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3uprex 10 mg punMupany TabneTku
Zyrtec 10 mg film-coated tablets

2. KAYECTBEH K KOMMYECTBEH CHCTAB

Enna ¢punMHpana Tabnerka cpabppxka 10 mg netHpusHHOB DUXHAPOXIOPH] (cetirizine
dihydrochloride)

ITomomnn BewiecTBa: eqna gpruimupana tabnerka ceappxka 66,40 mg nakroza MOROXHAPAT

3a ITLITHHA CIIMCBHK Ha MOMOIIHHATE BellleCTBa BK. To4Uka 6.1.

3. JIEKAPCTBEHA ®OPMA

OunMupanH Tabnerku

benu, npognnroaty GuAMUpaHH TabNeTKU ¢ ACIUTENHA YepTa U O3HAUEHHEe Y-Y

4, KIHHAYHU JAHHHA
4.1 TepaneBTHYHH NOKAIZHHN

Ilpn BB3pacTHH M AeUa HAH 6-rOAMIIHA BB3PACT:

- IleTupH3HH e nokas3aH 3a 00/eKaBaHe HAa HA3ATHUTE H OYHH CHUMITTOMH HA CE30HEH H
LEJIOTOAMIIEH aJIEPruyeH PHHHT.

- lleTupuzuH e noka3aH 3a 00eKyaBaHe Ha CUHMIITOMHTE Ha XpPOHHYHA HAHONATHYHA

YpTHKapHs.
4.2 [do3upoBKA H HAYHH HA NPHJIOKEHHE

Ieua Ha BB3pacT ot 6 A0 12 roaunu: 5 mg ABA MBTH AHEBHO (NMONOBHH TabeTka ABa NbTH JHEBHO)
und 10 mg Beansx aHeBHO (1 TabneTka).

B13pacTHH H IOHOWIHK Hax 12-roaniuHa Bp3pact: 10 mg Beaunxk AHeBHO (1 Tabnerka).

Tabnerkure TpaOBa Aa ce MPHEMAT ¢ Yallla TeYHOCT.

[MaieHTH B cTapuecka BH3PACT; HAMA JAHHH, KOHTO Aa MpeAroaaratr HeoOX0oJMMOCT OT HaMalsBaHe
Ha JI034TA TIPH [TALHEHTH B CTAPUECKa Bb3PacT, NpH ycnosUe Y€ Ob0pevnaTta QyHKIMA € HOpMaTHa.

[anreHTH ¢ YMEPEHO A0 TexKKO Op0peuno yspexaaHe: HAIMA A8HHH, KOUTO Aa JZOKYMEHTHPAT
CBOTHOLIEHHETO e(PHKACHOCT/6€30MacHOCT pH NauMeHTH ¢ 6p0peyHo HapyiueHne. LleTupr3nH ce

eJIMMHHBPa OCHOBHO nipe3 6p0peuiTe (BXK. TOYKa 5.2) M B CiryyaH, ue HAMa Apyro Bb3MOXKHO

JieYeHUe, HHTEPBANET Ha NpHeMaHe TpaGBa fa ce HHIMBIWTyalH3Hpa B 3aBUCHMOCT OT OB0petiHaTa
dyukuus. Manonssaiite npaioxkeHaTa no-A0y Tabnuua 3a aanTHPaHe Ha 03aTa. 3a npujlaraHe
Ta3d TaOIHLA ¢ HeoOXOAHMO A2 C€ ONpEAe/IH KpeaTHHHHOBHA KITHPBHC Ha NALIMCHTa, H3pase
ml/min (CLcr). CLcr (ml/min) Moxe 1a ¢e ONpeaesii OT cepyMHMA KpeaTHHUH {(mg/dl) ¢ mo

cliegHara GopMya:




[140 — sv3pacmma (2o0unu)] x meano (kg)
CL,= ——m8 ™ ——————— (X 0,85 3a xcenu)
72 X cepymen kpeamunun (mg/di)

AzanrTipaHe Ha J03aTa NpH BB3PacTHH ¢ HapymeHa 666peuna oyHKums

I'pyna KpeaTHHHHOB KIUPBHC (ml/min) J03a 1 4ecTOTa Ha NpUJIaraHe
Hopmanua > 80 10 mg BeaHbXK AHEBHO
Jleka 50-79 10 mg BeaHBXK JHEBHO
YMepeHa 3049 5 mg BeOAHBK JHEBHO
Texka < 30 5 mg BeAHBXK Ha 2 JHH
[JlaupeHTd B KpaeH CTaauM Ha
Ob0pedHa HEmOCTATBYHOCT H < 10 NPOTHBOTIOKA3HO

MNAOHCHTH Ha AHAJIH34a

ITpn neguaTpHyHU naMeHTH ¢ ObOpeyYHH yBpeXKAaHWA J034Ta TPAOBa Aa Ce aZlanTUpa HHAUMBHYATHO
Bb3 OCHOBA Ha OBOpeuHHA KIHPBHC, BB3PACTTa H TEINOTO Ha MaliMeHTa,

ITalHeHTH ¢ YepHOAPOOHO YBpEXKAAHE: HE CE HaJlara aflafiTHpaHe Ha A03aTa MNpH NaUHEHTH CaMo C
4ECpHOAPOOHO YBpEXKARHE.

[TaumenTH ¢ yepHOIpoOHO U 6BEOpeyHo yBpekaHe: NMpenopbYBa ¢ aAanTHpaHe Ha A03aTa (BX.
no-rope “Tlaumentu ¢ yMepeHo 10 Texko 6pb6peyuHo yBpexaane™).

4.3 IlpormBonoka3aHus

CBP'BX‘-I)’BCTB]H'BHHOGT KbM S8KTHBHOTO BCIIECTRO, KBM HAKOC OT NOMOIIHHUTE BELLICCTBA,
XHAPOKCH3HH HIIH ITHIICPa3nHOBH NNIPDOU3BOAHH.

[lauMeHTH ¢ Texko GrOpevHo yBpeKAaHEe U KPeaTHHHHOB KAKpBHC oA 10 ml/min.

[TaiMeHTHTE ¢ peaKH HacneACTBEHM 3a00/aBaHu KaTo rajlakTO3HAa HENOHOCUMOCT, JIAKTa3Ha
HEOOCTATHUHOCT Ha Lapp WM rmoko3o-ranakTo3Ha Maaabcopbums He TpaOBa 1a npHeMaT LETHPH3HH
(punmMupaHH TadrieTky.

44 ChnenuajJul DpeaynpeKicHHS H HpeANA3ZHA MEPKH NpH yHoTpebda

B TepaneBTHYHHM 403H He ¢a HabniogaBaHH KIMHHYHO 3HATMMH B3aHMOACHCTBHA ¢ AJIKOXOJ (IIpH
KOHIIEHTpaLMs Ha ankoxoi B kpeera 0,5 g/l). Bonpeku ToBa ce npenopbysa NOBHILICHO BHHMaHHC
npH eAHOBPEMEHHATa ynoTpeba Ha aKoXoll.

IIpenopsuBa ce NMOBHIIEHO BHHMAHHE IIPH MNALMCHTH ¢ eMWICTNICH K PHCK OT MPHIIaABLH.

He ce npenoppysa NpuiokeHneTo Ha TabierHara ¢opMa NpH Aeua noa 6-rogMiliHa Bb3pacT, THH
KaTO HE € Bb3MOXHO TOYHO aJlanTHpaHe Ha 103aTa.

4.5 BiaumoaeilcTBHE C APYIH JACKAPCTBeHH NPOAYKTH H APYrH GOpMH HA B3aHMO/elcTBHE

[Topaau npoduwia Ha GapMaKOKHHETHKATA, (hapMaKOAMHAMMKATA H IOHOCHMOCTTA Ha LCTHE
ce OYaKBa B3aHMOJEHCTBHE ¢ TO3H AHTHXHCTAMHH. BChIIHOCT HHTO (papMaKOAMHAMHYSN, \
3HaYHMH QapMAKOKHHETHYHH B3aHMOACHCTBHSA Ca CHOOILECHH MPH MPOBEACHHTE PO ERHHA 3.0 \
MEXLYIEKapCTBEHH B3aMMOIEHCTBHAA, 0c00€HO 3a nicerAcedenpuH win TeoduinH (07 g iR |
2 Tt i |

f

c1abo MOHIKEHA.



4.6 DBpeMEeHHOCT H KbpMEHE

3a IETHPH3HH UMA MHOTO OTPaHHYCHH KIMHHYHH AaHHH 3a ynotpebaTa My IpH OpeMEHHH XKEHH.
EXCnepHMEHTAIHMTE NMPOYUBAHMS [IPH JXHBOTHH He MOKA3BaT NPAKO WIH HENPAKO BPEAHO
Bb3ACHCTBHE BBpXY OpeMeHHOCTTA, eMOPHOHATHOTO/(QETATHOTO pa3BHTHE, PAXKIAHETO HIH
MOCTHATATHOTO pa3suTHe. IlpeanucsaneTo Ha OpeMEHHH WITH KbpMELLH XXeHH TpsOBa Aa cTasa ¢
MOBHLICHO BHUMAHHKE, Thi KaTO LETHPHU3UH NPEMHUHABA B KbPMATA.

4.7 EdexTn BHpxy cnocofHoCTTA 32 OPHpPaHE H pab0oTAa ¢ MAIIAHH

OOeKTHBHHTE H3CNCABAHUA BbPXY CIOCOOHOCTTA 3a odupaHe, IATEHTHOCTTA HA CHHA
NCHXOMOTOPHATA aKTHBHOCT, HE Ca MOKA3aJIM KIHHHYHO 3HAYHMH €(eKTH IIPH NpenophiBaHaTa A03a
ot 10 mg.

IlaupeHTHTE, BE3IHAMEPABAIIH A WOPUPAT, A H3BBPIIBAT IIOTCHIHAIHO ONAacCHH ACKHOCTH WM Ja
pabotaT c MaluMHH, TPAOBa Ja He MPEeBHILIABAT NPENMOPHYBAHATA A03a M Aa HMAT NpeaBui e(eKTa Ha
nexapcTsoto. IIpH Te3u YyBCTBUTEHH NALMEHTH €JHOBPEMEHHATA yHOTpeOa Ha ajIKOXOJI WIH APYTH
aenpecadTH Ha LIHC Moxxe fa MpUYHHU ROMBIHUTENHO HOHMMKABAHS HA BHHMAHHETO K [a HApPYLIH
H3ITBJIHCHHETO Ha NEHHOCTHTE.

4.8 Hexenanu JeKAPCTBREHH PeaAKIHH

KyiMHHYHHTE NMPOYYBAHHA [T0KA3BAT, Y€ LIETUPH3HH B IPENOPHYBAHUTE JO3H MIPHYHHABA JICKH
HEXXeJaHH JIeKapcTeeHH peakiuu Bbpxy LIHC, Bmiousaliy COMHOIIEHTHOCT, YMOPA, 3aMasHOCT H
rnasofonue. B HAKOH ciydan ce HaGnmonasa napagokcanHo ctuMynupade Ha LTHC.

BrrpekH ye LETHPH3MH € CEJIEKTHBEH aHTArOHHUCT Ha neprgpepHuTe H)-penerropy 4 He NpHTEXKaBa
3HAYUTETHA AHTHXOJITHHEPrUYHA AKTUBHOCT, ChOOIICHH Ca OTACIHH CJIy9ad HA MEKUHOHHH
3aTPYAHEHHA, HAPYLLICHHA B aKOMOJALHMATA HA OYHTE M CYXOTa B YCTaTa.

JloxnanBaHH ca OTHAENIHH CJIYYad Ha HapyllieHa YepHOAPOOHA PYHKLMS C MOBKLIEHH CTOMHOCTH Ha
yepHOAPOOHHTE eH3HMH, IPHAPYKEHH OT NOBHLLABaHE HA OMIHpyOHHA. B noseuero ciayyau ToBa ce
HOPMAaAH3KHpa Clie NPeKpaTABaHe Ha MPHEMA Ha LUCTHPH3HHOB UXUAPOXIIOPHA.

[Toseuwe ot 3 200 nauMeHTH, MPHEMALIH LETHPH3HH, Ca BIJIIOYCHH B JBOMHO-CJICTIH KOHTPOJIMPaHH
KITHHAYHH WIH GapMakOKTHHHYHH MPOYHNBaHMA, CPaBHABALIM LICTHPU3HH ¢ IUIaLed0 WiH ApyrH
aHTHXHCTAMHMHHM B NpenopbuBaHara A03a (10 mg AHeBHO 38 LUECTHPH3HH), C HAIMYHH KOJIHYECTBEHH
JaHHH 338 6€30MacHOCT.

3a Ta3u cOOpHa MOIMyJIaLMA Ca AOKNAABAHH CJICIHHTE HEXXC/IaHH JISKApCTBEHH PeaKllH NpH
npuaarade Ha 10 mg ueTHpu3uH B Iane6o KOHTPONHpPaHK NPOyYBaHHs NPH YecToTa 1,0% Wwin
noseye:




Hexesana peaknus Uernpn3nn 10 mg ILranebo
(WHO-ART) (n=3260) | (m=3061)

Llenns opraHu3sM — obmn HapyLIeHHA |
YMopa 1,63 % 0,95 %
HapyuieHus Ha LieHTpanHaTa H nepH¢epHa HEpBHA CHCTEMA |
3aMasHOCT 1,10 % 0,98 %
I'nasobonue 7,42 % 8,07 %
CroMamiHO-4YpeBHH HapyLICHHS
bonka B kopema 0,98 % 1,08 %
Cyxora B ycrara 2,09 % 0,82 %
[anene 1,07 % 1,14 %
[cuxuyiHy HapylIeHUS
COMHOJIEHTHOCT 9,63 % 5,00 %
PecriipaTopHM HapylIeHHA
@QapUHIHT 1,29 % 1,34 %

Bunpek# cTaTUCTHYECKH MO-rojisMaTa YeCTOTa B CpaBHEHHE ¢ IL1aneto COMHOIEHTHOCTTA ¢ Guna
JieKa [0 yMepeHa B nosedeTo cinyyad. O0eKTHBHH U3CNICABaHHA ITIPH APYTH MPOYYBAHHS MOKA3BAT, Ye
oOHyaltHHTE ACHHOCTH HE Ce MOBIMABAT B NPENOPHYBAHHTE AHEBHH JO3H IPH 3ApaBH MJIalH

nobposonuu.

Hexenanure nekapcTBeHH peakuyH ¢ yecToTa 1% H nmosede, NpHU Aenia Ha BB3PacT OT 6 Mecela Ao 12
rofiuHy, HabmonaBaHu NpH IU1ale00 KOHTPOIUPAHH KTHHHYHH HWIH GapMaKOKITHHHYHYA MPOYYBAHHA,

ca:
Hexelany JIeKAPCTBeHH peaKkiuH Hernpuiun 10 mg ILlnanebo
(WHO-ART) (n=1656) (n=1294)
CToMatiHO-4YpeBHH HAPYIIECHHS
Huapus 1,0 % 0,6 %
[IcHXHYHHM HapyLUCHHS
COMHOJIEHTHOCT ' 1,8 % . 1,4 % _
PecrivpaTopHy HapyleHHA
Punur 1,4 % 1,1 %
Lienus opraHu3®M — OOLIM HApYLIEHHA
YMopa 1,0% 0,3 %
[IOCTMAPKETHHIOB OIUT

B noneiHeHHEe KBM HeXelaHHTe peaKMd, HabogaBaHy 1O BpeMe Ha KIIMHHYHHTE IIPOYYBRHHA H
H30pOeHH M0-Tope, eAMHHYHM CIYHad Ha CIICAHHTS HEXKENTaHH JICKAPCTBEHH PeaKkLMH ca JOKIAIBaHH
KATO MOCTMAPKETHHIOB OTIMT. 3a TE3H NO-PAAKO ChOOINABAHH HEXKEJIaHH PeaKLIHH OLICHKATA HA
yectorara (HeuecTH: /1 000 mo < 1/100, peaxu: =1/10 000 oo < 1/1 000, maoro peaku: < 1/10 000)
€ HalpaBeHa Bb3 OCHOBA HA MIOCTMAPKCTHHIOBHSI OTIMT.

Hapywenun na xpvema u aumgnama cucmema.
MHoro peaxku: TpoMOOLIMTONICHHSA

Hapywenus na umynnama cucmema.
Penxu: CBpBXUYYBCTBHTEJIHOCT
MHoro peaku: aHapHIaKTHYECH LIOK

Hcuxuunu napyuenus:
HeuecTH: TPEBOXKHOCT
Penku: arpecHBHOCT, OOBPKAHOCT, AENPECHs, XATIOLMHANKY, Oe3chHue
MHoOro peaKH: THKOBE




Hapywenus na nepenama cucmema:
HeuecTu: napecresus

Penxu: KOHBYJICHH, HAPYILISHHS B JBIXKEHHUETO
MHoOro peaxs: JUCTey3Ha, CHHKOM, TPEMOP, AUCTOHHSA, JHCKHHE3HA

Hapywenus na oyume:
MHOro peakH: HapyLWEeHHE HA aKOMOLALMATA, 3aMBIJICHO 3PpEHHE, OKYJIOrHpallHs

Covpoevnu HapyuleHua:
MHoro peaky: TaxXuKapaHs

Cmomauno-upeernu HAPYUeHuA.
HeuecTu: anapus

Xenamo-bunuapuu Hapywenus,

Penku: HapylieHa uepHoaApoOHa GyHKIHs (MOBULIEHH TpaHCAMHHA3H, alKanHa gocdarasa, y-GT u
OunupyOHH)

Hapyuienua na xoxcama u ROOKQOICHAMA MbKAH:

HedecTH: NpypHTYC, 3a4epBaBaHe

Penku: yprukapus

MHOro peiKH: aHTHOHEBPOTHYEH €/IeM, (PUKCHpaH JIEKApCTBEH 00pHB

Hapywenus na 6vbpeyume u nuxoynume nomuiya:
MHoOro peaku: AU3ypHs, CHype3a

Obwyu Hapyuierus u egpexmu Ha MACMOMO KA RPUAOICEHUe!
HeuecTH: acTeHHS, HEpa3OJIOKEHHE
Penku: oToK

Hicneoeanus.
Penxu: noBHLUARAHE HA TETNIOTO

4.9 Iipenosupane
CHMIITOMH

CHMITOMHTE, HaGTI0ABaHH CJie]] [IPEO3HPaHe ¢ LETHPH3HH, Ca CBBP3aHH OCHOBHO C e(PEeKTH BBPXY
ITHC wnu ¢ edexr, npeanonaraiiid aHTHXOMHHEPTHYHO AEHCTBHE.

HexxenaHuTe peakiyy, JOKIANBAHK e/ IPHEMA HA JO3H Hall-MaJIKo 5 TBTH MO-BHCOKM OT
MpernopbLYaHUTE JHEBHH A03M, ca: 0OBPKAHOCT, ANapus, 3aMaiiBaHe, yMopa, rnasofomnue,
HEpAa3NoNoXKeHHe, MUpHAa3a, NPYPHTYC, 6e3NOKOHCTBO, CeMPAHE, COMHOJIEHTHOCT, CTYTIOP,
TAXMKapAHs, TPEMOP U 3aApbKKa Ha YpHHA.

Mepku fIpy NpeAo3HpaHe

Hama cnieny$usieH aHTHAOT Ha LICTHPH3HH.
B cny4ait Ha npeio3HpaHe c€ NPEenopbYBa CHMITTOMATHYHO MM MOALBPKALLO JICUCHH
HacKOpO CIIY4YHIO ce morbiuane Tpadpa fja ce Hanmpapy CTOMAllHA IPOMHBKA.
IleTHpH3HH HE ce eJTAMHHHpa C(PEKTHBHO NPH AHANN3A,




5. @®APMAKOJJOINMYHH CBOUCTBA

3.1 <dapMakoARHAMHYHH CBOHCTBA

dapMakoTepanesTHYHa rpyna: IIunepasuroes nponssoguu, ATC koxg RO6A E07

LleTupusul, YoBelIkH MeTabOHT Ha XHAPOKCH3KH, € MOLIEH H CEIEKTHBEH aHTATOHUCT Ha

nepudepurre Hl-peuerrropu. In vitro npoyusaHusTa 3a peLIENTOPHO CBBP3BAHE HE MOKA3BAT
M3MEPHM a(QUHHTET KM APYTH peuentopu ocseH H1-penenTopure.

B nombiiHeHHe KbM cBog aHTH-H1 edekT 1ieTHpu3nH noka3pa aHTHANEPTrHYHO ACHCTBHE: B 1034 OT
10 mg BeAHDBK HNK ABa TBTH JHEBHO TOM UHXMOHpPa KbCcHATa ¢dasa HA BKIIOYBAHE HA KJIETKHTE Ha
BBINAJIEHHETO, CIICUHAIHO Ha €03HHOMUITUTE, B KOXKAaTa H KOHIOHKTHBATA Ha ATOIMMYHH MallUEeHTH,
MOAJIOKECHH HA ACHCTBHETO HAa aHTUIEHA.

[IpoyuBaHHATa NPH 34paBH JOOPOBOILM MOKA3BAT, Y€ LETHPU3UH B 03K OT 5 M 10 mg cunHo
HHXWOHpa oOpHBa H 3a4epBABAHETO, HHAYLHPAHH OT MHOTO BHCOKHM KOHIICHTPALIHH HA XHCTAMHH B
KOXaTa, HO Ta3H BPB3KAa HE € NIPOy4EeHa.

B npoy4BaHe, NpOABIKHAO 35 AHH, IIPH AeLia OT 5- 40 12-roAMIlIHA BB3PACT HE C& YCTAHOBABA
TOJIEpaHC KbM aHTHXHCTAMHUHOBHA ¢eKT (MogTHCKaHe Ha 0OpHBa W 3a4€PBABAHETO) Ha ETHPH3HH.
Cnen npexsCBaHe Ha NPOABLKMTENHO JIeUeHHe C LIETUPH3HH KO)KaTa Bb3CTAHOBABA CBOATA HOPMAJTHA
PEAKTHBHOCT KbM XHCTAMMH A0 3 IHH.

B 6-ceamuuHO miauedo koHTponHpaHo npoyupade npH 186 naupeHT! ¢ aNeprudeH pUHUT H
NpHApYXKaBalla JIeKa 10 yMepeHa acTMa NPWIOKEHUETO Ha UeTHpH3uH 10 mg BeAHDBX AHEBHO
nozobpsaBa CHMIITOMHTE Ha PHHHTA K He TIORIHABA OenoapoOHara ¢pyHkumua. Tosa npoyusaHe
A0Ka3Ba 0e30MaCHOCTTA Ha MPWIOKEHHE HA LIETHPU3HUH NPH aNeprusHH NalMeHTH ¢ JIeKa JI0 YMepeHa
aCTMaA.

B wiane6o KOHTponMpaHo npoyvusaHe LETHPH3HH, [IPHIaraH BLB BUCOKA JHEBHA fo3a oT 60 mg 3a 7
IOHH, HE MPHWYHHABA CTATHCTHYECKH 3HAYMMO yab/DkaBaHe Ha QT mHTepBana.

IIpu npenopbyBaHaTa J03a LETHPHIHH MOKA3Ba, Ye moaoOpaBa KA4eCTBOTO Ha )KHBOT Ha MAIMCHTHTE
¢ LEJIOTOAHIIHH B Ce30HHH aJIEprHYHH PHHHTH.

5.2 PapMakoKHHEeTHYHH CBOHCTBa

MakcHMaJIHaTa CTALMOHAPHA CepyMHa KOHUeHTpauua ¢ npubausurenHo 300 ng/ml 4 ce qoctura cnen
1,0 £ 0,5 h. He ce HabmonaBa KyMy/mipaHe Ha LETHPH3HH CJIC NpHEM Ha AHEBHa no3a 10 mg 3a 10
AHM. PasnpeneneHueTo Ha (papMaKOKHHETHYHHTE MMAPaMeTPH KAaTO MHKOBATa IUIa3MEHa
koHIeHTpaLHa (Cp,) H wioinra noa kpuBata (AUC) e egHakBo IMpH J0OPOBONLIA.

CreneHra Ha abcopOLs Ha LETHPH3AHH HE C€ HAMATABA OT XPaHaTa, HE3aBHCHMO Y€ CKOPOCTTa Ha
abcopOua ce MOHMKAaBA.

CrenenTa Ha OHOHATHYHOCT 3a LETHPH3HH € NMoJ00Ha, He3aBHCHMO OT JICKapcTBeHaTa gopma —
pasTBOp, KaICyJIH WIH TabJIeTKH.

ITpusuanua obeM Ha pasnpenenenue e 0,50 I/kg. Lletupuzud ce ceppssa B 93 = 0,3 % ¢ ruasMeHKTe
nporeHH. LleTHpHU3IuH He NPOMEHs CBBP3BAHETO HA IUIa3MEHHUTE MPOTECHHH ¢ BapapHH.

IleTHpH3HH He NMPeTHPIABA 3HAYHTEIICH METAa0OIH3BM IPH ITEPBOTO NIpeMHHABaHE Mp

Oko10 IBE TPETH OT NO34Ta CE €KCKPETHPA HENMPOMEHEHA B ypHHATA. 1 epMHHATHHS 4
npubnuzureano 10 yaca.

LleTpusuH B 1034 OT 5 10 60 mg npuTexasa NuHeeH apMaKOKHHETHYCH NIPOQHl



CreuManHu NONyJAaLUK:

Ilayuenmu ¢ cmapyecxa ev3pacm: llpu NICPOPAIICH NPHEM Ha €AMHHYHA 1033 0T 10 mg ueTHpu3HH
HOTYKUBOTRT C€ NOBHLIABA ¢ OKOMO 50%, a KIHPBHCHET HaMaBa ¢ 40% npu 16 NaLHEHTH B
CTaptecka Bh3pacT, B CPaBHEHHE C T€3H B 3paiia BeapacT. Ilpeamnonara ce, ye HamMaIdBaHeTO Ha
KITMPBHC2 IIPH AOOPOBO/ILIH B CTAPYECKA BE3PACT C& HB/DKH Ha HAMAISBAHE Ha OLOpeyHaTa dbyHkums.

Heya, xopmavema u npoxoxcdauu: TlonyRuBOTHT Ha LCTHPH3HH € OKOA0 6 Yaca npH Aeua Ha 6-12

TONMHHM H 5 Yaca NpH jeua Ha 2-6 roquud. ITpu kbpMavera | ITPOXOXKAAILUH Ha BE3pacT 6-24 Mecelia
TOH € MOHMKeH 10 3,1 yaca.

layuenmu ¢ 6v6peuno yepeocoane: DapMaKOKHHETHKATA Ha JIEKAPCTBOTO NPH MALMEHTH C JICKO
0B0peuHo yBpeKknaHe (KpeaTHRHHOB KITMPBHC Hax 40 ml/min) ¢ nogo6Ha Ha Tasu npu 3apaBwu
no6posonum. ITpu nauueHTH ¢ yMepeHo OBOpeyHO yBpexkaHe HMa TPHKPATHO YBeJIHYCHHE Ha
IUTa3MEHHA NIONYXKHBOT H 70% HaMallcHHe Ha KITHPBHCA B CPaBHEHHE CHC 3ApaBH A00pOBOJILIH.

IIpw nauueHTH Ha XeMoAMAIH3a (C KPEATHHHHOB KIMpBHC NoA 7 ml/min) cen npreM Ha eqHOKpaTHa
neopanHa 103a ot 10 mg UETHPH3HH UMA TPHKPATHO YBEJIHYCHHE Ha nonyxupora 1 70% HaManeuue
HA KIMPBHCA B CpaBHEHHE ¢ 00u4aliiHoTO. LleTHpusuH cnabo ce ennmunmpa [IPH XeMOIHANN3A.
Heobxonumo e ananTupane Ha 103aTa NpU NALHMEHTH ¢ YMEPEHO WIH TeXKO OBOpeyuHo yBpexaaHe
(BXk. TOUKa 4.2).

Hayuenmu ¢ uepuodpobno yepexcoane: TIpn naunerTy ¢ XpOHHYHH “epHOAPOoOHH 3a609BaHHA
(XxenaTouesyapHa, XOeCTaTHUHA H GHUnNHapHa LMpo3a), IPH eAHOKpaTeH npHem Ha 10 win 20 mg
UETHPH3HH, Ce HabloAaBa yBeMyaBaHe Ha IIA3MEHKAT NONYXHBOT ¢ 50% K 40% HaMaisBake Ha
KITHPBHCA B CPaBHEHHE CHC 3APaBH MHAWBHIH.

ADNarrrapaHe Ha J03aTa IPY NALMEHTH C YePHOAPOGHH HapylleHHs € HeoOX0nUMO camo aKko € HaIHIIE

NpHApyKasawo 6s6peuHo yspexnane.

5.3 Ilpeanxnuua4HH AaHHH 38 Ge30naCHOCT

HexknHHHYHATE JaHHU HE MOKA3BaT OCOGEH PHCK 32 XOPATa CHIMACHO KOHBEHIIHOHATHITE
(hapmMakoNOrHuHK H3NUTBAHKA 33 6e30MaCHOCT, TOKCHYHOCT NpH MHOIOKPATHO NMpIJIarasHe,
F€HOTOKCHYHOCT, KApLMHOI€HEH NOTEHLHA, PENPONYKTHBHA TOKCHYHOCT.

6. PAPMAIIEBTUYHH JAHHH

6.1 Chnucbk Ha NOMOIMHHATE BeWIECTRA

- MukpokpucTanHa nenaysosa
- JIakTo3a
- CwmumeB AHOKCHA, KOJIOHACH Oe3poneH
- MarxesneB creapar
- Onaapaii Y-1-7000
- Xunpomenosa (E 464)
- Turanos auokcupn (E 171)
- Maxkporon 400

6.2 HecpBMecTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogaoer

5 roguHH



6.4 CoeunajaHs ycj10BuS HA ChbXpAHEHHE
Tosu JiekapcTBeH NPOAYKT He H3UCKBA 0COGSHH YCIIOBHS 34 ChXpaHEHHE.
6.5 /launn 3a onakoBKaTa

TepmoopMyBan npospaueH, Ge3ipeTeH, GH3MONOrHYHO HHepTeH PVC 6amcrep, Tepmosaneyaran ¢
allyMHHHEBO (PONTHO, NOKPHTO C MOAXOAALY JIaK, B KAPTOHEHA ONAKOBKA.

Onakoskunio 1, 4, 5, 7, 10, 14, 15, 20, 21, 30, 40, 45, 50, 60, 90 wiu 100 Tabaerkn.
He BCvuky BHIOBY ONakoBKH MOTaT Aa GbAAT YCHATH B npoaaxkoda.
6.6 CneusanHH npeINAIHA MePKH NpPH H3XBbpJIgHE

Hama cneuuaniy U3HCKBaHM4.

7. INIPUTEXXATEJI HA PA3SPENIEHUETO 3A YIIOTPEEA
UCB GmbH

Alfred-Nobel-Str. 10

40789 Monheim

['epmanus

8. HOMEP(A) HA PAZPEHNIEHHETO 3A YIIOTPEEBA

20020795

9. JAATA HA ITBPBO PA3ZPEIMIABAHE/MIOHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

JlaTa Ha ThpBa perucTpauus: 26.12.1990
Jarta Ha nocneaHo nogHoBsBaue: 27.12.2007

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2008




