IPRJICGKEHME I

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HME HA JJEKAPCTBEHWS MPOAYKT .~ o, ocoonn /7o o :
e g | gé‘/HMH/‘ - J7—d~f€
TAJIEPT 1 mg/ml capon D b BB e 17 1. wi

TALERT 1 mg/ml syrup

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

B I ml chpon ce ChabpKa aKTHBHO BEIECTBO LETHPHIMHOB AHXMAPOXIOpHA (cetirizine
dihydrochloride) 1 mg.

TTomon[HH BEIIECTBA C UIBECTHO ACHCTBHE: METI NapaxuapoKCHGeHI0aT, [IpoIHE
napaxuapoKcHOeH30aT, acnapTaM.

3a rENHUA CITHCHK HA NMOMOIIHUTE BEIIECTRA BIDKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

Cupon
bucTpa, 6e3nserna TEHHOCT.

4. KJIHHHYHH JAHHHA
4.1 TepanerTHYHH DHOKAIAHHA

Ilpy BB3pacTHH | OeUa HAI 2-TOAHIIHA BH3PacT:

- ]_leTHpHSHH € M0Ka3aH 3a 00JIeK4YaBaHE HA HABAIHWTE H OYHH CHMITTOMH HAa CE3CHEH # HETOTOSHLLIEH
AJICpPrHYCH PHHHT,

- LHerupuaun e noxazaH 3a o0/icKYaBaHe Ha CHMITOMMTE Ha XPOHHYHA HAHOMIATHYHA YPTHKAPHA.

4.2 [o3MpOBKA R HAYHH HA NPRICKCHHE

Jena npa sp3pact ot 2 10 6 roguHH: no 2,5 ml (2,5 mg) 2 rbTH QHEBHO.

Jlena na su3pact o1 6 1o 12 rogusu: mo 5 ml (5 mg) 2 mbTH AHEBHO.

Bu3pacTiH ¥ Jena naj 12 rogusn: no 10 ml (10 mg) seannk AHeBHO.

IlannenTn Haj 65-ronHIIHA BHL3PACT: HAMA NAHHH, KOWTO J(& IPEANONaraT HaMAIABAHE Ha J03aTa MPH
NaluMeHTH B CTapdecka Bh3PacT, MPH YCIORKe Ye GrOpeynaTa ¢yHKUHA € HOpMaJiHa.

[auxeHTH ¢ YMEPeHO fo Texxo HLOpevHo HapyleHke: HAMA AAHHH 33 ChOTHOWICHHMETO M03a/PUCK
NpH NauueHTH ¢ GrGpeunu napylenua. LleTupusuy ¢¢ enMMHHApa OCHOBHO Tipe3 O16peLmte (BiK.
TOYKa 5.2) H B Cirydai, Ye HAMa BE3MOKHOCT 3a APYro JieYeHHe, HHTEPBATET HaA pHeMaHe TpAGea fa
c€ HHIOHBHAYANM3HPA B 3aBHCUMOCT OT OB6peunara pyuxupsa. Heobxomumo e ga ce onpenent
KPEaTHHHHOBUA KJIMPEHC HA NAUMCHTa, HapaseH B ml/min (CLer ml/min), koiiro Moxe ja ce
ONpeneny 0T cepyMHEnS kpeatiHnn {mg/dl) ¢ noMourTa Ha cneaHaTa hopMya:

CLe. = [140 — spzpacmma (zoounu)] x meano (kg) (x 0, 85 32 xcetn)

72 x cepymer xpeamunun (mg/dl}

AjanTypaHe Ha 1o3aTa NPH BE3PAacTHH ¢ HapyiteHa 0n.6peuna GpyHkims

I'pyna _ Kpearunuuon Jlo3a 1 uec
xaupsHE (mymin)

Hopmanna >80 10 mg Ben

Jleka 50-79 10 mg Ben

YMepeHa 30-49 5 mg Bex
Texka <30 5 mg sen
IMauuenTH ¢ TepmunanHa 6uOpeuna <10 MPOTHBOMNOK




HENOCTATHPYHOCT H NalJMEeHTH Ha JHATA3A

Ilpu nenuaTpuyHy NalHeHTH ¢ 6L6PeYHH yBpeKAaHUA N03aTa TPAOBa qa ce afanTHpa HHAXBHIYAJIHO,
B 3dBHCHMOCT OT OBOpEYHHA KITHPBHC, BE3PACTTA H TEMIOTO HA [TALMEHTA.

IlaleHTH ¢ YepHOAPOGHO YBPEKAAHE: HE CE HANAra aRaNTHpaHe Ha JO3&TA MPH MAACHTH ¢
4epHOAPOGHO YBpeXTaHe,

HauwenTs ¢ sepHoapo6ro 1 616pedHo yBpesane; NpenopsYea Ce anaNnTHPaHe Ha 103aTa (BIK.
NalMeHTH ¢ YMEPEHO 10 TexKo Op0peuno yspexaaHe).

43 IlIporaBonoxkazanns

- CBpPBX1IyBCTBHTEIHOCT KbM AKTHBHOTO BENIECTBO, XHAPOKCHIUH WITH TIHIIEPAZHHOBH
NPOH3BOIHH HITH KbM HAKOE OT NOMOLIHHTE BeILEeCTBa, H3OpoeHH B Touka 6.1.
- TaimenTy ¢ Texko GLOPeUHO yBpeKIaHE H KPEaTHHHHOB KIMpbHC oA 10 ml/min.

4.4 CpenmanHs DpelyupexRAeHEs 4 UPeANA3HA MEPKA UpA ynoTpeba

- B TepanesTHyHM 1031 He ca HaGMOJABAHH KIIMHUYHO 3HAYHMH B3aMMOJEHCTBHA C a7KOXOJ
(npH koHUEHTpaNMa Ha ankoxon B kpeera 0,5 g/l). Bonpexu Tosa ce npenopb4sa NOBHIEHO
BHHMAHHE TIPH €AHOBpEeMEHHA ynoTpeba Ha ankoxoin.

- Heobxoaumo ¢ cc 1a ce npnara ¢ NOBHIIEHO BHHMAHKE MPH MALMEHTHA C STMIIETICUS WK PHCK
OT MPUNATBLM.

- VYnotpebata Ha nponykTa He ce MPENOpLYBa [IPH KLPMAYETA H ELA [10]] 2-OIMITHA BL3PACT.
- B cheTaBa Ha cHpoNa KaTo MOMOLIHM BEINECTBA C& ChABPKAT METHI- H NPOITHII
NapaxHApPOKCHOEH30aT, KOMTO MAKap M PAAKO, MOTAT Ja IPHMUHST AJIEPTHYHH PeakLHH (Bb3MOXKHO €
Aa ca oT 3a6aBEH THI) ¥ MHOTO PAKO GPOHXOCTIAIEM.

- B cupona ce chabpxa acnapram, H3tounuk na GeHunananuy. Moxe 12 e BpesieH 3a xopa ¢
EHUITKETOHY PHS.

4.5 BaammopaeiicTHe ¢ APYra JeKAPCTBENH NPOAYKTH H APYTH (POPMH Ha BIaEMOjciicTBAE

Iopaau npodimna Ha papMakoKHHETHKATA, GapMAKOAHHAMHKATA U OHOCHMOCTTA HA HETHPU3IHH HE
Ce 04aKBa B3AMMOLEHCTBHE ¢ TO3M aHTHXHCTAMUH. OT MPOBEAEHHTe MPOyYBaHKA 3a [IceBaoedePHH
win Teoduun (400 mg AHEBHO) HAMA JaHHK 32 PAPMAKOJKMHAMHYHH H 3HAYHMH GAPMAKOKHHETHYHH
B3aHMOJEHCTBHA.

CrenenTa Ha pe30p6LHs Ha LIETUPH3KH HE Ce POMEHS OT XPaHaTa, HO CKOPOCTTa Ha Pe3opbuus e
cnabo NoHIKEHa.

4.6 @epruanTeT, GPEeMEHHOCT H KbPMEHE

HMma MHOTO OFpaHHYEHH KJTHHHYHH JaHHH 32 ynoTpebara Ha HeTHPHIHH APH GPeMEHHH JKEHH.
ExcnepumenTannnTe NpoyuBaHus NPH )KMBOTHH HE TIOKA3BAT NPAKO HIH HEMPAKO BPEIHO
BB3/IEHCTBHE BEPXY OpeMeHHOCTTA, eMOPHOHANHOTO/GETANHOTO Pa3sBUTHE, PAXKIAHETO Wik
NOCTHATAHOTO PA3BHTHE.

TlpennucpaneTo Ha GPEMEHHH Wi KbPMEIIHM XCHH TPAGBA 13 CTaBa ¢ IIOBAIIEHO BHHMAHME, Thil KaTo
LETHPH3KMH IPEeMHHARA B KbPMATA.

4.7 Edexrn Bbpxy cnocobHocTTa 32 modupane 1 paboTa ¢ MAMAHE

Knunudawre npoyusanus He ca NOKA3anM HApYLIEHW] HA BHMMaHHeTO, 6oapocTTa 4 ¢
uioupane crieli IPHEM Ha LETHPH3HH B PEMOPHYBAHATA 71034.

[NaumenTnre, BE3HAMEpPABAIUM Aa IWOQHPAT, Ja HIBLPILBAT NOTEHLMATHO OMACHH 1€
paboTat ¢ MalMHK, He TPAGBA Aa NpeBHINABAT NpenopbyBaHara Ao3a. [Ipu no-vysc
MALMEHTH, eJHOBPEMEHHATA YNOTpeda HA ANKOXOJ HITH APYTH NEKAPCTBEHH MPOIY




e(eKT BLPXY UEHTPANHATA HEPBHA CHCTEMA, MOXKE /13 IPHYHHH JJOMRIHHTEIHO NOHIKABAHE HA
BHHMAHMETO H J]a HAPYIIIH H3MBIHEHHETO HA IEHHOCTHTE.

4.8 Hexenann NeKapCTBEHA PEAKNHN

KiMHH4YHHTE MpoyYBAHMA NOKA3BAT, Ye LETHPH3HMH B IPENOPHYBAHMTE O3 NPHUMHABR JIEKH
HEKENAHH NeKapcTeeHH peaklivi Brpxy I[HC, RxmodBamy coMHoneHTHOCT, YMOpA, 3aMasHOCT H
rnasoGonue. B wAkou ciyvau ce Habmoaapa napagokcanHa crumyamus Ha LIIHC.

BBIpexu ue LETUPH3HH € CeJISKTHBEH AHTATOHKCT Ha nepudepuure H)—penenmopu 1 He NpuTexana
3HAYMTC/THA AHTHXONIMHEPIHYHA AKTHBHOCT, CHOOIIEHH Ca OTAEIHH CAYYAH Ha MUKI[HOHHH
HapYIIEHHS, HAPYLICHHA B aKOMOJIAlHATA HA OYHTE H CYXOTA B YCTATA.

Hoxnajsasu ca OTACTHH CITy4an Ha HApYIIEHA YePHOAPOGHA QYHKIHA C MOBHINEHH CTOHHOCTH Ha
4EePHOAPOOHHKTE €H3HMH, IPHAPYKEHH OT MOBHILABaKe Ha Gwiupy6Guna. B noeeuero ciydaH Tora ce
HOpMaJTk3#pa Clie]l MPeKpaTaBaHe Ha MPHEMA HA NETHPHU3IUHOB TUXHUAPOXIIOPHL.

Knunnysu npoyusanus
IToseqe ot 3 200 naHeHTH, [IPHEMAIIN LETHPH3HH, Ca BKIIOYEHH B ABOHHO-CIIENH KOHTPOIHPaHH

KJIHHHMHH WH GAPMAKOKTHHHYHH NPOY4BaHUSA, CPABHABAUIA LETHPHAIHH ¢ IUTanebo Wi Ipyru
AHTHXHCTAMHHH B NPENOpbYBaHaTa no3a (10 mg AHERHO 3a LETUPH3MH).

3a Ta3u cOopHa nonynaLMs ca AOKNaIBAHM CJIEIHITE HEXKENaHH IeKapCTBCHH PCaKIHH NpH
npuiarate Ha 1) mg UeTMPH3HH B ML1ane6o-KOHTPOIMpaHH NPoyYBaHUs NpH YecToTa 1% KM noseve:

Hexenana peaknng Herupuzaa 10 mg ILranebo
(WHO-ART) (0=3 260) (n=3 061)

O6uin Hapyuenns u edekTH Ha
MACTOTO Ha NPHIICKEHNE

YuMopa 1,63% 0,95%
Hapymenns Ha HepBHaTa

cucTeMa

3amasuoct 1,1% 0,98%
I'maBo6onue 7,42% 8,07%
CromalnHo-4peBHN HAPYLICHHS

bonka B kopema 0,98% 1,08%
Cyxora B ycrata 2,09% 0,82%
Tanene 1,07% 1,14%

IlcHxuuHK HapymeHHs
CoMHOMNeHTHOCT 9.63% 5%

Pecriupatopuu, rpsany 4
MEIHACTHHATHH HapyLIeHHs 1,29% 1,34%
DapuHTHT

Borpeku craTCTHYECKH NO-TONIAMATA YECTOTA B CPABHEHHE C IL1aLe60, COMHOIEHTHOCTTA ¢ Gwia
JIKa [I0 yMepeHa B OBeYeTO ciyyau. OGEKTHBHH H3CIEABAHUA TIPH APYTH MPOYYBAHMA
oOHualiHHTe NEHHOCTH HE Ce [IOBJIHABAT B NPENOPhUBAHMTE AHERHH JO3H TIPH 3/PABH,
JIOGpOBONIH.

Hexenanure nexapcTeeru peakup ¢ uectora 1% M noseye Npy Aena Ha BL3PAcT
roJ/IMHH, HabnonaBaHH NPK MIALEG0-KOHTPOMMPAHH KIIHHHYHU MIH (apMaKOKITHH
ca:



Hexenann nexapcersens peaknan | Hernpusun 10 mg ILnane6o
(WHO-ART) (n=1 656) (n=1294)

CToMarnHo-4peBHY HapyIEHHUS
Juapus 1% 0,6%

Icuxuann Hapymenus
COMHOACHTHOCT 1,8% 1,4%

PecnuparopHH, CphAHK K
MEeHACTHHATHH HapyIlIeHHS 1,4% 1,1%
Punur

O611M HapyLIeHHA # edexTn Ha
MSACTOTO Ha NPHIICKEHHE
Ymopa 1% 0,3%

TlocTMapKeTHHIOB OUT
B nonnineHne KbM HexenaHwre peaxuuH, HabmoAaBaHK MO BPEME HA KITHHHYHKTE NPOYYBAHUA U

H30pOeHH NO-rope, ¢AMHHYHH CITydan Ha CIIEIHHTE HEXEIAHH IEKAPCTBEHH PEaKLHH Ca JOKIa/BaHM
KaTO NOCTMAPKETHHIOB ONKT. 3a Te3M, NO-PAAKC ChoOIABAHN HEXETAHH PEaKLIMHM, OLICHKATA Ha
YecToTara {Heuecth: >1/1 000 go < 1/100, peaxu: >1/10 000 xo < 1/1 000, muoro pemxu: < 1/10 000)
€ HanpaBeHa BE3 OCHOBA HA IOCTMAPKETHHIOBHA OITHT.

Hscnensanud: penky - NOBHINABaHE Ha TEIVIOTO.

Cobpieyny HADYIIGHHN: PEAKH - TAXHKAPAWA.

Hapyiuenns Ha KppBTa K TMMGHATA CHCTEMA: MHOTO PEAKH - TPOMGOLMTONEHHUS.

Hapyiuenns Ha HepBHATA CHCTeMa: HEYECTH - NAPECTE3US; PEAKH - KOHBYIICHH, HADYLIEHHS B
ABHXXEHHETO; MHOTO PE/IKH - IHCTEY3HA, CHHKOII, TPEMOP, AHCTOHHA, INCKHHE3HA.

HapylneHus Ha o4HTe: MHOIO PEAIKH - HAPYIEHHE Ha AKOMOIALIMATA, 3AMBIIEHO 3PEHHE,
OKYIIOrMpaLms.

CToManiHo-4peBHY HAPYUICHHS: HEYECTH - JHapHS.

Hapywenns na 6s6pelnTe i NUKOYHHUTE ITBTHINA. MHOIO PeaKH - AU3YPHA, EHype3a.

Hapylwiens Ha XoXaTa ¥ NOJKOXKHATA TEKAH: HEUECTH - IPYPHUTYC, 3a9EPBABAHE; PEJKH - YPTHKApHS;
MHOTO pe/IKH - aHI'AOHEBPOTHYEH e/eM, (PUKCHpaH JieKapcTeeH 0OpMB.

O6wy Hapymenns u edekTH Ha MACTOTO Ha NIPHIOKEHUE: HEYECTH - ACTEHHS, HEPA3TIONIOKEHHE;
PEAKH - OTOK.

Hapyluehns Ha IMyHHATA CHCTEMA: PELIKH ~ CBPEXMYBCTBHTENIHOCT; MHOIO PEIKH - aHAQHIAKTHYEH
HIOK.

XenarobuIMapHH HApYIIEeHKs: DKM - HAPYIIEHA YepHoApoGHa (yHKUMs (IOBHLIEHH TPAHCAMUHA3H,
ankamua docdarasa, y-GT 1 Gunupy6un).

TlcHXHIHP HAPYLICHHA: HEUECTH - TPEBOMKHOCT; PEAKH - arpecHBHOCT, O0BPKAHOCT, JENpecHd,
XaIIOUMHAUHH, OE3ChHHE; MHOIO PeIKH - THKOBE.

CrobuiaBane Ha MO103MPAHH HEMKENAHM PEAKIIUH
CpobiiasaHeTo Ha NOJO3MPAHH Hexe/laHH PeakUMH CI€/ paspeliaBane 3a ynotpeba Ha

JIEKAPCTBEHHA MMPOAYKT € BaxKHo. ToRa 0380/14Ba A3 NPOILIUKH HAGMIOAEHHETO Ha CHOTHOLIEHHETO
T10/138/PHCK 3a IEKAPCTBSHUA NMpoAyKT. OT MEAMUMHCKHTE CIICIHATHCTH € M3HCKBA /1a
BCAKA MONO3HPaHA HEXENAHa Peakiya Ypes HMambiHHTENHA areHIH 110 IEKapCTRaTa,
I'pyes Ne 8, 1303 Codmst, Ten: +359 28903417, yebeaiit: www.bda.bg.

4.9 TIlpeaosmpane

CumIroMs



Cuamrrromure, nabmonaBanu cren npeio3Upate ¢ LETHPH3HH, C4 CBBP3AHH OCHOBHO C €EKTH BLPXY
LHC vy ¢ epexTn, npeAnonaraiy aHTHXONMHEPTHYHO NEHCTBHE.

Hexenaunure peakilii, JOKIAABAHHM ClIE MMPHEMA Ha J03H, HAi-MaNKe 5 MBETH MO-BACOKHA OT
Npenops4YaHuTe AHCBHH 03U ca: 00BpKAHOCT, AMapus, 3aMaiisane, ymopa, rnagobonue,
HEPA3NOIOKEHHEe, MUAPHA3A, IPYPHTYC, 6E3N0KOHCTRO, YCIIOKOSHHE, COMHOMEHTHOCT, CTYIIOP,
TaxMKapaus, TPEMOP H 3a]PhKKa HA yPHHA.

Mepk# npu npeo3upase

Hsama cneunduaen anTunot. B cityvaii Ha npeaosupane ce NPeNnOpbYBA CHMITOMATHIHO HITH
noAABpKamo jedeHue. Crien Hackopo CIY4YMIO ce Norahilate TPOsa 4a ce HANPABH CTOMAINHA
npoMHeka. [leTdpusns He ce enuMUHIpa epeKTHBHO Ype3 JHATH3A.

5.  ®APMAKOJOTHYHM CBOHUCTBA
5.1 ®apmaxonnaaMRIAH cBolicTEA

DapmakoTepancRTHYHA IPyna: AHTUXMCTAMMHH 3a CHCTEMHO Npuinoxenue. [TunepasiuHosy
nepusati, ATC kon — RO6A EQ7.

MexaHH3EM Ha AelicTBHE
UeTupusun, MeTaGoNMHT HA XHAPOKCH3HH, € MOIIEH # CEICKTHBEH aHTATOHHCT Ha nepudephute Hi-

peLenTopu.
DapMakoAHHAMHYHH eeKTH

In vitro-npoyupannATa 32 pCUENTOPHO CELP3BAHE HE NIOKA3IBAT HIMEPHM APMHUTET KBM APYTH, OCBEN
kbM Hi-penenropure. B peayrrar 1a tosu antu-H) edexr, HeTHpH3HH NpOABABA aHTHAIEPTHYHO
AeckcTBHeE: B 1032 OT 10 mg BeAHBX WM 2 [THTH JHEBHO TOH MHXMOUPA KbecHATa (ha3a HA BKIIOYBAHE
Ha KJIETKHTE HA BB2ANAJIEHHETO, CICLMATHO HA €O3HHOQUIIHTE, B KOXKATA M KOHIOHKTHBATA Ha
aTONHYHH MAIMEHTH, NOAI0KEHH Ha AeiCTBHETO Ha AHTHIEHA.

Kiunnunm edexrn 1 GesonacHocT

IpoyusanusTa npu 3apasu Ao6POBOILM MOKA3BAT, Ue LETHPHA3HH B J03H oT 5 u 10 mg cumHo
HHXKOKpa 0BpHRa ¥ 3aYepPBABAHETO, HHAYLMPAHH OT MHOTO BHCOKH KOHIECHTpPALMH HA XHCTAMHH B
KOXATa, HO Ta3H BPL3KA HE € [IPOyHEHa.

B npoyusane, npoxb/ikuno 35 auu npu Aena ot 5 Ao 12-roguimHa BB3PACT, HE C¢ YCTAHORARA
TOACPAHC KbM aHTHXHCTAMUHOBHA e(eKT (MOTHCKaHe Ha oOpHBa H 3a4EPBABAHETO) HA LETHPH3HH.
Crien npexscpane Ha IPOTBDKMTENHO IEIEHHE C TIETHPU3MH, KOKATa BE3CTAHOBABA CBOATA HOPMAIIHA
PEAKTHBHOCT KbM XHCTAMHMH 10 3 [iHH.

B 6-cenmuuno nnanebo-koHTponnpano npoyusaHe npH 186 NauMeHTH ¢ alepruueH PUHUT H
LpuApYykKasallla ieka 40 YMepeHa acTMa, HPHI0KEHHETO Ha LUETHPH3HH 1o 10 mg BeHbK JHEBHO
nonoGpsea CUMITOMMTE HA PHHUTA U He NoBNUsRa Senoapobuara Pynxums. Toa NpoysBane AOKa3Ra
Bez0nacHOCTTa Ha MPIUIOKEHHE HA LETHPH3HH NPH ANEPrU-HA MALMEHTH C JICKA 110 YMEPEHa acTMa.

B nnaue6o-xonTponupano npoyusane neTHpH3MH, IPUIAraH BbB BHCOKA AHEBHA 2032 OT 60 mg 3a 7
IHH, HE NIPHYMHARA CTATHCTHYECKH 3HAYMMO yXbbkaBane Ha QT-uHrepBana.

HpoyusanusTa nokazear, ye ynorpefara Ha USTHPH3KH B NPENOPLYBAHKTE 03 noaobpisa
KaueCTBOTO Ha JKHBOT HA MALMEHTHTE ¢ LIETOTOJHINCH H CE30HEH ATePruyveH PHHMT.

5.2 ®dapMaxkoKAHETHYHM CBOCTBA

Abcopbipms
MakcumanHa paBHOBECHA IUIa3MEHa KOHLCHTPALIMA oT nopaabka Ha 300 ng/ml ce zoc
CNe/l IEPOPAIEH IpPHEM.

He ce nabmonasa kyMynupaHe Ha NETHPH3HH CNeJT TIpMeM Ha AHEBHa A02a 10 mg
Pasnpenenenuero Ha GapMaKOKHHETHYHHTE IAPAMETPH, KATO IMKOBATA TIIA3ME
(Crax) M mnourra non kpueara (AUC), € eqHAKBO MpH A0GPOBONLIM.




Crenenra Ha pe3opOLHs HA LETHPH3KH HE Ce HAMAJISBA OT XPAHATA, HE3aBHCHMO *IE CKOPOCTTa Ha
pesopbuus ce nomwkaea. CrernenTa Ha GHOHATHYHOCT HA IETHPH3HH HE CE NORTHABA OT
JNIeKapeTBeHaTa (popMa M € eIHAKBA NPH NIPHAOKEHHUETO Ha NIEPOPATEH PA3TBOP, KANCY/TH i TabIeTKH.
Pasnpenenenue

Cewpasa ce ¢ masmeHuTe Nporernu 10 93%. O6emuT Ha pasnpexenenue ¢ 0,5 Vkg.

IleTHpn3nH He NPOMEHS CBLP3BAHETO HA TUIA3MEHHTE IPOTEHHH ¢ BaphapHH.

bu cthopma

LleTHpH3uH He MPETHPIABA 3HAYMTENIEH METaGOIMI LM NPH [TEPBO TIPEMHHABAHE TIPE3 YEPHHA Apob.
EnuMunupane

Oxono 2/3 ot no3ara ce exckperupa HenpoMeHeHa B yprHaTa. KpaitHusT noxyxueoT ¢
npubnuaktento 10 yaca.

Lletnpunzus B 1038 0T 5 10 60 mg npuTexapa iuHeeH apMaKOKHHETHYEH MPOdM.

CrieuHaniy KaTeropHH NalHeHTH:

IIayuenmu 8 nanpeonana ev3pacm. Ilpy nepopajieH NpHeM HA €JMHAYHA 1033 0T 10 mg neTHpH3MH,
NONYKHBOTHT Ce N0BHWIABA ¢ 0KoNo 50%, a KIHpEHCHT HaManaea ¢ 40% npH 16 nauneHTH B
HAPENHATA BE3PACT, B CPaBHEHHE C Te3H B 3psisia Bb3pact. [Ipexnonara ce, 4e HAMaNABAHETO Ha
KIHPBHCA NpK NoOpPOBOMIM B HAUpPeAHA/IA BB3PACT Ce Ah/DKH HA HaMalisaHe Ha GrGpeuHara
DyHKip.

Tleouampuuna nonynayus: TI0NyXUBOTHT Ha LIETHDHIUH € OKOJIO 6 Haca Npu Aeua ot 6 10 12 roauHyA
H 5 yaca npu aena ot 2 10 6 roanan. IlpH xppMaueTa ¥ Malike Aeua ot 6 go 24-MecedHa BR3pACT, TOH
€ IToH#xeH 10 3,1 yaca.

Iayuenmu c 6vbpeyno yepescoane: TIpu NAUKEHTH ¢ Jteko GB0pedHo yBpexaaHe (KPeaTHHHHOB
wMpbHE Han 40 ml/min) apmakokrHeTHKaTa € OAGOHa HA Ta3H NMpu 3apasu Aobposonun, [pu
NauHeHTH ¢ yMepeho Oh0pedno yBpexaane HMa 3-KpaTHO yBeIWYECHHE Ha IIA3MEHHMS I0JTYKHBOT H
70% HamaneHHe Ha KIMPBHCA, B CPABHEHHE CBC 3PABH JOOPOBOILM.

[Ipn nanMenTH Ha XeMOJHAIH3A (C KPEaTHHHHOB KIHPBHC rio 7 ml/min) cnexs npHeM Ha eaHoxpaTHa
nepopanHa 103a ot 10 mg ueTHpu3HH uMa 3-KpaTHO yBEIHUEHHE Ha IIA3MEHHST TOTYKABOT K 70%
HAMAaJICHHE HA KITMPBHCA, B CpaBHeHHe ¢ obuuaiiHoro. Lletupusun cnabo ce enumunupa npu
xeMoaHau3a. Heobxoaumo ¢ anantupade Ha 103aTa NPH NALHEHTH ¢ YMEPEHO HITH TexXKo 6h0pe4dHo
yBpexxaane (Bxk. Touka 4.2).

Ilayuenmu c uepnoopobuo yepesxcdane: TIpu nauMenT! ¢ XpoHuiHy 9epEoApobHu 3abonapanns
(xenaroueynapha, XoNecTATHYHA U GunHApHA UMpPO3a) NIpH eHOKpaTeH npueM Ha 10 wiu 20 mg
UETHPH3HH Ce Hab0/1aBa YBe/IHYaBaHe Ha MUIa3MEHHAT NOMYKHBOT ¢ 50% u ¢ 40% HamataBane Ha
KIIMPBHCA, B CPABHEHHE CHC 3APABH HHIAHUBH/IH.

AjanTHpase Ha 7103aTa [PH NALUKHEHTH ¢ YSPHOAPOBHN HAPYLICHHA € HEOOXOIUMO, CAMO aKO € HAJTHLIE
MpHApyXasamo 6sGpevHo yBpexaanHe.

5.3 Hpeaxnuueunu gannn 3a GezonacHocT

[IpeaxnuHIIHATE NaHHU He ToKa3BaT 0cOGEH PUCK 3a XOpaTa ChIAIACHO KOHBEHLHOHAIHHTE
¢bapMakoaOruMHE H3MHTBAHMA 3 6€30MACHOCT, TOKCHYHOCT [IPH MHOTOKPATHO [IPHIIAraHe,
F€HOTOKCHYHOCT, KapLIHHOTEHEH NOTEHUMAIL, PENPOYKTHBHA TOKCHYHOCT.

6. @APMANEBTUYHH JAHHH

6.1 Conchk HA DOMOIHHETE BEIECTEA

Harpues anerar Tpuxuapar

Jlegena onerHa KucenHHa

I'mauepon

[IponneHriHKON

Mertun napaxusipokcubersoar (E 218)
[Iponun napaxuapoxcubensoar (E 216)
Acnapram (E 951)




Teuna eceHiu , €K30THK”
6.2 HecsBMecTamocTn
He ca ycranosenn.

6.3 Cpoxk Ha rognoct

3 ronuHM
Cpok Ha roaHocT cJieq OTBapsHETO Ha ByTunKara - 0 6 Mecena.

6.4 Cnenmanns ycJoBHA HA ChbXpaHeHHE

To3H NexapcTeEH MPOQYKT HE H3HCKBA CTICHHAIHY YCAOBHS HA CHXPAHEHHE.

6.5 BajaH CHABPXKARAE HA ONAKOBKATA

Cupon 120 ml B TEMH2 CTBIUIEHa OYTHIKA C ATYMHHHEBA WK NOJHETHICHOBA KANla4Ka WK B ThMHA
OyTHiKa OT IONMETHIIEH TepedTANAT ¢ MONMETHIEHOBA KAITAuKa, 3a€/IHO ¢ MEPUTE/THA YALIKA K
THCTOBKA B KAPTOHEHA KyTHS.

6.6 Crneunanau NIpPeANaIHH MEPKH NPH HIXBLPJIHHE

Hama crienmansy “3MCcKBaHHA.

7.  ITPUTEXKATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

CODAPMA AJ]

ya. Unuencko moce 16, 1220 Cobus, Brirapus

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEGA

Per. Ne 20080291

9. JATA HA ITBbPBO PA3PEMIABAHE/IIOJHOBABAHE HA PASPEIIEHHETO 3A
YIHOTPEBA

19.12.2008

10. [ATA HA AKTYAJIM3APAHE HA TEKCTA

OxToMepH 2021




