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KPATKA XAPAKTEPUCTUKA HA NPOOYKTA

Kytril®
1.  TbPrOBCKO HAMMEHOBAHWE HA NEKAPCTBEHWUS NPORYKT

Kutpun tabnetkn 1 mg
Kutpun Tabrnietku 2 mg

2, KAYECTBEH U KONNMMUECTBEH CHCTAB

Granisetron hydrochloride, ekBuBaneHTed Ha 1 mg wnn 2 mg granisefron
(cBoBopHa 6aza).

3. NEKAPCTBEHA ®OPMA

Kytril ce npouseexga nog copmara Ha Genu, TPWBLIBAHYW, UNMupaHi
TabneTku, cbabpattu 1 mg unm 2 mg granisetron ceo6ogHa 6asa.

4, KITMHUWYHU JAHHK
4.1. TepaneBTUYHM NMOKasaHUsA

Kytril € nokazaH 3a npodvnakiika 1 neyeHne (KOHTpon) Ha:
~ CwunHo n3paseHo 1 3abaBeHO rageHe u noeBpbliaHe, CBbp3aHu C
XuMuoTepanvs 1 ibMeTepanms.
- [locronepaTBHO raficHe ¥ NoBpbllaHe.

4.2. [o3upoBKa ¥ MeTOA Ha NpUsoXeHue

Bwapacminu

Dosarta Ha Kytril e 1 mg gea nbTit AHEBHO UMK 2 My BEAHBX AHEBHO, A0
efHa cegMuLa crief XumuoTepanwata uny hbeuyenedesuneTto. [epeata
fosa Ha Kytril Tpsibea pa ce npunoXxu 8o eduH vac npepn Havarnoto Ha
TepanuaTa.

EdHoepemenHo npunoxeHue Ha Oekcamema3soH. EdektuBHOCTTa Ha
Kyiril moxke ga ce yRenuun upes gobasaHe Ha JeKcameTasoH.

Maxcumanna Go3a u npodsmHumenHocm Ha jiedeHUeno

Kyiril ce npouseexpa w noa chopmata Ha amnynn 3a UHTPaBeHO3HO
npurnoxeHne. MakcumanHata aosa Kytril, npunoxeH nepopando wunu
MHTPaBeHO3HO 3a 24 Yyaca, He TpsiGea Aa HapaXespna 9 mg.

Heua




Hsma poctaThbYHo JaHHW, Ha KOUTO fa ce Dasupar NoAxoAsiuuTe cxemy
Ha rievyeHue npu geua nog 12 rogudn. Mopaan tosa, Kytril Tabnetkn He
ce npenopbyBaT 3a ynotpeba B Tasu Bb3pacToBa rpyna.

layuernmu e HanpedHana eb3pacm
Kakto npu BL3pacTHUTE.

Mauuermu ¢ 6L0pevHO yepexdaHe
KakTo npn Bb3pacTHUTE.

Mayuernmu ¢ yepHodpobHO yepexdaHe
Kakto npy Bb3pacThuTe.

4.3. [ipoTuBONnoOKasauus

Kytril e npoTuBoOnoOKasax Npy NaunMeHTh, CBPbXYYBCTBUTENHN KbM granisetron
WY CpoAHW BELLECTBA, KaKTo U KbM HfKOe OT MOMOLHUTE BelllecTBa
(lactose).

4.4, Crneynannru npegynpexpeHus U chieliantn npepnasiy MepKn
npu ynotpeba

Tbit kato Kyiril moxe [a noHwxM mMoTUNUTETZ Ha AONHUA YpeBeH TPakT,
nauMeHT ¢ npusHaum Ha cybakytHa upeBHa of6cTpykuusi TpsdBa
BHMMAaTENHO Aa Cce NpocrneassaT crep npunoxeHne Ha Kytril,

4.5. BszanMopeicTBUA ¢ [OpYyru riekapctBa M pgpyri copmMu Ha
B3aumMoaencTene

Mpyn w3cnegeasusl Ha g3apaBy nuUa He Cca HamMepeHu [aHHW 33

B3anmoaelictana mexay Kytril n unmetnguH unu nopasenam. o Bpeme Ha

KIUHUYHUTE WINWTBAHUA He €a HaMepeHn [LaHHW 3a  fieKapcTBeHu

B3anMoeiCTBIS.

Kytrl e npunaran 6e3 npobrnemy npu Xopa e4HOBPEMEHHO C
GeH3ognasennHy, HeBponentuiy u  [POTMBOSA3SBEHU MPOAYKTH, YecTo
npeanucBaHn saefHo ¢ aHTMeMeTuyHo nedyeHne. OcseH ToBa, Kytril He e
roxasan B3auMOZelCTBME C eMeToreHHa NPoTHBopaKosa XuMuoTepanns.

He ca nposexaanu cnieyuuynn nacnessaling npy aHectesnpany naunueH v,
Ho Kytril € npunaran 6e3onacHo 3aefHo C YeCTo M3NoN3BaHNTe aHecTeTulun
n anvanretuuy. OcCBeH TOBa, aKTMBHOCTTa Ha uutToxpom P450, wsoensumu
3A4 (yyacTBaliy 8 MeTabonusma Ha HAKOW OT OCHOBHWUTE HAPKOTUYHW
aHanreTuum), He ce npomeHs ot Kytril.

46. bBpeMeHHOCT U KbpMeHe




Bobripeku 4e nscriejsaHnnTa BbpXY KUBOTHU He ca MOKasafiM TepaToreHeH
edekT, HAMa onuT ¢ Kytril 3a 6pemeHHocTTa npwn voseka. Flopaan Toea Kytril
He TpsbBa pa ce npunara npu OpeMeHHW JKEHW, OCBEH aKo HsMa
HanoXUTENHN KINAHUYHY NpuuMHU. HsiMa gaxbln 3a ekckpetupane Ha Kytril B
Kbpmara. [lopafn ToBa KbpMeHeTo TpsibBa fa ce NpeKbCHE 1o BpeMe Ha
TepanusTa.

lNMpunoxenunero Ha Kytril no epeme Ha BpemMeHHOCT U KhpmeHe TpAbGBa aa ce
OTpanuyM camo [0 CUTYaLiK, KOraTo MNoTeHUManHaTa nofsa 3a Malikata
onpaefaBa NoTeHUManHua puck 3a nroga Wy KbpmaueTo.

4.7. Ecpektyt BLpXY cnocobHocTTa 3a ogupale 1 pabota ¢ MatlliHm

HaMa paHHWM OT u3cnenBaHWs BbpXy Xopa, ye Kytril okasea Hexenasu
edeKkTu BbpXy DauTenHoctTa.

4.8. HexenaHu peakuum

OoukHoeeHo Kytril ce e nonacsn gobpe npu M3NUTBaHMATa BBPXY Xopa.
Kakto ce cbobliaea 1 3a ppyru fiekapctBa OT TO3W Kknac, Hal-yectuTe
HabsofiasanHu edekin ca 6unu rmasobonre W 3anex, Ho B NOBeYETo criydan
Te ca Gunm cnabn oo ymepeHo uapasenu. B pegxu criyyam ce cbobwjasar
peakuuy Ha CBPBXYYBCTBUTENHOCT, NMOHAKOra TeXKku (Hanp. aHadunakcus).
Mma crobluenuns v 3a Apyrv anepruybn peakumn, BIAIYUTENHO NEKX KOXHU
obpueu. Mo BpeMe Ha KMMHKWYHWTE M3NUTBAHWA ca HabrniogasaHy NpexogHn
MOBULUEHWA Ha  JYepHoapoOHuTe  TpaHcamuHasn, OBUKHOBEHO B
pedepeHTHUTE rpaHuLin.

49. [peposvipaHe

Hama crneuuduyven antnport 3a Kytril. B criyuail Ha npenoaupate Tpsbea ga
ce MpuNoXu cUMNTOMaTuyHo nevenwe. EanH nauuenTt e nonyuun 30 mg
BeHo3H0. ChoblaBa ce 3a neko rnagobornive, HO Apyrk nocrneauun He ca
HabnogasaHu.

5. GAPMAKOROIrMYHY CBOACTBA
5.1. dapmakoauHaMKUHK CBOKCTBA

Kytrii e MoOLEH aHTMEeMEeTMK U BWUCOKO CENekTUBeH aHTaroHWCT Ha 5-
xviapokcuTpunTammbosute peudentopn (5-HTs). MNpoyusaHusA cbec CBbpP3BaHe
Ha paavonuranaM ca nokasany, de Kytril ima HesHauuTeneH athuHUTET KbM
Opyrite BUEOBE peLentopy, BKIIOYATENHO KbM CBbpaBaliMTe mecta Ha 5-
HT v gonamuHosuTte Do.




lMpurioxxeH nepopanHo, Kytril geitictBa npodunakTyHo 3a npemaxsaHe Ha
TafeHeTo 1 NoBpbUAaHETO, NPeAn3BUKaHK OT LINTOCTATUYHO NEYEHNE,

5.2. MapMaKOKUMHETHWYHWN CBOMCTRBA

06wy xapaxkmepucmuKu

Pesopbuus :
Pezopbuusata Ha Kytril e 6bp3a W nbnHa, BbLApPEKM Ye nepopanHata
BuoHan4YHOCT € HamareHha ¢ okono 60% nopagn metabonuama Ha NbPBO
npemMuHaBale npes YepHus Apob. [NepopannaTta GuoHanMyHOCT 0BUKHOBEHO
He ce NMOoBNusiBa OT XpaHaTa.

PaznpebenieHue

Kytril ce pasnpefens ekcTeHsuBHO, kKaTo cpeAHUAT 0Bem Ha pasnpeneneHne
e npubnusutenHo 3 kg, CBbp3paHeTo ¢ [NasMeHuTe HpoTenHW e
npubnuantento 65%.

buomparchopmalus
MeTuiiata Ha OuoTpanctopmauuss  BrknovBaT N-gemeTtunuparde
OKCHMAWPaHE Ha apoMaTHUs NPLCTEH, MOCIIEABaHO OT KOHIOTUpaHe.

Enumunupare

EnvMnHnpaHeTo ce M3sbpluBa NpeauMHo ypes yepHoapober metabonuabm.
ExckpeunaTa ¢ ypuHata Ha HenpomeHeH Kytril e cpegHo 12% o1 gosara,
Joxato Tasu Ha meTabonutute € okono 47% ot fosarta. OCTaTbhKbT ce
eKcKkpeTupa BbB (bekanuute nog dopmata Ha MmeTadonutu. CpepHoTO
BpeMe Ha nony>KMBOT OT finasmarta npu nauueHt e npudnusmtendHo aeset
yaca, ¢ rongma UHTepuHanBUAYyanHa BapnabunHocT.

dapmakokuHeTnkaTa Ha Kytril He nokassa nog4YepTaln OTKIMOHEHNS OT
nuHetHara hapMaKkoKMHETKA Npwu Nepopanty 4o3u 40 2.5 nbTi Hag
npenopbyaHUTe KIMMHUYHN J031.

XapaxkmepucmuKu ripu nayuesmu
[Mnasmenata koHueHTpauma Ha Kytrl He ce cBBp3Ba onpefgeneHo ¢

aHTMeMeThyHata My edekruehocT. Moxe fga ce nomyuyn KnvHWYHA NoNsa,
popw korato Kytril He ce nsmepea B nnasmara.

fipy nuua B HanpegHana Bb3PACT cnief efHOKPaTHO WHTPaBeHO3HO
npunoxeHve QapMakokMHeTUUHUTE nokasaTenu ca Gurm B rpanuuuTte,
HaMepeHun npwu no-mnagu nuua. lMNpwu nadmedTy c© Texka 6vbpeuHa
HEeQOCTaTbYHOCT AaHHWUTE MoKasBaT, de chapMaKkoKMHEeTUYHUTE NoKasaTesn
criesl ejHOKpaTHa WHTpaBeHo3Ha A03a 0BMKHOBEHO ca NogobHU Ha Te3un npu




KIMpBHC CReR  UHTPaBeHO3HO npunoxenne € bun  npubnusuternHo
HanomnoBMHa B CpaBHeHWe ¢ nauveHTn Ge3 3acsraHe Ha Yephusa Apo6.
Bbripeku Te3u NpoMeEHH, He e HeoDX0AMMO KOpUrupaHe Ha fo3ara.

5.3. [lpeowriMHM4YHW OaHHU 3a 6€30MHaCHOCT

LaHHn oT ABerogulHM MpoyyBaHMsi Ha KaHUEpOreHHOCTTa ca nokasanu
yBENNYEHWE Ha XelaTouenynapeH KapuuHOM W/Ui afeHOM fipn NITbXOBE W
MULUKYU OT ABata nona fpu Tpetvpane ¢ 50 myg/kg (AosaTa Ha nnbxoBeTe €
Ouna HamarneHa Ha 25 mg/kg AHeBHO Ha cegmuua 59). oBuweHue Ha
XenaTtouenynapHuTe HeOonnasim € HaMepeHo U NpU MBXKW NITbXoBe,
TpetTupasu ¢ posa 5 mg/kg. Mpw oBata Buaa He ca HabnopaBaHn edexTy
(xenaTouenynapHu Heonnasun) B rpynata ¢ HUckata fosa (1 malkg).

lMpw HsAKONKO wuacriegeaHus in vifro v in vivo e HamepeHo, 4ye Kyirl He e
FEHOTOKCUYEH 3a KNeTKU Ha GoaaltHnun.

6. GAPMALIEBTUYHU OAHHWU

6.1. CnMcbK Ha NOMOIHWTE BEIECTBA
Microcrystalline cellulose NF

Sodium starch glycolate BP

Hydroxypropyl methylcellulose 2910 USP
Lactose Ph Eur.

Magnesium stearate Ph Eur.

DUnMUpaLlo NoKpUTHeE:

Hydroxypropyl methylcellulose Ph Eur.

Titanium dioxide Ph Eur. (E171)

Polyethylene glycol NF

Polysorbate 80 Ph Eur.

6.2. HecbBMecTUMOCTH

Hsima

6.3. Cpok Ha rogHocT

Kytril TabneTk UMaT CPOK Ha rogHocCT 3 rofnHN.
6.4. Chneuwansy npearnasHy MEPKU fpU CkXpaHenve

Hsma.

6.5. EcTecTBO M CbabpPXKaHMe Ha OnaKkoBKaTa




Kytril ce npounseBexxpa B HenpospayHu ONUCTEPHU OMAKOBKW, ONakoBaHW B
KapToHeHa KyTud, cbabpiala 2 n 10 6p. (ot 1 mg) Tabnetkm unn 1, 5 n 10
op. (oT 2 mg) TabnieTku.

6.6. MWucTpykuum 3a ynotpeba / paboTa ¢ npogykra

Hsma

7. MPUTEXATEN HA PA3SPEIUEHUETO 3A YINOTPEBA

Pow Bxnrapust EOO[, yn. “Bsino none” 16, 1618 Codws, Bernrapus.

8. HOMEP HA PA3PELLEHUETO 3A YNOTPEBA

Kyirit TabneTtkv 1 mag PL 00031/05¢1
Kytril Tabnetku 2 mg PL 00031/0592

S. JATA HA [MbPBO PA3PELLIEHME 3A VYIIOTPEBA
NOoAHOBABAHE HA PA3PELUEHUETO 3A YTOTPEBA

Kytril Tabnetkn 1 mg 15 centemepu 2001 .
Kytril Tabnetkm 2 mg 15 centemspu 2001 r.

10. OATA HA (HACTUYHA) AKTYANTU3ALIUA HA TEKCTA

Kytril € pernctpupasa TeProBcka mapka




