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KPATKA XAPAKTEPUCTUKA HA TPOAYKTA

1.  MME HA JIEKAPCTBEHHUA TPOAYKT (o e 03 8 o
3uprek-D 5 mg /120 mg TabieTku ¢ yABIDKEHO OCBOOOKAABAHE /= oie. o el
Zyrtec-D 5 mg /120 mg prolonged-release tablets B e, 6 X1 /

2. KAYECTBEH ¥ KOJIMYECTBEH CHhCTAB o e,

Besika Ttabnerka chabpka S mg ueTHpusMHOB nuxuapoxsopun (cetirizine dihydrochloride) ¢ He3abaBHO
ocBoboxnasane v 120 mg ncenoedenpuron xuapoxiuopua (pseudoephedrine hydrochloride) ¢ yasmkeHo
0CcBOOOXK 1aBaHeE.

[TomMouIHM BenecTBa ¢ U3BECTHO AEHUCTBHE:.
enHa TabneTka cpabpxka 43,23 mg n1aKkTo3a MOHOXHApaT
(BX. TOuka 4.4)
e/lHa TabneTKa Chbpxa no-mMaiko ot 1 mmol HaTpuii (23 mg)
(BX. TOuKa 4.4)

3a NBJIHUA CITUCHK HA MOMOIIHHWTE BEIIIECTBA BHXTE TOuka 6.1.

3. JIEKAPCTBEHA ®OPMA

OunMupany TabJIETKH ¢ YABDKEHO 0CBOOOXK/1aBaHE.

bBenu 10 noutu 6e1d, KPBIIH, IBOWHO-U3ITbKHANY HUIMUPAHHU TabJIETKH.

4. KJ/IUHHYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHHS

3uprex-D 5 mg/120 mg Tabnerku ¢ yaAbDKEHO OCBOOOXKIaBaHE € TOKa3aH 3a JICYCHUE Ha CUMIITOMHTE Ha
CE30HEH M LENOroAMileH alepriiyeH PUHHT, KaTO: Ha3a/lHa KOHreCTUd, KUXaHe, pUHOpes, Ha3aleH ¥ OY€H

npyputyc. TpsbBa na ce npuiara KOraro C€ HW3WCKBAT KakTO IPOTHBOANEPrHYHUTE CBOMCTBA Ha
[HETHPU3WHOB XWJIPOXJIOPHJI, Taka M HA3aIHOTO JEKOHNeCTMBHO JICMCTBUE Ha [ICeBAOEPEAPHHOB

X HAPOXJIOPUJIL.

4.2 Jlo3MpOBKA H HAYHH HA NMPHJI0KEHHE

Ho3upoBka

Bw3pacmnu
| Tabnerka iBa MbTU NHEBHO (CYTPUH U BeYep), ¢ WiH 0€3 XpaHa.

[IpOABIDKUTEIHOCT HA JICYEHUETO
[TpoaBDKHTENTHOCTTA HA JIEYeHUETO He TpAOBa Ja HaJBHMIIABa MepHo/ia Ha CUMITOMMUTE, KaTo He TpAdBa 1a

HaaBHIIaBa 2 10 3 cenMuim. [Ipu obsiekyaBaHe Ha HAa3aJHWTE CUMITTOMH, aKO € HEOOXOAMMO, JICYEHUETO
TpsA0Ba na Obl1€ MPOABIIKEHO C LIETUPU3HUH.

HayuH Ha NPUITOKEHUE
Tabnerkure TpAOBa 1a ce MpUeMar LEJIH C TEYHOCT, 0€3 /1a c€ AbBYaT WK JYyIAT.




CneumaJiHy monyaaluuy

bvbpeuno yepexcoane
MuTepBanute Ha Ao3UpaHe TpaOBa Aa ObaaT HHAMBUAYATW3IUPaHH criopel 6b6peuHaTa ¢pyHkums. Hanpagere
CrpaBKa CbC CeAHATa TadMuUa M KOpHUITHpalTe A03aTa, KAaKTO € NOCOUEHO.

Kopexunm Ha 103MpOBKaTa 3a Bb3paCTHU NALMEHTH ¢ HapyLueHa 6b0peuna QyHKUMs

I'pyna GFR (ml/ min) Ho3upoBKAa K 4eCcTOTA
HopmanHa 616peuna > 90 1 TabneTka ARa NBTH
GYHKUKA AHEBHO
Jleko HamaneHa 6B0OpeyHa 60— <90 1 rabneTka aBa MbTH
(O YHKUNA IOHEBHO
YMEPEHO HAMAJICHA 30 - <60 1 TabneTka BeAHDBX
OBnOpeuna yHKUNA ITHEBHO
CunHo HamaneHa OOpeyHa |5 - <30 He u3HCKBaLIA | TabneTka BeAHBX Ha
(b YHKLNA OHAIN3a BCEKH 2 HH
Kpae¢H cranuii Ha OB0peyHo < 15 U3UCKBALLH [IpoTHBOMOKA3aHO
3a00NsBaHE JTHATTM3HO JICYCHHUE

Yeproopobro yepexcoare

[Mpu nanneHTH ¢ ymepeHa YepHOApoOHa HEAOCTAaThYHOCT, 003aTa TPAOBA a4 ce HamManu A0 enHa TadleTKa Ha
ACH.

Heouampuuna nonyaayus
Heua v 10HOWIM Ha BBL3pacT HaAa 12 roguHy: no eaHa tabiaeTka ABa NbTH AHEBHO (CYTPUH U Bedep), ¢ MK He3

XpaHa.,
Heua Ha Bb3pacT noa 12 roadHu: ynorpedara Ha NeKapCTBEHHUA NPOAYKT € NPOTHBOMNOKa3Ha (BX. TOUKH 4.3
U 4.4).

4.3 [IIpornBonokazaHus

Lletnpy3un/ncesnoedeapny € TPOTHBONOKA3AH [TPH MALUMUCHTH C:

® M3BECTHA CBPBbXYYBCTBHTETHOCT KEM GKTUBHHTE BEUIECCTBA WJIM KbM HAKOEC OT IMOMOLIHHATE BElIECTBa,
H30poeHH B Touka 6.1, KkbM epeApHH WK MUNEPA3ZUHHA

® TEXKA XHMNSPTOHHA UNH TEXKKO KOPOHAPHO apTepHAIHO 3abonsBaHe

KpaeH cTtaauil Ha 6bOpevHo 3abongBaHe (nauueHTH ¢ GFR (ckopoct Ha rmomepynHa dunTpaumns) no-

MaJIKO OT 15 ml/min)

HEKOHTPONUPAH XHNEPTHPOUIHIBM

TEXKH apUTMHH

(heOX pOMOLIUTOM

MOBUIICHO BHTPCOYHO HAIATAHE

3a0pbKKaA Ha YpUHaA

aHaMHE3a 3a HHCYIIT

BUCOK PHUCK OT XEMOPArM4¢H UHQPAPKT.

LleTHpH3WH-NCEBAOC(DEAPHUH € MPOTUBONOKA3AH NPH NARKMCHTH JICKYBaHH €IHOBPEMEHHO C:
¢ EXHAPOCProTaMHH
® MOHOAMHUHOOKCHAA3HU UHXNOKUTOPH (MAQO-UHXHONTOPH) A0 2 CEAMULIN Cnel TAXHOTO CIIMpaHeE.

YnorpebaTta Ha LEeTHPH3IUH-NCEBAOEPEC/IPUH € NPOTUBOINOKA3HA NPH ACLA
Touka 4.2 n4.4).



4.4 Crneunaanu npexynpexieHHs H NpeAnasHH MEPKH NPH ynorpeda

[Topanu CbABPXKAHHETO Ha NceBaoedeNpUH, UeTHPUIHH-TICEBIOEdeapHH TPAOBA J1a ¢e Mpuiara ¢ ROBUILIEHO
BHUMaAHHE NPH MALMEHTH ChC 3axapeH AuadeT, XHINepPTUPEOUANIBbM, APTEPHAIIHA XMAEPTOHUA, TaAX UKApau,
apUTMHA, UICXeMHYHa 0O0NIECT HA ChPUETO, yMepeHa ObOpeuHa WIH YepHOApoOHa HENOCTATLYHOCT, KAKTO U

NMPpH NALLHCHTHA B CTAPUCCKa Bb3pacT.

[ToBYilleHO BHHMaHHE € HEOOXOIHMO H NpPH NOaLUYEeHTH B MEIMLUHCKM CBbCTOSHHA, INIPH KOHMTO
AHTUXONUHEPrHYHATA AKTUBHOCT € HEXKENaTelHAa W MNO-CNelHaTHO fIpH MALMEHTH C MPERHCIOHUpALLN
gakTopn 3a 3aApbXKKa Ha ypHHa (Hanp. ne3us Ha rpbOHA4YHMA MO3BK, MPOCTATHA XUAEpnasud,
XUNEPTPOdHA Ha NPOCTATATA UM OBCTPYKUKA HA MUKOUYHHA MeEXyp), Thi KaTo ueTUpuiluH/ncesaoedeAprH
MOJXE /13 YBEJIHYM PHCKA OT 33JPBhXKA HA YPHUHA.

YnorpebaTta Ha UETUPU3HH-NICEBAOEPEAPUH € MPOTUBONOKA3HA MpY Aela Ha BB3pacT nof 12 roaunu (BX.
Touka 4.2 U 4.3}, Tbi KaTo KOMOHHALMATA HE € H3MHMTBAHA B Ta3H BH3PacTOBRA Irpyna nopajd HaAIHYHETO HA

ncesaoedeapyH.

HeobxonuMOo € NOBUILCHO BHHMAHKE U NPH NALKUEHTH, PUESMaLLli1:

® CHUMNATOMHMETHLIM, KATO JEKOHICCTAHTH, NIPOAYKTH NOTUCKALUM ANETUTA H NCUXOCTUMYNAHTH, KATO
amperaMuHH (KOMOUMHHPAH €QEKT BbPXY CbPACYHA-CBAOBATA CHCTEMA ),

¢ TPHUHKJIHYHH AHTHACTIPECAHTH,

® AHTHUXMIIEPTEH3UBHH JieKapcTBa (HAMAJICH aHTUXHUANEPTEH3UBEH e¢exT), (BX. Touka 4.5),

® ANKOXOJ W JApPYTH JenpecaHTH Ha LeHTpanHara HepBHa cuctema (LUHC)ycnmnpa notuckaHeTo Ha
[HIHC u npeanu3BrKBa HApYLIEHHA B NOBEAEHHETO),

®  CBHPJIEYHH I'IMKO3U/IH, KATO AUTOKCHUH WIH AUCUTOKCHH (PHCK OT ChpAEYHA apUTMHR),

[lopuleHO BHHMaHKE TpsOBa Aa ce 00pblua Ha NAUMEHTH C MOBUIUEH PUCK OT XEMOparu4yeH MHCYNT. Tosa
BKNIOYBA ¢JHOBPEMCHHATA yNOTpebda HAa BA3OKOHCTPUKTOPH (HAnp. OPOMOKPHITIMH, NEProjiui, JHU3ypHA,
KapOero/lvH, eproTaMUH) WIH BCHUKM APYrd ACKOHreCTaHTH (Hanp. ¢peHMnnponaHoliaMHH, GeHWiehpHH,
¢henpudH), NpuiaraHd NepopanHO KWAM HA3AMHO, ThH KATO BA30KOHCTPHKLMATA K [MOBHIICHOTO KPbBHO
HAJIATaHe [MOBUILABAT PUCKE OT XEMOPArUu¢H KHCYNT.

[Mopanu BA3OKOHCTPUKTOPHUA c¢(dekT Ha nceBnocdenApnH, €€ MNpenopbYBa MOBUUICHO BHUMAHME TIpU
MaLHEHTH C PUCK OT XMIMEPKOAryJlauMsa, KaTo NpH BB3NANCHUE HA YEPBATa,

JoKnanBaHU €a cliy4ad Ha HCXEMMUYCH KONWT BcaeacTBue ynorpebara Ha ncepaoedenpud. Tpabea na ce
NpeycTaHoBH ynoTpebara Ha NpoayKTa H Aa C¢ NMOTLPCH JICKAPCKA NTOMOL, B Cly4yall ye ce NogBAT BHE3aMnHa
KopeMHa 60/1ka, PEKTAJIHO KbPBEHE MM APYTH CHMITTOMU HA HCXEMHUYEH KOMHT,

[loBUIIEHO BHHUMAHUE C€ U3HMCKBA NPH NALUMEHTH C XHNEPTOHUA, KOWUTO CIAHOBPEMCHHO MpUEMaT
HECTCPOMIHU NPOTUBOBBL3NANUTENHU NiekapeTeern npoayktd (HIIBJIT), et kato u ncesaoedenpun, u
HCITBJII] Moxke 1a NOBHUILIAT KPBEBHOTO HANAraHE.

KakTo # npy Apyrd LUEHTpaHO AeHCTBALM CTUMYNIAHTH, 37iI0ynoTpeda e HabnoaaBaHa K ¢ ncesnoedeapyH.

[lauudeHTH ¢ peaxd HACIEACTBEHH NPobAEMH HA HEMOHOCHMOCT KBM rajiakTo3a, NbJeH NakTaseH aeduuur
WM CITIOKO30-ranakTo3Ha manabcopbuus, e Tpadea na npueMar ToBa NEKapCcTRO.,

ToBa nekapcTBO ChAbPKA no-Manko or 1| mmol xHarpuil (23 mg) Ha Tabnerka, T.c. MOXE A ce Kaxe, 4e
NPAKTHYECKH HE CbABPKA HATPHH.

HcxeMHUyHa ONTHYHA HEBPONATHSA
[TonyyeHu ca cboOLLEHKS 32 ClIyYald HA MCXEMHYHA ONTHYHA HEBPOMATHA 1T /'/ Cotitanatl: bl
[IcespoedenpuH TpadBa 1a ce ApeKpaTH, ako ce MOABH BHe3allHa 3aryfa
HAM&JICHHWE HA 3PUTENHATA OCTPOTA, KATO CKOTOMA.




Cnopructute TpaOsa na Obaar MHOOPMHPAHM, Y€ JICUCHUETO € TNCeBAOEHENPUH MOXKE 1a AOBeAe JO
MNONOKHTETHY PE3YNTATU NPU JOMHHI TECTOBE,

AHTUXUCTAMUHUTE TMOTHCKAT KOMCHO-aJIEPrMYHUTE TECTOBE W MPEAM TAXHOTO I[POBEXIAHE € HEOOXOOHMM
NOCTATbUYEH MEPHOA OT 3 AHM 3a HIYUCTBAHETO HM.

TeXKH KOWHH peaKIIHy
[Tpu ynorpeba Ha NPOAYKTH, ChAbMKAILM NcEBAOEPESAPHH MOTAT & HACTHNAT TEXKH KOKHH peakuHH, KaTo

OCTpa MeHepanusupaHa ¢K3eMaTo3Ha mycTynoza (acute generalised exanthematous pustulosis, AGEP). To3u
OCTBpP MYyCTYN03€H OOpUB MOXeE Oa ¢¢ MOABM B PAMKUTE Ha MBbPBUTE 2 AHH OT JEYEHHWETO, ¢ NOBHUIUCHA
TEMIEPATYPa U MHOroOpOHHU MankH, NMpeIUMHO HE(DOIUKYJNAPHH MYCTY.H, BhL3HUKBALK BLPXY 00ilMpeH
eleMaTo3eH epHUTeM M JIOKanH3uMpaHHW TNAaBHO B KOXHHMTE I'BHKW, [0 TOpca U FOPHUTE KpanHULM.
[TauneHTUTE TPAOGBA Aa ¢¢ HAOMIOAABAT BHUMATEIHO. AKO C€ MOABAT NPH3HAUM H CUMNTOMH KaTO ITHPEKCHA,
epUTEM WJIH MHOXECTBO MANKH NYCTYJH, NpuUnoxeHuero Ha 3uprek-D 5 mg/120 mg Tpabea na ce
NPEYCTAHOBK M aKO € HeOOXOIHMO, Na C& B3EMAT NOAXOAALLIH MEPKH.

4.5 BianMoaeHcCTBHE ¢ IPYIH JEKAPCTBEHH NPOAYKTH H APYrH QOpMH HA B3aHMOAEHCTBHE

He ca nposexiaaHM nNpoy4yBaHWA 3a B3aUMOACHCTBUATA IpH KOMOMHHMPAHWS JICKAPCTBEH [POAYKT
LETHPH3HH-TICEBAOEPECAPHH.

He ca Habmionasanu GapMakOKMHETHYHM B3aUMOAEHCTBUA MPH MPOBEIECHHTE U3NMWTBAHUA ¢ LECTHUPHU3UH U
UMMETHAMH, KETOKOHA30J1, EPUTPOMHLHH, A3MTPOMHUKH, RHTUTTMPHH WIH nicepaoedespuH.

B usnuTBaHe ¢ MHOrokpaTHO npunoxkeHue Ha teodpwinH (400 mg wa neH) U UeTUPU3MH € HADMoJaBaHO
cnabo MOHHXKEHHWE HA KNUPBHCA HA LETHPH3HH (16%), J0KATO €KCMO3ULIMATA HA TEOPHIHH HE CC MPOMCHS
NpH €IHOBPEMEHHO NPUNIOKEHHE C LETHPHIHH.

U3nurBaHUA ¢ LETHPH3HH Y LMMETHIHH, TMNW3KH/I, J4Aa3€naM Wid ncepnoedeIpiH He 1aBaT J0Ka3aTesicTBa
33 HeXenaHW GapMakOKWHETHYHHY B3aB¥MOOCHCTBUA.

MU3nuTBaHWA C LETHPA3MH ¥ a3UTPOMMLUHMH, CPUTPOMHLMUH, KETOKOHA30/l, TEOQPUIHH, aHTUIIHPUH WU
ricepaoedepuH He JaBaT JOKa3aTeNCTBa 3a HEXeJlaHd KIHHHYHK B3aKMONEHCTBHA. B  4acTHOCT,
eAHOBpeMeHHaTa ynotpeba Ha UETHPU3UH C MAKPONKAM WIH KETOKOHA3071 HHKOTa HE BOAHW OO KJIIHHHUYHO
3HauMMu enextpokapadorpadcku (EKI') npoMenu.

B u3nuTBaHe ¢ MHOrMOKpaTHO npuiaraHe Ha puTtoHaBup (no3a 600 mg aBa NbTH AHEBHO) ¥ UETUpU3IHNH (10
Mg JHEBHO) CTENEHTA HA CKCHO3MLMA HA LETUPU3KH Ce € YBenn4una ¢ okoiao 40%, A0KaTo eKCrno3uLUATa Ha
pHTOHaBHp cnabo ce mpoMens (-11%) npu eHOBPEMEHHOTO MPHUIIOKEHHE HA LETHPH3IHH.

EnnoBpemMenHara ynorpefa Ha CUMMNAarOMUMETHYHU aMHHH #© MAO-MHHXUOUTOpPU MOXKE Aa Npedn3BHUKA
XUnepToHUYHN Kpu3d. Ilopagu npoas/bkurenHoro ackhcraue Ha MAQO-uHxubuTOpHTE, TakHUBa
B3aUMOJCHCTBHA €A BB3MOXHM A0PH 15 AHU cnej TAXHOTO CITHpaHe.

CAMIIaTOMUMETHYHHUTE AMHHHA MOXE Ja NOHHXKAT AHTHXHIICPTCHIWBHHTC ecbem Ha Gm-ﬁnoxepme H HA
nexapeTaa, NoHWXaBali CUMIIATUKOBATaA aKTHBHOCT, KaTO MCTHAACNA, TYARCTHIHH H DC3CPIIMH, (B}]{. TOYKA

4.4).

YHOT[Jeﬁﬂ.Tﬂ Hd JIHHC30JIWA H HCEBHG&(])BI[]}HH MOXC Ja QOBCIC Oa [MOBHLICHHUC HAa KPbBRHOTO HANATAHC IIPH
HOPMOTCH3HNBHH MAUHCHTH.

Moxe na ce HabMOAaBa NOBUINEHA AKTHBHOCT HA €KTONMMYHHUA NCHCMEHAKBD NPU CAHOBPEMEHHATA ynorpeda
Ha CEPACYHH INMUKO3MAN, KATO AWMOKCHH WIH AMIMTOKCHH; NPHIOKEHHETO HAa LETHPU3HH-NICEBOOEQEAPHH
TpAQBa Aa ce U304rea rMpy NaUUEeHTH, JIEKYBAHH CbC ChPIASUYHH INIHKO3HUIH. '

AHTHAUUOUATE W HHXHﬁHTDpHTE Ha TIIpOTOHHATE NOMIId JTOBHII
HCEBHDG(‘JEHPHH, d KaOJIHHa A HOHHXAaB4.



EanoBpeMeHHara ynorpeba Ha XaJOT€HMPAHH AHECTETHLUH MOXE Aa MPOBOKHPA WM BROLIM KamepHara
apUTMUA.

Boratata Ha MasHHHH XpaHa He NMPOMEHS OHOHATHYHOCTTA HA JIBETE AKTHBHH BELLECTBA HA JIEXKAPCTBEHHA
npoaykT. Bce mak BojiM 20 MOHWXKaBaHe M 3a0aBAHE HA NMKOBATA NN1a3MEHa KOHLEHTPALIUA Ha LETHPH3HUH.

4.6 @MepTUHIHTET, OPEMEHHOCT H KbpPpMeEHe

bpeMeHHOCT
Hsma gocTarb4Ho JaHHM 33 ynoTpebara Ha LUETUPH3IUR-NICEBROS(EAPUH NTPH OPEMEHHH HKEHM.
LletupuzuH-nceaoedeapuH He TpAOBa Aa ce M30JI3Ba Mo BpeME Ha OPEMEHHOCT.

Ynotpebara Ha ncesaoedeapdH NO BpeMe Ha MLPBHA TPUMECTEP OT OPEMEHHOCTTA €€ CBBHP3BA C [MOBUILECHA
yecTOTa Ha racTpoLUU3nuC (CBBP3aH C pacTexka AedeKT Ha KOPEMHATa CTeHA ¢ XCPHUA HA YCPBATa) H aTpe3us
HA ThHKMTE 4YepBa (BPOAEHO 3aITy LIBAHE HA THHKHTE YE€PBA).

[Topanu Ba30KOHCTPUKTOPHHUTE CBOWCTBA Ha NceBaoePelpuH TON He TpiOBa na ce U3NOJ3BAa Npe3 TpeTHs
TPHMECTEP, ThH KATO MOXE [a MNpeaM3BUKa MNOHWXKaBaHE Ha YTepPOIUTaLEHTApHOTO KpbBooOpalleHue.
HManuure oT ynorpebara npu orpaHuydeH Opoid OpeMEHHW XEHHM He MNOKa3BaT, 4Y€ LECTHPH3MH HMa
HeOJaronpuUATHO  BIMAHME  BbLPXY OpeMeHHOCTTa MAKW  3IpaBeTo Ha  (eTyca/HOBOPOAEHOTO.
ExcrepUMEHTATHUTE W3NWTBAHURA MPH XXHUBOTHH ca HEAOCTATHYHM MO OTHOLIEHHE HA BIHUAHHUETO BBLPXY
OpemMeHHOCTTa, eMOPHOHANHOTO/QETANHO Pa3BUTUE, PaKAAHETO WM MOCTHATAHOTO pa3BUTHE (BX. TOYKaA

5.3).

KbpMEHE
LleTHpu3uH U ncesaocheapUH ce OTAENAT B KbpMarta, 3aToBa LETUPHIUH-NIceBRoedeapuH He TpabBa da ce

MpUEMA OT KHEPMELIH KCHH.

DepTUIUTET

M3nuTBaHeTO MpH IUTBXOBE HE € M0Ka3ano BIMAHHUE BLpXY (epTUndTeTa BriepoanHa po3a oT 160 mg/kg
(cpabpxkama 6,4 mg/kg uerupniavH u 153,6 mg/kg ncesnoedenpuH), ocUrypasalia CUCTEMHA €KCMNO3HLHA
Ha LE€THPU3UH 2 NBTH NO-BUCOKA OT TEPANEBTUYHATA EKCNIO3ULUA NPU XOpa.

Hsama HanvyHM 1aHHM 33 epruanTeTa npu xopa.

4.7 EdexTn BLpXy cnocobHOCTTA 32 WoPHpaHe U padoTa ¢ MAMIUHH

nﬂuHEHTHTB, BbE3IHAMCPABALIK Nad YINPABAABAT MOTOPHH NIPEBO3HH CPEACTBaA, A4 HW3BbPLUBAT I[TIOTCHLHUAJIHO
OMacHHU ACHHOCTH WIM Ja paﬁﬂTﬂT ¢ MAalllHHH HC Tpﬂﬁﬂﬂ Ad TNpCBHIIABAT MNPCINIOPBYBdAHaTd O03a H C
HeoOXOAUMO 1a B3€MAT NOJ BHUMAHUE HHAHWBHAYANHHA OTIOBOD KbM JICKAPDCTBCHUA MPOAYKT. [lauueHTuTE,
KOHTO YYBCTBAT ChHIHBOCT T‘pﬂﬁﬂﬂ Ad CC Bb3AbpKAT OT LHG(!JHP&HE, H3BbpPLIBAHE HA MOTCHUHAJIHH OITACHH

JEHHOCTH UM paboTa ¢ MaLLUHH.

[Ipn nauneHTH, NpueMallld UETHPHU3HH B o100peHara ao3a oT 10 mg areBHO, 00EKTHBHHUTE M3CNCABaHHA
BbPXY CMNocoOHOCTTA 3a WogHpaHe, JAaTEHTHOCTTA HA CbHA ¥ TNICHXOMOTOPHATA aKTHMBHOCT HE€ TO0OKa3BaT
KNHHHYHO 3HAUUMH edekTH. HezaBHCHMMO OT TOBA, €EAHOBPEMEHHATA YTOTPE0A HA LETHPH3UH € ANKOXO0N UMK
Ipyryd BEWECTBa, AEHCTBAIK KaTo AenpecadTd Ha 1IHC, Moxe 1a npyyvHK AOTTRITHUTETHO NOKHKABAHE HA
BHHMaHHMETO U HAPYILUECHHUA B M3ITBJIHCHUE HA NEHHOCTHUTE.

He ca noknaaBaHy M HE Ce OMaKBaT OTPULIATENIHH €(PEKTH OT CTpaHa Ha NceBaoedEeAPHH.

Bbnpeku ToBa, TpabBa Aa ce ordeNexH, Y€ CBIHECTBYBAT pA3IU4YMA B TE3H edEKTH MPH PaTUYHHTE
NEKApCTBA MPU OTACIHHTE WHAUBHAK: NPU KIMHUYHMTE U3NIUTBAHUSA €A JOKIANBAHY CYOEKTUBHH yCeUIaHUS
332 COMHOJNIEHTHOCT. [IpM 403M MO-BHCOKKW OT HOPMAJIHO MMPEnopb4BAHUTE, MO ABAT €(PEKTH OT
CTpaHa Ha LEHTpalHaTa HEPBHA CUCTEMA.




4.8 HexeaanH JexkapcTBeHH peakuHH

KAUHWYHH U3NUTBABKA

Ipezcneo

[Ipy KOHTPOIMPAHU KIMHUYHH HWINUTBAHUA CE€ AOKIAJBAT HEXKENAHUTE JICKApCTBEHU peakunu npv Han 1%
OT MalKEeHTHUTE, NPHEMAlId KOMOUHALMATA LUECTUPHIUH/NCEBROCHEAPHH, KOETO HE CE pa3iiMyaBa OT TE3M,
Ha0JTFO/IaBAHH NPU CAMOCTOATENHOTO NPUIOKEHUE HA LIETUPH3UH WU NceBROSEIPUH.

[TOCTMAPKETHHI'OB OMMUT

HexxenaHure nekapcTBEHH peaKLHH, CBBP3aHN ¢ LETHPH3KWH, C& OTHACAT IJaBHO J0 e¢eKTH Ha MOTUCKAHE
und napagokcando Bb30yxamaHe Ha LIHC, a0 aHTUXONUHEpPrudHa AaxkTHBHOCT WIM PEAKLMU  Ha
CBPbXYYBCTBUTENHOCT (B TOBA YHCJIO aHAQHNAKTHAYEH MIOK). JloknanBaHd ca H3OIIHPAHH CJy4ad Ha XEMaTHT,
KOrato LETUPH3HH € NMpHJIaral caMoCTOATENHO. Hexenanure nexapcTBeHU peakuny Ha ncesaoedepyH ca
Nno-4ecTo CBbp3aHH ¢ BL30yxnane Ha LITHC U chpaevHO-CLOOBH HapylleHHs. B nurteparypara ca omnucaHu
¢AMHHYHHU CIyYad HAa HHCYIITH H HCXEMHUYHH KOJIUTH.

C100LIEHH ¢a CACAHUTE HEXENIAHH NIEKAPCTBEHM Peakumu. Te ca npeactaBesu cbrinacHo MedDRA cuctemo-
OpraHHa KJacuuKauus B 0O OLUCHEHaTa 4eCToTa. HecToTHTE ca NMpeacTaBeHW KAKTO ClieJBa: MHOIO 4€CTH
(>1/10), wectu (>1/100, < 1/10), nevectu (>1/1000, <i/100), peaxn (>1/10000, <1/1000), MHOoro peaku
(<1/10000), ¢ Hen3BecTHA Ye€CTOTa (OT HANMYHWUTE 1AHHK HE MOXKE 1A ObI¢ HAMpPABECHA OLICHKA)

o Hapyuwenua Ha uMyHHamMa cucmema
PenKH: CBpbXUYyBCTBHTEIHOCT (B TOBA YHCJIO aHA(QWIAKTHYEH LIOK)

o [lcuxuynu napyuieHus
UecTu: HEPBHOCT, O€3CHHHE
HeuyecTH: 6e3moKkoiACTBO, TPEBOXHOCT
Penku: xalrOUHHALKA
MHOro peaxu: NCHXOTHYHO PA3CTPOHCTBO
C Heu3BeCTHA YECTOTA: arpecHs, CbCTOAHUE Ha 0OBLPKBaHE, Aenpecus, THK, ey(POPUYHO HACTPOEHUE,
CYHLIHAHH MUCIH

o Hapywenus na nepgnama cucmema
YecTH: BepTHro, 3aMasHOCT, rNaBoBONNEe, COMHOJIEHTHOCT
PenkH: KOHBYICHH, TPEMOD
MHoro peaku: aMcreysus, Mo3b4HO-CbA0BH HAPYIIEHHUS (MRCYNT)
C HEU3BECTHA YECTOTA: NMapecTe3ns, O€3NOKONCTBO, AUCTOHHA, AUCKUHE3UR, AMHE3HA, YBpeXKAaHE Ha
MaMeTTa, CHHKON

e Hapyuenus na ouume:
C HeH3pecTHA 4ecTOTa: HApyIUEHME HA AKOMOAALIMATA, 3AMbITICHO 3peHHUe, MUpHaia, 60Ka B
OYMTE, HAPYLICHUE HA 3PEHKETO, PoTOdOOUS, OKYNOrHpUHHA KpH3a, HCXEMHYHA OITTHYHA
HEBPOMaTUA

o (wpdeuru HapyuleHus
YecTH: Taxukapaus
Penku: aputmms
C HEH3BECTHA YECTOTA: NANMKUTALMH, UH(APKT HA MHOKApIA

o (v008U HapyeHUS
Peaku: DneaHOCT, XUNEPTOHKHA
MHOro peaAKHn: LMPKYJIATOHEH KOJIang
C HeH3BECTHA YECTOTA: XUIIOTOHHUS




o Pecnupamophu, cPbOHU U MEQUACMUHMIHU HAPDYIEH U
C HEeW3BECTHA YECTOTa: AUCITHES

o  CmoMawHO-YPesHE HAPYUeHUS
YecTn: cyxora B ycTara, rajicHe
Peaxu: noBpblyaHe
MHOro peaKH: HCXeMHUEH KOJIUT, Auapus, abaoMUHaleH auckoMpopr

o Xenamo-bunuapHu Hapyuierus
Peaxn: HapyleHUs Ha 4epHOAPOOHaTa (PyHKIMA (MOBUILABAHE HA TpaHCAMHHA3UTE, alKanHaTa

hocharasa, rama-I'T, OunupydbuH)

o  Hapywenusa Ha koxcamd i nOOKONCHAMA MbKaH
Penku; cyxa koxad, oOpUB, YCHJIEHO MOTEHE, YPTHKAapHS
MHOro peakH: GUKCHPaH JIEKapCTBEH 00PUB, AHIT'HOHEBPOTUUEH €JIEM
( HEU3BECTHA YECTOTA: TEXKKK KOXHHU pPeaklMH, BKJIKYUTEITHO OCTpa FreHepani3upaHa eK3eMaTo3Ha

nycrynosa (AGEP), npypurtyc

o Hapyuienus Ha MYCKYIHO-CKEAEMHAMA CUCEMA U CLeOUHUMEANamMAa MbKaH
C HEU3BECTHA HYECTOTA: APTPAITUR, MUANT UA

¢ Hapywenua na 6vbpeyume u nuxounume nemuiya
Peaku: qu3ypusa
C Heu3BeCTHA YeCcToTa: 33ApbiKKa HA YPUHA, cHype3a

 HapyweHnus HG PenpoOYKMueHama cucmema u 2epoama
C HEW3BECTHA YECTOTA: EPEKTHNHA AUCHYHKIHUSA

o  Obwu Hapywienua u ehexmu Ha MICMOMO HA NDWIONCEHUE
HecTH: acTeHus
C HeM3BeCTHA YeCTOTa: OTOK, HEPA3NON0XKEHHE

OnucaHuve Ha #30paHy HexenaHu peaklu
Chnel npeKkpaTaBaHe HA NEUYEHHUETO NPH HAKOM MALMEHTH ce ChOoOLIaBa 33 NPYPUTYC.

CorobinasaHe Ha MOJ03UPAHU HEXENAHH peaKliMu

Cro011aBaHeTO HA NOAO3IUPAHU HEXETaHW Ppeakuuu cnea paspelsaBane 3a ynorpeda Ha 1eKapCcTBEHHA
NPOAYKT € BaxKHO. TOBa NO3BONABA A2 NPOALIKU HabMIOACHHETO HA ChOTHOLICHUETO MOJI3a/PUCK 32
NeKapCTBEHHA NPOAYKT. OT MEAHLMHCKHTE CIIELHAJIUCTH C€ M3UCKBA J1a choOLIaBaT Bcaka NoA03HpaHa
HEXETaHA PeakLMs dpes.

M3nwiHuTENHa areHuya no JekapcTaara

vi. JdamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT; www.bda.bg

4.9 Ilpemozupane
CumnToMmute, HabmoaaBaHu cnel NMpeno3upase ¢ UETHPH3KH, ca CBbP32HH OCHOBHO ¢ BBL3AECHCTBHE BBLPXY
LIHC wnu ¢ edexTd, npernonarailid aHTUXOJHHEPrUuHO AeHCTBUE. B roneMm 1034 CHMNATHKOMKUMETHLIUTE

MOX€ Aa MpeAU3BHKAT TOKCHYHA MCUX03a CbC 3a0iyan U xamrouruHauuM. Ilpy HixoM nauveHTy MoXe Aa ce

KOWUTO MOraT da noBCAaT 10 CMbBbPT.




OcTpoTo Npeno3HpaHe ¢ LUETUPUIMH-TIcEBROedEAPHH MOXKE Oa AOBEAE A0 AWapui, 3aMmalBaHe, YMOpa,
rnapofoyie, HepasnoJOKECHHE, MHUIpUasa, 3aJpLXKKa Ha YPUHA, TaxuKapausd, cbpaeyHa apHTMHA,
apTepUATHA XHUIIEPTOHUA, WK npu3Hauu Ha notuckaHe Ha LIHC (cenauus, anues, 6e3Cb3HaHUe, LIMAHO3a U
KapAMOBacKynapeH konarnc) win Bbu30yxnane Ha L[HC (6eicbHue, xalioUHHALMH, TPEMOP, NPHIAAbUH),
KouTo OUXa MOTIIM 142 0BEAAT 10 CMBPT.

Jleyenue NpH Npeao3dpaHe, KOSTO C& W3BbPLIBA 3a NpeaAnoduTale B OONHHUYHH YCTOBHA, € CUMITTOMATHYHO
U NOAABPKALLD, KaTO €€ MMAT NPEABu] BCHUYKM €QHOBPEMEHHO TNpHETH JIeKapCTBAa. AKO HE HacTbMK
CIIOHTAHHO MNOBpbBLIaHe, TO TpaOBa fAa ce npeausBuka. llperopsuea ce cromaiiHa npoMuBka. Hama
cneuvbuuen aHTHaOT. He TpsbBa na ce HM3NOA3BaT CUMMNATHKOMUMETHMHM AMHHU. XHIEPTOHHATA M
TaxUKapAHATA MOXE [a C€ KOHTpoaupar ¢ anda-aapeHeprHuyuH 6nokepu w/mnu ¢ Oera-aapeHeprdyHU
onokepu. [IpycTbniUTEe MOXE Aa CE€ JIEKYBaT ¢ WHTPABEHO3HO MPHIIOKEHME Ha AMasenaM (KWW aWasenam,
NPUJI0KEH PEKTATHO MpH Aeua).

LleTHpH3HH 1 nceBaoedeapUH ce eNIMMHUHKPAT HE3HAUNTENHO NPH XEMORHAIN3A.

5. ®APMAKOJOTHYHH CBOHUCTBA
5.1 @apmakoARHAMHYHH CBONHCTBA

dapmakoTepanesTHuHa rpyna: Hazannu npenaparu, Ha3aleH AEKOHI'ECTAHT 3a CHCTEMHa ynotpeda, ATC
koa: ROIB AS2.

MapmakoAHHaMHYHATA aKTHBHOCT Ha LETHPU3NH-TICEBAOCPEAPHH € TIPAKO CBbp3aHa CbC CyMapHHA edekT
OT AE€HCTBHETO Ha BCAKO OT JICKAPCTBCHHUTE BELLECTBA.

LleTHpu3uH, YoBelukKH MeTaboNMT Ha XHAPOXCHU3HH, € MOIIEH H CElIeKTHUBEH aHTarOHUCT Ha nepudepHHTE
H;-peuerrropu. B pombenHeHue kbM ¢BOA aHTHU-H; ¢(PEKT LUECTHMPH3UH MOKA3BA AHTHANCPrUYHO ACHCTBHE. B
a03a ot 10 mg BeAHBX WNM IBa MBTH AHEBHO, TOH WHXHOHpa KbCHaTa (a3a Ha BKIKOUBaAHE HA KJIETKUTE Ha
BB3AANEHHETO, CIHELMATHO Ha €O3UHOPHUIMTE, B KOXATA M KOHIOHKTHRATa Ha AaroNH4YHY MALMNEHTH,
MOANOKEHH Ha AeHCTBHETO HAa aHTUreHa. B nosa or 10 mg aHeBHO TOR uHxWOMpa HHPIIYKca Ha
€03MHODWINTE B OpOHX0-aNBeojlapHaTa JIABKHA TEHYHOCT NO BpeME HA KbhCHATa (pasa Ha OpoHXuanHara
KOHTpaKiius, NpeAM3BHKaHa OT BJMUIBAHE Ha ancpreHy OT acTMATHU4HU naiueHTH. Tol Ccho noTucka
eKCAPECHATA HA AAXE3MOHHK MoNeKyy, TaknuBa kaTto ICAM-1 u VCAM-1, konTo ca Mapkepu 3a aepruiHo
Bb3I1ANICHUE.

[lceBpoedenpuH e axkTHBEH TnepopajeH CHUMNAaTHKOMHUMETHYEH aMuH ¢ npeobiamaBaHe Ha anda-
MUMETHYHATA HAJ O€Ta-MUMETHYHATA AKTHUBHOCT; NOPAAH BAa30KOHCTPUKTOPHOTO CH JACHCTBHE, TON HUMa
OEKOHFECTUBEH S(PEKT BbPXY HA3AJIHATA NUraBUlLIa.

5.2 dapmMakoKHHETHYHH ¢BOHCTBA

AOcopOuusATa U €IMMHUHALMATA HA LETHUPU3MH HE 3aBUCIAT OT jA03aTta. UHTEp- ¥ MHTpanHAMBHOYANHMTE
BapHaLMH Ca MAJTKH.
Hama [g0ka3aTencTtBO 33 CBbP3aHO (GAPMAKOKWHETHYHO B3aUMOACHCTBHE MEXKIAY UETHUPH3IUH H

rncesaoedepuH.

AbcopbLns
Cnen nepopasHO NPUIOKEHUE, UETHPH3UH ce abcopbupa OBP30 M NOYTH HANMbLIHO. MaKkCHMAaNHHU Ina3MeHn

KOHUEHTpaluu 0OHKHOBEHO C& JOCTUTaT B paMKHUTe Ha 1 4ac Npd NpUEM Ha TAQIHO.
[Icespoedenpud non ¢gopMa Ha KOMOWHAUMA UESTUPUIMH-NCEeBROSPEAPHH ¢ YIBIMKEHO 0CBOOOKIaBaHe
NOCTUIa MAKCUMAJIHH TUIA3MCHH KOHUECHTpalMu OT 2 10 6 Yaca cnejl MHOMOKpaTHO MPHIIoKEHHE,

boraraTa Ha Ma3HMHH XpaHa He MPOMEHA OHOHANKYHOCTTA Ha JBETE aKTUBHHM BELIECTBA HA JIEKapCTBEHHUA
npoAykT. ToBa BOAU 10 NOHUNKABAHE M 3aDaBSHE HA NWKOBATA MNAA3MEHA KOHUCHTPALIUA

PasnpeneineHue
LletTnpuaH ce cCBbp3Ba B TIOJsMa CTENEH ¢ [U1a3MEHBMTE TPOTeUHH (93Y
pasznpeaencHue: npudaunsurenHo 0,5 l/kg.




buorpanchopmaling
LleTHpH3HH HEe NPeTbpnABa 3HAYUM METADONH3IBM NPH NbPBOTO NMPEMUHABIHE.

EaUMHAHUPAaHE

Cnena MHOTOKpaTHO [MEPOpPalHO NPUIOXKEHME, AHEBHATa EKCKPEUMs Ha HENPOMEHEH LUCTHPU3IHH €
npubnnzuTenHo 65% ot go3ara.

[TnasMeHHsT NIONYKUBOT € MpubnusutenHo 9 qaca. Toil e no-npoabLMKMTENEH TIPY MALMEHTH ¢ HAMaJIEHa

OsvbpeyHa pyHKLNA,
Tolt ce oTnens npeaAMMHO HenmpoMeHeH ¢ ypuHarTa. CTENEHTAa HAa CKCKpEeUUs ¢ ypUHaTa HApacTsa Mpu

noHHnxaBaHe pH Ha ypuHaTa U ce MOHWXKaBa NPH anKanu3upaHeTo Ha ypHHaTA.
Cnen MHOFOKPaTHO TMEPOPATHO nNpuioxeHHe (Ha BCexH 12 4aca), NpH CTAUMOHAPHO CBCTOSHME,
e1MMHHALHOHHHUAT IONYXKHUBOT € nprONU3uTenHo 9 yaca.

CrieynaHu Mony.1aunu
Bvbpeurio yepeocoane
[Mpu nauneHTH ¢ OBLOpeuHa HeaOCTaTbUYHOCT, Jo3aTa TpadBa Aa ce Hamalu HanoJOBHHA OT OOUKHOBEHO

NnpenopbLYBaAHATA.

CneuManHu 1onyaaurH

. broOpeuHa HEAOCTATEYHOCT

Kopekuus Ha 103aTa € He0OX0IMMa MPHY NALMEHTH ¢ YMEPEHO WIH TEXKKO 0bOpeuHOo yBpexaaHe (BxkK. TOYKa
4.2).

5.3 [IlpeaxkaunHYHH JaHHH 32 6e30MacHOCT

WU3nuTBaHKATA NMPH XHMBOTHH HE Ca NMOKasald TOKCHYHOCT npd HuBa = 30 mg/kg/aen npu mwisxose u 40
mg/kg/neH npn Malimynd (Cynomolgus) (= 8 v || nbTu Haa npenopbsYBAHUTE AO3M NpH xopa). CucTeMHara
HATTMYHOCT [IPH Te3d 03U € ODWIa Mo-BUCOKA NMPH MANMYHHTE M MO-HUCKA TIPH INTHXOBETE, B CPABHCHME C
Ta3¥ NpH YoBeKa. B U3NUTBaHMA 33 penpodyKTHBHA TOKCUYHOCT ITpH IIbxoBe, HUBA oT 40 mg/kg/neH He ca
oka3anM noaodeH edekt. [Topany HUCKUTE HUBA NMPU CUCTEMHO NPHIIOKEHUE, MIPH TO3U BUI, TE3H PE3YNTaATH
HEe MOraT Ja C€ CYMTAT KaTo JoKa3pally 0€30MacHoCTTA 32 ynoTpeda npu OPEMEHHH U KbPMELLY JKEHH.

He ca npoBexaaHy U3CN€ABAHUA 33 KAHLIEPOTEHHOCT ¢ NCeBA0EdepHH B KOMOHHALIMA ¢ LIETUPU3HH.
KombunauusTa uetupvsun/ ncesaocdeApHH HAMA MYTAreéHEH M KNacTONeHEH MOTEHLIMaN, 3aToBa HE Ce
O4aKBa KAHLICPOrCHEH PUCK NIPU XOpa.

He € yBpeaeH QepTHAMTETLT NPU MBIKKH U XKEHCKH TUTbXOBE IPU nepopaniu ao3m o 160 mg/kg/nex (1:24)
B peNMpPOAYKTHBHU HM3MUTBAHHMA 38 TOKCUYHOCTTA, KOCTO NPEACTARIABA CUCTEMHA EKCMNO3ULIMA HA LIETUPUIHUH
2 MbTH HAA TepaneBTHYHATA EKCMO3HUMA npu xopa. Kato uano komOuHaumaTa ueTupusut/neesaoeheApuH,
NpU KIHHAYHO 3HA4YMMH 1034, HE MpPEeAM3BHKBA HHUKAKBH HEXENaHW peakuMH BbpXY eMmOpHo-deransa
KUIHECMTOCODHOCT H Pa3BUTHETO HA NMOKONECHHUETO.

6. GOAPMALEBTUUHH JAHHH

6.] CnHCBK Ha NOMOINHHTE BeIeCTBA

Anpo Ha TabaeTkaTa
XHNPOMENO3a

MHUKpOKpUCTAIIHA LIeNy03a

CUIMLMEB THOKCHI, KOTOUAEH Oe3BOAEH
MarHesdes creapar

JlakTo3a MOHOXHMApPAT

Kpockapmenosa HaTpHH




®unMoBO TOKPUTHE

Onanpait Y-1-7000, kolTO C€ CBCTOM OT:
Xunpomenosa (E464)
TwutraHoB nuokcun (E171)
Makporon 400

6.2 HecbBmecTHMOCTH

He ¢ npunoxnmo.

6.3 Cpox Ha rogHocTt

3 roauHM.

6.4 ChneuHandHH yCJIOBHA Ha ChbXpPaHeHHe

To3u NekapcTBEH NPOOYKT HE M3HCKBA CNICLHANHKY YCAOBUSA 32 ChXPAHEHHE.
6.5 Bua HcbABpPKAHHE HA ONAKOBKATA

TabneTkuTe ca ONAKOBAHU B TEPMOPOPMYBAHHN DnUCTEPH (NOTHBUHUIXIOPUI-ATYMHHUIA).
OnakoBKHTE ChABPKAT 6 TADNETKH.

6.6 ChnenuanHy NpeaANA3HH MEPKH NPH H3XBLPJ/IdHE
Hsama cneuuanHd #3MCKBaHuA.

Heuznon3saHUAT JIEKApPCTBEH NpOAYKT WK OTNAABYHHUTE MATEPHAITH OT HEFO TpﬂﬁBﬂ oa CC U3XBLPJIAT B
CBOTBCTCTBUE € MECTHHUTC HIUCKBAHHA.

7. IMPHTEKATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
UCB Pharma GmbH

Rolf-Schwarz-Schiitte-Platz |

40789 Monheim am Rhein
['epmanns

8. HOMEP(A) HA PAZPEIHEHHETO 3A YIIOTPEBA

PervcrpaunoHeH Homep: 20030533

9. JRATA HA INIBPBO PAZPEILHABAHE/NNMOAHOBHABAHE HA PASPELIEHHETO 3A
YIIOTPEDBA

Jata Ha oBpBO paspernaBaHe: 25 onH 2003 r.
Ilata Ha nocneaHo noaHoBaBaHe: 17 pekemBpu 2009 r.

10. JATA HA AKTYAJIUZJUPAHE HA TEKCTA

01/2024
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