1. HME HA JIJEKAPCTBEHHMA MPOAYKT

Tepadmny Maxkc I'punt 1000 mg/10 mg/70 mg npax 3a nepopasieH pasTBop
Theraflu Max Grip 1000 mg/10 mg/70 mg powder for oral solution

2. KAYECTBEH H KOJJHYECTBEH CBbCTAB

Besko came chaspxa 1000 mg mapaueramon (paracetamol), 10 mg pernnedpuHOB XHIPOXTIOPHI
(phenylephrine hydrochloride) (orrosapsam Ha 8,2 mg denunedpun 6a3a) u 70 mg ackopbunosa
kucenuHa (ascorbic acid).

[ToMOILIHM BEWIECTBA ¢ H3BECTHO NeHcTBHE: m?ilbﬁH“TE Hﬁ Al LH ﬂ ﬁU NEKAPCTRE

Besiko came coabpxka: 5210 mg 3axaposa; | 18 mg Hatpwii; 0,1 mg ChHOET-HbIATO-¢ i394 me— by e
xapmosnH (E122) u 80 mg acnapram (E951).
3a IBJTHMA CTIMCHK Ha MOMOILHKTE BEIIECTBA BIXKTE TOUKa 6.1. KoM Pez. Ne .;2, U ,Z { 0 ,3 ?3
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Ipax 3a nepopaieH pasTBop.
Briefio po30B 210 pO30B Ha LBAT NMPax ¢ XapakTepeH apoMaT Ha FOPCKH IUIONIOBE H MEHTA.

4. KJIHHUYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHNA

Tepapny Makc I'pun 1000 mg/10 mg/70 mg npax 3a nepopaneH pasTBOp € NpefHA3HA4YeH 3a
ofnek4aBaHe CHMNTOMHMTE HAa MPOCTYAA W TPHN, KOraTo HA3a]HATA KOHTEeCTHA € MpHAPYXeEeHa ¢
TeMIepaTypa W/uiM Jieka 10 ymMepeHa 0onka, BKMOUHTENHO OONKH B rbpaoTo, rnaBobonue, 6onka B
MYCKYJIHTE H B CHHYCHTE.

JIeKapcTBEHHMAT MPOAYKT € NpefHa3Ha4eH 32 Bh3PACTHH M NAlMEHTH B CTAPYECKA BB3PAcT C TErNIO OT
50 xr ¥ moBede.

4.2 1o3upoBKa H HAYHH HA NPHICKEHHE
O3MPOBK
Bon3pacTHH (BKJIIOMHTEJHO NALHEHTH B CTApYecKa Bb3pacT) ¢ Ternao ot 50 kg u nopeye:

EnHo came ce nprHemMa Ha BeekH 4 710 6 4aca, cnopes HyKaata, 6e3 1a ce mpeBrIaBa 103a oT 4
caiera JHEBHO.

MakcHmanHa JHEBHA 103a: 4 calieTa 3a mepHo oT 24 vaca, KouTo ca ekBuBaneHTHH Ha 4000 mg
napauetamon, 40 mg penunedpunor xugpoxnopua u 280 mg ackopGuHOBa kucenuHa. Ykazanara
1032 MJTH HHTEPBAJIa Ha J03UpaHe He TpA0Ba [a ce MPEBHINABAT.

MakcuMasieH nepHOJ Ha MpHemaHe 0e3 eKapcKko Npeanucanyte: 3 AHH.

Tpsabea aa ce npuemMa Haif-HUCKaTa 1033, KOATO OKA3Ba TepaneBTHYeH edexT, 3a Hall-KpaThK NepHoa
Ha JIeYeHHEe HA CUMIITOMMTE.

IHeduampuyuna nonynayus
To3u npoayxkT He TpabBa Aa ce mprijara MpH Aeua 1 HomH nop 18 roguHu.

YEpH! HO e
VnotpebaTa npw NAlMEHTH C TEXKO YepHOAPOOHO YBpexKIaHe € MPOTHBOMOKA3aHA, B
I[lpH NMALMEHTH C JIEKO [0 YMEPEHO YepHOAPOOHO YBpEKJAHE WIM CHHADOM Ha




no3ara TpsbBa na ObJe HaMaleHa WIM WHTEPBATHT Ha 03HpaHe Jia Oble yasmkes. ExnokpaTha no3a
napaueramon 1000 mg He TpabBa na ce npunara NpH NALUMEHTH C JIEKO A0 YMEPEHO YepHOAPOOHO
yBpexkiaHe, NpH KOHTO ¢ HeoOXxoauma mo-HHCKa no3a. Ha masapa morar na Obaar HamepeHH mo-
NOAXOAALH JIEKAPCTBEHH (OPMH.,

MNanuenty ¢ 666peuHo yBpeKkIaHe

To3u nexapcTeeH nNpoAyKT TpAGBa Ja ce H311013Ba ¢ NOBHIIEHO BHHMaHHE H TO/ JIEKAPCKH KOHTPO
TIPH NALMEHTH ¢ Jieka opma Ha 6u6peyno yepexnaHe (BmkTe Touka 4.4). ExHokparHa nosa
napaieramon 1000 mg He e noAxXoasiNa 3a NALKUEHTH C YMEPEHO A0 TEXK0 6BOpedHO yBpexaaHe, npy
KOHTO € Heo0XonHMa no-HHeka 103a. Ha nasapa morar aa 6baaT HaMepeHH NO-TIOAXOIAILH
nexapcTBeHH GopMH.

Hauuu Ha npunoxenune

3a nepopanHa ynorpeba. ChIbpiKaHHETO HA eIHO CAllle Ce pa3TBaps B CTAHNAPTHA Yallla FOpela, HO
He Bpsana Bona. OcTaes ce Aa ce 0Xyiaau 0 MpHEMIHBA TEMTIEPATYpa H TPA0Ba Ja ce u3IHe, T0KaTo e
OlLE TOTLIO.

4.3 lporuBonoxkasanus

- CBpbX4YBCTBHTEITHOCT KbM MapaueTamor, GennnedprH, ackopiHHOBa KHCENTHHA HITH KBM
HAKOE OT MOMOIIHHTE BELIECTBA, H30poeHH B TOUKa 6.1,

- ITauuenTH, KOMTO NPHEMAT WIH €A NPHEMANIM NPe3 NOC/IEJHHTE ABE CEAMHLM
MOHOAMHHOOKCHAa3HH UHXHOUTOPH (BXK. To4Ka 4.5).

- 3aKpUTOBIBIIHA [TIayKOMA.

- XMInepTHpeoOHIHILM.

- Jlnader.

- CbpreuHo-cba0Bo 3a60i4BaHe, BKIIOYMTENHO CHPAEYHO 3a00nsBane, XUNIEPTOHNUS

- DeoXpoMOLHMTOM.

- CerpreTBalia TEpanus ¢ TPHUMIIAYHE aHTHIENPecaHTH (BX. Touka 4.5).

- Cenbrersaia Tepanus ¢ 6eTa-01oKepy | Apyru aHTHXHIIEPTOHHYHHM JIeKapeTBa (BXK. TOYKa -
4.5).

- CuobreTBalla Tepanus ¢ Apyrd CHMNATOMHMETHIM KaTO AeKOHI€CTAHTH, MPONYKTH,
MOTHCKALLM aneTuTa U aMmpeTaMuHONOA00HH NCHXOCTUMYIAHTH (BX. Touka 4.5).

- Texko yepHOUPOOHO YBpeMk IaHe.

4.4 Coeuna/inn npeaynpesieHHs 4 NPeANa3HH MEPKH Npu ynorpeda

Tepagmy Make I'punt 1000 mg/10 mg/70 mg npax 3a nepopajieH pasTBoOp ChALPXKA MApaLETaMOL.
IManuenTure HE Tps6Ba na npuemMat eHOBPEMEHHO JPYTH NapaleTaMoN-ChABPKAIH NPOIYKTH, Thil
KaTo TOBA MOXeE J1a JIOBEAE A0 Npefosupane. ITpefo3npaHeTo ¢ napaneraMmos Moxe 1a NPHYHHH
YepHOAPOOHA HEAOCTATRYHOCT, KOATO JIa H3HCKBA YepHOAPOoOHA TpaHCIIAHTALMA WK Ja JoBeae 10
CMBPT.

CrobuleHH ca ciry4ad Ha MeTabonHTHa anKi03a ¢ rojMa aHuonHa npasHuna (HAGMA), nwmkama
ce Ha MUPOITTYTAMUHOBA alLM03a MPH NALMEHTH ¢ TexKo 3abonaBane Karo Hamp. Texko 6s0peuno
YBpe#aHe U CeNCHC, K NPU NALMEHTH ¢ HeJIOXpaHBaHe WK APYIH W3TOYHHMIM Ha XeduuuT Ha
TIYyTaTHOH (Hamnp. XpOHHYEH aNKOXOIH3BM), KOMTO ca GHIH JIeKYBaHH C NapaleramMmol B TepaneBTHYHa
J103a 33 NPOIBILKHTENEH NEPHON WK KOMOHHALMA OT napaneTamon H QuyknoKcaliHH. AKo ce
nonosrpa HAGMA nopazy mapornyTaMHHOBA al[MA03a, Ce NpenopbyBa He3abaBHO ClIMpaHe Ha
napareTaMon ¥ BHUMAaTeNnHo Habmonenwe, M3mepeaneTo Ha 5-0kCOMPONMH B ypHHATa MoXe 1a 6bae
TIONE3HO 3a HAGHTH(HIIHpaHe HA MAPOTITYTAMHHOBA al[MA03a Karo OCHOBHA npuanHa 332 HAGMA npu
TALMEeHTH C MHOXECTBO PHCKOBH (hakTopH.

KoHcynranus ¢ nekap e HeoOXoauMa npeiy NpHeMa Ha TOBA IEKAPCTBO NPH NALUEHTH C:
e Jlo6poxayecTBeHa XMNEPIUIa3Ks Ha IPOCTATATA.
o OxirysuBHa sBackynapaa 6onect (Hanp. Cunapom Ha Peiino).

e Jleko no ymepeHO 4epHOIPOOHO YBpekKIaHe.




¢ Jlexo ObOpedHO yBpexKaaHe.

¢ HamaseHu HHBA Ha TIYTATHOH, THil KaTO yroTpebara Ha MapaleTaMos MOXE 13 MOBHILH
pHCKa 0T MeTaboNMTHA ALHA03a.
CnobuieHHs ca ciydqaH Ha 4epHOApo6Ha AHChYHKLMA WK HEAOCTATLYHOCT NPH NAUMEHTH ¢
M3YepraHy HUBA Ha [TyTaTHOH.

Jla ce ynoTpe6siBa ¢ BAMMAHHE IPH MALMEHTH, PUEMAIIH CIIEAHHUTE JIeKapcTea (Bx. Touka 4.5):
e JIMroxkcHH H ChPAEYHH ITHKO3HJIM.
e Eprot ankanouau (HanpuMep: eproTaMuH, METHCEPria).
o JlexapCTBEHH MPOIYKTH, MOBIUABAIIN YepHOAPoGHaTa dyHKIH.

[MauueHTHTE Cre/iBa Ja NOTHPCAT JeKapcka MOMOIL, KO CHMITTOMHTE IPOIB/DKAT NOBEYe OT 3 JHH,
BJIOMIAT C& WIIH ca NPUAPYKEHH C BUCOKA TEMIIEPaTypa, KOxeH 0OpHB HIH NOCTOAHHO r1aBobosue.

HHdopMauus 0THOCHO MOMOLIHHUTE BELIECTBA
To3u npoAyKT ChABPKA:

e 3axaposa: Enno came chabpxka 5210 mg 3axaposa (3axap). Tosa TpaGsa na 6bae B3eT0 nox
BHMMaHHE TPH MALUEHTH ChC 3axapeH nualer. [TanMeHTH ¢ peiKH HACIENCTBEHH PobieMu
Ha QPYKTO3HA HEMOHOCHMOCT, [JTIOK030-ra/lakTO3Ha ManabcopOLMs HIH 3aXapo30-
H30MAJITa3HA HEJOCTATHYHOCT He TPAOBA [a NMpHEMaT TOBA JIeKapCTBO.

e Harpuii: Enno came chaspka 118 mg Harpuii, eksuBaneHTHH Ha 5,9 % OT npenoprsuBaHus oT
C30 makcuMasieH JHEBEH MPHEM oT 2 g HATPHIl 3a BE3PacTeH.

e Asobarpuna: Exuo cawe chabpxa 0,1 mg chHCET KbITO H 3.91 mg KapMO3MH, KOHTO Morar
J1a IPUYHHAT aleprudHy peakiim.

o Acnapram (E951): Exno came chaspxa 80 mg acnapram karo noacnanuren. Koraro ce
npueMa NepopaiHo, aCHAPTAMBT C€ XHAPOIH3HPA B CTOMALIHO-4peBHHA TpakT. EanH ot
OCHOBHHTE NPOJYKTH Ha XHAPONH3aTa € (EHIIANaHUH U NIOPA/IH TOBA MOKe /1a Oble BpeleH
3a Xopa ¢ PeHHIKeTOHYPHS.

4.5 B3aumozeiicTBHE ¢ APYrH JI€KAPCTBEHH NPOAYKTH H ApYrd GopMH Ha B3aHMoaelicTBHE

Tapauneramon
IMapaneramonsT TpaOBa Aa ce ynorpedssa ¢ BHUMaHUE B KOMOHHALMA ChC CIIE/IHATE JICKAPCTBEHH
NMPOAYKTH, MOPAH YCTAHOBEHH B3aHMOJIEHCTBHS:

Bapdapus H IpYTH | AHTHKOAryJaHTHHAT eeKT Ha Bap(hapHH M APYTH KyMapHHH MOXe
KyMapHHH na Gb/le 3aCHIIEH MPH peAoBHA ynoTpeda Ha napaueTamoll, KoeTo
MOXE /ia IOBeZIE /10 MOBHIIEH PHCK OT KbpBeHe. MHuMaeHTHATA
yrnorpe6a Ha napaueTaMmon HAMa 3HaYHTeNeH e)eKT B TAKMBa
ciysau. Tps6Ba na ce OCHIIECTBABA OBHIIEHO HAO/IIOZICHHE HA
croiiHocTHTe Ha INR mo Bpeme Ha eNHOBPEMEHHHAT NIPHEM M ClIET

NpeKPaTABAHETO MY.

[TpOKMHETHYHH areHTH MeToknonpaMul WIH JOMTIEPHIOH MOTaT Aa MOBUIIAT CKOPOCTTA Ha
abcopOiys Ha NapaueTamo.

XonecTupamuH XonecTHpaMHH MOJXe J1a HAMAJIH CKOPOCTTa Ha abcopOuus Ha
napaueTaMol.

Jlexapcrsa, kouto ycwnsat | EnHoBpeMeHHaTa ynoTpeba Ha nmapaueTamor ¢ ieKapeTsa, KOHTO

4epHOAPOOHHA YCHIBAT YepHOnpoOHUA MeTa0ONH3EM, KATO HAKOH NCHXOTHYHH HITH

MeTaboTH3bM/BKTIOUHTENHO | AHTHEMMIETTHYHH NPOAYKTH (Hanp. denobapburan, GeHUTOHH H

MHKPO3OMANHH kapOama3elHH) | JIeKapcTBa 3a iedeHue Ha Tybepkoniosa (Hamp.

4epHOAPOOHH EH3UMH praMITHLIMH B H30HHA3K/1), MOXE 13 JI0BE/IE 10 YePHOAPOOHO

YBpeX/IaHe, IOPH H NPH NALHEHTH, KOMTO HE MPEeBHINABAT
NpenophyBaHaTa 103a Ha TApaLeTaMolL.

XenaToTOKCHYHH BelEecTBa | XenaToTOKCHYHHTE BEIIECTBA MOTAT /1a yBEIM4aT BEPOSFHOCTTA OT
HATpYIBaHE Ha NapalleTaMOll H PHCKA OT npenoaupanef:{ b el g

>
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Canuounamuy CanuuunaMm MoXe JIa YIbJDKH eTAMHHALIHOHHUA MOy KHUBOT Ha
napaueTaMor.

[loBnussane Ha pesynraty | [Tapaneramon Moxe 12 NOBIME BbPXY JOCTOBEPHOCTTA HA

oT nabopaTopHu TecToBe pesynTaTuTe ot nabopaTpHuTe TecToBe (HAIp. KPbBEH TECT 32
M3CJIEABAHE HA IIIH0K03a).

Dy KIOKCALITHH Tpsabea na ce BHUMaBa, KOraTo napaueTamos ce H3Moi3Ba
€IHOBPEMEHHO ¢ (UIYKIIOKCALMINH, Thil KaTO MapanelHuAT MPHEM €
CBBP3aH ¢ MeTaboJMTHA aKMa03a ¢ roJAMa aHHOHHA Npa3HHHA
Nopajy MUPOrIYTaMHHOBA al(1/103a, 0COOEHO NPH NALKMEHTH ¢
PHCKOBH (hakTopH (BK. Touka 4.4).

Denniedpun

®enunedprH TpaGBa fa ce ymoTpebaBa ¢ BHHMaHHWE B KOMOMHALMA CBC CJENHHTE JIEKAPCTBEHH
NPOIYKTH, MOPA/IH YCTAHOBEHH B3aHMOJIEHCTBHA:

MoH0aMHHOOKCHIA3HH EnHoBpeMeHHaTa ynorpefa Ha CAMIATOMHMETHYHH aMHHH, KaTo

HHXHOUTODH denmnedpuH ¢ MOHOAMMHOOKCHIa3HH HHXHOHTODH MOXE Ja I0BE/ie
J0 YBENTHYABAHE HAa KPBBHOTO HanaraHe. ExHospemenHara ynorpeba
€ NPOTHBOMNOKAa3aHa (Bxk. Touka 4.3).

CHMNIaTOMMMETHIHH EnHospemenHaTa ynorpeba Ha peHHNepHH H IpyTH

AMHWUHH CHUMIIATOMHMECTHYHH aMHMHH MOXE a YBENIHIH PHCKA OT ChpAEYHO-

Ch10BH HexenaHu edextu. EqHoBpeMerHaTa ynotpeba e
npoTHBONoKasaHa (BxK. Touka 4.3).

bera-6nokepu u apyru

DenunedpuH Moxe Na HaManH eHKacHOCTTa Ha OeTa-010KkepH U

AHTHUXHIEPTOHHYHH IpyTH aHTHXHIEPTEH3HBHH JiekapcTea. EnHospemennara ynorpeba e
neKapcTea NPOTHBOINOKA3aHa (BXK. Touka 4.3). PHCKET OT XHNEPTOHMA H JIPYTH
HEXENaHH ChPEYHO-CB0BH e(heKTH MOXKe J1a Oblle yBeJIHYEeH.
TpHUMKITHYHH EnnoBpemenHara ynotpe6a Ha QeHuneppHH U TPHUHKIHYHHA
aHTHIENpecanTH (Hamp. AHTHIETIPECAHTH MOJKE JIa YBEJIHYH PUCKA OT ChP/ICYHO-CBAOBH
AMHTPUIITHINAH) Hexenanu epextH. EnHospeMennara ynorpeba € IpoTHBOMOKa3aHa

(Bx. Touka 4.3).

JIHTOKCHH ¥ CBpAEYHH
TTTHKO3UIH

EnHoBpemenHara ynorpeba Ha peHUNnepHH ¢ IHIOKCHH H ChPICYHH
[JIMKO3MIM MOXeE JIa YBeJIHYH PHCKa OT HapyllaBaHe Ha ChpIAeYHHs
PHThM HJIH HA(APKT Ha MHOKapJa (BX. Touka 4.4).

Eprot ankanounu
(eproTaMHH H METHCEPIUL)

EnHoBpeMeHHaTa ynoTpeba ¢ eproT alkaloHIH MOXKe 12 YBEIHIH
PHCKa OT OTPABAHE ¢ €ProT ankanous (eprotussM) (Bxk. Touka 4.4).

4.6 ®epruanrer, GpeMeHHOCT H KbpMeHe

bpemenHoct

Tepadny Makc I'pun 1000 mg/10 mg/70 mg npax 3a nepopaieH pasTBop He TPAOBa fa Ce Npuema no
BpemMe Ha GpeMeHHOCT, OCBEH aKo I0NI3UTe OT yroTpedara 3a MalikaTa He NPeBHINABAT MOTEHUHAHHA
pck 3a ruiona. Toszu nexapeTBeH NPOAYKT He TpAOBa J1a ce ynoTpeGsapa no Bpeme Ha GpeMEHHOCT Ge3
KOHCYnTauus ¢ nekap. TpaGsa Ja ce H3NoN3Ba Hali-HACKaTa epexTHBHA 103a 3a BH3IMOXKHO Hali-

KpaTKO BpEMe.

Tlapayemamon

3HAYMTENTHOTO KOJIMYECTRBO JAHHH NPH GpeMEHHH XEeHH He TIOKa3BaT HUTO MandopMaTHBHA, HUTO
ero/HeoHaTaTHA TOKCHYHOCT. Pe3yNTaTHTE OT ENMAEMHONIOIHYHHTE POYYBAHUA BHPXY
HEBPOJIOTMYHOTO PA3BUTHE HA IENA ¢ EKCTIO3HIIHA HA MapaLeTaMo in utero ca HeyOeaHTenHH. AKo e
HeoOX0AKMMO OT KIMHMYHA IVIeIHA TOUKA, MapaneTaMos MOJKe J1a Ce NpHJara 1o BpeMe Ha
BpemMeHHOCT, HO TPAORA /ia ce M3MoN3Ba Hali-HHCKaTa eeKTHBHA /1032 38 BB3MOXKHO Hali-KpaTKo

BpEME H C BB3MOKHO Hali-HHCKaTa 4eCcTOoTa.

Denunedppun




JlannauTe o1 ynorpebara Ha (peHunedpun npu OpeMeHHH ca orpanudeHd. [IpoyusaHuaTa npu
KUBOTHH Ca HEJJOCTATHYHM 10 OTHOLIEHHE HA PENpOAYKTHBHATA TOKCHYHOCT (BXK. To4Ka 5.3).
Ynorpebara Ha pennnedpHH He ce NpenopsYBa MO BpeMe Ha OPEMEHHOCT M NPH JKEHH B IeTEPOIHA
BB3PACT, KOHTO HE H3MON3BAT KOHTPALCTITHBH.

Acxopbunoea xucenuna

IMorocuMoTo npenope4sano nparoso HUBO (UL) Ha npreM Ha ackopOuHoBa kucenuna e 1800 mg Ha
nieH npu OpemenHn nox 18 roguumna Be3pact v 2000 mg Ha nen npu Opemennu Han 18 rogunu. UL e
MaKCHMATHOTO HHBO Ha JHEBEH XPAHHTENEH NPHEM, KOETO BEPOATHO He O¥ NpeacTanisBaio PHCKOBO
3a MOABA HA HEXKENAHH 32 3/IPABETO EPEKTH.

Knpmene

Tepadmy Maxc I'pun 1000 mg/10 mg/70 mg npax 3a nepopaneH pa3TBOp He Tps6Ba Ja ce npueMa 1o
BpeMe Ha KbpmeHe. TpOfBa fOa ce NpelieHH, Aand fAa ce MPEeKpaTH KbPMEHETO HIHM Ja ce
NpeyCcTaHOBH/M30erHe IedeHue ¢ TO3K NPOAYKT, Ha 0a3a Ha OJI3UTE OT KbPMEHETO 3a IETETO U NOJI3HTE
OT TepanuaATa 3a Maikara.

Hapayemamon
[NapaieraMorsT ce eKCKpeTHpa B MaliuMHaTa KbpMa, HO B HE3HAUMTE/IHM KOJIMYECTBa, NPH yroTpeda B
TNpernopbYBAHUTE JO3H.

Denuneghpun
DenwiedpuH MOKE 1a Ce eKCKpeTHpa B MaliuMHaTa KbpMa.

Ackopbunosa Kucenuna

[NonocumoTo npenopwsusano nparoso Hueo (UL) Ha mpueM Ha ackopOuHOBa kucennHa ¢ 1800 mg Ha
neH npu 6pemenny nop 18 ropgumna swu3pact u 2000 mg na neH npu 6pemenny Han 18 roaunu. UL e
MaKCHMATHOTO HHBO HA JHEBEH XPAHUTE/IEH NPHEM, KOETO BEPOATHO He OH MpeACTaBNABAIO PHCKOBO
3a N0Ba HAa HEXKENIAHH 32 3paBeTo e(PeKTH.

Deprunurer
EdexTsT Ha TO3H NPOLYKT BEPXY (pepTHIATETA HE € H3CTEABAH.

INpenxnuHUYHKTE NPOYYBAHKA C NapaLETaMOJI HE MIOKa3BaT 0co0eH PHCK 3a QepTHIHTETA IPH
HOPMAJIHH TepaneBTHYHH 103H. [IpoyuBaHHATa NPH KUBOTHH BHPXY PENpPOLYKTHBHATA TOKCHYHOCT
Ha (enunedpuH ca HefocTaThuHHM (BX. TOUKA 5.3).

4.7 EdexTn BLpXy cniocodHOCTTA 3a modHpaHe 0 paboTa ¢ MAIIHHHA

Tepadny Make ['pun 1000 mg/10 mg/70 mg npax 3a nepopaieH pa3TBOp NOBIHABA HE3HAYHTETHO
cnocobHocTTa 3a wodupane 1 pabora ¢ MawMHK. B citydail Ha MoABa HA 3aMasHOCT, NALMEHTHTE
Tpabea aa Obaar nockBeTBAHM Aa He WodHpaT U aa He paboTAT ¢ MAIMHH (BXK. Touka 4.8).

4.8 HexkenaHnu JexapcTBeHH peakuuu

Cnennarta KOHBEHLMA € M3M0JI3BaHAa 3a KNIacCH(pHLMpaHe Ha YeCTOTaTa Ha HeXKeTaHHTe PeaKLiuu:
MHOTO 4ecTH (> 1/10); wectu (> 1/100, < 1/10); Hedwectn (> 1/1000 < 1/100); peaxu (> 1/10 000 <
1/1000); muoro peaxs (< 1/10 000); ¢ HeussecTHa YecToTa (0T HUTHYHHTE JaHHH HE MOke na Gbae
HalpaBeHa OLEHKa).

IMapaneramon
Hexenanure cOUTHA B HCTOPHYECKHTE JAHHH OT KIIMHWYHH NPOY4BaHMA €a €IHOBPEMEHHO PEIKH H
OT orpaHuyeH Opoit mauuenTy. JloknaaBaHUTe ChOMTHA B IIMPOKATa NOCT-MAPKETHHIOBA MPAKTHKA,
NpH TEPANeBTHYHH/PErHCTPHPaHH U NPEANKCAHH 03H Ca NPEICTABEHH M0-A0Y 110 M@RA
CHCTEMO-OpPraHHH KIIaCOBE. V2




Toit KaTo Te3n peakLyy ca 10KIaABaHH 106POBONHO B NOMYIALKMA C HEYTOUHEH pa3Mep, Te ca ¢
HEH3BECTHA 4€CTOTA, HO MOraT BEPOATHO Ja C€ MpHEMaT 3a MHOT'O PEIKH.

CHcremo-opranns Hexenana peakuns
KJ1acoBe

HapyiueHns Ha KpbBTa H TpomGouuToneHus’
nMMOHATA CHCTEMA

Hapymenus va umyHnHata | AHadunakcuc

cucTeMa KosxHu peakuui Ha CBPbXTyBCTBHTEIHOCT, BKTIOYHTENHO KOXKEH
00pHB, aHrHOE1eM>

PecnupatopHu, rpeaIHH B | BpOHXOCTIA3BM NPH MALMEHTH ChC CBBPXYYBCTBHTENHOCT KbM

MeIHaCTHHATHH aneTHncanuipnosa kucenuHa wim apyru HCIIBC.
HapyIeHHs

Xenaro-OunuapHu YeproapobHa nuchyHrmua (BXK. Toukk 4.4 1 4.9)
HapyLICHHUA

Hapymenus Ha MeTaboNHTHA alHA03a ¢ TOJIAMAa AHHOHHA Npa3HuHa®

MeTabonH3Ma M XpaHEeHETo

!'He e 3agbmxuTenHo aa 6paar NPHYHHEHH OT MapaleTaMo.
z HOKJ'IEUIBaHH Ca ciiy4ad Ha MHOTO PEIKH CEPHO3HH KOXKHH peaKiHH.
* ¢ HEW3BECTHA YecToTa (0T HATMYHHTE NAHHH HEe MoXe Ja (bJie HanpaBeHa OLEHKa).

Onucanue Ha H30paHH HEXENaHH PeaKLiH:

MeTtabonuTHa ana03a ¢ ronaMa aHHOHHA MPa3HHHA:

Cnyyan Ha MeTabONMHTHA aLMT03a ¢ TONIAMA aHHOHHA NPa3HHHA, AB/DKAIIA Ce HA ITHPOrTYTAMHHOBA
anu03a, ca Hab/IroAaBaHH NP MALWEHTH C PUCKOBH (aKTOPH, H3MON3BAMIN MTapaleTaMon (BXK. TOUKa
4.4). Ipu Te3u MaLMEHTH € Bb3MOXKHO 1A Bb3HMKHE MHPOTyTAMHHOBA ALIHI03a BCIISACTBHE HA HHCKH
HHBA Ha IMyTATHOH.

®enaunnedpun

CneanuTe HeKe/laHH PeakLK ca JOKIANBAHH OT KIMHHYHKTE Npoy4BaHus ¢ Qernnedpus, mopagu
KOETO MOrat Ja ObJaT CYMTAHM 32 YeCTH HeXENaHW PEeaKluH, CBbp3aHu ¢ ynoTpebara Ha
denunedpun. Hexenanute peaknuu ca npeacrasenu no-gomy no MedDRA cucteMo-opraHam
KJIACOBE.

CucTeMo-opraHHH Hexenana peakuss

KJIACOBe

TcuxuIHH HAPYIIEHHUS HepsHoct

Hapymienus Ha HepeHata | [aBoGomue, 3aMasgHoOCT, 6e3chHHE
CHCTEMA

CobpaedHH HapyIIEHHA [ToBHMIIEHO KPBBHO HANATAHE
CromaurHo-4peBHH I'anene, noBpbinase

HapyIIeHHA

IMo-aomy ca npeAcTaBeHH HeXENAHWTE PeaKLiH, YCTAHOBEHH OT NMOCT-MAapKETHHIOBHTE NaHHH. Thi
KaTO Te3H PeakiMy ca JOK/IaaBaHA JoGPOBOIHO B NOMYyNALKMA ¢ HEYTOYHEH pasMep, Te ca ¢
HEM3BECTHA YeCTOTA, HO MOTaT BEPOATHO JIa Ce NPHEMAT 33 PeJIKH WM MHOTO PEIIKH.

CHcTemMo-0pranns Hexenana peakuns
KJacoBe

Hapyiwenus na umyHuata | CBpHX4yBCTBHTENHOCT, YPTHKAPHS, ANEPriYeH JePMaTHT
cHcTeMa

Hapymenus Ha oumTe Muapuasa, OCTpa 3aKpHTOBIBJIHA [layKoMa'

ChbpaeyHH HapyLIeHHs Taxukapaus, cbpuebrere

Hapymenus ua koxxatau | OOpus
MOJIKOXCHATA TEKaH




Hapyurienns Ha 6s0peuute | [u3ypus, 3a1bpikaHe Ha ypHHa

W YpPHHApHHSA TPaKT
'Haii-BeposTHO € J1a ce MOABAT NPH XOpa ChC 3aKPUTOBIBIHA rnaykoMa (BX. Touka 4.3).
?Haii-BeposTHO € [1a ce MOABST IIPH XOPa ChC 3aMyLIBaHE HA ITAKOYHHSA MEXYp, HaNpHMep TAKMBa ¢
MPOCTaTHA XUMIEPTPOdHA. :

CrobiaBaHe Ha OA03MPAHH HEXKENAHH PEaKIHH

Cro01maBaneTo Ha NONO3HPAHH HEXEIaHH PeakLHHy crel] paspeliaBaHe 3a yrnorpeda Ha JieKapeTBeHUs
NPOIYKT € BaxkHO. T0Ba M03B0OJIABA 13 NPOAL/IKH HAOJIHOIEHHETO HA CHOTHOILEHHUETO TOJI33/PUCK 38
NeKapcTBeHMs NponyKT. OT MeAULIMHCKMTE CIIELHANUCTH ce U3MCKBA 13 ChoOLABAT BCAKA
nogosrMpaHa HeXxenaHa peaKkuma Ype3 HallMOHAaJIHA CUCTEMA 34 C'bOGH.IaBaHE.

Buirapus

H3mbnHKUTEHA areHUyA 1o IeKapeTBaTa
yi. ,Jdamsan ['pyes” Ne §

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9 Ilpenosnpane

AKO € [10103UpaHo UIM OTBLPAEHO Npeno3upane, HeabaBHo TpAOBA Ja ce OTHPCH KOHCYNITAUUs B
LIEHTHP 110 TOKCUKOJIOTHS WIX NalMeHTHTe Aa Ob1aT HACOUBaHH KbM Haii-Onu3Kara crelHa noMou,
3a J]a IIOJTy4aT eKCOepTHO JeyeHue. ToBa TpaOBa fa ce UMa B IIPEABUI U NIPY NMALWEHTH, KOUTO HAMAT
CHMIITOMH WJIM [IPM3HALM 33 [IPeJO3MpaHe, MOPaid PUCK OT OTJIOAKEHO BbB BPEMeTo YepHOIpoOHO
yBpexiaHe.

Axo LlenTsp no TOKCHKOIOTHA HE € HAIMYEH, nauHeHTHTe TpAbdBa 1a ObaaT HacOYBaHM KbM Hak-
Onuskara OONHMLA 33 MEIMIMHCKA TOMOLL H EKCNEPTHO JIEYECHHE.

[Tapaueramon
TMopanu pucK OT TEXKO YBpexIaHe Ha YepHUs pod B ciyyail Ha npefo3upaHe, nauueHTHTe HE
Tpa6Ba [a npUeMar Apyry NapaleTaMoi-ChIbpiALIM POLYKTH €HOBPEMEHHO.

[pu3HALM U CUMIITOMH

CuMnToMHuTE HA MPEO3UpPaHe C NapaLeTaMol pe3 nepeuTe 24 yaca ca GiieqHOCT, raaeHe,
NOBphIIaHe M aHopekcua. ONUTHT ¢ NPeao3UpaHe ¢ NapaleTaMol MOKa3Ba, Ye KIMHUYHUTE [IPU3HALM
Ha 4epHOAPOOHO yBpesk/iaHe ce nposBABaT 0OHKHOBEHO OT 24 10 48 yaca M JOCTUraT MaKCHMYM CJie]
4 no 6 nuu. KopemHata Gosnka Moxe ia Ob1e TBPBHAT PU3HAK 33 YEPHOAPOOHO YBPEKIAHE, KOETO
00MKHOBEHO He ce NpoABABa npe3 nbpeute 24 10 48 4aca, a noHAKora Moxke aa ce 3a0asu 4 10 6 qHU
Cllell OTTBIIAHeTO. Y BpesKaaHeTo Ha uepHus Apo0d oOuuaiio e makcumym 72 1o 96 yaca cnen
nipreMa. Morar 12 Bb3HHKHAT OTKIIOHEHHUA B TIIOKO3HHA MeTabonn3sM H MeTabonuTHa auuaosa. [1pu
TEXKKO OTpaBAHe YepHOApoOHaTa HEOCTATLYHOCT MOXKE Jia IIporpecHpa Ao eHuedanonaTus,
XeMOparus, XMIorJHKeMHs, LiepedpaneH eeM H CMBPT.

[Npeno3upaneTo ¢ napaueTaMmos Moxe 1a NPHYMHU YepHOApoOHa HeNOCTaTHYHOCT, KOATO 13 H3HCKBA
4epHOApOOHA TPaHC/AIHTALMS WM Ja foBene A0 cMepT. OcThp NaHKkpeaTHT e Om1 HabroaBaH MpH
npefo3upane, 0OMKHOBEHO C YePHOAPOOHa NUc(YHKUMA U YepHOAPOOHA TOKCHYHOCT.

Jleyenue

HeszaGasHarta MeIHMLMHCKa HaMeca ¢ HeoOXoAHMMa B cnydall Ha npemo3WpaHe, HOPH H aKo HAMA
CHMITTOMH 3a TOBa. BB3MOXKHO € Ja ¢c& U3HCKBA NpHITaraHe Ha N-aue’m.nuﬂcrenn HIITH METHOHHH.

OenunedpuH




[Ipu3HaLM ¥ CHMITTOMH

[Mpenosupanero ¢ GeHnnedpuH e BEpoATHO a ce MPoABHU ¢ oAoOHH edeKTH HAa ONHCAHHUTE HeXeJIaH!
JIeKapcTBHU peakuuu. JlombIHMTENHO, MOraT Ja Bb3HMKHAT CHMITOMH K4TO Pa3Apa3HUTEHOCT,
0e3r0KoHCTBO, XMNEPTOHMA M e€BeHTyanHo peduiekropHa Opanukapaus. [lpu Texku cinydam e
BB3MOXHO [a BB3HMKHAT OOBpPKBaHEe, XANLWHAUMM, TBPYOBE H ApWTMHA. BEIPEKH TOBa,
KOJIHYECTBOTO (eHHNEePHH, KOETO MOXE Ja TNpeTU3BHKA CEPHO3HA TOKCHYHOCT IIE € TMO-ToNIAMO,
OTKOJNKOTO KONHYECTBOTO MapalieTaMoll, KOETO MOe [a [0Bele [0 TMapaueTaMmoi-CBEp3aHa
YepHOAPOGHA TOKCHIHOCT.

Jleuenue
Jleuenuero TpﬂﬁBa na 6'5,&6 KJIMHHUYHO NOAX0AAI0. 33 MOBJIMABAHE HA TeXKaTta XHHC]II‘OHH}] MOXKE Oa
CE€ H3UCKBa anJ'Ia.I"aHC Ha and)a—ﬁnmmpamﬂ JIEKapCTBa, KaTo QJEHTOJ'IaMHH.

AckopOHHOBa KHCENHHA

[TpHu3HALM H CHMITTOMH

Bucokd no3u ackopOrHOBa kAcenHHa (>3000 mg) morat Aa npeaM3BHKAT MMPEX0AHA OCMOTHYHA
IHAapHs U raCTPOMHTECTHHAIHH e(peKTH KaTo rajeHe U kopemeH guckoMdopt. Edexrure Ha
npeno3upase ¢ ackopOHHOBa KucenHa Ouxa OMIM OTHECEHH KbM CEpHO3HATA YepHOApoOHa
TOKCHYHOCT, IPUYMHEHA OT MPEel03UpaHe ¢ NapaueTamo.

5. ®APMAKOJOIHMYHHM CBOHCTBA

5.1 ®dapmakoIHHAMHYHH CBOHCTBA

dapMmakoTepaneBTHYHA IPyNa: APYTH AHANTETHIM W AHTHITMPETHLHM, NapaleTaMol, KOMOHHALINH ¢
H3KJL. TICUXOJIENITHIIN

ATC xon: NO2BES1

MexaHu3bM Ha JeACTBHE

[MapaueTaMonsT UMa €THOBPEMEHHO aHANITETHYEH M aHTHITMPETHYEH edeKT. MexaHu3sMbT Ha
JeHCTBHE e CMATA 3@ IPHHIANHO 00YCIOBREH OT MHXHOMpAIINA edekT BBpPXY MPOCTArIaHIHHOBHS
CHMHTE3 B LIGHTPA/IHATA HEPBHA CHCTEMA.

QenmwiepHHOBHAT XUAPOXJIOPH] € CUMIIATOMMMETHK, KOHTO OCHOBHO IeHCTBA IMPEKTHO BBPXY
ampeHepriiHUTe pelenTopH (OCHOBHO ala-apeHepraiHa akTHBHOCT), MPOABABANKH Ha3amHa
JIEKOHTECTHA.

AckopOHHOBATA KMCEJIMHA € JIOHOP Ha ENIEKTPOHH (PeyLIHpalll areHT WM AHTHOKCHIAHT) U BEPOATHO
BCHYKH OHOXMMHYHH M MOJIEKYNAPHH (DYHKIIHH MOTAT [a Ce CBEIAT A0 Ta3H QyHKLHA.

DapMakogMHAMHIHK eDEKTH

[Napaueramon
Jluncara Ha HXUOKMpaHe HA Nepr(epHUTE MPOCTATNAHAWHY Onpeens GpapMaKkonorHyHy CBOHCTBA
KaTo NOUIbpKaHe Ha 3alMTHHTE eeKTH Ha MPOCTArNMaHAHHHTE B CTOMAIHOYPEBHHA TPAKT.

QeHuneppHHOB XMAPOXJIOPHL
DeHnneppUHOBUAT XUAPOXIOPHI, IPUTEKABA M03HATA AKTHBHOCT KaTo Ha3aleH IEKOHTECTAHT |
nelcTRa Ype3 BA30KOHCTPHUKLMA 338 HaMallABaHe OTOKA H I0/lyBaHETO Ha HOCHATA JTHTABHIIA.

AckopbHHOBa KHCENHHA
Axcopbunosata kucenuHa (Buramus C) € ecTecTBEH KOMIIOHHEHT OT XPaHHUTEIHHA pcnmmr, Bmmqeﬂ
e, 3a ja 1ombjiBa Xxpanurenuus npueM Ha Buramun C. [IpakTHuecku, Herosara nogmi /




NPy MBPBUTE CHMITTOMH Ha OCTPa BHPYCHA UH(EKIHA, HANP. [IPH NPOCTY /A, KOIaTo € Bb3MOMKHO
HuBaTa Ha Butamun C, KakTo 1 aneruta aa Obaar NOHWKEHH.

5.2 ®apmakoKHHETHYHH CBOiicTBa

Tlapaneramon

Abcopbums

INapaueramon ce abcopOupa 61LP30 U OYTH HAMBJIHO B FaCTPO-UHTECTHHATIHMA TPAKT, KATO IUIA3MEHUTE
HHBA Ha MapaueTamon Oenexar MakcuMasiHa KOHUEHTpaiMd (Cma) Mexmy 10 m 60 MuHyTH Cnen
NEPOPAJIEH [IPUEM.

PasnpenencHue

INapaueramon ce pasnpenesns OBbP30 W MOYTH HABCAKBAE B MOBEYETO ThKAHH, KATO JOCTHra obem Ha
pasnpenenenue npudmusurenHo 0.9 kg, Cpbpp3paHeTo ¢ mia3MeHHWTE NMPOTEHHH € MUHMMAalHO U B
TepaneBTHYHH KOHUEHTPALMH.

Buotpanchopmaius

IMapaueramon ce MeTaboNH3MUpa B 4epHUs 1pod U OTHeNs B YPHHATA, OCHOBHO KaTO TJIFOKOPOHHI H
cynaTHH KOHIOTaTH.

Enumunupane
[To-manko ot 5% ce otaens kato HemonuduuHMpaH napaneramo. CpeAHHAT eNHMHHALIHOHEH
NOJTYKHMBOT Bapupa oT 1 1o 3 vaca ciieq MpMMaHe B TEpPaNeBTHYHH J03H.

DennyieGpHHOB XHAPOXJIOPHI

Abco

@OenunedpuHoBUAT XHapoxaopun ce abcopOHpa HepaBHOMEPHO B TacTPOMHTECTHHAITHHMA TPaKT H
JOCTUraT MaKkCHMallHa IlasMeHa KOHUEHTpauuA Crnax MekAy 45 MHHYTH H 2 yaca. MakcuManHuTe
TOTAIHH CTOHHOCTH CJIe]| CHCTEMHO NEPOPATTHO MPHIOKEeHHe Ha equHu4HY 1o3u oT 10, 20, and 30 mg
deHuneppuH, yBeTHYABAT HEMPOTIOPIUHOHATHO Crmax, peCHIEKTHRHO ¢ 1.35, 2.96, 1 4.49 ng/ml

Paznpenenenue
Hama nanuuHu naHHH,

Buorpancdopmanus

QeHUNehPUHOBHAT XHAPOXJIOPHA NpeMHHaBa ,firstpass” meraGonusupane Ypes MOHOAMHHOOKCHIA32
B YepBaTa M 4epHUA Apo0d, €TO 3alI0 MPH TepopaneH NpHeM Toit HMa HaManeHa GHOHANHYHOCT OKOJIO
38 %. OcHoBuuTe NbTHINA 38 MerTabonusupaHe Ha (eHUNedPHHOBHAT XMAPOXIOPHA ca cyndaTHO
KOHIOrMpaHe 1 OKCHAATHBHO IcAMHHHpaHe OT MOHOaMHH okcupasa (MAQ).

Enumunupane
DennwiepUHOBHAT XHAPOXIOPHIL C€ OTIENA B YPHHATA OCHOBHO KaTo Cy/(aTeH KOHIOraT, KaTo camo

MaJIka YacT ocrTasa HernpomeHeH. CpeqHHAT eMTMMHHALIMOHEH TOMYXKHBOT (ti2) HA deHuwnedpun cnen
nepopasieH MpieM HacThIBa crefl okoo 2-3 yaca.

AckopOHHOBA KHCETHHA

Abcopbms
AckopbunoBara kucenuHa ce abcopbupa ObLpP30 B racTpOMHTECTHHANHMA TpakT. Ilnasmenure

KOHLEHTPAIHH HAPAacTBAaT C yBENMYaBaHe HA NPHEMaHaTa /1033, JI0 JOCTHIaHe Ha n,rli:fﬁ rlpn JO3H.
Mmexay 90 go 150 mg nueBHO. \

Paznpenenexue




AckopOHHOBaTa KMCENHHA C€ PasNpeneni B LANOTO TAIO Karo 25 % OT Hes ce CBbP3Ba ¢ IUIA3MEHUTE
nporeHHH. Okono 1.5 g ackopOMHOBA KHCENMHMHA CE€ HATPYNBA B 3[PaBHA OPraHH3bM, BBIIPEKH, Y€
HaTpYMBaHETO Ce OChUlecTBABA NpH npueM Haj 200 mg nxesHo. KoHueHTpaumsTa € mo-BHCOKa B
JIEBKOUMTH W TPOMOOLMTH, OTKOJIKOTO B €PHTPOLMTHTE W miasMara. [IpH chCTOSHHA Ha AeQULMT,
KOHUECHTpALHATA B JEBKOUHUTH HAMAIABA MNO-KBCHO H B [10-MAJIKa CTEIEH, OTKOJIKOTO KOHLEHTpalHATa
B IJJa3MaTa, KOETO MOKeE 1A CE M3II0JI3Ba KAaTo 100D KpUTepHii 32 yCTaHOBABAHE HA Je(HIHT.

Buorpanchopmarims

AckopOuHoBara kucenuHa 06paTHO ce OKMCIABRA A0 AeXHAPOacKOPOHHOBA KMCENTHHA; HAKAKBA YacT ce
MeTabonu3upa 10 HeaKTHBEH ackopOar-2-cyndaT v OKCanoBa KMCEHHA, KOMTO Ce OTHENAT B ypPUHATA.

EnumMunupane
AckopbuHOBaTa KHCENMHA, KOATO € MOBEYE OT Hy#HAaTa 3a OpraHu3Ma ce OTIe/A B ypHHATa Karo
MeTabOoIHUTH, KOETO OCHOBHO HACTHIBA Clie]l IPEBMIIABAHE HA JHEBHUA npueM oT 100 mg nHeBHo.

5.3 MpeakanHHYHH 1aHHH 32 Ge3onacHOCT

JluncBar KOHBEHLMOHATHY IPOYYBAHMSA 33 NAPALETAMOJ, U3NOJ3BAILH IPHETHTE MOHACTOALLIEM
CTAHIAPTH 33 OLIEHKA HA PEnpoIyKTUBHA TOKCUYHOCT H TOKCHYHOCT 33 Pa3BHTHETO.

OrpaHy4eHH HEKTUHHYHYU JaHHH Ca HATMYHH 33 MOTEHUHATHUTE HeXeNaHH edekt Ha deHunedpun
BBPXY PelpoAyKTHBHOCTTA H Pa3BUTHETO.

OrpaHyyeHue Ha pacTeska Ha [UI0/1a M PEeXKIeBPEMEHHO PaKAaHe ca JOKIaABAHH IIPH IOTOMCTBOTO Ha
OpeMeHHM 3aiiuM orT JeH 22 cnen OWIOKAAHE N0 DAXKIAHETO, CJIel MOJKOKHO NpHIaraHe Ha
denmnedpun 3 mg/nuesHo (0.5 mg/kg/va ned) (npubnusurenHo 7.5 ObTH MO-MANKO, OTKOIKOTO
eKBHBAJICHTHATA TEPaleBTHYHA 1032 [IPH X0opa).

6. PAPMAIIEBTUYHHA JAHHH
6.1 CnucbK HA NOMOIIHHTE BElECTBA

3axaposa

BuneHa kucenuHa

Harpues umtpar, 6e3BoeH

Acnapram (E951)

ApoMaT ropckH IiofoBe, KOUTO chabpika: 4-(p-xunpokcudennn)2-6yTaHoH, OLIETHA KUCENHHA,
BaHW/IHH, NPOIIMOHOBA KHCENHHA, 1-MEHTOJ, d-THMOHEH, MEHTOH, 4-KapBOMEHTOII, ETEPHUHO
MACJIO OT 3BE3I0BH/IEH AHACOH, APOMAaT-LBAT OB3, ETEPHUYHO MACIIO OT arato3ma, 0410 KOHAKOBO
MAclio, 3aXapo3a, MaITOAeKCTPHH, MoTHpHIHpaHo Huecte E1450, cnsHU0rneoBo Macio u
€KCTPaKT OT KaCTOpeyM.

ErpomuKkc onpeTHTen - KACHC, KOMTO chaBpxka: kapMo3uH E122, seneno S E142, ckHceT KBATO
E110 u Hatpuer xnopua.

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHoct

2 roNHHH.

6.4 CnennajHi yc/IOBHA HA ChbXpaHeHHe

Ia ce chxpanasa non 30°C.
Ja He ce ynoTpe6sBa MpOAYKTa, aKO CAIIETO € TIOBPENEHO.




6.5 Bun u chabpkaHne HA OMAKOBKATA

JlamuHHMpaHy caulera ¢ nokpurue ot xaptua/I1E/amyMunmii/eTunen-merakpuiosa kucenuna (EMAK)
KOTIOJMMED, ChAbpkaiuy 7,6 g npax BBB BCAKO, NIAKETHPAHU B KapTOHEHA ONakoBka. PasmepuTe Ha
BCAKO calle ca 95 MM Ha 57 mM. Beska kyTus csabpixka 5 win 10 caera.

JlaMMHMpaHH calleTa ChC 3alHTa OT AENA ¢ MOKPHTHE OT noauetunex repadranar (IMET)/ nonueTrnen/
ATYMHHHEBO (ONTHO/ eTHIIEH-MeTakpHiIoBa kucenuHa (EMAK) kononumep, chaspikaiiu 7,6 g npax BLB
BCAKO, MAKETHPaHH B KaPTOHEHA OI1akoBKa. PasmepHTe Ha Besko camme ca 95 MM Ha 57 MM. Beska kyTus
ceabpka 5 win 10 camwera.

He BCHYKH roJleMHHM Ha ONIAKOBKY Ca MMYCHATH B npoaaxoa.

6.6 Crenuajiny npeinasHyu MEPKH MPH H3XBHPJsSHE U padora

Heu3non3saHuAT NeKapcTBEH MPOAYKT WM OTHAABYHUTE MATEPHAIIU OT HEro TpAOBa Ja ce H3XBBPIAT
B CBOTBETCTBHE C MECTHHUTE H3HCKBAHUAL.

7. NPHTEXKATEJ HA PAPEIHIEHHETO 3A YIIOTPEBA

Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, Yarapus

8. HOMEP HA PA3SPEIIEHHETO 3A YIIOTPEBA

Howmep Ha paspemenuero 3a ynorpeba: BG/MA/MP-57087
Peructpanonen Homep: 20210373

9. TATA HA IbPBO PAZPELIABAHE/NMIOJHOBABAHE HA PA3SPEIIEHHETO 3A
¥YIIOTPEBA

Jara Ha mepBo pasperuasane 3a ynorpeda: 17 nexemspu 2021
JlaTa Ha NOC/IEHO NOXHOBABAHE:

10. IATA HA AKTYAJIU3UPAHE HA TEKCTA

HoeMBpH 2025




