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Bcgka TabneTka chbaAbpHKA aKTHBHO BELIECTBO KeToTU(dheHOB xuaporeHpymapar (ketotifen hydrogen
fumarate) 1,38 mg, ekBuBaneHTHO Ha 1 mg ketoTudeH (ketotifen).

[ToMOLIHO BElIECTRBO: MIIEHHYHO HUILIECTE.

3a MBLJAHHA CMMCHK Ha MOMOLIIHUTE BELIECTBA BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka
Kpsrnu, rutocks Tabnerku ¢ dacera ¥ AeauTeNIHA YepTa OT €HaTa cTpaHa, AuameTsp 7 mm, Henu 1o

CHBOOEIM HA LIBAT.

4, K/IMHHYHHA JAHHH
4.1 TepanesTHYHH NOKA3AHAS

- JlorBAHMTENHO CPeACTBO NPH NPOALDKKUTENHO JiedyeHue Ha ¢inabo H3pazeHa aTonuuHa GpoHXHanHa
acT™a. KeToTu(deH He € epeKTUBEH 3a OBJIAABAHE HA BEYES HACTBITWIU NPHCTBITYM Ha OpOHXHANHA acTMa.
- CHMITTOMATHYHO JIeYeHHE Ha ANIePrHYHH CbCTOAHKSA, BKJI. aJICPrHYCH PUHUT ¥ KOHIOHKTHBHMT,

4.2 Jlo3spoBKA H HAYHH HA NPHJIOKERHE

ﬂUBH POBKA

Buv3pacmuu

Ilo 1 Tabnerxa (1 mg) 2 NLTH AHEBHO, CYTPHH M BEYEP, [10 BPEME HA XPAHEHE.

[Ipu naumeHTH, KOMTO MOJY4YaBaT 3HAYHUTENICH CEJaTHBEH €(peKT, ce npenopbysa 0aBHO NoBHilIABAHE HA
1103aTa Mpe3 MLPBAaTa CeAMHULIA, KaTo ce 3anoupa ¢ 2 tabaetka (0,5 mg) 2 nbTH JHEBHO U MTOCTEMEHHO CE
yBe/HYaBa A0 JOCTHIraHe Ha TepaneBTHYHATA 103a. AKO € HeoOX0auMO, NHEeBHATa 0032 MOXE [a C€ NIOBULLY
10 4 mg - no 2 Tabnerku 2 NbTH AHeBHO. [Ipy No-BUCOKa A03a MOXKeE Aa ce OvaKBa No-0bp30 HACTHIIBAHE Ha
TEPAneBTHYCH SPEKT.

leguampuyna nonyaayus
Ileya nao 3-zo00wmuna év3pacm. no 1 tabnerka (1 mg) 2 rsTU AHEBHO, CYTPHUH U BeUep, Mo BpeMe Ha

XpaHeHe.

IIpodvaicumennocm na rewenHuemo

JleueHHeTO € NPOABIKHATENHO, KATO TEPANCBTHYEH €(eKT C& NOCTHra Cle/l HEKOJIKOCEAMHYHRO IEYEHHE.
Heobxoaumo € Je4yeHHeTO Ja MPOABDKH MUHHMYM 2-3 Mecena, 0coOeHO NpH MALMEHTH, NPH KOUTO HE CE
Habnonasa edekT Npe3 MbBPBHUTE CEAMHLH.

CoirereTBaIA OPOHXOAWIATATOPHA TEPANKUA: NpH yNoTpeda Ha KeTOTU(EH €IHOBPEMEHHO C
OpOHXOAUIATATOPKH MOMKE A C€ HAMAJTH YeCTOTaTa Ha NPHIOKECHHE HA OpOHXOAMIATATOPHTE,

IIpexvceare na mepanuama
[IpekpaTaBaHETO Ha TepanuaTa ¢ KeToTH(deH Tpabpa aa ctaBa NOCTENEHHO, 3a NEpHOA OT 2-4
ce u3berHe pUcka OT peLiAMB Ha ACTMATHYHUTE CHMIITOMH.

Ynompeba npu deya




Knuunydure HaOMIOAEHHS MOTBLPAKAABAT (apMAKOKHHECTHUYHHUTE OCOOGHOCTH M MOKA3BAT, Y€ MPH JeLa

MOJKE J1a € HeoOX0oaHMa MO-BUCOKA 103a B mg/Kg, OTKOIKOTO MpH BE3PACTHH, 32 [a CE MOTyYaT ONTUMAIHH
pesyaraTH. [T1o-BUCOKHTE 103M Ce MOHACAT CBILO TOIKOBA A00PE, KOJKOTO M MO-HUCKHUTE (BXK. TOYKa 5.2).

Ynompeba npu nayuenmu 8 nanpeonana 8b3pacm
He chinecTsyBaT CrIELIMAIHH U3XCKBAHHA MIPU MaLIMEHTH B HANpaJHAIA Bb3PAacCT.

HauyKH Ha NPUIOKEHHE
Tabnetkure ce npyUeMaT NEPOPAIHO C BOJIA IO BPEME Ha XpaHEHe.

4.3 IlpormBonokasanHs

- CBpBbXUYBCTBUTENHOCT KbM aKTHBHOTO BELUECTBO WM KbM HAKOE OT MOMOLIHHTE BEWIECTBA.
- [TbpBH TPUMECTBP Ha OPEMEHHOCTTA H NIEPHOAA HA KbPMCHE.

4.4 Chnenga/HH NpeaynpexiieHns B IpeiNadHH MepKH NPH ynorpeda

- KeroTugeH He ce npuiara 3a KyliipaHe Ha aCTMATUYMHH NPHCTBIH.

- [Tpu 3anouBaHe Ha MPOAB/DKHTEHO JIEYEHHUE ¢ KeTOTHQEH He TpAOBa Ja ce MpexpaTsaBa BHE3AIMHO
TeparnuaTa ¢ pyrd aHTHACTMAaTHYHH TIPOJYKTH, 0CO0eHO KOpTUKOCTEpOUAH. IIpH NauHeHTH che CTEpOoHIHA
3aBHCHMOCT MOXE Ja C€ Pa3BHe AAPSHOKOPTUKAITHA HEIOCTATBYHOCT.

- B cnyvait Ha HHTEpKYpeHTHa HHpEKLKA TpAOBa Aa ce nposeae cneuuPprUyHa aHTHHHGEKUHO3HA
TEparms.

- B MHOro peaxky Cliy4ad 1o BpeMe Ha JIUEHHETO ¢ KeTOTH(EH uMa choOLIEHHA 32 NOsBa Ha FbPYOBE.
Toii karo keroTH(hEH NOHWKABA MLPYOBHA Mpar, Toil TpaOBa Aa ce npuiara ¢ 0co0eHO BHHMAaHHE MpH
MALMEHTH ¢ aHaMHe3a 3a MbP4YOBe.

- [TineHHYHOTO HHLIECTE B CHCTABA Ha TadneTkKaTa MOXeE Ja ChbABPHKA CAMO CJIEAH OT IVTYTEH 4 CE CUHTa
3a 6€30MacHO TP Xopa C [bOTHAKHUS.

4.5 BianmozelicTBHe ¢ APYrH JIEKAPCTBEHH IPOAYKTH H APYrdA GOpMH HA B3aHMOAelicTBHE

- [Ipu eXHOBPEMEHHO MPUWIOKEHHE HA KETOTU(EH U NEPOPATHH aHTUAHAOETHH CPEACTBA ChLIECTBYBA
PUCK OT pa3BuTHe Ha obpaTtuma TpoMbouuToneHus. [Ipu TakuBa NauMeHTH ce npenopbYBa NpocieasBaHe
Opos Ha TpoMboOLIMTHTE.

- [Ipu eRHOBpPEMEHHO MPWIOIKEHHE Ha aTPOIIHH, CPEACTBA C aTPONTHHONIONO0HO AEHCTBHE H KeTOTH(]EH
ce MOBHILIaBa PHCKA OT MOABA Ha HEXXEeTaHH JIEKAPCTBEHH PEAKLIMH, KaTO 3abpKaHe Ha YPHHA, 3aMnekK,
CYXOTa B ycTaTa.

- KerortndeH Moxe aa noreHUMpa eDEKTUTE HA APYTH JIEKapCTBa, MOTHCKALUHK LEHTPalIHATa HepBHa
CHCTeMa (CeaaTUBHH, CbHOTBOPHH).

- EnHOBpEMEHHOTO MY MPUITOXKEHHE € IPYTH AHTUXUCTAMUHOBH CPEACTBA MOXKE A3 AOBSAC A0 B3aHUMHO
[IOTCHUMPAHE HA ePEKTHTE UM.

- [To BpeMe Ha neueHHe ¢ KeToTH(EH aa ce n3dsarsa ynorpedara Ha ankoxon, Thil KaTO TOH yCHABa
nenpecHBHHUA €deKT HA KeTOTH(EH BbPXY LEHTpaTHATA HEPBHA CUCTEMA.

4.6 DepTHAHTET, OPpeMEHHOCT H KbpPMEHE

bpeMeHHOCT
Kerotuden ne npurexasa eMOPUOTOKCHYHO W TEPATOrN€HHO NECHCTBUE NMPH NPOYYBAHUSA BbPXY
eKCIIePUMEHTA/IHM )KUBOTHH. He ca npoBexxJaHH KOHTPONHUPAHU KIMHUYHHA OPOYYBaHUI NMPH OpeMeHHH
xeHu. [To Bpeme Ha OpeMeHHOCT KeTOTH(eH TpA0Ba a ce NpWiara caMo NMpy CTPOra NpeLeHKa Ha
MOKa3aHHATA, KOraT0 O4aKBaHarTa noJji3a HajBulllaBa NOTEHUHATHHA PHCK 3a TU10a.
KbpMeHe

KerotHdeH ce H31Bb4UBa B KbpMaTa, NOPaAv KOETO NMPH HEOOXOAUMOCT OT JICUEHHE C K
KbPMa4KH KbpMEHETO TpsOBa Aa ce nNpeyCTaHOBM.

4.7 EdexTH Bppxy cnocobnocTra 32 modupane H pabora ¢ MAIIHHH



B nauanoTto Ha neuenuero Keroruden Codapma Moxe na 3abaBu peakUHHTE Ha DONTHHS, KOETO H3UCKBA
NOBHUIIEHO BHUMaHHE NpH modupaHe U padoTa ¢ MalllMHH.

4.8 Hexenanu JeKAPCTBEeHH peakKHH

Hexenauure NeKapcTBEHH PEAKIIHH, ONMKCAHHU NO-A0AY, ¢a KIACHQHULIMPAHH 110 OPraHH W CHCTEMH M 110
yectoTa. Hexenanure peakiyu ce KiaCHGHLIMPAT 110 YECTOTA MO CICAHHA HAYUH: MHOro YecTtH (= 1/10),
yecTH (= 1/100 o <1/10), Heuectu (> 1/1 000 go <1/100), peaxu (= 1/10 000 no <1/1 000), mHOrO peaxu
(<1/10 000), ¢ Heu3BecTHA YecTOTa (OT HATUYHUTE JaHHH HE MOXE Ja ObJe HaNpaBeHa OLICHKa).

Hudexumu 1 uHdecTaLuu

HeuyecTH — LMCTHT.

HapyuieHus Ha MMYHHATa CHCTeMa
MHoOro peakH — TexXKH KOXHU peakLidH, epuTemMa MyatddopMe, CHHApPOM Ha Stevens-Johnson.

Hapvinenns Ha Metabonu3Ma U XpaHEHETO
Penxu — nopsillasaHe Ha TEJSCHOTO TErno.

[lcuxuyHu HapyLUIeHUs
YecTu — BB30YA2, pazipa3sHUTENHOCT, 6e3cbHuUe, Oe3n0KOHCTRO.

HapviueHusa Ha HEPBHATA CUCTEMA
Heuectu — 3aMasgHOCT, peAKH — Celaliif; MHOrO peIKH — MbPUOBE.

CToMallIHO-YPEBHH HAPYLICHHS
HeuecTu — cyxora B ycTara.

XenarobunuapHH HapyLIeHHS
MHoro peaxs — MNOBHILIABAHE HA YEPHOAPOOHHUTE EH3UMH, XEIATHT.

B HauanoTo Ha JICYEHNETO MOTaT Ja C€ MOABAT CYXOTa B YCTATA H 3aMaliBaHe, HO Te 0OMKHOBEHO OT3BY4aBAT
CIIOHTAHHO B XOJa Ha JieueHueTo. B peaku cnyuau ca HabnogapaHyw CUMITTOMHM Ha cTiMynauusa Ha L{HC,
Karo Bs30y/a, pa3ApasHHUTENTHOCT, OeacbHHE U He3nokoicTBO, 0cobeHo TIpH Jeua.

4.9 Ilpeaosupane

CuMITOMM: CHHAUBOCT IO H3pa3eHa cefauusi, o0bpKaHOCT U Ae30PUEHTALUA, HUCTAl'bM, r1aBoboue,
TaXHKApAUA K XMIOTOHHA, & NPH JIeLa CBPLXBB30OYIUMOCT WM I'bPYOBE, 0OpaTHMa KOMa.

Jleuenue: 00K MEpPKH 3a OTCTpPaHABAHE HA Hepe30pOHPaHOTO KOJIHUECTBO OT JIEKAPCTBEHHA NPOAYKT
(cTomalHa npoMHBKa). JlaBaHeTo Ha AKTHBEH BBIJIEH MOXKE Aa uMa OnaronpustHo aeficteMe. 1lpu
HeOoOXOUMOCT C€ MpenophHBa CHMNTOMATHYHO JIECUEHHE U MPOCIEAABAHE HA ChpaeuHaTa AeHHOCT. [1pu
ChCTOAHHMSA Ha BB30Y/Ja MOXKeE Ja ce npwiokaT 6apOuTypaTh ¢ KpaTko AeicTBHE WIH OeH30Ha3eNHHH.

5., GOAPMAKOJOI'NYHHU CBOUCTBA
5.1 PapmMakoIHHAMHYHH CBOHCTBA

dapmakorepanesTHYHA rpyna: Jpyru aHTHXHCTAMHHOBH NMPOAYKTH 38 CUCTEMHO MPUIOKEHHKE,
ATC xoa: RO6AX17

KeToTHdheH NpUHALIEKH KbM IPyNaTa Ha LHKIOXCITATHOPCHOHHUTE M NPHTE)KaBA CHJIC
edekT. OTHaCA Ce KbM HEOPOHXOAWIATHPAIUMTE aHTHACTMATHYHH cpeAcTBa. MexaHum
CBbP3aH C MOTHCKAHE OTACHASHETO HA XMCTAMMH M APYTH MEAHATOPH OT MACTOLUTHTE
xucramMuHoBUTE Hi-peuenropu u HHXHOMpaHe Ha eH3uMa docoauecTepasa, B pesy



¢daktop). [IpHiIOkeH CAMOCTOATENIHO, HE KyIIHPa aCTMATHYHHTE NPUCTBIIH, 2 NPEAOTBPATABA MOABATA UM H
BOAH A0 HaMaliIBaHE Ha [POAB/DKHTEIHOCTTA M HHTEH3UTETa UM, KATO B HAKOH CITy4aH T€ H34€3BaT
HambJIHO. [ToBnKMABA ONArONPUATHO €KCNIEKTOpaLHATA.

5.2 dapmMakoKHHETHYHH CBOHCTBA

Pesopbyus. Xapaxrepu3upa ce ¢ Mo4TH NbJIHA pe30pduns OT racTpO-HHTECTHHAIHHA TPAaKT, KATO
6uoHATHUHOCTTA My € okono 50% nopaau edexra Ha MLPBO NpeMUHaBaHe npe3 YepHus Apod. MakcumaiiHo
IUIA3MEHO HHBO C€ JOCTHra Mexay 2-4-Tv yac. PaBHOBECHO ChCTOSIHUE C€ NMOCTHra Ciiell IpHeMaHe Ha
MHHHMAJIHA IHEBHA 034 2 mg.

Pasnpedenenue. CBLP3BAHETO ¢ TUTA3MEHUTE NPOTEHHH € oKosio 75%. Obem Ha pasnpeneneHue 2,7 lkg.
Memaboauzvm. Oxono 60% ot npuerara 103a ce meTabonu3upa B YepHUs Apo6 no 3 HauMHAa:
nemerunuparHe, N-okucienne, N-rimokypokoHiorauus. Merabonurure ca cneanure: kerorugeH-N-
rmoKypoHua (GapMakoIoriyHO HeaKTHBEH), HOp-keroTHdeH (¢ MoJAo0Ha Ha HENPOMEHEHHA KETOTH(EH
¢apMakonoruuHa akTuBHOCT), N-okcHa KeToTHdeH U 10-XHapoKkcH KeTOTH(PEH (C HEH3BECTHA
dapMaxoJOrHyHa aKTHBHOCT).

MeTabonu3MeT NpH Aelia He Ce pa3iMYaBa OT TO3U NPH Bb3PACTHH, C M3KITIOYEHHE Ha NO-Obp3us KIIHPBHC.
CrenoBarenHo, AeLaTa Haj 3-roMIIHa Bh3PACT C€ HYKAAAT OT ChLUATA JHEBHA 1038, KAKTO IMPU BB3PACTHH.
Exckpeyusn. Enumunnpa ce OudasHo, ¢ KpaThk NOMYKUBOT OT 3 10 5 yaca u no-aeasr ot 21 yaca. Oxomno
1% oT BElIECTBOTO C€ H3NTBYBA HEMTPOMEHEHO Upe3 ypHHaTa B paMKHTe Ha 48 yaca, a 60 1o 70% non
¢opmara Ha MeTabONHTH.

5.3 IlpeaxnuaHYHHE JaHHHU 32 De30nMaCHOCT

KeroTHdeH e BeLIECTBO ChC CpeHa TOKCHHHOCT.

[Tpu u3cneaBaHusa Ha cydxpoHuyHaTa (90 AHHW) H xpoHHYHaTa (180 AHH) TOKCHYHOCT BBPXY TUTLXOBE HE CE
HaOmoAaBaT MPOMEHH B IOBEACHUETO U pedeKCUTe, XEMATOIOTHUHHTE U NAPaKIHHHYHHTE TECTOBE, KAKTO

M TOKCHYHHM U3MECHEHHA HAa BLTPELUHHUTE OPraHi Ha €KCNEPUMEHTATHHUTE JKHBOTHH.
IIpoyuBanusaTa BHPXY ONMTHH XXHBOTHH NMOKA3BaT, Y€ KETOTH(EH HIMA EMOPHOTOKCHYEH, TEPATONEHEH H

MYTAI¢HEH €(EKT.

6. OAPMAIIEBTUYMHHA JAHHH

6.1 Chnacbk HA NIOMOIHATE BEMECTBA
Llenyno3a, mukpokpuctanna (tun 200)
Kajuues xuaporeHpocdar, He3soacH
MLUICHUYHO HHULLIECTE

MArHE3WEB cTeapar

6.2 HechrBMeCTAMOCTH

Henpunoxxkumo

6.3 Cpox sa roguocr

3 roAUHHM

64 ChnensajJHR YC/IOBHS HA ChXPAHEHHE
Jla ce crxpaHsBa B OpUTHHAMIHATA ONAKOBKA, NpU TeMneparypa noa 25°C .

6.5 lamHHM 32 0DAKOBKATA

10 Tabnerku 8 6nucrep ot PVC donno u anyMHHueso ¢onuo, no 3 6aucrepa B Kapto
JMCTOBKA.




6.6 ChnenHaTHH NpeANAIHE MEPKH NPH HIXBLPJINHE H padoTa
Hsma criennaiiy u3HCKBaHUA.

HeusnonssanusT npoAyKT WIH OTTIAIBYHATE MATEPHAIIH OT Hero TpabBa a cé H3XBBPIIAT B CHOTBETCTBHE C
MECTHHUTE H3HCKBaHMA.

7. IIPHTEXATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA

COOAPMA Al
yia. Unuencko moce 16, 1220 Codua, bearapus

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20000764/14.08.2006

9. JATA HA OBPBO PAZPEIHIABAHE/TIOJHOBHABAHE HA PA3ZPEINEHUETO 3A
YIIOTPEBA

27.05.1986/14.08.2006

10. JXATA HA AKTYAJ/IN3UPAHE HA TEKCTA

Onu 2024




