE Ha CTOMHOCTUTE Ha 4epHOAPOOHHUTE eH3MMY, 3aryfa Ha Teryo

Cro0mapann ca cayvan Ha caMOyYOHICTBEHH MHC/IN H NOBEAeHHE N0 BPeMe HA TEPANHS -
ChC CEPTPAJIHH H/IH CKOPO CJIe] NIpEKpaTABaHE HA JleueHueTo (BHKTe Touka 2 “Kakso
TPROBA a4 3HaeTe nNpeaHn Aa npuemMete 3oa0pT”).

Peaxu (Morart aa 3acernart ao 1 na 1 000 aymnu):

[IWBEPTHUKYUT, NOAYTH XKII€3H, HHCKA HHBA HA TPOMOOLIMTHTE , HUCKH HMBA HA JIEBKOLIMTUTE
TeXKKa aJIepruyHa peaxiius

eHIOKPHHHHM TipobrieMut’

BUCOK XONeCTepoJ, npodiieMH ¢ KOHTPOJIMpaHE Ha HMBATa Ha KpbBHATa 3axap (auabeT), HUCKa
KpBhBHA 3aXap, BUCOKa KpbBHa 3axap , HUCKH HMBa HA HATPWI B KpbBTA

PH3MUECKH CHMITTOMH, IBJUKALIH C€ Ha CTPEC WIH €MOLIMH, Mnalely HeobuyaiHM chHULA
NeKapcTBEHA 3aBUCHUMOCT, XOAEHE Ha CBbH, MNpEeKACBPEMEHHA €AKYyaLns

KOMa, HCOOMUYaHHN OBHXXECHMA, 3aTPYAHEHO ABHXKEHHE, 3aCHIEHA CEH3HTHBHOCT, BHE3AMHO
TEXKO rnasodonue (koeto Moxe aa 6bae NpH3HAK HA CEPHO3HO CHCTOAHHE, H3BECTHO KATO
obpatuM uepebpaneH cAOKOHCTpHKTHBEH cHHApPoM (OLICC)*, ceH3opHO HapylueHue
NeTHA NMpej OMUTE, raykoma, ABOHHO ByxaaHe, 60sKa B OKOTO OT CBET/IMHA, KPLB B OKOTO,
HEEHAKBH 3€HHLUM , TPOMSAHA B 3PEHHUETO , CHII3ECHE

ChpAeueH HHPAPKT, MpUManaBaHe, BUEHE HA CBAT WX AUCKOMGOPT B 006/1aCTTa Ha MPbAHMA
KOLU, KOUTO MOX€E J1a ¢a NPU3HALHK Ha NPOMEHM B EJIEKTPUHECKATA AKTHBHOCT Ha ChPLETO
(BH>KAA CE HA ENEKTPOKAPAHOIPaMa) UM HeOOHUAeH ChpledYeH PHTBHM , 3a6aBEH NYJIC Ha
CBPLETO

cnaba UMpPKYAAaUHA B pBLETE U KpakaTta

YUECTECHO JUMLIAHEe, NPOrPECHBHO YBPeXAaHe Ha OenoapobHa ThKkaH (MHTepCTULHANHA
GenoapobHa Gonect) *, ¢TAraHe B rbpiOTO, 3aTPYAHEH FOBOP, 3a0aBEHO JHILIAHE, XbILAHE
dopma Ha 6enonpobHo 3abonsaraHe, Mpy KOETO NoBHileH Opoit eozannoduny (Bug dHenn
KPBbBHH KJIETKH) ¢€ nosBARAT B Oenus Apob (eo3nHOGUNHA MTHEBMOHMA )

BB3NANEHHUE Ha YCTATA, BL3MANEHHE Ha NAHKPeaca , KPbB B H3MPaXKHEHHATA, A3BH N0 €3HKa,
A3BH NO YCTATa

npobnemu ¢ yepHoApoOHaTa PyHKLMA, BK. cepro3Hu npobiiemMH ¢ yepHoapoOHaTa
GYHKLUHMA , MOXBITABAHE HA KOXKATa M ouuTe (KbJITEHHLA)

KOKeH MpobeM NpH W3araHe Ha CTBHLE , KOXKEH OTOK , HApYLIeHHe B CTPYKTypaTa Ha
KocaTa, HeobuuaiiHa MHpH3Ma Ha KoykaTta, oOpuB B KocaTa

pasznafaHe Ha MYCKY/IHa TBKAH , KOCTHO HapylleHue

HEPABHOMEPHO YPHHHUPAHE, HaMaJIeHO YpHHHpaHe

OTHAC/IAHE HA CEKPET OT MbPAUTE, CyXa BarMHasHa o6aacT, BarHHalIHO TeYEHHE, 3a4epBeH
Gone3HeH NEHHC H NPENYLHYM, YrojleMsBaHe HA MLPAMTE , YABIKEHA €peKUMA

XepHHUsA, HaMalleHa JIeKapCTBeHa NMOHOCHMOCT

[MOBUILEHH CTOHHOCTH Ha XOAECTEpONa B KpbBTa, HEOOWUaHHHW pe3yITaTU Npu jnabopatopHu
M3CIIE[IBAHUA , HAPYLIEHHE B criepMaTa, NpobieM Cbhc ChbCHPBAHETO HA KPbBTA'
CBAOPAIIMPABALLA TPOLIETYPA.

C HeH3BECTHA YeCTOTA (0T HAIHYHHTE JAHHH HE MOXe JAa CE HANPABH OIEHKA):

»
Heorcenanu peaxyuu, coobwasanu cned nyckawemo na npooykma Ka nazapa.

CKOBaHOCT Ha YeNiocTTa’

HOIIHO HanMKaBaHe

4aCTHYHA 3aryba Ha 3peHue

Bb3MajieHte Ha 1e6esoTo yepBo (MPUUHHABALLO AUapUs)’
TEKO BATHHAIIHO KBEPBEHE CKOPO Cliel pakAaHeTO (NOCAepoa0B KPbBOH3AMB), BIXKTE
,BpeMeHHOCT, KbpMeHe M PepThIHTeT B TO4Ka 2 3a noBeue HHGOpMaLMA
MYCKYJ/IHa cnaboCT U CHUnHa MYCKynHa §oka, KoATo Moxe fa Obae mpHU3HaK
noA0OHO HAa MHOXKECTBEHA allMN-KOEH3UM A eXHporeHa3Ha HeAOCTaTbUH




JONBLJIAHBTEAHH HeXeJIaHH JIEKAPCTBEHH PeaKIHH MPH Jena ¥ IOHOIIK:

B knuHAYHNUTE NPOYUBaHHA MPH ALia ¥ IOHOLH HEXETAHUTE JIEKAPCTBEHM peaKkiivH ca OWIH 1o
NPUHIIMA CXOAHHU € T€3H MNpH Bb3pacTHUTE (BX. no-rope). Hal-uecTHTe HexxenaHy NeKapCTBEHH
peakUuHK NpH Aela U 1oHomM ca 6win rnapobonue, Oe3cbHHE, AMAPHUA U TafICHE.

CuUMNTOMH, KOHTO MOraT A C€ NOKBAT NPH CNHpPaHe HA NEYECHHETO:

AKO BHE€3anHO crpeTe nNpHeMa Ha TOBA NIEKapCTBO, MOXE a YCETHTE HEXKE/NaHH PeakLlUH KaTo
3aMaliBaHe, 6e34yBCTBEHOCT, HAPYLUEHHA HA ChHA, Bb30yaa HaH TPEeBOKHOCT, riaBodonue, rageHe,
NpUIoLIaBaHE U TpenepeHe (BIKTe Touka 3 ,,AKO cTe cripenn npuema Ha 3omnodt”).

HPH MatfH€HTH, IIpDHCMALLIH TaKbB THIT JICKAPCTRA, € HabnroAaBaH NOBHLLIEH PHCK OT KOCTHH cbpalﬂypu

Chobmasane HA HEXeJAHH PeaKIHH

AKO NMONy4YHTE HAKAKBH HEXENaHU JICKAPCTBEHH peakutuu, yBeaomere Baluuns nekap, papMaileBT uiu
ME&AMUHHCKA cecTpa. TOBa BKAIOYBA BCHYKH BEb3MOXKHHA HEOMMCAHHU B Ta3M JIMCTOBKA HEXENaHH
peaklMd. MoxkeTe b0 Ja ChOOLIMTE HEXENTaHH peakUUH AHUPEKTHO Ype3 YU3nbaHHTENHA areHUMS no
nekapcrsara, ya. “daman I'pyes” Ne 8, 1303 Codmua, Ten. +359 2 8903 417, yebcaiit: www.bda.bg.
Kato chobliaBare HeXKENMaHU peakiuMy, MOXKETe Aa JaJieTe CBOS NPUHOC 34 NOAYYABaHE Ha NoBeYe
HH(pOpMaLUA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

S. Kak aa chrxpaHaBate 3010 T
Ja ce ¢hxpaHaBa HA MACTO, HEAOCTBITHO 3a AeLa.

He u3nonzpaiiTe TOBa JEKAPCTBO CneA CPOKa HA NOAHOCT, 0TOENA3aH BLPXY KAPTOHECHATA OMNAKOBKa
cnen EXP. CpokbT HA TOAHOCT OTrOBaps Ha NOCACAHUA IE€H OT NOCOYCHHUA MECELL.

Ha ce cbxpaHasa npy temneparypa nog 30°C,

He naxsnpnsiite nekapcTBaTta B KaHATM3aLUUATA WIH B KOHTEHHEpa 3a JOMALIHH OTIAXbLMH.
[Tonuraiite Bauwing ¢papmaueBT Kak Aa W3XBLPJIATE IEKApCTBAaTa, KOWTO Beue He u3nonapate. Teau
MEPKH L€ CIIOMOrHAT 3a Ona3BaHe Ha OKOJIHATA Cpeaa.

6. CobabpxkaHHE HA ONMAKOBKATA H J0NMLJIHUTENHA HHpOpMALHA
KakBo cuaspxa 3010071

- AKTHBHO BELIECTBO: CEPTPANIHHOB XUAPOXNOPHA (sertraline hydrochloride), exBuBaneHreH Ha 50 mg
cepTpanus (sertraline).

- Apyru ceetaBku: Kanuues xuzaporeHdocdar auxuapar (E341), MukpokpuctanHa uenysosa (E460),
xuapoxkcunponuiuenynosa (E463), Harpues Huwecter raukonart (tun A) (BrxTe Touka 2 ,,3050(T

ChABPIKA HATpUH ), MarHeaues creapat (ES572), xunpomenosa 2910/3 mPas (E464), xunpomenosza
2910/6 mPas (E464), rutanor gnokeua (E171), makporon 400 (E1521), macrogol 8000 (E1521) u

noaucopbar 80 (E433).

Kax nm3rnexas 30400T B KAKBO ChABPKA 0NAKOBKATA

3onodTt 50 mg punmupanu Tabnetku ca Oenu, ¢ popma Ha xancyna (10,3 x 4,2 mm), e R
yepra ¥ Mapkuposka ‘ZLT 50’ or enHara ctpana 1 ‘VLE’ or apyrara crpauna. Tatu

Obhe paszenera Ha ABE PAaBHH JI03H. IS5

~y
JonodT TabneTku ca HanudHK B Stmctepu ot 10, 14, 15, 20, 28, 30, 50, 56, 60, & - ¥ }
300 unu 500 TabneTku, u Onucrep-neHTH, cbabpKaiy 30x1 Tabnerkn. t:fé;; '
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He BcHUKH BHAOBE ONAKOBKM MOrar fa 6baat nycHaTH Ha rnasapa.
IIpuTexaTen HA pa3pellleHHETO 32 ynorpeda H NPOH3IBOAHTE

ITpumescamen na paspewenuemo 3a ynompeba:

Upjohn EESV
Rivium Westlaan 142
2909 LD Capelle aan den 1Jssel

Hunepnanaus

IIpouszsoOumenu.

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

[ epmaHus

Mylan Hungary Kft.,

Mylan utca 1,
Komarom 2900,
YHrapus

TOW A Pharmaceutical Europe, S.L.
C/ de Sant Marti, 75-97

Martorelles

08107 Barcelona

Hcnanus

ToBa JieKAPCTBO € pa3pelieHo 3a yinorpeda B Abp:KaBHTe-41eHKH HA EBponeHcKoTO
HKOHOMHYeCKO npocTpaHcTBO H B O0eanHeHoTo KpaacTeo (CepepHa Upaanans) noj ciiegHure
HMEHA!

ABCIEHH B _ ‘Tresleen | \

benrus, rokceMbypr Serlain

bwarapus, Kunwp, Yexus, lanus, Zoloft
Ectonus, PUHIaHAUA, DpaHLKA,
[lepmanns, ['bpuud, YHrapus, Mcnanans,
HUranus, Jlateus, Jlurea, Hunepnanaus,
Hopeerus, [loniua, [Topryranus,
PymbHHa, CnoBakud, Cnosenus, Lseuns

HUpnannua, O6eIMHEHO KpalCcTBO Lustral
CesepHa UpnaHaud
Hcnanus Besitran

HaTta Ha noC/IeAHO MpepasrieKnate Ha JHCTOBKATA:
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