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[WBHMI. VUTENHA AF rHu.fm 10 NEKAPCTBAT A_‘
1. UME HA JIEKAPCTBEHMSI ITPOJIYKT JIERAF

Kpamka Hpaﬁmepucmuxa Ha | npugynma Mousoxerue 1

.—nl.

PEJIITTAKC 20 mg ¢unmupanm tabneTku Kom Pee. Ne .............. ZOD@JJ\CD ...................... '
RELPAX 20 mg film-coated tablets

Paapeuwerue Ne

BG/MA/MP - ?'270? ........ 15”7-2025 -
2. KAUECTBEH U KOJIMYECTBEH CBCTAB OGOOPEHUER N ......ecoeveerverervsssescS oerrerssnssssssnsnsssnsssrsessns

Beska ¢punmupana Tabnerka cbabpaxka 20 mg enerpunran (eletriptan) kKato XHaApoOpPOMH]
(hydrobromide).
[TomouiHM BewecTBa ¢ u3BecTHO aercTere: 23,000 mg nakro3a

0,036 mg oueTuTeN CbHCET HKbATO (Sunset Yellow)

3a MbJIHUA CITUCHK HAa MOMOLIIHUTE BEllleCcTBa BXK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Ounmupana rabnerka

Kpbriu, uanbkHaau, opaHxkesu tadnetku, mapkupadu ¢ “REP 207 or ennara ctpana u “VLE™ ot
apyrara.

4. KIMHUYHHU IAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

PEJITTAKC e noka3zas 3a jieueHue Ha riaaBodO0JIMETO Mo BpeMe Ha MUIPEHO3€EH MPUCTBI C UK Oe3
aypa npu Bb3pacTHH.

4.2 lo3MpoOBKAa H HAYHH HA NPHJIOKEHHE

J1o3upoBKa

[Ipuemanero Ha TabnetkuTe PEJIITAKC TpsOBa 1a 3anouHe KOJIKOTO C€ MOXKE IMO-paHoO Clel
HAYaJ0TO HA MUIPEHO3HOTO rj1aBoboJiMe, HO Te ca e(PEKTUBHHU H aKO C€ B3eMaT B MO-KbCEH €Tarl 110

BpEMEC HA MHUT'PCHO3HHUA TIPHUCTBII.

PEJITTAKC, npueTt no Bpeme Ha aypaTa Ha MUIPEHO3HHUA MPUCTBIT, HE BOAH /10 NPEeAOTBpaTABaHe Ha
rnosieara Ha MurpeHo3Hoto riaasobosnue u 3aroa PEJITTAKC TpsaGea na ce npuema camo BbB (pasara
Ha MMI'PEHO3HO riaaBodosiue.

Ta6nerkure PEJITTAKC He TpsGBa na ce ynorpedaBat npoguiakTHUHO.
Buvapacmnu (18-65 coounu):

[lpenopbuBaHaTa HavyajiHa Ao03a € 40 mg.

nasaHe Ha cbiuata j03a PEJITTAKC e edexkTuBHO 3a OBj1a/isiBaHe HA peLiM/UBa. 4
rnpMeMaHe Ha MOBTOPHA /103a, TOBa He TpsOBa /1a cTaBa Mo-paHo oT 2 yaca ciej

Axo nsama eghexm.: AKo rnaBoOOIUETO HA MALMEHTA HE CE MOBJIUAE OT MpBaT
paMKHTe Ha 2 yaca, He ce npernopbyBa MPUEMAHETO HA BTOPA 103a OT JIEKapCTRY
CbILMSA MPUCTHI, T KATO KJIMHUYHU NPOYYBAHHUSA HE Ca J10KA3aJIM CbC CUTYPHOR

%



NMOBTOpHaTa J03a. KIIHHWYHKTE H3NUTBAHUA NOKa3BaT, Y€ NPH MALUMEHTUTE, KOUTO HE Ca C€ MOBMUAIH
[pH JIGMEHHETO HA €AMH MHIPEHO3EH NPUCTBI, UMa BEPOATHOCT 3a TIOBJIMABAHE OT JIEHEHHETO NpH
cleaBatll OpUCThI.

[TaureHTH, pU KOMTO HE e NOCTUIra 3aJ0BOIMTENHA e()UKACHOCT CleA NpaBUIIHO TPETHpaHe ¢ 1034
oT 40 mg (Hanp. 700pa MOHOCHUMOCT M JIUICA HA TEPANEBTHYEH OTrOBOP MpH 2 OT 3 MUIPEHO3HH
aTakW), Morat aa ce nosnuaatT or A03a 80 mg (2 x 40 mg) npH cneaBaLUMTE MUIPEHO3HH aTaKK {BXK.
Touka 5.1). [losropHa no3a or 80 mg He Tpabea aa 6bae npueMaHa B paMKUTE Ha 24 4aca.

MakcuManHaTa nHeBHa A03a He TpadBa na HaasHlaBa 80 mg (B, TouKa 4.8).

Iayuenmu 8 cmapuecka ev3pacm

besonacHocTTa M epeKTUBHOCTTA HA CJIECTPUITAH NPH NAaUHEHTH Haa 65 roaxllHa BL3pacT HeE ca
MPOYYEHH CHCTEMHO NOpaand Mankus 6poH Ha TO3M THI TAUWEHTHU B KITMHWYHUTE NPOYUBAHUA. 3aTOBA
npunoxxenueTo Ha PEJIIIAKC npu xopa B crapuecka Bb3pacT He Ce Npenopbusa.

IHeduampuuna nonyaayus

IOnowu (12-17 coounu)

EdukacHoctra Ha PEJITIAKC npu toHOM Ha Bb3pacT oT 12 0o 17 roauHu He € ycTaHOBEHA.
HanuunnTe kbM MOMEHTA 1aHHH Ca NpeAcTaBeHU B T. 5.2, HO He MOXe aa Obae HanpaBeHa NPeNnopLKa
OTHOCHO AO3UPAHETO.

Heya (6-11 codunu)
besonacHocTtTa M epukacHocTTa HA PEJITIAKC npn geua Ha Bbapact ot 6 g0 11 roguHH He e
ycraHoBeHa. HanwuHuTe KbM MOMEHTA IaHHY ca MPEACTAaBEHM B T. 5.2, HO He MOXe Aa Obae

HarpaBeHa nNpenopbka OTHOCHO NO3UPAHETO.
PEJAITAKC

Iayuenmu c uepnodpobro yepexcoane:

[Tpy nexo UK cpeaHoO TeKKO YepHOAPOOHO YBPEKAAHE HE C€ HAJIAra KOpekuuMs Ha ao3ara. TuH Karo
PEJITTAKC He € n3cneasaH NpH NallMeHTH ¢ TEXKKO YEPHOAPOOHO yBpexaaHe, TOW € NpOTHBONOKA3aH
MPH TE3U MALUEHTH.

Ilayuenmu c 6vbpenno yepescoane:

Tsit kaTo edekTuTe Ha PEJINIAKC BbpXy KpBBHOTO HansraHe ce ycunsar npu 0x06peyHo yBpeskaaHe
(BX. TOouka 4.4), npy NAUMEHTH C JIEKO WK CpPedHO Texko HrOpeuHo yBpexaaHe ce Npenopb4Ba
HauanHa no3a ot 20 mg. MakcumanHara aHeBHa a03a He Tpa0Bea na Hansuwaea 40 mg. PEJIITIAKC e

NPOTUBOMNOKA3AH MPU MALKMEHTH ¢ TEXKKO O0BOpPEUYHO yBpeKaaHe.

HauuH Ha npunoxeHue

TabneTkure TpabBa aa ce NnOrabLLLAT UEAH ¢ BOAA.
4.3 IlpoTHBONOKA3AHNHA

PEJITTAKC e nporyBonokasaH Inpu:
& CBPbXUYBCTBHUTEIHOCT KbM €JIETPHITAH XMAPOOPOMH HITK HAKOE OT NOMOLIHHUTE BELLECTBA,
u3bpoeHu B Touka 6.1.
®  TEXKKO HEPHOAPOOHO MM TeXKKO OBOpEUHO yBpexaaHe.
® CpeHO TEXKA MJTU TEXKA XMIIEPTOHHS UM HENEeKyBaHA JIEKa XUMEPTOHHUA.

® 0Ka3aHa kopoHapHa 6oJiecT, BKJI. HICXemyuHa Gonect Ha CbpUeTO (aHr
npeaxojeH MHOKapaeH UH$apKT HaM qokaszaHa Tuxa (0e3dbonkosa) u
UNH CYOEKTUBHN CUMITTOMH 32 HCXeMHUYHA DONECT Ha CBPLIETO HITH

® TEXKHW apHTMUM WIH CbPACHHA HEAOCTATHHHOCT.

 nepudepHa chAOBA Oonect.

® aHaMHe3a 3a MO3bYHOCHAOB MHLUMAEHT WA NMPeX0dHO UCXEMHYHO Ha




KpBLBOOOpaLLeHHE,

® [IpHeM Ha €proTaMHH WAK MPOU3BOAHH HA €ProTaMuH (BKIIIQUUTENHO METHCEPTH), B paMKHUTE
Ha 24 yaca npeay WM crel NeYeHUe ¢ eneTpunTaH (Bx. Touka 4.5).

® eNHOBpPEMEHEH npureM Ha Apyru 5-HT| peuenTopHH aroOHUCTH ¥ €NETPUNTAH.

4.4 CnetHANHH NpeAyNpexIeHHS H NPEANA3HH MEPKH NPH YNOTpeda

PEJITIAKC nHe TpabBa aa ce u3nonzsa ¢ MOLUHH CYP3A4 nHXubUTOpH, Hanp. KETOKOHA301,
MTPAKOHA30Jl, EPUTPOMMLIMH, KIAPUTPOMHLMH, HO3aMHLIMH K NIPOTEA3HU MHXUOUTOPH (PUTOHABHD,
WHIAWHABUP H HEJIPHUHARHP).

PEJTIAKC Tpabsa na ce ynotpebaBa caMO B CAYHaUTE, KOraTo € A0Ka3aHa AMarHo3ata MUIrpeHa.
PEJITIAKC He e noka3zaH 3a JIEYEHHETO Ha XeMHUILIeruHa, opraiMonieruuia uam dbazunapHa
MHTpeHa.

PEJITTAKC ne Tpa0Ora na ce npunara 3a feueHue Ha “atunuuHU” GOpMH Ha rnaBobonue, T.e.
rnarobonue, KOSTO MOXKE 1a € CBBHP3aHO € Bb3MOXHU CEPHO3HU ChCTOAHUSA (MHCYIIT, pYNTYypa Ha
aHeBpU3Ma), MPH KOUTO MO3BYHO-CHAOBATA BA30KOHCTPHUKLUHUA MOXKE 13 HABPEH.

[IprnoKeHHeTO Ha eNEeTPUIITAH B HAKOH Clly4au MOXeE 1a Oblie CBBP3aHO C NPEXCAHU CUMITTOMH KATO
HanpuMep rpbaHa 60JIKa ¥ CTAraHe, KOUTO MOJKE 1a €2 MHTEH3WBHH M Ja 00XBaHaAT rbpJioTo (BiK.
TouKa 4.8). B ciiyyauTe, B KOMTO T€3H CHMITTOMHU HACOYBAT KbM HCXEMHYHA OONECT Ha CBHPUETO, HE
TpaOBa Aa Obje AapaHa cne/iBaiia 103a U Tpadsa na 6bae NPOBEACHO aA€KBAaTHO U3C/IEBAHE.

[layuenmu cve cvpleuna HeoocmamvyHocm

PEJTIAKC He Ou cneagano ga ce uanucea 6€3 npeaBapuTENeH nperiea Npy MauMeHTU, NPU KOUTO €
BEPOATHO HANTMUMETO HA HEJIMArHOCTHLHUPAHO ChpAeHHO 3a00/5BaHE WIIH NPH MAUWEHTH C PHCK 3a
ucxeMuuHa 6onect Ha cwpueto (UBC) [Hanp. nauyMeHTH ¢ XUNEPTOHMA, AMabeT, Mylauy Uik TakuBa
Ha HHKOTHH-CYOCTUTYHpaLila Tepanusa, Mbxe Haa 40-roauiliHa Bb3pacT, NMOCTMEHOMNAY3ATHU KEHH U
TaKHBA C TeXKa HacjeacTBeHa obpemeneHocT 3a UBC). KapaAHONOrMUHHAT npernea He BUHAru MOXe
Na WAEHTUGHIIMPA BCEKH MALMEHT CbC ChPAEYHO-CBAOBO 3200/IABAHE U B MHOI'O peAKH Cllydau rpu
nauMeHTd 6e3 CbMBTCTBALIO ChPACHHO-CBAOBO 3abonaBanHe, kouTo ca fipemand 5-HT, arouucTy, ca
Bb3HHKBAJIH CEPHO3HH CbpaeuHH ¢cbOUTHA. Ha mauuenTyu ¢ nuarnocruurpana UbC ne Tpadea na ce
HasHayasa PEJIITAKC (Bx. Touka 4.3).

[Tpunoxenuero Ha 5-HT) aroHMCTH € CBBLP3BAHO C KOpOHapeH BaszocnasdbM. B penku cinyyau ca
¢cHLOOLIABaHH MHOKAPAHA HCXEMMS WY UH(APKT npy npuaoxeHueTo Ha 5-HT) peuenTtopHH aroHUCTH.

HexxenaHuTe nekapCTBEHH peaKLIMH MOXKE J1a Ca NO-YECTH NpH €IHOBPEMEHHO NPHIOKEHUE HA
TPMNTaHU W OUNKOBH NPOAYKTH, ChAbpxkaiu xbAT kaHTapuoH (Hypericum perforatum).

B TepaneBTHUHHMA 1030B MHTEPBAN, IPU NPHIAraHe HA €IeTPUNTaH B 103K OT 60 mg WIH MO-BHCOKH €
OTYETEHO ¢J1a00 M MPEeXOAHC MOBHILABAHE HA KPBBHOTO HansAraHde. 10Ba NOBUILEHHE, 0DaYe, HE €
OMJI0 CBBP3aHO ¢ KIIMHWYHHY NOCNEACTBHA NO BPEME Ha NPOrpamMaTa Ha KIHHHYHUTE NPOYUYBaHUA.
EdhekTsT € 6un MHOro no-cHAHO NposBeH Npy 60aHM ¢ yBRpeaeHa 6b0peuna QyHKUHMA H NAUHEHTH B
crapuecka Bb3pact. [1Ipn HHAMBKHIYM ¢ YBpeacHa ObOpeuHa PyHKLUA CUCTONTMHHKOTO KPhBHO HasAraHe
ce € NOBUINWIO CpeaHo MakcumanHo ¢ 14 -17 mm Hg (Hopma 3 mm Hg), a anacronuudoro - ¢ 14 -21
mm Hg (HopMa 4 mm Hg). I[lpn nauneHTHUTE B CTapyecKka BB3PacT CHCTOMUUYHOTO HaNIAraHe ce €
MOKa4YHNIo cpetHo MakcuManHo ¢ 23 mm Hg, cpasHero ¢ 13 mm Hg npu no-mnaau xopa (nnauedo 8
mm Hg). [TonyueHu ca NOCT-MapKETUHIOBH JAOKIAAH 34 NOBHILIEHO KPBbBHO HaNSAraHE U TNpH
nauMeHTH, npuemauiy ao3u 20 u 40 mg enerpunTtat, ¥ Npy MAUMEHTH KOWTO HE Ca ¢ yBpeeHa
Ob6peyuHa GyHKLUKWA, HUTO B CTap4ecKa Bb3pacT.

{Ipexomepro npunazane Ha MEOUKAMEHMO3IHO AeueHUe 3d 21agoboaue
[TpexomepHaTa ynotpeba Ha KOHWTO u Aa e obe3bonaratll nEKapCTBEH MMpo
NOBEJE 10 HEMOBOTO BAOLLIABAHE. AKO CE Kacac WM ce noJo3upa Takasa
MOTBPCH CHBET OT MEAMUMHCKH CIIELUHUANTUCT U JleueHUeTo Tpabsa aa ce



XPOHHYHO BCEKMAHEBHO rnasofonne BoNpeku (WU Nopaan) peaoBHUA NPUEM Ha JIEKapCTBa 3a
rrnaBofboNHe.

Cepomonunoa cCuHOpom

CbobluaBa ce 3a NOsiBa HA CEPOTOHMHOB CHHAPOM (BIJTIIOUHTENHO NMPOMEHEH MEHTANIEH CTaTyC,
aBTOHOMHA HECTAOMJIHOCT U HEBPOMYCKY/THH aHOMATHH) Clle/ eJHOBPEMEHHO JIEYEHHE C TPHUITTAHHU H
CENEKTUBHH HHXHWOHUTOPH Ha 06paTHHA 3aXBaT Ha CEPOTOHHHA MK HHXUOUTOPH Ha OOpPaTHUS 3aXBAT
Ha CEPOTOHMH W HOpaapeHAIMH. Te3n peakunu Morat Aa 6bhat Texku. AKO eAHOBPEMEHHOTO
JICYEHUE C €NIETPUNTAH K CENIEKTUBHH HHXUOUTOPH Ha ODpaTHUA 3aXBatT Ha CEPOTOHHHA MNH
HHXHOHUTOpH HA OOpaTHHA 3aXBaT HA CEPOTOHWH H HOPAAPEHANHUH € KITMHHYHO OMpaBAaHo, ce
npenoppyusa HabMOACHHE HA MAUMEHTHTE OCOOEHO B HAHAJIOTO Ha JIEYEHHETO, NPH MOBULLIABAHE HA
J03aTa WK MpH BKTIOUBAHE HA APYro CEPOTOHMHEPIrUYHO NEKApCcTBO (BXK. pasaen 4.5).

[loMoOUIHH BelllecTBa
Tosu nekapcTBEH NPOAYKT ChABbPKA NakTo3a. [launeHTn ¢ peaxy HacneaCTBEHH NPobeMH Ha

HEMOHOCUMOCT KbM rajakros3a, NbJieH JakTa3eH AeGuumT WK MOK030-ralakTo3Ha manabecopbumns He
TpadBa na npMeMar TORa 1€KapCTBo.,

To34 nexapcTBEH NPOAYKT ChABPIKA CbILO HKbAT OLIBETHTE, KOKTO MOXKE Aa NPHYHHH aNEPrHUHH
peaKkLHH.

PEJIITAKC 20 mg rabnerku chabpka no-manko ot | mmol Hatpuit (23 mg) Ha Tabnerxa.
[launenTuTe HA AKUETa C HHCKO ChbAbKAHKME HA HATpuil Tpabea na 6baaT “HMOPMHUPAHM, Y€ TO3M
NeKapcTseH NPOAYKT NPaAKTUUECKH HE ChABbPIKa HATPHH.

4.5 BianmogeiicTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYrH OpMH HA B3IAHMOJEHCTBHE

EdexT Ha aApyry nekapcTBEHU NPOAYKTH BbPXY €1€TPUNTAH

B nuioTHHTE KIMHUYHW NPOYYBAHUA HA EMETPUNTAH HE Ca YCTAHOBEHM B3auUMoaeHcTBHA ¢ DeTa-
O6nokepH, TPHLMKIHYHH aHTHAENPECAHTH, CENEKTUBHU HHXUOUTOPH Ha 00paTHHUA 3aXBaT Ha
CEpPOTOHHHA U (PIYHAPH3UH, HO HAMA JAHHK OT QOPMATHH KJIIMHHYHU NIPOYUBaHHKA 32 JIEKAPCTBEHU
B3aMMOAEHCTBUA C T€3H IEKAPCTBEHH NPOAYKTH (OCBEH MPONPAHONOJ, BHX MO-10NY).

[ lonynaunoHHU (papMaKOKMHETHYHH aHANTN3HY HA KIMHUYHK NPOYUBAHUR NPEANONArar, ue
H3OpOEHKTE JIEKAPCTREHH NPOoAYKTH (BeTa-Onokepu, TPHUMKINHYHA AHTHAENPECAHTH, CENEKTHBHH
HHXUOMTOPHU Ha 0DpaTHUS 3aXBAT HA CEPOTOHUHA, eCcTporeH Dazupana XOpMOHO3aAMECTHTENHA
Tepanui, ECTPOreH-CbAbPKALUH NEPOPAIHH KOHTPALECITTHBH U KaJTLUWEBH OIIOKEpH) € MATKO BEPOATHO
132 NMAT €(eKT BbPXY (apMAKOKUHETHUHHTE CBOMCTRBA HA eNETPHNTAH.

Enerpunras He e cyberpatr Ha MAQO. CiefgoBaTenHo He € OUaKBAT JIEKAPCTBEHH B3aUMOAEHCTBHA
Mexxay enerpuntad ¥ MAO-unxuburopu. ETo 3a10 He ca npoBeaeHd GOpManHH KIHHHYHH
NPOYy4BaHHSA.

B xnuHuuHM npoy4usaHus ¢ nponpadonon (160 mg), sepanamun (480 mg) 1 paykonason (100 mg)
Crmax Ha €N1eTPUNTAR C€ YBEAHUYH ¢bOTBETHO 1,1 NbTH, 2,2 NbTH U 1,4 nbTH. YBennueHueTo Ha AUC Ha
ENETPHUNTAH € CLOTBETHO 1,3 nbTH, 2,7 nbTH 1 2,0 mbTH. Te3n edekTH ce ONpeaenaT KaTo KIHHHYHO
HEe3Ha4YMMHM MopaaH NUNcaTa Ha NOBHLLIABAHE HA KPBBHOTO HANATAHE WM MMOSBATA HA HEXENAHH
NEKAPCTBEHH peakKLMK, CPABHEHO ChC CAMOCTOATE/THO NPUJIAraHe Ha eJICTPHIITaAH.

B xinHuuRY npoyuBaHud ¢ eputpoMuuMH (1000 mg) u ketokorazon (400 mg), cneunyuym u
MouwlHK HHXHOUTOpH Ha CYP3A4, e HabnrozaBaHO 3HAYKUTESIHO NOBHIlLIaBaHe i
Ha enerpuntal (2 u 2,7 nvtu) 1 AUC (3,6 1 5,9 nbTH) ¢CbOTBETHO. TOBa yB

[NOBMLUABAHETO HA t),2 Ha eneTpunTaH ot 4,6 Ha 7,1 yaca npy KOMOKHHPAHE
Ha 8,3 uaca npu komOUHHpaHe ¢ keTokoHa30n (Bxk. 5.2). Eto 3amo, PEJII ¢ SYHDEE
npunarad €AHOBpeMEeHHO ¢ MOLIHU CYP3A4-uuxubUuTopH, HanpuMep KeTOKSHE ::
EPUTPOMHLIMH, KIAPHTPOMHLIMH, HO3aMHLIMH K NPOTEa3sHK HHXHOUTOPH (pR{cadatiss .
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HenduHaBHUD).

B knMHHYHH MpOYyUBAHUS NPY TiepopalHOo Npunarate Ha (kodeuH/eprotamuu) 1 n 2 vaca cnep
eneTpunTal € HabAaBaHO Makap U MUHUMAHO aIMTHBHO NOBHLLIABAHE HA KPBBHOTO HaNsraHe,
KOETO MOXe [a CE O4YaKBa, KaTO Ce UMAT npeaeua GapMaKoNorHuHUTe edeKTH Ha [BETE JIEKapCTRa.
CnenosaTenHo ce NpenopbyBa ChAbPKallH €proTaMyH WK MOAOOHH Ha eproTaMuH NPOAYKTH (Harp.
AWXUAPOEPTOTAMHH) A HE Ce NPUEMAT B paMKKTe Ha 24 uyaca chejl NpUaraHeTo Ha eJIeTPUIITaH.
ObpartHo, Tpabsa xa MHUHAT NoHe 24 yaca cnea NPUEMaHETO Ha EProTAMHH-CBAbPKALLH NPOAYKTH
npeay Aa c€ Ha3HAYM eNeTPUITaH.

EdekT Ha eneTpunTad BbpXy APYrk JEKAPCTBEHHW NPOAYKTH

Hsma in vitro vnuv in vivo noka3arencTsa, 4e TepaneBTUUHHTE A03UPOBKH (M CLOTBETHHTE
KOHUEHTPALIMH) Ha €NETPUNTAH LIE HHXHOUpAT WU HHAYLUMPAT €H3IUMHUTE UUTOXpoM P450,
siaitountento CYP3A4-nekapcTeoMeTabONUIUPALUMTE EH3WMH M 3aTORA C€ CUHUTA, HE € MATIKO
BEPOATHO EJIETPUNTAH Aa NPEAU3BUKA KIIMHUYHO 3HAYUMHU JIEKAPCTBEHW B3AUMOREHCTBUSA, MEAHUHPAHHU
OT TE€3H EH3UMM.

CenekTUBHY HHXUOUTOPH Ha 0OpaTHUA 3aXBaT HA CEPOTOHUHA/MHXUOUTOPY HA 0OpaTHUA 3aXBaT Ha
CEPOTOHHMH ¥ HOopaapeHanuH H CepOTOHWHOB CHHAPOM:

Cbo0lLuaBa ce 3a noABara Ha CHMITTOMM, CbOTBETCTBALLK HA CEPOTOHHMHOB CHHAPOM ( BKJTIIOMHMTESTHO
NPOMEHEH MEHTAJIEH CTATYC, aBTOHOMHA HeCTaOMNHOCT U HEBPOMYCKYJ/iHW aHOMaNuK) ciesn
€AHOBPEMEHHO JIEHEHHE CbC CEIEKTHBHY MHXHOUTOPH Ha 00paTHUA 3aXBaT HAa CEPOTOHUHA WK
MHXUOUTOPH Ha 0OpaTHHA 3aXBaT HA CEPOTOHHMH U HOPAAPEHAJIMH W TPHITaHHW (BUX Touka 4.4).

4.6 Peprunnrer, 6peMEHHOCT H KbPMEHE

bpemennocm

Hsama knnHruuimn aaHHU 3a npunoxeHueto Ha PEJIITAKC npy 6peMenHu.

ExcnepuMeHTANHUTE NPOYYBAHUS TTPH KUBOTHU HE NMOKA3BAT MPAKO WAN HENPAKO BPEAHO
Bb3AeiCTBHE BbpXY OpeMEeHHOCTTa, eMOPHOHANHOTO/(ETANHO PA3BHUTHE, PAKAAHETO HIH
noctHaTaHOTO pa3sutThe. PEJIITAKC Tpabra na ce npunara npy OpeMeHHH caM0 aKO HaHCTHHA €
HeoOX0oAMMO.

Kvpmene

EneTpunTtaH ¢ce €KCKpeTHpa B YOBELIKATA KbpMa. B npoyvsaHe fApH 8 KeHH, NONYUYHIH €THOKpaTHA
ao3a ot 80 mg, cpenHoTO OO0 KONKUECTBO HA ENETPUNTAH B KbpMaTa ciea 24 vaca e 0,02% ot
npuerara go3a, Hezapucumo ot Toea npunaradeto Ha PEJITIAKC npu kbpmayku TpsOBa ga cTaBa c
noBHlIIeHO BHHMaHMe. M3naraHeTo Ha KbpMayeTo Ha NEKAPCTBOTO MOXKE Aa C€ CBEAE A0 MHUHUMYM,
KATO KbpPMEHETO CE€ MPEYCTAHORM 32 24 yaca caell pHEMaHe Ha NeKapcTBOTO.

4.7 EdeKTH BbpXY CNocodHOCTTA 32 modupaHe H pabora ¢ MALLIHHA

PEJIITAKC viMa yMepeHO BIHAHHE BbPXY crnocobHocTTa 3a wodHpaHe U pabota ¢ MaluHHK. [1pu
HAKOW MaUKEHTH MurpeHara unu jeuenneto ¢ PEJITTAKC moxe na npeaAn3BUKaAT CHHAHBOCT HIIH
3amasHocT. [lauveHTHTe TpaOBa [ia c€ MOCHBETBAT Aa OLEHAT CNOCODHOCTTA CH 14 U3BBPLUIBAT
CJIOXKHH 3334, KaTo LIopHUpaHe Mo BpeMe Ha MUTPpeHo3eH NpucTsn U ¢nel npuem Ha PEJITTAKC,

4.8 Hexes1aHM J1eKAPCTBEHH peaKuHH

O6ob1enre Ha npodiuna 3a GesonacHocT
B knuuuuuu npoyusanus PEJITTAKC ¢ npunaran npu nogeue ot 5000 nHaneuam
npueMany eaHa uny ase ao03u PEJIHTAKC 20, 40 vnu 80 mg. Hali-yecTo cpewa
NeKapcTBEHH peakUuy ca OMM acTeHUs, COMHONEHTHOCT, faJeHe W 3aMasHOCT,
KJIMHUYHY NpoyyBaHus, npoeexaany ¢ ao3u 20, 40 u 80 mg, e 3abenazaHa Te
A0303aBHCHMA YECTOTA HA HEXETAHUTE JICKAPCTBEHH PEAKLIMH.




Hexxenanu nekapcTBeHH peakUuH, npeactaBeHy B Tabnuyuen sua
Cnennure HexeNnaHu peakuuu (¢ uectota =>1% u nio-BUcOKa OT Ta3u npy miauedo) ca 6unM cLobLieHH
[Py NALKEHTH, IEKYBAHU C TEPafEBTHUYHY J03M B KIIMHHYHY fipoyuBaHus. CvOuTtuaTa Cce
KaTeropusupar o vectora karto yect (=1/100 go <1/10), Hewectu (=1/1 000 no <1/100) wau peaxu

~(21/10 000 a0 <1/1 000).

CHcTemMO-0praHeH Kjiac Yectn HeuecTn Peakn
Undekumuu u uHdecTauuu: | GapuHIHT M pecrnMpaTopHa
PUHNT UHbeKUUA
HapyweHusa Ha xpbBTa U numdaneHonaT1s
nuMdHaTa CHCTEMA
HapyweHus Ha AHOPEKCHA
meTabonuama ¥ XpaHeHETo
[Icuxnunun HapyLueHHKd aOHOPMHO €MOLMUOHANTHA
MHCJIEHE, HecTaDHIHOCT
TPEBOXKHOCT,
obbpKBaHe,
JenepCcoOHAIN3aLIMA,
eydopus, aenpecus
u 6e3CbHHE
HapyuieHus Ha HepBHATa | ChHIAMBOCT, TpeMop,
cHcTEMA rinapodbonue, XHIepecTe3n,
3aMagHOCT, aTaKkcus,
H3TpBIBAHE XHIMTOKHHE3HA,
UK aOHOPMHO | HapYLLUEHHUA HA
yCeillaHe, peyTa, CTynop,
XUINEPTOHMS, BKYCOBH NPOMEHH
XMUIECTE3HS,
MHACTEHMS
HapyeHnns Ha ouuTte abHOPMHO 3peHUe, | KOHIOHKTUBUT
Oosika B ouunTe,
dotodobus u
CITb3HH HapyllEeHHs
HapyiueHus Ha yXOTO H CBETOBBPTEXK | OOMKA B YXOTO,
nabvpHHTa THHHTYC
CobpaeyHyu HapyuIeHHA najnuTalmyu v Opaauvkapaus
TAXUKAPAUS
CbR0BH HapylLlEHHA 3a4epBABAHE nepudepHO CLAOBO | LLOK
HapyulieHue
PecnupaTopHu, rpbJiIHA K | CTATAHE B JOUCTTHER, acT™Ma H MpoMsHa B
MEAHACTHHAIHH IbpPJIOTO AHXATENHO rnaca
HapylUEHHS HapyeHHe,
MPO3ABaHE
CToMatHO-4YpeBHH KOpeMHa AHapHUA K TNOCUT 3anek, ezodarur,

HapYLUEHHA 0onka, raaeue, NOAYBAHE Ha §
CyXoTa B OpHUIBaHe
ycTara U
aucnencus
XenaroGunnapHu XHTepOHik
HAPYLIEHNUA 1 ¥ NOBH \
CTOHHOCT \
Hapyuienns Ha koxara U | HU3{10TABaHE OOpHB U NPYPUTYC | KOXKHO Hapyh




MOJAKOXHaTa ThbKaH ypTHKapus

Hapyuienua Ha myckynHo- | 6onka B repba, | apTpanrud, apTpo3a | apTpUT, MHONATUA H
CKE/IeTHATA CUCTEMA M MHaIrus ¥ O60Ika B KOCTHTE | moTpenBaHe
CbEAUHUTEIHATA TEKAH

Hapyuienuns Ha 0u0peunre TOBULIEHA YECTOTA
W MUKOUHHTE MbTHLLA Ha YPUHHpaHeE,
HapyLICHHE Ha
MMKOYHATA
cucTeMa u
NoAHYpHS
HapyweHus Ha f6onka B ropaMTe H
Bb3MPOKH3IBOAMTENHATA MEHOPArus

CHCTCEMaA U rbpAaTa

O01uH HapylueHus U ropeIuy BbAHH, | HEPA3MOJOXKEHHE,
e(peKTH Ha MACTOTO Ha acTeHH4, noayBaHe Ha
IPUAOKEHHE IPBAHY NALETO, XKaXIa,

CUMINITOMH OTOK W nepudepe

(bonka, OTOK

CTAraHe,

TEMECT),

BTPDUCAHE U

fonKka

YecTuTe Hexkenanu cubutTua, Habmonasanu npu PEJIITAKC, ca THnHyuy Hexenann cubutus,
cwoDuUIaBaHu 3a uenns knac #Ha 5-HT, aronucru.

CJ]E,[IHHTB HEXKCIIAHH ecbex'm ca CbLOOILEHH OT HNOCT-MAapPKCTHHTOBHUA OIHT.

HHPYU.IEHHH Hd HMYHHdTa CUCTEMA: alICepruiHi peakLlHH, HAKOH OT KOUTO MOraT 2a OBAaT CCPHO3HH,
BKITIOHHTEJIHO aHIT'KHOCACMA.

HapyuieHua Ha HEpBHATa CUCTEMA: CEPOTOHHHOB CUHAPOM, PEAKH ClyUuaH Ha CHHKOM, MO3BbYHO-CBAOB
UHUUIEHT

Cba0OBY HApyLUEHHS: XUNEPTOHUS
CbpaeuHd HapylueRUs: MuoKkapiHa MCXeMHUS WIH MHOKAapAEeH HH(papKT, KOpOHapeH cnaibM

CToOMauIHO-UpEeBHH HapytieHun: kakTo U ¢ apyrd S-HT 1B/1D aronucty, ca nonyueHu peaku
CHODLLIEHNS 32 HCXEMUUEH KOJIMT, NOBPbILAHE.

CrobLiaBaHe Ha NOAO3UPAHH HEXENAHH DEAKIINU

CrobulaBaHeTo Ha MORO3MPAHH HEXENAHH peaKUHWU clie]l pa3pelnaraHe 3a ynorpeba Ha neKapcTBEHHA
NMPOAYKT € BaxxHO. ToBa No3BoNABA A4 NPOALIKHA HAONIOAEHHETO HA ChOTHOLUEHHETO AOJI3a/PHUCK 32
JIEKAPCTBEHUA NMPOAYKT. OT MEAULIHHCKUTE CMELNATMCTH C€ M3UCKBA [a ¢bOOIIABAT BCAKA

MOAO3HpaHa HexenaHa peakuus upe3 ManbaHuTenHa areHuus no nekapcrTeara, ya. ,,JlamaH ['pyes”
Ne 8, 1303 Codusa, ten. +359 2 8903 417, yebcaiit: www.bda.bg.

4.9 Ilpenozupane

Muausuau ca npueManu enHOKpaTHKY aAo3d ot 120 mg 6e3 3HaunuTenHu HexkenaH
He3aBUCUMO OT TOBA, M3XOKAAHKH OT papMaKOJOrHUHHUTE 0CODEHOCTH HA TO3H
Npeno3vpaHe € Bb3IMOXKHA NTOABAaTa HA XMITEPTOHHA UK APYIY NO-CEPHO3HH Chpl
CHMNTOMM.




B ciyuaute Ha npenosupaHe TpabBa Aa ce NpUIOKAT ChbOTBETHUTE CTAHAAPTHH NMOAALIKALIA MEPKH.
ENMUMHHALIAOHHUAT MOMY)KHBOT HA €IETPHIITAH € OKOJIO 4 Yaca U C/ief0BaTeHO MOHUTOPUPAHETO HA
MaLUMEHTHTE U MPHUIAraHETO Ha odula noaaspkaiia Tepanus TpadBa Aa npoab/iky noHe 20 yaca unu
noxKaro 6e1e3nuTe i CHMITOMMTE NEPCUCTHPAT.

He e n3secTHO KakbB € €QEKTHT Ha XeMOAHAIM3aTa HJIH NEPHTOHEANIHATA AHANTN3A BLPXY CEPYMHHTE
KOHLIEHTPALIUM HA E€NETPHUIITaH.

5. DPAPMAKOJIOI'HYHH CBOHCTBA
5.1 PapmMakoAHHAMHYHH CBOlCTBA

dapMmakoTepaneBTHYHa rpyna: ceneKkTHBRHU cepoToHHHoBH (5-HT)) peuentopuu aronnctu. ATC kon:
NO2C C06

Mexanuzom na Oeticmgue: Enerpuritas € cenexTuseH aroHUCT Ha cbaoBute 5-HT g u HeBpoHHHUTE 5-
HT,p peuentopn. Enetpunran aeMoHcTpupa v Bucok abnHuTet kbM 5-HT ¢ peuentopa, koeto Moxe
J1a JONPUHACH 38 HETOBUA aHTHMUIPEHO3EH MEXaHWIBM Ha ACHCTBHE. EneTpunTan umMa yMepeH
apuHATET CApAMO YoselkuTe pekomMbuHauTHU 5-HT 14, 5-HT2g, 5-HT g v 5-HT7 peuenropu.

KnuHuuna edkacHOCT U 6e30nacHOCT

EdunkacHoctTa Ha PEJIITAKC B neueHuero Ha MurpeHara e npoyusaHa B 10 nnaue6o-koHTponupanu
KITMHUYHM MPOoyUBaHHA, BKIIOUBALIHK okono 3000 naumeHTy, nonyyapanu PEJIHIAKC B no3u 20 no
80 mg. ObnekyaBaHe Ha rinasobonnero € HacTbnBano Ha 30-TaTa MHUHYTa cliel IEPOPAnEH NMPHEM Ha
JIeKapcTBOTO. [epanesTHUeH OTroBop (T.e. HAMANABAHE HA YMEPEHO WK TeXKo rnasobonue no
JIMNCBALLO MM JIEKo) 2 Haca cnea AO3UPAaHETO € oTHeTeH NpU 59-77% oT nauueHTUTE, NOJYy4aBalu
ao3a ot 80 mg, npu 54-65% ot naunenTure, nonyyasanu 40 mg, npu 47-54% — xa 20 mg 4 npu 19-
40% - na nnauebo. PEJIITAKC e 6un edekTuBeH U npu neHeHUeTo Ha CBBP3aHUTE C MUTPEHATa
CHMIITOMM KaTo MOBpPBLIAHE, rajaeHe, doTododbus n poHodobus.

[Ipenopbkara 3a TuTpHpaHe Ha nosata a0 80 mg ce 6a3upa Ha JaHHW OT OTBOPEHH IbAMOCPOYHHU
KJIMHHYHU MPOYYBaHHMA H OT KPaTKOCPOUYHO ABOHHO-CAANC KIMHHMHO NPOYUBAHE, TTPH KOUTO €
YCTAHOBEHA CaMO TEHJECHLMA 34 CTATUCTHYECKA 3HAYHMOCT.

PEJIITAKC e edexrHBeH WU npu MeHcTpyanHoacounupana murpena. [Ipunaranero Ha PEJIITAKC no
BpeMe Ha aypaTa He BOAM A0 NpeaoTBpaTaABaHe Ha MUTPEHO3HOTO raasodonue, 3atosa PEJITTAKC
TpsOBa Aa ce npuemMa camo Mo BpeMe Ha (azara Ha rnasobonue.

1o BpeMe Ha papMAKOKMHETHUHO KIIMHUYHO npoyuBaHe 6e3 ninauebo KOHTPO NPH NALHEHTH ¢
O616pedHO yBpexkAaHE € YCTAHOBEHO MO-rONAMO NOBMLIABAHE Ha KPBBHOTO HaNAraHe ciell fpHeM Ha
80 mg PEJITIAKC B cpaBHeHue cue 3apasu a00poBonuM (Bxk. Touka 4.4). Tosa He MOxe 1a ce 0OACHH
C HAKAKBU (PapMaKOXMHETHYHH NPOMEHH H BEPOATHO NPEACTABJIABA criellH(DHUeH
apMaKoaAKHAMHUYEH OTIOBOP KbM €/IETPUNTAH NPH NauueHTH ¢ 6uOpedHo yBpexaaHe.

5.2 PapMaKOKHHETHYHH CBOKCTBA

Abcopbyus
Chen nepopanHo NpHIOKEHHE eENETPUNTaH ce pe3opoupa Obp30 U gobpe B racTpo-
TpakT (noHe 81%). AbcontoTHara nepopanHa SUOHANHYHOCT MPHU MBIKE H KEHHU €
50%. Cpeaoto Tmax € 1,5 yaca cneg nepopanto npunoxenue. Ilpu npunoxenu
no3m (20 — 80 mg) e HabnwaaeaHa JiMHeiHa hapMaKOKHMHETHKA.



e cwnpoBoaeHo ¢ nohwxkapaHe Ha AUC ¢ npubansurenno 30%, a Tuax ce € nopuunno ao 2,8 yaca.

[Tpu MHOrokpaTHO ao3upaxe (20 mg Tpu NbTH AHEBHO) 3a 5 — 7 AHK (apMaKkOKMHETHKATA Ha
eJIETPUNTAR € OCTaHANA NWHEeNHa v KymynypaHeTo e 6uio npeackasyemo. [1pu MHOrokpatHo
no3upaHe Ha No-BUCOKU 103M (40 mg Tpu bty AHesHOo v 80 mg nBa MbTH AHEBHO), KYMYJHPAHETO Ha
eJIEeTPUNTAH 3a nNepHoa oT 7 AHU € 6Uno NO-BUCOKO OT npeAsnaeroTo (npubnuizurenHo 40%).

Paznpedenenue

Ob6embT Ha pa3npeieneHue Ha enetpuntad cinea IV npunoxenne e 138 L, koeto nokaszea
painpeaesncHMe B ThKaHUTE, EneTpunTaH ce CBbpP3Ba YMEPEHO C IUIa3MEHHTE MPOTEHHH
(mpubnuzurento 85%).

Buompanchopmayus

In vitro npoyuBaHHATA NOKA3BaT, Ye €NETPUNTAH ce METabONHU3KMpa OCHOBHO OT YepHOAPOOHUA
uutoxpom P-450 CYP 3A4. Topa HabmtoaeHHUE ¢€ MOTBBLPKAABA OT NOBUIUEHATA J1a3MEHA
KOHLUEHTPALMA HA SIETPUIITAH MPHU €AHOBPEMEHHOTO MY NIPUITOKEHHE C EPUTPOMHULINH U
KETOKOHA30J1, H3BECTHU CENCKTHBHU W MOLIHU HHXKWOUTOpU HA CYP3A4. In vitro npoyuBaHusTa
NOKa3BaT H orpasuueno yuactue Ha CYP2D6, BbNpeky ye KAMHUUHUTE NPOYUYBAHUS HE
NOTBbPKAABAT HATWYHETO Ha NMOJUMOP(GH3IBM 34 TO3H EH3UM.

NaeHTHdHULKMPAHK €a ABA rMaBHY LMPKyJIMpallid MeTabonTa, KOMTO Ca OCHOBHHUTE HOCHTENH Ha
paiHOaKTHBHOCTTA B [11a3MaTa Cllel IPHEMAHETO Ha eneTpunTaH, Mapkupad ¢ C'Y. Mertabonuter,
nonyuvex cien N-okcHIauus, He IEMOHCTPUpPAa AKTUBHOCT B in Vitrc MOAEIH fPU JKHUBOTHH.
MeTtabonuTsT, 06pa3yBaH upe3 N-aeMeTnavpaHe, nokaiea noaobHa Ha eNeTpHITaH aKTHBHOCT B A
vitro MoaeNin npwu xxknBoTHHU. He e naeHtudrunpana tTpera rpyna naasmMeHa paanoakTHBHOCT, HO HaH-
BEpOATHO T4 64 Buna cMec OT XMAPOKCUIMPAHA MeTADOIUTH, KOMTO CbLO ca O HabnoaaBaHK

KaTO €KCKpeTHPaHKU B ypHHaTa H deueca.

[InazMeHaTa KOHUeHTpauusa HA N-nemeTuaupaHns akTueeH Metabonut npeacrasnsasa camo 10-20%
OT Ta3u Ha U3XOJHATa CYOCTAHLMA U C/IeA0BATE/HO, HE C€ OUaKBa [1a AOTIPHHECE CHLIECTBEHO 34
TepanesTUHHOTO ACHCTBHE HA €NETPHMNTAH.

Enumurnupane
CpenHuaT o611 mnasMeH KIHPBHC Ha enietpuntad cnen IV npunoxenune € 36 L/h cxe cvoTBeTeH

MUIa3MeH NMONYXXHBOT OT NpHOIn3uTENnHO 4 uaca. CpeaHusT ObOpeUeH KIHpbHC cnen nepopanto
npuaoxeHue e npubnusurento 3,9 L/h. KnupbHChT no 3BbH-6L0peyHm NbTHLLA € OTTOBOPEH 34
npubausuTenHo 90% ot obLKA KIUPBHC, KOETO NOKA3BA, YE €1ETPUMNTAH C€ SIUMHHHPA OCHOBHO
upe3 MeTabonu3npaHe.

DapMakOKMHETHKA B CEUMPUYHN IPYNH aLHEHTH

Ilon
MeTa-aHalu3 Ha NPOYYBaHHA Ha KIIMHUYHATA $apMaKOJIOrHa U MonynaldoHEH GapMaKOKHHETHYEH
aHan13 Ha AAHHUTE OT KIMHUYHY NPOYYBaHHA NOKA3BAT, Y€ NOMBT HE OKa3Ba CTATUCTHUECKO 3HAUUMO

BJIMAHHE BLPXY J1a3MEHATA KOHUCHTPALIHA HAa €NCTPUIITAH.

ITayuenmu e cmapuecxa ev3pacm (Hao 65 2o0uHuU)
Bbnpeky e He € CTATUCTUHECKO 3HAYHMMO, ce HalJoAaBa JEKO HaMaleHue Ha KiIHpbHca (16%),

CBBP3aHO CbC CTATUCTHYUECKO 3HAYUMO YAL/DKABAHE Ha NOJTY)KHBOTA (OT npHoOan3nTenHo 4,4 1o 5,7
yaca) rpM naHeHTHTe B cTapuecka Bb3pacT (65-93 roAMHH), CpaBHEHO € NO-MJagy nau

Onowu (12-17 200unu)
MapMakokHHeTHKata Ha enetpuntaH (40 mg u 80 mg), A03HpaH MEXKIY aTAKHTE,
MHIPEHA c¢a MoJ00HHN Ha Te3H NpH 3ApaBH Bb3PacTHH 100pOBOIILMY.

Heya (6-11 eo0uru)
KnupbHCHT Ha eneTpyunTaH Npy AeLAaTa € HEMPOMEHEH B CPABHEHUE ¢ TO3M HA noapa



O6emMbT Ha pasnpeacnedye obauye npu Aeuara € No-MajbK, KOETO BOAM JI0 MO-BUCOKH M1a3MeHH
KOHLIEHTPALUKMH, OTKOAKOTO OUAKBAHUTE CNE/ NPHIOKEHHUE HA CHUIATA 1032 MNPH Bb3PACTHH.

TlTayuenmu ¢ yepHoOpobro yapedcoare

[TauueHTy ¢ yepHoapodHo yepexnaade (Child-Pugh A u B) aemoHcTpupaT cTaTHCTHUECKO 3HAYHMO
nokausaHe Ha AUC (34%) v nonyxueorta. Uma nexo 3asnuiasane Ha Crax (18%). Tazu manka
MPOMAHA B EKCMO3HLMATA HE CE€ NMPELEHABA KATO KIMHUYHO 3HAHHMA.

Hayuenmu ¢ 6vbpeuro yspexcoane

MHausuau ¢ neka (xpeaTHHHHOB KiKMpbHE 61-89 ml/min), yMmepeHa (kpeaTHHWUHOB KIHPBHC 31-

60 ml/min) uau Texka (kpeaTuHUHOB KAMPBHC <30 ml/min) crenen Ha 6BOpeyHO yBpexaaHe He ca
MOKa3aIH CTATUCTUUECKH 3HAUUMA NPOMAHA BbB GapMaKOKUHETHKATA HA ENETPUNTAH HNH B
CBBLP3BAHETO MY C Ma3MeHHuTe NpoTerHn. B Tazu rpyna € HabnoaaBaHo MoBUillaBaHe Ha KPbhBHOTO
Hansaraue.

3.3 IIpeaAKNHHHYHH JaHHH 32 De3onacHoOCT

[Ipe AKTMHUYHKTE JaHHH 33 ©€30MaCHOCT HE MOBOPAT 3a CleLHanHa OMacHOCT NpH xopa Ha ba3ara Ha

KOHBEHUHOHAIHH TIPOYUBAHHUA 34 GEBGHHCHOCT, TOKCHYHOCT IMTPpH MHOIOKPAaTHO A03HpaHe,
FCHOTOKCHYHOCT, KAHLEPOr€HHOCT H PENPOAYKTHBHA TOKCHYHOCT.

6. PAPMAKOJIOI'NYHHN JAHHHU
6.1 CnHCcHLK HA NMOMOILHHTE BellecTRA

Hopo na mabremxama: MUKPOKPHUCTAITHA LIEJYN03a, JaKT03a MOHOXMAPAT, KPOCKapMesio3a HaTPpHH H
MAarHe3WeB cTeapar.

Quamoso noxkpumue. TATaHOB JHOKCKUA (E171), xnpomenosa, lakTo3a MOHOXHAPAT, TPHALETHH M
XBAT anyMuHUeB Jak (E110).

6.2 HecbBMecTHMOCTH

He e npunoxumo.

6.3 Cpox Ha roanocTt

3 roguHH

6.4 Coneunannm yc;10BHSl HA CbXpPaHEHHE

Henpospauuun PVC/Aclar/ Aluminium Osucrepu: 1034 1eKapcTBEH NPOAYKT HE H3UCKBa CNEHaIHU
YCIIOBHA Ha ChXPaHEHHE.

6.5 /lanun 3a onakosKara

Henpo3paunu PVC/Aclar/Aluminium 6nucrepu ¢ 2, 4, 5 1 6 Tabnetky.
He BcHuky BHAOBM ONAKOBKY MOraT aa 6baar nycHaTH B npoaaxda.
6.6 Coeunanny npeana’Hy MepKH NIPH H3XBLDJIAHE

Hsama cneurantiyd H3HCKBaAHHA.




7. MIPUTEXATEJI HA PABPEHIEHHUETO 3A YIIOTPEFA
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oduc crpana ,,Cepanka oducu*

6yn. CutHakoeo Ne 48, eT. 7

1505 Codus

byarapus
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10. JATA HA AKTYAJIM3BHUPAHE HA TEKCTA

12



