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KPATKA XAPAKTEPUCTHKA HA TIPOIVKTA 15T ruTENHA ATEHUMA N0 NEKAY
Kpﬁnn XPAKMepUOMUKE HA NDOJYKAE - ﬁpua’mc. . J
1. MIME HA JIEKAPCTBEHHSI IIPOAYKT Ko P M .. A2 LR

26, frhr (7~ I

TPHTHKO 75 mg tabiieTku ¢ yaB/IkeHO 0CBOOOKIABAHE | pagnauenue Nt v _ oo
) 16 -00- 202

TRITTICO 75 mg prolonged-release tablets

| Ogotipsrue M

2. KAYECTBEH H KOJIMYECTBEH ChCTAB
Bcesaxa tabnerka ¢hIbpka 75 mg TpasoA0HOB XMAPOXTOpHA (trazodone hydrochloride)

3a meIHEA CIIMCHK HA MOMOIHHTE BelleCTRa, BHkTe Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
TaGnetka ¢ yIRDKEHO 0CBOOOIKIABaHE.

Bsna, aBoiHO H3MEKHaNa TaGNeTKA ¢ ABE NenuTendn depTh. Tabnerkara Moxe na Gnae pazgeneHa Ha
TPH PaBHH JO3H.

4. KIHHHYHH JAHHHA
4.1 TepaneBTHMHHE NOKASAHANA
Henpecusuy pascrpoiicraa cbe/6e3 TpeBOXKHOCT.
TPATHKO e nokasan camo IPH BB3pacTHH MNALKCHTH.
4.2 Jo3npoBKa H HAYHH HA NPHIOKEHAE
O3HPOBKA
Bryapacmnu
75-150 mg /nHeBHO, EpBEMaHH KaTO eAHOKPATHA 1032 BeYEp, TIpeIH JiAraHe.
Hosuposkata Moxe Aa Onne yBenwdena no 300 mg /mHEBHO, pasneNeHa Ha IBA NPHEMA.

Mo Bpeme Ha GOMHHYIHO JedeHre M03aTa MOXke Aa Obie sapumeHa 1o 600 mg/nHeBHO, pa3aencHa Ha
HAKOJIKO NpHEMa.

Cmapuecka evapacm

IIpu NauMeHTH B CTAPYECKA BB3PACT H HEMOIIHH MALMEHTH, TIPEIIOPBLYHTEHATA ITBPBOHAYATHA 1034 €
HaMajieHa Zo 75 mg AHEBHO, pa3jiefieHa Ha HAKOAKO NPHEM2 WIH KATO eJHOKPaTHA 1o3a Bedep (BX.
touka 4.4). JlozaTa MOXKe Aa ce IOBHMINABA NMOCTENEHHO, KAKTO € ONMCAHO IIPH BB3PacTHH, TNOX
Habiogenne, cbo0PA3HO MOHOCHMOCTTA H €UKACHOCTTA.

Heouampuuna nonyrayus

TPHUTHKO ne Tpabpa Aa ce H3MON2Ba NPH NALMEHTH HA BB3pacT nof, 18 roguHKy
T€3H MALHEHTH BCE OIIE HE € YCTAHOBEHA.



Yeproopobuu napytiens

TpasomoH HpeThpsBa eKCTeH3NBeH MeTabonHIEM B depHus Apob (BK Touka 5.2), H CBIIO Taka ce
CEBP3BA C XenaroTOKCHuHOCT (BK. ToukH 4.4 u 4.8). Cnepoparemio TPUTHKO Tpabea na ce
TipeIucEa ¢ BHUMaHue NPH NAMeHTH ¢ YepHOApoOuH HapyieHHs, 0co0eHO NPH TEKKA YepHOIpoGHa
HepocTaTsyHocT. [lepnoaudro HabmooeHHe HA 9epHOAPcOHATa PYHKIHA TpA0Ba A2 ¢ HMA NPeIBH.

Bvbpeunu napywenus

O6HKHOBEHO He € HeOOXOaMMO KOPHIHPAHE Ha I034Ta, HO C& H3HCKBA BEHMAHHE TTPH NALTHCHTH ¢ TEXKA
6s0peyuHa HeROCTATBLYHOCT (BK. ToUkH 4.4 1 5.2).

YHH Ha IIPHUNOKCHHE

Henumure Tabnerxu morar na ObIaT pa3esaHy Ha 3 YACTH, KOETO NIO3BOIARA HOCTENEHHO NOBUIIaBaHE
Ha [103aTa, B 3aBHCHMOCT OT TeXKecTTa Ha 3a00/NABaHeTO, TErNIOTO, BB3PACTTa H 00IOTO CHCTOAHNE HA
MalMenTa.

Jleuenuero TpﬂﬁB& Aa 3anoMHE ¢ BeYCpeH NPHEM H ¢ NOBHIIABAHE HAa JHCBHHTE NO3H, IO JISKAPCKO
TpeAnHCcaHye,

TPUTHKO Ttpabra ga ce mpreMa Ha Npa3eH Wi ITeJeH croMax. [IpenopsuBa ce TPUTHUKO na ce
TIpHEMa Ha TCPATIeBTHYHY LIKKITH OT MOHE e/IMH MEeCe,

IlpH nanmyueHTH B CTAPYESCKA BH3PACT, JOIHPOBKATA TPAORE BHAMATEIHO A C© YTOMHH OT JieKaps, KoiTo
[a NPELEHH KaK Ja MPWI0KH MHHUMAITHHTE [IPETIOPBYMTENHH JO3H.

4.3 IIporuBonoxazanuy

CBpBXYYBCTEMTETHOCT KbM GKTHBHOTO BELUECTRO HITH KbM HAKOH OT MOMOILIHMTE BEIECTBa, H3I0POeH!
B TOYKa 6.1,

Ankoxonuaa HMHTOKCHKALMA H HHTOKCHKAIIHA ¢ XMITHOTHYHH JICKapCTBAa.
TexbK MHQAPKT Ha MHOKAp/IA.
4.4 Cnenpanss npelyupexaenns H IpeANasHs MePKH NpH ynoTpeba

[eanarpaisa nonynauus

TPUTHKO ne tpadra a ce M3NON3Ba OT Aelia M IOHOMM Ha BB3pact mod 18 roguau. B xnunHwHO
NpoyvBaHe [FO-4eCTO ce Habmoxapa CYHLIMIHO IIOBEJSHHe (ONHT 38 caMOyGHICTBO H NnaHHpaHe Ha
caMOYCHIiCTRO) M BpaxkneOHOCT (TPEAMMHO arpeCHBHOCT, TIOReICHHE HA MPOTHBONIOCTABAHE W THAR)
NpH AeLa M FOHOMM, JIeKYBAHW C AHTHACTIPECAHT, OTKONKOTO IPH MailMeHTH, NpHeMaum mnianebo.
OcBeH TOBa JMNCBAT AAHHM 33 ABJITOCPOTHATa Ge30IIacHOCT TPH A¢LiA M NOAPACTBAIIH OTHOCHO
PACcTexa, Ch3PABAHETO H KOTHHTHRHOTO M NMOBEACHYECKO PA3BHTHE,

C €HHA OpH TECTBAHE H HHA

IIpu MMyHOaHATH3H, U3IIO/I3BAHH 32 CKPUHHHT Ha HapKOTHIW B YPUHATA, KPBCTOCAHA PEAKTHBHOCT Ha
MeTaboNuTa Ha TPA3oAOH - MeTa-xnopobeHwnmnepasuH {(M-CPP) ¢se cTpyKTYpHO noso6HuA MeTHIIEH-
arokcn-Metamberamu (MDMA, excTasu), MOXKe Ia floselie 10 Gamunsa No3sRTHEHOCT 34 aM(eTaMHH.

Ilpenoppunrento € B TE3M clIyuyad ja He C¢ B3eMarT pelieHWdA, OCHOBAHH
"HpeANoNaracMUTe MONOKUTENHH" PE3yITaTH OT CKPUHMHIOBH WMYHOAHANM3H,
aHaJM3 33 TIOTBBPINEHME upe3 TEXHUKHTE Ha Mac crmekrpoMeTpua (MS) wia y
H3TION3Ba Te4Ha Xpomarorpathus- TanaeM Mac criekrpometpus (LC- MS/MS).

CamovybuiicTno/c HH MHCIIH KIMHHIHO BIOLIABAHE



Jetipecuara ¢ cBsp3aHa ¢ MOBHINEH PHUCK OT CYHIMAHA MHCIH, CAaMOHApaHsBaHe M caMoyOHiicTBO
(c6uTHs, CBLp2ani Cbe caMoyOuiicTRO). PRCKBT CHIECTBYBA /IO IOCTHTAHE HA 3HAYHMA peMHCHA. Thi
KaTo nopobpense MOXKe Ja HE HACTEHITH NP3 MbPBUTE HAKOJKO CEAMHLM WIH IOBEYe OT HAYanoTo Ha
NEYEHHETO, TIalMeHTHTe TPA0Ba BHUMATEITHO Ja ce Habmiomasar no noaeara My. KIHHMYHEAT OnMT
NOKA3Ba, 4e PUCKET OT caMOyDHHCTBO MOXe Ja HApAcHE Npel paHHHTE €TallH Ha BB3CTAHOBHTEIIHHUS
HEepHO.

H3BecTHO €, ue TalMeHTH C aHaMHe3a 3a chOUTHA, CBRP3AHH CBC CaMOYOHHCTRO HIH MOKA3BALIY B
3HAUMTENIHa CTETIEH CYHITMAHA MUCIH, TIPEAM 3alI04BAHE Ha JIEYEHHETO Ca H3/100KEHH Ha NIO-BHCOK PHCK
OT CYMUMAHH MHC/IH WIH ONHTH 3a camoyGuiicTeo u TpaGea ga 6baT HAOMIOKABAHM BHUMATEIHO 11O
BpemMe Ha JleueHneTo. MeTa-aHanM3 Ha KOWTPOJHpaHM ¢ Tanefo KIMHMYHH OpOyYBAaHHA HA
aHTUZENIPECAHTH [PH BB3PRCTHH {TAIIHEHTH C MCHMXHYHM Pa3CTPOMCTEA I0Ka38a IOBMIIEH PUCK OT
CYMIUM/IHO TOBCAeHWE TPH NaLMeHTH MO 25 TrOAHIIHA BB3pAcT, JCKyBaHH ¢ aHTHWAENPECaHTH, B
cpasseHue ¢ wianedo.

JlekapcTeeHaTa Teparnua TpadBa Ja c¢ ChITBTCTBA ChC CTPOro Habmo/ieHde Ha NalMeHTHTE H B Y8CTHOCT
Ha Te3H ¢ IOBHILEH PHCK, 0COOEHO B HA4ANIOTO HA JIEYEHHETO ¥ CIell IPOMEHH B Ro3ata. flammenTw (1
Te3H, KOHTO € IPHAAT 32 TAX) Tpabpa aa 6181 npexynpedenn 3a HeoGXOMAMOCTTa OT HabOAeHNUE 32
BCEKH NPH3HAK HA KITMHAYHO BIOLIABANE, CYHLMIHO MOBEASHHE HITH MACITH, ¥ Heo0HHaliHn NpoMeHH B
MIOBEICHHETO, KAKTO M He3a0aBHO Aa NOTBPCAT KOHCYIITALMS ¢ IeKap, KO TAKMBA CHMITIOMH ce NIOABAT.

3a MMHUME3HpaHe Ha MOTEHUMAJTHWS PHCK OT ONMTH 3a camoyOuiicTRo, ocofeHo B H&YANOTO Ha
neYeHKero, clepa ia ce MpeJMUcBaT caMo orpanHveHH komuuectea TP THKO.

Tlpenoprapa ¢€ BHHMATENHO AO3MPAHE W PEJOBHO MPOCieABaHe HA NALMACHTH CBC CIICTHUTE
3a00/ABAHKA:

- Ermnencus, No-CieLUAaiHO A4 ¢e H30Area pA3Ko yBenHYaBaHe HId HAMAJIRBaHe Ha 103ara

- TlaumenTy c yepHOApoGHa Wik Ou0petna HenocTaThuHOCT, 0COOEHO TEXKKa

- TlaugeHTn CHC CHpACYHH 2a00NABaKUA KATO aHIMHA MEKTOPHC, HapYIiEHa ITPOBOJAMMOCT KITH
pa3nHYHa cTeneH Ha AV 610K, ckopolles HHGAapKT Ha MHOKapHa

-  XuneprHPOHIRIEM

- Hapymeso ypuHupake, KaTo XHIepTpodpHa HAa NPocTara, Makap MpobjeMH Aa HE ¢e OYaKBaT,
THil KATO AHTHXONMMHEPrUYHHAT edeKT Ha TPA3oNOHa € HE3HAYKMTENICH

- OcTpa 3aKpHTOBI'BJIHA TIAYKOMA, IIOBKILICHO BhTPOUIHO-0THO HALATANe, MaKap 9€ ChIECTBEHH
H3MEHEHHA HE C& OYaKBaT, [IOPAJIH He3HAYNTENHIHA AHTHXONMHEPTHYSH ¢(eKT Ha TPAIOIOH

Ilpu riossa ua xcpnTennua nevennero ¢ TPUTHKO ciensa na ce MpeycTaHOBH.

IIpueMbT Ha AHTHAESNPECAHTH OT NALMEHTH ¢ WH30GPEHHA WIH JPYTH NCHXOTHYHY 3a00719BaHKA MOXe
I3 MPMMAHY BIOWIABAHE HA NICUXOTHYHUTE cuMiTomu. [lapaHoHnHITe MHCIH MOXKE Aa ¢& 3ackuuaT. Tlo
ppeme Ha nedenuero ¢ TPUTHKO, aenpecusHara ¢asa Moie ja €€ NPOMEHH OT MaHHAKAaIHO-
nenpecHBHa B MaHHakanHa. B To3n cayqaii npuemsT Ha TPHTHKO 1pa6ea 1a ce npeycTauoBH.

OnHcaHy ¢a B3aUMOAESHCTEHS 0 OTHOLICHHE HAa CEPOTOHMHOB CHHPOM/3JIOKA4ECTBEH HEBPOJISIITHYEH
CHHAPOM B cay4ail Ha CHIThTCTBAINE yrioTpeba Ha APYTH BEIIECTBA Cb¢ CEPOTOHMHEPTHYHO JieHCTRUE,
KATO JpYrH AHTHIENIPeCAHTH (Hanp. TpHUMKIHYHA anTuienpecadTn, SSRI, SNRI u MAO -
HHXHOUTOpY) H HeBposerTHH. CrobmaBa ce 3a 3OKAYeCTBEHH HEBPOJICNTHYHH CHHIPOMH C NIETaNeH
H3X0/ MpPH CHIBTCTBAL NMPHEM ¢ HEBRPONMEHTHLH, 34 KOWTO TO3H CHHAPOM € ROKa3aHa HEXenaHa
NeKapCeTRena peakitud (BxK. ToukH 4.5 u 4.8).

Toii KaT0 ArpasyIOUHTO3aTE MOXKE JIa CC IIPOSBH KIHHHYHO C TPHAONON00HH cuM
I'BPJIO M TPecka, B Te3H CIIyYa Ce NPENopbIBa HCEABAHE HA XeMATONOTHATE.



CholuiaBa ce 3a XUNOTOHMS, BKIIOYUTENHO OPTOCTATHYHA XHTIOTOHHA W CHHKOMN NPH NAUHEHTH,
HpHEMALEH TPa3oaoH. CHITBTCTBAUIOTO IpHeMaHe HA 1eKAPCTRA 38 IOHIDKARAHE HA KPBBHOTO HAIATAHE
¥ TPa30dOH MOKE A M3HCKBA HAMATABAHE HA JI03aTa HA AHTHXHIIEPTEHIMBHOTO NekapcTno. IIph
MAIMEHTHTe B HANpEAHANA BB3PACT NO-4€CTO MOKE JA C¢ [POABAT OPTOCTATHYHATE XMNOTOHMS,
CHEUIMBOCT, KAKTO H APYTH SHTHXOHHEPTHYHH ¢DeKTH HA TPA3OAOH.

CrneupanHo BHWMAHWE CNemBa A2 ce OOBPHE Ha BB3MOXKHOCTTA 33 JOMBIHHTENHM eeKTH f1pH
CHITHTCTRALLO JICIEHNE, KATO HANIDHMED C APYTH IICHXOTPOITHY Wil AHTHXHIIEPTCHIURHH CPEICTBA, WK
MpH HAJMMYMETO HA PUCKOBH (aKTOPH KaTo CHITBTCTBAmIO 3a0oniBaHe, KOESTO MOXKE A BIOIUH Te3H
peakiud. [IpenophuHTENHO € NauneHTHT/OONHOTIeNawsT fa ¢ HHPOPMUPaH OTHOCHO BL3MGKHOCTTA
33 TAKMBA PeaKIiH ¥ BHHMATSIHO Aa ce HabNIoNaBa 3a Takuea eeKTH NpH 3aN0oYBAHE HA NEYEHHETO,
NPe/IH U Cliefl BR3XOAAMOTO THTPUpPate Ha J034Ta.

Cnen neqaenne ¢ TPUTHKO, ocofeno ako € npoaWDKHTENHO, ¢ NPEeNoppYBa HOCTENICHHO HaManaBaHe
Ha JI03aTA ¢ OMIe]i MHHUMMIHpaHe Ha CHMITTOMHTE Ha OTHEMAHe, X8paKTepH3HpaIM ce ¢ rajeHe,
FIIaBOGONHE H HEPAZIIONOKEHHE,

Hsama cBefieHuA 38 NPHCTPACTABAHE KM TPA30AOHOR XHAPOXJIOPHA.

Kakto nipet aApyruTe aHTHASHPECaHTH, HMA CJTy4aH Ha Yawkapane Ha QT-uurepsana, Makap @ MHOTO
peaxd. Ipenoprusa ce BEEManye npu npeanuceasero Ha TPUTHKO ¢ nexapcTBeHH NPOXYKTH, KOHTO
yanokasar QT-uurepBana. TPHTHKO ciensa aa ce H3noN3pa BHUMATEIHO OT NAIMEHTH ¢ JOKA3AHH
CHPACYHOCHA0BY 3a60NMBaHHA, BKIIOYHTETHO TAKWBA, CBBP34HH ¢ YARDKaBaHe Ha QT-HHTepBANA.

Mommwte uEXuGHTOpH Ha CYP3 A4 MOXKe Ma MPUSMHAAT NOBHIIABAHE HA CEPYMHHTE HHBA HA TPa3oi0H
(®x. Touka 4.5).

Kakro apyry nekapctBa ¢ ampa-aipeHONHTWYHO JEHCTBHE, TpasoJOH MHOrO PANKO BOAM A0
npHamu3eM. Tol ce JiexyBa ¢ HHTPAaKaBepHO3HO MIDKEKTHpaHe Ha anda-aHIpeHeprHYeH areHT KaTo
Hanp. aapeHanuH wid Metapamusol. Crobluasa ce, obave, 32 HHAYLIMpPaH OT TPA3OLOH NPUATIHIBM,
KOHTO € HATOXUI XUPYPrUdHA MHTCPBEHIHS WIH € [0Besl A0 NepMaHCeHTHA CeKCyaTHa AHCQYHKIIMA.
IMaumenTi, KOHTO Pa3BUBAT Ta3k HEKENaHa Peakins, Tpadpa He3abapHO Ja NPEYCTAHOBAT NPHEMaA Ha
TPUTHKO,

IMauuenTH c peaKH HaclaeAcTaeHH NPobeMHA Ha HEMOHOCHMOCT KBM (PYKT03a, TITIOKO30-TaldKTO3Ha
manabeopOuma Wi 3axapo3o-u3oManTaseH JehHUMT He TpAOBa 14 NPHEMAT TOBA JIGKapCTRO.

4.5 BzaumopelicTBHe ¢ SPYTH JERAPCTEEHA NPOAYKTH H APYrE QOpMA Ha B3anMogelicTBHe

O6mm: CeparveHure edeKTH HAa AHTHOCHXOTHUWTE, [PUCITHBRTENHHTE, YCHOKOMTEIHUTE,
AHKCHOIINTHUUTE M AHTHXHCTAMMHOBWIC JEKAPCTBA MOMXE [a c¢ 3aCWIAT, B TaAKHBA CAYYaH ce
npenop'b'ma HAMAa/IIBaHEe HA JI033Ta.

MerabGomH3HpaHeTO Ha AHTHAENPECAHTHTE ¢ YCKOPABA HOPafH IepHONPOOHHUTE eQeKTH OT NEPOPATHI
KOHTPaueNTHRH, PEHNTOUH, kKapOaMasernu # GapbuTypari. MeTaboH3HpaHeTo HA ANTHICPECAHTHTE
¢€ BB3NPENATCTRBA OT HAMETHIMHA U HAKOH APYTH AHTHICHXOTHIHH JleKapceTRa.

Huxubumopu na CYP3A4: WscneasasvnTa 3a MeTaOoNMsMa Ha JIEKapCTBOTO in Vitro moOKaspar, 4e
CBUIECTBYBA TIOTEHIIAAN 34 IRKAPCTBEHH B3aUMONCHCTBYSA, KOTATO TPa3oIOH Ce aBa ¢ HHXHOWTOPH Ha
CYP3A4, xaro epuTpOMHIIHH, KETOKOHA30J, WTPAKOHA3ON, PWIOHABHP, WHIMHABUP M He(a3onoH.
BramoxkrHo e wHxuOutTopute Ha CYP3A4 ma MpedHAAT 3HAYHTENHO TIOBUIABAHE Ha :
KOHLIEHTPaIWH Ha Tpazonon. OT macneqsaHdd in Vivo Ha 3ApaBH JOGPOBOIILK
puroHasHp B A03a oT 200 mg nBa NHTH JHEBHO NOBKINABA IUIA3MCHUTE HHBA Ha
IBa TBTH, MPUHHHABANKH rafeHe, NPHNATBLUH H XRIOTOHMY. AKO TPasoIOH ce fy




npxuburop Ha CYP3A4, mosara Ha TpasoioHa clensa fa ce Hamags. Korato € BRIMOXHO,
cersTeTRaupELT npuem Ha TPUTHKO u mongm ukxmGuropu Ha CYP3A4 cneasa na ce n3bsrea.

Kapbamazenun: CHITHTCTBAIMAT NPHEM BONM O HAMAICHW IUIA3MCHH KOHUCHTPALMH HA TPA3OHOH.
CrITTCTRAINIOTO H3NON3BaHe ¢ KapbaMazenuu 400 mg AHEBHO € ACBENO 10 MOHIKABAHE HA TIA3MEHHTE
KOHLEHTPALMH Ha TPa304OH M HeroBUA aKTHBEH MeTalONHT M-XJIOpodeHIINKEEPa3HH, ChOTBETHO CHC
76% u 60%. [TanuentrTe cacABa Aa c& HabMIORABAT BHHMATENHO, 33 [ia ¢e BHIOM AANK He & HeobxoammMa
no-sucoxa xoza TPUTHKO.

Tpuyuxnuuny anmudenpecanmyu: CHIBTCTBALMAT NPUEM CNefBa Ja ce W30ArBa MOpaad puCK OT
p3auMopeiicteue, [a ce criequ 2a cepOTOHHHOB CHHAPOM H ChPACHHOCEROBH HEXKENaHM edeKTH.

Onyoxcemun: Cpobmasa ce 3a pelKM cIyda¥ Ha NOBMINCHM IUIa3MCHM HHBA Ha TPasodOH H
ueOnaronpusTiy edekTd npH koMOuUHHpaHe Ha TpaloAoH ¢ (ayokceTHH - wuHXMOMTOp Ha
CYP1A2/2D6. MexanmsmbT Ha HapMAKOKHHETHYHO B3aMMONEHCTBHE HE € HalthiHO H3yyeH. He ¢
H3KTIOUCHO (hapMAKOIMHAMITYHO B3aHMOAeHCTBHE (CEPOTOEHHOB CHHAPOM).

Huxubumopu na monoamunoeama oxcudaza (MAOI): Be3moxiK ca B3aHMOASHCTBHA © HEXHOMTOPHTE
HE MOHOaMHHOBATA OKCHIa32. Makap HIKOH Jekapd a KoMOHHMpAT JiBeTe NexapcTBa, ChIBTCTBANIATA
yrorpeba Ha TPUHTHKO ¢ MAOI, wm Ao aBe ceaMHLiM CASR UpeKparssaHe pa NpHeMa HA Te3d
NeKapcTea, HE Ce HperopnuBa. He ce npenophusa ¥ npueM Ba MAOI 1o enmHa cegmmia ¢ieq
npekparasane Ha nevyenuero ¢ TPHTHKO.

Denomuazuny: Habmonasana e TeXKa OPTOCTATHYHA XUIIOTOHWA NPH CHIBTCTBAI NPHEM Ha
thenoTra3uHy, KaTo HANp. XA0pIpoMasuH, buayheHassH, IeBOMENPOMa3uH, nepdeHasnH.

Anecmemuyw/myckyanu  penaxcawmu:. TpasoloH XWUAPOXIOPHZ MOMe ja 3achny edexrure Ha
MYCKYIHHTE PENaKCAHTH K JICTJIHBHTE AHSCTETHINM, 3aTOBA B TAKHBA Cllywau € HeoOXOMM TIPENATHE
fIOAIXOA.

Anxoxor: TpazogoH 3acunsa celarwBHAA edexr Ha ankoxona. [o speme Ha newediie ¢ TPHTHKO,
ynoTpebaTa Ha alKOXO! CJIeBa A ¢¢ H30Araa.

Jlesodona: AHTHRENPECAHTHTE MOTAT 1a YCKOPAT MeTalonn3mMa Ha ICBORONA.

Hpyeu

CoibreTRamara ynorpeGa Ha TpasofoH ¢ JIExKapeTsa, XOMTO JOKa3zaHO yAwDkasar QT-unrepsana,
MO)Ke [1a MOBHINM DHCKA OT BEHTPHKYIapHW apMTMuH, BKmogHTenHo Torsade de Pointes. B Takmpa
CliyuaH e HeoOXoauMa NPeAnaTHBOCT 110 OTHOMIEHHE Ha CHITHICTBANIATA YNOTPeDa Ha TE3U eKapcTea
¢ TPUTHKO.

Trit xato TpasoacH € Muoro ciab uuxuGuTop Ha oOparHWs 3aXBaT HAa HOPaJpeHAIHHA H HE
MomudHupa peakuwaTa Ha KPLBHOTO HalAraHe KbM THPAMHH, HE C€ OYAKBA N1a NOBJIHHE BBHPXY
XMIIOTEH3HBHOTO JeHCTBHE WA TyaHeTM. M HOBUTE cheauHeHws. Yacnenpanus BBpXY JabopaTopHu
KUBOTHH, ofaue, ¢o4aT, e TPAJO30H MOXKE [a BBINMPENATCTBA HOBEYETO OT OCTPUTE €hOKTH Ha
KioaHaHH, [To oTHOIIERME HA APYIH BHAOBE ASKAPCTBA 34 JleueHKe Ha BRCOKO KPhBHO Harade Tpabea
14 Ce OTUMTA BRIMOKHOCTTE 38 MOTCHLHPAHE, MaKap Ja He ¢e cho0MaBa 33 KNMHHIHY B3auMoeHcTaus.

HexenaunTe eeKTH MOraT Aa 6bJaT ITo-4eCTH, KOraTo TPa30JOH ¢€ MPHEMS CHIThTCTBAIO ¢ IPOAYKTH,
ceIepkan Hypericum perforatum (kBT XaHTapHOH),

Crobimasa ce 3a MPOMEHH B TPOTPOMOHHOBOTO BpeMe NPH NAIMEHTH, NPHEM
TpasonoH H sapdapus.

CHIOBTCTBAWMAT PHEM ¢ TPA30GOH MOKE Ja IPHYHHH NOBALIABAHE HA CEPYMH
i dennrout. TIpy Teau naumeHTH € ReoGXOIMMO TPOCTIEIBAHE HA CEpYM



4.6 ®epraamrer, GpeMenHOCT B KbpVeHe

BpemeHHOCT:

HeronsM obem narHu 3a Gpemennu xen (ox 200 cryqas Ha GpeMeHHOCT), NIPHEMAILH TPA3OACH, ke
TIOKA3BAT HexKENAHY e(EKTH Ha TPA3OJOH BhPXY OpeMenHoCcTTa Wi (eTanya/MeoHaTANHA TOKCHIHOCT.
JlunceaT ApyrM eNMIEMHOJOTHYHM OaHHH. [IpoydBaHMATa NPH XKHBOTHY HE NOKA3RAT MPEKH HIH
HETIPeKy BpeHK ehexTH, CBbp3IaHH ¢ GPeMEHHOCTTa, PA3BHTHETO HA eMOPHOHA/TIIONE, PAKAGHETO HITH
HIOCTHAHANHOTO PA3BHTHE IIPH TepareBTHHHR JO3H (RX. Touka 5.3).

Heobxomumo € BHHMaHHE mpu ripeanHcsasero Ha TP THUKO npu 6peventn sxerm. Korato TPHTHKO
ce TpHEMa [0 pakAaHeTo, HOBOpOZEHWTe TpAORA ja ce HAOmoZABAT 3a flosBaTa Ha CHMINTOMM Ha
OTHEMAHE.

KnpMene:

OrpaHvyeHnTe JAHHH [IOKA3BAT, Y€ TPa3oAos ¢ SKCKPEeTHPa B KbPMATA [IPH XOpa B HHCKa CTeNeH, HO
HHBATA Ha aKTUBHITE MeTaboNHTH He ca W3ReCTHH. [lopamyu orpaHHacHATE RaktH, TpIOsa Aa ce B3eMe
pELICHHE BATH 14 c€ NPOALDRA/NPEYCTAHOBE KEPMEHETO WM MPOIL/LKH/TIPEYCTAHOBH TEpanuATa ¢
TPHUTHKO, xato ¢e B3eMaT NpeaBH MON3aTa OT KhPMEHETO 3a JCTeTO H IIOI38Ta OT TePAnHATa C
TPHUTHKO 3a xenara.

4.7 Ejexrn Bhpxy cnocefnocrTa 3a modupade v pabora ¢ MAMBHA

TPUTHUKO nosiusgpa B MajiKa HIM YMEPEHA CTEMCH COCOGHOCTTa 3a modHpane ¥ paboTa ¢ MaiMHU,
Hauuenture TpaGsa Ja pHUMaBar rpy WodupaHe W padoTa ¢ MallWHH, NOKATO C¢ YBEPAT, Y€ HO
M3NMTBAT CHHAHBOCT, Cellaling, 3aMaAHOCT, G BpKBAHEe HIH 3aMBITICHO 3PEHME,

4.8 Hexesann Jekapersenn peakng

Crobimapa ce 3a cITyyad Ha CYHIBIHHE MECIH H CYHITHIHO NMOBENCHUE 110 BpEME Ha JIEYSHHE ¢ TPA3OAOH
W CKOPO Clie]] CIIMpane Ha MeueHueTo (K. Touka 4.4).

CriensuTe CUMITTOMH, HAKOM OT KOHTO YeCTO ¢e ¢h0BIaBaT NpH ciyyan Ha HENICKYBaHa AENpPECcs, ce
Habmonasar W NPy NAUWEHTH, NOAICKEHH HA TEPami ¢ TPa3oIoH.

MedDRA - Gasa fgauHm Ha cHcTeMo-opranuH | HemwssecTHa uecToTa (He MOxke fa Gble olicHeRa

KIIACOBE OT HATTHYHHTE TAHHH)
Hapywenna Ha KpBETa # TMM(pHATA CHCTEMA Juckpassd Ha  KpBBIa  {BIHOYHTENHO
' arpaHyicuUHToIa, TPOMOOLMTONICHMS,

AEBKONICHMS ¥ AHEMHA)

Hapymenus Ha AMYHHATA CUCTEMA AneprivHu peaxumuu

Hapymnenus Ha eHIOKpHHHATE CHCTEMA CHHOpOM Ha HEANeKBaTHa CEKpelMf Ha
aHTHIMYPETHIHAL XOPMOH

Hapymenna Ha meTabonuamMa K XpaHEeHETO XunoHaTpuemus, 3aryba Ha Termo, aHOPEKCHA,
NOBHUIEH ANeTHT .

TIcuXuHHY HApYISHUS CyuimaHy MUCHH WM CYMUHAHO NOBELcHHe

(px., Touka 4.4), CECTOAHHA Ha OOBpKBaHe,
Oe3chHUS, JE30PREHTALHA, MAHKI, TPEBOXHOCT,
HEPBHOCT,  BB3OYAMMOCT  (MHOIO  DAOKO
BROIIABAILA Ce OO0 JACAHpPUYM), HATYIHOCT,
arpecHBHH PeakuMy, XAMOHHA
NOHWKaBaHe Ha JHOHAOTO,
OTHEMaHe

Hapyutennd Ha HepBHATa CHCTEMa CepoToHNHOB CHHIPOM,
HEBpOJIEIITHYEH  3JIOKAUECTEE
3aMasHOCT, BHMEHE Ha  CBA




CHLHJIMBOCT, GeanoKolicTRO, AOHIKEHa
GAMTENHOCT, TPeMOp, 3aMBIVIEHO 3DEHMe,
HAPYIUEHWS HA [IAMETTE, MHOKIOHYC, H3paleHa
adasng, napecresds, MHCTOHWA, NpPOMAHA HA
BKYCa

Crpaeqsad HapymeHHS Cepaeuna apurmus (Bkmounrenso Torsade de
Pointes, NaATTITAINH, MPeXIeBPEMEHHH
BEHTPUKYJapHH KOHTDAKIMYM, BEHTPHKYIApPHH
KYILISTH, BERTPUKYJIApHA TAXHKAPHIHA,

OpanuKapaud, TaXMKapaus, EKT
aGHopMATHOCTH (vawpxanane Ha QT)

CwaosH HapyweHus OprocraTuyHa  XWITOTOHWMA,  XMIEPTOHMS,
NpHHAIBLUH

PecrgpaTopul, TPBIHH W MeAHACTHHANHM | HasanHa KOHrecTMS, 3aTPYAHECHO AHIIAHE
HAPYIHSHUA
CTOMaiTHO-4PEBHH HAPY ISR lagexe, NoBphHIAHE, CYXOTA B YCTATa, 3afieK,
AHApMA,  AHMCHENcHS, croMamHa  Gonka,
TACTPOEHTEPHTH, VYBEIHYECHO CHIOHOOTAEIAHE,
TIAPANHTHYEH HIEYC

XenaroGunuapHu HAPYINEHUA Hapywienus ma uepHogpobHara  (yHKUMA
(BKTIOYHTENTHO KRITCHHIIA H XERaTOUE/Ty1apHA
YEpEsKIaHus ), UHTpAXeNATAIHA XOIeCcTala

HapymeHHa Ha KOXKATA ¥ [OAKOKHATA THKAH KoxeH 0OpHB, MPYPUTYC, XMIEPXHAPO3E
HapyiueHHA Ha MyCKYNHO-CKEIeTHATA CACTeMa 4 | Bonkd B Kpaiamunare, Gonky B repla, Muanrud,
CBEIMHHTENRATA ThKAH cTaBHH 60MKH

Hapymenns ta 6s0penure ¥ nHkouRHTe ThTiua | Hapyiuexus npu ypHHUpaHe
Hapymienus 5a BhanpodssoguTentara cuctema | [puanussm (k. Touxa 4.4)

H I'BplIATA

O6Gwn Hapymenss ¥ edektd Ha MACTOTO Ha | CnalocT, OTOK, rpHIOnono0HH CHMITOMY,
[PHICIKEHEE yMopa, G0Ka B TPRAHMA KOLI, TPECKS _
Hscnensanns Tlosnmagage Ha 9epHOAPOSHHTE EHIHMH

OIyRaHEBAT 1 eNEKTPONHTHISAT CTaTyC Tpabsa aa 6Baar cieieHH Npd CHMITTOMATHYHH NTRLHEHTH.,

TPUTHUKO e anTHmenpecanT che CeNaTHBHA CBOUCTRBA, MOXKE A& NPHYHHH CHHIMABOCT NPEe3 TILPRKTE
JHM, OOMKHOBEHO H3IYe3BAllHM B TIPOLIECca Ha EYCHHETO,

[poyusanus BbPXY >KMBOTHH NOKAIBAT, W€ TPAIOZOH € MIO-MATKO KapIMOTOKCHYEH OT TPHLIMKIHIHHTE
AHTUSNPECAHTH B KIHHHYHHTE POyIBaHMA NPearoiiarat, 4¢ € No-Majlko BEPOSTHO NEKapCTROTO
OPHYMHA CHPIEYHA APHTMUA OpH YoBeKa. KNMHMKWTe NMPOYIRAHHA MPH NALHSHTH CBC CHPACYHM
sabongBaknd NOKA3BAT, 9e TPAIOAOH MOXKE A2 NPHYRHY apHTMUA NPH HAKOM MALHEHTH OT TadH
Oy /IAIHS.

Panxo ce cpobiasa 3a HeweTaHH epeKTH BLPXY YepHONPOOHaTa (YHKIMA, NOHAKOTE TeXKKM. AKO
TaKHB2 peaKuyH ce noAsst, ynotpebara ya TPUTUKO Tpabea nezabaBHO [a ce NMPeKpaTH.

Crobimapane Ha NOKO3MPAHH HEKETAHN DEAKIIM

Crobuiapadero Ha NOJOZHPAHH HEXKETTAHN PeaKiHK CAeK paspelllaBaHe 3a ynotpeda Ha JIeKapCTBEHHA
APONYKT € BakHO. TOBA HO3BONIBA A NPONLIDKY HaGMIONSHHETO Ha CHOTHOLIEHH :
NeKapeTBeH s NPORYKT. OT MeIHIGHHCKHTE CIIEUMAINCTH Ce W3MCKBA 14 cso0iasar pés
HeXeNaHa peakind 4pe3 HAUMOHATHA cucTeMa 32 cpoOmapane: Harmn
NIEKApCTRATA, YA, ,Jamsas I'pyes” Ne 8, 1303 Codmsn, Ten.: +359 2 8903417, yelbey

4.9 Ilpencsnpaue



Ipuanaiiy Ha TOKCHIHOCT

Hafi-yecto CcpOOMIABAHWTS peakUMM IIPM TPEAO3MpaHe ca CHHIMBOCT, CBETOBLPTEXK, rafieHe H
mospsitane. JIOKManBaHM ca H TIO-CEPHOSHH CNYYaH KATO KOMd, TAXHKADAHA, NXWUNOTOHMS,
XHIOHATPAEMHR, KOHBYJCHH M PecTMpaTOpHa HEA0CTATEHHOCT. CHpOCHHHTE CHMITOMH MOKeE 72
BRIOYBAT Opazukapiss, yapmkapage Ha QT-uwrepsana u Torsade de Pointes. Cammromure ce
PoaBABAT JO 24 vaca WIH [OBeYE CNER NPEA0IUPaNE.

CepbX103M TPa3cAOH B KOMOMHANMS C IPYTH AHTUNENPECAHTH MOTAT Ja NPHYHHAT CEPOTOHUHOB
CHHAPOM.

JleticTRig

Hama cniensduied aHTHAOT 3a Tpa3ofoH. [Ipenopsusa ce axTUBeH BBIIEH NIPH BB3PACTHHM, TTOTBJIHANY
noeede OT 1 g TPasoxOH WM Jena, NOruIHANK nosede oT 150 mg Tpasonou mo | wac cien npuema,
ATrepHaTHBHO, Ha BBIPACTHHTE MOXe /I3 0¢ HANPaBK CTOMANIHA IPOMHBKA 710 1 4ac OT NOTrNbIIAHETO
Ha AOTEHIMANHO XKUBOTO3ACTPANIABAIIE CBPHXA03E.

Heo6xomuMo e Habnroerte Hal-Manko 6 Jaca wiel norTsaneTo (Wid 12 waca, ako e B3eTa hopma ¢
yABIDKEHO 0cBOOOXKnaBane). Cnenu ce KPEBHOTO HajgraHe, NyAckT M uHaekcwsT no Glasgow Coma
Scale (GCS). Cnean ce xucnopognara carypawya, ako GCS e uuchbk. CnpreueH MOHUTOPHHT €
Lenecto0paszeH Npy CHMITTOMATHYHHA NALHEHTH.

EfnHAYHd XpaTka KOHBYJCHM He M3HCKBAT JIeueHde. YlecTHIe Wi NPONBIUKHTENIHH KOHBYJICKHM Ce
OBRTAN4BAT ¢ MHTpaseHO3eH muazenam (0,1 -0,3 mg/kg TemecHo Terio} WM nopasenaM (4 mg mpwu
sespacthx u 0,05 mghkg npa mena). AkO Te3H MepKHM He ca YCNCIIHH, MOXKE Ja C& NPHIOKH
NHTpapeHOsHa AHGYIHA Ha Qennrous. JlaBa ce KHCIOPOA H CE KOPHIMpA KWCETHHHATAE Oasza H
MeTabONTATHUTE HAPYIICHHA, &KO ¢ HeODXOIMMO.

Jlewenueto TpabBa na Gbjie CUMNTOMATHYHO W NOMTBLPKALIO B CIYUAH HA XMIIOTEH3US ¥ IPEKOMEPHO
ceappane. AKO OCTpATa XHIOTSH3HMS He OTIIYMABA MOXE A3 Ce INPHIONKAT MHOTPONHM ATSHTH,
HanpHMeEp JONAMMH WIA 100y TaMKH. ‘

5. @APMAKOJIOI'MYHA CBOMCTBA
5.1 ®dapMaxo uHaMEIHA CBOHCTRA
dapMakoTepanesTHIHA TPYIia: NCHXO2HANENTAIM, ApyTH auTHaenpecantH , ATC xon: NOS6AX0S

TpasonoH € TPHA30NIONMPHIMHOB AepuBar, eQeKTHBEH NPH JETCHHETO HA JCNPECHBHH PascTPOHCTRA,
BIJIIOYMTENHO JIeflpecHd, AprapysxeHa oT 0e3noxoiicTBo W HapyIWieHHA B ChHS H C€ XAapaKTepHiupa ¢
GBp30 Hayano Ha NeHcTBIE /OKONIO cCeaMuila/.

TpasonoH e HxuOHTOp Ha obpaTHOTO 3axBallate HA CEPOTOHKHA M € anrarouuct Ha SHT 2A u 2C
PEUEnTOpH, UuSTO AKTHBAIWS OOHKHOBEHO ce CBpp3Ba c OescbHHe, Ge3(IOKOKCTBO, NCHXOMOTOPHH
TIPOMEHH W IPOMEHH B CEKCYaTHATa DyHKIHAS.

Tpazonos He e NPOTUBONOKARAH HPH [IAYKOMA H 3200/198aHUA HA OTJCNHTEHATA CHCTEM2, HE BOIH JI0
EKCTparMpaMHAHA ©DeKTH W He TNOTSHLHPA aiPCHEPrHdHATA TPaHCMHCHA, 3aM{0TO HAMA
AHTUXOITMHEPIWMHO ACHCTBHE M He NpeNV3BMKBA THIHYHMTE e(eKkTH Ha TpH
aHTHACTIPSCAHTH BBPXY ChpPICHHATa QYyHKHHA.

5.2 ®apmMaKoxEAETHIHR CEOHICTBA




Ciren eAHOKPATHA NEPOPATHS 03a HA TPA3OAOH 75 mg TabneTxy ¢ yIpmkeHo ocsobokaasane, Cuax OT
oxono 0,7 g/ml ce noctHra ¢ Tmax - 4 waca caen npunoxenreto 1 AUC or oxoso 8 g/mlh.

In vitro w3cneaBaHEg ¢ YOBSIIKY YEPHONPOOHE MHKPO3OMH TIOKA3BAT, Y€ TPADAOH c¢ MeTabounu3upa
OCHOBHO OT muroxpoM P450 3A4 (CYP3A4).

5.3 lpenxnuuA4na 1aupn 3a GeloNacHOCT

Octpa ToxcruynocT: LD Ha TpasogoH npHeMaH nepopanso e 610 mg/kg npu munuxn, 486 mg/kg npn
mexoBe d 560 mg/kg npu saiium. Habmonasauure edekty ca: CHRIRBOCT, CIIOHOOTACNARE, HTO3UC HA
KJIena9YnTe ¥ KIOHUTHK MbPIoBe.

XPOoRHYHA TOKCRIROCT: CYOXpOHMYEYM NPOYUBAHKA Ca HPOBEJCHH NPH TUIBXOBE, 3aiiM K Ky4eTa, &
XpOHWTHHTE BBPXY IUTBXOBE, Ky4eTa H MaliMyHH. TIpunomkeHara nmepopaaro 1032 Bapupa Mexay 15 u
450 mg/kg/nuesno npu 1winxoee, 15 1 100 mg/kg/nrnepno npy 3afiiu, 3 u 100 mg/kg/nHerno npu
ky4eta # 20- 80 mg/kg/nuerso npy MafiMyuH. B NMpoyYBaHHATA NIPH ILTEXORBE, NEYEHUCTO NPHHUHHIIO
XHIEPTPOPHS HA XeNATOUHTHTE H IVI3JKHA €HIOIUIA3MEH PETHKYIYM ¢ MOCAEABRINA XCNATOMETANNS.
TosH eeKT € pesynTaT OT NeTOKCHKHPAIIHA MEXAHHZEM H He 04 MOTSI Ja Obie MHTEPIIPETHPAH KATO
natonoruted ediexT. OCBEH TORa NETANHATA 1038 CBINO Nopaxza ehexTH, Beve HaOmoAaBaHH MpH
npoyyBaHMSTA 33 oCTpa TOokCHUROCT. CrorBersara f03a/HMBa Ha HeHAOOZaBaHH HEKENAHH
nexapcersenn peakiw/NOEL ca 30 mg/kg/nuesuo. Ilpn saiinm ca saGmopasanu camMo epexTHTE Ha
aenpecanTute Bupxy LIHC, cne cxoreeren NOEL or 50 mg/kg/aresno. Hpy Kydera, cHMITOMMTE, BEYe
Habmonapany MPH OCTpa WHTOKCHKALMY, Ce BIOMIARAT NPH NMOBTOPEHHE HA 703274, 8 CHOTBETHUA
NOEL ¢ 10 mg/kg/anerro. MaliMyHuTe HMaT HO-TOLAMA PESHCTEHTHOCT OT KydeTara M NPOABABAT
camo dapmaxkoguraMuary npomenn. NOEL e 20 mg/kg/nresno.

PeaponyxTeBia Tokcnugoct: He ca HaGmonasany edexty pupxy DepTUNMTISTa NPH [LTBXOBE IIPH
ao3u 1o 300 mg/kg/nen. Ilpoyysalua 3a TEPATOreHHOCT MPH ILUIEXOBE NOKA3ZBAT NOBHMINABAHE HA
eMbpuoneraniaTe edekTH caMo TPH J03H, KOKWTO Ca TOKCHYHM 33 Madudwud opraHussm (300-450
mg/kg/nen). Ilpu misxobe emOproneraniu edekTd H peakd clydal HA BPOJCHM AHOMATHM ca
HaOMONABAHY CAMO TIPH TOKCHUHH 33 MalfkyTe noau (150-450 mg/kg/aex). Jncara na nupexted edekt
BBPXY eMOPHOHA Ce IOTBBPKE2BA OT MPOYIBAHNS, NPOBEKIAHK HPH IUTEXO0BE C HeR NPOClieIBane Ha
NPEMHHABZHETO HA TPA30/I0H NP3 ILIANCHTATA: CAMO HE3HAYHTEIHH KOBLISHTPALMH OT JIEKapCTROTO €6
OTKpHBAT B eMOPHOHATIHHTE TLKAHH B OKONOILIONHUTS BoAH, [lepn- H NOCTHATANHY NPOYyuBAHKA NPH
TUTHXOBE NOKA3BAT CAMO HAMAIABAHE HA HApacTBaHeTO Ha TECNOTO HA Maakure npH o3y man 30

mg/kg/nes.

Myrareanocr: In vitro npoyasadud BLpXy MyrareRHocTTa (B OakTepuanum KieTtku, V77 wietks oy
KHTalicky xamereps, munm mumbolmry, xpoMozomiu abepanpn 8 CHO, CHL/AU wrerku 4 woseniku
nEMpOIATA) M in Vivo NpoydYBaHHS RPBLPXY MYTArCRHOCTTa (MAKPOHYK/ICapeH TecT NPH MWIIKU U
aHAM3 Ha XPOMO3OMH B MeTadasa [IpH fAsX0BE) He NOKA3BaT MyTareHeH edexr.

Kanneporenen porennuar [Ipoyasanus Npy MHIIKY | IUTEXOBE HE TIOKa3BaT HOTEHIHMANEH PHCK OT
TYMOpPH.

ANTHATEHHOCT, TPHSO,HOH HE [TOKR3pa AHTHICHHG AaKTHRHOCT,

Kapnuoro:ccmmocr: C'bpneqnocsnonme GQ)GKTH Ha TPasOoAOH €& NMPOYUBaHH NPH ILTBX0BE, MOPCKH
CBHHYETA, KOTKH B KYJCTaA. HeK&pCTBOTO HOKa3Ba NOYTH TIGLJIHA JHIICA Ha KapaAHOTGKCHYHOCT, THHA KaTo
HE Ca Haﬁmozxananu NpOMEHA B ECG sammcure [pH HEXHTICTEH3INBAH JO3H.

Xopmonannn edexrn: Enmoxpatsu mozn Hag 20 mg/kg/neH, npHeMaHH HHTD,
WEHCKH TUTRXOBE, NPWYMHIBAT JieKO NOBHilapaHe Ha nponakrusa. To3m
MPONBILKHTEIHUS [IPHEM C JHETaTa,




JlekapcTBeHa 3aBHCHMOCT: [{Be MpOyYsaHud, NPOBEACHH IPH IUTEX0BE, HIKNOYBAT BE3MOXEH edekT
Ha JIeKaPCTBEHA 32BHCHMOCT,

6. ®PAPMANEBTHYHH JAHHI

6.1 CroucbK Ha BOMOIIHATE BEIECTRA
3axapoza

Iosnaox

KapuayGexu BoChk

Marnesues creapart.

6.2 HecnBMecTEMOCTR

Henpunoxuamo

6.3 Cpok Ha roagnoct

3 TOOUHH,

6.4 Cueunanas yCI0BHS HA CHXpANEHAE
Ila ce coxpausza nox 25°C.

6.5 Baa B ceABPKAHAE HR ORAKOBKATS

[TbpBHYHA OTIAKOBK:

Tatnerkute ca onakopasy B PVC/ anmymuuuesn GucTepH.

Bropudna on1akoBKa

Tpureko 75 mg rabnetkd ¢ yaniokeHo ocsoboncrasane - Kytis ¢ 30 Tabrerky
6.6 Caennainn BpeInasHl MepPKA IPH HIXBhPIAAE

Hessnonssanusr JICKARCTBOH NPOAVEKT HIH OTHAAbYHHATE MATCPHANH OT HEI'O Tpn6na Ag C& H3XBBPIAT
B CHOTBETCTRHE ¢ MCCTHHTE HIHCKBAHMA.

7. IPHTEXATEJ] HA PASPEIIEHHETO 3A YIIOTPEBA
Anpxenany Papma brarapns EOQO]]

Byn. ,,Acen Hopraros" 10

Codua 1592, brarapus

Ten.: +3592 9751395

®ake: +359 2971 57 45

§. MPHTEXATEJ HA PASPEIMEHUETO 3A IIAPAJNEJIEH BHOC:
“Becta Men” EOOJ, yn. "Kurmo Cropues” Ne§8, 5350 Tpapua, bunrapus




9. HOMEP HA PASPEHIEHMETO 3A YIIOTPEBA
9800335

10. JATA HA I'GPBO PASPEUMIABAHEMIOMHOBSABAHE HA PA3PEIIEHUETO 3A
YIOTPEBA

Jarta na nspso paspemanane: 05 Hoemspr 1998

Jara na nocnenuo nogHosassxe: 09 cenremepu 2010

11. AATA HA AKTYAJIM3UPAHE HA TEKCTA
Asryct 2020




