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KPATKA XAPAKTEPHUCTHUK?

.  HME HA JEEKAPCTBEHMSA NPOAYKT Paspewerue N

3uprex-D 5 mg /120 mg TabneTku ¢ yab/pkeHO ocBoOOX nagate’ MA/MP - ngg}/ﬂ /05~ 1024

Zyrtec-D 5 mg /120 mg prolonged-release tablets Ogobperiue Ne ... /

2. KAYECTBEH U KOJITMYECTBEH CbhbCTAB

Besaka Tabnerka chabpxka S mg neTupusuHOB auxuapoxsiopua (cetirizine dihydrochloride) ¢ He3abaBHO
ocsoboxnaBaHe ¥ 120 mg ncesnoedenpuHoB xuapoxnopua (pseudoephedrine hydrochloride) ¢ yasimkeHo
ocBoDOXK1aBaHE.

[loMolLIHHK BelIECTBA C U3BECTHO NEHCTBHE:
enHa TabneTka chabpxka 43,23 mg J1akT03a MOHOXHUApPAT
(BX. TO4Ka 4.4)
eqHa TabneTka chABbpkKA No-Manko ot 1 mmol HaTpuit (23 mg)
(XK. TOuKa 4.4) '

3a MbJIHUA CMUCHK HA MOMOILHUTE BeElleCTBa BHXTE To4ka 6.1.

3. JJEKAPCTBEHA ®OPMA

@unaMHpaHy Ta0JIETKH C YABDKEHO OCBOOOXK1aBaHE.
Benu mo nmoutu 6enu, KPbIiK, ABOMHO-U3NMbKHAIH QUIMHPAaHH TabIETKH.

4. KJAUHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

3uprek-D 5 mg/120 mg TtabneTku ¢ yabkeHo OCBOOOX1aBaHE € IMoKa3aH 3a JIeYEHHE Ha CUMIITOMHMTE Ha
CE30HEH M LIeJIOrOAMILEH ajiepru4e€H PUHUT, KATO: Ha3ajlHa KOHIEeCTHs, KHXaHe, pUHOpPEs, Ha3aleH U O4YEH

npypuryc. TpabBa na ce npuiara KOrato ceé M3UCKBAaT KAaKTO MMPOTHUBOAIEPrHYHMUTE CBOMCTBA Ha
LIETHPU3MHOB XMIPOXJIOPHA, Taka MW HA3aJIHOTO JIEKOHIMeCTHBHO MEHCTBHE Ha IiceBaOe(eApPHHOB

XHAAPOXJIOPHAL.
4.2 /lo3HpOBKAa H HAYHH HA NMPHJIOKEHHE

J031MpoBKa

Bw3pacmnuu ‘
1 Tabnerka ABa IMbTH JHEBHO (CYTPHH M Be4ep), ¢ uau 6€3 XpaHa.

[1pOABIDKUTENHOCT Ha JIEYEHHETO
[TpoaB/DKKUTENIHOCTTA Ha JeYeHUETO He TpAbBa Ja HaABMILABA NMEpUoAa Ha CUMIITTOMMTE, Karo He TpabBa na

HaaBuIuasa 2 1o 3 ceaMuuu. [Ipy obnek4yaBaHe Ha Ha3aIHUTE CHMITOMM, aKO € HEODXOAHUMO, JIEYEHHUETO
TpaOBa Aa 0b4€ MPOABIIKEHO ¢ LIETHPU3HH.

HayuH Ha NpUIOKEHHUE
Tabnerkure TpAOBa a Ce NMPUEMAT LIEJIM C TEYHOCT, 0€3 N1a C€ AbBYAT WIH YYIIAT.




CrneumranHy rnomnyJauuu

bvbpeuno yspeacoane
MHTepBanute Ha no3upaHe TpabBa na 6baaT MHAMBUAYATU3HPaHU cnopel 6bOpeyHara pyHkuus. Hanpasere
crnipaBKa ChC cjieHaTa Tabnuiua U Kopurupaire 103ara, KakTo € MoCO4YeHO.

Kopekuuu Ha 103MpOBKaTa 32 Bb3PaCTHH NALMEHTH C HapylieHa ObOpeyHa QyHKLMA

I'pyna GFR (ml / min) J03MpOBKA H 4eCcTOTA
Hopmanua 650peyHa >90 | Tabnerka aBa MbTH
GYHKLMUA JHEBHO
Jleko HamaneHa ObE0peyHa 60 - <90 1 Tabnerka nBa MbTH
GyHKUHA JHEBHO
YMepeHo HamalleHa 30—-<60 | Tabnerka BENHBX
O0b0peuHa pyHKLMA NHEBHO
CunHo HamaneHa 0b0peyHa 15 - <30 He u3KckBaila 1 Tabnerka BeAHBXK HA
GyHKLUA AUaIu3a BCEKH 2 JTHH
KpaeH craguit Ha 060peuHo < 15 u3ucKBaLIH [TpoTHBONOKa3aHO
3a00J19BaHe OUATU3HO JICYEHHE

YeproopobHo yepedcoare

[Ipu nauMeHTH ¢ ymMepeHa yepHoapoOHa HEIOCTaTbYHOCT, 103aTa TpA0Ba 1a ce HaMalH 0 eqHa TabieTka Ha
IEH.

ITeouampuuna nonynayus

Jleua 1 FOHOIIM Ha BB3pacT Haj 12 roauHu: no eaHa TabneTka ABa MbTH JHEBHO (CYTPUH U Be4ep), C Wiu 6e3
XpaHa.

Jleua Ha Bb3pacT noa 12 roguHu: ynorpebara Ha NEKapCTBEHMA NPOAYKT € MPOTUBOIOKAa3Ha (BXK. TOYKH 4.3
u4.4).

4.3 IlporHBONOKa3aHHSA

Llerupu3un/ncesnoedeaprH € NPOTHBONOKA3aH MPH NALUUEHTH C:

® M3BECTHA CBPBXYYBCTBHUTEIIHOCT KbM AKTHBHUTE BELIECTBA MM KbM HAKOE OT NMOMOLUHHTE BEIECTBA,
n30poeHH B TO4YKa 6.1, KbM e(eAPHUH WIH NUINEePa3suHU

TEXKa XMNEPTOHUA WIH HEKOHTPOJIMUPaHa XMINIEPTOHKUA, WK TEXKO KOPOHAPHO apTepHaIHO 3a00/1saBaHe
TEXKKO OCTPO MIM XPOHMYHO OBO6peunHo 3abonspaHe/6GbOpeYHAa HENOCTATHYHOCT/KPACH CTAlUM Ha
0Bp6peuHo 3abonaBaHe (nauueHTu ¢ GFR (ckopocT Ha riiomepyJiHa QUITpaums) no-Maiko ot 15 ml/min)
HEKOHTPOJIMPaH XUINEPTHPOUAH3IBM

TE€XKU apUTMHUHU

$heoX pOMOLIMTOM

MOBHUILIEHO BbTPEOYHO HANATaHe

3aipbXKKa Ha ypHHA

aHaMHe3a 3a HHCYNT

BHCOK PHCK OT XeMOparu4eH HH(papKT.

LleTupusnH-nceBaoepeaprH € NPOTHBOINOKA3aH MPHU NALMEHTH JIEKYBaHH €IHOBPEMEHHO C:
® JIEXHIpPOEProTaMuH
¢ MOHOAMHMHOOKCHIA3HH HHXHOMTOPH (MAO-UHXHOUTOPH) 10 2 CEAMHULIM CIIe]l TAXHOTO CIIUpPaHe.

Ynorpebara Ha UETHPHU3UH-TICEBAOE(EIPHH € MPOTUBONOKAa3HA MpPH ela Ha Bb3pagy gy \mﬂrﬁﬂ INBK.
Touka 4.2 u4.4). '




44 ChoeuHajHu npeaynpexaeHus H NpeAnasHu MEpPKH nNpHu ynorpeda

[Topaau chaBpXKAaHHETO Ha nceBaoedenpuH, LIETUPHU3UH-TNICeBaoedeapHH TpAOBa na ce npuiara ¢ NOBUIIEHO
BHMMaHME TMpH NALMEHTH CbC 3axXapeH AuadeT, XUNepTUPEOMIU3bM, apTepUaiHa XUINEPTOHUA, TaXUKaAPAU,
apUTMHUs, UICXeMHUYHA OONIEeCT Ha CHPLETO, YMEpEeHa 0b0peyHa MM YEepHOAPOOHA HEAOCTAThbYHOCT, KAKTO M
NP NalLMEHTH B CTapyecKa Bb3pacT.

[ToBuiIEHO BHMMAaHME € HEOOXOAMMO W TNPHM MNALUMEHTH B MEIAULMHCKH CbCTOSHHUA, IPH KOMTO
AHTHXOJIMHEPrMYHaTa AaKTUBHOCT € HEeXeJlaTeJlHa M MNO-CNeLMaIHO NMPH NMaUMeHTH ¢ MpeAUClIOHMpALIH
dakTopu 3a 3aApbKKAa HA ypuHa (Hanp. ne3us Ha rpbOHAYHMA MO3BK, MPOCTATHA XHIEPIUIA3HA,
Xuneprpodus Ha npocrarata Wik OOCTPYKLHA HAa MUKOYHUA MEXYp), Thil KaTo LUETUPU3HH/TICEBAOEdEAPHH
MOJXKE J]a YBEJIMYM PUCKA OT 3a/Ipb)KKa Ha ypHHa.

Cunapom Ha 3aaHa obpatuma eHuedanonatus (posterior reversible encephalopathy syndrome, PRES) u
CHHApPOM Ha oOpaTHma LepeOpanHa Ba3okoHCTpUKLMA (reversible cerebral vasoconstriction syndrome,
RCVS)

Crobmenn ca cnydyan Ha PRES u RCVS npu ynorpeba Ha npoayKTH, ChaAbpXkallld ncesaoedenpuH (Bx.
Touka 4.8). PUCKBT € MOBHUILEH NMPU MALUMUEHTH C TEKKA WIHM HEKOHTPOJHUpaHA XHUINEPTOHUA WIH C TEXKO
OCTPO WJIK XpOHUYHO OBOpedHo 3abonsBaHe/ObOpeyHa HEAOCTaTHYHOCT (BX. TOUYka 4.3).

[IpuembT Ha nceBnoedenpuH TpAOBa aa ce NMPEYCTAHOBHU M [1a Ce NMOThPCH He3a0aBHO JieKkapcKka MOMOII, aKo
C€ MOABAT CICAHUTE CMMITOMHM: BHE3ANHO CWIHO rnaBoOOIME WIH ,,[PBMOTEBHYHO® ry1aBoOONME, raaeHe,
MOBpBILlaHe, 00BLPKAHOCT, MbPYOBE H/HIH HapyleHHs Ha 3peHueTo. [ToBedero crobuieny cinyvyan Ha PRES u
RCVS orwymMsaBar cnen npeycTraHOBABAHE Ha ynoTpebara M NoAXOAALIO JICYCHHE.

Ynorpebara Ha ULEeTHPU3HUH-TICEBAOEDEAPHH € MPOTHBOMNOKA3HA MMpH Jieua Ha Bb3pacT noja 12 roaguHu (BX.
To4ka 4.2 1 4.3), Tbil KATO KOMOMHALMATA HE € M3MKMTBAHA B Ta3u Bb3pacTOBa rpyrna rnopajad HaAIM4YMeTO Ha

rncesaoedeApHH.

HeobxoauMO € MOBHIIEHO BHUMaHUE U MPH NMaLMEHTH, PHEMALLIK:
® CHUMIIATOMHUMETHLIM, KaTO AEKOHIE€CTAHTH, MPOAYKTH MOTUCKALLM ANETHUTA U NICUXOCTUMYJIAHTH, KaTo
aMperamMuHu (KOMOMHUpPAH edeKT BbPXY ChbpAeYHA-ChA0OBATA CUCTEMA),
¢ TPUUHMKJIWYHH aHTHIENPECAHTH,
AHTUXMUIIEPTEH3UBHH JIEKapCcTBa (HAMAIEH aHTUXUNEPTEH3UBEH edekT), (BXK. Touka 4.5),
® AJKOXOJ M JPYrd AenpecaHTH Ha LeHTpaiHata HepBHa cucrema (LIHC)(ycunBa notuckaHeTo Ha
[IHC u npeau3BuKkBa HApyLIEHUS B MMOBEJACHUETO),

¢ CbpACHYHH INTHKO3HIH, KATO JHIMOKCHH HJIH IHITHTOKCHH (pHEK OT ChpPJACYHA EPHTMHH),

[TosumeHo BHUMaHue TpAOBa aa ce oOpbllla Ha NMALMEHTH C MOBUILIEH PUCK OT XeMoparu4yeH UHcyaT. Tosa
BKJIFOYBA €JHOBpPEMEHHara ynorpeba Ha Ba30KOHCTPHUKTOpPH (Hanp. OPOMOKDHIITHH, NMEpProjiuj, JIM3ypul,
KapOerosMH, €proTaMmMH) WiIM BCUMYKH APYTM AEKOHreCTaHTH (Hamnp. (eHUINMponaHoaaMuH, dheHunedpuH,
epenpuH), NpuiraraHd MNEpPoOpalHO WM HA3aJHO, Thi KAaTO BA30KOHCTPHKLHATA M MOBHUIIEHOTO KPBBHO
HaJIAraHe NMOBHUILABAT PUCKA OT XEMOpParu4eH UHCYIIT.

[Topanu Ba3OKOHCTPHKTOpPHHA €(eKT Ha nceBaoedenpHH, C€ NPEnopb4YBa MOBHIIEHO BHUMAaHHWE IPH
NaLMEeHTH C PUCK OT XHUIEepKoaryalus, KaTo NMpy Bb3MaJIeHHE Ha YepBara.

JloknaaBaHU ca Cilydyad Ha MCXEMHYEH KOJIMT BClEACTBHE ynorpebara Ha nceBaoedenpuH. Tpabea na ce
NpeycTaHOBH yrnoTpedara Ha NPOAYKTa U []a CE MOTHPCH JIEKapCKa MOMOILILL, B CiIy4ai 4e ce MoABAT BHE3anHa
KopeMHa 00JiKa, pEKTaTHO KbPBEHE MIIH PYyTrd CHMIITTOMH Ha MCXEMHYEH KOJIUT.

[loBUmIeHO BHMMAHME C€ M3UCKBA MNpPH MALMEHTH C XUIEPTOHHMA, KOWUTO EIHOBPEMEHHO IpHEeMaT
HECTECPOMIHM MPOTUBOBB3NANUTENHMU JekapcTtBeHH npoayktu (HIIBJIIT), Teii kato u g SIOCTeARIY, U
HCTIBJIIT Moxe na noBHILAT KPbBHOTO HANATAHE. Qg\’c.“ g
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KakTo 4 npu Apyru UeHTpaIHO ACUCTBALIM CTUMYJIAHTH, 3JI0ynoTpeda e HabmoaaBg



[lauueHTH ¢ PE€EAKH HACJICACTBCHH ﬂpOﬁJIEHH Ha HEMOHOCHMOCT KBbM IajilakTO3a, ITbJICH JIAKTAa3CH J]'.Eq)HIIHT
HITH TTHOKO30-TAJIAKTO3HA MHﬂﬂﬁCOpﬁuﬂﬂ, HEC T[JHGBE Ja MpHEMaT TOBA JICKAPCTBO.

Tosa nekapcTBo chabpka no-mManko or 1 mmol Harpuii (23 mg) Ha TabneTka, T.e. MOXE Jla Ce Kaxe, 4e
NMPAaKTHYECKH HE ChAbPIKA HATPUI.

NcxeMHyHa ONNTHYHA HEBPONATHUsA

[Tony4eHu ca ChOOMIEHHUA 3a CIyYad Ha MCXEMHYHA ONTUYHA HEBPOMATUA NPH MceBAoePEapHH.
[IceBnoedenpun TpabBa aa ce npeKparTH, ako ce NMosBH BHE3anHa 3aryda Ha 3peHHE UIIH

HaMaJIeHHe Ha 3pUTETHATa OCTPOTA, KaTO CKOTOMA.

Cnopructute TpabBa na Obaar UHPOPMHUpAHM, Y€ JICYEHHETO C MceBAOoe(PEeNpHH MOXKE Aa J0BEAE 10
MOJIOXKUTEHHU PE3yNTaTH MPH AOMKUHI TECTOBE.

AHTHXUCTAMUHHUTE MOTHUCKAT KOXHO-AJICPrHYHUTE TCCTOBEC H MNMPECAH TAXHOTO IMPOBCKIAHC € HeoOXoauM
A0CTAaTb4€H NEPHOI OT 3 OHH 32 U3YUCTBAHETO HUM.

TexKn KOXKHH peaKkLiuu

[Ipu ynoTpeba Ha NpOAYKTH, ChbABPXKALUM TNCEBAOEPEAPHH MOraT 1a HACTBIAT TEXKKH KOXHU PEeaKLHH, KaTo
OCTpa NeHepalM3upaHa eK3eMaTo3Ha nycryJios3a (acute generalised exanthematous pustulosis, AGEP). To3u
OCTBP MYCTYN03eH OOpHB MOX€ Ja C€ MOABH B PAMKHTE HAa MBbPBUTE 2 JAHHU OT JICYEHHETO, C MOBHULICHA
TeMIepaTrypa ¥ MHOroOpOiHH MaJIKH, MPEIUMHO HE(OIMKYJIAPHH IYCTY/IH, Bb3HHKBAIM BbPXY OOLIMpEH
€NEeMATO3€H €PUTEM H JIOKAJM3MpPaHU I[JIABHO B KOXHHMTE TBHKH, MO TOpCa M TOpPHUTE KpanWHHLH.
[TaumenTuTe Tpa6Ba Na ce HabMIOAaBaT BHUMATEIHO. AKO C€ NMOABAT MPU3HALA U CHMITTOMM KaTo MHPEKCHS,
EpUTEM HWIM MHOXECTBO MaJIKM IYCTYJaH, npuioxeHuero Ha 3uprek-D 5 mg/120 mg tpabsa na ce
MpeyCTaHOBH M aKo € HeOOXO0AMMO, /1a C€ B3EMAT MOAXOIAIIM MEPKH.

4.5 B3auMoaeHcTBHE C APYIH JEeKAPCTBEHH NPOAYKTH H APYrH GOPMH HAa B3aHMOJAEHCTBHE

He ca npoBexaaHu npoy4YyBaHMs 3a B3aUMOJCHCTBHUATA INPH KOMOMHHUpAHMUA JIEKAPCTBEH IMPOAYKT
LIETUPH3UH-TICEBAOCPEAPHH.

He ca HaOmopaBaHu (papMakOKHHETHYHM B3aUMOJACHCTBHUS IPHU MPOBEIACHUTE MU3MHUTBAHWA C LIETHPHU3HUH U
LIMMETHINH, KETOKOHA30J1, EPUTPOMHLMH, A3UTPOMHULIMH, AaHTUITMPHH WU TICEBAOC(EAPHH.

B w3nurBaHe ¢ MHOrokpatHo npuiaoxeHue Ha teopunuH (400 mg Ha NeH) U LETHPHU3MH € HabiroaaBaHO

cnabo NoHWwKEHHEe Ha KIMpbHCA Ha LEeTHpH3HH (16%), HOKATO €KCNO3MLMUATA HA TEODUIHH HE C€ NMPOMEHA
NpU €IHOBPEMEHHO NPHIOKEHHE C LIETUPHU3UH.

HM3nuTBaHUsA C LETUPU3HH U LIMMETHAMH, MTMNU3HUI, AMa3enaM WK rncesaoedenpuH He 1aBaT A0Ka3aTe/cTBa
3a HeXeJlaHU (papMaKOKMHETUYHH B3aUMOACHCTBHUA.

M3nuTBaHUs C LETUPU3UH U a3UTPOMHULIAH, €PUTPOMHMLMH, KETOKOHA30Jl, TEOQWIMH, AHTUINMPUH HIIH
ncesgoedepyuH HE JaBar [A0Kas3aTeiICTBa 3a HEXEJNlaHW KIMHWYHM B3auMojeicTBua. B wyacTHOCT,
eJHOBpEMEHHaTa ynorpeda Ha LETHPH3UH C MAKpOJIUIM MM KETOKOHA30Jl HUKOra Hé BOIAH 10 KJIMHHYHO
3Ha4YMMHU enekTpokapauorpagcku (EKI') npomens.

B M3nuTBaHE ¢ MHOIOKpaTHO NnpuijiaraHe Ha puroHaBup (Ho3a 600 mg nBa mbTH AHEBHO) U LeTupusuH (10
Mg JHEBHO) CTEMNEHTA HA EKCINO3ULIMA HA LETUPU3HH Ce € yBeJn4uiia ¢ 0koso 40%, nokaro eKCro3ruuMaTa Ha
puToHaBup cnabdo ce npomens (-11%) npu eAHOBPEMEHHOTO MPHIOKEHHE HA LIETUPHU3HH.

EnHoBpeMeHHaTa ynorpeda Ha CUMNAaroMMMETH4YHH aMHMHM U MAOQO-UHXHOMTOpU MOXE Aa Npeau3BHKa
XxuneproHMYHu kpu3u. Ilopaau npoawsmkurenHoro naedctBue Ha MAO-uHXUOUTOpPUTE, TaKuBa
B3aUMOJEHUCTBHUA Ca Bb3MOXHHM IOPH 15 IHH clex TAXHOTO CIIMpaHe.




CUMNAaTOMUMETHYHUTE aAMHHH MOXE J1a MOHMKAT aHTHUXUIEPTeH3UBHUTE edekTH Ha Oera-OiiokepUTe M Ha
JIeKapCTBa, MOHWKABAIIM CUMIIATHKOBATAa aKTUBHOCT, KATO METWIAO0MNA, N'YaHETUIUH W PE3EPNHH; (BXK. TOUKA
4.4).

Ynorpebara Ha nuHE30aMA U nceBaoedeapruH MOXKeE Jia IOBE/IE /1a NMOBHIIEHHE HA KPbBHOTO HaIATaHE MpPH
HOPMOTEH3HBHM MALUECHTH.

Mosxe na ce HabaroaBa MOBHIIIEHA aKTUBHOCT HA €KTOMWYHUA NMeACMeNKbp NpU €eIHOBPEMEHHATA yoTpeda
Ha ChPAEYHHU TJIMKO3MIM, KATO AWrOKCHH MM JAMTMTOKCHH; NMPHIIOKEHUETO HA LIETHPH3UH-NICEBAOEDEIPHH

TpAOBa 1a ce U304rBa NpH NaLMUEHTH, JIEKYBaHH CbC ChbPACYHHU INTHKO3UIH.

AHTHALIMIWTE W MHXUOUTOPUTE HA TMPOTOHHATa [MOMIIA MOBMILABAT CTEMNeHTa Ha abcopbuus Ha

nceBaoedeaprH, a KaoJHHA A NMOHUKABA.
EnnoBpemenHara ynorpeba Ha XaJlOreHMpaHM aHECTETHLM MOXE [la MPOBOKHpa WJIM BIOIUM KamMepHaTa
APUTMMA. ‘

borarara Ha Ma3HUHH XpaHa HC MpPOMCHHA OMOHAIMYHOCTTA HA JABETE aKTUBHM BELIECTBA HA JNEKApPCTBECHHUA
MpOAYKT. Bce nak Boav 10 NOHW)XaBaHE U 3abaBsHe Ha MUKOBATa IUIa3MEHa KOHLUCHTpPALHA HA LETHPHU3HUH.

4.6 @eprHaAHTET, OPEMEHHOCT H KbpPMeHe
bpeMeHHOCT

Hsama pocraThb4yHO JaHHM 3a yrnorpebara Ha LETUPU3HH-NICEBAOEDEAPHUH NTPH OPEMEHHH XKEHH.
LleTupusun-nceBnoedeapuH He TpabBa Aa ce U3MOoJI3Ba Mo BpeMe Ha OPEMEHHOCT.

Ynorpebara Ha nceBaoedeaprH Mo BpeMe Ha MbPBUA TPUMECTEP OT OPEMEHHOCTTA C€ CBbp3Ba C MOBHIIEHA
4YeCTOTa Ha racTpolIu3uC (CBbp3aH ¢ pacTexa Ae(eKT Ha KOpEeMHAaTa CTeHa ¢ XepHHUA Ha YepBaTa) U aTpe3us
HA THHKUTE 4YepBa (BpPO/ICHO 3alyllIBaHe Ha ThHKUTE Y€pBa).

[Topanu Ba30OKOHCTPMKTOPHHUTE CBOMCTBAa Ha rniceBaoedeapuH TOH He TpaOBa Ja ce W3MOJi3Ba Mpe3 TPeTHs
TPpUMECTEP, Thii KaTo MOXe [a NpeAM3BUKA MOHWKABAHE HA YTEpPOIUIALIEHTAPHOTO KpbBOOOpalleHHE.
Jlanaure ot ynorpebara mnpu orpaHudeH Opodl OpeMEHHM JXEHM He TMO0Ka3BaT, Y€ LETHPU3HH HMa
HeOJaronpuaATHO  BJWAHME BbpPXy OpeMeHHOCTTa WJM 31paBeT0 Ha  (eTyca/HOBOPOJEHOTO.
ExcnepyMEHTalHUTE M3MNUTBAHUA TPU MUBOTHHU Ca HEAOCTATBYHMU MO OTHOIUEHHWE HAa BIHUAHHETO BBPXY
OpeMeHHOCTTa, eMOPHOHATHOTO/(peTaTHO pa3BUTHE, PAXKAAHETO WM MOCTHATATHOTO pa3sBUTHE (BX. TOYKA
5.3).

KbpMeHe
lletupusuH 1 ncesaoedepuH ce OTAENAT B KbpMara, 3aToBa LETUPH3UH-TICeBAOedenpHH He TpiaOBa na ce
MpUeMa OT KbPMELLH KEHH.

DepTUIHTET
U3nuTBaHETO NMpH IUIBXOBE HE € MOKa3ano BIMAHHE BbpXYy (eprunurera BrnepoaiHa ao3a ot 160 mg/kg .
(chappxama 6,4 mg/kg uerupusud u 153,6 mg/kg ncesnoedenpuH), ocurypasaiia CUCTEMHa €KCMO3ULIUS
HA LETUPHU3UH 2 MBTH MO-BUCOKA OT TEpaneBTUYHATA €KCIO3ULIMA NIPH XOopa.

Hsama Hanu4HU JaHHH 3a PepTHIMTETA MPH XOopa.

4.7 EdexkTn BbpXy cnocobHOCTTA 32 HIOPHPpaHe H padoTa ¢ MALIHHHA

[TanpeHTHTE, BH3HAMEPABAILM [a YNpaBiABaT MOTOPHM NMPEBO3HM CPEACTBA, Aa U3BBPILIBAT MOTEHLHAIHO
OnacHW JeHHOCTHM MM Aa paboraT ¢ MamKMHM He TpAOBa Aa npeBUILABAaT MNpernopbyYBaHaTa [03a U €
HeoOXOAUMO Na B3eMaT NoJi BHUMaHWEe WHAWBUIAYAJTHHS OTTOBOP KbM JIeKapCcTBEHUS NMpoaykKT. [lauuenTture,
KOMTO YYBCTBAT CHHJIMBOCT TpAOBa na ce BB3ABPXAT OT Wo(HUpaHe, U3BbPIIBAHE HA MMOTEHLUMAIHU ONACHH
NEHHOCTH WK padoTa ¢ MallIUHM.

[lpu nmaumeHTH, NpUeMaly UETUPU3UH B onoOpeHara no3a or 10 mg aHeBHO, 004
BbpPXY CMOCOOHOCTTA 3a WO¢HUpaHe, JJATEHTHOCTTA HA CbHA M TMCHUXOMOTOPHAT:



KJIMHU4YHO 3HauuMH edexTu. HezaBuCHMO OT TOBa, €IHOBPEMEHHATa YNIOTPeOa Ha LIETUPH3HH C aTKOXOJT HITH
JIPYTy BELIECTBA, AeHcTBalM KaTo aenpecadTd Ha LIHC, Moxe Aa mpUYHHKM AOMBIHMTENHO MTOHWKaBaHE Ha
BHHMAHHMETO M HapyLIEHHUs B H3ITJIHEHUE HA JEHHOCTHTE.

He ca nokjianBaHu U He c€ O4YaKBaT OTPHULATEIHU e(EeKTH OT CTpaHa Ha rceBaoed e puH.

Bunpekn ToBa, TpabBa na ce orOenexH, 4e ChIIECTBYBAT pa3ivyus B Te3d €(PEeKTH MpH pasIHYHHUTE
fIeKapCTBa MPH OTAENHUTE HHAMBHK: IPH KIMHAYHATE M3MHMTBAHHA €A I0K/IaIBAaHH CYOCKTHBHH yCeIllaHHs
3a COMHOJIEHTHOCT. [IpH [103H TMO-BHCOKH OT HOPMAIHO MPENOpbYBAHHTE, MOTAT 1a ce NOABAT eeKTH OT
CTpaHa Ha LIEHTpajHaTa HEpBHA CUCTEMA.

4.8 Hexenanu JeKapCTBEHH PeaKUHH

KJIMHUYHHU U3NTUTBAHUA

IIpezned
[lpxn KOHTPOJMMPAHK KIMHHUYHHM W3MUTBaHHA CE JOKJIAABAT HEXEJaHWUTE JIEKAPCTBEHH peakuuu npH Han 1%

OT NMaLMEeHTHUTE, NMpUeMalli KOMOMHAUMATA LETHPU3HH/TICEBAOEPEAPHH, KOETO HE CE€ pa3id4yaBa OT TEe3H,
HaOnoIaBaHy NPH CaMOCTOATEIHOTO NPHUJIOKEHHE HA LIETUPHU3UH WIH NCEBA0E(PEAPHH.

[loCTMAapKETHHIOB OMMUT

HexenaHure neKapcTBEHH peaklLMH, CBbP3aHM C LIETUPU3MH, C€ OTHACAT IVIaBHO 110 €(PEKTH HA MOTHUCKaHE
Wid napagokcanHo Bb30yxaaHe Ha LIHC, no aHTHXONMHEpruYyHa akTHBHOCT WM peakUHH Ha
CBPbXYYBCTBHUTEJIHOCT (B TOBA YMCJIO aHAQUIAKTHYEH 1OK). JloKnaaBaHH ca U30JIHPaHH Clly4au Ha XEIaTHT,
KOraTo LETUPHU3UH € MpunaraH caMocToaTe/Ho. HexxenaHuTe JiekapCcTBEHH peakiMM Ha ncesaoedenpuH ca
no-4ecTo CBbP3aHH ¢ Bb30yxaaHe Ha LIHC u cbpaeyHo-cb10BH HapywieHus. B nureparypara ca onucaHu
eAMHHYHHU CITy4Yau Ha HHCYJITH U HCXEMHWYHHU KOJIUTH.

ChoOuieHH ca clieIHUTE HeXXeJIaHU JIEKapCTBEHHM peakuMM. Te ca npeacraBeHH ceritacHo MedDRA cucremMo-
opraHHa KjacuHKauus M 10 OlleHeHaTa YecToTa. YecTOTHTE ca MpeACTaBeHH KaKTO ClielBa: MHOrO YeCTH
(>1/10), gectu (>1/100, < 1/10), newectu (>1/1000, <1/100), peaxu (>1/10000, <1/1000), MHOrO peaxu
(<1/10000), ¢ Heu3BecTHA YecTOTa (OT HAJIMYHUTE JAHHU HE MOXeE 1a Objie HanpaBeHa OLIEHKa)

e Hapywenusa na umyHHama cucmema
Penku: CBpbX4yBCTBHTEIHOCT (B TOBA YMCJIO aHAQHUIAKTHYEH LIOK)

o [lcuxuynu nHapywerus
YecTH: HEpBHOCT, D€3CBhHUE
He4vecTu: 6€3rmokoiCcTBO, TPEBOXHOCT
Penku: xalrouuHaLUM
MHOro peaKu: NCHXOTUYHO pa3CTPOUCTBO
C HeW3BEeCTHa 4eCTOTa: arpecHs, CbCTOsHHE Ha 00bPKBaHe, AENpPeCcHUs, THK, €yGOPHUHO HACTPOECHHE,
CYMLUHIHHA MUCIIH

e Hapywenus na Hepenama cucmema
YecTu: BepTUro, 3aMasHoOCT, rj1aBob0Jine, COMHOJIEHTHOCT
Penku: KOHBYJICUM, TPEMOP
MHOro peaKku: JUcrey3us, MO3b4HO-CbJOBH HapyLUeHHs (MHCYIIT)
C Heu3BeCTHA 4YecTOTa: Mapecre3us, 0e3noKoHCTBO, AUCTOHUA, JUCKUHE3USA, AMHE3HA, YBPEXK/1aHe Ha
nmaMeTTa, CUHKOI, CHHAPOM Ha 3aiHa obpatuma eHuedanonarus (PRES) (Bx. Touka 4.4), cMHAPOM
Ha oOpaTtuma uepedpanHa BazokoHCTpukLus (RCVS) (BX. Touka 4.4)

e Hapywenus na ouume
C HeM3BeCTHA 4ECTOTAa: HApPYLIEHHE HAa aKOMOJALMATa, 3aMbIJIEHO 3pEHHE, M
O4MTE, HApYLIEHHUE Ha 3peHUETO, GOoTOPOoOU, OKYIIOrMpHUYHA KpH3a, HCXEMH
HEBpOIIaTUA



o (vpoeyHu HapyueHus
YecTu: Taxukapaus
Penku: apurMus
C HeW3BeCTHA Y€CTOTa: NaANMMUTALMK, HHPAPKT HA MHOKapaa

e (v0os6u HapyweHus
Penxu: 051€JHOCT, XUIIEPTOHUSA
MHOro peaku: HUPKYJIaTOHEH KOoJarnc
C HeM3BECTHA YECTOTA: XMIOTOHHUA

e Pecnupamopnu, 2pbOHU U MEOUACMUHANIHYU HADYWEHUS
C Heu3BeCTHA YECTOTA: JUCTTHEA

o CmomawHo-ypeeHU HapyuieHus
Yecrtu: cyxoTta B ycTarta, rajicHe
Penku: nmoBpbllaHe
MHOro peku: HCXeMHYEH KOJIMT, AMapusa, abaoMHHaNeH UCKOMPOPT

o Xenamo-bwiuapru HapyuweHus
Penku: HapyumeHus Ha yepHoapoOHaTa pyHKIMs (MOBUILIABaHE HA TpaHCAMHUHA3UTE, aliKajlHaTa

docdarasa, rama-I'T, 6unupyouH)

e Hapywenua na koxcama u nNOOKO¥CHAMA MvKaH
Penku: cyxa Koxa, 0OpHB, YCHIEHO MOTEHE, yPTHKApHS
MHoro peaku: GUKCUpaH JeKapCcTBEH 00pUB, aHTHOHEBPOTHYEH €/1EM
C HeM3BECTHA YECTOTA: TEXKKH KOXXHU PEaKLMHM, BKJIIOYMTENHO OCTpa NreHepaiu3upaHa eKk3emMaTo3Ha

nycrtynao3a (AGEP), npypuryc

e Hapywenus Ha MyCKyIHO-CKelemHama cucmema u CbeOuHumeIHama movKaH
C Heu3BeCTHA YECTOTAa: aApPTPAITrHA, MUAITUA

e Hapywenus na 6vbpeyume u nuxoyHume nomuwya
Penku: nu3ypus
C Heu3BeCTHA 4YECTOTA: 3aJPBHXKKA Ha YpHHA, eHype3a

e Hapywenusa na penpodykmusnama cucmema u 2bpoama
C Heu3BeCTHA YECTOTA: EPEKTUIIHA AUCHYHKLIUSA

o (Obwu HapyweHnus u eghexmu Ha MACMOMO HA NPUIOINCEHUE

YecTH: acTeHUs
C Heu3BEeCTHA YECTOTa: OTOK, HEPA3MOJIOKEHHE

Onucanue Ha U30paHHu HEXENAHW peaKlHH
Cnen npexkparaBaHe Ha JICYEHHETO NMPU HAKOM MALMEHTH ce ChoOIIaBa 3a NpypHTYC.

CuofliaBaHe Ha NMOJ03UPAHU HEXEJIaHH peaKLUH
Cpo01aBaHeTo Ha NOAO3MPAHU HEXEJIaHW PeaklMu ciell pa3pellaBaHe 3a ynorpeda Ha jieKkapCcTBEHHs
MPOAYKT € BaxkHO. ToBa no3BoJifABa Aa NPOABIKH HabI0IEHHETO Ha CHOTHOUIEHHUETO M0J13a/PHCK 3a
neKkapcTBeHUs NpoaykT. OT MEAULIMHCKUTE CNELMATHCTH Ce U3MCKBA J1a ChOo0IIaBaT BCiKa nojio3upaHa
HeXeJlaHa peaKLHs Ype3:
H3nbeaHUTENHA areHLMA Mo JieKkapcTBara
ya. ,JdamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaitT: www.bda.bg




4.9 Ilpeno3npane

CuMnroMuTe, HaOMoOAaBaHu cliel] Npeao3HpaHe ¢ LETHPU3HUH, Ca CBbP3aHH OCHOBHO C BB3IAECHCTBHE BHPXY
[IHC unu ¢ edekTH, npeanosiaraiiyd aHTUXOJIUHEPruYHO AeHcTBHE. B rojieMy 1034 CHMIATUKOMHUMETHLIUTE
MOXK€ J1a NpeaU3BMKAT TOKCHYHA NCHX03a ChC 3a0/1yau ¥ XamouuHalmy. [1py HAKOM MalMeHTH MOXe Ja ce
MOABH ChpJAE€YHA APUTMMA, LIMPKYJIALMOHEH KOJIafnc, KOHBYJICMM, KOMa WIH IHUXaTejlHa HeJ0CTaTb4HOCT,
KOMTO MOrar Aa AoBeaar 410 CMBpT.

OcTpoTo Mnpeno3upaHe C LETUPU3UH-NIceBrOedeapUH MOXE aa AOBEAE A0 AuMapusA, 3amaiBaHe, yMopa,
rnaBo0oJIMe, HEpas3NoJOKEHWE, MHUApHA3a, 3aApbKKa Ha YypUHa, TaxukapAusi, CbpAECYHA apUTMUi,
apTepHa/iHa XMIEPTOHHMA, MK NMpu3HaUM Ha notuckaHe Ha LIHC (cepaums, annes, 6e3cb3HaHUe, LIMaHO3a H
KapAMOBacKynapeH konanc) und Bb30yxaaHe Ha LIHC (6e3cbHMe, xamouuMHaUMH, TPEMOp, MPUNAIBLH),
KOUTO OMXa MOINM Aa AOBEOAT 10 CMBPT.

JleyeHue npu npeao3upaHe, KOETO Ce M3BbPILBA 3a NPEANOYUTaHE B OOJTHHYHH YCIOBHSA, € CHMITTOMAaTHYHO
M TMONABPXKAMIO, KAaTO C€ WMAT MNMpeIABHJ BCHYKM E€IAHOBPEMEHHO MPHETH JIeKapCcTBa. AKO HE HACTbIIH
CIIOHTAHHO TOBpBIlaHEe, TO TpAOBa na ce npeaussuka. [lpenoppyBa ce cromauiHa npoMuBka. Hsama
cneunduuen antuaor. He Tpabsa na ce M3mon3BaT CUMMNATHKOMMMETHYHHM aMUHHU. XHUIEPTOHHATA W
TaxHKapAMATa MOXE Aa Ce KOHTpoJupar ¢ anda-agpeHepru4Hd OJiokepH W/MIM ¢ Oera-aJpeHEepruyHu
6nokepu. [IpucTbnuTe MOXE Oa ce JIEKyBaT ¢ MHTPAaBEHO3HO MPHJIOKEHHUE Ha Nua3zenaM (WiM auasenam,

NPUIOKEH PEKTAIHO IpH Aela). '
LleTHpu3uH U niceBaOEPEAPHH CE ETMMHUHUPAT HE3HAYMTEIIHO MPU XEMOAHATHA3A.

5, ®GAPMAKOJIOTHYHHU CBOMCTBA
5.1 dapmakoaHHAMHYHH CBOHCTBA

dapmakoTepaneBTHyHa rpyna: HazanHu npenapard, Ha3aleH AEKOHIeCTaHT 3a cMcTeMHa ynotpeba, ATC
koxn: ROIB AS2.

dapmakolMHAMHYHATa aKTUBHOCT HA LETUPHU3UH-TICEBAOEdEPUH € TIPAKO CBbp3aHa CbC CyMapHHUs €(eKT
OT NeACTBHETO HAa BCAKO OT JIEKAPCTBEHUTE BEIECTBa.

[leTHpU3HH, YOBEWIKH META0OJIMT Ha XMAPOKCU3MH, € MOILIEH M CEJIEKTHBEH aHTarOHUCT Ha nepudepHUTe
Hi-peuentopn. B nombnHeHne kbM cBof aHTH-H; eekT LETHPH3MH MOKa3Ba aHTHAJIEPru4HoO AeicTeHe. B
no3a ot 10 mg BeAHBX WIM [Ba METH JHEBHO, TOM MHXMOMpa KbCHaTa ()a3a Ha BKIIIOYBAHE HA KJIETKUTE HA
Bb3NAJIEHHETO, CMNELMATHO HAa €O03WHO(HIMTE, B KOXAaTa M KOHIOHKTMBAaTa Ha AaTrONHU4YHU MALMEHTH,
MOJUIOKEHH Ha JeicTBHEeTO Ha aHTHreHa. B nmo3a or 10 mg nHeBHO TOM HMHXHMOMpa HMH(IyKca Ha
eosuHOuIMTE B OpOHXO-a/IBEO/IapHaTa JlaBaXKHAa TEYHOCT M0 BpeMe Ha KbCHarta ¢aza Ha OpoHXManHaTa
KOHTpakLyi, NMpeau3BUKaHAa OT BIMIIBAHE HAa AJE€PréHd OT aCTMAaTUYHH MauMeHTH. ToH ChUIO0 TMOTHCKA
eKCnpecuaTa Ha aAXe3MOHHHU MoJIeKynH, TakuBa Karo ICAM-1 u VCAM-1, kouTo ca MapkepH 3a aleprudHo
Bb3NAJICHHUE.

[lceBnoedenpH € aKTHBEH NEpOpalieH CUMIMATHKOMHUMETHYEH aMHMH C npeobnanasaHe Ha anda-
MHUMETHYHaTa Haj Oera-MHMETH4YHATA AKTMBHOCT; MOpajgu Ba30KOHCTPUKTOPHOTO CH JAeHCTBHE, TOM WMa
JEKOHMeCTUBEH €EKT BbPXY Ha3aJIHaTa JIMraBHIIA.

5.2 @apMakOKHHeTHYHH CBOHCTBA

A6copbumaTa ¥ eJIMMHHALIMATA HAa LIETHPU3HH HE 3aBHUCAT OT Ao3ara. UHTEp- U HHTpaHMHIAUBUIAYATHUTE
BapHalliy Ca MaJIKH.
Hama jgokazaTefncTBO 3a CBBpP3aHO (apMakOKMHETHYHO B3aUMOACHCTBHE MEXAY UETHPHU3MH H
ncesaoedeipuH. - -




Abcopbuus

Cnez nepopaiHO NpHIoKEHHe, LETUPH3UH ce abcopbupa OBp30 U NOYTH HAMBIHO. MakCMMaIHH IIJIa3MEHH
KOHLIEHTPALMH OOMKHOBEHO C€ OCTUraT B paMKHUTE Ha | Yac npH NpHeM Ha IIaJHo.

[Tcesnoedenpun noa ¢opMa Ha KOMOMHAUMA UETHPHU3MH-TICEBIOEPENPUH C YIBDKEHO OCBOOOXKIaBaHE
NOCTHra MaKCHMAJTHH TUIa3MEeHH KOHUEHTpaLuu oT 2 10 6 4aca cnea MHOMOKpaTHO NMPHIIOKEHHE.

Borarara Ha Ma3HMHM XpaHa HE MPOMEHA OMOHAIMYHOCTTA HA JABETE aKTHBHH BEIIECTBA HA JICKapCTBEHHA
npoAykT. ToBa BoAM A0 NOHWKaBaHe W 3abaBsHE HA NMMKOBATA IUIa3MEHA KOHLIEHTPALIUA HA LIETHPU3UH.

PasnpeneneHue

LleTupu3HH ce CBBP3Ba B rojsiMa CrTeneH ¢ miuasMeHure mnpotedHd (93%). Mma manbsk obem Ha
pasnpeaenenue: npubausurento 0,5 V/kg.

BuorpaHchopmaliug

LleTupu3KuH He NpeTHPIABa 3HAYUM METa00MIU3BM IIPH ITBPBOTO NPEMHUHABAHE.

EnuMuUHHUpaHE

Cnen MHOIOKpaTHO NEpPOpaHO MNPWIOKEHHE, [HEBHATa CKCKpELMA Ha HEMPOMEHEH LETHPU3HH €
npubnu3uTenHo 65% ot nosara.

[Tna3sMeHMAT NONYXHUBOT. € nMpubausurenHo 9 yaca. Tok € MO-MPOABLIHKUTENEH MPH MALMEHTH C HaMaJleHa
0BbOpeuHa GpyHKLMA.

To#t ce ornmens npeAMMHO HENMpPOMEHEH ¢ ypuHara. CTeneHTa Ha eKCKpeLMs C ypuHaTa HapacTBa IpH
noHwxkasaHe pH Ha ypMHaTa ¥ ce NOHWXaBa NpH aJIKaIW3MPaHETO HAa YpUHATA.

Cnen MHOrOKpaTHO MNepopaHO: NMpuiaokeHHe (Ha BCekM 12 yaca), nMpH CTaLMOHAPHO CBHCTOAHME,
eJIMMHUHALIMOHHUAT MMOJYKHUBOT € NpubIK3KTENnHO 9 Yaca.

CrneuuyaiHy nomnyaaumu

bvbpeuno yspeacoane

[Mpu naumeHTH ¢ 6LOpeyHa HEAOCTATHYHOCT, A03aTa TpAOBa Na ce€ HaMalM HaMoJOBHHA OT OOMKHOBEHO
npernopbYBaHara.

CneuManHy nomyJauum

. brOpeuyHa HeAOCTATHLYHOCT

Kopekiua Ha no3ata € HeoOxoauMa NMpH NaUUEHTH C YMEPEHO WIH TEXKO 0b0peyHo yBpexaaHe (BXK. TOYKa
4.2). -

5.3 IlpeaknnHHYHH JaHHH 3a Oe30MacHOCT

HUsnurBaHUATa NMPU XUBOTHH HE Ca MOKa3alM TOKCHYHOCT npu HUBa 2 30 mg/kg/neH npu mabvxose u 40
mg/kg/nen npu MaiimyHu (Cynomolgus) (= 8 1 11 nbTH Haa npenopbYBaHUTE JI03M NpH Xopa). CHCTEMHaTa
HAJIMYHOCT TPU TE3M 034 € O1ia Mmo-BUCOKA NMpU MaWMYHHTE M IMO-HUCKA MMPH ILUTBXOBETE, B CPAaBHEHHE C
Ta3d MpH 4YOBeKa. B U3nuTBaHMA 3a penpoAyKTHBHA TOKCHYHOCT MpPH IuTbXoBe, HUBa ot 40 mg/kg/nex He ca
okazanu rnonodex edekt. [Topanu HUCKUTE HUBA NMPH CUCTEMHO MPUIIOKEHHE, ITPH TO3U BU[I, TE3H PE3YNTATH
HEe MOraT Jla c€ CYMTAT KaTo JoKa3Bally 0e30MmacHoCTTa 3a ynorpeda npyu OpeMEeHHH U KbpPMELLH XKEHH.

He ca npoBexJaHu M3cJieIBaHUA 3a KAHLUEPOreHHOCT ¢ rncesaoedeapuH B KOMOHHALIUSA C LIETHPH3HH.
KomOuHalmaTa uetupusun/ ncesaoedepuH HAMAa MYTareéHEH M KJIACTON€HEH IMOTEHIMasl, 3aTOBa HE Ce
OYaKBa KaHLEPOreHEeH PUCK IPH XOpa.

He e yBpeneH GepTUIUTETHT NPU MBXKH U XKEHCKH IUTbXO0BE NpH nepopainu Ao3 1o 160 mg/kg/nen (1:24)
B penpOAYKTHBHU M3MUTBAHMUA 32 TOKCUYHOCTTA, KOETO MpEACTaB/IABa CUCTEMHA €KCIIO3MLIMA HA LIETUPHU3HH
2 MbTH HAJ TepaneBTHYHATA €KCMO3ULIMA NpHU xopa. Karo uano koMOMHaumMsTa UETHPU3HH/TICEBAOEDENPHH,
MpH KJIWHWYHO 3HAYMMH 1034, HE MNpedu3BHKBA HUKAKBU HEXEJlaHW peakUuudd BbpXy eMOpHo-(eTanHa
XKH3HECTIOCOOHOCT M Pa3sBUTHETO HA MOKOJIEHHETO.




6. ©GAPMAILEBTHYHHU JAHHH

6.1 CnHCBK Ha NOMOIIHHTE BellecTBAa

JAapo Ha Tabnerkara

Xunpomernosa

MMUKpPOKPHUCTAIIHA LI€JTy103a

CunuuueB IHOKCH, KOJIOMAEH 0€e3B0/1eH
MarsxesueB creapar

JlakT03a MOHOXHMApAT

Kpockapmenosa HaTpHid

DUJIMOBO MIOKPUTHE

Onanpaii Y-1-7000, koATO C€ CHCTOM OT:
Xunpowmenosa (E464)
Turanos nuokcua (E171)
Maxkporon 400

6.2 HecbBMECTHMOCTH

He e npuioxumMo.

6.3 Cpokx Ha roaHocr

3 .l"O,[I,HHH.

6.4 CponeuHanHH yCJIOBHS HA CbXPaHEHHE

To3u nexapcTBeH NPOAYKT HE U3UCKBA CIIELIMANIHU YCIIOBHS 32 ChXPaHEHUE.
6.5 Buau cbhaABpKAHHE HA ONAKOBKATA

TabneTkuTe ca onakoBaHu B TepMOdhopMyBaHH GnucTepH (TOTHBHHUIXIOPHA-ATYMHHHI).
OnakoBKUTE ChABPXKAT 6 TaOJIETKH. -

6.6 ChnenHa/HH npeAnasHH MepKH NPH H3XBbPJIAHE
HsamMa cneuuanHu U3MCKBaHMA.

Hewn3non3BaHUAT JIEKAPCTBEH NMPOAYKT WM OTNaJibYHUTE MaTepUalii OT Hero TpAabBa 1a ce U3XBbPJIAT B
ChOTBETCTBHE C MECTHUTE U3UCKBAHHA.

7. NMPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
UCB Pharma GmbH

Rolf-Schwarz-Schiitte-Platz 1

40789 Monheim am Rhein
['epMaHud

8. HOMEP(A) HA PASPELHIEHHETO 3A YIIOTPEBA

Perucrpauuones Homep: 20030533

10




L

9, JATA HA NN'bPBO PA3PEIHNABAHE/MOJAHOBSABAHE HA PAZPEILEHHMETO 3A
YIIOTPEBA

Jlara Ha mbpBO paspewaBane: 25 wiau 2003 r.
Jlara Ha nocneaHo noaHoBaABaHe: 17 aekemepu 2009 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

03/2024
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