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LIETUPHCTAX 1 mg /ml cuporn Pazpeusetie Ne......, 7 w03 0

CETIRISTAD 1 mg /ml syrup Ogotioeriue fe
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2. KAYECTBEH H KOJIMYECTBEH CHCTAB
Exaus ml pasrsop cbObpka | mg HeTHPUSHHOB NUXHAPOXNODPH (Cetirizine diliydrochloride)

TTomouny BelnecTsa; - eaquH ml pasteop chispia 450 mg copburon (pasteop 70%,

HEKPHCTamH3IHPAalL)
- enuH ml pastBop ceIBPKa 1,35 mg MeTHI napaxuapoKCHOeH30aT
- enuH ml pasteop ceiepaxia 0,15 mg nponun napaxunpoxcubensoaT

33 WRIHHS CIIRCHK Ha [TOMOIHKTE BEIecTsa BK. Toqka 6.1,

3. JEKAPCTBEHA ®OPMA

Cuporn.
TIpospayen Ge3MBeTEH CHPOI ¢ apoMar Ha OaHaH.

4,  KJIHMHIYHHA JAWHA
4.1 TepaneBTHIHH NOKAIAANN
Ipu pR3pacTHy W Jena Haj 2-rOXHIIHA BH3PACT:

- L[GTHPPIBHH & nokasad 3a odnexyasane Ha HasalFHuTe H OUHI CHMIITOMH HA CE30HEH H
HeNOroIHueH anepravieH pHauT.
- LI&THDP[SHH £ NoKa3aH 34 0DNeKYaBaHe HA CHMITOMITE HA XPOHHYHA BRROTATHYHA

YPTHRAPHS,
4.2 ozupopka ¥ paqpg na OpLIoKeHHe

Heua Ha spapact or 2 00 6 ropwHI: 2,5 mg nga rreTH JresHo (2,5 ml xea meTw nxesro (FOA0BHH
IBHEA NBA ITETH BTHERHOD)).

Heua Ha pe3pactT o1 6 50 12 rogpsu: 5 mg asa neTH JHesHO (5 ml nea reTH axesHo) ww 10 ml
pepreKk qHesHo (10 ml nepopanen pasteop (2 MBIIRH JEKHIE)).

BeapacTam i 1oHOIIM Hak | 2-rogpiosa sespact: 10 mg sesnsx presHo (10 mi nepopanew pastsop (2
ITBJEE L IBYCHLI) ).

PastsOpET @ BHB BEHJI TOTOE 34 HPHeMaHEe,

ITaupenTH B CTAPYECKA BBIPACT: HAMA JAHHH, KOHTO Ja NPSAIONaraT HaMATBane Ha Io3aTa Mpy
HALMENTH B CTAPYECKa BE3pacT, IpH yenosre ye Grbpeqnara HyHKIMS e HOpManHa.

HampenTts ¢ ymepeno Ko Texcko G1OpedHo HapymeHne: HAMS AaHHE, KONTO 28 JOKYMEHTHpPAT ——
CHOTHOMIESHHETO eUKacHOCT/Ge30nacHOCT pK NaHenTH ¢ Gx0peano napymerwe, LleTnpusnH ¢ \:m
SNUMHEHPA OCHOBHO npes Gufpeinre (B, TouKa 5.2) ¥ B CIyual, Ye Xama APYTO BEIMOMHOY & ™

NeYEHHS, HHTePBAIET Ha TipHemMane TpaOBa 2a ce HEIMBUIYANHIHPA B 3aBHCHMOCT OT §56p




dyuxuus. HanonspatiTe NpHACAKEHATA 0-00Ty TablHUa 3a afanTHPaHe Ha [03aTa. 3a Npiularate Ha
Tasy TabaKNa e HeoOXoAWMO Ja & OlpeAei KpeaTHHHHOBHA IVTHPRHC Ha IAIMESHTA, H3DA3eH
B mi/min (CLer). CLer (ml/min) Moxe Xa ce OIpeneNH OT cepyMHHES KpeaTHHMH (Ing/dl) ¢ nomouTa Ha

ciegHaTa GopMya:

CLer= [140 — sv3pacmma (z00unu)] x meano (kg) ( x 0,85 3a acenu)

72 x cepymen xpeamunur (mg/dl)

I'pyna KpeatHHuHOB KIHpEBHC Josa 1 4ecTOTa HA HpHarade
{m}/min)
Hopmanga = 80 10 mg BeaHBK AHEBHO
Jleka 50-179 10 mg BempeX JHEEHO
Vmepena 30-49 5 mg BeNHDLK JHeBHO
Texka <30 5 mg BeOHTXK HA 2 OHH
TanueHTH B KpaeH CTaguil Ha <19
OBOpeyuHa HenoCTATEYHOCT U APOTHBOHOKA3HO
UalMeHTH Ha JHatusa

Ipu nepuaTpHYHK HaUWeHTH ¢ OE0peyHy YBPEXIaHHA fo3aTa TPAOBA [ Ce ANANTHPA HHAMBHIYANHO
B3 0CHOBA Ha OBOpeyHua KIAPBHEC, BB3PAcTTa H TErNIOTO Ha NMallHeHTa.

TlanueHTH ¢ 4epHOAPOGHO YBpeKAaHe: He ce Harara afanTapate Ha Ko3aTa IpH MalHeNTH CaMO ¢
HepHOAPOOHO YEpeKIaHe.

HanpeHTH ¢ gepHOAPOOHO 1 OBROpEHHO YBpeXIaHe: IIPETIopEYBa Ce ananTHpaHe Ha 103aTa (B,
rio-rope “TIaueHTs ¢ YMEpeHo A0 TeXKO OB0peYH0 yRperuane”™).

4.3 IporHBONOKAa3AHHA

CBp'I:X’—I}’BCTBI/ITeJ'IHOCT KBM AKTHEHOTO BEINECCTED, KBM HAKOE OT IMOMOIIHHTE BEISCTRA,
XHAPOKCHIUH HITH NTHIEDA3HHOBH ITPOH3IBONHH.

[ManuenTy ¢ TexKko 6E0peyHO YBpekIaHe M KPEaTHHHHOB KIupEHe nox 10 mi/min.

[Nanuentute ¢ peaKu HacneACTBeRH 3abONABAHNA KATO FAIAKTOSHA HENOHOCHMOCT, 1aKTa3Ha
HEAOCTATBYHOCT Ha Lapp Uil rmoke30-ranaktosna Masabeopbuus He TpadBa a OPHEMAT LETHPHAHH
1 mg /ml cupor.

4.4  Coennaxsy npenyupeiieHisi K IpeAnasHu MEPKH IpH ynorpeda
B TepanieBTuuny K03H He ca HaOMONaBaKy KWIMHHYHO 3HAYHMH B3auMoaelcTBus ¢ ankoxon (npu
KOHIIEHTpalKsA Ha anKoxos B kKpheTa 0,5 g/1). Brhpex ToBa ¢e NperopsaBa HOBHUINEHO BHUMAHHE

npH egHOBPEMEHHATA yHOTpCG& Ha aJKOXOQJI.

I'Ipermp'r;qna ce NOBHUICHO BHHMaNWC NPY NALMEHTH ¢ CIMHJIEIICH HIIH PHCK OT NPHNaTBUH.




Merun mapaxuapoxcHbeH20aT ¥ NPONHI NapaXHAPOKCHOEH30aT MOKE JA TIPHIHHAT aNnepriyHy
peaxyui (BepOATHO OT 3abaBeH BHI).

4.5 BaaumopneficTeie ¢ XpYIE JER2PCTBEHH DPOIYKTH 1 ApyrH ¢opMn Ha B3aHMOgelicTEHe

ITopanu npoduia Ha (papMakOKHMHETHKATa, (PapMaKOXHHaMHKaTa M [TOHOCHMOCTTA Ha eTHPHSHH He
cé OuaKBa B3aMMOJEHCTBHE ¢ TO3Y AHTHXHMCTAMHH, BCBIHOCT HUTO (hapMakOAHHAMIYHN, HATO
3HAUAMH (papMaKOKHHETHYHH B32HMOZAHCTBHA ca CHOBIIEHH 32 IPOBEACHNTE MEKAYIEKAPCTBEHH
B3auModeHcTBHA, ocobeHo 3a neeppoedenprH wM Teod e (400 mg aHeBHO).

Crenenra Ha abcopGims Ha HETHPHIHE He ¢ IPOMEHS OT XpaHara, HO ckopoctTa Ha aGecopfuus e
cn1abo NOHKeHa.

4.6 BpeMeHHBOCT I KbpPMeHe
3a HeTHPH3HH HMa MHOTO OrpaHMueHy KIIMHHUHYE JAHHY 3a yriotpebata My Ipu OpeMeHHH JKeHH.

EKCrIepuMeHTATHATE TPOYUBAHHA NPH KHBOTHH He MOKA3BAT NPAKO MAH HENPAKO BpeXHo
BB3ASHCTRHE BEPXY GpeMeRHOCTTa, eMOPHOHATHOTO/PETANHOTO PAa3BHTHE, PAKIAHETO MU

TIOCTHATATHOTO Pa3SBHTHE.
Hpe}lI'IHCBaHeT‘O Ha 6peMeHHH HITH KBEPMELIH JKEHH 'rpﬂﬁaa Ia cTapa ¢ MOBHILEGHO BHUMAaHME, THH KaTo

LETHPU3HH NIpeMHHAaBa B KEPMATa.
4.7 EdexTu BepXy cnocofHocTTa 3a modupane H padoTa ¢ MATIHHH

ObexTHBHHTE M3CHENBAHAL BEPXY CHOcOOHOCTTA 38 IoQHpATe, NATEHTHOCTTA HA CHHS H
FICHXOMOTOPHATA AKTHBHOCT, HE CA NOKA3ANY KITMHEHO 3HaTHMy e(heKTr IPH NperophIBadaTa 103a
ot 10 mg,

IManmenrire, BE3HAMEPIBAIUY XA WODHPAT, A2 UIRHPIBAT NOTEHIMATIHO OITACHH HeMHOCTH HIH da
paboTaT ¢ MatnpHy, TpaOBa fa He NPEBHLIARAT NPENOPLYBAHATA 1034 1 1A UMAT Ipeisul edeKTa Ha
nexapeTsoTo. IIpy Teaw YyBCTBUTENHH NallHeHTH eIHOBPeMEHHATA YIIoTpeda HA ANKOXON MITH IPYIH
nenpecants Ha LIHC moxe na MpiduHA A0IBIHHTSIHO IOHIKABAHE HA BHUMAHHAETO M 1A HApyUIH
M3ITRIIHEHHETO HA JEHHOUTHTE,

4.8 Hexenanu JekapeTBeHH Pearmn

KnuuuyuTe Npoyasanus TOKasear, 4eé NeTHPH3UH B MPertopBUBAHHTE JO3H HPUIHHIRA JTEKH
HeKeNany nexaperseny peakui pepxy LHTHC, prurrouparsy COMHONEHTHOCT, YMOPA, 3aMasHOCT i
riapofonye. B Hakon cayuar ce Habnionasa napalokcanso crumynupane Ha ITHC,

Bunpexy ve LeTHPHIHH & CRIGKTHREH AHTATOHHET Ha NieprdepiuTe Hi-pererrop 1 He NPUTEKABA
3HAUHTENHA AHTHXONHHEPTHTHA AKTHBHOCT, ChOOMIEHH ca OTHENHY CAYYAH Ha MEKUHOHRE
3ATPYAHEHUS, HAPYIIGHHS B AKOMOJALMATA Ha OHHTE M CYXOTA B YCTATA.

JoKnansaHy ca OTIeNHY CITyHMaH Ha HApYIIeHa YepHOAPOSHA QYHKIIHA ¢ MOBHINEHK cTONHOCTH Ha
qepHOAPOOHHTE SHIMME, NPHAPYIKEHE OT NOBRIIasaHe Ha Gumupybuna. B noseveTo citysan Tosa
HOPMANTHSAPA ¢liell HPeKpaTiBaHe Ha IpieMa Ha UeTHPHSHHOB JHXUIPOXITOPIIL.

KNEHRYHE DROYYBAHHS

[oseue ot 3 200 manpenTy, NpHEMALH NETHPH3HH, CA BRIKOYESHH B JBOHHO-CIEIH KOH




——na i

KIHEMYHE WM (GapMAKOKITHENYHHE NPOYYBAHMS, CPABHABALIM LETHPH3MH C IAanedo HmH JApyrH
AHTHXHCTAMHHAM B IpenoppyBaHara no3a (10 mg AHeBHO 32 NSTHPH3UH), ¢ HAXHYHY KOJMHYECTBEHH
JaHeA 33 De30MacHoCT,

3a Tasu cOOpHA IOmyNalys ca AOKAaIBaHy CIIeTHITE HexKeNnaHy IeKapCTBeHH PEaKkuH Tpy

ripunarade Ha [0 mg neTHpy2un B miagebo KOHTPONHPaHH IpoyuBanud npu vyectota 1,0% wrw noseye:

Hexenana peakius TMerupuzan 10 mg IInanebo
(WHO-ART) (n=3260) (n=3661)

Lenus opraHuzsm — obIm
HapyLIeHHS
Ymopa 1,63% 0,95%
Hapyurenssa Ha HeHTpaIHaTa H
nepudepHa HEPBHA CHCTEMA
3amasHocT 1,10 % 0,98 %
T'narobonue 7,42 % 8,07 %
CroMarmHo-4YpeBHE
HapyIIeHus
Bonka B KopeMa 0,98% 1,08%
Cyxora B ycraTa 2,09% 0,82%
Taneue 1,07% 1,14%
Tlcuxuuny napyineHus
COMHOIEHTHOCT 9,63 % 5,00 %
PecriupaTopHH HapylleHus
DapuHTHT 1,29 % 1,34 %

BBITpeKH CTAaTHCTHYECKH MO-IOJIAMaTa YeCTOTa B CPaBHEHHE ¢ naneto COMHOJIEHTHOCTTA € OHna

JieKa o yMepeHa B MoBeyeTo ciyyad. OOexTHBHE H3CNeNBAaHUA IIPH ApYTH NPOYUBAHHA ITOKA3BAT, Y&
obuuaiianTe AefiHOCTH He ce NOBIMABAT B PSIOPHYBAHNTS THEBHH KO3H NPH 3APaBH MIafu
robposonnn.

Hesxenanure nekapeTBeHM peakiny ¢ yecTora 1% M rosede, IIpH AElia Ha BE3PACT OT 6 Mecena ao 12
TOJMHY, HabJI0AaBaHK NPH Niane6o KOHTPONMpPaHH KTHHHYHE HIH hapMaKOKITMHUYHM IPOYUBAHUY, Ca;

Hemxenana peakuus Hernpnzux 10 mg IInanedo
(WHO-ART) (n=3260) (n=3061)

CromaigHO-upeBHI
HapyLueHHs
Huapus 1,00% 0.6 %
IlcwxpuHu HapyHIeHHs
COMHONEHTHOCT 1.8 % 1,4 %
PecniupaTopHy HapylHesHs
PurnT 1.4 % 1,1 %
Lenus oprauusem ~ obLm
HapyIIeHHs
Ymopa L0 % 0,3%

[JocTMaPKETHHIOB OTIIT

B momsnHeHHe KbM HexENAHUTE Peakiy, HaBNMIOQaBaHY NO BPeMe Ha KIHHHYHUTE NPOYYBa, /\\
H36pOEHH No-Tope, ETHHMYHA CITyday Ha CIIe[HHTE He/KelaHi JISKAPCTBEHH PEaKLIHH ¢a JI0
KaTO MOCTMAPKETHHIOB OIHT. 34 Te3H MO-PAIKO CHODINABAHM HEXENIAHH PEAKLHME OLIEHKA



yecrorara (pedecrit: >1/1 000 mo < 1/100, peaxu: 21/10 000 no < 1/1 000, muoro peaxu: < 1/10 000)
€ HanpaBeHa Bb3 OCHOBA HA IFOCTMAapPKESTHHIOBHA OIIHT.

Hapywenus Ha Kpwema i TuMQRAMma cucmema:
MHoro penki: TpOMOONHTONEHHS

Hapyruenus na uMmyRnama cucmema:
Penxy. cBpBXUYBCTEUTEAHOCT
MHoro peaxn: aHaQIAKTHIEH WOK

Hewxuunu napyuenua.
HevwecTy: TpeBOMKHOCT
Penki: arpecHBHOCT, 0OBPKAHOCT, HETIPECHA, XAMFOUHHAHH, 6e3CEHUe

MHOFO pelicii: THKOBE

Hapyuenna Ha HepeHama cucmema.

HeyecTH: fapecTesus

Peaxu: KOHBYJICHH, HAPYIUEHHST B JBHKEHHETO

MHOTO peAKH: AHCTey3us, CHHKOTI, TPeMOp, AUCTOHHS, JHCKHHE3HA

Hapyurenst nor ouume:
Mgoro pefxu: HapyIUeHHE HA aKOMOJAIATA, 3aMBIVICHO 3PEHHE, OKYIOrupalis

Copdeyny napyiieHs.
MHOTO pesKy: TAXUKApRHs

CHIOMOUIHO-UPEGHY HADVHIGHISL
Heveerw: auapns

Xenamo-GuitiapH HaPYHeHUL:
Penxu; Hapywena seproapobHa GYHKUHS (HOBHIIEHH TPAHCAMUHASH, alKaTHa docdarasa, y-GT u

Bunupyoun)

Hapyuernust na xogicama 1 ROOKOJICHAMA WbKAH.

HevectH: npypHTyC, 3aUepRraBane

Penxu: ypruxapus

MHOro pemicH: AHrHOMEBPOTHHEH eieM, (DHKcHpaH nexapcTBer obpuB

Hapyuernn na OuOpeyume U RUROYHUINE RIS
Muoro pemki: JUsypRs, eHypesa

OB napynitenus 1 eqQexmi B MACHOMO HQ RPUIOdICEN TS,
Hewecr: acTeuusn, HEpasIoNoKeHye
Peruu: oTox

Hacnedeanusi:
Penrw: noBHIAaBaHe Ha TermoTo

4.9 IHpenosnpane




CuMnroMu

Cumnromure, #abmoaaBadi c/lell MpeJo3HpaHe ¢ UeTHPH3HH, 2 CBBP3AHH OCHOBHO ¢ e(DeKTH BBPXY
ITHC wnu ¢ edexTH, NPeAroNaraid aHTHXONHHEPTHYHO AeHCTBHE.

Hexenannre peaxuuy, JoxkIaABaHM Ciel IpHEMa HA TO3H Hal-Maniko 5 IBTH HO-BHCOKH OT
NpenopbuaHuTe AHEBHU JO3H, Ca: 00bpXaHoCT, uapus, samMalinade, yMopa, Tiiagobome,
HEPAasNoJOKeHHe, MHAPHA3a, TIPYPUTYC, De3rnokoHCTBO, ceJHpae, COMHONEHTHOCT, CTYTIOP,
TaXHKapaua, TPeMOD H 3aAphkKKa Ha ypuHa.

Mepk# rpH Ipeao3upate

Hama creupduyes aHTHIOT Ha LIETHPHU3HH.
B cnyygaii Ha npenosrpaHe ce NPENopEYBA CHMITOMATHYHO HITH NOAXBPKAIIO NeueHne. Cnexn

HAaCKOpPO CNYHHIIC CE ITOITBIIaHe TpHﬁBa Ha ce HamnpagH CTOMAaIIHa [IpOMHBKA,
L[BTHPHBHH HE ce eIIHMHHNDa 8(13BKTHBHO HpH JHaInza.

5. @®APMAKOJOIMUYHHA CBOMCTBA

51 @apMakoAMHaMHYHN CBOHCTBA
(apMaxoTepanesTHusa rpymna: Humnepasunorr npouzeontu, ATC xon RO6A E07

LeTHpu3nH, YOBEIKH METAOOAUT Ha XUAPOKCH3HH, ¢ MOIEH U CEASKTHREH AHTATOHKMCT Ha
neputdepHure H1-petlerrropy. In vifro npoyypaHisTa 3a peleNITOPHO CRBP3IBAHE HE IOKAZBAT
H3MepHM athuHHTET KBM ApYTrH perentopn ocseH Hl-penenropure.

B nomenseHue kbM cBost aHTH-H1 edexT neTHpHIMH 1TOKa3BA aHTHANSPIHYHO AeHCTBHE: B 4032 OT
10 mg BemHbNK HAM ABA ITETH JHEBHO TOH HHXHOKpE KbeHaTa ()32 Ha BKIIOYRAYWE Ha KIETKHTE Ha

BBESNANEHHETO, CHeLMAIHO Ha e03RHOMDAIHTE, B KOXNATA H KOHIOHKTHBATE Ha ATOTHYHN TALHEHTH,
TIOIOKEHH Ha AeHCrBrHeTo Ha aNTHresa.,

Ipoyusanusa npy 3apasy JeGPOBONIM IOKA3BAT, Ye LESTHPHIMH B 203K 0T 5 ¥ 10 mg cunuo
HAxuOHpa 0BPHBEA W 3AUSPBIBAHETO, HHAYIHPAHH 0T MHOIO BHCOKH KOHLEHTDAUHE Ha XHCTAMEH B
KOMKATA, HO Ta3y BPB3KA HE & APOYYeHA,

B npoyusane, npoxsmxmio 35 aHA, Npy tela o1 5- xo 12-roffiHa Be3pacT He ¢e YOTAHOBIRA
TONEPAHC KM ARTHXMCTAMHHOBHA ethekT (NoxTHckane Ha 0DPHBA M 3a4ePRSBANETO) HA HETHPHIMH.
Cnen NpexbCBaHe HA TIPONEIHTEITHO IEUCHHE ¢ HETHPH2HH KOXATA BRICTAHOBARA CROSTA HOPMATHA

PEAKTHBHOCT KbM XHCTAMHK L0 3 .

B 6-ceamuuno mnanebo KORTPOIMPARO Mpoyqsane Ipy 186 MalHeHTy ¢ ajlepruden PHHHT K
NPHAPYMABAWIA JIEKA 0 YMEPEeHa aCTMa NPHAMKEHHETO Ha HeTHPHIHH 10 mg BeAHBK JHEBHO
ropo6pspa CHMIITOMUTE Ha PHHHTa ¥ He nopmiasa Genonpobuara ¢yrrus, Topa npoyusane
HoxasBa e30MacHOCTTa Ha NPHICKERHE Fa NeTHPHINH IIPH aNeprHuHH TaUUeHTH ¢ JIeka O yMepeHa

acT™Ma.

B nmage®o xonrponuparo npoyvBane HeTHPHIMH, IPHIATAH BEB BHCOKA JIHeBH4 103 ot 60 mg 3
IHY, He TIPHYHEABA CTATHCTHHECKH 3HAUHMO yabmxasaue Ba QT unrepsana.

HPH HpenopsYBataTa 1034 NETHPHIAH IIOKA3Ba, Y¢ rloxcoﬁpxsa KavwecTBOTO BE XHROT Ha N
C HeJIOTONMITHE M CO3QHHN aneprHyHH pPHHHTH.



52 <dPapmaxoKHneTHYHA CBOficTBA

MaxcuMairHaTa CTALMOHAPHA CepYMHAa KOHIEHTpaLg e npubnusurento 300 ng/ml i ce gocTrra cnex
1,0 £ 0,5 h. He ce nabmomasa xyMyIHpaHe Ha NeTHPHU3YH Ced ApHeM Ha JHeBHa foza 10 mg 3a 10
Juu, Pasnpenenendero Ha GapMakOKMHETHIHHTE HapaMeTpy KaTo NMKOBATA [UTa3MEHa
xouuerTpaiua (Cma) u rurourra nox kpueata {(AUC) e epnakso Ipn 206poBONIH,

Crenenra Ha abcopOiHsa Ha NETHPH3KH He ¢e HaMalisiBa OT XpaHara, HE3aBHCHMO 1€ CKOPOCTTA Ha
abcopOLns ce DOHMKABA.

Crenenra Ha OHOHATHYHOCT 32 LETHPH3KH € N0A00HA, He3aBHCHMO OT JiekapcTBeHara popma —

PasTBOD, KAHCYITH HIH TabIeTKH,

TIpusuaHus 06eM Ha pasnpefencHue ¢ 0,50 Ikg. Hetupuswd ce cepp3pa B 93 + 0,3 % ¢ rurasmenure
npoteuny. LJeTHpHauy He NPOMEHs CBBP3BAHETO HA IIa3MEHHTE IIPOTEHHH ¢ Baphapus.

LleTHpu3uH He NPETHPIIIEA 3HAUMTENSH METaBOIHIBM NPH [IEPBOTO NPEMHHABAKE TIpe3 YepHHS Xpob,
Oxono ABe TPETH OT J03aTa e eKCKPeTHPA HeNPOMEeHeHa B YpUHATa, TepMUHATHUAT ITONTYKHBOT €
npuGnusutenyo 10 yaca.

Hetupusun B 1031 0T 5 10 60 mg npuTekasa IHHeeH hapMaKOKHEETHUYSH IPOGHIL.

Crhenuanad TOITYIape;
Hayuennmu 6 cmapuecka gv3pacm: [Tpn mepopaneH npueM Ha equeryHa 1o3a ot 10 mg ueTHpusun

MOAYKHUBOTBHT e NOBHLIaBa ¢ okoNo 50%, a KiupeHerT Hamangsa ¢ 40% npu 16 nauuelTH B
CTap4yecKa BBE3PACT, B CpaBHEHHE C TE3H B 3psia BE3pacT. Hpe,unonara Ce, U& HaMAaJIBAHETO Ha
KNHpBHCA MPH ZOOPOBOILH B CTApHECKa BE3PACT C& ABIUKM Ha HaMangpane Ha Os0peunara dyHKIHS.

Heya, kepmauema u npoxosicoaiyu: LIomyxABOTET Ha HETHPH3HH € OKOJIO 6 Haca Ipy fena Ha 6-12
TONMHM | 5 yaca IipH Aena Ha 2-6 roguHi. IIpH kbpMavieTa ¥ MpOXOXIANIY Ha BE3pacT 6-24 Mecena
TOii e noHmiKkeH 10 3,1 vaca,

Iayuenmu ¢ 6vbpeuno yapesicdane: DapMakOKMHETHKATA HA NEKAPCTROTO NPH MALHEHTH C TIEKO
Os6peuno yepexaane (kpeaTHHHHOB KITHpEHC Hax 40 ml/min) ¢ nomo6ua Ha Ta3u PY sIpasy
no6pososuy. Ilpu naupenty ¢ yMepeso 6h0peyuHo yBpexnaHe UMa TPUKPATHO YBETHYEHHE Ha
TIasMeHHA ToNyKHBOT 1 70% HaManeHue Ha KINPBHCA B CPRBHEHHE CBC 3APABH JOGDOBOIILIL

Tpu nanyeHTH Ha XeMoxHannsa (¢ KpeaTHHHHOB KupsHe nok 7 ml/min) cnen npreM wa exHOkpaTHa
neopanxa 103a oT 10 mg HeTHpHINH HMa TPUKPATHO YBeNHYSHHe Ha IONYKHBOTa H 70% HamaneHue
Ha KNUpBHCA B cpaBHeine ¢ oOruaiinoTo. L{eTupuaun cnabo ce eNuMuHApa IIPH XEMOJHANH3A,
Heo6xonimMo e aganTHpane Ha 103aTa IIpH NAlMEeHTH ¢ YMePeHo HitH TexKko Gh0peuno yrpexaane

(Baxc. Touxa 4.2).

Hayuenmu ¢ weprodpobuo yepescdane: TIpn nalnMeRTH ¢ XpOHUYHE YepHoapobHY 3abonapanus
(xemaTouesyslapHa, XonecTaTidHa 1 OunnapHa NHposa), IpH eZHOKpaTeH npueM Ha 10 uma 20 mg
LEeTHpU3MH, ce Habmonaga yeenivaBate Ha NIasMeHuAT nonyusot ¢ 50% u 40% namangsane ra

KJIHPBHCA B CPABHEHHE ChC 3APABH MHIKBUIH,
AnanTHpaHe Ha J03aTa [PH NAUKMEHTH ¢ YepHOAPOOHH HAPYIIEHH & HEOGXO0IMMO CaMo aKko e HANKMLE

npuapy:xasawo 6p0peyurHo yepexaane.

5.3 Ilpepxnuuauapd gauun 3a Gezomacmocr

HexnmuuuunauTe OJavHy He 1ToKaseatT ocobel PHCK 34 XOpaTa CbIMMAacHO KOHBCHUIHOHANHUTE
cbapmakonomtmu H3NHUTBAHHIA 3a 6830naCHOCT, TOKCHYHOCT MpPH MHOIOKPATHO HpHHaPaHGf




FeHOTOKCHYHOCT, KapUHOTSHe TOTCHUHAYN, pENPOAYKTHBHA TOKCHUMHOCT.

6. OAPMANEBTHYHI JAHHI
6.1 CnHebk HA NOMOLIHETE BeIecTBA

- I'mauepon

- [TpormnesrUKon

~ 3axapuH HaTpUH

- Metun napaxunpoxenbensoat (E 218)

- Iporun napaxuppokcutenzoar (B 216)
- Apomar Ha Ganan 54,330/A (Firmenich)
- Harpuer anerar

- Jlenena oueTHa KMCERHHA

- PazTBop Ha copburan 70%

- [Ipeyncrena Bona

6.2 HecnpsmecTHMOCTH
Hernpunoxumo.
6.3 Cpox Ha roanoct

3 roouHH

Criep irspBOTO OTBapAHe Ha GYTHAKATA CHPOOBT MOXE Ja e MAMOoAIRa B IPOALbKeHye Ha 12 cemuliy.

6.4 CrenmajHH YCIOBRA HA CHXPAHCHRES
To3u sekapcTBeH NPOZYKT He MIHCKBA 0COOEHH YCNOBHS 33 CBXPAHSHUE.

6.5 Jaran 32 oNAROBRATH

Temya crekiena Oyriaxa (Tun 1T} ot 75 mi, 3aTBOpeRa ¢ Gaa HONATIPOMMISHORE, 3AIUTEHA

OT Jcua 3amnylianka.

6.6 ChoegHaang MpeanasHH MepKy npi H3Xsopasue o pabora

HsiMa cTieHHanHy H3HCKBAHHA,

Hensnonspadusat NPOAOYKT HNH OTHaIbLYgUTE MATEPHAAH OT HOTO T pﬁﬁﬁ& B3 o6 HIXBBPIIAT B

ChOTBETCTBHE ¢ MECTHHTS H3HCKBAHAA.

7.  TPHTEXATEJN HA PASPEIOEHHWETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

D 61118 Bad Vilbel, T'epmanus
Tem: ++49 6101 603-0




v

Paxkc: ++49 6101 603-259

8. HOMEP HA PASPEINERHETO 3A YIIOTPEBA

11-12510/06.03.2006

9.  JATA HA XILPBO PA3SPEIIABAHEMOZHOBABAHE HA PASPEHIERUETO 3A
YIIOTPEBA

06.03.2006

10. HATA HA AKTYANHM3IHPAHE HA TEKCTA

FOnu 2009




