KPATKA XAPAKTEPUCTHKA HA IMPOAYKTA

1.  HMME HA JJEKAPCTBEHHS IPOTYKT W3MbAHWTENHA ATEHLUS N0 JIEKAPCTBATA

HHOBOKC Ekcnpec ¢ BKYC Ha MeHTa 2 mg + 0,6 mg + 1,2 Taﬁneér% 3a cmydene J Od. 2 0 }J’,{,

KDamya Xapaxmepucmuxa Ha npogyxma - FpurcKkemus 1

INOVOX Express mint flavor 2 mg + 0,6 mg + 1,2 mg lozenghdM Pea.

PaspeuteHue Ne 3@['«//”’?'./ ...... 6 ._9} .....

2. KAYECTBEH H KOJMYECTBEH ChCTAB 2. 10-10- 11
' | Ogotiperue Ne L

Beska tabnetia 3a emyuene cbappxa:

JInzokauHoB Xunpoxnopua MoHoXMapar (lidocaine hydrochloride monohydrate) 2,00 mg

AMuImerakpeson (amylmetacresol) 0,60 mg
2,4-Jluxnopobensinos ankoxon (2,4-dichlorobenzyl alcohol) 1,20 mg

THomowHu BemecTna ¢ H3BECTHO NEHCTBHe:

3axapoza - . 1 495,33 mg
TeuHa rarokosa 1016,82 mg

3a ITEJIHMA-COACEK HA MNOMOIIHHTE BEWIECTBA BHMCTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
Ta6nerxa 3a cmyuene

HUHOBOKC Ekcripec ¢ Bkyc Ha MeHTa: TaGnerxue 3a CMy'eHe Ca 3e/IeHH, IBOHHO H3NBKHAIY,
LWHTHHAPHYHY, ¢ THaMeThp 19 mm.

4.  KIMHAYHWU JAHHH
4.1 Tepanebruunn moxazanus

Jlokanuo anTHcenTHYHO Neverue Ha BB3NATUTENHY 3a601TBAHMA Ha IBPJIOTO H YCTHATA KyXHHA
(3auepBaBane, 0TOK), KaKTO U o6 TeKuaBane Ha Gonkara npu Tesu 3aGonsasanus.

O6nekuaBafe Ha CHMITTOMHTE Ha BB3NATEHO TBPJIO.
HHOBOKC Excnpec e nokazan IPH BB3PacTHH W OHOMM Hal 12 roguuy,

4.2  [loanpoexa  naunu Ha HPHI0KEH e

ﬂosupqaxa

BrapacThy o ononin sag 12 roguun:
1 Tabnerka 3a cMyuene Ha 2-3 waca n TIPH Hy> 18, N0 MaxCHMyM 8 TabneTku 3a cMy4eHe Ha 24 uaca
PH BB3PacTHH (MakcumyM 4 TabreTky 3a CMYY€HE HPH IOHOLIM).

feouampuuna nonysayus
Toea nexapcTeo ve TpaGea 1a ce IPHIara 1pH Jela Ha Bb3pacT noJ 12 roguHs.

Haywu na OPHAOKEHHE

3a OpPOMYKY3HO NpunoKeHue.
Ocrasete Tabnerkure aa ce Pa3TBOPAT OABHO B ycTaTa, He I'H OcTaRSITE n1a ce past
BLTPELIHATa CTPaHa Ha Hy3aTa. -
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He npuemaitre Topa nexapcreo TIPEAM XPAHCHE MTH NPE/IM NPHEM Ha TEYHOCTH.

He ce npenopryga NpOALTKHTENHAT YIOTpe6a Ha ToRA JICKapCTBO 3a TOBEYE OT 5 fHH (BK.
TOouka 4.4).

Crapuecka Bh3pact;

He ce nanara KOpHTHpaHe Ha qo3ara,

Llaunentu ¢ napymena 6u6peuna wany seono Ona ysmicnma; :
Jluncear aaanu 3a ynotpeGara Ha HHOBOKC Excnpec npu narpenmy ¢ 9ePHOAPOGHO WK GB6peyno
YBpeXaane. : '

4.3 IIpo'rnnonoKasalj [T

CBPBXYYBCTBHTENHOCT KEM aKTHBHMTE BEUWICCTBA HITH KBM HAKO® OT MOMOIIHHTE BEIJeCTEa,
36poeHy B Touka 6.1,

Topaau chavpskanmero Ha nupokaum HHOBOKC Exkcnpec e NPOTURONIOKA32H TIPK ela Ha BE3pacT
1oz 12 roannu,

4.4 Cneuna.mm‘ NpeaynpexXNCHAN B NPeIIazHA MepPKH HpH ynoTpeta

Cnaspaiire ykasauara AozHpoeka. Trif kaTo MpeMuHasa B KPBBHHA MOTOK, KOraTo ce NpHEMa B
FOJIEMH KOJIH4€CTBA HIIH MHOTOKpATHO, TOBA JIEKapCTRO MOJKE /12 TIOBTHAC HEPBHATA CHCTEME M UMa
BEPOATHOCT 1A IPUUMHIA FBPYOBE WITH 18 OKAXKE BIHIHHE BBPXY ChpAeUHATA NEHHOCT.
Npoasmxurennara yNoTpeGa Ha TOBa NekapcTRO 3a noBeve ot 5 AHH HE CE NIPENIOphYBa, Thif KATo TO
MO3KE 11 HapyIlH eCTeCTBeHUA MUKpoGen Gatane Ha rbPIoTO.

AKo cHMITTOMMUTE TPOALIKAT OBEYE OT 2 IHH HIIK Ce BIIOIIAT, WM 8KO e NOSABAT ApyrH CHMOTOMU
KATO NOBUIICHA TeMnepaTypa, rasobonve, raieHe Wi NoBpbiNaHe M KoxkeH oOpHs, TpabBa aa ce
HAlpaBH OLEHKa Ha KIMHHYHOTO CHCTOSHHE 32 HALHYMe Ha OaKTepuanuu uudeximn (anruHa,
TOHSWINT).

HHOBOKC Excnpec TpA0Ba Aa ce npuaara ¢ nosmEHO BHUMAHHE ADH TeXKO GONIHM NALMEHTH MK
HEMOLIHH (M3TOMIEHH) MALMEHTH B CTApYECKa BL3PACT, THH KATO T€ €4 HO-YYBCTBHTEAHH KbM
HEXENaHNTE peaktHH OT TO3H JIEKapCTBEH MPOAYKT.

Toga nekapcTso He Tpa6Ba na ce fIpHNara B yCTHaTa KyXHHa M MbpJIOTO NPH HATHYHE Ha NO-ToNleMHU
oBocTpeHu pauu.

3ary6ata na ayBcTBMTENHOCT B T'bpAOTO, IPUMHHEHA OT TO3H JTeKapCTREH TIPOAYKT, MOJXKE a AOBee
no 6enonpo6ua ACIHMpAUKA (KALIMUA IO BpeMe Ha XpaueHe, CB3/]aBallla BICYATICHHE, Y2 YOBEKET Ce

ITPHEM HA TEYHOCTH,
HaIJ,HEHTHTe C acTma maﬁaa Jda H3MoN3BaT TOBAa JIEKapCTBO NMoa JICK&PCKO H&ﬁJII-OI[EHHe.
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HHOBOKC Excnpec chAbPxKa 1,016 g riroxosa n 1,495 g aaxaposa na Tabnerka 3a cMydene,
ToBa Tpsa6sa na ce umMa npeasun TIpH MalHEeHTH Che 3axapen auaber.

lauuenTy ¢ penwu vacnencTeenn npo6reMH Ha HEHOHOCHMOCT KM $pyxTO3a, OKO30- ranaKTosHa
Mastabeopbnma HiA 3aXapo3o-MIoMarTasen AeuumT He TPAOBA 1a npHemar TOBA JIEKAPCTBO. -

Toau nexkapcrren NPOIOYKT ChABPKA [10-Manko ot | mmol HaTphit (23 mg) Ha Tabrerka 3a CMy'eHe,
T.€. MOXE DA C€ KaKe, Ye TIPAKTHYECKH He CBABDPIKA HATPHIL.

HUHOBOKC Excripec cnaspoxa Teprens, HaMMPpaIlH Ce B leBoMeHTONa. [IpeKaneHo BHCOKK J034
TepneHH ca GHIIM CBbp3aHy ¢ HEBPOJIOrHHHY OTIAKBAHKA KATO MbPUOBE TIPH Al

4.5 Biammoneiicrene ¢ APYTH JeKapCTBen NPOAYKTH B ApyTH $popMu Ha B3aEMOIclicTBRE
He ce npenopnusa emtorpemenna nu nocyesipallla ynorpeba Ha Apyrd aHTHOE ITHYHM CpencTRa, Thii
KaTo ToBa MOXKE 18 NONPEUH Ha AelCTBHETO Ha JIEKAPCTBOTO (AHTAFOHM3IBM, A€3aKTUBHpaKe).

ITopamu nprcbeTBHETO 14 TIOKAHH B TO3M NISKAPCTBEH NPOAYKT (RBAPEKH HUCKATA Ao3a), TpaCea ga
Ce UMa NpeNBHA CNeNHOTO: '

- bera-anpenepruynure Gokepn Hamanssar 4epPHOAPOGHHA KPLBEN MOTOK, & OTTaM - #
CKOPOCTTA Ha meTabonusupane Ha JTHAOKAHH, KOTO BO/M 1O TIO-TOJIAIM PHCK OT TOKCHYHOCT

- Humerunun Moxe na 3a6aey YePHOAPOOHHMA METaGONMIBM Ha JTHAOKAHH, KOETO BOAM 10 fl0-
TONAM PHCK OT TOKCHUHOCT

- Jlupokaun Moxe na TIPHYHHK KPBECTOCAHA YYBCTBHTENHOCT KbEMAPYTHTORaNHH AHECTETHYHH
JACKAPCTBA OT aMEJIEH THIT

- BramoxxHu ca tapMakoKkuHeTHYHH 1 dbapMakoauHaMUUHY B3AHMOEHCTRHA ¢ AHTHAPHTMHYHK
-cpencTra kiac I11, kato Mekcunerun u NMpOKaHaMAN ‘

- Msoensumure CYP1A2 u CYP3A4 na uTOXpoM P450 yuacrear & o6pasysanero na
MOHOETHATTHLIMHKCHNMAK T (monoethylglycinexylidide, MEGX), dhapmakonoraunoakruesus
MeTabONMT Ha JIuaOKauH,  3aToBa APYTH JICKapCTBa, KaTo (UTyBOKCAMMUH, ePHTPOMMLIFH 1
HTPaKkoHa30/1, MOTAT [a OBHILAT INIAa3MEHMTE KOHUEHTPAIIUH Ha THIOKZHH. -

4.6 ®epruanTer, Gpemennocr n KhpMene

bBpemennocr

BesonacHocTra Ha MHOBOKC Excripec npu ynotpe6a no BpeMe Ha OPEMEHHOCT HE & YCTAHOBEHA.
T'onsm obem aannu ot nokanxoTo TIPHNOKEHHE Ha JIHZIOKAUH MO BPEMe HA GPeMEHHOCT He IIOKasBaT
TIOBMILICH PHCK OT BpoaeHH Mandopmaumi, JIunokaun TpeEMUHaBa M1pe3 ILUIallenTara, abeopSumsTa My,
obaue, € MHOTO MajIKa, MOpaay HHCKaTa n03a. [IpoyuBaHMSTa DK JKHBOTHY He TIOKA3BAT
PeNpOaYKTUBHA TOKCHMHOCT (B3K. TOMKa 5.3).

Jluncear nauuu or ynorpefara Ha aMUIMeTakpe3on u 2,4-AMXNOpOBEH3MIOB AMTKOXON KATO
PapMaKoIOrHHHOAKTHEHY BelleCTBa o BpeMe Ha Gpemennocr. [opaxu nunca na AOKYMEHTHpaH
OnuT, ynorpebara ua HFHOBOKC Excnpec He ce Npenoprysa no Bpeme Ha GpeMeHHOCT.

KepMene
bezonacnHoctra na UHOBOKC Excnpec B nepyona na KBPMEHE He € yCTaHoReHa. JIHao

CKCKPETHPA B MNKM KONHYECTBA B KbpMaTa. Hopanu uuckara 103a e ce ogaxsar ee
AMNOKank IPH HOBOPOAGHOTO. JIMNCBAT NAaHHK 323 CKCKPELMATA HA aMUIMETAKPE30T
2,4-nuxnopoben3nnos ankoxon p kbpMata. TpaGsa aa ce Baeme pelrenne nanu na ce




Qeprunmrer

Jluncear nannu 3a edekra or yrotpeGata Ha MHOKAHH, aMAIMETAKPe30 U 2,4-1UIopeGeH3HN0R
a71Kkoxoa Bepxy deprunuTera. :

4.7 Edexrn Bbpxy cnocobrocrTa 39 modupane i paboTa ¢ MAIHEN

To3u nexapctseH npoxykr He nosnuaBa Wik TIOBNHABA npeHebpexkumo ciocobHocTTa 2a wopupate H
pa6oTa ¢ MaMHu.

4.8 Hexenann ekapcTenn peaknBn

3a KoMOGHHAUMATA HA AKTUBHHTE BEILCCTBA B TO3M NIEKAPCTBEH HPOAYKT HMA ChOBINEHHS 33 CleAHUTE
HeXeIaHH PeakimA B NePHOJIa Ha yroTpeGa:

Hapywenus Ha HMYHHATa CMCTeMa : _
Penicn (>1/10 000 no <1/1 000): peaxuun ua CBPBXYYBCTBHTETHOCT (I1apeHe, ChpEex), aHTHOeeM,
Ci1ha 60/Ka B rbDIIOTO H HEMPUATEH BKYC.

CoobuaBane na NONO3HPAHY HEXETAHH PEAKIIMH ¢

Cro6luasaneTo Ha nonosnpany Heskenanu PEaKLMH Cllel paspeliiaBae 3a yroTpe6a Ha TeKkapCTReHHA
TNpONYKT e Baxkno. ToBa No3BONABA a4 IPOALDIKH HabMIoeHHeTO Ha CHOTHOINEHHETO non3a/puck 3a
JICKAPCTBEHHA NPOAYKT. OT MEAULIHHCKHTE CTISLHATHCTH CE HIHCKBA na ceo0Imarar Besaka
NOJ03upana HexeNaHa peakuus ypes Usnramuvrenyata ar¢HUHA 110 IeKapCTBata, ya. ,, [laman [pyes”
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebceaift: www.bda.bg.

4.9 Hpeﬁoaupane

He ce ouaxgar napyiuenus, CBBP3aHH ¢ Npegosupade. B cnyuqaii Ha cHeTeMHa abcopbuus, e
BLIMOXKHA NOsiBa HA BPEMEHHO CTHMY.IMPAHE, NOCIEBAHO OT OTHCKAHE Ha ITHC (curnmBocT, 3ary6a
Ha Ch3HAHHE) M Ha CHPASYHOCHIORATA CHCTEMa (XHnoTonus, 2a6apes WM HETIPABHNEH CBPICYEH
PHTEM). .

He'ce npenoprusa NPOAB/DKMTENHATa yIOTpe0a Ha TOBA JIEKAPCTBO 3a MOBEYE OT 5 JHH, Thii KaTo
TOBa MOXE Na NoBejle 10 HADYLIARaHe HA eCTECTBEHHUA MHKkpobeH GanaHe Ha reprIoTo. '

[lennarpuysa nonynanug g

YnorpeGata na ronemu nosu 3a TPOABLIDKHTEIIHY IEPHOIM OT BPeMe LIPH JeUa Ha Bb3PacT o
6 ToaMHK MoKe Aa MPHUHHY TbPYOBE, '

Cumnromu _

ITpn HuckuTe HHBA Ha AKTHBHATE CLCTABKH € MaTKo BCPOATHO Ja BH3HHKHE TIPE03HpaHe.
Hpenosnpane mome aa Bp3HHKHE MpU HENpaBHIHa ynoTpeda (MHOIO TIO-BHCOKA /1033, 1€3UH TI0
nurasuuMTe). Ibpeonadanture nposeu ca NPEkOMEpHA 3aryba Ha 1yBCTBHTENHOCT HA FOPHHTE
OT/ISIH HA PECMUPATOPHHUS M XPAHOCMMITATENHHS TPAKT. BE3MOKHA & NosRa Ha CHCTEMHM PeaKkuMH
nopanu abcopbunsTa Ha THAOKaHH. Haii-ceproziute eekTn Ha TW0KanH BUTIOUBAT HHTOKCHKALIHS,
3acAraiua UeHTpasHaTa HepBHA CHcTeMa (Geachue, GeanokolicTBo, Bb36ya M noTHCKaHe Ha
AMIIAHETO) M CHPAEYHOCHA0BATA CHCTeMa, MosKe /13 BL3HHKHE U METXEMOTTIOOMHEMHNA,

JleueHue
Ipu npenosvpane, & CTyqail Ha PLIMOKHA CEpHO3HA HHTOKCHKALIHA MOXKe 1A ce IOMHCITH 3a
NPeHSBHKBAHE HA NOBPBILAHE W/HIM CTOMALIHA NMPpOMMBKA (A0 €HH Hac chex peIO03H
Hombanurennu MCPKH €& H3NON3BAT CAMO KATO TOATBPAKAILO M CHMITOMATHYHO neug
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5. @APMAKOJOTAYHHA CBOMCTEBA
3.1  ®apmaxkogusaMHYHE CBOHCTBA

@apMaKOTepaﬁeBTHqHa rpyna: Jlekapcrsa 3a jileueHne Ha TBPJIO, AHTHCENTTHIM, PA3HH.
ATC kon: RO2AA20,

2,4-puXNOpOBEHIUIOB ANKOXOI H AMHTOMETAKPE30Jl HMAT AHTHCECHTHYHH CROHCTRA.

AHTHOAKTEDHAIHUAT M  AHTHMHUKOTHYHHAT epekr Ha TabneTkwre 3a CMyuene, ChIbPKAILH
AMUNMETAKPE3ON H 2,4-nuXI0pobeH3nI0B ANKOXOM, Ca J0KA3aHI Npy IPOYYBAHKA i vitro W in vivo.
Hokazana e cbuIO aHTHBHpPYCHaTa aKTHBHOCT in vifro cpemy OOBHTH BHPYCH Ha Tabnetkure 3a
CMYUEHE, CRABDKAIIM aMIIMETAKPE30/ H 2,4-1uxIopobeHswios anKoxof, ¢nejl 1-MHHYTEH KOHTAKT.
Ilpp  naearus nepwon Ha WHPOKOPA3NPOCTPAHEHA YNOTPeOa Ha I[POJYKTHTE, ChABPNKALLM
aMHIMETaKpe30n H-2,4-AUXA0POGEH3HIOR ATKOXO0N HE Ce HABMIONABA TIOHIDKABAHE Ha 3KTHBHOCTTA
Cpetily NaTOreHHH BHPYCH, KOSTO (IPe/ITIONAra JIMNCA Ha PE3UCTeHTHOCT.

Cnen xomOMHMpaHe Ha ABETe aKTHBHM BELLECTBA Ce Ha0/Tro]aBa CHHEpPriyeH aHTHOaKTEpHaTlCH
eeKT, KOETo MO3BOIABE HAMAIABAHE Ha KOMGHHHpaHaTa 1033, M3MOM3BAHA NPH TabneTkuTe 3a
CMyYeHe, ChOBPIKALIN AMIIIMETAKDE30M H 2,4-n0x510poGeH3HA0B anKkoxon.

AokazarencTso 3a aHanreTHueH edekt Ha TabeTKHTE 2 CMYYEHe, ChIbDKALIH AMHIMETAKPE30N U
2,4-nuXNOPOGEHIMIOE ANKOXON, 3a HAMAjABAHE Ha BEIMAICHHETO HA T'BPJIOTO, Kato obnekuapar
GoNKKTe U 3aTPYAHEHOTO Npernbluake, ¢ HaGMoNaBaAHO NpH KITHHAYHH MPOYYBAHHA C HACTLIIBAHE HA
AEHCTBHETO 5 MHHYTH ClICA NpHEMa M TPOAB/UKHTEIHOCT Ha elcTBHETO a0 2 4aca. HaGmogasano e
CBILO 3HAYMTENAHO MO-rOMIAMO OGNEKYECHWE B CPaBHEHHE ¢ TOBA B ClTydail Ha IpHEM Ha TabneTkw,
KOHTO HE ChALPHKAT NIEKAPCTBO, TIPH JIEUEHHE B POABIKEHHE Ha KO 3 JHK. o

Edekrst Ha nponykra, chaspkany xoMbunauusta ot 2,4-1MXNOpOGEH3MIOB ANKOXON H JIHAOKANH, €
AOKa3aH B CNHO IJIMHMMHO W3NMTBaHE, TPH KOETO 5 MHHYTH cien npuemMa ca HabmoaaBakH
HamangBaHe Ha GONKHMTE B I'BPIOTO M 3aTPYAHEHHATA npy npermeiane. Ilpn cpuioTo npoyusane,
eeKTLT Ha MITPENBaHe Ha FBPAOTO ¢ HaGmoaBaK owe ua 1-BaTa MMHYTA Cllel NPHIOKEHHETO Ha
TablieTKa 33 CMy4YeHe, ChAbpKALIA aMIIIMETaKPE3ON W 2,4-IuXN0pOGEH3HIIOB AITKOXON H IMAOKAKH.

JlunokanHeT NpUuBHARA GLp3a JI0KAIHA AHECTE3HA H obTeKuaBate Ha Goaxata NMpu Bu3nasenue, Toi
BOIM 110 OOPaTUMO NOTHCKAHE HA HEPBHMTE BIIAKHA, KATO GioKMpa HATPHEBO-KATHEBATA MOMNA H
HamMaJifBa MpONMyCKAHBOCTTA Ha KNETHUHATA MeMOpana 3a fionu. [poBonMMOCTTa B THHKHTE HEpPRHH
BIIAKHA, -Ge3 MHEeNWHOBATA OGBMBKA (T.e. BJIAKHA, KOUTO MpoBexJar GONKOBATAa CETHEHOCT) ce
HHXHOHMPA OT HUCKA, MPHCHCTBALLA B F034TA HA MPOAYKTA, KOHUEHTPALMS HA JIOKATHO aHANMETHIHO
CpeacTso. brokupamoro selicTBHe BRPXY MalKpTe Hepew, HAMMpAIIH C¢ B JHFaBMUATa HA YCTaTa,
HaCTBIIBA OKOJIO 1-3 MHHYTH Cllefl NpHeMa.

5.2 PapMakOKHAECTEYRH CBOHCTRA

Jlupokaun uma nonyxueor 1 no 2 uaca (oxono 100 MEHYTH), B 3aBUCHMOCT OT AO3aTA. HomykHRoTET
Ha MeTaGonHTa ITHIMHKCHIMAN (glycinexylidide, GX) e Ho-LIer u ClleoBATENHO MOsKe Jda
BLIHAKHC HATPyMBaKe, 0COGCHO B ciyyalt Ha GBOpeuna exckpewms.

Hsama cLoTBeTHH AGHHH OTHOCHO apMaKOKHHETHRATA HUTO Ha 2.4- nxTOpoGEHIMITOR ATKOXOJ, HHTO
Ha AMUIMETAKPE30, ¢ U3KITOYCHHE Ha E1HO POy YBaHe HAa GHOHATHYHOCTTA, 32 KOETO Ce CHODIIARS B
KpaTkara xapakrepucthka na Benagol (Benagol, 2008), npu koeto ¢ ¥CTAHOBEHO OBP30TO
OCBOBOKIABAHE B CIIOHKATA M HA ABETE AHTHCEIITHYHH CPEACTRA, KATO MAKCHMAIHH HHBA Ce
AOCTHraT 3-4 MHHYTH Crejl KaTo ¢ M3cMyve Tab/eTkara. ?

KonnyecTsoTo Ha 2,4-1uxN10poben3nos w1koxon H AMHIMETAKPE30N, KOETO CE& OTKPH
cnen 120 MuHy ™, e npubnuinrenno 50% or MPHETOTO KONHYECTBO,

MpH rlaunenTH ¢ uudapkr Ha MuoKkapaa (Cue unn 6e3 chpaeyna HEAOCTATBYHOCT),
JIMAOKAUH H MOHOETUNrTUUMHKCHIIMAKA (MEGX) e yrbioken; OOJYHBOTHT HA
(GX) moxe ChIO a € yaBhiKeH [Py NaUHEHTH ¢ BTOPHYHA ChPACHHA HETOCTA
HH(APKT Ha MHOKAPA. 32 NO-TBITBI NOTY)KUBOT HA JTUAOKAHH Ce ¢hLobwasa H i




ABIITO CIe/l HEMPEeKLCHATa HHTPABEHO3HA HHGY3HA ¢ MPOBIDKATEHOCT NoBeue oT 24 uaca, Cruio
Taka, enuMutiHpaneTo Ha MEGX moxe ma 61e HamaneHo IpH NauMeHTH ¢he 3ACTOHHA CEpACUHA
HEAOCTATLYHOCT. :

Jlunokaun ce abcopbupa Benuara npes nuraBruuTe. ILTasMeHHAT eTHMAHALIHOHSH IFOJTYKHBOT €
npulGnusurento 2 vaca. lllom kato ce abcopbupa, Toll npeTLpNABA 3HAYHTENEH MeTaboIH3LM npu
MEPBOTO NPEMHHABAHE (first-pass) npe3 wepuus apo6 u 6530 ce ACCTIIHPA 0 AKTHBHUA MeTAGONHT
MOHOCTHATTIMUMHKCHHIIH, KOWTO CleI TOBA C& XMAPOJH3HPa 10 pasTHYHK MeTaboTHT,
BKJIOYHTENHO CnuiHpkewman. Tlo manko ot 10% ce EKCKPETHPAT B HEMIPOMEHEH BHA 4pe3
6r6peunre. MeraGonuturte ce EKCKPETHPAT H B YpHHAaTA.

5.3 Hpegkasauamu nannn 3a Ge3onacyocr : J

HexmuwaneTe ganiu 3a 2,4-nmxiopo6beH3m0s ATKoXo 1 AMMJIMETAKPE30M HE IIOKa3BaT ocoben
puck 3a xopa. Teau naHHu ca NONYHEHH OT KOHBEHIMOHATHA NpOy4BaHKs 32 TOKCHUHOCT HpH
CAHOKPATHO H MHOTOKPATHO MpPUJIATane, FeHOTOKCHYHOCT H PENPOIyKTHBHA TokeH4Hocr, He ca
NIPOBEIKAAHH GEaPMAKOJIOTHIHH IPOYUBAHAS 38 GEIOMACHOCT H KAHLEPOreHHOCT.

[IpoyuBanuaTa 33 réHOTOKCHMHOCT ¢ NHAOKAMH CA TIOKAIANH OTPHUATE/HU pesyirati. Hama
HPOYYBaHHA 32 KAHIEPOreHHOCT Ha JTHAOKAHH. MeTaGoaHThT Ha THOOKAHH, 2,6-KCUnUAUH, HMa
TeHETHUCH NIOTEHUHAT in vitro. Ilpu npoy4sasus 3a KAHUEPOreHHOCT MPH 3aMLIK ¢ eKCo3HLMA Ha 2,6-
KCUIHIIHH in utero IOCTHATAITHO H TIPe3 LiETHS UM JKHBOT, ca Hab/IoNaBaNM TYMODH B HA3a/THATA
KyXHHa, IOAKOXKAY W 4ePHOOPoGHM TyMopy. KitiuYHaTa 3HaunMocT Ha TYMOPHHUTE HaX0KH BBB
BPB3Ka ¢ KpaTKOCpOYHA/NEpHOAHYHa YNOTpeGa Ha TMAOKAHH He € H3BECTHA. :

ITpu npoyuBanms 3a PeNpONYKTHBHA TOKCHYHOCT NIPH JXHBOTHH HAMA [0KA3aTEICTRE 32 TePaTOreHHH
edexTn unu nokazarencrea 3a HEMETAHN PeaKiMi NPH GHIMIECKOTO pasBUTHE HA IOKONEHHETO Clie]
TIPEHATANTHO NEHEHHE ¢ JIAOKaHH. DEeTANTHATA eKCIIOIMLMA HA BUCOKH JIOZH IHIOKAUH ofave e
MOBJTHSANIA KPBBHHMA MOTOK KbM MATKATA 1 € NPEIM3BHKAIA (eTanty I'BpYOBE. /

Or mpyra CTpaHa, HCKJIMHHYHHTE J8HHH 3a JIHAOKAHH He 100aBAT HUKaKBa 3HAYHMAa HHPOPMaLMs KBM
CRIICCTEBYBALHA KTHRHYECH OIHT. . . .

6. ©®APMAIEBTHYHE JAHHA
6.1 Cmu;'blc HA NOMOIIHHTE BeIHECTHA

MeHToBo Macno, yacTHYHO NEMEHTOTHIMPAHO

Macno or 3Be3n0OBHACH aHACOH

JlgroMenTON

Wunuroxapmun (E 132)

XuHonunoBo xbaTo (E 104)

3axapuH uatpuit (E 954)

Bunena xucenuua (E 334)

3axapoza ¢
Teuna rmdkosa ‘

6.2 Hecﬂnmemnmoc’m
Henpunoxumo
6.3 Cpox na roanoct

27 meceua '
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6.4 Cn;unaann YCAOBHA HA chbXpaHenHde

Ha ne ce cexpansBa nan 30°C,

6.5 Buxu chabpxanse Ha onakobKara

PVC-PVDC/AnyMHHHenn 6amcrepu

Onakoska ¢ 12, 24 wn 36 Ta6netku 38 CMyUEeHe.

6.6 C%lenuaann NpeANa3ny MEPKH NPH WIXBLPIAHE H pabota

Hemsnonssauusr II—éKapCTBeH TPOAYKT Wk OTHIAABYHHTE MATEPHANH OT HEro Tpabea na ce H3XBLPIAT

B CLOTBETCTBHE ¢ MECTHHTE H3HCKBAHHS.

7. TPHTEXATEN HA PA3PEINEHHETO 3A YIIOTPEEA

US Pharmacia Sp. z. 0.0.

ul. Ziebicka 40, 50-507 Wroclaw, Tlomra

8 HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEGA

201703 82

9 MTA HA ITLPBO PABPEIHABAHE/TIOII,;[-IOBHBAHE HA PASPEHIEIII/IETO 3A
YIIOTPEBA

Jara wa WBPBO paspeisaane: 19 nexeMepy 2017 r,

Jata va nocnenHo nonmopaBaue:

10. JATA HA AKTYAJTA3UPAHE HA TEKCTA

0572022
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