KPATKA XAPAKTEPHCTHKA HATIPOIIVKTA 20 & 5073

1. MME HA JEKAPCTBEHHSI ITPOJYKT rog2s L8105

Hukoper AicMHUHT 4 mg sieyeOHa QbBKa
Nicorette Icemint 4 mg medicated chewing gum

2. KAYECTBEH U KOJIMMECTBEH CHCTAB
Enna 1bBKa chabpka 4 mg HUKOTHH KaTO HUKOTHHOB-pe3uHat komruieke 20%.

[IoMOILIIHO BElIECTBO C U3BECTHO JICHCTBHE: KCHIIMTOJI

3a MbJIHUSA CIIUCHK HA NMOMOILIHUTE BELIECTBa, BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

JleueOHa nbBKaA.
Bsa 1o cBeTN0XKbJITEeHHKaBa KBaapaTHa jieueOHa bBKa ¢ MEHTOB apoMar, ¢ pasMepHd okosio 15 x 15

X 6 mm.

4. KJIAHUWYHUA JAHHUA

4.1. TepaneBTHYHH NOKA3AHHSHA

3a jileueHWe Ha HUKOTHHOBA 3aBUCUMOCT 4ype3 00JeKkyaBaHe Ha HHKOTHHOBHS IJ1al U CUMIITOMMTE Ha
OTHEMaHe BbB Bpb3Ka CbC CNHpPAHETO Ha THOTHOHOMyweHeTo. Hukoper ANCMHHT neyeOHa JbBKa
MOXKE J1a C€ U3I10J13Ba, 3a Ja:

- JIEKYBa MPUCTPACTABAHE KbM MYLLIEHE IPH My1Ia4yyd, MOTUBUPAHH Jia CIIpaT LIMrapurTe,

- moMara Ha Mnyua4yuTe npd BpeMeHHa aOCTUHEHLMA, KOrato MyLIEHETO Ha LIMrapd € HEBB3MOXXHO
WJIM HEXKEJIaTEeJTHO,

- IoMara Jia ce HaMaJIi TMyILIeHEeTO MPH Mylla4yH, KOUTO HE MOTraT MJIM HE JKeJlasT Ja crnpar jAa nyluar.
CbBeT U noakpena OOMKHOBEHO YBE/IMYaBaT CTENEHTa Ha ycnex,

4.2 Jlo3upoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Jeya u ionowiu

JleueOHaTa abBKa He TpsOBa 1a ce npuJjara Nnpy Juua Ha Bb3pact noa 18 roauuu 6e3 npernopbka ot
MEIMULIMHCKH CrielHaiIucT. HaMa KOHTpoNMpaHu KIIMHUYHM JJaHHH ¢ JleyeOHaTa AbBKa MPH FOHOLLH
noja I 8-roauilHa Bb3pacT.

Bw3pacmuu u nayuenmu 6 cmapyecka 6vb3pacm
JleueHneTo € UHAMBHAYAIHO H 3aBMCH OT 3aBUCUMOCTTA HA nyuiaya ot udrapy. ObuyaiHara j103a
Bapupa mexay 8 v 12 abBku. [lpu nywaum ¢ neka 3aBucMMocT (YMiTo pesyarat Fagerstrom Tect 3a

BUCOKA 3aBUCUMOCT JIEYEHHETO ce 3anoysa ¢ Hukoper AHCMHUHT 4 mg ieueOHs
Jla He ce u3noa3Bar noseve oT 24 1bBKH AHEBHO.



Cnupare Ha miomiORORYUeHemo

[MpenopburTeNHaTa NPOALDKUTENHOCT Ha JeYeHHeTO ¢ 3 Mecelia. Criel TO3M MEPHOA, MALMEHTHT
TpaOBa Ja HaManM JHeBHaTa Ao3a. Jleuennero Tpsabpa aa crpe, KOraTo A03aTa o€ HaMainH a0 1-2 AbBKH
JTHEBHO.

Hamanenue na momiononyienemo
Hukopet AlicMuHT nevebHa JbBKa MOXKE Ja CE M3MON3Ba MexX Ay Lurapute. Ta ce npenopsusa aa ce

U3MON3Ba, KOraTo € HeoOXoAWMO, KOrato ce MosBH HeoOXOOWMMOCT Ja ce MyLId, Aa ¢e YBEJIHYH
nepuoja 6€3 TIOTIOHOMYIlEHE BE3MOXHO Ha-ABJr0O U a € HaMajli OpOST Ha M3ITYLUCHUTE LIMTapH
JHEBHO.

Axo HAMa HaMalleHue B noTpeONIeHHeTO Ha LMrapy cnel 6 ceamuuy, € HeoOxoauMa KOHCYITaUus ¢
nekap.

Hauanoto Ha jgeueHneTo TpsAOBA Ja € C HAMEPEHHUETO A Ce CIpe Bb3IMOXXHO Hal-CKOPO MyIIEHETO
(HO 3a nepuoid OT MakcuMyMm 6 Mecelia). AKO TOBA HE ce CllyuM J0 9 Mecela ciel 3ano4BaHe Ha
NIEYEHHETO, BBHIPEKH HOJIOKEHUTE YCHIMS Aa Ce OTKAXKAT UMrapuTe, € HeoDXxoauMa KOHCYITalMs ¢
Jexap.

OOHKHOBEHO M3MOJ3BAHETO HA TO3W BUI JicueHHE noBeue oT 12 Meceua He ce npenopbysa. Hakow
MyIIayy¥ Modke Ja MMaT HyXKOa OT NMO-MPOALDKUTEIIHO JIGYEHHE, 3a Aa W30erHaT NoAHOBABAHETO Ha
nymieHeto. OCTaHAIMTE MITKIIHM OLBKKM TpAOBa Za c€ 3ana3ssT, ThbA KaTo MOXKEe BHE3anmHO Aa ce
NOABH XKEIaHUE 38 MyLIeHe.

CnupaHeTO Ha TIOTIOHOMYILIEHETO MOXE 1a HMa YCIEBAEMOCT 4PE3 HOITBJIHHTEJIHH MEIHLIMHCKH
CbBETH H NPENOPBKA. AKO MaLMEHTHT MMa HAKAKBM CbMHEHHWA, MOXE Ja MNOMNMUTa JIEKap WIH
¢apMaLICBT 3a CbLBET,

Bpemenrio sv30npoicare om miomiononyuene

JlbBKaTa ce HM3NON3Ba B NEpHOJIUTE HA Bb3ObpiKaHe OT TIOTIOHOMYUIEHE, HAIDHMEDP B MECTATa, B
KOHTO HE C€ IMyIH, WIH B APYTH CHUTYaLIMH, KOraTo ¢¢ UCKa Aa c¢ H3berHe IMmyIeHeTo, a MMa TakoBa
KETaHHE.

Hauun na npunoswcenue

JIsBkaTa Hukoper AHcMUHT TpabBa aa ce AbBue HaBHO ¢ NOYMBKH 32 NPUOIU3HTENHO 30 MHHYTH.
JbBKaTa TpabBa Aa ce AbBYE JOKATO BKYCHT CTAHE CHUJIEH WIM UMa JIeKO ycellaHe 3a napeHe. Cnen
TOBa C€ OCTaBa MexXxnay Oy3aTa M BeHella AOKaTO BKYCHT W/HIHW YCELaHETO M34€3HAT, CJIE/l TOBa CE
AbBYE OTHOBO OAaBHO U CE MOBTOPA.

[IpunaraHeTo Ha HUKOTHH TPAOBA BPEMEHHO Ja CE Cnpe IPH NoABa HA CHMATOMH Ha MpEO3HPaHe.
AKO CHMIITOMHTE NMPOABIDKAT, NPHEMBT Ha HHUKOTHH TpaOBa Ja ce HaMalM u4pe3 HaMansBaHE Ha
YECTOTA Ha TIPHEM WM KOJIMYECTBOTO Ha J03A.

4.3 poTHBONOKAIAHAS
CBpbXYYBCTBUTENHOCT KbM HHKOTHH MJIH KbM HSKOE€ OT IOMOUIHMTE BELIECTBA, H3OpOCHH B
TOYKa 6.1.

4.4 ChnenuanHs npeiynpexieHHs H NPeANAZHH MEPKH npH ynorpebda

[Ton3KdTe OT OTKA3BAHETO OT TIOTIOHOMYLUEHE HAOXBBPIAT BCHUKW PUCKOBE, CBBLP3aHHU ¢ NpaBUITHO
NpWIOKEHAaTa HHKOTHHOBA 3amecTuTenHa Tepanus (H3T).

MeavuHMHCKH cneuManucT TpAOBa Ja HanpaBH OLECHKa HAa CbOTHOLLUEHME
naLdeHTH CBhC CICAHUTE CHCTOAHMA

. CopaeuHO-ChAOBH 3a00NABaHUA: 3aBUCHMH MYLIAYH CBC CKOPOLIE
HecTaOMJIHA MM BIOILABALA C€ CTCHOKADAHA, BKIIOYMHTENHO aHrMHa
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Chp€YHH APHUTMHH, CKOPOLUEH MO3bYHO-CHAOB HHLUHACHT WHIH Te3H, KOHTO CTpajgaTr or
HEKOHTPOJIHPaHa XHNEepPTOHHUA TPAOBa Aa ce HachpyaBaT [a CIpaT NyILIEeHeTo ¢ HedapMaKoIOrH4HH
cpeAcTBa (Hanp. ¢ JIMYHHA KOHCYJITALMH). AKO Te He YCnedr, JedebHara AeBKa MOXe a ce obMucu,
HO TbH KATO [JAHHMTE OTHOCHO 0€30MacHOCTTa HA Ta3d rIpyna MaUMEHTH Ca OrpaHHYEHH,
mpunaraHeTo TpAOBa Aa ce 3aMo4He CaMo MOA CTPUKTHO JIEKapcKo HabmoaeHue.

. 3axapeH auaber. [lauMeHTH cbe 3axapeH Anaber TpAOBa Ja ce CHLBETBAT Aa MpPOCICAABAT
HHMBAaTa HA KPBBHATA CH 3aXap MO-CTPHKTHO OT OOUKHOBEHO, KOraTo ¢e Crpe IMylleHeTO H Ce 3aloyHe
H3T, Toii xaTO0 HaManeHMETO HAa HUKOTHHA KHHAYLMpa OCBOOOXKIABAHE HA KATEXOJAMHHM, KOETO
MOJXe [1a MOBJINAe METaDONH3MA Ha BBIIEXUIPATHTE.

. B1OpeuHo u yepHoapoOHO yBpexaaHe: [la ce ynoTpebaBa npeanasiMBo NpPH NaLMEHTH C
YMEPEHO [0 TEeXKKO uepHOApoOHO yBpexiaaHe WWIH Texxko ObbpedyHo yBpexaaHe, Thil Karo
KIHPBPHCHET Ha HHKOTHHA WM HeroBute MerabonuTH Moxke Aa ObJie HamalieH MpH €BEHTYaaHO
YBEJIHYEHH HEeXKENIaHH €(EKTH.

. (deoxpoOMOLIITOM W HEKOHTPOJIMPAH XHUMepTHpeonIu3bM: Jla ce npuiara npeanasiveo NpH
MalHEHTH ¢ HEKOHTPOJHPAH XHIEPTHPEOMAM3IBM HIHM (PEOXPOMOLIMTOM, ThH KaTO HHUKOTHHBT
NpeAH3BUKBA 0CBOOOKIAaBaHE Ha KaTEXOJaMHHH.

. CromaliHo-ypeBHO 3abomaBane: HUKOTUHBT MOXKe Ja OOOCTPH CHMITTOMHUTE MPH NALMEHTH,
cTpajaim¥ oT e30(ardTt, cToMallHa WM MenTHYHa A3Ba, karto npenapatd 3a H3T tpabea na ce
M3M0JI3BAT BHUMATENHO MPH TE3H CHCTOSHUA.

. ["spuose: [a ce H3n0138a ¢ NOBULICHO BHHMAHHUE IIPH JIHLA, TPHEMALItH AHTHKOHBYJICHBHA
Tepanusa WIH C aHAMHE3a 32 eMUNENCcHs, ThH KaTo HMa CHOOLLCHHS 3a Cy4al Ha rbpYOBE BbB BPh3Ka
C HUKOTHH (BIKTE TOUKA 4.8).

[MywauyTe, KOMTO HOCAT 3BOHM MPOTE3W, MOXKE Nla ca 3aTPYAHEHH NpH AbBYeHETO Ha Hukoper
IBBKH. JIbBKAaTa MOXKE J1a 3aJ1EMHE KBM NPOTE3UTE H B PEIKH CIIY4an MOXE 1a TH YBpEaH.

OnacHocTt npu aena: Jlo3ure HHKOTHH, NMOHACALUHM C€ OT IMyLIa4yH, NPH Aela MOXe I8 NMpeIU3BHKaT
TEKKa TOKCHUYHOCT, KOSITO MOXKe Jia Obae ¢aranna. [IpoayxTH, Cbabpxallli HUKOTHH, He TpsOpa aa
Ce OCTaBAT HA MECTa, KBIACTO MOXKE Ja ce MHWMNAT MJIH NOruiHAT oT Aela (BukTre Touka 4.9
ITpenosupane).

[IpeHeceHa 3aBHCHMOCT: Mo)ke 1a BL3HHKHE NMPEHECEHA 3aBMCHMOCT, HO T € 0-MaJIKO BpeaHa M
No-jecHa 3a NPEeoAoABaHe OT 3aBHCHMOCTTa NPH TIOTIOHOIYLIECHE,

[IpekparaBave Ha myweHeTo: [IONHMUMKAWYHMTE apOMATHH BBIVICBOAOPOAH B THIOTIOHEBHA AWM
MHAyuMpatr Merabosmama Ha nekapcTsa, merabonnsupanu or CYP1A2 (u sepoatHo ot CYPlAL).
Koraro myiia4 cnpe nMymeHeTo, ToBa MoXe Aa AoBeae Ao 3abasaxe Ha meTaboNH3Ma M nOCIeABALlO
NOBHIlIEHUE HA KPbBHHTE HMBA Ha TAaKHMBA JeKapcTBa. 1oBa MMa €BEHTYATHO KIHHHYHO 3HAYCHHE
NpH NPOZYKTH C TECEH TEPaneBTHYEH NPO30peL, HAMNP. TEOPWIHH, TAKPHH, KIO3aIlIHH H POITMHHPOIL.

HukopeT AHCMHMHT CbibpAa KCHIIUTON, KOWTO MOXKE 1a UMa Jeko craburenno aencteue Han 10 g.
Cpabp)kKaHHETO Ha Kanopuu Ha kcunuton e 2,4 keal/g.

Topa nekapcTBO chABpKA No-Maako oT | mmol (23 mg) HaTpuii Ha ABBKA, T.€. MO CHIIECTBO € ,,0€3
HaTpHH".

ToBa nekapcTBO ChAbp}KA CNeAy OT ANKOXOJ (eTaHoN) BbB BcAKa AbBKA. MallkoTo KOJMHYECTBO
aJIKOX0Jl B TOBA JIEKAPCTBO HAMA /1a HMa 3a0enexuMH eeKTH.

Toga nekapcTBO CbABPKA cieaH oT OyTuarpaH xuapokcutonyeH (E321).

Jla ce cbXpaHsABa HA MACTO, HEAOCTLIHO 32 Jcua. B caydai Ha npeno3npaHe, BeAHara MalMeHTsT aa
¢e CBBpKe ChC CnelHa NoMoLL.
B cnyuyald Ha npeno3’upaHe He3a0aBHO a c€ NOTHPCH MEAHLHMHCKA MOMO
cBbpkKe ¢be CnewmHa nomou. AKO CAMIITOMHTE NMPOAB/DKABAT WIH CE€ BIIg -ﬁ
HOBH CUMIITOMH, ynotpedara TpaOBa aa ce ciipe W NaUuMEHTHT Aa C€ KOHCY




4.5 BsaamoaeiicTBHe ¢ APYTH JIEKAPCTBCHN NPOAYKTH H ApYra popMH HA BIAHMOeACTBHE

KauHHYHO 3HAYHMH B3aHMOACHCTBUA MEXY HUKOTHH-3aMECTHTE/THATA Teparnud U APYrH JeKapcTa
He Ca KaTeropu4HO ycTaHOBeHH. HUKOTUHBT 0Daye MOXe €BCHTYAIHO Ja 3aCHIH XeMOAMHAMHYHHTE
edeKTH Ha aCHO3UH, T.e. MOBHIIABAHE HA apTEPHANIHOTO HAIAraHe W MyJca, a ChILO 14 YBEIHYH
otropopa Ha Oonika (rppbaHa Oonka THN aHrMHA MEKTOPUC), NMPOBOKMPAHA OT MPHJIOKCHHETO Ha
aJCHO3HUH.

3a noBede HHPOPMALIMA OTHOCHO NMPOMEHEHHUA MeTab0IM3bM Ha HAKOM JIEKAPCTBa, NPH CMHPAHE Ha
TIOTIOHOMYLUEHETO, BIDKTE TOUKA 4.4.

4.6 DepTHIANTET, OPpEMEHHOCT H KbpMeEHe

Xenu ¢ demepoder nOMeHYuA/ KOHMPayenyus nPU MvlCe U HCeHU

O6paTHO Ha Ho0pe U3BECTHMTE HeXXENlaHW pPeaKkLMK NPH TIOTIOHEBATA 3aBUCHMOCT BbPXY 3a4U€BaHETO
U OpeMeHHOCTTa, e(PEKTHTE OT TEPaneBTHYHOTO JIEUEHHE ¢ HHKOTHMH Ca HEHM3BECTHH. ETO 3ailo,
MaKap 4e JO MOMEHTa He € HAMHPAaHO 3a HeOOXOAMMO Ha ce MPeAoCTaBd KOHKPETEH ChBET OTHOCHO
HYX(IaTa OT KOHTpallenuus, Hai-pa3syMHO € JXCHHTE, Bb3HaMepsABallll 1a 3adbpeMeHedT, ga Obpaar
Hemyma4y 1 aa He usnonspar H3T.

Brnpexky ye MyLWIEHETO MOXe Aa UMa HeOnaronpuarHH eQeKTH BbPXY MBKKHA (QPEPTHIMTET, HeE
CBILECTBYBAT JA0KA3aTeJICTBA, Y€ Mo BpeMe Ha JiedeHHe Ha Mbke ¢ H3T ca Heobxoanmu onpenencHu
KOHTPaLICITTUBHH MEPKH.

Depmunumem

[Ipy >keHUTE TIOTIOHOMYLUEHETO 3a0aBd BpEeMETO N0 3au€BaHe, HAMAIABA MPOLICHTA Ha YCMEUHOTO
in-vitro orI0XkAaHe H 3HAYHTENTHO YBENHYABA PHCKA OT He3ruoaue.

[Ipy MBXeTe TIOTIOHOMYLWIEHETO HaMaNisBa NPOM3BOACTBOTO HAa CIEpMa, YBEIHYABA OKCHAATHBHHA
crpec W yspexaaHero Ha JHK. Cnepmaroszomaure oT mylmayd ca ¢ HaMalneHa OIUVIOAHTENHA
CMOCOOHOCT.

KOHKPeTHUST MPHHOC HA HUKOTHHA 3a Te3U €(eKTH IIPH XOpa € HEU3BECTEH.

bpemennocm

[IyuieHeTo no BpemMe Ha OpeMEHHOCT € CBBP3aHO C PHCKOBE, HaNp. BHTPEMATOYHO 3abapgHE Ha
pacTexa, MPEeKACBPEMEHHO paxkjaHe WIM MBpTBO paxnaaHe. IIpekparsiBaHeTO Ha MYINIEHETO €
eIMHCTBEHAaTa Hai-e(peKTUBHA UHTEPBEHLHMA 32 MOJOOpABAHE HA 3[PaBETO KAKTO Ha OpeMeHHaTa
nylwayka, Taka U Ha HeliHoTO Oe6Ge. Konkoro no-paHo ce NMOCTHrHE BBL3ABLPKAHETO OT MYLIEHE,
TOJNKOBa no-godpe.

HUKOTHHBT NMpEeMHHaBa B IUI0/Ia M 3acAra JUXATCIIHUTE MY ABKXKCHHA W KPbBOOOpalEHUETO.
EdexkrsT BbpXy KpbBOOOPAUICHUETO 3aBUCH OT J03aTA.

[Topaau ToBa, OpeMeHHaTa Myliavka TpaOBa BUHArK Ja CE€ CHBETBA A4 CIpe IMyLICHETO HAMMBIHO 6e3
ynorpebara Ha HHKOTHHOBA 3aMECTUTENHA Tepallua. PHCKBT OT MPOABL/DKABAHE HA ITYLIEHETO MOXKE
1a MIIOKHK INOAa HA TO-TOIAM PUCK B CpaBHeHHe ¢ ynotpebara Ha NpOAYKTH, 3aMECTMTENIH Ha
HHKOTHHA, B paMKHTE Ha HalJiogaBpaHa Nporpama 3a CnypaHe Ha myuiesero. Ynorpedba Ha Hukoper
AlicMHHT OT OpeMeHHH XeHH TpAORa 1a ce 3anouHe caMo clie]l CbBET OT MEAULMHCKH CIIELIMATIUCT.

Kvpmene

HukoTuHsT nNpeMHHaBa JieCHO B KbpMAaTa B MAJIKKH KOJWYECTBA, KOHTO MOXeE Ja 3aCerHar AETeTo
JOpH B TepaneBTUMHM A03M. [Topaau ToBa, Hukoper AlicMuHT Tpabsa na ce U3bArea no BpemMe Ha
KbpMeHe. AKO He ce MOCTUrHe MpeKpaTABaHe Ha MyLEHETo, ynoTpedara Ha Hukoper AHCMHHT OT
nyLleld KbpMaYkd TpsaOBa Aa ¢e 3ano4yHe caMmo cliell CbBET OT MEAHLIMHCKHY crnienyaiucT. JKenure
TpAOBa Aa M3MON3BAT NPOAYKTA HEMOCPEACTBEHO CJIEA KbPMEHE.




4.7 EdexTn BLpxy cnocobHOCTTA 32 modupane B pabora ¢ MANHHE

Hukoper ObBKH He oOkazBaT edeKT WIM HWMAT HE3HAYMTENHO BJIMAHHE BBpPXY CNOCOOHOCTTA 3a
woupaHe Wi padoTa ¢ MALIUHM.

4.8 HexelaHn JeKAPCTBCHH PeaAKNHE

E@EHTH OT CIIHpaHe HA TIOTIOHOMYIICHCTO

HezaBHCHMO OT H3MONA3BAHHTE METOIM, H3BECTHHU Ca Pa3/IHYHH CHMITTOMH, KOHTO CE€ CBBP3BAT CEHC
CIIHPAHETO HA MPHBHYHOTO H3MOJ3BaHE HAa TIOTIOH. Te€3H CHMITTOMH BKAIOUYBAT €MOLIMOHAIHH HITH
KOTHHTHBHH e(deKTH, KaTo AUchopus WiM NOTHCHATO HAacTpoeHue;, 6e3ChHHUE; pa3JpasHUTENHOCT,
¢pycTpauus WK IHAB; TPEBOKHOCT; 3aTPYAHEHO KOHLEHTPHPaHe M 6€3Nn0KOACTBO WM HETHEPIICHHE.
Coiio Taka MoxXe fa ce HaomogapaT puznueckn edekTH, KaTo 3abaBeH MyJsic; MOBULUECH allETHT WIH
YBENHYABaHE HA TErJ0, 3aMasHOCT WIH NMPECHHKONAIHH CHMITTOMH, KallUIHLIA, 32M¢K, KbpBEHE Ha
BEHLUTE HIH aPTO3HHU A3BH WIH Ha30apHHruT. B JOMBIHEHKE Ha TOBA M ¢ KIMHUYHA 3HAYUMOCT €,
4ye CHIHOTO JKellaHUe 34 NpPUEM HAa HHKOTHH MOXKE J1a IoBEeIe 1O CHIHH NOATHLIM 32 Iy WEHe.

HexeIAHA JIEKAPCTBEHH PEAKIHH
[ToBEUETO OT HEXENAHHTE IEKAPCTBEHH PEAKLIMH, ChOOLIECHH OT NMAaLMEHTH ca OWNH O BpeMe Ha
paHHaTa (a3a Ha JJEYEHHETO M Hail-Beue ca N030aBHCHMM.

Hpa3HeHe B yCTaTa M IbpJIOTO MOrarT Jia ce NMoABABaT, HO NOBEYETO NMNALHEHTH CE a1anTHPAaT
B Mpolieca Ha ynoTpeba.

ANepriyHy peakuuy (BKITFOYHTENHO CHMIITOMH Ha aHa(UNAKCHSA) C€ CPELLAT pAIKO NPH H3I0N3BaHE
Ha Hukoper ARCMHHT neyebHa abBKa.

I[']::BI{BTH MOXE da 3aN€MHE, U MOXKE B pEIKH CJIYHaH Ja NOBPCAH IPOTE3UTE.

JTaHHH OT KNKHMYHH H3NHUTBAHMUA
be3onacHOCTTa Ha KHKOTHH OT JaHHHUTE OT KJIMHHYHH NPOYYBAHMA C€ OCHOBaBA HA NAHHH OT MeTa-
aHaNMK3 OT PAHAOMH3HPAHU KIHHHYHY npoyusaHnd (RCTs) 3a neuenue Ha cniHpaHe Ha

TIOTIOHOMYLIEHETO.

HukopeT ABBKHY MOXE Aa NIPEAN3BUKAT HEXXENaHH PEaKLMH, MoAOOHH HaA TE€3H, CBbP3aHH ¢ HUKOTHH,
npwiokeH no apyr HauuH. Hexenanure peakimu, HabmogaBaHW NMpH NAaLMEHTH, JIEKYBAHH C
OpOMYKO3HH HMKOTHHOBM MpernapaTd No Bpeme HAa KIMHWYHHM usnutBaHusa (HJIP ¢ opoMykosHu
npenapaTty cboblleHN ¢ yectora > 1% naeHTHPHLHpPaHK OT MeTa-aHallU3 Ha JAHHWUTE OT KIMHWUYHH
NPOyYBaHHA) U MOCTMAPKETHHTOBUA OMNHT, Ca M3OPOEHH NO-40NYy NO CUCTEMO-OpPraHHH KJ1acOBE.
YecToTaTa ce omnpeaens, Kakto cneasa: MHoro uect (2 1/10); yectu (21/100 po <1/10); HeuecTH
(=21/1000 no <1/100); peaxu (=21/10 000 no <1/1000); muoro peaku (<1/10 000) u HewsBecTHa
4yecTOTa (He Morar ga ObJaT OTYETEHU OT HAIMMHUTE JaHHH ).

HJIP, YCTAHOBEHH no BpeEMeE Ha MOCTMAPKETUHIOB OMNMT C HUKOTHH
OPOMYKO3HH NEKAPCTBEHU (POPMH MO KATErOpHA/MECTOTA, OUCHCHH B KIIHHHYHH NPOYUYBaHHUS

CHcTeMo-0opranna [IpeanoyuTaH TEpMMH YecToTa

KJIACHPHKALHSA

Chpaeuny BapyImmeHAs [annurauuu™* Heuectn
Taxuxapana** HeuecTH

[IpeacmpaHO MBXKACHE

Ounn HapymIeHRA 3aMBITICHO 3peHUe
3acHNEeHO CBA30O0TALIIAHE




CToMamBo-4peBHA IHnapus# Yectu
HApYIIeBHS Cyxota B r'epioTo C Heu3BeCTHa YeCToTa
Hucdarus Penxn
Opursane Heuectu
CroMalHo-4peBeH AuckombpopT** C Heu3BeCcTHA YecToTa
['nocur Heuectn
OpanHa XunoecTe3ua# Peaku
ObpazyBane Ha Mexypu M moilneHe Ha | Hewectn
YCTHATAa JIMraBHLiAa
bonka B yCTHHTE C HEeH3BECTHA YECTOTA
OpanHa napecre3us# Heuectn
["apene Peaku
O0mpr HapymenHs H | AcreHus** HeuecTn
epexTh Ha ™maAcToTe HA | JluckoMdopTt B rppanus kow u Oonka** | HeuectH
NpHIOKEHHE HepasnonoxeHune** Heuectn

Hapymenns Ha HMYHHRTA
CHCTEMA

AHadwnrakTuyHa peakuua**

C HeM3BeCTHA YeCcToTa

Hapymenns #5a HEpPBHATA
CHCTEM2

['spuope****

C HeHn3BeCTHa UecToTa

Hapymenns Ha MYCKYNHO- |

CKEJIETHATA CHCTEMa H
CHCIHHHETCIHATA TEKAH

Crtarane Ha MycKyaa®*
bonka B wemoctra*

C HeH3BECTHA YECTOTA
Heuect

IIcHXAYHE HApYIIEHHA HeobuuaitHu ceHHma** *** HeuectH
PecompaTtopHH, I'pbAHA H | bpoHXocnasem HeuecTH
MeJHACTHHAJNHH Huchonus HeuecTH
HAPYHICRHSA HucnHes** HeuectH
HaszanHa koHrecTus Heuectn
Opodapunreanqa donka Heuectn
Kuxane HeuecTH
CrtaraHe B I'spjaoTo HeuectH

HapynieHES HA KOXKATA H | AHruoeaem™* C HeM3BeCTHa UecTOoTa
DOAKOKHATA THKAH Epurema** C Hen3BeCTHA 4eCTOTA
Xunepxuaposza** HeuectH
Copbexc** Heuecru
OOpup** HeuecTH
Yprukapus** HeuecTn
Backyjiapaa napymenss | 3auepBsaBaHE Ha Koxkara** HeuectH
Xuneprouus** Heuectr

* CTaraxe Ha YemMOCTTa H 00K B YEMOCTTa MPH HHKOTHHOBH THBKH

*¢ cucTeMHH cdex

*¥* cucTeMeH €PeKT, HACHTH)HLHPAH CAMO 38 ICKAPCTBEHH QOPMH, NMPUNAraHH (1pe3 HOLITa
w2 ¥t (CLo0MmeHN ca CTY4an HA rEPYOBE MPH NHLA, IPHEMAILH AHTHKOHBYNCKHBHA TEPAITHA MITH C AHAMHESA 38 CITHNENCHA.

# CHoO0ILeHN eAHAKBO WIH ¢ NO-MANKA YecToTa OT niranedo

Cbaﬁgaaaﬂe Ha NMOAO3INPAHH HCKCJIAHH DEAKIIMH

CpobjaBaHeTo Ha TMNOJAO3MpAHM HEXKEJIAaHH peakiMM cCjen  paspeL

JIEKAPCTBCHHA NPOAYKT € BAXKHO. ToBa no3BonAea aa [MpOABLIKH HaOmoaeH
nonaa/pnclc 334 NEKApPpCTBCHHUA NMPOOYKT. OT MEIKLHHCKHTE CITELHAJIHCTH C
BCfiKa MOJAO3UpaHa HEXenaHa peakliil Upe3 HallHOHAJTHATa CHCTEMA 3a ChOot
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4.9 Ilpenosupane

CuMNTOMHTE Ha TNpeno3upaHe ¢ HUKOTHH OT Huxoper ANWCMMHT JjieyeOHa AbBKa Morat aa
BBb3HHKHAT NpH NYILIAYUTEe KOKWTO MPEAH TOBA Ca MMAIH HUCDHK NPHEM Ha HUKOTHH OT LUXrapu HiH
OPYrH M3TOYHULM HAa HUKOTHH W €AHOBPEMEHHO C TOBa M3non3paT HukopeT AHCMMHT seuebHa
I'bBKA.

OcTpaTa ¥ XpOHHYHA TOKCUUYHOCT Ha HUKOTHH TPH YOBEKa € CHJIHO 3aBUCUMA OT peXKHMa H HauHHa
Ha mpunoxeHue. M3BecTHO e, ye aganTaiMaTa KbM HUKOTHH (HalpHUMEp MpH MylIa4yH) 3HAYUTEITHO
yBEJIHWYaBa MOHOCHMOCTTAa B CpaBHEHME ¢ Hemywauyd. Ocrpara MHHUMAIIHA N€TajllHA OpajiHa [03a
HUKOTHH ce cMaTa, Ye e 40 o 60 mg npu geua (nepopaieH npHem Ha TIOTIOH oT uurapu) wiu 0,8 1o
1,0 mg/kg npu Bp3pacTHH HEITyUIAYH.

CHMIITOMMTE Ha NPEJO3HpaHEe ¢a CMMIMTOMH Ha OCTPO HHKOTHHOBO OTPABAHE M BKIIOYBAT rajcHe,
MIOBpBLIAHE, YBEIHYEHO CIIOHOOTACHAHE, KOpeMHa Oonka, AHapHsA, H3NOTABaHe, riasobosue,
3aMaiiBaHe, HapyIleH ciIyX W noauepraHa c¢nadoct. [IpH BHCOKM 003H TE€3H CHMOTOMH MOXE 1a C€
nocJeABaT OT XMMNOTEeH3MA, cnabd U HEepUTMHYCH NYIC, 3aTPyAHEHUd B JHULIAHETO, TMpOCTpaLyd,
LIMPKYIaTOPEH KOMaNnc v reHepalu3upaHy rbpyoBe.

Jlo3¥ HHMKOTHH, KOHUTO C€ IOHACSAT OT BL3PACTHH IyWIA4YH MO BPEME HA JICYEHHETO, MOXE 1a
npeAU3BUKAT TEKKH CHMITOMM HAa OTPaBiHe NPH MAalKH Oela, KaTo MOXE Jia AOBEJAT A0 CMBPT.
[Toao3npaHo HHKOTHHOBO OTPaBAHE NMpH Aete TpAOBa Ja ce CYMTA 3a CMCLIHO CHCTOSHHE H Aa ce
JeKyBa HezabaBHo.

Jeuenue na npedozuparnemo

[TpunoxeHHEeTO HA HMKOTHH TpAOBa Aa ce cnpe He3abaBHO W naumeHTHTE TPROBa Aa ce JeKyBar
CHMITTOMaTH4YHO. AKO NMPEKOMEPHO KOJIHUECTBO HUKOTHH C€ MOrb/IHE AKTHBHUAT BbIJiCH HaMaIABa
CTOMALLHO-4YPeBHaTA pe3opbunsa Ha HUKOTHHA.

PucksT oT OTpaBAHC B pC3YJITAT HA NOITbILNAHC HA AbBKATA € MHOT'O MAJ/TDBK, TbH KaTo 3600])611}131‘3 B
OTCHCTBHETO HA AbBUEHE € DABHO U HENBJIHO.

Jla ce cbXpaHsABa Ha MACTO, HEAOCTHNHO 32 Jeua. B cioyyail Ha npeaosupane, BeaHara nauueHTsT Aa
ce CBbpke b CHELHa NOMOILLL.

5, OAPMAKOJOI'MTYHHU CBOUCTBA

5.1, OapMaKOAHHAMHAYHH CBOHCTBA

dapMako-TepaneBTHYHA IPyNa; JEKapCTBa, H3NO0A3BAHH NPH HHKOTHHOBA 3aBHCHMOCT
ATC xon: NO7BAO]

HHKOTHHBT € arOHUCT Ha HHKOTHHOBHTE pelenTOpH B nepudepHaTa ¥ LICHTPANTHATa HEpBHA
cHcrema ¥ iMa u3paseHd LIHC u cppaeuo-cpao8H edekTi. BHe3arnHOTO criMpaHe ys
YCTAHOBEHOTO, PEAOBHO H3NON3BAHE HA TIOTIOHEBH NPOTYKTH BOAM IO Xapakrep
CUMITTOMHTE Ha OTHeMaHe, BKJIHOYUTETHO HHKOTHHOB rj1al (OKeJJaHMETO A4 CE
ornHcaHo B Touka 4.8. KnMHHYHMTE MpOyUBaHHUA NOKA3BAT, Y€ MPOAYKTHTE 3a
HHKOTHHA MOTaT Aa MOMOrHAT Ha ITylIayuTe [ia C€ Bb3ObPKaT HIIH 1a HAMals
KaTo 00JIeK4aT T€3H CUMITTOMH Ha OTHeMaHne. Jlo-rongaMara 4yacT oT myway
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MpH CNIHpaHe Ha TIOTIOHOMYIeHeTo. B KIHHMYHH NpoyUuBaHHA € A0KA3aHO, Y€ HHKOTHHO-
3aMECTHTE/IHATA Tepanui HaMaIABa HAZAaBAHETO Ha TErJO CNe NPeyCTAHOBABAHE Ha JIEHEHHETO.

KohmnuuHa edrkacHOCT

O61mo 479 nyiiiaud, MOTHBUPAHH 4 C€ OTKAXKAT ca OWIH BKIIOYEHH B MHOTOLIEHTPOBO,
paHAOMH3HPAHO, ABOWHO CNAMNO, MIanebo-KOHTPOIHPaHO, 52-CeIMHYHO MPOYYBAHE 34 ClIHpaHe Ha
TIOTIOHOMyHIEHETO. [TaumenTiTe ca MoNyuMIH ITBJIHO JICYECHUE 3a MbPBUTE 6 CEAMHULIM, KaTO
BIIOC/IEACTBHE ce HamalaBa ynoTpedara npes cneapainure 6 ceamuud. CryyaiiHa yniorpedba Ha
NpOoAyKTa ¢e paspelasa A0 24-tara ceamuua. OCHOBHATA Liejl HAa IPOYUBAHETO € [1a CE OLCHH
e(pHKACHOCTTa Ha HHKOTHH cnpAMO IU1aleb0 B NOCTUraHeTO Ha NPOAB/LKHTENHO BBE3Abp)KaHHe OT
noceleHHATa ape3 2-paTa ceaMHULIA BKIIOYHTENHO A0 6 ceamuua, 24 ceaMula 4 CbOTBETHO 52
ceamula. Hukorunet € 6un 2,5 (RR 2,48) mbTH no-epeKTHBEH NpH NOMAaraHeTo Ha MyLIaYKTe Ja ce
BB3AbpXKAT Ha 52 cegmuua (P = 0,007) B cpasHenMe ¢ wranebo. Biokre Tabnuuara no-noiy sa
yecToTaTa Ha CMUPaHe Ha TIOTIOHOITYLIEHETO.

CO-nposepeHH MIPOLEHTH Ha HENPEKBCHATO BB3AbpXKaHHE 0T ceamuna 2. Jlanuu ot dasa 111
npoyuBaHe IpU 479 nauenTH.

Bpewme Cnpeii [Inauebo P croitHocT HeyeTHo ChOTHOLICHHE
(n=318) cnpent CBbOTHOLUEHHE | PHCK
(n=161) [95% Cl] [95% Cl]
Ceamuna 6 26.1% 16.1% (n=26) ; 0.014 1.8311.12, 1.62 [1.09,
(n=83) 3.00] 241]
Ceamuua 24 | 15.7% (n=50) | 6.8% (n=11) | 0.006 2.54 [1.28, 2.30 [1.23,
5.04] 4.30]
Ceamuua 52 | 13.8% (n=44) | 5.6% (n=9) 0.007 2.71 [1.29, 2,48 [1.24,
3.71] 4.94]

JILBKATA CHOLPXA peAvla ChCTABKH, 32 KOMTO € H3BECTHO, Y€ OTCTPAHABAT NETHA NoO 3bLOMTE.
KnuHuuHHUTE H3MHTBAHUA Ca JIOKA3allH, Y€ IbBKaTa NoMara 3a noaodpseave Ha Oenortara Ha 3p0UTE.

5.2 OapMAKOKHHETHYHH CBOHCTBA

CnenoBaTeHO HHKOTHHBT € ¢naba ocHOBa H ABIXKEHHETO My MNpe3 KieTb4yHaTta MeMOpaHa 3aBHCH OT
pH. To#i ¢ n1ecHO pa3TROpHM, KakTO BBEB BOAA, TaKa U B JIMNWAH B 3aBHCHMOCT OT CTEMNEHTa Ha
ionu3alda. UMa zBa crepeonsomMepa HA HHUKOTHHA, {S)- M (R)-popma, HO caMO (S)-HUKOTHHET €
OHONOrMYHO AKTHUBEH.

OapMaKOKHHETHYHUTE H3CJAEABAHHA Ha HUKOTHHOBHTE NPOAYKTH Ca MPOBEACHU NPU BL3PACTHH
My LAYy,

Ab6copbuus
OcHOBHATA 4acT OT HHKOTHHA, OTAEJEH OT IbBKUTE, ce abcopbnpa B ycTHaTa JTUraBHLA.

B1B papmMakonorduHo npoyyuBaHe ¢ AbBKa OT 2 mg (BaounrenHo 17 cybekra) ce nokassa, ue
[UTa3MEHHTE KOHLIEHTPALUHH HA HUKOTHH ca MOJTYYeHH B paMKHUTE Ha 5-7 MHHYTH CJI¢ Ha4aJoTo

Ha ABBYEHE M JOCTHMraT MakCMMyM B Kpasg Ha AabBYcHeTo (T.e. cnend 30 MMHYTH ZABBYEHE,
M3MO3BAHKHA METPOHOM 34 KOHTPOJI Ha CKOPOCTTA HA ALBUYCHE) WIH CKOPO CIEH TOBA.
KonHuecTBOTO HUKOTHH, M3BACHEHO OT €HAa ALBKE, 3aBHCH OT TOBa KOJIKO €HEPrMYHO M 3a KOMKO
BpeMe ce abBye. Cinea 30 MUHYTH ABbBYEHE CbC CKOPOCT HAa €AHO OBbBUCHE HA BCEKH ABE CEKYHIM,
CPeAHHTE KOJWYECTBA H3BMCYEH HMKOTHH OT 2 mg AbBKa Bapupar Mexay 1,3 u 1,6 mg B

NMponopUMATa, 3arybeHa rnopaau nperiblUaHe W HOCNEABAllO ITLPBO MPEM
yepHus aApobd.




[IpencraBuTenyu cpeAHH CTOMHOCTH Ha $HapMaKOKMHETHYHH MapaMETPH 3a IBbBKA Ca NPEACTABEHH B

Tabnuuara nmo-A0ay.

poaykr PapMAKOKHHETHYECH Cpeann
NAPAMETHP CTOHHOCTH
Cmax 4.7 ng/mL
Tmax 30 min*
2 mg neyeOHa JBbBKA AUC, 14.7 ng/mLxh
CSS,lIlill** 14.1 Ilg/l]]L
CSS,II]&J{** 16.2 ng/mL
4 mg neye6GHa JbBKaA Cmax 8.7 ng/mL
Tmax 30 min*
AUC, 28.2 ng/mLxh
Css,min** 26.3 ng/mL
Css,max™* 33.3 ng/mL

* Meawnana
** Enna IbBKA, AbBYEHa B NMpoab/okeHHe Ha 30 MEHYTH Ha BCEKH Yac B MPOTL/DKEHHE HA 11 yaca

BHOHANTHYHOCTTA HA HHKOTHHA, MPHIOKEH ¢ KlacHuyecKa AbBKa oT 2 mg € 635% U MeHTOBa ObBKA 4
mg ¢ 54%.

PasnpocTpalgHHe
O6eMBT Ha pasnpeaeNeHHUe Clie] HHTPABEHO3HO NPUIOKEHHE Ha HUKOTHH € U3ClieBaH B MHOXKECTBO

npoyuBaHud. B wecT npoy4BaHHs CpeAHUTE CTOHHOCTH Bapupat Mexay 2,2 u 3,3 L/kg.

CBBp3BaHETO HA HHKOTHHA ¢ TUTa3MEHHUTE NMPOTEHHH C€ CUHTA 3a HUCKO, OKoNo 5%. CnenoparenHo
HE C€ OYaKBa MPOMEHMUTE B CBBLP3BAHETO HA HUKOTHHA OT ynorpebaTa Ha CHITBTCTBAIIM JIEKapCTBa
HWIH MPOMEHUTE Ha [UIa3MEHHTE MPOTEHHH OT OONECTHH CHCTOSHHMA a4 MMAT 3HAYMTEIIHH €(EeKTH

BLpXY (papMaKOKUHETUKATA HA HHKOTHHA.

MerastonnasMPesynrature oT hapMaKOKHHETHYHUTE MPOYYBAHHA NPEANOJarar, 4¢ MeTaboIH3MBbT
H eNIMMHHHPAaHETO Ha HMKOTHHA Ca HE3aBHCHMH OT H300pa Ha HHUKOTHHOBA (JOpMyJia H MO TO3M
HauMH DPE3YJITATHTE OT NPOYYBAHHA ¢ MHTPABEHO3HO NPIIOKEHHE HAa HUKOTHH Ce HM3MOJN3BaT 3a

ONMUCAaHME Ha paslpedeneHuero, buorpancgopManuaTa, MeTabomu3Ma U EKCKPELIMATA.

OCHOBHHAT €IHMHHHMpALLl OPraH € YepHUAT Apod, BLIpekH ye ODenute ApodOBEe H MO3BLKLT CHIIO
MeTabonumavpar B Malka CTENEH HUKOTHHA. EH3MMBT, KOHTO OCHOBHO Yy4YacTBa B

Oouorpancdopmauuara Ha HHKoTHHA, € CYP2 A6. Uaentuduumpann ca ceneMHanecer Merabonura
Ha HHKOTHHA, BCHUKH OT KOMTO C€ CMATAT 3a 0-MaJIKO aKTHBHH OT M3XOJHOTO CheJHHEHHE.
[TepBruHmMaT MeTaboOHT Ha HUKOTHHA B TUIa3MaTa, KOTHHHH, HMa KpaeH MNMOJYKUBOT oT 14 no 20
4aca; IUIa3MeHHTE KOHUEHTpalMH HA KOTUHHH HaABHIIABAT T€3H Ha HUKOTHHA 10 MbTH.

EnnMunupase
JloxnagpaHW ca CpeAHHM CTOMHOCTH Ha ODIHA KNHPBHC HAa HUKOTHMHA Mexay 66,6 u 90,0 L/h u

MO KHBOTHT Ha €TUMHHMPAHE € CPESAHO OKONo 2-3 yaca.

OcHoBHHTE MeTabONHTH Ha HHKOTHHA B YPHHATA ¢8 KOTHHHH H TPaHC-3-XHAPOKCHKOTHHHH. CpegHo
10-12% ot abcopbupaHaTa HHKOTHHOBA A038 C€ €KCKPETHPA KATO KOTHHHH M / 3R ce

28
CKCKpETHPA KATO TPaHC-3-XUAPOKCHKOTHHHH. W N
Oxkomo 10-15% OT HHKOTHHA Ce eKCKpeTHpa HENPOMEHEH ¢ YPHHATA. Bane A,
Ha ypuHarta (noa 5), 10 23% or po3aTa HUKOTHH C€ €KCKpeTHpa HelpOMEeHHH] -
14,7 u 28,2 ng/mLxh ca nocTUrHatv ciea NpUIOKEHHE Ha AbBKA CbOTBETHO g
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brbpeyHa HEAOCTATHLYHOCT

[IporpecHBHATa TeXeCcT Ha OBOpeYHOTO yBpeXAaHe € CBbp3aHa C HaMaleH ofLl KIKpPBHC Ha
HMKOTUHA. HHUKOTMHOBUAT KIMpBHC € HamaneH cpeaHo ¢ 50% npu nuua ¢ texko OnOpedno
yspekgane. [loBHIIEHM HHBa Ha HHMKOTMH <a HabnoqaBaHW NpY nNyHiayd, MOANTOKEHH Ha
XeMOAHAIN3A.

YepHoapoOHO yBpexaaHe
IIpy mymaym ¢ yepHoapoOHa LMpo3a, HO CaMO C JIEKO YBpexXAaHe Ha YyepHoapoOHaTa PyHKLMS CKOp

no Child-Pugh 5), ¢papMakokuHeTHKaTa HA HHKOTHHA HE C€ NTOBIIMABA.

Brnnpexu ToBa, NIpH MyL1a4Y ¢ YMEpPEHO yBpeaeHa yepHoapobHa dynxums (ckop no Child-Pugh 7),
ce cbobwaea, 4e OOIMAT KIHpPBHC € HaManeH cpenHo ¢ 40-50%. Hsama pauem 3a
apMaKoKHHETHKAaTa Ha HUKOTHHA NMpH mymayu ¢ee ckop no Child-Pugh Han 7.

["epMaTpyyHy NaLHEHTH
OO6WHUAT KNTMPHHC HA HUKOTHHA € HaManeH IIPH 3[paBH Bb3PAacTHH CYOEKTH, HO OTKIOHEHHATA ca

NpOMEHJIIMBH H HE C€ CHUTAT 3a JOCTAaTb4HO BaXXHH, 34 na OIipaBaadAT o001 KOPEKLHH Ha 103aTa B
3aBHCUMOCT OT Bb3pacTTa.

5.3 pexcaadHYEH JAHHR 32 Ge3o0macRoOCT

In vitro 1 in vivo TeCTOBETE 3a N'€HOTOKCHYHOCT Ha HHMKOTHHA AaBaT MPEeAHMHO HEr¢HOTOKCHYHH
pe3yaTaTd. HAKOH NMONMOKUTENHH In Vilro W in vivo pe3yJTaTH OT TECTOBE 3& N€HOTOKCHYHOCT ca
NOKNAABAHH, HO HM3CNeABaHMWs, U3NOM3BAlIH PEryAaTopHH NPHETHTE aHATHM3H W MPOTOKOJH HE Ca
nNoKa3alH JOKA3aTe/ICTBA 3@ FeHOTOKCHYHA AKTUBHOCT B TCPaneBTHUYHH JIO3H.

AHanu3 Ha pe3vITAaTHTE OT ABJIIOCPOYHH JaHHH OT aHAJIH3H 3a KaHLUEPOT€HHOCT ¢ HHKOTHH WIH
KOTUHHH, OCHOBEH MeTabOJIHT HA HUKOTHHA, MOKA3BaT MPeAUMHO, Ye¢ HHKOTHH HAMA 3HauMTEJHA
WIH 3HAYNMa KaHUEpPOreHHa aKTHBHOCT.

6. PAPMAIIEBTHYHHA JAHHH
6.1 CnHCHK HA MOMOIMHATE BEIECTBA

Hopo.

baza 3a 1pBKa

Kcunuron

MeHTOBO Macao

Hatpuep xapdoHat Oe3BoaeH
Aunecyndam Kanuii

JleBOMEHTON

MarnesHeB OKCHA NEK
XunonuHoBo xbat0 (E104) Al nak

Bvmpewen pum.
Apomart Winterfresh RDEA-149 (cpabpika: nonuu3obyThieH, OyTHIOBA FyMa, TepreHOBa CMOna,
MOJUBHHWI AlETAT, TOJHETHIEH, NapadHHOB BOCHK, MNHLEPOJOBH €CTEPH HA MACTHUTE KHCEITHHH,
KaiHeB kapOoHar, OyTHnupaH xugpoxcuronyeH (E321)
XHIpoMenosa

Cykpanosa

[Tonucopbar 80
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BvHwen uam:

Kcunuron

[TpexxenaTHHU3HPaHO HHIMIECTE

Turanor auokcun (E171)

Apomat Winterfresh RDEA-149 (cbvabpxa: nonuuzobyTuneH, 6yTuioBa ryma, TEPIEHOBA ¢CMOJA,
NOMUBMHWI aleTAT, MONHETIWIEH, NTapaHHOB BOCHK, FITHMLIEPOJIOBH €CTEPH HA MACTHHUTE KHCEIHHH,
KalueB kapbounat, OyTuiHpaH xuapokcuronyeH (E321)

KapHayOCcKH BOCBHK

XunonuHoBo xbiato (E104) Al nak

6.2 HechbBMEeCTHMOCTH

Henpuwioxumo.

6.3. Cpok Ha rogsocr

3 roauHH

6.4. Chnemmansuu ycjg0BHSA Ha ChbXpaHEHHE

Ha ce cpxpansaBa moa 25°C B OpUrMHaHaTa ONMAKOBKa, 32 J1a ce NMpeanasH OT CBETJIHHA.

6.5. BuA ¥ ¢BABPKAHEE HA ONIRKOBKATA

12 6p., 15 6p., 24 6p., 30 Op., 48 Op., 90 6p., 96 6p., 105 6p., 204 6p. n 210 Op. abBKH B OUCTEpHA
onakopka (OmucTepu ot 12 uau 15 6p.) # nMcTOBKA B KAPTOHEHA OINAKOBKA.

BaucrepHata onakoBka ce ¢beTod oT PVC/PVDC dunM M anyMuHHEBO (OTHO/BHHII aKpWICH
eMaii.

He BCHUKH ONMaKkOBKH MOrar aAa ObJaT IMyCcHAaTH Ha nasapa.

6.6 CnienEaJIHHA NpelNa3HH MEPKH IPH H3XBLPJIAAHE

Heusnon3paHUAT NEKAPCTBEH NPOAYKT WIM OTINagbYHUTE MaTepUalid OT HEro TpaOBa na ce
M3XBBPJIAT B CBOTBETCTBHE C MECTHUTE H3UCKBaHMUI.

7. IPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

McNeil AB
SE-251 09 Helsingborg
HIsenus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

Per. nomep: 20090238
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9. IATA HA IILPBO PA3PEIIABAHE/NIOJHOBSIBAHE HA PA3PENIEHHUETO 3A
YIIOTPEBA

JaTta Ha mEpBO pa3peiraBane:; 22 Maii 2009
JaTa Ha nogHossABaHe: 23 Cenremspu 2014

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

10/2025
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