KPATKA XAPAKTEPUCTUKA HA [PORYKTA
1. TBPIOBCKO HAMMEHOBAHWE HA NEKAPCTBEHWUA

NPOAYKT
ANZEMET 100 mg / 5§ mi MUHKCTERCTBO0 HA 30PABEONASBAHETO
AHLIENMET 160 mg/ 5 ml

NpuacKente tsm 2Ll

2. KONWYECTBEH W KAYECTBEH CHCTAB paspewenite 3aynotpetalt |- oI AS \M. R0

Dolasetron mesilate 20 mg/m! 650 / 03 . 2.2 W N

Beska amnyna cegbpia:

74 mg dolasetron, kato 100 mg dolasetron mesilate B 5 ml B ukXekUunoHeH pasTeop.
3. IEKAPCTBEHA ®OPMA

PasTBop 32 MHXEKLMK.

Buctep, GesuBeTeH pasteop Ge3 BUAUMYM YacTuLM.

4, KSiMHKW4HU OAHHN

4.1. TepaneBquHm NOKa3aHWA

- OsnafsnBaHe Ha rageHe n noBpbliaHe npyu NagueHT NognoXeHW Ha NbpBoHavYaneq unm

MIOBTOPEH KYPG NPOTMBOKAPLIMHOMHE XUMMOTEParus (BKITIOUUTENHO BUCOKM BO31 LIMCMINATUHE).
4.2.,D,03|/|p08|<a N Ha4dliH Ha NMPUIrioXXeH vqe

Anzemet IV moxe pna ce vrbkekTupa 3a 30 cekyHau v paspegeH 2o 50 ml BB dusuonoruyeH
pa3Teop, 5% rFiOKO3a UKW APYrM CLBMECTUMU VHTPABEHO3HM TeuHoCTY (BXX. Pasfern 6.2
“HecbBmMecTUMOCTI’) W Aa ce MHdyaupa 3a neprog ot 30 cekyHan Ao 15 Munyth. Tpabea fa ce

usbsirsa no-6bp3soTo UHGhyanpaHe (BX. Pazgen “HexenaHn nexkapcTeeHn peakuun’).

FAREHE Y MOBPBLIAHE MPEAVU3BUKAHK OT MNPOTUBOKAPLIMHOMHA TEPAMNWA

B13pacTHu

3a npepoTBpatABaHe Ha rafeHe v rospbliaHe Npiu nauvMeHTy, Nnosiydasaly eMeToreHHa

XUMUOTEPaNYS, ce npernopsyBa efHokpaTtHa fosa ot 100 mg Anzemet IV npubninautento 30

MWHYTK RPedW BCAKa arnfiMkauna XMMUoTepanis. 3a npepoTeparsBaHe Ha KbCHOTO rageHe v




[HesHa fosa ot 200 mg Anzemet TabnieTrn. Anzemet [V unu Tabnetku morar ga ce npunarar
MakcuMym 10 4 mocnegoBaTtenH iHN BbB Bpb3Ka ChC BCEKN XuMUoTEpaneeTMYeH LNKbI.
EdbexrveHocTTa Ha Anzemet [V npu onapfssaHe Ha raieHeTo u nospLLUaHETO MOXe Aa ce

nofoBpK 4pes eAHOBPEMERHO NpUnarate Ha KopTUKOCTEPonan.

Heua
HsMa AOCTATBYHO AaHH 38 &(EKTMBHOCTTA U He3onacHocTTa Ha Anzemet npw aeua, nopagu

KOETO NIEKapPCTBOTO HE Ce Npenopbysa 3a NpurioxeHke Npy Tasy BL3pacTosa rpyna.

Jluua B HanpepHana Bb3pPacT
[OakxuTe oT nanueHTuTe W gobpoBonuuTe codart, ve thapmakokrHeTukaTa Ha Anzemet U aKTUBHUAT

My MeTaBONUT He Ce NPOMEHSIT NPY IALA Ha BL3pacT 65 1 NoBeye roAvHY, CNIEAOBATENHO He ce

Hanara Kopekuusa Ha go3ara.

MapnenTi ¢ 60PeYHN YBPeknaHua
Crief nepopasiHo W UHTPaReHO3HO NPUNoXEHRKe Ha Anzemet npy nauueHTn ¢ Texka Gubpeuna

HEOCTATHYHOCT (KPEATUHWHOB KIMPBHC < 10 mi/min), nhasmeHuTe HBa Ha aKTBHIA metabonut
ce nopuwasaT. He & Heobxoaumo Kopuripate Ha fosaTta.
Marsk npoueHT oT nauueHTuTe ¢ 6LOpeyHn yBpexaaHua morar fa mMeTabonusupar no-noto,

nopagu KOeTo niasMeHnTe Husa npu TAxX mMorar Aa ca rno-BUCOKN.

FlapuenTt € yepROApPOOHYK YBpeXAaHus

MnasMeHuTe HUBa Ha akTUBHWA MeTabonuT ce NOBUILEBET Chiel Nnepopanto ¥ ocrasar
HENPOMEHEHW CTeq WHTPaBEHO3HO npunarate Ha Anzemet Npyv naureHTH C TexKa YepHoapoGHa
HegocTaTbuHocT (Kknac B nan C no Child-Pugh). He ce Hanara kopekuus Ha gosara.

4.3. [MpoTuBOnoOKasaHusa

Anzemet He Tpsbisa Aa ce npunara Npy NaLMeHTH ¢ NOJYepTaHo yabmkeH QT-uHrepsan
(Hanpumep CBbLP3aH C BPOAEHO YAbIKasaHe Ha QT-uHTepsana), nauneHTi ¢ AV enok il n i
crenek U Takuea, NonyyaBatyy ChILEBPEMEHHO SHTUAPUTMUYHY NeKapcTeeH!

npopykTyi kniac [ u il

WHbopMaLmsiTa OTHOCHO BNMAHMETO Ha Anzemet BBPXY enexTpokappuorpamara Ha rnoaoGHW
NauveHTy € HEAOCTATEHHA 33 [a Ce 3aKIo4K, Y€ NeKapcTBOTO MOXe A Ce u3nonsea Bes onacHocT
npu Tean obcToATEncTEa.

CBPBXHYBCTBUTENHOCT CAPSIMO NEKAPCTBEHOTO BELLECTBO UMK HAKOE OT NOMOLUHUTE BelLecTsa Ha
npoayxra.




4.4. CneuwanHu npepynpexaeHus U cneuuanHu NPeanazHu MepKu rpu

yriorpeda

Otxputo Gewe, ye SHT; aHTaroHueTuTe, B TOBa YMCno 1 Anzemet, NpeAusBNKBaT yobiKaBaHe Ha
EKI" nHTepeanute, BkmtounTEnRHO 1 Ha QT uHTEpBana.

Ynorpebara Ha SHT3 pelenTopHU aHTaroHUCT U BPpYr NIEKapCTBEHN NPOAYKTY, YALIKaBally
EKI niTepsanute Hanarat BHUMaHWE MpU NaLMeHTH C HANUYHO YABMKABAHE Ha ChpAeYHuTe
WHTEpBaIM Ha nposexaate, 1 ocobeHo Ha QT, nauveHTV CbC 3HaUNTENEH eNeKTPOnUTEeH
ancbananc, GefipeH 6ok Ny CLMNBLTCTRALM ChpAeYHN 3abonaBaHns KaTo 3acToliHa cbphevdHa
HepocTaTbYHOCT. Bx. paspenu 4.3 “Mpotueonokasanus” n 4.8 “HesxenaHu NekapeTeeHy peakuym”.,
Anzemet IV He TpsaGBa ga ce HxexTMpa VIHTpaMVCKynHO.‘ )

Croblyaea ce 3a peakui Ha KPbCTOCAHa CBPbXYYBCTBUTEITHOCT fpK flaLMEHT!, Nonyyasanm
ApYr CenekTuBHU SHT; peuenTopHU aHTaroHCTU. Brnpeky, Ye peakuuy Ha KpbCTocaHa
CBPBLX4YBCTBUTENHOCT focera He ca Habniogasany npu dolasetron mesilate, nauveHTture passunn
peakunn Ha CBPBXYYBCTBUTENHOCT CpsAMo Apyrn SHT; peuenTopHy aHTaroHucTu Tpsbea na ce
CREAAT BHUMATENHO Ches npunarade Ha Anzemet.

4.5. BsaumopencTBuA C JpyrK NeKkapcTBa M APYrK hopMU Ha
B3auMopgencTeue

MNoTeHUMan®T 3a KTMHUYHO 3HAUNMW NeKapCTBEHN B3aUMOLEHCTBYA AeMOHCTPUpaK oT Anzemet u
AKTUBHUST MY METABONUT & HUCHK PN Halt-4ecTo ynoTpebsaBaHuTe B XUMWOTEpanusTa Nam
XUpypruaTta nekapcTeeHn APOAYKTH, ThI KaTO aKTMBHUAT MeTaGoIMT ce eNUMKUHIPa Mo MHOTO
nbuTrLa. MHXWOMpaHeTo unn MHAYLMPaHETo Ha LMToXpom P450 He npeanssuKea rofiemn npoMeHm
B KnipbHGa Ha Anzemet, KakTo NiuM RpU eAHOBPEMEHHO Npunarake Ha cimetiding B npobmKeHne
Ha 7 BHY (MUKOBWTE MNNA3MEHM KOHLIEHTPAUMN U CUCTEMHETa SKCTIOSWULMS Ha aKTUBHNS MeTaBoRNT
HapacHaxa cboTBETHO € 15% 1 24%) 1 egHOBpEMEHHO NpuUnarate Ha rifampin B NPoEbAXEHKE Ha
7 gy (MMKOBUTE NNA3MEHM KOHLISHTPALMW U CUCTEMHATA EKCAO3WULIMS Ha aKTUBHUA MeTaGonmT
cnafHaxa CbOTBETHO CBC 17% 1 28%).

EdextusHocTTa Ha Anzemet Mmoxe Aa ce younu upes eJHOBPEMEHHO npunarasde Ha
dexamethasone.

4.6. BpemeHHOCT U KbpMeHe

Hama Hatpynas onuT npu xopa. Anzemet IV He TpsibBa ga ce M3NON3Ba no BpeMe Ha SpemeHHoCT,
OCBEH @Ko He Ce Np1eme, Ye ovakBaHaTa Mofsa 3a NauueHTKaTa e No-rofisiMa oT eBeHTYanHus
pUCK 3a nnoaa.

* ’ ":"—""’ ".u.h"?:"' .
lNpw npunaraHe BepXy XUBOTHW dolasetron mesilate He e TepaToreHeH 1 He BnMﬁ&rﬁpxy:M@i{ka@
& P::‘ ‘“:.\ VNS,
KEHCKNA PepPTUNNTET, HUTO BbPXY NEPUHATANHOTO W NOCTHATAMHOTO PasBUTUS 2 ; -" *’x
L < £

£y
k3
&




He e nssecTro ganu Anzemet IV unu metabonuTuTe My ce eKCKpeTupaT B YOBELLKOTO MASKO. ETo
3alL0, NPENOPBUUTENHO € MalikuTe nonyvaeaiys Anzemet IV aa He kepMmsT 6eBetata ou.

4,7. BnusHMe BLPXY cnocoOHOCTTAa 3a WwodupaHe u pabota ¢ MallMHU

He e nsBecTHO fa nma TakoBsa.

4.8. Hexenanu siekapcTBeHM peaKkLMM

Hah-vyecto chobliaBannTe HemenaHu peakuun npy nauueHTuTe ¢ KapLUMHOM nonydyasawyn Anzemet
KaTo efgHoKpaTHa [103a N0 Bpeme Ha npoy4ysaknsg Osxa rnasobonue 21,9%, anapus 8,9%,
Taxurapaus 3,3%, nosulieHa Temneparypa 3,2% 1 oTnagHanccT 3,2%; Tesu asneHnks 6axa
nabngaeaHy cbC cbllara vYectorta npy SHT; peLlenTopHus aHTaroHUCT C KOWTO Ce uaBbpLiBalle
CpaBHeHMWETO.

Mo epeme Ha npoyyBaxe, npu koeTo Anzemet ce Npunaralie UHTPaBEHO3HO BbPXY NALMEeHTH ¢
KapLMHOM B NPOABIDKEHME Ha cefemM NOcNeaoBaTenH AxlY, Hall-yecTo choblaBanuTe HeXenanu
nexapcTBeHn aBReHus Osxa rnasoGonue 43,7%, KoHcTUNaLKa 32,1%, otnagHanoct 24,2%,
HapyileHua Ha cbHAa 16,9%, aucnencus 16,3%, anapus 16,3%, kopemHu Gorku 15,7%, samaitsane
14,0%, cernusoct 12,0%, ropewum sbiHn 11,4%, Gonka 11,4%, aHopekeus 10,8%, NnpoMeHN BbB
BKyca 8,7%, Tpbrnkw/TpenepeHe 7,9% u donatynesuus 6,1%; Tean aenerus 6axa Habniogasany
CBC ChLLaTa YecToTa npn SHT; pellenTopHUS aHTaroHUCT, C KOIATO ce N3BBLPILBALIE CPEBHEHNETO.
Hait-uecTo choblyaBaHnTe HEXenaHy peakuvn NPy XMPYPIAYHA NaUveHT, Nony4Yasaliy
uHTpaBeHo3Ho Anzemet B npoyyBarus ¢ eaHokpaTHa fosa Baxa Gpaaukapans 10,0%, rnasobonue
8,3%, npomenn B T-BbnHaTa 4,6% 1 3amalieane 4,0%. Tesu sisfieHus Baxa HabnwoaaBaHy ¢
nofnoBHa yectoTa npy nnauedo.

[py BoMMKM KIMHWYHK APOYYBaHWS, XUoTeHsys ce Habmoaasalue npu 1,9% oT nauweHTuTe Ha
dolasetron; Tesu sisnexHus Baxa nabnogasanm ¢ HoAcGHa YecToTa npu Nnauebo uny npu
aKTWBHOTO AEKapcTBO 3a cpasHeHne. Cbllo Taka, ce crobllaBalle 3a eAnHUYHK criydan Ha
npexofHi, 6e3CUMNTOMHY NOBULLIEHWSI B CEPYMHUTE TPaHCAMUHA3N. Hanwue ca cLobleHus 33
penku (< 0,1%) YpeBHM OGCTPYKLWN, NaHKpeaTyuT, XKLITEHULE, MbpYOBe, ChpAgUHa apnTMins,
Bpoxxocnaabm, Texka Bpagukapans U oTok. He e [jokasaHa Bpbaka MEesxAy Tesn ABfeHns U
Anzemet,

BramoxHo e Aa Bu3HMkHaAT obpatimu nipomenn s EKI uiTeppanuTe (yavmxasaHe Ha PR n QT,
pasimpasaHe Ha QRS KOMIAEKCUTE), KOMTO 1O CTEMEH W YECTOTa Ca CBbP3aHKt C KDBBHUTE HUBA
Ha aKkTuBHuRA MeTabonuT. Tean NpomMeHy ce CaMOOrpaHNyaBaT ChC CNAAaHETo Ha KDBBHUTE HUBA.
Ipu HsAKoW NaLMeHTU ce Habnofiasa yAbMKaBaHe Ha MHTEPBANvTe B NPOAbLIBKEHUE Ha 24 U
nose4e 4aca. YALMKABaHeTO Ha WHTepeanure 61 MOrNo 4a AOBeaE 0 CbPAEUYHO-CLACEH

YCOKHEHWR, BKIIOUMTENHO ChppigieH Gnok unu CbpAeuHu apuTmmi. 3a Takusa ce,cbobluasa B
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B MHOIrO pefikn criyyau, HENoCPEACTBEHO NPY, UK CKOPO CNed MHTPaseHo3Ho GOoSyCcHO npunarate
Ha dolasetron mesilate, @ Bb3MOXHO ga ce pasBue TexKa XMNOTeH3NsA, OpafvkapaKua n eBeHTyanHo
saryba Ha Cb3HaHue.

Hanuue ca MHOro peaky cboBLLeHNs 3a LMPOKOKOMITIIEKCHE TaxuKkapans Win KaMmepHa
Taxuxapaus, KakTo U Ha KaMEepHO MBXASHE/CHPASYEH apecT criesi MHTPABEHOSHO NPUIIOHKEHE,
Tpy¥ UHTPaBEHO3HO NPUNOXEHNE € BL3MOXHO YcelljaHe 3a nokanHa Gosika uin napeHe.

Kakto v npu apyrit SHT; pelenTopHy aHTaroHucTy, Hanmue ¢a cbolLLeHnn 3a peakuni Ha
CBPBLXYYBCTBUTEMHOCT KaTo 0Bpue, cepbex, ypTukapus, GpoHXocnassM W MHOMC pegku
cboBLIEeHWsI 3a aHrnoeaeM v aHadunakcus. (Bx. Paspen 4.4 “Cneunanyn npegynpexaeHns v
creLyantu npeanasHy Mepku npu ynortpeba').

4.9. [lpeposupaHe

He chlwecTryBa cneumdinyeH anTraoT 3a Anzemet. TIpy NoR03penna 3a npesosnpaye,
CBCTOSHMETO Ha NaumeHTUTe TpaBBa Aa ce OBNaaaBa ChC CUMNTOMaTUYHE W NogAbpXHalLa
Tepanst B paMKMTE Ha U3YaKBATENHOTO nosegeHne. Tpy KNMMHWYHY nokasaHus, Tpsabea Aa ce
MOHUTOPUPA ChpAg4HaTa AeHHOCT HA MaumeHTa.

CroblaBa ce 3a TexKa XMoTeHans 1 3amaiiBaHe CKopo Cnep MHTpaBeHo3Ha MHy3na Ha fosa 13
mg/kg: Ha BTopus Yac cnep uHdysusaTa, Ha EKI ca orGennsaxn nopmaneH CUHYCOB PUTEM C
yabmxasaHe Ha PR, QRS u QT uxrtepBanuTe. (3a nHdhopmatust OTHOCHO G83CMMATOMHUTE
yabmxasanua Ha EKI uHTepranuTe, B, Paspen "Hexenanu nekapcteeHn peakuun”). MNpu gete
nonyurne 6 mg/kg nepopanio, He ce pasBuxa KNUHUYHN CUMIToMY ¢t He Getle NPUNOXEeHo

neyexHne.

5. OAPMAKONOMrNY4HU nAHHU

51. ®apmakoAUHaAMM4YHN CBOUCTRA

dapmakoTepaneBTU4Ha rpyna: CepotonnHosy (5HT; ) anutaronneti, ATC kog: A04A Al4

Dolasetron mesilate u ocHOBHUAT My MeTabonuT ca cenekTMBHY CepOTOHMHOBW SHT 5 aHTaroHucTy.
He e y3BecTeH TOMHUAT MM MexaHabM Ha feiicTene KaTo aHTuemeTuk. CepoToHuHosuTe 5HT,
peLEenTopy c& HaMWUPST B HEPBHUTE OKOHYEHWSA Ha N. vagus B NeputhepunaTa v ca PasnosioxeHn
UeHTparn+Ho B XeMOpeUenTopHaTa TpurepHa 30Ha Ha area postrema. Cmsata ce, ue
XUMUOTEpaneBTUHHUTE CPeACTEa NPefvw3BnMKBAT rageHe U NOBPbilaHe ocBoboMaBaliki
CEPOTOHWH OT EHTEPOXPOMAMUHHITE KINETKM Ha THHKOTO YEPBO 1 Taka 0cBoO0AEHNAT CEPOTOHNH

axTueupa 5HT; pelyentopuTe pasnonoxeHn BbpXy ethepeHTHnTe sarycosm BnaKHa,_KOETO




MOBPBILAHETO NPEAN3BUKaHN OT NPOTUBOKapLMHOMHATa Tepania ce AbIi Ha aHTaroHusupaHe Ha
5HT» peLienTopWUTe BBPXY HEBROHUTE PA3MONOKeHN nepudrepHo nivnn LeHTpanto.

MexaunaMuTe Ha feficTeue Apy NOCTonepaTtneHo rageHe 1 NOBpLLUaHE He Ca NBBECTHY, HO
BEPOSATHO Ca HanmLe obm NETULLA C TE3W Ha NPEANSBUKaHUTE OT XUMUOTEepanua rageHe n

noBpblyaHe.

5.2. dapmMakOKMHEeTUYHWU CBOUCTBA

a) OB6wWwu xapaKTepUCTMKK Ha aKTMBHOTO BEIEeCTBO

Dolasetron mesilate ce meTabonuanpa 6bp3o (t ¥z < 10 MUHYTY) ¥ HANLHO OO AKTUBHUA
penyLupaH MeTabonuT, KOATO Ce pasnpe/ests LUMPOoKO W3 opraHnusma CbC Cpe/ieH SiceH 06eM Ha
pasnpegesieHue ot 5,5 — 7,9 I/kg. CBbp3BaHeTo Ha akTuBHUsi METabOoRANT C NNa3MEHNTE NPOTEUHN
e nNpubnusurernHo 69-77%.

AKTUBMUAT METaBONNT ce enviMuHMpa upea Gu6peyna exckpeuus (npubnnanurento 30%) u no
meTaBonuTeH IT5T, FaBHO Ypes MIIoKYPoHNpaHe U XMapoKcunvpaHe.

Mpu Xopa t ¥z Ha akTueHua meTtabonut € 7-9 yaca. PapMaKOKMHETVKaTa Ha aKTUBHUA MeTabonuT B

paMKuTe Ha TepaneBTUYHNA A4030B AWENa30H € nuHeRHa,

6) XapakTtepucTHKN IPpH NauueHTH

dapmakoKMHeTMKaTa Ha akTMBHUS MeTaboanT Npu naumMeH Ty ¢ KapUUHOM, nuua B Hanpeahana
BL3PACT W NMPU 3ApaBK MNaaN MHANBUAN OT MBXKA W XXEHCKY nofT.

Bunpexy Ye nopajay HeAOCTATEYHY faHHu OTHOCHO ediekTuBHOCTTa n GeaonacHocTTa, Anzemet He
ce npenopbyBa Npu fela, Hanuue ca cnefuuTe gaHHu. Mpy neguaTtpudeH KOHTUHIEHT NauneHTy ¢
KaPLMHOM, KIUPBHCBT Ha akTueHuA meTabonuT e ysenuyed 1,3 go ,uéykpamo (sbapacTt 12 go 17
rogmHu) 1 2 fo 3 nbTy {(BB3pacT 3 — 11 roguHn) B cpasHeHne ¢ Bb3PacTHU NaUneHT ¢ KapuMHoM
unwu appaemn aoSpoeonuy. Mpy negraTpuier KOHTUHISHT XMPYPIUMYHN NALMEHTW, KTMPBHCHT Ha
aKTMBHUSA MeTabormT e ysenuueH npubnuautenHo 1,4 nsTv (Bb3pact 2 — 12 rofuHn) B cpaBHeHne
ChGC 3ApaBY BL3pacTHW AoBposonuy. Tesn pasnnkiu BOSAT 4O SHAYUTENHO NO-HUCKK NnasmMeHn
HMBA W CUCTEMHA SKCTIO3ULKUA B CPABHEHVE CbC ChiLUTE NpY Bb3PACTHY rnory4vasaly Coluute
£o3u.

flpy naumerTy ¢ Texky GbOPeyHY HapyLLeHUs (KPeaTUHNHOB KNMPBLHG < 10 mifmin),
MakcuManHuTe niasMeH HuBa Ha meTabonuTa ce nosuwasar cbe 17% nnu 34% cwoTeeTHO, cneq
MHTPaBEHO3HO UMY flepopanHo npunoxedie Ha Anzemet. Cnef WHTPABEHO3HO Npunarase Ha
Anzemet Npu Tasu AonNynauusi NAUMEHTH, CUCTEMHATA €KCNo3uUKua He ce NMPoMeHs.

TMpw nowo meTabonusupamte sparteine/debrisoquine, MakcuMmarnHuTe nnasMeHy HiBa Ha

meTabonvTa OCTaBaT HenpOMEHeHN, SOKATO cuCcTEeMHAaTa eKCno3nLiva.ce ypenmiasa fo 2 NeTI.




5.3.]IpenxnunydHy JaHAY 32 0€30aCHOCT

MHorokpaTHOTO exegHeBHo npunarate Ha dolasetron mesilate sepxy misXose 1 xygera NpeaU3BHKBA
ABMEHUS 0T ¢TpaHa Ha IHC npu nnasMenn KOHLSHTPaNAy B CHIHA JUANA30H KaTo IPH X0pa MOMyYHId
MaKcHMansaTa Npenopb4¥BaHa HHTpasero3Ha f103a (100 mg). He ce coobmasa 3a nopoGuu eekTH ¢ 4eCTOTA O~
TOJiAMa OTKOIKOTO TasH IPH aKTHBHOTO CPaBHASMO BEIHECTEO A MIanedo cpes Xopa.

Ipu nnbxoee Oaxa HabnoaasaHy NLPYOBE CNES HEKONMKOKPATHO WHTPEBEHO3HO AosKpate (60
mg/kg/ner), koeto HoBeAe N0 YUiasMEHH KOHICHTPAIME DABHHE HAH NO-BHCOKY OT 7 IIBTH MAKCHMATHHTE NNa3MEeBH
KOHICHTpalHH NPH X0pa Nody4dasany Hali-BHCOKATa rpeuopsaBaHa ho3a (100 mg). 'spaose 67xa HaGimoaapamu
CBHIO M CIIEA CAHOKPATEM HHTpaBeHO3HH Ho3H oT 140 1 126 mg/kg CROTBETHO IpH MULIKY H IUTEXO0BE.

He Geuwle oTkputa MyTareHHocT Ha dolasetron mesilate mo speme na pasnooSpasen Gpoit npoyusanus 3a
MYTareBHOCT, B TOBA YHCIIO M MHKPOHYKIeapHO H3cIeABaHe TpH MHIIKH. TyMOpHHMTE HAXONKH CPeR IPYIATa Ha
BHCOKA 034 NpH NPOYYBaHUATA 32 KaHIEPOTCHHOCT CPefi MIMIKY He Oxa ONEHeHN KATO 3HAUHMH 33
KpaTkocpodHarta KAHHIYHA yroTpeda,

B muxpomorniapHy KoHueHTpauuy dolasetron u nerosus meraGonut MDL 74,156, xaxTo u npd gpyrute 5-HT3

AHTATOHNCTH, BIOKHPAXA KIOHAPAHH JoBemkM cepaednn Na© 1 HERG K lonam xanamm.

6. ®apmanesTiann JAHHM

6.1. CIIICHK HA HOMOIIHATE BEI[ECTBA

MomotHK BellecTBa: Mannitol for Injection Ph.Eur.
Sodium Acetate Trihydrate Ph.Eur.
Glacial Acetic Acid Ph.Eur.
Water for Injections Ph.Eur.

6.2. ®U3MKO — XUMUYHHE HECHBMECTUMOCTH

Mo npuHUMA, AnZemet He Tpabea pa ce cMecBa ¢ Pa3TBOPH ¢ APYIH JeKapeTBa. BaskHo e KoraTo KakBHTO H
NieKapeTBA A2 ce OpPHAaraT eAHOBpeMeHHO ¢ Anzemet IV, cicTemara I HIDREKUIHMOHHART nOopT fa OhIaT MaTenHo

HAPOMUTE ChC CHBMECTIIM HH(DY3HOHEH pasTROP MEXAY NpHrAraHeTo Ha JBaTa pasTBopa.
6.3. Cpok Ha rOgHOCT

CpoOKbT Ha rOBHOGT € 4 FOJHHH.
Pa3TBOpeHUAT NpoaykT — 24 4aca




6.4. Cneunansn ycnoBUs Ha cbXpaHeHUe

HepasTeopeH npogykT. CbxpaHasaiiTe amnynuTe BLB BLHIUHATA ONAKOBKA, 38 Aa ce npefna3saTt
GT CBeTIHA.

PasTBopend npoaykT: PasTeopuTe 3a UHTpaBeHosHa ynotpeba Tpabea ga ce usnonasart HesabaBHo
cried NpUroTBAHETO M. AKO HE MOXe Aa ce M3berHe CbXpaHeHue, MakcumanHoTo BpeMe sa
CLXpaHeHKe Ha pasTeopuTte € 24 yaca npu Temnepatypa 2 - 8° C.

[ia ce cbxpaHaea Ha 3alUUTeH0 OT CBETAWHE MACTO.

6.5. Bua u cbeTaB Ha ONAKOBKATA

Amnynun ot npo3payHo cTbKNo TvN | ¢ BmecTuMoct & mi {100 mg} B KapToHeHa KyTus. Kytuute ca
OMaKoBaHW B NPoe3apayHe donwo.
Onakoexa - x 1 amnyna

6.6. Ykasanus 3a ynotpeba / padora

Amniynata u pasteopwT Tpabea Aa 6uhat oriegaku npeau ynotpeba. [a ce nanonaea camo aKo
pastBopa & Guctbp, GesuseTeH U 6e3 Yactuun. Ja He ce ynotpebnsa, ako aMnynaTa € noepedeHa.
CuBMECTUMOCT ¢ uHysnoHHK pasteopu: Anzemet iV TpaGaa Ha ce cMecBa caMmo ¢ Tesu
VHMDY3UOHHN TEYHOCTY, KOUTO Ce nipenopbusat, Anzemet IV e domsnyecky u xuMudecku crabusied B
KOHUeHTpauyuy Ao 2 mg/ml B clieHUTE NHAY3IUOoHHK Pa3TEOPK:

5% [niokosa

0,9% Hatpues xnopug

10% Maruton

PasTeop Ha XapTmaH

0,18% Hatpues xnopug / 4% [Miokosa (PuanonoruyeH cepym)

Anzemet € CkBMECTUM C MONMANPONUNEHOBIN CHPUHLOBKY.

7. MPUTEXATEN HA PA3PELUEHUETO 3A YNOTPEEBA
Aventis Pharma Deutschland Gmbh D- 65926 Frankfurt am Main — Germany

NPOV3BORWUTEN

GRUPPO LEPETIT SPA

Localita Valcanelo, 030312 Anagni - Italy




8. PEFUCTPALUMOHEH HOMEP B PEMMCTBbPA

9. AATA HA IMMbPBOTO PA3PELLABAHE 3A YIIOTPEBA HA
JIEKAPCTBEHWA MPOLRYKT / NOAHOBSABAHE HA PA3PELLEHUETO/

10. JOATA HA (HACTUYHATA) PEOAKLINS HA TEKCTA
nm 2001




