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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



03 A0 L2047
1. UME HA JIEKAPCTBEHHS ITPOJXYKT

9¥YS -(5-
AmOpexc 30 mg/S ml cupon 63 / 14 -05- 2025

Ambrex 30 mg/S ml syrup

2. KAYECTBEH H KOJIMYECTBEH CBHCTAB

Besika nosa ot 5 ml or cupona Am6pekc cbabpxkat 30 mg amOpokcosnos xuapoxaopun (ambroxol
hydrochloride).

[lToMoLIHH BeLEeCTBA C H3BECTHO AEHCTBHE: COPOUTOI.

3a MbJIHUA CMUCHK HA MOMOIIHHTE BELLECTBA, BUXK T. 6.1.

3. JIEKAPCTBEHA ®OPMA

Cupon
bucTep, Oe3uBeTEH CHpPOI ¢ apOMaT Ha MaJIHHH.

4. KIMHUYHU JTAHHHA
4.1. TepaneBTHYHH NOKA3AHHS

CEKpETOJNIMTHYHO JIEYEHHE MPU OCTPU U ODOCTPEHH XPOHMYHHM OPOHXOMYJIMOHAJIHK 3a00JISBaHMS,
CBIPOBOJIEHH ¢ 00pa3yBaHe Ha aOHOpMaJIHa MYKYCHA CEKpEeLIUs M 3aTPYAHEHHS MPH OTAEISHETO ii.

4.2. 1o3MpoBKA H HAYHH HA NPHJIOKEHHE

J1lo3upoBKa

Be3pacTiu 1 aeua Han 12 roguHu: 2 MEPUTENTHH JTBXKHYKH 2 ITBTH JHEBHO /2 mbTH 1o 10 ml/.

Ta3u no3a e nogxoxasia 3a jeyeHHe Ha OCTPH 3ab0/sIBaHUA Ha PECITUPATOPHHS TPAKT W 3a HayasaHa
Tepanus Ha XpOHHYHH CbCTOAHMA N0 14 nuu. Brmocneacrsue no3arta ce kopurvpa Ha | mepurenHa
JIB)KHYKA ABA-TPU MbTH IHEBHO.

OnTtuMasiHaTa NpOAb/DKUTEHOCT Ha JieueHHETO € 8-10 aHu.

B citydaii Ha Texko pecrupaTopHo 3abosisBaHe, TpsAOBaA J1a Ce MOTHPCH JIEKapcKa MOMOLL, aKO
CUMIITOMHMTE HE C€ NMOoAOOPAT WIIM Ce BJIOLIAT B MPOLIECA HA JIEYEHHE.

HayuH Ha NpUIOKEHHE:

AMOpeKc MOoXKe J1a ce npyuema o BpeMe Ha XpaHeHe uiu 6e3 xpaHa.

4.3. IlporuBonoxazanus
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B ciyuaii Ha peakd BpoAcHH 3abonsBaHKs, KOWTO MOraT Aa NOBEAAT A0 HECHBMECTHMOCT C HAKOH OT
MOMOIIHKUTE BelecTBa (BHXTE T. 4.4 CnieupanHy MpeaynpexkIeHus v fipedrna3sHi MEpKH 3a yroTpeba),
yrnoTpeGaTa Ha IeKapCcTBEHHUA TIPOAYKT € NIPOTHBOIOKA3aHa.

4.4, CrieniHaJIHH NIpeaYNpexIeHN H MPeaANasHy MepKH NpH ynorpeba

MMa cpoOlieHNs 3a TeXKH KOXKHH peaklnH, KaTo epaTeMa MyITHdopMe, CHHApPOM Ha Stevens-
Johnson/Toxcuuna emmaepManna Hekponusa (TEH) u ocTpa reHepanmn3npala ¢k3aHTeMHa IMyCTy103a,
KOHTO Ca B MpeAxo[Ha Bpb3Ka C MMPHJIAraHeTO Ha EKCINEeKTOPAaHTH, KakbBTO € M aMDOpOKCO/10B
XHAPOXJIOpUI. B mo-ronsmMa yacT OT CIy4auTe T€ MOTatT [a ce O0ACHAT ¢ TeXeCTTa Ha MPUAPYKaBaLlo
3a00J19BaHe Ha MAlMEHTHUTE W/ UITH CBITHTCTRAILC JICUCHHE.

Mo BpeMe Ha paHHata ¢a3za Ha cuHapoma Ha Stevens-Johnson w TEH, nmauueHTBT MOXe
MbPBOHAYANHO A3 YCETH HecneuupHyHH CHMATOMH, MOAOOHH Ha NPONOPMANIHUTE IMIPH [PHII,
HalpUMEp TpecKa, BTPHCaHE, PHHWT, Kalonuia M Be3naneHo reprno. [lo 3abayna ot Tesm
HecneUWMYHU CHMITOMH, MOJOOHW Ha NPOJOPMAIHWUTE MPH TIPHI, € BB3MOXKHO 3aMOoYBaHE Ha
CUMITTOMATHUYHO JIeYeHHe Ha Kalnuia 4 mpoctyaa. [lo Tasd nmpu4HHa, ako MMa CHMIITOMH HITH
MPU3HALUM Ha nporpecupalll koxkeH o6pUB (NOHAKOFa CBbP3aHH ¢ MEXYPH HJIH NIE3NH HA JIMTABUIIHTE),
TpaOBa He3abaBHO 7a ce NpPEYCTAHOBH JNICYCHHETO ¢ aMOpPOKCONOB XHAPOXJIOPHIA W J1a C€ NOTHPCH
MeINIIHHCKa MTOMOLIL.

Yeprodpobro u 6vbpeuno yapescoane

[MpunoxkeHHeTo Ha aMOpoOKCONn nNpHU TMAUUEHTH C HapylleHa OnOpeuHa QYHKUHMA WK TEXKO
yepHoApoOHO 3abonsBaHe TpAOBa Ja cTaBa caMoO clell KOHCynTauua ¢ jnekap. Kakro mpu BCRKO
MEIUKAMEHTO3HO JiedueHHe ¢ MeTabonu3bM B 4epHHA JApob ¥ mocnedBallo eMUMHHHpaHe 4Ypes
6n0perMTe, B ciydait Ha Texka OLOpedHa HeZOCTaTHLYHOCT MOXE Ja €€ 0YaKBa HATpPYMBaHE Ha
aMOpoxconoBy MeTaboONHUTH B yepHHA Apo0.

AMOpekc cbabpxka copbutod. TlauHeHT ¢ peAKH HacmeACTBEHH MpoONeMM HA HEMOHOCHMOCT KbM
dpykTo3a He TpsAOBa 1a MPUEMAT TOBA JIEKAPCTBO.

4.5. B3aumojelicTBHe ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYTH POPMH Ha B3aHMOgeHCTBHE

He ce npenopsuBa ynorpedara Ha aMOpOKCOIOB XHIPOXJIOPH] C JIEKapCTBEHH TIPOAYKTH, TIOTHCKALIH
KalLTALATa.

He ca nox1aaBaHM KJIHHWYHO 3HAYHMMH HEXENTaHW BINMOIENCTBUA ¢ JpYTH NEKapCTBEHH NPOLYKTH.

4.6. depTuanTter, GpeMEHHOCT H KbpMEHe

bpeMeHHOCT
AMOpDOKCOIOB XHAPOXJIOpUI TpeMHHaBa Tnpe3 TulaueHTapHata Oapuepa. [lpeaKnHHHYHUTE

NpOyYBaHWS He IMOKa3BaT JUPEKTHH WIH WHIMPEKTHH YBpeXIalH e(exTd Mo OTHONIEHHE Ha
OpemeHHOCTTa, eMOpHOHATHOTO/dheTATHOTO pa3BUTHE, PAXKIAHETO M MIOCTHATATHOTO Pa3BUTHE.

IMpoXBIKHUTENHH KJIHHWYHH HaOMIONeHNs TIPH MPHWIOXKEHHE Ha IPOAYKTa No BpeMe Ha OpeMEHHOCT
cnen 28-ra recTallHOHHA CEHNINA, He MOKA3BAT YBpEKIAlH ePeKTH BbpXY MI0Ja.

He3zaBucuMo oT ToBa, TpabBa aa O6baar cnasBanv oOMuYaiHKTE Mpeana3sHH MEPKH MO OTHOLUEHHE Ha
yrioTpebaTa Ha JIeKapCTBEHH MPOAYKTH MO BpeMe Ha OpeMeHHOCT.

YnoTpebata Ha AMOpekc, ocobeHO npe3 MhPBUTE TPH MeceLa 0T OpEeMEHHOCTTA, HE CE MPENophYBa.

KtpMeHe
AMOpOKCO/IOB XH/POXJIOpH TIpeMHHaBa B MaW4HHOTO MISKO. BbnpekH de

HeOIaronpuaATHN edekTH BBPXY AETETO, pUeMaHeTo Ha AMOpEKc He ce mpeno
YKEHH.




DepTUIHTET
MpekTVMHAYHATE MpPOYYBaHHUSA He TMOKA3BaT JMPEKTHH WIH HWHIMPEKTHH yBpeXHamy e(ekTH Mo
OTHOWIECHWE HA PEPTHANTETA.

4.7. EdexT ebpxy cnocobHOCTTA 32 I10dupaHe H paboTa ¢ MaIINHH

Hsama pnoka3aTencTBO OT MOCTMAPKETHMHIOBHTE [JaHHH OTHOCHO €(eKT BhLpXy cnocoOHocTTa 3a
modgHpaHe ¥ padoTa ¢ MalDHHH.
He ca nposexaHu npoy4yBaHuA 3a edeKTuTe BBPXY CMOCODOHOCTTA 3a Wodrpade U padoTa ¢ MALIHHH.

4.8. HexelaHH JeKAPCTBEHH peaKiHH

YecToTaTa U CHCTEMO-OPraHHNTE KJIAacOBE Ha He)keNaHUTE JIeKapCTBEHH peakUuM € MNpeacTaBeHa
cwrnacHo MedDRA xosdseHUUsTa kato: MHoro dectd (>1/10), uectu (=1/100 mo <1/10), nHeuectu
(>1/1 000 go <1/100), peaxu (= 1/10000, <1/1000), MHoro peaku (<1/10000).

Ynorpebara Ha AMOpekc MOXe Ja A0Be/Ie A0 CIIEAHHTE HEXKEIAHN PeaKLUH:

Hapyuienun na umynnama cucmema

Peaxu: peaKkiiMn Ha CBPBXUYBCTBUTEIHOCT

C HeM3BeCTHA YeCTOTA: CBPBXUYBCTBHUTEJIHOCT, AaHA(UINAKTHYHH peaklUdH, BKIIOUUTEHO

aHaHIIaKTHIeH WOK, aHTHOedeM H TIPYPHTYC.

Hapyuenua na nepgnama cucmema
YecTu: aucresns (MpoMsiHa Ha BKyca)

Pecnupamophuu, 2pe0nU U MEQUACMUHWIHU HAPYUIEHUR
YecTh: dapUHreanHa XHHnoecTe3nd

Tacmpo-uamecmunannu HapyuerHus

Yectn: rajieHe, opajTHa XHIOECTEINA
Heuectn: JNapHd, NOBpbiljaHe, AUCNETICHs, CYX0Ta B ycTaTa, cToMaulHa bonka
C HeH3BeCTHA YECTOTA! CYXOTa B I'bpJIOTO

Hapyutenun na xooicama u nogkoiCHama mvKax

Penxn: oOpuER, ypTHKapH4

C Hen3BeCTHa YECTOTA: TEXKKM KOXKHHM HEXENaHH peaklun (BKIIOYHTENTHO €epHTeMa
myntadopme, cunapoM Ha CTHBBHC-JDKOHCBH/TOKCHWHA e€MUJAEpMANHa HEKponH3a H 0OCTpa
reHepaTH3upaHa ek3aHTeMHA MyCTyio3a)

Cno0Inapaye Ha NoA03UPAHN HEXENAHN PEaKLINU
Cro011aBateTo Ha NOJO3IMPaHN HEXETAHN peaKLWH clel pa3lpeliasatse 3a yrnorpeda Ha nekapCcTBeHHA

MPOIYKT e BaxHo. Tosa No3BONABRA J1a MPOIHKH HaOMIOAEHNETO Ha CHOTHOILEHHETO MOJ3a/PHCK 32
NeKapcTBeHNs NpoAyKT. OT MeAWUHHCKWTE CHEHHATHCTH CE€ M3MUCKBA Ja ChoOIaBaT BCAKA
NoKO3HMpaHa HeXKellaHa peakliua ANPEeKTHO Ha M3menHUTeNnHa arenuus no nekapcreara (MAJI):

BBJITAPHUS, Codusa 1303, yn. Jamsau ['pyes 8
Ten. +359 2 89033555

en. nmoita: bda@bda.bg

yvebcaiT: www,bda.bg

4.9. Ilpexozupane

Hocera He ca cbOOILIABAHM CNELM(PUUHU CUMIITOMH Ha Ipefo3nupaHe NpH
CUMIITOMH, TIPH ChOOLIEHKS 33 CIYYalHO NPEeO0o3UpaAHE HITH HEIMPABWIIHA YT




MO3HATHTE HEXENaHM peaklyy npu ynorpebara Ha AMOpeEKC B MpenopbUUTETHUTE A03H, KATO MOXeE
na e HeoOX0AUMO CHMIITOMATHYHO JIeYeHHE.

5. ®APMAKOJIOTHYHU CBOUCTBA

5.1. dapMaxoIUHAMHYHH CBOHCTBA

QapMakoTepaneBTHUHa rpyna — MyKOJHTHLN
ATC koxg - ROSCBO06

B npeaxnMHWYHH HpOydYBaHUA, aKTUBHAaTa ChCTaBka Ha AMOpekc — aMOpOKCOIOB XHMAPOXIJIOPH/
NpeAN3BHKBA YBEIMYaBaHE CeKpelMATa Ha JKIe3uTe Ha pecnHpaTopHHMS TpakT. 3acunea ce
npoayKuuATa Ha OenogpobeH cbpakTaHT M ce CTAMYJIHpa LIMIHapHATa akTHBHOCT. B pesynrar Ha
TOBA C€ yBeJMuYaBa MYKYCHHA MOTOK M TpaHcnopT (MykoOLHIHapeH KIMpBHC). [logoOpasaHeTo Ha
MYKOUWINAPHHA KIHPBHC € A0Ka3aHO B KIMHUYHH U (PapMakoJIOrHYHHU NPOYYBaHHA. 3aCUIBAHETO Ha
ceKpellHATa Ha OpOHXHATHA TEYHOCT U Ha MYKOLIMITHAPDHHS KIIHPBHC YJIECHABAT €KCIEKTOpPAIlHATA U
HU3KaUTAHETO.

JloxanHusT aHecTeTH4YeH edpeKT Ha aMOpokcon € HabmoaaBaH BbLPXY MOZEN Ha 3a€LUIKO OKO, KOETO
MOXke Ja ce 00ACHHM CBbC CBOWCTBOTO Aa OnokHMpa HaTpueBuTe kaHanu. [lokasaHo € in vifro, ue
aMOpoKCOoJIOB XHpoXxJiopua OI0KHpa KIOHMPaHN HEBPAIHH HATPHEBH KaHAIM, KaTO CBBP3BAHETO €
00paTHMO M 3aBHCH OT KOHLICHTpALUATA.

YcTaHOBEHO € in vilro, Y€ NPUNIOKEHHETO HAa aMOpOKCOMOB XHAPOXJIOPHA BOAH 0 3HAYHTECITHO
peOQyuupaHe He caMO Ha OCBOOOXKIABaHETO HAa UMTOKWHH OT KPBLBTA, HO H HA THKaH - 3aBHCHMMTE
MOHOHYKJIEapHH ¥ NOTUMOPPOHYKJICApHH KIETKH.

OcCBeH TOBa, CbBPEMEHHH KIHMHUYHH TIPOYYBaHHA ¢ TAOJNIETKU 3a CMyUeHE ChABbPXKAIIKM aMDpOKCOOB
XHAPOXJIOPHJ, MOKasBaT 3HauMM edekT 3a obnexuapaHe Ha ©Goiikata NpA OCTPO Bb3NAJNEHHE Ha
reproTo. ChILO TaKa, 3HAYWTENTHO C€ HaMAJTABA 3a4E€PBABAHETO HA BH3MAJIEHOTO I'bPJIO.

Tesn dapMakoNOrHuHH CBOHCTBA ca B CHOTBETCTBHE ¢ NOITBIHHTEIHUTE HaDMONEHHUA B KIIMHHYHH
NpoyYBaHUA 3a H3clelBaHe Ha edUKAcCHOCT MpU JiedyeHHe ¢ aMOpOKCON Ha CHMIITOMH B TOPHHTE
OTIEJH Ha pecriMpaTopHHUA TPaKT, KOEeTO € NoBeJio 10 PA3KO HamajsBaHe Ha Oonkara M CBBP3aHMA C
HesA OUCKOMGopT 00J1acTTa yX0-HOC-Tpaxes Ype3 HHaXajlus.

Cnen nprHeM Ha aMOpPOKCOJIOB XHIPOXAOPUI, c€ NMOBHIIABA KOHUCHTPALHUATA Ha HAKOH aHTHOMOTHIM
(AMOKCHLIMJIHH, LIepYPOKCHM, EPUTPOMHULIHH) B OpOHXONYNIMOHANMHNS CEKPeT U CIIOHKATA.

5.2. dapmMakoxHHeTHYHH CBOHiCTBA

Abcopbyun
A6copbundTa Ha BcHUKH (OPMH 3a [MEpOpAIHO MPHIOKEHHE ¢ HezabaBHO ocBoOOkJaBaHe € Obp3a U
MOYTH TLJIHA, MPHU JIMHEHHA 3aBUCHMOCT OT J03aTa, KOrato MpoAyKTbT € MPHIOXKEH B TEPANECBTHIHH
IOO3HU.

Crnen nepopatHo npunoxeHwe, ambpokcon ce abcopbupa nobpe ot cromalnHo 9peBHUs TpakT. I1pH
npHeM Mpeay XpaHa BLPXOBA MMIa3MeHa KOHILEHTpaUus Ce NocTUra B MHTepBan oT 1 1o 2.5 yaca cie
OpaJlHO NpUNoXkeHUe Ha dopMuUTe ¢ HezabaBHO 0cB000XKIABAHE M CPEllHO cnefl 6,5 Yaca 3a opMgTa C
yIbiDkeHo oceoboskaBaHe. YCTaHOBEHO €, ye abcomoTHara OMOHATNYHOCT clell P! g\jralg ed’kﬂ\
oT 30 mg ¢ 79%. Kancynure ¢ yIekeHo ocBoOOK1aBaHe 1T0Ka3BaT OTHOCHTENHA \
95% (m030-HOpPMAIK3MpaHa) B CpaBHEHHE ¢ AHeBHa fio3a oT 60 mg (30 mg aBa
¢opMaTa Ha TaOIeTKH ¢ HesaDaBHO 0CBODOXKIaBaHe,
buoHanuyHOCTTA HAa amMOpokcon e noeeve ot 60%.




Pasznpedenenue

PasnpeneneHyeTo Ha aMGPOKCONOB XHAPOXIOPHI OT KPBBTA KbM THKAaHUTE € OBP30 H ACHO H3PA3EHOo,
KaToO Hal-BMCOKATA KOHLEHTpAlHA Ha aKTUBHOTO BELIECTBO € YCTaHOBeHa B Gennte apodose. O0eMBT
Ha pasnpenaeacHue cnel nepopaieH npuem e npubénu3uteHo 552 L.

YCTaHOBEHO €, 4€ B TepaNeBTHYHH MPaHHIY CBBPIBAHETO HAa NPOTEUHHTE B NMa3Marta e okono 90%.

Memabonuzvm u enumurnupane SRR

Oxono 30% OT mnpuno)keHaTa nepopaliHa J03a ce eXuMAHHpa 4pe3 MeTabonM3sM NpH NBPBO
npeMuHaBaHe. AMOPOKCOMOB XMAPOXNopua ce MerabonvInpa rjnaBHO B uYepHHA Jpo0  upes
rMOKYPOHHpaHe H pailienBaHe 10 AubpoMaHTpaHui0Ba Kuceanna (mpubnusurenso 10% ot fno3ara), ¢
N3KMOUYeHHe Ha HAKOH BTOPOCTENeHRN MeTabotuT™.

[IpoyuBaHHs Ha YepHOAPOOHHTE MUKPO3OMH TNPH HOBeka nokassart, ye CYP3A4 e npeobnanapaiiara
u3odopMa, oTroBopHa 3a MeTabonnMiMa wWa amMOpoKcOnoOB XHAPOXIOPHA A0 MHOpOMaHTPaHWIOBA
KUCEINHA.

B pamkHTe Ha 3 JHH OT MepopaiHud IpueM, npubmmiurento 6% oT Ao3ara ocTaBa B CBODOAHA
dopma, gokato 26% OT Hed ca OTKPATH B YPWHaATa B KOHIrupaHa ¢opma. KpalHHUAT MOSYXHBOT Ha
eNHMMHHpaHe Ha aMOpOoKconos xuapoxnopun e npubnusutenio 10 yaca. TOTaMHMAT KINPBHC € OT
nopageka Ha 660 ml/min, ¢ otyntaHe Ha OBOpeveH kaVpwHC npuOMU3MTENHO 83% OT TOTANHWA
KJTHPBHC.

DapMaroKuHemuUKa npu cCReYuArHY 2pynu nayueHmu

lNpM nagMeHTH C HapylleHa (YHKUAS Ha 4YepHua Jpo0, EIHMHHMpaHEToO Ha aMOpOKCOJOB
XUIPOXIIOpKH] € HaMalleHo, KOETO BOAH n]g.uﬁnﬂrm'rgnﬂq or 1,3 1o 2 mbTH ro-BUCOKH MIA3MEHH HUBA.
[Topanu BHcokaTa TepaneBTHYHA rpaHUlla HAa aMOPOKCOIIOB XHAPOXNOPHI, He C¢ Halara mpoMsiHa Ha
Jo3ara. g

Hpyzu N D |
Br3pacTTa K mojia He OKa3BaT BIMAHHE BBPXY apMakokuHETHKATAa HAa aMOpOKCONOB XHAPOXIOPHI B

KIHHHYHO 3Ha4YMMa CTEINEH K 1O TasH NpUYrHa HE HajlaraT npoMAHa Ha 003arta.

YcTaHOBEHO €, 1€ XpaHaTa He BIIMAE BhpXY 5HﬁHaJ1H‘-IHDL‘:TTﬂ1HE aMOpOKCONIOB XHAPOXIOPULL.
5.3. HpeakauHuuHu JaHHH 33 6ezonacHoCT

AMOPpOKCO/OB XHPOXJIOPH/ HMa MHOTO HHCHK MHIEKC Ha OCTPa TOKCUYHOCT.,

B npoy4BaHNs Ha XPOHUYHA TOKCHYHOCT rtpyg nepopmﬂﬁ.‘gﬁan npyu MULLKH (4 cEAMULN), MABXOBE (52
H 78 cegMHLIHK), 3aitin (26 cenMHLIH) A KydeTa (52 Ce(MHULIH) HE € OTPKHT CIIELHANICH TapreTeH opraH
10 OTHOLOEHHWE Ha TOKCHUYHOCTTA. HWBaTa, mpy¥ KOHWTO He ce HabmonaBaT HeXeNaHW JEeKapTCBEHH
pexaluy ca npu nepopanHy Josu oT 150 mg/kg/nuesna (Muku), 50 mg/kg/aHesHo (mnbxore), 40
mg/kg/nresro (3aitum) ¥ 50 mg/kg/nHeBHo (kyuyeTa) CHOTBETHO.

YeTHPH CeMMYHAO MPOYyYBaHE Ha TOKCHYHOCTTA Ha amﬁpoi{conon XHAPOXJIOPH , MPH UHTPABEHO3HO
npunarade npu mmsxose (4,14 u 64mg/kg/nHeBHO) M npu kydeTa (45, 90 » 120 mg/kg/ AHERHO
(uHQy3un 3h/mHeBHO)) HE MOKa3Ba HANMUMETO HAa TEXKa JOKaNHA ¥ CHCTCMHA TOKCHYHOCT,
BKJIFOYMTEIHO H Ha XMCTOMATOIOrNA. BCHUKN HexenaHy JIeKapCTBEHH peaklMUKECa oOpaTuMIr— "

AMOpOKCONIOB XHApPOXJIOpHA He MpHUTEXaBa eMﬁqu;‘dkculiHG M TepaToreH
epopanHo npunoxkeHune Ha 1o3n 00 3000 mg/kg/nHEBHQ MPH MILXOBE U NPH 3
mg/kg/nHesHo. He mosnusBa depTunuteTa Ha 1rbXose B Jo3u Ao 500 mg/kg. H




ce HaOmonaBar HexkenaHH JekapcTBeHH peakuuu (NOAEL) no BpeMe Ha nepu- M MOCTHATAIHOTO
paseutHe e 50 mg/kg/nueBHo. Cpeanara aosa ot 500 mg/kg/nHeBHO aMOpOKCONIOB XHAPOXIIOPH] €
JIEKO TOKCHUYHA 33 MalKHTe H NOoKoNeHHero — HabmoaasaHo ¢ 3a6aBeHO pa3BUTHE Ha TENECHOTO TErJIO
H HaManeH pasMep Ha MOTOMCTBOTO.

In vitro U3NUTBAHMATA 3@ FTEHOTOKCHYHOCT (TeCT HAa AMEC H TECT 3a XpOMO30MHa abepaius) U in vivo
(MHKPOHYKJICapEH TECT) HE MOKA3BAT MyTareHeH MOTEHUMA Ha aMOPOKCO/IOB XHAPOXAOPHA.

AMODOKCONTOB  XMAPOXJIOPHA HE [MOKa3Ba TYMOPOTEHEH [OTEHUHAl TNpH NOpOoyyBaHHA 3a

KapueporeHHocT npd Mumky (50,200 u 800 mg/kg) u mnbvxose (65,250 u 1000 mg/kg), koraro ca
nekysaHu ¢ aueta 32 105 u 116 ceamuum, CHOTBETHO.

6. ®APMAIIEBTUYHH JAHHUA

6.1. CnuchLK HA IOMOMIHHUTE BellecTBA

Copburon 70% (E 420)
Metunnapaxuapokcubensoar (E 218)
[Tponnanapaxuapokcubensoar (E 216)
HaTtpueB ndTpar
JIAMOHEHa KHCEIHHA MOHOXHIIpaT
ApoMar Ha MaJIHHH

 [IpeuncTena Boaa

6.2. HechbBMeCTHMOCTH
Henpunoxxumo.

6.3. Cpok Ha rogHocT

3 TOIUHM.,

[IpoxykThT Aa HE Ce MpWiara ciej U3TUYaHe Ha AaTara, 03Ha4eHa BbPXY OrNaKOBKaTa.
CpoOK Ha rOHOCT ¢jiell MbPBOHAYATTHO OTBapAHE Ha OMaKoOBKaTa: 6 MeceLa.

6.3. CnenHaJIHH YC/10BHA 32 CbXPAHEHHE

Ha ce cpXpaHiBa B OpHIMHAJIHATA ONIAKOBKA.
Ha ce cexpaHsaBa HA MACTO HEAOCTHBITHO 3a Aela.

6.5. Baa u chALpKAHHE HA OIAKOBKATA

B Oyrunka ot 150 ml, B KyTHATa HMa MEPHUTENTHA JIBKHYKA C BMECTUMOCT 5 ml.

6.6. CienuajHH NpexNa3ZHUA MEPKH IPH H3XBLJIMHE
HsMa crietaniy U3UCKBaHUA 38 H3XBBPIISHE.
Heuznon3paHHUAT IEKAPCTBEH NPOXYKT WIH OTNAABYHUTE MATCPHAIH OT HEero TpAOBa Aa ce H3XBBPIAT

B CROTBETCTBHUE C MECTHHTE HIUCKBAHHUA. - \
e b F 20 .
e I :?h

7. HME H AAPEC HA TIPUTEXATEJUI HA PAZPEIIIEHUHETO 3A -

HOBEJI ®DAPMA EOQO/]
Oyn. “buarapua” Ne 109
Codusa 1404, Brarapus



8. HOMEP HA PAZPEIIIEHHMETO 3A YIIOTPEBA
PeructpounoneH Ne 20050335

9. JIATA HA ITBPBO PA3PEIIABAHE/IIOJHOBSBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

JlaTta Ha mspeo paspeiuaBane: 22.06.2005 r
Tata Ha nmocaeauo noaHossaeade: 07.09.2010r.

10. JATA HA AKTYAJ/IM3APAHE HA TEKCTA
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