NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Neoclarityn 5 mg dunmupanu tabneTku

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Besika Tabnerka cpabpika 5 mg necioparanus (desloratadine).

[omormHo(1) BenecTBo(a) ¢ U3BECTHO ACHCTBUE
Bcesika Tabnerka cbappika 2,28 mg nakrosa (Bk. Touka 4.4).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

Ounmvupann TabIeTKn

CBeTJIOCHHU, KPBII QUIMHPAHU TaOJIETKU C U3IBKHAIO pesie)HO 03HAYEHUE HA M3IIBJLKEHU OyKBH
,»S M “P” OoT eHaTa CTpaHa U TJIAJKHU OT Ipyrara ctpaHa. JluamMerspsT Ha huiaMupaHaTa TabJeTKa €
6,5 mm.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Neoclarityn e moka3an npu Bb3pacTHU U FOHOIIU HA 12 ¥ mOBeYe ToMHH 32 00JIeKYaBaHe Ha
CHUMIITOMHUTE Ha:

- aeprudeH puHUT (BXK. Touka 5.1)

- ypTuKapus (BxK. Touka 5.1)

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Bwv3pacmuu u onowu (na 12 u noseue 200umnu)
[Mpenopbunrtennata no3a Neoclarityn e enHa TabneTka BETHBK JHEBHO.

I/IHTepMI/ITeHTHI/IHT AJICPIrUYCH PUHUT (HaJ'II/I‘II/Ie Ha CUMIITOMHU 3a II0-MaJIKO OT 4 JHHU CCAMHUYHO HUJIH 3a
I0-MaJko ot 4 CCI[MI/ILII/I) TpH6Ba Ja 6’5)_'[6 JICKYBAH B CbOTBCTCTBUC C aHAMHC3aTa Ha KOHKPETHUSA

ManrueHT, KaTO CJICA OBJIaAABAHC HA CUMIITOMUTC JICUHCHUCTO MOXKE [1a CC CIIPC, a IpHU pCUUINBHUPAHETO

UM — Ja ce Bp300HO0BH. [Ipu nepcuctupai anepriudeH puHUT (HAIWYHe HAa CHMITTOMH 3a 4 WU TIOBeYe
JTHH CEIMUYHO U 3a [oBeve OT 4 CeIMUIIM) Ha MALIMEHTUTE MOXKeE Jla Ce MPEUIOKH JieueHue 0e3
IIPEKBCBAHE 10 BPEME Ha NIEPUOJUTE HA €KCIIO3ULIUS HA aJlepreHa.

Ileduampuuna nonyrayus
MMa orpaHnYeH ONUT OT KIMHUYHYU U3MUTBAHUS IO OTHOIICHHE Ha e(PUKaCHOCTTA IPU PUIOKECHHETO

Ha JIeCIopaTaanH pH toromw ot 12 1o 17 rogunawn (8. Touku 4.8 u 5.1).

besonacuocrTa u eukacHoctTa Ha Neoclarityn 5 mg ¢punmupanu TabneTku npu ena Ha Bb3pacT Moj
12 roguHu He ca yCTaHOBEHH.

HauuHn Ha npunoxxeHue

TlepopanHo npuiioxeHue



Jlozata MOKe J1a ce TIpueMa ChC Wi 0e3 XpaHa.
4.3 TIpoTuBomoka3aHusi

CBpPBXYYBCTBHTETHOCT KbM aKTHBHOTO BEIIIECTBO WJIHM HAKOE OT IIOMOIITHUTE BEIIeCTBa, N30POSHH B
Touka 6.1, MM KbM JIOpaTaauH.

4.4 ChoeuuajaHu mpeaynpesaeHus U Npeana3Hil MepKH NP4 ynorpeda
YBpexknane Ha ObOpevyHaTa GhyHKITHS

ITpu Tesxka 6p0peuna HegocraTbunocT Neoclarityn Tpsiosa na ce npuiiara ¢ OBHIIIEHO BHUMAaHHE
(Bk. TOuKa 5.2).

I'bpuoBe
Jecnopataaua TpsOBa Aa ce TpHiIara ¢ MOBHINEHO BHUMAaHHUE TIPH MAITUCHTH C MEIUIIMHCKA WITH

baMuiHa aHaMHe3a 3a I'bPUYOBE U Hail-Beue Mpu Masku jaera (Bx. Touka 4.8), kouTo ca
Ipeipa3oIoKeHH! 1a pa3BUAT HOBU I'bPUOBE 110 BPEME Ha JICUEHHUE C JecaopaTaanH. MeauIMHCKUTe
CTICIIAIMCTH MOTAT Ja OOMHUCIIAT PEYCTaHOBSIBAHE HA JIECIOPATaANH MIPHU MAIIHEHTH, KOUTO
HOJTy4YaBaT I'bpU 110 BpeMe Ha JICYEHHETO.

Neoclarityn tabneTka chabpika JaKTo3a
[TareHTH ¢ peaKK HACIEACTBEHH MPOOIEMH HAa HEMTOHOCHUMOCT KbM TalakTo3a, MbJICH JaKTa3eH
Je(QUIUT UK TI0K030-TalakTo3Ha ManabcopOuus, He TpsOBa 1a IpueMaT TO3H JICKApCTBEH MPOIYKT.

45 B3auMmopeiicTBHE ¢ IPYTHU JeKaAPpCTBEHH MPOAYKTH U APYru (popMH HA B3auMojeiicTBHE

Ipy KIMHUYHY U3IMTBAHUS HA J€CIOpaTajnH TabIeTKH He ca HaOJII01aBaH KIIMHUYHO 3HAYMMHU
JIEKapCTBEHU B3aUMOJIECHCTBHSI IPH ChBMECTHO IPUIIOKEHHE C EPUTPOMHMIINH I KETOKOHA30J1 (BK.
Touka 5.1)

IleqnaTpryHa nonyJiamus
[IpoyuBaHus 3a B3auMOAEUCTBUATA Ca IPOBEXKIAHU CaMO MPU Bb3PACTHHU.

[Tpu kIMHUYHO GapMaKOJIOTHYHO M3MUTBaHEe HA ChBMecTeH npueM Ha Neoclarityn tabnerku u
AJTKOXOJI HE ca yCTaHOBeHHM naHHH, ye Neoclarityn moteHuupa epektire Ha anKoxoJia, H3sSBsIBAIH CE C
pasCTpoICTBO B moBeeHneTo. (BK. Touka 5.1). [To Bpeme Ha mocTMapKeTHHIOBa yrorpeda obaue ca
cbOOIaBaHU CITydaH Ha aJIKOXOJIHA HETIOHOCUMOCT M MHTOKCHKANHs. 3aToBa ce MPenopbyuBa
MOBHILIEHO BHUMaHHE, aK0O €THOBPEMEHHO Ce NMpHeMa aIKOXOJI.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

Bbpemennoct
Tlonsim obem naHHM 32 OpeMeHHM )eHH (3a n3xosa Ha moseue oT 1 000 ciayyas Ha OpeMEHHOCT) He

MoKa3BaT MapopMaTUBHA WK (eTaHa/HeOHATaTHA TOKCHYHOCT Ha JieciiopatauH. [IpoyuBanusra
[P KMBOTHH HE MTOKA3BaT MPEKHU WM HENPEKH BPEAHHU e(EeKTH, CBBP3aHU ¢ PENPOAYKTHBHA
TOKCHYHOCT (BK. TOYKa 5.3). 3a mpeArnoynTane e, Karo npejnasHa Mspka, Jia ce u30sirea yrnorpedara
ma Neoclarityn mo Bpeme Ha OpeMeHHOCT.

Kopmene
JeciopataivH € yCTAaHOBEH B HOBOPOJICHU/KbpPMaUueTa, KbPMEHHU OT JICKYBaHHU jkeHU. EQekThT Ha

JIECTIOPATaIMH TIPH HOBOPOJICHH/KbpMadeTa He € u3BecTeH. TpsiOBa ja ce B3eMe pellieHHe JIalu Jia ce
NpeycTaHOBH KBPMEHETO WJIH Ja ce mpeycTanoBu Tepanusata ¢ Neoclarityn, kato ce B3emaT mpesus
moJi3aTa OT KbPMEHETO 3a JIETETO U IoJ13aTa OT Tepanuara 3a MakaTa.

DepTunurer
Jluncear JaHHM 1O OTHOIICHUE HA MBKKHS WU KEHCKUS (PEPTUIIUTET.



4.7 EdexTH BPXYy CHOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

Neoclarityn He moBiusiBa WK MOBJHsBA MPEHEOPEKUMO CIOCOOHOCTTA 3a HIodupaHe u paboTa ¢
MallIMHY Ha 0a3arta Ha KJIMHUYHU Npoy4BaHust. [larenTuTe TpsOBa 1a ObaaT HHGOPMHUPAHH, YE TIPU
HOBEYETO XOpa He ce HaOJI01aBa ChbHIIMBOCT. BhIpeKkn ToBa Mopaan MHIUBHIyaTHATA PEAKIUs Ha
OpraHu3Ma KbM BCHYKH JICKAPCTBEHHU MPOAYKTH, IPETIOPBUUTEIHO € MAUSHTUTE J1a CE TIOChBETBAT /a
HE U3BBPILBAT JICHHOCTH, M3UCKBAILY YMCTBEHA KOHLICHTPAIIMs, KaTo modupane win padora ¢
MaIlIMHH, OKATO HE YCTAHOBST CBOSATA COOCTBEHA PEAKIIMS KbM JICKAPCTBEHHS IIPOIYKT.

4.8 Hexenanm iekapcTBeHH peaKUuH

Pesrome Ha mpodmna Ha 6e300acHOCT

[Tpu KITMHUYHY U3NUTBAHKS HA TOJISIM OpO¥ IMOKa3aHus, BKIFOUUTEIIHO aJiepriueH PUHUT U XPOHUYIHA
UAMONIATHYHA YPTHKAPUS, TP NMPENIOPbYUTEIIHATA JO3UPOBKA OT 5 M JTHEBHO, € CHOOIIEHO 32
Hexenanu peakiuu ot Neoclarityn ¢ 3 % moBede oT Te3u Mpu MaIMEHTUTE, MOJyYaBally mianeoo.
Haii-yectute HexeNnaHM peakiny, TOKIAIBaHH B TIOBEYE, B CPABHEHHE C Manedo ca: OTnaHaIoCT
(1,2 %), cyxora B ycrara (0,8 %) u rnmaBodomue (0,6 %).

[lenuaTpyryHa MOMyIanus

[Tpu kIMHUYHO M3NMTBaHE ¢ 578 NMaMeHTH B FOHOIIECKa Bb3pacT, oT 12 10 17 rogunu, Hali-uecTara
HEeXeJlaHa peakius € TIaBodosre; To ce HaOmonasa npu 5,9 % oT malueHTHTe, JICKYBaHH C
JiecopaTaavH, 1 mpu 6,9 % oT maruenTuTe, MmoryJaBaiy miamneoo.

TabauyeH CIUCHK HA HEKEIAHUTE PEAKIIUH

YecToTaTa Ha HEXKEIAHUTE PEAKIUK, ChOOIIABaHH B KJIMHUYHU NMPOYYBAHHS B MIOBEYE B CPABHECHHUE C
iane0o 1 IPyryu HeXKelaHH PEeakiliy, 32 KOUTO Ce ChOOIIaBa Mo BpeMe Ha MOCTMAPKETHHTOBHS
nepuo, ca u30poeHU B ciieiBaiaTa Tadimia. Crope 4ecToraTa peakiuuTe e ONPEeIeNIiT KaTo
MmHoro vectr (> 1/10), gvectu (> 1/100 mo < 1/10), vewectr (> 1/1 000 1o < 1/100), peaxu (> 1/10 000
10 < 1/1 000), muoro peaku (< 1/10 000) u ¢ Hen3BecTHA YeCTOTA (OT HATMYHUTE JAHHU HE MOXKE Ja
ObJie HarpaBeHa OIEHKA).

Cucremo-oprasneH Kiac YecroTa Hexesann peakuuu,

HaOmonasanu npu npuem Ha Neoclarityn

C HeusBecTHA
4ecToTa

Hapymenns Ha MeTadoan3mMa
U XpaHEHETO

VBeaudeH aneTuT

CHCTEMA

MHoro peaxu

IcuxuyHyu HapylieHust MHoro penku XaroLUHAIIUN
C Hens3BecTHA AOGHOPMHO TIOBEJIEHHE, arpecusl, ICMPECHBHO
yecToTa HaCTPOEHHUE

Hapyumenusi Ha HepBHaTa Yectu I'maBoGome

3aMasHOCT, CHHIIMBOCT, OC3CHHUE,
TICUXOMOTOPHA XUIIEPAKTUBHOCT, THPYOBE

Hapymienus Ha ouuTe

C HeusBecTHA

CyxoTa B ouuTe

C HeusBecTHA
4ecToTa

4yecToTa
Chbpaeynn HapyLeHust MHoro penku Taxukapaus, cepueOreHe

C HemsBecTHA VY awmkaane Ha QT uHTEpBana

yecToTa
CToMalHO-4YpeBHH Yectn Cyxora B ycTara
HApyIICeHUs MHoro penku Bonka B kopema, rajieHe, IOBpBILAHE,

JICTIETICHUS], AUapus

XenaToouauapHu MHoro penku [ToBumaBane Ha YepPHOIPOOHHUTE EH3UMH,
HApyIICHUS MOBHIIaBaHE Ha OMIMPYOHHA, XETIaTHT

Konrenunia




CucremMo-opraneH Kjiac YecroTa Hexenanm peaknum,
Ha0aonasanu npu npuem Ha Neoclarityn

Hapyumenust Ha KoxkaTa 1 C HensBecTHa @DOTOYYBCTBUTEIHOCT

MOJIKOKHATA ThKaH 4yecToTra

Hapyumienus Ha MyCKYJIHO-

CKeJIeTHATa cucTeMa u MHoro penku Muanrus

CheNHUTEIHATA ThKaH

OO0mm Hapymenus u egpexktn | Yectu YMopa

HA MACTOTO HA NPHJIOKEHHE MHoro penkn Peaxuuy Ha CBPBXUyBCTBUTEIHOCT (KaToO

aHamakcus, aHTHOeNIEM, 3a/TyX, ChPOeK,
00OpUB U ypTUKApH)

C HeusBecTHA Actenns
4ecToTa
C HensBecTHA
H3caenBannsa YBenm4ueHo Terino
yecToTa

[lenuaTpuyHa nONyNays

Jpyru He)xeNaH! JIEKapCTBEHH PEaKIIUK C HEM3BECTHA YECTOTA, ChOOLICHHU 110 BpeMe Ha
TMMOCTMAPKETUHI OBUA IEPUO/ ITPU IICAUATPUIHHA MALIUCHTH, BKIIIOYBAT YABJDKABAHC Ha QT HWHTCpBaja,
apuTMus, Opaaukap s, aOHOPMHO TIOBE/ICHUE U arpecHsl.

PeTpocnekTHBHO 06CEepBAIMOHHO MPOYYBAHE 3a OE30MACHOCT MOKa3Ba MOBHIIIEHA YECTOTA Ha
HOBOIIOSIBUJTH C€ T'bPYOBE MPH MALMEHTH Ha Bb3pacT oT 0 10 19 roaunu, Korato nony4yasar
JIeCIIOpaTaivH B CPaBHEHHE C MIEPHO/IH, B KOUTO He MoJy4aBar jaecioparanut. Cpej fena Ha Bb3pacT
0-4 roaunu, Kopurupanoro abcomorHo nopuinerue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) na 100 000 woBexoroauuu (person years, PY) ¢ oduuaiina gectora Ha
HoBomosiBiM ce rbpyoBe 80,3 Ha 100 000 PY. Cpen manmenT Ha Bb3pact 5-19 roanny,
Kopurupanoro abcomotHo mosuinerue ¢ 11,3 (95 % CI 2,3-20,2) na 100 000 PY ¢ obudaiina yectora
36,4 ra 100 000 PY (Bk. Touka 4.4).

Cro0IaBaHe Ha MMOI03MPAHN HOWKEIIAHHU PEAKIIUK

Ch0o011aBaHeTO Ha MOI03UPAHU HEXKEIIAHU PEaKIIUKU Clie]l pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. TOBa 1M03BOJIsABA Ja MPOIBIKH HAOJIOICHUETO Ha ChOTHOIIICHUETO IM0JI33/PUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIUATTICTH c€ U3UCKBA J]a ChOOIIaBaT BCsKa
MOI03UPaHa HEXKEJIaHa PeaKilvs Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, II0COUCHA B

[pwioxenue V.

4.9 TIlpemo3upane

[TpodubT Ha HEXENAHUTE CHOUTHUS, CBBP3aHU C IpeAo3upaHe, HaOI0JaBaH 10 BpeMe Ha
MOCTMAapKETHHIOBa yHoTpeoa, € moJo0eH Ha TO3H, HaOJII0JaBaH Npy TePaNeBTUYHM A03H, KaTo
CTETIeHTa Ha Bb3/IEHCTBHE MOXKE Jja ObJIe TIO-BHUCOKA.

Jleuenue
B ciryqait Ha ipero3upane oOMHCIIETE CTAaHIAPTHU MEPKH 3a OTCTpaHsIBaHE HA HEPE3OPOUPAHOTO
AKTHUBHO BCUICCTBO. HpenoquBa CC CUMIITOMATUYHO U HO)I]I’I)p)KaIlIO JICUCHUC.

I[ecnopaTam/IH HE CC CIIMMHUHHUPA Ype3 XeMOoJualin3a. He e u3BecTHO AaJin C€ CJIIMMUHUPA Ype3
IEpUTOHCATHA AAJIN3a.

CumMnromu
[Ipn KIMHUYHO U3NUTBaHE C MHOTOKPATHO MpUJIaraHe, Mpy KOETO € IMPUIIOKEH JecIopaTanuH 10
45 Mg (z1eBeT MbTH MOBEYE OT TEPANEBTUYHATA /1033), HE Ca YCTAHOBEHH KIIMHUYHO 3HAYNMU €(PEeKTH.


https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fview.officeapps.live.com%2Fop%2Fview.aspx%3Fsrc%3Dhttps%253A%252F%252Fwww.ema.europa.eu%252Fen%252Fdocuments%252Ftemplate-form%252Fqrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx%26wdOrigin%3DBROWSELINK&data=05%7C02%7Cmilena.grancharova%40organon.com%7C55416c4ab62045d03d8808dc182e91ce%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638411835520121938%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wGTSXmeL0ELz4MBpMy55gfRyHPRWN%2FgXHMivAdL9l2k%3D&reserved=0

[enuatpuyHa monynamus

IIpodnabT Ha HEXEIIAHUTE CHOUTHS, CBEP3aHU C TIpeIo3rupaHe, HaOII0aBaH 10 BpeMe Ha
MOCTMapKETHHIOBA yIOTpeda, € moj00eH Ha TO3H, HAOII0JaBaH NP TEPANICBTUYHH J03H, KaTO
CTETEeHTa Ha BB3JICHCTHE MOXe Aa ObJe MO-BUCOKA.

5.  ®APMAKOJOI'MYHU CBOMCTBA
5.1 ®apmakoauHAMHYHU CBOHCTBA
®dapmakoTepaneBTH4HA rpyna: aHTHXUCcTaMuHu - Hi-antaronnctu, ATC kox: RO6AX27

Mexanu3sM Ha JICHCTBUE

JeciopaTaauH € IbJITO ACHCTBAI XUCTAMHHOB aHTarOHUCT ChC CEIICKTUBHA neprudepHa
Hj-penenitopra aHTaroHNCTHYIHA aKTUBHOCT, 0€3 cemaTuBHO netictBre. Ciien mepopaieH mpueM,
JlecIIopaTarH OJIOKUpa CEIEKTUBHO Mepu(epHuTe XUCTaMUHOBH Hi-perientopu, oHeXKe He
MPOHUKBA B LICHTPAJIHATA HEPBHA CUCTEMA.

ITpwu in vitro u3ciaeaBanus qeciopaTajinH € MoKa3aa aHTHAICPTUYHU CBOHCTBA. Te BKIIIOYBAT
WHXUOUpaHe Ha 0cBOOOXK/AaBaHe Ha MpouH(IamMaTopHu [uTokuHu kKato IL-4, IL-6, IL-8 u IL-13 ot
YOBEIIKUTE MACTOIMTH/0a30(HITH, KAKTO U HHXMOHpaAHe Ha eKCITPECUATA Ha aIXe3HOHHATA MOJIEKYJIa
P-cenexTHH BbpXy €HAOTETHUTE KJIETKH. KIMHNYHOTO 3HaYeHUE Ha Te3U HAOIOCHHUS BCE OLLE HE €
HaII'bJIHO HU35ACHCHO.

Knunnyga eukacHOCT M 0€30IMacHOCT

[Tpy KIMHUYHO U3MUTBAaHE ¢ MHOTOKPATHO MPUIIAraHe, IPU KOETO JAECIOpaTaluH ¢ MpHiarad B 103a
1o 20 Mg AHEBHO B MPOIBIIKCHHUE Ha 14 THU, HE Ca YCTAHOBEHHM CTATUCTUYCCKU MU KIMHUYHO
3HAYMMU e(DEKTH OT CTpaHa Ha ChPJCYHO-ChAOBATA cicTeMa. [Ipu KIMHUYHO (apMaKoIOTHIHO
U3MUTBAHE, MPU KOETO JIeCIOPATa/IMH € TPWJIaral B 103a 45 Mg JHEBHO (IEBET MbTH MO-BUCOKA OT
TepaneBTUYHATA 7103a), HE ¢ Ha0JIr01aBaHo yabbkaBaHe Ha QTc uHTepBaa.

[Ipu KITMHUYHN U3MUTBAHMS 332 B3aMMOJCWCTBUS C MHOTOKPATHO TPHIIOKEHNE CHBMECTHO C
KETOKOHA30JI M EPUTPOMUITIH HE Ca YCTAHOBEHU KIIMHUYHO 3HAYMMH TIPOMEHH B TUTa3MEHaTa
KOHIICHTpAITUs Ha IeciIopaTaIrH.

®PapMakogrHaMUYHH e(heKTH

[ecnopaTanyH He MPOHMKBA JIECHO B IIEHTpaJIHATa HEPBHA cucTeMa. [Ipy KOHTpoIMpaHu KIMHUYHH
W3MUTBaHUS, TIPY NPENOpBUMTENTHATA JHEBHA 71032 5 MQ, B CpaBHEHUE ¢ TuIaredo He € HaOltoJaBaHa
M0-BHCOKA YeCTOTa Ha ChHIMBOCT. [Ipu kiuHuuHK u3nuTBanus Ha Neoclarityn B eqHokparHa qHEBHA
no3a 7,5 Mg He ca yCTaHOBEHU MIPOMEHH B TICHXOMOTOPHOTO NoBeeHue. [Ipu u3nursane Ha
€HOKpaTHA JHEBHA J103a JecopaTaarH 5 MJ JHEBHO NMPH Bb3PAaCTHHU HE Ca YCTAHOBEHH IIPOMEHU B
CTaHJAPTHUTE MOKA3aTENH 3a MOBEJACHUE 10 BpEME Ha MOJIET, BKIFOUUTEIHO U 3aCUJIBAHE Ha
CyOEeKTHBHOTO yCeUIaHe 3a ChbHJIMBOCT MJIH 33 APYTH AEHHOCTH, CBBP3aHH C MOJIETA.

HpI/I KIMHUYHAU q)apMaKOJ'IOFI/I‘lHI/I HU3NUTBaHUA HAa CbBMECTCH IPUCM C AJIKOXOJI HEC € YCTAaHOBCHO
MMOBUIIABAHE HAa CBBP3aHOTO C AJIKOXOJIa paBCTpOfICTBO B ITOBCACHHUECTO WK 3aCHUJIBAHC Ha
ceanmuBocTTa. He ca YCTaHOBECHHU 3HAYUMU PA3JIMKU B PEIYJITATUTE OT IICUXOMOTOPHHUTE TECTOBC
MEXAY Irpynure, npueManiy JecjaopaTtain, U TE3U, MpueMaiinu nnaue6o — KaKTO IIpu IIpHUEM Ha
aJIKOXOJI, TaKa 1 0e3 IMpUEM Ha aJIKOXOJI.

IMpu narmenty ¢ anepruder puaut Neoclarityn e edextrBeH mo oTHomeHne o0IeKIaBaHe Ha
CHMIITOMHUTE KaTO KHXaHe, ChPOEK U CEKpeLHsl OT HOca, ChbPOSK M 3auepBsBaHE Ha OYHTE, ChII3CHE,
KaKTo 1 chpOex Ha HeOero. Neoclarityn epukacHO KOHTpOJIMpa CUMIITOMHUTE B IPOIBIDKCHUE HA
24 4aca.



IlequaTpyyHa MomyJiamus
Eduxacrnocrra na Neoclarityn Tabierku He € JeMOHCTpHpaHa KAaTETOPUYHO B KIMHUYHN H3ITMTBAHMS
C MAI[MEHTH B IOHOIIECKa Bb3pacT oT 12 1o 17 rogunu.

OcBeH 10 yTBBpIeHATA KIACU(UKAIUS Ha aJTePTHYHIS PUHAT KaTO CE30HEH M IEIOTOANIIICH, B
3aBUCHMOCT OT IIPOIBJDKUTEITHOCTTA Ha MPOsBa Ha CAMITOMHTE TOM MOXe 1a 0bae Kiracudumnupan u
KaTO HHTEPMUTECHTEH aJIepTUUYCH PUHUT U MEPCUCTUPAILl aJIepPruYeH pUHUT. IHTEpMUTEHTHUST
aJieprudcH pUHUT ce neuHUpa KaTo HAIMYNE Ha CHMIITOMH B TIPOIBIDKCHHE Ha TI0-MAaJIKO OT 4 THH
CEIMUIHO WJIM B TIPOABIDKEHHE HA ITO-MaJIKO OT 4 ceamuIty. [lepcuctupamusr ajgeprudeH pUHAT Ce
JNeUHUpa KaTO HATMYUE HA CUMIITOMH B MPOIBIDKCHNE Ha 4 WM TIOBEYE JTHU CEIMUYHO H B
MPOIBDKEHNUE HA TTOBEYE OT 4 CEMUIIH.

Neoclarityn eextrBHO 001€KUIaBa CHMIITOMHTE Ha CE30HHMS AIEPTUUEH PUHUT, KAKTO CE€ BIDK/IA OT
001U CKOP OT BBIIPOCHUKA 33 KAYECTBO HA KHUBOT IIPYU PUHOKOHIOHKTHBUT. Haii-roysimo momgoopeHve
ce HaOJIf0/1aBa B pa3/IeuTe 3a MPAKTHICCKH MPOOJIEeMH U OTpaHNYaBaHe Ha eXeTHCBHATA TEHHOCT OT
CHMITTOMMUTE.

XpoHUYHATa HAUONIATUYHA YPTUKApHSA € OMila MPOyUYeHa KaTo KIMHUYEH MOJIEN Ha yPTHKapHaIHU
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTUATA, NOMJIC)KAIINUTE MATOU3NOIOTNYHN MEXaHU3MU Ca
CXOJIHHU H 3aI0TO BKJIFOYBAHETO Ha XPOHUYHO OOJIHU MAlUEHTH B MIPOCIIEKTUBHU MTPOYYBAHUS €
no-JiecHO. Thif KaTO NPUUIMHHHAT (AKTOP 32 BCHUKU YPTHKAPUAIIHH 3a00JSIBAHUS € OCBOOOXKIABAHETO
Ha XMCTaMHH, CE€ OYaKBa JecIopaTaarH aa ¢ e)eKTUBEH 110 OTHOIIEHHE Ha 00JIeKyaBaHe Ha
CUMITOMUTE U Ha IPYTH CBBP3aHU C YPTHUKAPUS CHCTOSHHS, OCBEH XpOHUYHATA HANONATHYHA
YPTUKapHsi, KaKTO Ce NMPernopbyBa B KIMHUYHUTE PHKOBOJICTBA.

[Tpu nBe mmane6o-KOHTPOIHPaHH 6-CEIMUYHN U3MUTBAHMS [IPH MAIUEHTH ¢ XPOHUYHA WANOMATHIHA
yprukapusi Neoclarityn e 6un eexTrBeH B 00JeKUaBaHETO Ha ChbpOESKa U HaMaJsIBaHEe HAa pa3Mepa U
Opos Ha yPTUKUTE OIIIC B Kpas Ha IbPBUS J030B UHTEepBaL. [IpH BCAKO €IHO OT M3MMTBAHUATA
e(eKTHT ce e MOAIbpPIKAI TIpe3 mneus 24-9acoB 1030B HHTEpBaI. KakTo u ipu Apyry U3MUTBAHHUS HA
AHTUXHUCTAMHHHU 32 XPOHHYHA UUONIATHYHA YPTUKAPHUs, MAJIbK OpOii OT MAI[UEHTHUTE,
UACHTU(OUIIMPAHN KaTO HEOTIOBAPSIIM HA aHTUXUCTAMUHH, ca Onin u3kiouBanu. O0Jek4yaBaHe Ha
cppbexa ¢ Hag S0 % e HabmogaBaHo npu 55 % OT MaMEHTHTe, JIKYBaHU C JIECIIOpaTaivH, B
cpaBHenwue ¢ 19 % ot manmeHTure, noay4dny miamebo. Jledenuero ¢ Neoclarityn e namanuio
3HAYMTEITHO HAPYIIEHUETO Ha PUTHhMa Ha ChH U 00BbPCTBAHE, U3MEPEHO 110 YETUPUTOUKOBA CKAJIa,
W3II0JI3BaHA 32 OIICHKA Ha Te3U MPOMEHJINBH.

5.2 dapmakoKMHeTHYHH CBOWCTBA

AOGcopouus
[1na3mMeHn KOHIIEHTpAIIMK Ha JecIopaTafuH Morar ja ObJaT ycTaHoBeHU 30 MUHYTH CJIe]] IpUeMa My .

Hecnoparaaun uma no6pa abcopOius, KaTo MaKCUMaJIHa TJIa3MeHa KOHIEHTPAIUS ce IIOCTUra
npubnu3uTenHo cien 3 gaca. [lonyxuBoThT Ha TepMuHanHaTa ¢asza e npudausuTesnHo 27 yaca.
CreneHTa Ha KyMyJIUpaHe Ha JiecJopaTaJnHa € B 3aBUCUMOCT OT HErOBHS NMOJYXUBOT (27 yaca) u
€IHOKpaTHHUS JHEBEH NpHeM. bHOHATMYHOCTTa Ha JIECIIOPaTaIuH € MPOTOPIMOHATHA Ha 103aTa B
JuanasoHa ot 5 mg go 20 mg.

[pu hapMaKOKMHETHYHO U3MHUTBAHE, TIPU KOETO AEMOTPadCKUAT MPOQHI Ha TAIUSHTUTE € OWIT
CPaBHHUM C TO3W Ha 00IaTa MOMYJIalus MaUeHTH ChC CE30HEH aJlepruieH puHHT, ipu 4 % ot
MalMEeHTUTE € MOCTUTHATA IT0-BUCOKa KOHIIEHTpalys Ha JeciaopaTaanH. To31 NpoLEeHT MOXKe Ja
Baprpa B 3aBUCHMOCT OT €THUUECKUS IIPOU3X0/1 Ha MaleHTHTe. MakcuManHaTa KOHIEHTpalus Ha
JieciopaTaarH e Omia oKoso 3 bTH MO-BHCOKA MPUOIN3UTEIHO HA CEMHUS Yac, IPH TOJTYKHUBOT Ha
TepMuHaIHaTa (aza npubmmsurenHo 89 gaca. [Ipoduabt Ha O€30mMacHOCT Ha TE3U MALMEHTH HE Ce €
pasnryaBaji OT TO3M Ha 0O0IIaTa IOoIyJIanusl.



PasnpeneneHue
JecnoparanuH ce cBbp3Ba B ymepeHa creneH (83 % - 87 %) ¢ mia3menure nporennu. HaMa nanau 3a

KJIHHAYHO 3HAYMMO KyMYJIMpaHe Ha JIEKapCTBOTO MPH eHOKPATCH THEBEH MTPHUEM Ha JIeCIOpaTaIuH
(5 mg 10 20 mg) B npoabinKeHUE HA 14 AHU.

buorpanchopmarms

EH3UMBT, OTTOBOPEH 32 METa0OIM3UPAHETO HA JECIOPATaI|H, BCE OIE HE € MACHTHOUIIUPAH U
CIIC/IOBATEITHO HAKOM JICKAPCTBCHU B3aUMOICHUCTBHUS C IPYTH JIEKAPCTBEHHU MPOILYKTH HE MOTaT Jia
ObIar HareJIHO M3KIoueHu. Jecnoparanun He naxuoupa CYP3A4 in vivo, a mpu in Vitro usnuTBanms
€ MMOKa3aHo, 4Ye JIEKApCTBEHHAT MPoayKT He nHxuoupa CYP2D6 u He € HUTO CyOCTpar, HUTO
HHXHOMTOpP Ha P-rmKonporenHa.

EnumMunupane
[Ipu n3nuTBaHE HA SAMHUYHA 1032 7,5 M JAeciIopaTa i He € YCTAaHOBEH e(EKT Ha BUJa Ha XpaHaTa

(6orara Ha Ma3HWHW BUCOKOKaJIOPHYHA 3aKyCKa) BEPXY (papMaKkOKWHETHKATa Ha JecioparaiuH. [Ipu
JPYTO U3MUTBAHE, IPUEMBT Ha COK OT TpednpyT HE € OKa3al BIUSHHUE BbPXY (PapMakoKWHETHKATA
Ha JiecIIopaTauH.

[ManyenTu ¢ O0b0peYHO yBpEXKIAAHE

®dapMakOKHHETHKATa Ha JIeCIIOpaTaiH € CpaBHEHA MPY MalMeHTH C XpOHNYHa OBOpeuHa
HenoctarbyHocT (XBH) ¢ Ta3u npu 3apaBu Xopa B MpOyYBaHe ¢ SAMHUYHA /1032 U IPOYYBaHE C
MHOTOKPaTHO Ipuiarade. B mpoy4BaneTo ¢ eAHWYHA 1032, EKCIO3UIUATA Ha AeciopaTaluH e Onna
NPUOTU3UTETHO 2 1 2,5 MBTU MO-BUCOKA [TPH YYACTHUIIU C JIeKa CTETEH JI0 yMepeHa U TeKKa CTETCH
Ha XbH, cpaBHeHa ¢ Ta3u npu 3paBU y4aCTHULM. B IpOy4YBaHETO ¢ MHOIOKPATHO NpUJIaraHe,
CTaIlIOHAPHO CHCTOSHUE € JOCTUTHATO ciel 1 1-1sl IEH U eKCITO3UIMATA Ha IECIOpaTaayH € OKOJIO
1,5 mpTH 1TO-BHCOKA TIPY YYACTHUITH C JieKa 10 yMepeHa crerieH Ha XbH, u okono 2,5 mbTH mo-BUCcOKa
MIpY YYACTHULIM € TeXKa ctenieH Ha XbH, B cpaBHeHuUE chbC 3/ipaBuTe yuyacTHULM. 1 npu nBeTe
MIPOYYBaHUs HE Ca YCTAHOBEHU KIMHUYHO 3HaYMMHU MpoMeHH B ekcrio3unuaTa (AUC u Cmax) Ha
JlecJIopaTavH U 3-XUAPOKCUAECIOpaTaJuH.

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT

I[ecnopaTam/IH € OCHOBHHUSAT aKTHBEH META0OIHUT Ha JIOpaTaiyuH. HexnuanyHyn n3nuTBaHUS Ha
JAccIopaTaavidH U JIopaTaJIluH Ca IIOKa3aJin, 4€ HAMa Ka4uCCTBCHA U KOJIMYCCTBCHA pa3JiMKa B HpO(i)I/IJ'Ia
Ha TOKCUYHOCT Ha ACCJIOpaTaJuH U JIOpaTaJuH IIPpU CPABHUMU HUBA HAa CKCIO3UIUA Ha ACCJIOPATAANH.

HexnuHUYHUTE TaHHM HE TIOKa3BaT OCOOCH PHUCK 3a XopaTa Ha 0a3a Ha KOHBCHIIMOHATHUTE
(hapMaKoJIOTMYHU MPOYYBAHUS 32 O€30MMaCHOCT, TOKCUYHOCT NMPHU MHOT'OKPATHO MPUIIOKEHUE,
T€HOTOKCHYHOCT, KAPIIMHOTEHEH IMOTSHIINAN, PETIPO{yKTHBHA TOKCUYHOCT U TOKCUYHOCT 32
pasBuTHeTO. JIuncara Ha KapIIMHOTEHEH MOTEHITHAJ € IEMOHCTPHUpPaHa IIPU U3MUTBAHUS Ha
JleciaopaTaJrH U JOpaTaIvH.

6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa MIOMOIIHHUTE BELIECTBA

Snpo Ha Tabnerkara:

KaJuueB xuaporengpochaTt quxuapar

MUKPOKPHCTAITHA [[eNTyJI03a

apeBUYHO HUIIECTE

TaK

OO0OBHUBKa Ha Ta0JieTKaTa:

¢bunM (ChabprKalll JJAKTO3a MOHOXHUIPAT, XUIIPOMEII03a, TUTAHOB AUOKCHI, Makporoj 400, HHAUTOTHH
(E132))

npo3payHa 00BHBKa (ChIbpiKalia Xunpomenosa, Mmakporosn 400)

KapHayOCKH BOCHK



0511 BOCBK

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoOCT

2 TOOVHU

6.4 ChenmnaJHM ycJI0BHUS HA ChbXpaHeHHUe

Ha ue ce cexpansiBa Hag 30°C.
Jla ce chxpaHsiBa B OpUTMHATHATA OTIAKOBKA.

6.5 Bwuawu chabpkaHue HA OMAKOBKATA

Ta6nerkute Neoclarityn ce moctaBst B 6arcTepy OT JaMUHHPAH OiucTepeH GUIM, TOKPUT ¢ GoITHO.
BructepsT e Hanpasen ot nosnuxioporpuduryopoetrieH (PCTFE)/ momuBuamixmopun (PVC) dpuam
(oTKBM KOHTaKTHaTa C TabJIeTKaTa MOBBPXHOCT), C IOKPUBHO aTyMUHHEBO (OJIMO C BUHUIIOBO
TOIUIMHHO-3AJICTBAIIIO MOKpUTHE (OTKHbM KOHTaKTHATa C TabJIeTKaTa CTpaHa), 3arne4yaTaHo TOILUTHHHO.
Omnakosku ot 1, 2, 3, 5, 7, 10, 14, 15, 20, 21, 30, 50, 100 TtabneTku.

He Bcnuky BUioBE OMAKOBKK MOTaT a ObAaT MyCHATH Ha Masapa.

6.6 CrhenuajaHu NMpeINna3Hu MEPKHU NMPH U3XBbPJIsIHE

Hsama CricuyaJiIHi N3MCKBaHU .

7. MHNPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PABPEIHLIEHUETO 3A YIIOTPEBA

EU/1/00/161/001-013

9. JATA HA II'bPBO PASPEINIABAHE/IIOJITHOBSBAHE HA PASPEHIEHUETO 3A
YHOOTPEBA

[Jara Ha mepBo paspewmasane: 15 sayapu 2001 r.

[ata Ha nocnenHo noxHopsiBade: 09 dhepyapu 2006 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna unpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickara
areHIus 1o JiekapceTsaTa https://www.ema.europa.eu.



https://www.ema.europa.eu/

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Neoclarityn 0,5 mg/ml nmepopasen pasteop

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bceekn MIITHIIUTED OT HEPOPAIHus pa3TBoOp chabpika 0,5 mg necimoparaaus (desloratadine).
ITomorno(u) BemecTBo(a) ¢ U3BECTHO JEHCTBUE

Bceku MUTUITUTBP OT iepopaliHust pa3TBoOp chabpxka 150 mg copouron (E420), 100,19 mg
npormienraukoa (E1520) u 0,375 mg 6en3mnoB ankoxoi (Bx. Touka 4.4).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopamausT pa3TBOp € OUCTHP, Oe3BETEH Pa3TBOP.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Neoclarityn e moka3an npu Bp3pacTHH, FOHOIIM ¥ Aela Haj | roanHa 3a 00JeKYaBaHe HA CHMIITOMHTE
Ha:

- aeprudeH puHUT (BXK. Touka 5.1)

- ypTuKapus (BxK. Touka 5.1)

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

ﬂOBI/I[zOBKa

Buvspacmuu u onowu (ha ev3pacm 12 u noseue 2oounu)
IMpenoppunrennara qo3a Neoclarityn e 10 ml (5 mg) nepopaiie pa3TBOp BeIHBK JHEBHO.

Tleduampuuna nonynayus

[Ipenmucamusr iekap TpsOBa /1a 3Hae, Ye MOBEYETO CIydar Ha PUHUTH TPH JIela 1Mo 2-TOTUIITHA
BB3pacT ca MHPEKIMO3HU (BXK. Touka 4.4) 1 4e HsMa JJaHHY B [TOJKpEIa Ha JICUCHUETO Ha
unpexiposnu punut ¢ Neoclarityn.

Jena Ha Bw3pact ot 1 1o 5 roqunu: 2,5 ml (1,25 mg) Neoclarityn nepopanen pa3rBop BeIHBX
JTHEBHO.

Jeua Ha BB3pact ot 6 10 11 roguan: 5 ml (2,5 mg) Neoclarityn nepopasien pa3TBOp BeIHBXK JHEBHO.

besonacuoctTa 1 edukacuoctTa Ha Neoclarityn 0,5 mg/ml nmepopasnen pa3TBop 1p#H jelia Ha Bb3pacT
nox 1 ronuHa He ca yCTaHOBEHH.

MMa orpaHu4eH ONKT OT KIMHUYHU M3MUTBAHUS 110 OTHOIICHHUE Ha e(UKACHOCTTA IPU HPUIOKESHHETO
Ha JIeCI0paTajfH IpH Jera Ha Bb3pacT ot 1 1o 11 roaunu u npu roHOIM oT 12 10 17 ronunu (BX.
touku 4.8 u 5.1).

I/IHTepMI/ITeHTHI/IS[T AJICPIrUYCH PUHUT (HaHI/I‘II/Ie Ha CUMIITOMHU 3a II0-MaJIKO OT 4 JHHU CCAMHWYHO HJIH 3a

IIO-MaJko ot 4 CCI{MI/ILII/I) TpSI6Ba Ja 6’5)_'{6 JICKYBAH B CbOTBCTCTBUC C aHAMHC3aTa Ha KOHKPCTHUSA
IMaImrueHT, KaTO CJIC OBJIaAABaHC HA CUMIITOMUTE JICHCHUETO MOXE J1a C€ CIIPE, a IIPpHU pCUUIUBUPAHETO
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UM — Ja ce Bp300HO0BH. [Ipn nepcuctupa anepriudeH puHUT (HAIWYE Ha CHMITTOMH 3a 4 WU TIOBeYe
JTHU CEIMUYHO U 32 TIOBeUe OT 4 CeJIMHIIN) Ha TIAIIMEHTUTE MOXKE Ja Ce TPEIOKH JIedeHne 0e3
MPEKHCBAHE 10 BPEME Ha MEPUOJIUTE HA €KCIIO3UIIMS Ha ajlepreHa.

Hauue Ha npuitoxxkeHue

[TepopanHo npuioxeHne
Jlozata MOKe Jia ce TIprueMa ChC HITH 0e3 XpaHa.

4.3 TIpoTuBomoka3aHusi

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HITH HAKOE OT MOMOIIHHUTE BENIeCTBA, H30POCHU B
Touka 6.1, MM KBbM JIOpaTaIuH.

4.4 CrhnenuajaHu NpeaynpexIeHus U NpeAna3Hu MepKH MPH ynoTpeda
YBpekaHe Ha ObOpeyHaTa hyHKIHS

[Tpu Texxka 6BO0pedHa HemocTaThbuHOCT Neoclarityn TpsiOBa 11a ce mpriara ¢ OBUIIIEHO BHIMAaHUE
(BX. TOuka 5.2).

I'bpuoBe
HecrnopatanuH TpsOBa 1a ce mpuiiara ¢ OBHINEHO BHUMAHKE TIPH MAIIUEHTH C METUIIHCKA HITH

(damuIHa aHaMHE3a 3a TbPUOBE M Hali-Bede Mpu MaJku fera (BK. Touka 4.8), KouTo ca
NpeapasnooKeHH J1a pa3BUAT HOBU I'bPUYOBE 110 BpEME Ha JIeUeHHeE C JecIopaTtajnt. MeIuIMHCKUTE
CTCIUANMCTH MOTaT J1a OOMUCIIAT MPEYCTAHOBSIBAHE HA JICCIOpATAUH MPU MAIUEHTH, KOUTO
MOJYYaBaT I'bpY MO BPEME Ha JICYCHUETO.

Neoclarityn nepopanen pa3rBop chabpika copouron (E420)
Tosu jekapcTBeH MPOAYKT Chabpxka 150 mg copouton (E420) BbB BCEKH MITHIIATHD HEPOpaieH
pasTBOp.

TpsiOBa na ce nMa NpeIBUT AUTUBHUAT €EKT Ha ChITBTCTBAIIO NPHJIATaHu MPOILYKTH, ChAbPKAIIN
cop6uron (E420) (wiu ¢ppykTo3a), KaKTO U XPAHUTEITHUT preM Ha copoutoun (E420) (nmm
dpykro3a). ChabpixanueTo Ha copouton (E420) B JekapCcTBEHH MPOLYKTH 32 TIEPOPATHO MPHUIIOKEHUE
MO’Ke J1a TTOBJIHsIe OMOHAIMYHOCTTA Ha IPYTH MIEPOPATHHU JIEKAPCTBEHHU MPOIYKTH, KOUTO CE TpHjIarat
CBITBTCTBAIIIO.

CopOHTONBT € U3TOYHHK Ha PPYKTO3a; MAIUCHTH C HACIECTBEHH NMPOOJIeMH Ha HETTOHOCUMOCT KbM
dbpykro3a (HFI) He TpsiOBa 1a mpreMar TO3H JIEKapCTBEH MPOIYKT.

Neoclarityn nepopainen pa3rBop chabpika nponmienrarkon (E1520)
To3u nekapctBeH npoaykT cbabpxka 100,19 mg nporunenrnukon (E1520) BbB Bcekr MIITHIHTBD
nepopajieH pa3TBop.

Neoclarityn nepopaieH pa3rBop chbpka HaTPH
To3u ekapcTBEH MPOAYKT ChABPXKA Mo-Malko oT 1 mmol Hatpwmii (23 mg) Ha 103a, T.€. MOXe Jia ce
Kake, 4e MPaKTUIEeCKH HE ChIbpiKa HATPUH.

Neoclarityn nepopaieH pa3rBop chIbpka OCH3UIOB AJIKOXOJ
To3u stekapcTBeH MPOoAYKT chabpxa 0,375 Mg OeH3WIOB aKOXO0JI BbB BCEKU MUIJIMITUTHD MIEpopalieH
pasTBOD.

BeH3uoBusAT anKoxos Moxe JAa IpUINHU aHa(bI/IJ'IaKTOI/I,Z[HI/I pcaKkuuu.

IToBunIEH pHUCK, KOWTO CE IBJIKMA HA KyMYJIMpaHe IpHU Majkuy Aena. He ce mpenopbuBa U3M03JIBAHETO
My 3a TIOBe4€ OT eJHa CeAMHIIA IPU MAJIKH Jena (1Mo 3-TOAUIIHA Bb3pacT).
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IIpu muma ¢ yepHOAPOOHO WK OBOPEYHO YBpEKIaHe WM IIPH JIUIA, KOUTO ca OpeMEHHH HITH KbPMSIT,
TOJIEMH KOJTMYECTBA OCH3MIIOB AJIKOXOJ MOTaT Jia KyMyJIUpar, IpeAn3BUKBAUKH METa00IUTHA
arua03a.

IlequaTpyyHa MOmyJIamus

[Tpu nena mox 2-roauinHa Bb3PacT € 0COOCHO TPYIHO Ja C€ PA3JINYM aJICPTHYHUAT PUHHAT OT APYTH
punuTu. TpsOBa ga ce B3eMaT NMPEIBHI JIUIIcaTa Ha WHAEKITNSA Ha TOPHATE JUXATETHU ITBTHINA HITH
CTPYKTYypHHU aHOMAJINY, aHAMHe3aTa, CTaTyChT, OJXOAAIIUTE 1a00paTOPHU H3CIEABAHUS U
KOXXHO-aJIEPTUYHU TTPOOH.

Oxkoio 6 % oT BB3pacTHUTE U Aenara Ha Bb3pacT oT 2 1o 11 rogunn peHoTumHo ca GaBHU
MeTaboIM3aTOpH Ha JIeClIopaTaiHa U OKa3BaT M0-BUCOKA EKCIO3UIMs (BXK. Touka 5.2).
BezomacHocTTa Ha AecIopaTauH MpH Jielia Ha Bh3pact ot 2 10 11 roauHu, KOUTO ca OaBHU
MeTaboIM3aTOPH, € ChIaTa KaTo MpH Jela, KOUTo ca Obp3u MeTtabonm3aropu. Edexture Ha
JlecIIoOpaTaJnH pyu 0aBHE MeTab0IM3aTOpH Ha BB3PacT < 2 TOAWHU HE Ca IPOYUCHH.

45 B3auMmopeiicTBHE ¢ IPYTd JeKAPCTBEHH MPOAYKTH H APYrd (JopMH HA B3auMo/eiicTBHE
HpI/I KIIMHUYHU U3IIMTBAaHWA Ha ACCIopaTaJuH TaOJIETKH HE ca Ha6H}O[IaBaHI/I KIIMHUYHO 3HAYMMHU
JICKaApCTBCHU B33HMOII€I710TBI/I$1 IIpU CbBMECTHO IMPUJIOKCHUEC C CPUTPOMUIINH WJIN KETOKOHA30JI (B)K.

Touka 5.1).

IlegpnaTpyuHa monyJiarust
[IpoyuBaHus 3a B3aUMOAEHUCTBUATA Ca MPOBEXKAAHHU CaMO MPU Bb3PACTHHU.

[Tpu kKIMHUYHO (apMaKOJIOrMYHO M3MUTBAaHE HA ChBMecTeH npueM Ha Neoclarityn tabnerku u
AJIKOXOJI HE Ca YyCTaHOBCHHU JaHHH, Y€ Neoclarityn NOTCHIMpa e(beKTI/lTe Ha aJIKOX0JIa, U3ABIBaIlU CE€ C
pasCTpoiCTBO B moBeieHneTo (BxK. Touka 5.1). [To Bpeme Ha mocTMapKeTHHIoBa ynorpeda obaue ca
ChOOIIaBaHU CITy4YaH Ha ATKOXOJIHA HEMOHOCHMOCT U HHTOKCHKAIIUS. 3aTOBa ce MpernopbyuBa
TIOBHIIIEHO BHUMAaHHUE, aKO EJHOBPEMEHHO Ce MPHeMa aTKOXOJ.

4.6 @epTHIAUTET, )PEMEHHOCT U KbpMeHe

bpemeHHOCT
I'omsim 06em nanHM 3a OpeMeHHH *keHH (3a u3xoza Ha osede oT 1 000 cirywast Ha OpeMeHHOCT) He

MoKa3BaT MasipopMaTUBHA WK (eTaHa/HeOHATaTHA TOKCUYHOCT Ha JieciiopartaiuH. [IpoyuBanusra
NIPY J)KMBOTHU HE TIOKA3BaT MMPEKH WM HETIPEKH BPEHU €PEKTH, CBBP3aHU C PENPOAyKTHBHA
TOKCHYHOCT (BK. TOYKa 5.3). 3a mpeArnoynTane e, Karo npeanasHa Mapka, Jia ce u30sirea yrnorpedara
ua Neoclarityn mo Bpeme Ha OpeMeHHOCT.

Kopmene
JecropaTaayH € yCTaHOBEH B HOBOPOJICHU/KbpPMaUeTa, KbPMEHHU OT JICKYBaHU keHU. EpekThT Ha

JIECTIOPATaIMH TIPH HOBOPOJIEHH/KbpMadeTa He € u3BecTeH. TpsiOBa ja ce B3eMe pellieHHe JIalu J1a ce
NpeycTaHOBH KBPMEHETO WJIH Ja ce mpeycTanoBu Tepanusata ¢ Neoclarityn, kato ce B3emaT mpesus
moJi3aTa OT KbPMEHETO 3a JIETETO U IMoJ3aTa OT TepanuaTa 3a Makara.

DepTunurer
Jluncear JaHHM 1O OTHOIICHUE HA MBKKHS HITH KEHCKUS (JEPTUIIUTET.

4.7 EdexTu BbpXy crioco0HOCTTA 32 mogupaHe U padoTa ¢ MAIIUHA
Neoclarityn He nmoBiusiBa WM MOBJHsABA MIPEHEOPEKUMO CIOCOOHOCTTA 3a IodupaHe u pabora ¢
MalllMHY Ha 0a3aTa Ha KIMHWYHU MpoyduBaHus. [lanmentuTe TpsaoBa na ObaaT HHPOPMUPAHU, Ye TIPU

MOBEYETO XOpa He ce HabIIo1aBa ChHIMBOCT. BhITpekn ToBa Mopajiy MHUBHIyaTHATa PEaKIns Ha
OpraHu3Ma KbM BCHUYKH JIEKAPCTBEHU NIPOLYKTH, IIPENIOPBUUTENHO € MALUEHTUTE [1a CE IIOChBETBAT Ja
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HE M3BBPINBAT JCHHOCTH, U3UCKBAIIM YMCTBEHA KOHIIEHTpAIHs, KaTo modupane uiu padora ¢
MAIlIMHH, IOKAaTO HE YCTAHOBAT CBOSTAa COOCTBEHA PEAKITNS KbM JIEKapPCTBEHHUS TPOIYKT.

4.8 Hexenanu JieKapCcTBeHH PeaKIuH

Pesrome Ha mpodumia Ha Oe30mMacHOCT

Heauatpuyna monynamus

[py KIVMHUYHY U3MUTBAHMS NPH TTEUATPUIHA TIOMYIIAIUS IeCIopaTaanH o GopMara Ha CHPOII €
JlaBaH Ha 001110 246 nera Ha Bb3pacT ot 6 Mecera jio 11 roguan. O0IaTa 4ecToTa Ha HEKEITAHNUTE
cpOuTHA TipH ena ot 2 Ao 11 rogunu e 6uia cxolHa MEXIy TpyIaTa, MoIydnIia I1ecIopaTaaiH, 1
rpynara, nmony4mia mianebo. [Ipu 6ebera n Mmanku Aena Ha Bb3pacT oT 6 10 23 mecera, Hal-4ecTUTe
HE)KEeJNaHU Peakliy, JOKJIaIBaHH B TIOBeUEe B cpaBHEHHe ¢ manedo ca: auapus (3,7 %), moBUILIaBaHe
Ha Temneparypata (2,3 %) u 6e3cbaue (2,3 %). [Ipu Apyro u3nuTBaHe cies MpueM Ha eTHOKpaTHA
Jlo3a Jeciioparaant 2,5 mg mox opMaTa Ha ITepopajieH pa3TBop, IPH Aera Ha Bb3pacT oT 6 10

11 ronuHu He ca HaOMIOIaBaHU HE)KENaH! PEaAKIINU.

[Ipu KIMHUYHO U3NUTBAHE ¢ 578 MAMEHTH B FOHOILIECKA Bb3pacT, oT 12 1o 17 ronunu, Hali-uectara
HE)XeJaHa peakuys e riiaBo0osue; To ce Ha0monasa mpu 5,9 % oT maueHTuTe, JIEKyBaHu C
JiecyIopaTajuH, 1 npH 6,9 % oT malMeHTuTe, MoJyYaBaiy miamneoo.

Bo3pacTHu ¥ oHOIIN

[Tpy KTMHUYHY U3MUTBAHUS TIPH BB3PACTHH U IOHOIIH MPH TOJISIM OpOH MOKa3aHHs, BKIFOUUTEITHO
aJepru4eH pUHUT U XPOHUYHA UANONATUYHA YPTUKAPUA, IIPU IPENOPBUNUTEIHATA JO3ZUPOBKA, €
ch0oOIIeHO 3a Hexenanu peakuun ot Neoclarityn ¢ 3 % moBede OT Te3u P NALKEHTUTE, TOJTyYaBally
rane6o. Hail-yectute He)xXemaHu CbOUTHSI, JOKJIABAHA B TIOBEUE B CPAaBHEHHE C TUTAIe0o ca:
ormaananoct (1,2 %), cyxora B ycrara (0,8 %) u rmaso6onue (0,6 %).

TabauyeH CIUCHK HA HEXKEITAHUTE PEaKIIUK

YecroTara Ha HEKEIIAHUTE PEAKIINH, ChOOIABAHK B KJIMHUYHH TIPOYYBAHUS B TIOBEYE B CPABHEHHUE C
wiane6o u Apyrd HeXKEIaH! PEaKIuH, 3a KOUTO Ce ChOOIIaBa Mo BpeMe Ha MOCTMapKETUHT OBHS
neproI, ca n30poeHu B cieBaiarta tabuuia. Criope/ 4ecToTata peaki[MuTe Ce ONPEJIENIAT KaTo
muoro vectu (> 1/10), yectu (> 1/100 mo < 1/10), veuectr (> 1/1 000 mo < 1/100), peaxu (> 1/10 000
10 < 1/1 000), muoro peaku (< 1/10 000) u ¢ Hen3BecTHA YeCTOTA (OT HAJTMIHUTE TAHHU HE MOXKE Ja
OB/l HarpaBeHa OICHKA).

CucremMo-opraneH Kjiac YecroTa Hexenanm peakuuu, Ha0JI101aBaHu PH
npuem Ha Neoclarityn
Hapymenns Ha MmeTadoJsim3Ma 1 C HeusBecTHa
‘YBenuueH aneTur
XpaHeHeTo YeCcToTa
IlcuxuyHu HApYIICHUSA MHoro peaku | XanouuHauu
C HemsBecTHa | AGHOPMHO TTOBEICHUE, arpecus,
4ecToTa JIETIPECUBHO HACTPOEHME
Hapymenns Ha HepBHaTa cucrema | Uectn I'maBoGonue
UYectn (mema | bescbHue
oJ
2 ToIuHM)

MHoro pefiku | 3aMastHOCT, ChbHIMBOCT, O€3ChHHE,
TICHXOMOTOPHA XHUIIEPAKTHBHOCT, THPUOBE

Hapymenns Ha ounTe C nemnsBectHa | CyxoTa B oumte
4ecToTa

Chbpaeynu HapylmeHust MmHoro penku | Taxukapmaus, cbpuebrneHe
C nemsBectHa | Y abipkaBaHe Ha QT uHTepBaia
4ecToTa
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CucremMo-opraneH Kjiac

YecToTa

He:xenanm peakuuu, Ha0JII01aBaHU NIPH
npuem Ha Neoclarityn

CToMalIHO-4YpeBHU HAPYIIEHUS

Yectu

UYectu (nema
nozn

2 TOIUHM)
MHoro peaxu

Cyxorta B ycrara
Huapus

Bonka B kopema, rajieHe, IOBpPbBILAHE,
JIUCHETICHUS, TUapHsT

XenaToOMIMapHU HAPYIIEHUS

MHoro penku

C HeusBecTHA

IToBunraBane Ha YepPHOAPOOHUTE CH3UMHU,
MOBHINIABaHE HA OMINPYyOWHA, XEMaTHT
Koenareunma

1(0)i
2 TOIWHN)
MHoro peaxu

4ecToTa
Hapyumenust Ha KoxkaTa 1 C memsBectHa | DOTOYYBCTBUTEITHOCT
MOIKOKHATA ThKaH 4ecToTa

Hapyumienus Ha MyCKYJIHO-

CKeJIeTHATA CHCTeMa U Mtuoro peaxu | Muanrus
CheAMHUTEIHATA ThKaH

OO0mm HapymieHus M e)eKTH HA Yectu YmMmopa

MSICTOTO HA PUJIOKEHHE Yectu (mena | debdpunurer

Peakiyn Ha CBPBX4yBCTBUTEIHOCT (KAaTO
aHaIaKkcus, aHTHOENIEM, 3a/TyX, ChPOeK,
00pUB U ypTHKApHS)

C meusBectHa | AcTeHus
YecToTa
C HeusBecTHA
HN3caenBanus VYBenmmueHo Terio
qecToTa

IleqpnaTpryHa monyJiamus

I[pyl"H HCXKCJIaHU JICKAPpCTBCHU PCAKINU C HCU3BCCTHA YCCTOTA, CT»O6H.I€HI/I 10 BpEMC Ha
TMMOCTMAPKETUHI OBUA NIEPUO/ TTPU IIEJUATPUYIHHA MALIUCHTH, BKJIIIOYBAT YIbJDKABAHC HAa QT HWHTEpPBAJIA,

apuTMus, Opaaukap s, aOHOPMHO TIOBEICHUE U arpecusi.

PeTpOCHeKTI/IBHO 06C€pBaLII/IOHHO MMpOy4YBaHC 3a 0€30IMacHOCT MOKa3Ba MOBUIIIEHA YSCTOTa Ha
HOBOITOSAIBHUJIU C€ I'bPYOBE NIPU MALIMCHTH HA B3PaCT OT 0 a0 19 TOAWHHU, KOraTo moJjrydyaBat

JieciopaTajiiH B CpaBHEHHE C TIEPHOJIH, B KOUTO HE MOJTydaBar jaeciopataaut. Cpen fena Ha Bb3pacT
0-4 roaunu, KOpUrHpaHoTo abcomoTtHo nosuinerue e 37,5 (95 % nosepurenen unrepsan (Confidence
Interval, CI) 10,5-64,5) una 100 000 woBexoroauuu (person years, PY) ¢ oduuaiina gectora Ha
HoBonosiBun ce rppyose 80,3 Ha 100 000 PY. Cpex nanueHTn Ha Bb3pacT 5-19 roannuy,
Kopurupanoro abcomortHo mosuinerue e 11,3 (95 % CI 2,3-20,2) na 100 000 PY ¢ obuuaiina yectora
36,4 na 100 000 PY (Bx. Touka 4.4).

C’B06H_IaBaHe Ha 11003 PaHy HEXCJIaHU PCAKIINH

C’LO6H_[aBaHCTO Ha NOAO03UPAaHU HECIKCIIaHU PEaKIIHUU CJIICA pa3pClIaBaHC 3a yHOTp€6a Ha JICKapCTBCHUA
IMPOAYKT € BAXKHO. Tosa mo3BoasBa Ja IpoaBbJIKA Ha6HIOJIeHI/IeTO Ha CbOTHOIICHUECTO HOH3a/pI/ICK 3a
JICKApPCTBCHUSA IPOAYKT. Or MECIHUIIMHCKUTC CIICHUAJINCTH CE H3HMCKBA Ja CT:O6H_IaBaT BCsIKa
[MoJ03MpaHa HEXKCJIaHa pCaKd 4Ype3 HAllMOHAJIHATa CUCTEMA 3a C’LO6H_[aBaHe, IIOCOYCHA B

IIpunoxenne V.

4.9 Ilpeno3upaHe
[IpodmirbT Ha HEXeTaHUTE CHOUTHS, CBHP3aHU C MpeJ03nupane, HabJIroIaBaH 10 BpeMe Ha

MOCTMApPKCTUHI'OBA yHOTpe6a, € HO):[O6CH Ha TO3H, Ha6J'IIO,Z[aBaH IIpyu TCpaniCBTUIHU 1031, KATO
CTCIICHTA Ha BL3HeﬁCTBHC MOXKE aa 6’[)).'{6 IIO-BHCOKaA.
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Jleuenne
B cnyuait Ha peno3upane oOMHCIeTe CTAaHIAPTHA MEPKH 32 OTCTPaHSIBaHE Ha HEPE30POMPAHOTO
aKTHBHO BellecTBO. [IpenopbuBa ce CUMITOMATHYHO U MOAABPKAIIIO JICUCHUE.

JlecnoparajivH He ce eIMMIHMPA Ype3 XeMoanann3a. He e u3BecTHO nanu ce eMMUHNpPA Ype3
MePUTOHEATHA JHAITH3A.

CuMOToMHu

[Ipu KIMHUYHO U3MUTBAHE C MHOIOKPATHO IPUJIaraHe MPH Bb3PAaCTHHU U IOHOIIH, IIPH KOETO €
MIPUJIOKEH JIECIOpaTanH 10 45 mg (AeBeT MbTH MOBEUE OT TepaNCBTUYHATA J103a), HE Ca YCTAHOBSHU
KIIMHUYHO 3HAYUMH €(DEKTH.

[eauaTpuyHa HOMyJIAIIs

[MpoduabT Ha HeXENAaHUTE CHOUTHS, CBBP3aHU C MPEI03UpaHe, HAOI0IaBaH 110 BpeMe Ha
MMOCTMapKETHHTOBA YIOTpeda, € oJ00eH Ha TO3H, HAOI0JaBaH MPH TEPAIeBTUIHH JO3H, KaTo
CTEMEHTA Ha BB3JICHCTBIE MOXe Jia ObJie MO-BUCOKA.

5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 d@apmakonMHAMMYHU CBOIiCTBa
®dapmakoTepaneBTH4HA rpyna: aHTHXucTaMuHu - Hi-antaronnctu, ATC kox: RO6AX27

MexaHHU3bM Ha JICHCTBHE

JecropaTaanH e IbJITO AeCTBAI XUCTAMHHOB aHTATOHUCT ChC CeNeKTUBHA nepudepHa Hi-
pelenTopHa aHTarOHUCTHYHA aKTUBHOCT, 0e3 cenaTuBHO AelicTBre. Cies nepopalieH MpueM,
JeciopataauH OJOKUpa CEEKTHBHO MepruepHUTe XUCTaMUHOBU Hi-penienTopu, moHexe He
NIPOHMKBA B LICHTPAJIHATa HEPBHA CHCTEMA.

ITpu in Vitro uscrieaBanus ecimopaTavH € MoKa3al aHTHAJEPTHYHNA CBOHUCTBA. Te BKITFOUBAT
WHXHOUpaHe Ha OCBOOOXKIaBaHe Ha nmpouH(pIamaropau urokuau kato 1L-4, IL-6, IL-8 u IL-13 ot
YOBEIIKATE MacTOLMTH/0a30()HIIH, KAKTO 1 MHXHOMPaHe Ha eKCIIPEeCHsTa Ha aJXe3MOHHATa MOJIeKYJIa
P-cenexkTuH BBpXy €HAOTEIHUTE KIETKH. KITMHUYHOTO 3HAUYEHNE Ha TE3W HAOIIOCHUS BCE OLIE HE €
HAITBJIHO U3SCHEHO.

Kinnnnuza edrkacHoCcT ¥ 6€300aCHOCT

IleanaTpuyHa NOMyJIaus

Edukacnocrra Ha Neoclarityn nepopasien pa3rBop He € IpoydYBaHa B CICIHATHN U3MUTBAHUS TIPH
nena. Bee nmak, 6e30macHOCTTa Ha JIecyiopaTajiiH o] (hjopMaTa Ha CUPOIL, KOUTO ChIbPKa
JieciopartajrH B chlaTa KoHeHTpanus karo Neoclarityn nepopainen pa3rBop, € nmokasasa npu Tpu
W3NNTBaHUA NpH Jena. [ena Ha Bp3pact ot 1 10 11 roansu, nokasaHy 3a aHTUXUCTAMHHOBA TEparusl,
TOJTy9aBaIv THEBHA J103a Aeciopataaud 1,25 mg (mpu mgera ot 1 1o S roxunn) wim 2,5 Mg (ipu aera
ot 6 10 11 rogunm). JleueHnero e moHeceHO 100pE, KOETO € TOKYMEHTUPAHO Ype3 KIMHHUKO-
nabopaTopHUTE U3CIICABAHUS, )KU3HEHUTE TIOKa3aTelu 1 JanHuTe 3a naTepBaia B EKI', BkimrounTenno
QTc unTrepBana. [Ipu nprem B MpenopbUUTETHATA 1032 TUIA3MEHUTE KOHIICHTPAIIUK Ha JIecIIopaTanH
(Bk. Touka 5.2) ca OWimM CpaBHUMH TIPHU JeTia U Bb3pacTHH. Taka, clieq KaTo X0IbT Ha aJlepTUIHHS
PUHUT U XpPOHUYHATA UAMONIATHYHA YPTHKAPHs ¥ TPO(QUITBT Ha IECIOpaTa it ca CXOIHH MPH Aela 1
BB3PACTHH, JaHHUTE 3a e(UKACHOCTTA Ha JIECIIOpaTaiuH IPH BH3PACTHU MOXKE J]a C€ EKCTPAIonnupa u
3a Jena.

Edukacnocrra Ha Neoclarityn cupor He e u3cneaBana npu neauaTpHYHNA U3MUTBAHKS TIPH JIeTa 110
12-ropumina BB3pacT.

Bn3pacuu u 1oHOIIN
IIpu KTMHUYHO M3NUTBaHE C MHOTOKPATHO MpUJIaraHe Mpu IOHOIIN U Bb3PAaCTHU, IPU KOETO
JIeCIIopaTaH ¢ mpuiarad B 1o3a 10 20 My AHEBHO B MPOIBJDKCHHE Ha 14 THH, HE Ca YCTAHOBEHH
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CTaTHCTHYECKU WIN KIMHUYIHO 3HAYMMU €(DeKTH OT CTpaHa Ha ChpAEYHO-ChI0BaTa cucrema. [Ipu
KIMHIYHO (DapMaKoIOTHYHO M3MUTBAHE IIPH BH3PACTHH U IOHOIIN, TPH KOETO JIECIOpaTaanH €
npuiIarad Ha Bb3pacTHH B 103a 45 MY THEBHO (AEBET IIBTH MO-BUCOKA OT TeparieBTUYHATA J1034a), HE €
HabronaBaHo yabokaBane Ha QTc uHTepBana.

®PapmMakogrnHaMUYHH e(heKTH

[ecnopaTanyH He IPOHUKBA JIECHO B LIEHTpAJHATa HEPBHA cUcTeMa. [Ipy KOHTpoIMpaHu KITMHUYHU
W3IIMTBAHUS, [IPH MIPETIOPhUYNTENHATA JHEBHA 1032 5 MJ 32 BE3PaCTHH U IOHOIIH, B CPAaBHEHUE C
rurane6o He € HabroJaBaHa Mo-BHCOKa YeCTOTa Ha CHHIMBOCT. [Ipy KITMHIYHN M3NUTBAHAS Ha
Neoclarityn taGneTku B eJHOKpaTHA JHEBHA 71032 7,5 MJ MpH Bb3PACTHU U IOHOILIH HE Ca YCTAaHOBEHU
MIPOMEHH B ICUXOMOTOPHOTO NoBeAeHue. [Ipu n3nuTBaHe Ha eAHOKpaTHA AHEBHA /1032 JecCIopaTauH
5 mg nHEeBHO TIpH BB3pACcTHU HE Ca YCTAHOBEHU IIPOMEHH B CTAHIAPTHHUTE TECTOBE IO BpeMe Ha
MOJIET, BKJIIOYUTEHO U 3aCHJIBaHE Ha CYOEKTHBHOTO yCEIIaHe 32 ChHIMBOCT WIH APYTH CBBP3aHH C
MOJIET MOKA3aTEeNH.

ITpu kMHUYHYE (apMaKOIOTHUYHU U3NIUTBAHUS HA CbBMECTECH IPUEM C aJIKOXOJ HE € yCTAHOBEHO
MOBHILIABaHE HA CBbP3aHaTa C aJIkoXoJia MpoMsHa B ITOBEICHUETO WIIM 3aCHJIBaHE Ha ChHJIMBOCTTA. He
ca yCTaHOBEHH 3HAYMMU PA3JIHUKU B PE3yJNTaTUTE OT ICUXOMOTOPHHUTE TECTOBE MEXY IPYIIUTE,
IpUeMaly JecIopaTaiuH, U Te31, IPUEeMaIly I1aned0 — KaKTo IpH MPHEM Ha aJIKOXOJI, Taka 1 0e3
MIpUEM Ha aJTKOXOJI.

[Ipyr KTHHUYHN N3MUTBAHUS 332 B3aMMOJACHCTBUS C MHOTOKPATHO MPHIIOKEHNE CHBMECTHO C
KETOKOHA30J1 M EpUTPOMUIIMH HE Ca YCTAHOBEHH KIMHUYHO 3HAYUMHU IIPOMEHHU B IIJIa3MEHATa
KOHIICHTpAIUs Ha IecIopaTauH.

I1pu BB3pacTHU U roHOMIHM ¢ aneprudeH puaut Neoclarityn Tabnetku e eexkTHBeH M0 OTHOIICHHE
o0JiekyaBaHe Ha CUMIITOMUTE — KaTo KUXaHe, CbpOeXk U CeKpelrs OT Hoca, ChpOexX U 3auepBsBaHe Ha
OYHTE, ChII3CHE, KaKTO U ChpOexk Ha Hebrero. Neoclarityn epukacHO KOHTpOJIMpa CUMIITOMHTE B
npoabpkenue Ha 24 yaca. EdukacHocrra Ha Neoclarityn TabieTku He € IeMOHCTpUpaHa KaTerOPHIHO
NP KJIMHUYHY W3MUTBAHUS C MAIIMEHTH B FOHOIIIECKA Bb3pacT oT 12 mo 17 roguam.

OcBeH 110 YTBBp/IeHaTa KIACU(PUKAIIA Ha aIepPTUYHIS PUHAT KaTO CE30HEH U IEJIOTO/IUIICH, B
3aBUCHMOCT OT MPOIBIDKUTEITHOCTTA HA TIPOsBa HA CHMIITOMHUTE TOW MOXe Ja ObJle Kiacuuiupan u
KaTO MHTEPMHUTECHTEH aJIepTrUICH PUHUT U MIEPCUCTUPAII] aJIepTUICH PUHUT. IHTEpMUTEHTHUAT
ajiepruyueH puHUT ce NehHUpa KaTo HATMYUE Ha CUMIITOMH B IIPOIBIDKEHHE HA IT0-MAaJIKO OT 4 JTHU
CeMHYHO WJIH B TPOABIDKEHUE HA MTO-MaKo OT 4 ceqmutn. [lepcuctupamusr anepruieH puHuT ce
JNeMHUpa KaTO HAJIMYUE HA CUMIITOMH B IIPOIbJDKCHUE Ha 4 WIIK TIOBEYE JTHU CEIMHUYHO U B
MPOIBDKCHHE HA TTOBEYE OT 4 CEMUITH.

Neoclarityn tabnetku epekTHBHO 00JIeKYaBa CUMIITOMHUTE HA CE30HHMUS aJIEPTHUCH PUHUT, KAKTO Ce
BHXKJIA OT OOIIMS CKOP OT BBIIPOCHHUKA 33 KAYECTBO HA KHUBOT IIPH PUHOKOHIOHKTHBUT. Haif-ronsmo
nogoOpeHue ce HabJro1aBa B Pa3/IeIUTe 3a MPAKTUUECKHU MPOOJIEMH U OTpaHNYaBaHe Ha eXeIHeBHATA
JIEHHOCT OT CUMIITOMHUTE.

XpoHHYHATa HOUONIATUYHA YPTUKApHA € OMJla MPOyUYeHa KaTo KIMHUYEH MOJIEN Ha yPTHKapHaIHH
CBCTOSIHUS, Thi KaTO HE3aBUCUMO OT €THOJIOTHATA, HOAJISKAIINTE MATOPU3NOIOTUYHN MEXaHU3MH ca
CXOJIHU H 3alI0TO BKJIFOYBAHETO HA XPOHUYHO OOJIHU TAIUEHTH B MIPOCIIEKTUBHU MPOYYBAHUS € I10-
necHo. Tpit KaTO IPUIHMHHKAT (HAKTOP 33 BCHUKH YPTUKAPHAITHU 3a00JIABaHNs € 0OCBOOOKIaBaHETO HA
XHCTaMHH, C€ OYaKBa JiecJIopaTaJnH 1a € epeKTHBEH 110 OTHOLICHHE Ha 00JIEKYaBaHe Ha CUMIITOMUTE
Y Ha IPYyTH CBBP3aHU C YPTUKAPUS ChCTOSHUSI, OCBEH XPOHUYHATA UIUONATHUYHA YPTUKAPUS, KAKTO CE
IIPENOPBYBA B KIIMHUYHUTE PHKOBOJICTBA.

[Ipu aBe ruane0o-KOHTPONIMpPaHu 6-CEAMUYHN U3NUTBAHUS [IPH NALMEHTH C XPOHUYHA HIUONIATHIHA
yprukapusi Neoclarityn e 61 edexTrBeH B 00JeKUaBaHEeTO Ha ChbpOESKa U HaMaJIsIBaHE HA pa3Mepa U
Opost Ha YPTUKHTE OIIIE B Kpasi Ha ITEPBUS J030B HHTEPBa. [Ipy BCAKO €THO OT M3IUTBAHUSITA
eeKThT ce € MOoLAbPIKaI Ipe3 1eus 24-4yacoB 1030B UHTEpBa. KakTo u npu apyrd U3NUTBaHUS HA
AHTUXMCTaMMHU 32 XpOHUYHATA WANONATHYHA yPTUKApHs, MaJIbK Opoil OT NallMEHTHTE,
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UICHTUGUIIPAHU KaTO HEOTTOBAPSIIN HA aHTUXUCTAMUHH, ca Omin m3kimrouBann. O0ieKIaBaHe Ha
cppbexa ¢ Hax S0 % e nHabmogaBaHo npu 55 % OT ManMeHTHTe, JISKYBaHU C JECIOpaTainH, B
cpaBuenue ¢ 19 % oT marpenTHTe, MOay4rIH mianebo. Jledennero ¢ Neoclarityn e namanumo
3HAYUTEITHO HAPYIICHUETO Ha PUTHMA Ha ChH M 0ObPCTBAHE, U3MEPEHO N0 YETUPUTOYKOBA CKaJa,
M3II0JI3BAHA 3a OIICHKA Ha TE3U MPOMEHIMBH.

5.2 dapmakoKMHeTHYHH CBOWCTBA

AbGcopOrus
[Tpu BB3pacTHH W FOHOIIH IJIa3MEHU KOHIICHTPAIIUH Ha JECIOpaTaiuH MOraT JAa Ob/IaT YyCTAaHOBEHU

30 munyTH cnen npuema My. [ecnoparaans uMa 1o0pa abcopOius, KaTo MaKCHMAIIHA IJ1a3MeHa
KOHIIEHTpAIIH Ce TIOCTUTa PUOIM3UTENHO el 3 Jaca. [lomykuBOTHT Ha TepMHUHATHATA (a3a e
npubmm3uTenHo 27 yaca. CTeneHTa Ha KyMyJIUpaHe Ha JeciiopaTaiiHa € B 3aBHCUMOCT OT HETOBUS
MOJTY>KUBOT (27 Yaca) v €IHOKpPATHUS JHEBCH MpUeM. BUOHaIMYHOCTTa Ha JieciopaTaiuH ¢
MIPOTIOPITMOHAJTHA Ha J103aTa B JuamasoHa ot 5 mg mo 20 mg.

B cepus oT papMakOKMHETHYHU U KIMHUYHU M3MUATBaHUS TIpU 6% OT MAaI[MEHTHUTE € TOCTUTHATA
MO-BUCOKA TJIa3MEHA KOHIICHTPAIUS Ha JeciopaTauH. [IpOIeHTHT Ha MalUeHTH ¢ (EHOTHIT Ha OaBHU
MeTaboaM3aTOpH € OWII CpaBHUM IIpU Bb3pacTHU (6 %) U Ipu Aena Ha Bb3pacT ot 2 10 11 roaunn

(6 %), xKaTo MO-TONISIM € OHJT MPOIEHTHT cpe YepHOKOKH (18 % oT Be3pacTHHTE U 16 % OT menaTa),
OTKOJIKOTO TIPH X0pa OT KaBKa3KkaTa paca (2 % ot Be3pacTHuTe 1 3 % OT nenara).

[Tpu papMakOKMHETHYHO M3MUTBAHE C MHOTOKPATHO MPUJIOKEHHUE, IPOBEICHO ¢ TabneTHara popma
NP 3ApaBH BB3PACTHH X0OPa, YETUPH OT YYaCTHUIIUTE ca OWIIM OaBHH METa0OIM3aTOPH Ha
necioparaauH. [Ipy TsX € ycTaHoBeHa NPUONIN3UTENHO 3 THTH NO-BUCOKA Cax HAa CEIMHUS Hac, ¢
MOJTY>)KWBOT Ha TepMUHaIIHaTa (pasa nmpubiam3uTenHo 89 daca.

ITomoOHM (hapMaKOKMHETUYHH TTapaMeTPH ca HaOJIt0JaBaHU MPU (PapMaKOKHHETHYHO U3MUTBAHE C
MHOTOKPATHO TPIIIOKEHHUE, TTPOBEICHO ChC CUPOTIA IIPH Jiella 0aBHU MEeTa00IM3aTOpH Ha BH3PACT OT 2
1o 11 roguawm, ¢ AMarHo3a aneprudeH puHuT. ExcriozumusTa (1oiomira o1 KpuBara Ha Tuta3MeHaTa
kouneHrparusa, AUC) kbM JieciopaTajuH € Ouia 0KoJio 6 MbTH M0-BUCOKA, @ Cmax — 3 110 4 IbTH
Mo-BHCOKa Ha 3-6 Yac mpu mia3MeH noayuBoT npuonmsutenHo 120 gaca. Excniosunusra e 6uia
€JIHaKBa MPU BH3PACTHU U Jea OaBHH MeTabOoIM3aTOpy NpY IpreMaHe Ha ChoOpa3eHa C Bb3pacTTa
no3a. LsmoctHusT npoduia Ha 0€30MacHOCT IPHU TE3U YYACTHUIM HE € OMJI pa3jinueH OT TO3U Ha
obmara nomynanus. Edexrure Ha necnopatanuH npu 6aBHE MeTabOIN3aTOPH Ha BB3PACT MO/

2 TOJMHY HE ca MPOyYEeHHU.

IIpu oTnenHM M3NMUTBAHUS HA €AHOKPATHU JO3M JieciiopaTaivH B MpeNnopbunTelIHaTa 1032, IPH Jela
ca ycraHoBeHH AUC 1 Ciax, CPaBHUMH C T€3H MPH Bb3PACTHU, IPUEIH 71032 OT 5 mg AecaopaTaanH
CHUPOIL

PasnpenencHue
HecnopatanuH ce cBbp3Ba B yMepeHa crerneH (83-87 %) ¢ masmenure npotenHd. Hima nanHu 3a

KIIMHIYHO 3HAYUMO KyMyJIHpaHe Ha aKTHBHOTO BEIIECTBO MPH €HOKPATEH THEBEH MPHEM Ha
necioparaaut (5 mg mo 20 Mg) ot Bb3pacTHU M IOHOIIH B IPOABIDKEHHE HA 14 1HU.

[Ipu KpBCTOCAHO U3MUTBAHE ¢ SHOKPATHO IPUIIOKEHUE Ha JIeCIIOpaTanH TaOJASTKH U CUPOII €
YCTaHOBEHO, Y€ JIBETE JekapcTBeHu (popmu ca bnoekpruBanenTHr. [Torexxe Neoclarityn mepopaien
pa3TBOp ChIbpPXKA JIECIOPATAANH B ChIaTa KOHIIEHTPAIHSI, HE € He0OX0JMMO IPOBEXKIaHE HA
M3MUTBAHUS 32 OMOCKBUBAJICHTHOCT U CE€ OYAKBa MIEPOPATHUAT Pa3TBOP Jia € CKBUBAJICHTEH Ha CUpOIIa
1 TaOJIETKUTE.

Buotpanchopmanus

EH3UMBT, OTTOBOpEH 32 META0OJIM3UPAHETO HA JISCIOPATa IH, BCE OIIE HE € WACHTHOUIpaH U
CJIETOBATEITHO HAKOM JIEKAPCTBEHU B3aUMOJICHCTBHS C APYTH JIEKApCTBEHHU NMPOAYKTH HE MOTaT Ja
ObaaT HarrBJIHO M3KITIoUeHH. [lecnoparaaud He naxubupa CYP3A4 in vivo, a ipu in Vitro m3nurBaHus
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€ TI0Ka3aHo, e JICKAPCTBCHUAT PoaAyKT He nuxuoupa CYP2D6 u He e HUTO CyOCcTpaT, HUTO
WHXUOUTOP Ha P-rmukornpoTenHa.

EnumMunupane
IIpn m3nuTBaHe Ha eqUHUYHA 1032 7,5 MJ AecIopaTaaIyuH HE € YCTaHOBEH e(eKT Ha BH/A Ha XpaHaTa

(6orara Ha Ma3HWHM BUCOKOKaJIOPHYHA 3aKyCKa) BEPXY (papMaKkOKWHETHKATa Ha fecnoparaiuH. [lpu
JIPYTO U3MUTBaHE, TPUEMBT Ha COK OT TPeUrpyT He € oKa3ay BIUSHUE BPXY (papMaKOKWHETHKATA
Ha JIecIIopaTajyH.

[MaumenTn c 660peyHO yBpEKIaAHE

dapMaKOKMHETHKATa Ha JIeCIOpaTaiH € CpaBHEHa IPU MallueHTH C XpOoHNYHA OBOpeuHa
HenoctarbyaocT (XBH) ¢ Ta3u npwu 3apaBu Xopa B MPOy4BaHEe C €MHUYHA /1032 U IPOYYBAHE C
MHOTOKPaTHO Npuiarane. B mpoy4yBaneTo ¢ eqHUYHA 1032, EKCIIO3ULUATA Ha JecIopaTaarH e Ouia
NpUOTU3UTETHO 2 1 2,5 MBTH MO-BUCOKA [IPH YYACTHHIIX C JIEKa CTETIEeH 10 yMEPEHa U TeKKa CTEIeH
Ha XBH, cpaBHeHa ¢ Ta3u Npu 34paBU yYaCTHULH. B Mpoy4yBaHETO ¢ MHOTOKPATHO MpUJIaraxe,
CTaLlMOHAPHO CHCTOSIHUE € JOCTUTHATO clien 1 1-Ks AeH U eKCIO3UIUATa Ha AECIOpaTaliuH € OKOJIO
1,5 mbTH MO-BHCOKA NIPU YYACTHHUIIH ¢ Jieka 10 yMepena cterieH Ha XbH, u okono 2,5 mbTu mo-Bucoka
IIpU YYaCTHUILM ¢ TexKa creneH Ha XbH, B cpaBHeHue cbe 3apaBute yyactHuuu. 1 npu asere
MPOyYBaHUS HE Ca YCTAHOBEHU KIMHUYHO 3Ha4nMHu rpomMeHH B ekcriozumusata (AUC u Cmax) Ha
JecIopaTauH 1 3-XHIPOKCHIECIOPATAINH.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

,Z[GCHOpaTa[II/IH € OCHOBHUST aKTUBEH METAa0O0JIUT Ha JiIoOpaTaayH. HexknuHuyHM U3MUTBaHUS Ha
A€CiopaTavH U JJOpaTaarH Ca IoKa3ajik, Y€ HiAMa Ka4€CTBEHA U KOJIMYECTBEHA pa3jIiKa B npodnxma
Ha TOKCUYHOCT Ha JA€cCiopaTaJuH U JIoOpaTaIuH IpU CPaBHUMHU HUBaA Ha €KCIIO3ULIMA Ha ACCIOpaTaJauH.

Hexnuauyuaute JaHHU HC IIOKa3BaT ocoben PHUCK 3a XOpaTa Ha 0a3a Ha KOHBCHIIMOHAJIHUTEC
(l)apMaKOJ'IOFI/ILIHI/I MMpoOy4YBaHUA 3a 6630HaCHOCT, TOKCUYHOCT IIPpYU MHOTOKPAaTHO NPUIIOKCHUC,
TFCHOTOKCHYHOCT, KAPIUHOICHCH MOTCHIMAJ, PCIIPOAYKTUBHA TOKCUYHOCT U TOKCUYHOCT 3a
Pa3BUTHUCTO. Jlumicara Ha KapUUHOI'CHCH IMMOTCHIHAJI € ICMOHCTPUPAaHa Ipyu U3NUTBAHUA Ha
ACCJIOpaTaAvH U JIOpaTa/IuH.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIeCTBA

cop6uron (E420)

npormaenriukoi (E1520)

cykpainosa (E 955)

xunpomenosa 2910

HaTPUEB LUTPAT AUXUAPAT

€CTECTBEH U M3KYyCTBEH apoMar (apomar Ha JIbBKa, KOITO chabpika nponunenriukon (E1520) u
OCH3UIIOB aJIKOXO0JI)

JMMOHEHA KUCEINHA, 0e3BOJHA

JMHATPUEB €JIeTaT

MIPEYUCTEHA BOJIA

6.2 HecnBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha romHocT

2 TOOVHU
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6.4 ChnenmajHH ycJI0BHS HA ChbXpaHEHHe

Ja He ce 3ampassiBa. [la ce chxpaHsiBa B OpUTHHAIHATA OTMIAKOBKA.

6.5 Buau chIbpiKaHHE HA ONMAKOBKATA

Neoclarityn mepopainen pastop ce moctars B 30, 50, 60, 100, 120, 150, 225 u 300 ml 6yTuaku tam 111
OT ThMHO CTBKJIO ChC 3all[TEHA OT JIela IIaCTMAcoBa 3allyIlaiKa Ha BUHT C MHOTOCJIOMHO
TIOJINETHIIEHOBO MMOKPUTHE. BCHYKHM OTAKOBKH, ¢ M3KIOYeHHe Ha Tasu oT 150 ml, umar mepurenna
JTBXKAYKA C feaenus 3a 2,5 u 5 ml. OnakoBkara ot 150 ml ce qocTaBst ¢ MEpHUTETHA JIBKUUKA HITH
CIIPHHIIOBKA 3a MEPOpATHU (POPMHU ¢ MEPHUTEITHHM JeseHus 3a 2,5 u 5 ml,

He Bcuuky BHIOBE OMAKOBKK MOTAT Jia ObJaT IyCHATH Ha 1a3apa.

6.6 CrHenuajHu NpeINa3Hu MEPKHU IPH U3XBbPJIsIHE

Hsama CricuyaJIHi N3UCKBaHU .

7. MHNPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/00/161/059-067

9. JATA HA TbPBO PABPEIIABAHE/IIO/ITHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO paspemanane: 15 suyapu 2001 r.

[ara Ha nocnenHo noxHosiBade: 09 depyapu 2006 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna uHpopmanys 3a TO3H JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHIus 1o JiekapceTsaTa https://www.ema.europa.eu.
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MNPUJIOXKEHHUE |1

MMPON3BOINTEJ (M), OTTOBOPE(HH) 3A
OCBOBOKJIABAHE HA IAPTHIN

YCJIOBUA NN OT'PAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUSA WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U

EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
MHPOAYKT
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A.  TPOU3BOAMUTEJI(1), OTTOBOPE(HHU) 3A OCBOBOKIABAHE HA
ITAPTU N

HMe u aipec Ha IPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)KI[aBaHC Ha NapTHuauTC (i)I/IJ'IMI/IDaHI/I TaOJIETKH

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

HwMe u afipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHAUTE IePOPaIEH Pa3TBOD

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
benrus

b. YCJOBUS WJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapCTBEHUAT MPOAYKT CE OTITyCKa I10 JEKAPCKO HNPEANUCAHUE.

B. JAPYI'M YCJIOBUSA N U3NCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

. IlepuoguyHu aKkTyaJau3npanm aokaanau 3a oezonacuoct (ITAIB)

Wznckpanmsara 3a nogaBane Ha (ITA/IB) 3a To31 tekapcTBeH MPOIYKT Ca IOCOYEHH B CITUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot
Hupexrtusa 2001/83/EO, 1 BbB BCUUKH CII/IBAIH aKTyJIN3al[1H, ITyOJIUKYBaHU HA €BPOIICHCKUS
yeOrmopTai 3a JiekapcTBa.

.  YCJI0BUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Mpurexatessrt Ha paspemierneto 3a ynorpeba ([TPY) TpsOBa a u3BbpIBa M3UCKBAHUTE ICHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€301acHOCT, ocoueHH B ogoopenus 11YP,
npezncrased B Moayi 1.8.2 Ha pa3pelieHueTo 3a ynorpe0a, KakTo U BbB BCHUKH CJICABALIH 0J00PEHH
aktyanu3auuu Ha [TYP.

Axtyanusupat [IYP tps6Ba na ce mopasa:

e [0 UCKaHe Ha EBpornelickara areHIus 1o JeKapcTBaTa;

e BHHArW, KOraTo ce M3MEHS CHCTeMaTa 3a yIpaBJeHUEe Ha PUCKa, 0COOEHO B pe3yaTar Ha
noJlyyaBaHe Ha HOBa HH(OpMaIIUsi, KOSTO MOXe Ja JIOBEJIe JI0 3HAYMMHU TIPOMEHH B
CHOTHOILICHHETO TI0JI3a/PUCK, WK CIIe]T JIOCTUTAaHEe Ha BayKeH eTarl (BbB Bpbh3Ka ¢
npocIie/siBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT WM CBEKIAaHE Ha PUCKA 0 MUHUMYM).
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OIMAKOBKA OT 1, 2, 3,5, 7, 10, 14, 15, 20, 21, 30, 50, 100 TABJETKHA

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

Neoclarityn 5 mg ¢punmupann TabneTkn
JIeCIIOpaTauH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcsika Tabnerka chabpika 5 Mg aeciopaTaanH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ChbIbpika JaKTo3a.
3a moBe4e uHGpOpPMAIIKsl BHXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

1 punmupana Tabmerka
2 hunMupaHu TabIeTKH
3 ¢punmMupany TabIeTKH
5 ¢unmupanu TabneTKu
7 dunmMupaHu TabIeTKH
10 punmupanu TabneTku
14 ¢punmupanu TabaeTku
15 punmupanu TabneTkn
20 ¢punmupaHu TaOJICTKH
21 dunmupanu TabIeTKH
30 dhunmupanu TabICTKH
50 ¢unmupanu TabIeTKH
100 ¢pmmupany TabieTku

‘ 5. HAYUH HA TPUJIATAHE U ITbT(MIIA) HA BBBEK/IAHE

I'mpTHETE TabNeTKaTa 1s11a ¢ BOJA.
IlepopanHo mpunoxeHue
ITpeau ynorpeba npodereTe JIMCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBbXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja me ce cexpansBa Hax 30°C. Jla ce chXpaHsBa B OpUTHHAITHATA OMTAKOBKA.

10. CHELHUAJIHU MTPEANIASHU MEPKU INPU U3XBBPJISSTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

12.  HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/161/001
EU/1/00/161/002
EU/1/00/161/003
EU/1/00/161/004
EU/1/00/161/005
EU/1/00/161/006
EU/1/00/161/007
EU/1/00/161/008
EU/1/00/161/009
EU/1/00/161/010
EU/1/00/161/011
EU/1/00/161/012
EU/1/00/161/013

1 TabneTka
2 Ta0IeTKH
3 TabaeTKn
5 TabiaeTku
7 TabaeTKN
10 rabneTku
14 taGneTku
15 TabneTku
20 TabmeTku
21 TabneTku
30 TabmeTku
50 TabmeTku
100 TabineTkn

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAIHJIOBA A3BBYKA

Neoclarityn
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3aMepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

OINAKOBKA OT 1, 2, 3,5, 7, 10, 14, 15, 20, 21, 30, 50, 100 TABJETKHA

| 1. NME HA JIEKAPCTBEHUS NPOAYKT

Neoclarityn 5 mg Ta6nerku
AccjopaTaavuia

| 2. HUME HA TPUTEKATEJIA HA PASPEIIEHHUETO 3A YIIOTPEBA

Organon

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

| 4. TAPTMJIEH HOMEP

Lot

|5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BYTHUJIKA OT 30 ml, 50 ml, 60 ml, 100 ml, 120 ml, 150 ml, 225ml, 300 ml

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Neoclarityn 0,5 mg/ml mepopainen pasrsop
JIeCIIOpaTauH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bceexn ml ot epopanams pa3tBop chabpika 0,5 Mg meciopaTaadH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Coabprka copouron (E420), mpormmerrinkoia(E1520) u 6eH3UIOB aTKOXOJI.
3a nmoBeve nHGpOpPMAIIKsI BIXKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJHA OITAKOBKA

mepopaieH pasTBop
30 ml ¢ 1 apxHUKa

50 ml ¢ 1 apxxnruka

60 ml ¢ 1 apxxHruKa

100 ml ¢ 1 apxuuKa

120 ml ¢ 1 apxnuka

150 ml ¢ 1 apxnuka

150 ml ¢ 1 cnpuHIOBKA 32 MEPOpaTHU GOpMHU
225 ml ¢ 1 npxuuxa

300 ml ¢ 1 nexuuka

5. HAYUH HA TPUJIATAHE U ITBT(MIIA) HA BBBEK/IAHE

IlepopasiHo npuIIOKEHHE
[Ipenn ynorpeba npoyereTe JIMCTOBKATA.

6. CHELHUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYHE OT IIOTJIEJA U TOCEI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
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‘ 9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla He ce 3ampassBa. [la ce chXpaHsABa B OPUTHHATHATA OMAKOBKA.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPHUAJIM OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HWME U AJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

12. HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/00/161/059 30 ml ¢ 1 npxkuuka

EU/1/00/161/060 50 ml ¢ 1 npxuuxa

EU/1/00/161/061 60 ml ¢ 1 mpxxuuka

EU/1/00/161/062 100 ml ¢ 1 npxuuka

EU/1/00/161/063 120 ml ¢ 1 mpxuuka

EU/1/00/161/064 150 ml ¢ 1 mpxuuka

EU/1/00/161/067 150 ml ¢ 1 cnpuHIIOBKa 32 IepopaiHu HopmMu
EU/1/00/161/065 225 ml ¢ 1 mexuuka

EU/1/00/161/066 300 ml ¢ 1 mpxHr4Ka

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Neoclarityn

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

BYTHUJIKHU OT 30 ml, 50 ml, 60 ml, 100 ml, 120 ml, 150 ml, 225 ml, 300 ml

1. HUME HA JTEKAPCTBEHUS NPOAYKT U IbT(UILIA) HA BbBEK/IAHE

Neoclarityn 0,5 mg/ml mepopainen pasrsop
JIeCIIOpaTauH

2. HAYUH HA ITPUJIATAHE

TlepopanHo npuiioxeHue

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapT. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

30 ml
50 ml
60 ml
100 ml
120 ml
150 ml
225 ml
300 ml

| 6. JIPYTO

I[a HEC CC 3aMpa3ssBa. I[a CC CbXpaHsBa B OpUTr'MHAJIHATA OIIAKOBKA.
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b. IUCTOBKA
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Neoclarityn 5 mg ¢puamupann TaéjaeTku
necnoparaauH (desloratadine)

IIpoyereTe BHUMATEIHO LsJIaTa JIMCTOBKA, MIPEIH 1A 3all04YHeTe 12 IpHeMaTe TOBA JICKapCTBO,

TBhH KaTo T ChAbPKa BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a I IPOYETETe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHU BBIIPOCH, NoNUTaiTe Bamms nekap, papmaneBT win
MEJUIUHCKA CECTpa.

- Toga sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeI, He3aBUCHMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca chluuTe KaTo Bamure.

- AKO TOITyunTe HAKaKBU HEXXEJIaHU peakiyy, yBeaoMmere Bamms nekap, papmaneBt nnn
MEJULMHCKA cecTpa. ToBa BKIIIOYUBA U BCUYKHU Bb3MOKHH HEXKEJIaHU PEaKIUM, HEOIIUCAaHU B
Ta3u JUCTOBKA. Brxre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kaxkso nipencrasisisa Neoclarityn u 3a kakBo ce u3roiizsa
Kaxkso Tpsi0Ba na 3Haere, npenu na npuemere Neoclarityn
Kaxk ma nmpuemare Neoclarityn

Bb3MOXKHHU HEXETaHH PEaKIUU

Kak ma cexpansiBare Neoclarityn

ChIbppKaHKe HAa OMTAKOBKATA M JAOMBJIHUTEIHA HHPOPMAITHS

Uk wd P

1. Kaxkso npeacrasassa Neoclarityn u 3a kakBo ce N31m0J13Ba

Kakso npeancrasiasipa Neoclarityn
Neoclarityn chabpika geciaoparaut, KOWTO € aHTUXUCTAMUH.

Kak neiictBa Neoclarityn
Neoclarityn e mpoTiBoaiepru4Ho JeKapcTBO, KOSTO HE MPUUYHHIBA ChHIMBOCT. To momara 3a
KOHTPOJIMPAHC HAa aAJICPTrUUYHUTE PCAKIIUN U CUMIITOMUTC UM.

Kora TpsioBa na ce usnouassa Neoclarityn

Neoclarityn o6iek4aBa CHMIITOMHTE Ha aIePrUYHUS PUHUT (Bh3MAJICHUE HA HOCHHUTE TBbTHIIIA,
MIPUYUHEHO OT aJIEprusl, KaTo HaIpUMep CEHHA XpeMa MJTH aJieprisi KbM JJOMAIIIeH Mpax) Mpu
BBH3PACTHU U IOHOIIM Ha 12 1 moBeue ronquHy. Te3n CUMITOMH BKIIIOUYBAT KUXaHE, ChbpOex Uin
CEeKpeIysl OT Hoca, ChpOex Ha HeOIIeTo, ChpOeK, 3aUuepBsBaHe MM HACKHI3SIBAHE HA OUUTE.

NeOCIarityn Ce M3I0JI3Ba U 3a 00JIeKUaBaHe Ha CHMIITOMUTE Ha YpTUKapus (C’BCTOS[HI/IC Ha KoOXKarta,
IMPUYIUHCHO OT anepmﬂ). Te3u cuMnToMu BKIIFOYBAT C’Lp6€)K 1 KOIIpUBHA TPCCKaA.

OO0nex4aBaHETO HA T€3M CUMIITOMH MIPOABIDKABA ST AeH ¥ By momara 1a Bb3CTaHOBUTE HOpMaJIHATa

CH ©XEJTHEBHA aKTHBHOCT U CBHHS CH.

2. Kakso Tps0Ba 1a 3HaeTe, npeau Aa npuemere Neoclarityn

He npuemaiite Neoclarityn

- aKo CTe aJepru4HU KbM JIECIIOpaTaiH UM KbM HSKOS OT OCTaHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHM B TOUKA 6), MIIM KbM JIOpATa IHH.

Mpexynpexnennsi u NpeAna3sHu MepKU

T'oBopete ¢ Barust sekap, hapMareBT WM MeIUIIMHCKA cecTpa, nmpeau aa npuemere Neoclarityn
- ako ObOpeuHara Bu GpyHKIMS € BIIOIICHA.
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- ako Bue unu Haxo# ot cemeiicTBOTO B1 € uman repyose.

Jena v roHOImIM
He nagaiite TOBa 1ekapcTBO Ha Jielia Ha Bb3pacT oA 12 roauHu.

Npyru aexapcera u Neoclarityn

He ca ussecthu B3aumoeiicTus mexay Neoclarityn u mpyru nexapctsa.

Hudopmupaiite Bamms mekap wim GpapManeBT, ako preMaTe, HaCKOpo CTe IPHUEMAITH T €
BB3MOJXKHO J1a TIpUeMeTe IPYTH JIeKapCTBa.

Neoclarityn ¢ xpaHa, HAMATKH W AJTKOXOJI
Neoclarityn moske 1a ce mpreMa che win 63 XpaHa.
bbaere BHUMaTeHH, B cinyvail ye mpuemate Neoclarityn u ankoxour.

bpemenHoct, kbpMeHe U pepTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATAaTe, Y€ MOJKE /1a CTe OpeMeHHa WIIH TUTaHupaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap miu gapmaneBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

Axo cTe OpeMeHHa WITH KbPMHTE, HE Ce MpernopbuBa Ja npuemare Neoclarityn.

Jlunicar nannwm 3a hepTUINTETA TIPU MBXKE/)KESHU.

Ilodupane u padoTa ¢ MAIIMHU

He ce ouakBa ToBa JeKapcTBO, U3MOI3BAHO B MPEMOPHUUTEIHATA J1034, J1a TIOBNIUsABA Bamara
CIOCOOHOCT 3a modupaHe win padboTa ¢ MaluHU. BBIIPEeKH Ye MoBEeYEeTO X0pa HEe U3IUTBAT
CBHHJIMBOCT, IMPECIIOPBUYUTEIIHO € Ja HC U3BHPIIBATC ILCI\/'IHOCTI/I, HU3UCKBalllM KOHICHTPALUA Ha
BHUMAaHHUETO KaTo mopupaHe U padoTa ¢ MaIIMHU, JOKATO HE YCTAHOBUTE KaKbB e(DEKT UMa BHPXY
Bac nekapctBoTO.

Neoclarityn Taéaerka cbabpiKa JaKTo3a
Axo Bammsit nekap Bu e kasai, 4e nuMaTe HSMMOHOCHMOCT KbM HSIKOH 3aXapH, CBBPIKETE Ce C HETO,
Ipe/n 1 MPUEMETEe TOBa JICKapCTBO.

3. Kak na npuemare Neoclarityn

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamust nekap nin ¢papmaneBT. AKo He
CTE CUTYpPHHM B HEIO, onuraiire Bamus nexap i gapmanesnT.

Ynorpe6a npu Bb3paCTHU U HOHOIIN HA 12 U MOBeYe TOAUHHI
[IpenopruntenHara 103a € eHa Ta0NEeTKAa BETHEXK JHEBHO C BO/IA, ChC WIIH 0e3 XpaHa.

ToBa j1ekapcTBO € 3a MEPOPATHO MPUIIOKCHHUE.
I'nmbTHETE TabneTKaTa 1A,

ITo oTHOIIEHNE HA IPOIBDKUTEIHOCTTA Ha Kypca Ha JiedeHue, JiekapsaT Bu e onpeneny Buaa
aJIepru4eH PHHUT, OT KOWTO CTpaaaTe, M B 3aBHCUMOCT OT TOBA IIe IPEIeHH KOJIKO BpeMe TpsiOBa 1a
npuemare Neoclarityn.

AKo cTpajare OT HHTEPMHUTCHTCH aJIepruueH PUHHUT (HAJTHYKE Ha CHMIITOMH B IPOIB/DKCHUE HA
[0-MaJIKO OT 4 JIHM CEIMUYHO WJIM B IPOIB/DKCHUE HA MO-MAJIKO OT 4 ceaMMITH), Bammust iekap mie
Bu npenoprya cxema Ha JiedeHue, Cho0pa3eHa ¢ JaHHUTE 3a Xo/1a Ha OosecTra Bu.

AKoO cTpajare OT HepCUCTUPAIIl AJICPTUYCH PUHHT (HAJIMYKME HA CHMIITOMH B TIPOBIDKEHUE Ha 4 HITH
HOBeYe THU CEIMUYHO M B MPOIABIDKEHHE Ha TIOBeYE OT 4 ceIMUIIN), Bamusr ekap Mmoxe ja Bu
npernopbya No-MpoAbIHKUTEITHO JICUCHHE.

[Ipu paznuuHUTE MAMEHTH C YPTUKAPUS MOJKE J1a Ce Hajlara pa3judHa IpOIbDKATETHOCT Ha
JIEUCHUETO U [10pajX TOBa TPsIOBa Jla cria3BaTe [IPENOPbKUTE HA JIEKaps CH.
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AKo cTe mpueJIU MoBeve 0T HeodxoaumaTa no3a Neoclarityn

ITpuemaiite Neoclarityn camo taka, kakto Bu e npennucan. [Ipu ciyvaiiHo mpemgo3upane He ce
OYaKBaT cepuo3Hu nmpobiemu. Bee mak, ako B3emere mo-Brcoka go3a Neoclarityn ot npeanucanara
Bu, nocwBeTBaiiTe ce Beanara ¢ Bamus nekap, hapmaneBT Wid MEIUIIMHCKA CECTpa.

Axo cte npomycHaau 1a npuemere Neoclarityn

AKko 3a0paBuTe 1a IpUEMETE J103aTa CU HaBpeMe, IPUEMETe S P ITbPBa Bb3MOXKHOCT, CJIE KOSTO
MpoAbJDKETE NMprUemMa rno npeanucanata Bu cxema. He B3emaliTe qBoiHa 1032, 3a 1a KOMIIEHCUpATE
MpOITyCHATaTa J03a.

AKko cTe cripesu npuemMa Ha Neoclarityn
AKO UMaTe HSIKaKBU JOIBJIHUTEIHH BBIIPOCH, CBBP3aHH ¢ yIoTpebara Ha TOBA JIEKAPCTBO, IIOMHUTANTE
Bammus nekap, ¢papManeBT WM MEJUIIMHCKA CECTpa.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jia IIPECAN3BUKA HEXKECIIAHU PCAKIIUU, BBIIPEKU Y€ HE
BCCKH T'U IIOJTy4aBa.

ITo Bpeme Ha mocTMapkeTuHroBusi neproa Ha Neoclarityn, MHoro psiako ca cho0IIaBaHu ClTydan Ha
TEKKH aJIePrHYHU PEaKluu (3aTPyAHCHO THIIaHe, XPUIIOBE, ChPOESK, YPTUKAPHS U OTOK). AKO
3a0eNeKHuTe HIAKOS OT TE3H CEPUO3HU HEKETIaH! PeaKiiy, IpeKpaTeTe mpueMa Ha JIEKapcTBOTO U
HOTBPCETE CICIICH ChBET OT JIeKap He3a0aBHO.

[Tpy KMTMHUYHY IPOYYBaHMS NPH B3PACTHU HEXXEIAHUTE PEAKLIUH Ca IPAKTUYECKU CHIINUTE KaTO MPH
npueM Ha maneo. Bee mak, HexxenaHu peakluy, 3a KOUTO ce ChoOIIaBa Mo-4ecTo, OTKOJIKOTO MPU
IpueM Ha mianedo, ca OTIaAHaAIOCT, CyX0Ta B ycTara U riaBodosnue. Ipu roHomuTe, Haif-uecto
choOIIaBaHaTa HEXKENaHa Peakys € rJ1aBoOoIue.

I[Mpu knuHMuHE npoyuBanus ¢ Neoclarityn ciennute HexxenaHu peakivu ca ChOOIIaBaHU KaTo:

UYecru: criieqauTe peakuu Morat na 3acerHat 1o 1 Ha 10 gymm

° yMopa
° CyXO0Ta B yCTaTa
° ri1raBo0oJIE

ITo BpeMe Ha TOcTMapKeTHHTOBHs Tiepro,] Ha Neoclarityn ca crobmmaBanu ciieiHUTE HEXETaHN
PEaKIuH:

MHoro peaiKu: CieaHnUTe peakiwpu MoraT ja 3acerHar ;1o 1 Ha 10 000 gymu
TEXKH AJICPTHUHH PEAKIINU

00puB

ChpIieOHEHE WM HEMPABUIIEH ChPICUEH PUTHM
YCKOPEH ChPJICUCH PUTHM

OoJka B croMaxa

rajieHe

TOBPBIIAHE

pascTpoeH cToMax

JHaApHs

3aMastHOCT

CHHIIUBOCT

Oe3chHIe

MYyCKyJTHa 60JKa

XaJIIOIMHAIIMHA

TPUTATBIN

0E3MOKOMCTBO ChC 3aCHyICHA JIBUTATEHA AaKTUBHOCT
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° BB3MAIICHNE HA YSPHUS P00
OTKJIOHEHHE B YePHOIPOOHHTE TIOKA3ATEIH

C Heu3BecTHA YECTOTa: OT HATMYHUTE JIAaHHU HE MOJKE J1a ObJIc HallpaBeHa OIICHKA Ha 4eCTOoTaTa
HeoOWyYaifHa ciabocT

MOXKBJITSIBAaHE HAa KOXKATa W/WIIH OUNTE

MOBHIIIEHA YyBCTBUTEIHOCT HAa KOXKaTa KbM CI'bHUEBA CBETIIMHA, IOPH U B 00J1a4HO BpeMe, U
kbM UV (ynTpaBuoneroBa) cBeT/InHA, HanmpuMmep KpM UV CBETIIMHATA B CONIAPHYM
TIPOMEHU B CHPIICYHUS PUTHM

HEOOWYAHO MMOBEICHUC

arpecust

YBEJIMYEHO TETJI0, YBEJIMYEH areTUT

JIETIPECUBHO HACTPOCHUE

CyX0Ta B OUHUTE

HEM3BECTHA YECTOTa: OT HATMYHUTE JaHHU HE MOXe Ja ObJic HalpaBeHa OlEHKa Ha YecToTaTa
3a0aBeH ChPJCUCH PUTHM
HPOMSIHA B CHPACYHHS PUTHM
HEOOHMYaiHO MOBEJCHNE
arpecust

e 0o 0 0 N

Chol0maBaHe HA HesKeJIAHH PeaKIuu

AKO TIOJTyYuTe HAKAaKBU HEXKEJIaHU JICKAPCTBCHH PEeaKIyu, yBenomere Barus nekap, papMaieBT win
MeIUIuHCKa cecTpa. ToBa BKIIIOYBAa BCHYKH Bb3MOYKHI HEOITMCAHU B Ta3W JIMCTOBKA HEXKEIAHH
peaxknuu. MoxeTe ChIIO J1a ChOOIINTE HEXKEIAHN PEaKLUU TUPEKTHO Ype3 HAlMOHATHATA CUCTEMa 32
cbo01maBane, nocoueHa B [punoxenue V. Karo crobmaBare HexxemaHn peakliuy, MOKETe J1a JaJeTe
CBOSI IPUHOC 3a MOJIyyaBaHe Ha OBe4e MH(POPMAIK OTHOCHO 0€3011aCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Neoclarityn

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a ACHA.

He uznon3Baiite TOBa JIEKapCTBO CJIE]l CPOKA Ha TOHOCT, OTOENsI3aH BEPXY KapTOHEHATA OMAaKOBKA U
ommmcrepa cien ,,I'onen m0:“. CpoKbT Ha TOJHOCT OTrOBapsi Ha TIOCTIEIHUS JIEH OT TIOCOYEHUS MECEII.

Ha ue ce cexpansa Hax 30°C. Jla ce chXpaHsBa B OpUTHHAIIHATA OTTAKOBKA.
He n3non3BaiiTe TOBa JIeKapCTBO, aKo 3a0eJIeKUTE IPOMSHA BbB BBHHIIHUS BHJI HA TAOJIETKUTE.

He HSXB’LpHﬂﬁTC JICKApCTBATA B KaHAJIM3aluATa UJIu B KOHTeﬁHCpa 3a JOMAalllHM OTIIaaAbIIn.
Ilonuraiite Bamms Q)apMaueBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Tes3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC HAa OKOJIHATa Cpea.

6. Cl,m,pma}me Ha onmaKoBKaTa M J0IIbJHUTEC/IHA I/IH(l)OpMaIll/lfl

Kakso cpasp:axa Neoclarityn

- AKTHUBHOTO BEIIECTBO € JIeCIopaTaanH 5 Mg.

- Jlpyrute cbCTaBKHU Ha TablieTKaTa ca KallueB XuaporeHpochar TUXuapar, MUKPOKPHCTAIHA
LeIyJ103a, HapeBUYHa cKopOsiiia, Tank. OOBMBKaTa Ha TaOneTKaTa ChIbpka GUIM (ChIBbPIKALLI
JaKkTo3a MOHOXHUApAT (BukTe Touka 2 ,,Neoclarityn Tabnerka chabpka nakros3a“),
XUTIPOMEII03a, TUTAHOB AuoKcua, Makporoi 400, nagurotud (E132)), mpo3padna oOBuBKa
(cpapprkarma xumnpomenosa, Makporon 400), kapHayOCKH BOCHK, OST BOCHK.
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Kak n3raexaa Neoclarityn u kakBo cbIbpiKa 0NaKOBKaTa

Neoclarityn 5 mg dunmupana tabiaeTka € CBeTIOCHHS, KPbIia, C U3ITbKHAIO pesieHO 03HAYCHHE Ha
U3IBIDKCHH OYKBH ,,S5” 1 “P” 0T eHaTa cTpaHa ¥ IIajKa OT ApyraTa CTpaHa.

Neoclarityn 5 mg ¢bunmupanu Tabnetku ca onakoBanu B onmctepu ot 1, 2, 3, 5, 7, 10, 14, 15, 20, 21,
30, 50 wim 100 TabmeTku.

He BcHyky BHJIOBE OMAKOBKH MOTAT Jia ObJaT IIyCHATH Ha Ma3apa.

IIpuTe:kaTes Ha pa3pellieHHETO 32 YNIOTPe®a U MPOU3BOIUTE]
[IputexxaTen Ha pa3pemieHreTo 3a yrnorpeoda:

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

IMpomseoauren: Organon Heist bv, Industriepark 30, 2220 Heist-op-den-Berg, benrus.

3a JOBIHKUTENHA HHPOPMAITUS OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
NpPEICTaBUTEN HAa MPUTEKATENs Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Organon Belgium Organon Pharma B.V. Lithuania atstovybé
Tél/Tel: 0080066550123 (+32 2 2418100) Tel.: + 370 52041693
dpoc.benelux@organon.com dpoc.lithuania@organon.com
Buarapus Luxembourg/Luxemburg

Opranon (M.A.) B.B. - xon bearapus Organon Belgium

Ten.: +359 2 806 3030 Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.bulgaria@organon.com dpoc.benelux@organon.com

Ceska republika Magyarorszag

Organon Czech Republic s.r.o. Organon Hungary Kift.

Tel.: +420 233 010 300 Tel.: +36 1 766 1963
dpoc.czech@organon.com dpoc.hungary@organon.com
Danmark Malta

Organon Denmark ApS Organon Pharma B.V., Cyprus branch
TIf: +45 4484 6800 Tel: +356 2277 8116
info.denmark@organon.com dpoc.cyprus@organon.com
Deutschland Nederland

Organon Healthcare GmbH N.V. Organon

Tel: 0800 3384 726 (+49 (0) 89 2040022 10) Tel.: 00800 66550123 (+32 2 2418100)
dpoc.germany@organon.com dpoc.benelux@organon.com

Eesti Norge

Organon Pharma B.V. Estonian RO Organon Norway AS

Tel: +372 66 61 300 TIf: +47 24 14 56 60
dpoc.estonia@organon.com info.norway@organon.com

EMGda Osterreich

N.V. Organon Organon Healthcare GmbH

TnA: +30-216 6008607 Tel: +49 (0) 89 2040022 10

dpoc.austria@organon.com
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Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Tél: +33 (0) 1 57 77 3200

Hrvatska

Organon Pharma d.o.o.
Tel: +385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

island
Vistor hf.
Simi: +354 535 7000

Italia

Organon ltalia S.r.I.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvnpog

Organon Pharma B.V., Cyprus branch
TnA: +357 22866730
dpoc.cyprus@organon.com

Latvija

Arvalsts komersanta “Organon Pharma B.V.”

parstavnieciba
Tel: +371 66968876
dpoc.latvia@organon.com

Polska

Organon Polska Sp. z o.0.
Tel.: +48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.

Tel: +351 218705500
geral_pt@organon.com

Roménia

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica
Ljubljana

Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. 0.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com

United Kingdom (Northern Ireland)
Organon Pharma (UK) Limited

Tel: +44 (0) 208 159 3593
medicalinformationuk@organon.com

JlaTa Ha MoCJIeIHO npepasriexaane Ha gucroBkata <{MM/I'TTT}> <{mecen I'TTT}>

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6ca1‘/'ITa Ha EBpOH@ﬁCKaTa arcHuus
1o JiekapcTBaTa https://www.ema.europa.eu.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManMeHTa

Neoclarityn 0,5 mg/ml nepopaJjien pa3TBop
necnoparaauH (desloratadine)

IIpoyereTe BHUMATEIHO LsJIaTa JIMCTOBKA, IIPEIM 1A 3all0YHeTe Ja IpHeMaTe TOBa JIeKapCTBO,
TBhH KaTo T ChAbPKa BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a I IPOYETETe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, NonuTaiTe Bamms nexap, papmaneBT win
MEJUIUHCKA CEeCTpa.

- Toga sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIy, He3aBUCUMO Y€ IIPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca chluuTe KaTo BamuTe.

- AKO TOITyunTe HAKaKBU HEXXKEJIaHU peakiyy, yBeaoMmere Bamus nekap, papmaneBt nnn
MEJULMHCKA cecTpa. ToBa BKIIIOYBA U BCUUKU Bb3MOKHU HEXEIAHU PEaKIIUK, HEONMCAHU B Ta3U
TUCTOBKA. BrkTe Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kaxkso nipencrasisia Neoclarityn nepopaiieH pa3tBop U 3a KakBO Ce H3II0JI3Ba
KakBo Tpsi6Ba 1a 3Haere, npeau aa mpuemere Neoclarityn mepopanen pastsop
Kaxk ma npuemare Neoclarityn mepopaen pastsop

Bb3MOXKHHM HEXKeETaHH PEaKIun

Kak ma cexpansisare Neoclarityn mepopanen pastsop

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

Uk wd P

1. KakBo npeacraBasia Neoclarityn mepopasien pa3TBop u 3a KAKBO ce H3M0J13Ba

Kakso npeancrasiasipa Neoclarityn
Neoclarityn chabpika aeciaoparaaut, KOUTO € aHTUXUCTAMHH.

Kak aeiictBa Neoclarityn
Neoclarityn nepopaien pa3rBop € IpOTHBOAICPTHYHO JIEKAPCTBO, KOSTO HE IPHUYMHSIBA CHHIUBOCT.
To nomara 3a KOHTPOJIMPAaHC Ha aJICPrUUYHUTE PCAKIIUU U CUMIITOMUTEC UM.

Kora TpsioBa na ce usnouassa Neoclarityn

Neoclarityn nepopaieHn pa3rBop o0jiek4aBa CHMIITOMHUTE Ha aJepPrHYHUs PUHUT (Bb3MAJIICHUE HA
HOCHUTC IIbTHUIIA, IPUYUHCHO OT aJICPrus, KaTo HaIpUMEP CCHHA XpeMa WK aJICprusd KbM JOMAlICH
npax) Ipu Bb3pacTHH, I0HOIIX U Jiena Ha | 1 moBede ronquHu. Te3n CUMIITOMH BKJIIOYBAT KUXAHE,
ChpOeX WIH CEeKpelysi OT Hoca, ChpOexk Ha HeOIeTo, ChpOeK, 3auepBsBaHe WM HACHI3SIBAHE HA
OUuTE.

Neoclarityn nmepopayien pa3TBop ce M3M0JI3Ba U 3a 00eKYaBaHe Ha CUMIITOMUTE HAa YPTHKAPHUS
(cbcTostHME HA KOXKaTa, MPUYMHEHO OT ayeprus). Te3n CHMIITOME BKJIIOUBAT ChpOEX M KOIPHUBHA
Tpecka.

O0eKYaBaHETO HA TE3W CUMITTOMU ImpoabKaBa Ol ICH U Bu momara Jla Bb3CTaHOBUTC HOpMaAJIHATa
CH €XKXCIHCBHA aKTHUBHOCT U CHbHS CH.

2. KakBo TpadBa n1a 3HaeTe, npeau A1a npuemete Neoclarityn nmepopanen pa3Tsop

He npuemaiite Neoclarityn nepopasien pa3rsop

- aKO CTC aJICPIruYHU KbM JACCIopaTaauH, UJIU KbM HIAKOSA OT OCTaHAJIUTE CbCTAaBKU HA TOBA
JeKapcTBO (M30pOEHH B TOUKA 6), HITH KbM JIOpATa IHH.
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IpenynpeskaeHus U NpeANnasHu MepKHU

T'oBopere ¢ Bamus ekap, hapMaleBT WM MeIUIMHCKA cecTpa, mpeau aa npuemere Neoclarityn
- ako 6pOpeuHara Bu ¢yHKIMS € BIOLICHA.

- ako Bue unu HaKol OT ceMelicTBOTO Bu € uMan repyose.

Jeua v roHOIIN
He naBaiite ToBa IekapCcTBO Ha Jielia HA BB3pacT Hoj 1 roauHa.

Npyru aexapcera u Neoclarityn

He ca u3Becthu B3aumoseiicteus mexay Neoclarityn u npyru nekapcrsa.

Nudopmupaiite Bams iekap win GpapMarieBT, ako IpueMare, HACKOpO CTe IPHEMaIH UITH €
BB3MOXKHO JIa IPHEMETE JIPYTH JIEKapCTRa.

Neoclarityn mepopaJieH pa3TBop ¢ XpaHa, HAMUTKH U aJTKOXO0JI
Neoclarityn moske ma ce mpreMa che win 63 XpaHa.
Bbbere BHuMarenHu, B cirydaii ue npuemare Neoclarityn u ankoxont.

BpeMeHHOCT, KbpMeHe U (pepTHIUTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
HochBeTBalTe ce ¢ Bamus nexap minu hapmaneBT npeay ynorpedara Ha TOBa JIEKapCTBO.

Axo cTe OpeMeHHa WM KbPMHTE, HE ce IpernopbuBa 1a npruemare Neoclarityn nepopaien pa3rsop.
Jlunicar nannwm 3a hepTUINTETA TIPU MBXKE/)KESHU.

Ilodupane u padoTa ¢ MAIIMHU

He ce ouakBa ToBa j1€eKapCcTBO, U3MOI3BAHO B IIPEMIOPHUUTEIHATA 1034, 1a TIOBIMsABa Bamara
CIocoOHOCT 3a modupane win padoTa ¢ MaluHU. BBIIPeKn de moBevYeTo Xxopa He U3IMUTBAT
CBHHJIMBOCT MPEMOPHUYUTEINHO € J1a He U3BBPIIBATE JEHHOCTH, N3UCKBAIINA KOHIICHTPALIUS Ha
BHUMAaHHUETO KaTo modupaHe U padoTa ¢ MallIMHU, JOKATO HE YCTAHOBUTE KaKbB e(peKT MMa BbpXY
Bac nexapcrBoTo.

Neoclarityn mepopaJien pa3TBop chabp:ka copouton (E420)
Toga nekapcTBo chabpska 150 mg cop6uron (E420) BbB BCEKH MIUTHIMTBD MEPOPAJICH pa3TBop.

CopOuToabT € U3TOYHUK Ha (PpykTo3a. Ako Bamusat nexap Bu e kazan, ue Bue winu Bamero nere
MMaTe HEMMOHOCUMOCT KbM HSIKOM 3axapy uiu Bu e mocTtaBeHa [uarHosa HacleACTBEHAa HEMOHOCUMOCT
KbM (PYKTO3a, PSAAKO TeHETUYHO 3a00IIsIBaHe, IPHU KOETO XOpaTa He MOTaT J1a pa3rpaKaar
¢dpykTo3ata, roBopere ¢ Bamms ekap npeau Bue unn Bamrero gere na npuemete wiu na Bu 0b1e
IIPUWIOKEHO TOBA JIEKAPCTBO.

Neoclarityn mepopaJjien pa3TBop cbabp:ka npomuiaenraunkos (E1520)

Tosa nmexapcetBo chappika 100,19 mg npomunenriukon (E1520) BbB Bcekrt MATHITUTBD TEpoOpaieH
pasTBOD.

Neoclarityn mepopaJjieH pa3TBop chIbp:Ka HATPHIA

ToBa JilekapcTBO ChIBpIKa MO-Mainko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. MOXKE Ja ce Kaxe, e

MPAKTHUYCCKU HE CbAbPIKA HanHﬁ.

Neoclarityn mepopaJieH pa3TBop CbIbpikKa G€H3UJI0B AJTKOXOJ
Tosa nexapctBo chabpka 0,375 My OEH3MIIOB AIKOX0J BbB BCEKH MUJIHITUTHP IEpOpalieH pa3TBop.

beH3nnoBHAT aTKOXOII MOXKE Ja IpUYIWHU AJICPTUYHU PCAKIIUU.

[a He ce u3mo3Ba 3a IOBEYE OT €IHA CEAMUIIA IIPY MAJIKH Jielia (Ha Bb3pacT MoJ 3 TOIMHH), OCBEH
aKo He e IpenopbuaHo oT Bamus nexap uinu GpapmarieBT.
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OO0bpHETE ce KbM Barius jtekap win gpapMalieBT 3a ChBET, aKO UMaTe 3a00J1sBaHe Ha ObOpELUTE MU
yepHHUs Apo0, 3aI0TO TOJIEMH KOJINYeCTBa OCH3MIIOB AJIKOXOJI MOTAT Jla ce HATPyMar B opranu3Ma Bu
Y MOXeE J1a IPUIHHAT HeXeIaHa peakius (HapeueHa ,,MeTaboIMTHa anua03a’).

O0BpHETE ce KbM Bamms nekap win (hapMarieBT 3a ChBET, aK0O CTe OpeMeHHa MIIH KbPMHUTE, 3aI0TO
rOJIEMHU KOJMUYeCTBa OCH3UIIOB aIKOXOJI MOTaT Jia Ce HATPYIAaT B opraHu3mMa Bu u Moxe Ja MpUIHHAT
HE)XenaHa peakuus (HapeyeHa ,,MeTabOJMTHA alumo3a‘).

3. Kak na npuemate Neoclarityn nepopasien pa3rBop

Bunarum npuemaiite ToBa JIEKapcTBO TOYHO KakTO Bu e ka3zan Bammst ekap niu GpapmamneBT. AKO He
CTE CUTYPHH B HEIIO, MonuTaiite Bamms nekap win hapmanesT.

Ynorpeda npu gena

Jena ot 1 1o 5 roguHm:

[Ipenopbunrtennara qo3a e 2,5 ml (IrbJiHa 10 MOJIOBUHATA MEPUTENHA IBKUYKa OT 5 Ml) oT
HEPOPATHUS Pa3TBOP BEAHBK JHEBHO.

Jema ot 6 no 11 rogunwu:
[Ipenopbunrtennara qo3a € 5 ml (exna MeputenHa Tpkudka oT 5 Ml) OT mepopanHust pa3TBOP BEAHBIK
JTHEBHO.

Ynorpe6a npu Bb3pacTHU U HOHOIIM HA 12 W MOBeYe TOAUHHA
INpenoppunrtennara qo3a e 10 ml (qBe mepurentu mmxuukd oT S Ml) OT mepopaHust pa3TBOP BEIHBK
JTHEBHO.

AKO NepopaHUAT Pa3TBOP Ce JOCTaBs C MEPUTENHA CIIPUHIIOBKA 32 IIEPOpaIHU (POPMHU, MOXKE 1A
M3I0JI3BATE U HEesl, 32 Ja OTMEPHUTE CHOTBETHOTO KOJIMYECTBO IIEPOPATICH PA3TBOP.

ToBa j1ekapcTBO € 3a MEPOPATHO MPUIIOKECHHUE.

Cnen xato MMpUEMETE 103aTa ICPOPAJICH pa3TBOP, M3IHUNTE MAJIKO BoJia. MoJkeTe Ja N3I0I3BaTe
JICKApPCTBOTO HE3aBUCHUMO OT IpHYEMaA Ha XpaHa.

ITo oTHOIIEHNE Ha MIPOBIHKUTEIHOCTTA HA Kypca Ha JIeueHHe, JekapaT Bu 1ie onpeneny Buia
aJIepruyeH PUHUT, OT KOMTO CTpajare, M B 3aBUCUMOCT OT TOBA III¢ MPEIICHN KOJIKO BpeMe Tpsi0Ba aa
npuemare Neoclarityn mepopaien pa3tsop.

AKO cTpagate OT MHTEPMUTEHTEH aJlepTU4eH PUHUT (HAIM4YHe Ha CUMIITOMH B IIPOJIBIDKEHHE Ha T10-
MAaJKo OT 4 THA CEMUYHO WJIH B MPOABIDKCHHUE Ha MO-MaJIKO OT 4 ceamuiin), Bamust nexap me Bu
mpernopbrYa CXxema Ha JieueHue, cho0pa3eHa ¢ JaHHUTE 3a X0]1a Ha OoJiectTa Bu.

AKO cTpajare OT NMePCUCTHPAIIl alleprHUeH PUHUT (HATMYKE HAa CUMIITOMU B IPOABIDKEHUE HA 4 WK
MOBeYe JIHUA CEJIMUYHO U B IIPOIBIDKCHHE Ha MOBeYE OT 4 ceMuIn), Bammsr iekap moxe na Bu
Mpenophia MO-MPOTBIIKUTEITHO JICUCHHUE.

HpI/I PAa3JINYHUTC MMALIUCHTHU C YPTHUKAPUA MOKE 1a C€ Hajlara pa3jinyHa NpOAbJIKUTCIHOCT Ha
JICYCHUCTO U ITopaar TOBa TpH6Ba Jla Cria3BaTe MpEOPBKUTE Ha JICKaps CH.

AKo cTe mpHeJu MoBeve 0T HeoOxoaumata qo3a Neoclarityn mepopasien pa3rsop

ITpuemaiite Neoclarityn nepopasien pa3rBop camo Taka, kakto Bu e npenmnucan. [Ipu ciydaitHo
Hpeo3upaHe He Ce OUaKBaT CepHo3HU mpobiemu. Bee mak, ako B3emere no-Brcoka j1o3a Neoclarityn
nepopaJieH pa3TBop OT npexanucanata Bu, mockBeTBaiiTe ce BenHara ¢ Bamms siekap, ¢papmaneBT uiu
MEAMIHMHCKA CECTpa.
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AKo cTe npomycHaau 1a npuemete Neoclarityn mepopajien parsop

Axo 3abpaBuTe na npuemerte no3ata cu Neoclarityn HaBpeme, npuemere st mpu MbpBa Bb3MOKHOCT,
CJeJl KOETO IPOABbIDKETE NpueMa 1o npeanucanara Bu cxema. He B3umaiite qBoiHA 1034, 32 1a
KOMIIEHCHpATe IIPOIlyCHATaTa 103a.

AKko cTe cripesu npuema Ha Neoclarityn nepopasien pa3Tsop
AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, CBBP3aHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MMOMTUTANTE
Bammst nekap, papmaneBT Wim METUITHCKA CECTpa.

4, Bb3MOKHN HeKeJTaHU PeaKIun

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPECAMN3BHUKA HEIKCIaHU pCaKIIMH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

ITo Bpeme Ha mocTMapkeTHHroBuHs mepro Ha Neoclarityn, MHOro psiiko ca choOIIaBaHu Claydan Ha
TEKKH aJIEPTUYHH PEaKLIUH (3aTPyIHEHO TUILIaHEe, XPHUIIOBE, ChPOESK, YPTUKAPHUSI B OTOK). AKO
3a0eNIeKNUTE HAKOS OT TE3U CEPUO3HM HEXKEJIAaHU PEaKLUH, IPeKpaTeTe IpueMa Ha JISKapCTBOTO U
MOTBPCETE CIIEIIECH ChBET OT JIEKap He3a0aBHO.

IIpu KIMHUYHU TPOYYBAHUS MIPU [TOBEUETO Jela ¥ Bh3PACTHU HEKENaHNUTE PEaKuy ca MPaKTHIECKU
CBINUTE KaTO MpHY IIpHeM Ha Ir1arebo moxa ¢oopMaTa Ha pa3TBOp Wi TabieTka. Bee mak, mpu gera mox
2 TOIVHY B CPaBHEHHE C IUIae00 MO-4YeCTH HEKENaH! Peakluy ca JUapHus, IOBUILEHA TeMIIepaTypa u
Oe3chHUE, IOKATO MPH BH3PACTHHU - OTIIAJHAIOCT, CyX0Ta B yCTaTa U IIaBoboIue.

I[Mpu xnuanuHK npoy4uBanus ¢ Neoclarityn cieaHuTe HexenaHu peakiiu ca ChoOIaBaHU KaTo:

Yectu: cieqHuTe peakmy MoraT Jia 3acersHat 1o 1 Ha 10 gymm

° yMopa

° CyXO0Ta B ycTaTta
° rjaaBo0osIne
Leua

Yectu npu Aenia Ha Bb3pacT MO 2 TOJWHU: CIEAHUTE peakliu Morat Aa 3acertar o 1 Ha 10 nema
° JHapus

° HOBHIIICHA TEMIIEpaTypa

° Oe3chbHME

ITo Bpeme Ha mocTMapkeTHHIOBHsI Tieprox Ha Neoclarityn ca cho0iiaBanu clieHUTE HEXKeTaH!
peaKIuu:

MHoro penku: ciaeqHuTe peakiuu Morar jia 3acersar g0 1 Ha 10 000 qymm
TEXKH aJIEPTUYHU PEaKIUu

o0puB

ChpIICOVCHE WITH HEMPABHUJICH CHPJICUCH PUTHEM
YCKOpEH ChPJICYCH PUTHM

0oJIKa B cTOMaxa

rajieHe

TOBPHIIIaHE

pa3cTpoeH cToMax

Juapust

3aMastHOCT

CBHJIMBOCT

0Oe3chbHHuE

MYyCKyJTHa 60JKa

XaJIFOLIMHALIUU

MpUIIaIbIN
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0E3MOKOMCTBO ChC 3aCHiICHA JIBUTATEIHA AaKTUBHOCT
BB3MAIICHNE HA YSPHUS P00
OTKJIOHCHHUE B YePHOIPOOHUTE IMOKA3aTEIIN

C Hem3BecTHA YECTOTa: OT HATMYHUTE TaHHU HE MOJKe J1a Ob/le HallpaBeHa OIIEHKa Ha YeCcTOoTaTa

° HeoOWJaiHa cnabocT

° MOXBITSABAHE HA KOXKATA W/UIH OYUTE

° MTOBHIIIEHA YyBCTBUTEITHOCT Ha KOXKaTa KbM CI'bHUEBA CBETINHA, JOPH U B 00JIa9HO BpeMe, U
kbM UV (ynTpaBuoneroBa) cBeT/InHA, HanmpuMmep KbM UV CBeTIIMHATA B CONIAPHYM

° MPOMEHH B ChPJCYHHUS PUTHM

° HeoOHYaiHO TTOBEACHUE

° arpecus

° YBEITUYEHO TETJIO, YBEIMUCH arleTUT
° JICTIPECUBHO HACTPOCHHE

° CyXO0Ta B OYUTE

Jena

C Hew3BecTHA YeCTOTa: OT HATMYHUTE JJAHHU HE MOXe J1a ObJie HapaBeHa Ol[CHKA Ha Y4ecToTaTa
° 3a0aBeH ChPJCUCH PUTHM

o IIPOMsHA B CHPACYHUS PUTHM

° HeoOHYaiiHO TTOBEACHNE

° arpecus

Chol0maBaHe HA HesKeJIAHH PeaKIuu

AXO moTyunTe HAKAaKBU HEKEJIAaHU JICKAPCTBEHH peakiuy, yBegomeTe Bamus ekap, papmaneBT nim
MeIUIuHCKa cecTpa. ToBa BKIIIOYBAa BCHYKH Bb3MOYKHI HEOITMCAHU B Ta3W JIMCTOBKA HEXKEIAHH
peakiy. MoxeTe ChIIo Ja ChOOIIUTE HEXKENaHU PEeaKUU JUPEKTHO Ype3 HAllMOHAJIHATa CHCTEMa 32
cbo01maBane, nocoueHa B [punoxenue V. Karo crobmaBare HexxenaHn peakliuy, MOKETe J1a JaJieTe
CBOSI IPUHOC 3a MOJTyYaBaHe Ha MOBeYe HHPOPMAIMS OTHOCHO 0€3011acHOCTTa HA TOBA JIEKAPCTBO.

5. Kak n1a coxpansiBate Neoclarityn nepopaJsien pa3rsop

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

He u3non3BaiiTe ToBa JIEKapCcTBO Clie]] CPOKA HA TOJHOCT, OTOCINA3aH BPXY OyTHIKATa clie ,,[ o/icH
110:*“. CpOKbT Ha TOJHOCT OTTOBApPS HA MOCIESIHUS JIEH OT ITOCOUYEHHUS MEeCell.

I[a HE C€ 3aMpa3ssBa. I[a CC CbXpaHsBa B OpUTr'MHAJIHATA OIIAKOBKA.

He u3nomn3BaiiTe TOBa JIEKapCcTBO, aKko 3a0€NIeKUTE MPOMSHA BbB BHHITHHS BHUJ] HAa IEPOPATTHUS
pasTBop.

He H3XB’pr$II7[T€ JICKapCTBaTa B KaHaIM3aluATa Uiu B KOHTeﬁHepa 3a JOMalIHH OTIIaaAbI .
Ilonuraiite Bamms Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Tes3n
MCPKHU 1€ CIIOMOIrHAT 34 OIla3BaHC HA OKOJIHATa Cpeaa.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTETHA HHOpManus

Kaxkso chabp:ka Neoclarityn mepopasen pasrsop

- AKTHBHOTO BEIIECTBO ¢ aecioparaaus 0,5 mg/ml.

- Jlpyrute chCTaBKM Ha repopaiHus pa3rBop ca copouton (E420), npormnenriukon (E1520)
(BmxTe Touka 2 ,,Neoclarityn nepopasen pa3rBop chabpka copoutos (E420) v nponHIeHTTHKOI
(E1520)%), cykpamosa (E 955), xunpomenosza 2910, HaTpreB IUTPAT AUXHUIPAT, ECTECTBEHH U
U3KYCTBEHHU apOMaTH3aTOpH (apoMaT Ha IbBKa, KOWTO ChABbpka npomnmwieHraukoln (E1520) u
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OeH3miIoB amkoxoi (Brkre Touka 2 ,,Neoclarityn mepopaien pastBop chabp:ka OEH3UIOB
anKoxoi)), 6e3B0/IHA TMMOHEHA KUCEITMHA, TMHATPHUEB €IETAT M PEYUCTEHA BOJIA.

Kaxk n3rae:xaa Neoclarityn mepopajieH pa3TBop M KaKBO ChAbP:Ka ONAaKOBKAaTa
Neoclarityn mepopaien pasTBop e OuCTBp, O€3LBETEH PA3TBOP.

Neoclarityn nepopaien pa3tBop e Haauuen B 0ytuiku ot 30, 50, 60, 100, 120, 150, 225 u 300 ml, ¢be
3amyIanka 3al|TeHa oT JAea. BbB BCHUKH OMAaKOBKH, ¢ H3KIIIOUEHHE Ha Ta3u oT 150 ml, uma
MEpHUTEIIHA THKAYIKA ¢ AeseHns 3a 2,5 ml u 5 ml. B omakoBkara ot 150 ml uma wim MepuTeHa
CIPUHIIOBKA 3a MEPOPATHU (GOPMH, UM MEPUTETHA JILKUYKA ¢ fenenus 3a 2,5 ml u 5 ml.

He Bcuuku BuoBe OMakoBKH MoraT Ja ObJaT MyCcHATH Ha Ha3apa.

IIpuTexkaTes Ha pa3penieHHETO 32 yNOTPe®a M MPOM3BOIUTE]
IIputexxaTen Ha pa3pemieHreTo 3a ynorpeoda:

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

IMpoussoauren: Organon Heist bv, Industriepark 30, 2220 Heist-op-den-Berg, benrusi.

3a gombaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJIs, CBBPXKETE CE€ C JIOKAIHUS
NPEACTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelieHUETO 3a yHnoTpeoa:

Belgié/Belgique/Belgien Lietuva

Organon Belgium Organon Pharma B.V. Lithuania atstovybé
Tél/Tel: 0080066550123 (+32 2 2418100) Tel.: + 370 52041693
dpoc.benelux@organon.com dpoc.lithuania@organon.com
Boarapust Luxembourg/Luxemburg

Opranos (M.A.) B.B. - xion beirapus Organon Belgium

Ten.: +359 2 806 3030 Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.bulgaria@organon.com dpoc.benelux@organon.com

Ceska republika Magyarorszag

Organon Czech Republic s.r.o. Organon Hungary Kift.

Tel.: +420 233 010 300 Tel.: +36 1 766 1963
dpoc.czech@organon.com dpoc.hungary@organon.com
Danmark Malta

Organon Denmark ApS Organon Pharma B.V., Cyprus branch
TIf: +45 4484 6800 Tel: +356 2277 8116
info.denmark@organon.com dpoc.cyprus@organon.com
Deutschland Nederland

Organon Healthcare GmbH N.V. Organon

Tel: 0800 3384 726 (+49 (0) 89 2040022 10) Tel.: 00800 66550123 (+32 2 2418100)
dpoc.germany@organon.com dpoc.benelux@organon.com

Eesti Norge

Organon Pharma B.V. Estonian RO Organon Norway AS

Tel: +372 66 61 300 TIf: +47 24 14 56 60
dpoc.estonia@organon.com info.norway@organon.com
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EAMGdo.
N.V. Organon
TnA: +30-216 6008607

Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Tél: +33 (0) 1 57 77 32 00

Hrvatska

Organon Pharma d.o.o.
Tel: +385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

island
Vistor hf.
Simi: +354 535 7000

Italia

Organon ltalia S.r.I.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvbmpog

Organon Pharma B.V., Cyprus branch
TnA: +357 22866730
dpoc.cyprus@organon.com

Latvija

Arvalsts komersanta “Organon Pharma B.V.”

parstavnieciba
Tel: +371 66968876
dpoc.latvia@organon.com

Osterreich

Organon Healthcare GmbH
Tel: +49 (0) 89 2040022 10
dpoc.austria@organon.com

Polska

Organon Polska Sp. z o0.0.
Tel.: +48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.

Tel: +351 218705500
geral_pt@organon.com

Roménia

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica
Ljubljana

Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. 0.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com

United Kingdom (Northern Ireland)
Organon Pharma (UK) Limited

Tel: + 44 (0) 208 159 3593
medicalinformationuk@organon.com

JlaTa Ha mocJjeqHo npepasriaexaane Ha aucroBkata <{MM/I'TTT}> <{mecen I'TTT}>

IMoxpoOHa nH(popMaliKs 3a TOBA JIEKAPCTBO € IPe0CTaBeHa Ha yeOcaiita Ha EBponelickaTa areHius
o JiekapcTeata https://www.ema.europa.eu.
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