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1. UME HA JIEKAPCTBEHHSA ITPOAYKT

BonTapex 140 mg ne4eben mnactup
Voltaren 140 mg medicated plaster

lllllllllllll

2. KAYECTBEH A KOJIMUECTBEH CbCTAB

Beexy neueben naacTup Chabpxka nukinodenak noa popmara Ha 140 mg auxiodeHak HaTpUi
(diclofenac sodium).

[ToMOLLHHK BELLECTBA ¢ H3BECTEH €EKT:

Beeku neueben nnactup cbhabpxka 2,90 mg Oyrunxuapoxcuannson (E 320).

3a NbIIHUA CNUCHK Ha MOMOLIHHTE BELECTBA, BUKTE Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

JleuebeH nnacTHp
Ban, camo3aneneatu ce neueben ruactHp ¢ pasmepx 10 cm x 14 cm, u3paboTeH OT TEKCTHIIHA OCHOBA

OT eIHaTa U XapTHA OT JpyraTta cTpaHa. Cien npemMaxBaHe HA 3AWMTHHUSA CIIOH XapTHA, 3aenBaiius
ciofi e npo3padeH H Gaectaln.

4, KJIMHHYHH JAHHH
4.1 TepaneBTHYUHH NOKA3AHHA

JlokaHO CHMNITOMATHYHO KPAaTKOCPOYHO JeueHue (Makc. 7 AHW) Ha 60AKa Npy OCTPH PasTEKEHHH,
HaBAXBAHHA WIM HATBPTBAHHA HA KPAHHHULIMTE C/IEA KOHTY3HS NPH IOHOWH HAA 16 TOIHHHU H
Bb3PACTHH.

4.2 [Jloxa3zaHHe H HAYHE HA NPHJI0XKECHHE
IHokazanus

Byvipacmuu u wonowu nao 16 200unu

Eaun neueben nnacTup TpaOBa ma ce MPHIOKH KbM OonesHeHaTa o0nacT BeAHLK AHEBHO.
MakcHmaniHaTa f103a e 1 neueGeH nuacTup Ha AeH, JOPU ako e Haluue NoBeye OT eHa bonesHeHa
obnact. Cnenopartenno HonezHeHuTe 0O6NACTH MOraT Aa ¢€ NEKyBaT €AHa Nno eHa.

[Ipodvaxcumennocm na ynompeba
BonTtaper 140 mg neueben nnactup TpabBa aa ce npuiaara 3a Bb3MOXXHO HAH-KPATKO BpeMe 32
KOHTPOJIUPAHE Ha CUMMTOMMUTE,

[TpoAbMKHTENHOCTTA Ha ynoTpeba He TpaOea Aa HagsMiiasa 7 AHW. TepaneBTHYHATA NOJI3a NPH NO-
ABABT AEpHOA Ha ynoTpeda He € YCTaHOBEHa.

Cmapuecka ev3pacm

To3u nekapcTeeH NpoAyKT TpaORa Ja c€ U3MOA3Ba ¢ NOBUIIEHO BHUMAHHE TNpU NaLue
Bb3PACT, [IPH KOWTO HMA NO-roNAMa BEPOATHOCT OT Bb3HHKBAHE HA HEXEeJIaHH peaKLy
Touka 4.4).

Ilayuenmu ¢ 6vbpeuno wru wepHoopobro yepesicoane




3a nedyeHHe Ha MAuHEHTH ¢ 6B0peuHo WK YepHOApPOOHO yBpeMxaaHe, BUXTE TOUKa 4.4.

Ileduampuuna nonyaayus
BeszonacHocTTa H edrkacHocTTa Ha Bonrapen 140 mg neueben nnacTup Npu acua 1 1oHOLWH noa 16

FOJMHH HE € YCTaHOBEHa {BUX CBHLIO TORKa 4.3).

AKO NPUACKEHHETO Ha TO3M JIEKAPCTBEH NPOAYKT 3a obnekuaBane Ha 6onKa ce Haara 3a noseve ot 7
OHH HNH CUMITTOMHUTE C€ BOLIAT, HA NMALUMEHTHT/POAUTE/IMTE HA FOHOLUATA C€ NpenopbyBa Aa ce
KOHCYJITHpAT ¢ feKap.

HauuH Ha NpHJIOKEHAE
[Ipunarane pbpXy KoXxara.

JleueGuuaT niacTHp TpabBa na ce MpUIara CaMo BbPXY 31paBa KHTAKTHa KoXa, M He TpsOBa na ce
HOCH MPH B3€MaHE Ha BaHa WM KbNaHe.

JleueOGHMAT nacTHp He TpsaOBa Aa ce pa3acns Ha 4acCTH.

[pn Heobx0oaUMOCT, JIcUeOHHAT MNACTHP MOXKE Aa Ce MPHKPENH ¢ MpexecTa NpeBpb3Ka.
JleueGHUAT MacTHp He TpAOBa Aa ce KOMOHHHpA ¢ OKITY3HBHA NpEeBPb3Ka.

4.3 IIpoTHBOBOKa3aHHAR

- CBPBXUYYBCTBUTETHOCT KbM @KTHBHOTO BELIECTBO HIIA KbM HAKOE OT MOMOLIHHTE BELIESCTBA,
H36poeHun B Touka 6.1;

- CBPBXYYBCTBUTENHOCT KbM aUETHICATHLIAN0BA KHCETHHA RNIM APYTH HECTCPOUAHM
NPOTHBOBBINANTUTENHY NekapcTeenu npoaykty (HCIIBC);

- MaLHeHTH, KOHTO Ca NOJy4aBaJIM aCTMATHYHH NMPHUCTLIH, YPTHKAPHA HITH OCTHP PHHHT Clie]
MPUEM HA aLETHICATHLIMIOBA KUCEIHHA HIU IPYTrH HECTEPOMIHH NMPOTHBOBBINANHUTE/NHH
nexkapcteHH cpeacrsa (HCIIBC);

- MaLHEeHTH C AKTUBHA NENTHYHA 384,

- MPHJIOKEHHE BbPXY YBpeIdeHa KOXa, HE3aBUCHMO OT THIA HapaHABaHE: eKCYAaTHBEH epMaTHT,
eK3eMa, HHPEKTHpaHa Koxa, H3rapaHe WIH paHa;

- TPETH TPHMECTHP OT OPEMEHHOCTTA,

- Jeua UM HowH noa 16 roauHy.

4.4 Chnenna/IHH NpeaynpexieHus H NpeANa3sHa MePKH NpH ynorpeba

JleueOHUAT MIacTHp He TPAOBa Aa BJIK3a B KOHTAKT ¢ WM Aa Obae npuiaarad BupXy OUHTE HITH
NUTaBULIMTE.

CtpaHuuHuTe edeKTH MoraT Aa 6bJaT HAMaIEHH Ype3 U3N0JI3BaHE Ha Hal-HUCKATa eeKTHBHA 034
338 Bb3MOXHO Ha-KpaTbK NMEpUOA OT BpeMe {BIKTE TOUKa 4.2).

IIpn NauMeHTH, KOUTO HMAT WK ca HMalH 6poHXHaiHa acTMa WK anepruy, MOXeE 1a Bb3HHKHE
OpoHXOCNa3bM.

AKO cllel MPIWIOXKEHHE Ha le4eOHNA NNAacTUP Bb3HUKHE KOXXeH OOpHB, ICHEHHUETO TPA
He3a0aBHO NpeyCTaHOBEHO.

[TaunenTHTe TpadOea na OvaaT npeaynpeaeHH, el OTCTPAHABAHE HA NeueOHUA N
H3/1araHeTo Ha TPETHPAHHA yYacThK Ha JUPEKTHA CIBHYECBA CBETIMHA WM TbYEHH
13 Ce HaMallH PHCKA OT (POTOUYBCTBUTETHOCT.



BEPOHTHOC’I‘I‘& OT BBb3HUKBAHE HAa CUCTEMHHU HEXEMAHU p€aKUHH BCJACACTBHC NPUNOKEHHUETO HA
Il.HlUlOd)EFHaK He MOXKE 1A C€ U3KIIFOUH, aK0 JIeHEHHUETO C€ U3BbpliIBA HA NOJICMH YHACTBUH OT KOXKaTa H

3a MO-MPOABJIAKUTENIEH NEPHOJ OT BpEME.
BLOpekH, qe CHCTEMHHTE peakLiMK Ce ouakea Aa 6bIaT MHHHMANHH, Te4eOHHUAT 1acTHp TpaOBa aa
6bIe M3NOJ3BAH C MOBHILIEHO BHUMaHKe NpM NMALHEHTH ¢ yBpeleHa 0b0peuHa, copaeyHa HITH
uepHOAPOOHa (PYHKLIMS, WIH aHAMHE3a 3a CTOMAlllHA A3Ba, Bb3NaIMTETHO 3ab0s9BaHe Ha YepBaTa HiH
XeMoparunyiHa adaresa. HectepruoaHuTe NpOTHBOBB3NMAIHTENHH 1EKAPCTBEHH NPOAYKTH TpaOBa na
ObAAT U3NON3BAHHK C MOBHILIEHO BHUMAHHUE NPH MALUEeHTH B CTapYecka Bb3pacT, ThH KaTO NpH TAX HMA

NMOBHLIEHA BEPOATHOCT OT Bb3HHUKBAHC HA HEXKENAHN PCAKLIUH.

He Tps6Ba Oa ce npuiarat eTHOBPEMEHHO IPYTH JIEKapCTBEHH NPOJYKTH, ChAbPKALIH AUKIODHEHAK
MW JPpYFrH HECTEPOKIHH NPOTHBOBB3NANUTENHH exapeTeeHH cpeactsa (HCIIBC), nesasncumo nanu
NIOKAJTHO WIIH CUCTEMHO.

Bytunxuapoxcuannzon (E320) Moxe na npeaq3BHKa JOKANHH KOXKHH peakuuH (Hanp. KOHTaKTeH
AEPMATHT) WIH pa3JpasHEHHE HA OUUTE M JIUTaBHLIUTE.

4.5 BiaumoaelcTBHe C IPYIH JJeKAPCTBEHH NPOJYKTH H APYrd (POPMH Ha B3AHMOJECHCTBHE

Toi KaTO cHcTeMHaTa abcopOuUmrsa Ha AUKNOPEHAK MOCPEACTBOM JieuebeH IIIaCTHp, TIPH MPaBUIHA
ynorpeda, € MHOIC HUCKA, PUCKBT OT Bb3HHKBAHE HA KIMHHYHO 3HAYHMO B3aHMOACHCTBHE OT THINA
NEKApCTBO-IEKAPCTBO € HEIHAYMTENIEH.

4.6 @epraaurter, 5peMEHHOCT H KBpMeHe

bpemMenunocT
CucteMHaTa KOHLEHTpalUMa Ha AMKIO(eHaK cire] JIOKATHO NPHI0KEHHUE € NMO-HUCKA, OTKOJIKOTO Cliel

nepopaiHO npuiokeHHe. HaMa knuHuyHy navHy ot ynotpebara Ha Bonraped 140 mg neuebeH
IIacTHp 1o BpeMe Ha OpeMeHHocT. JlopH aKO CHCTEMHATa eKCINO3HLIMA € NO-HUCKA B CPABHEHHE €
Ta3M cliel NEPOPATHO MPHIOKEHHE, HE € H3BECTHO AalH CUCTEMHAaTa eKcnosuuMa Ha Bonrapen 140
mg neuebeH MIacTHP, NOCTHIHATA CJEM JIOKATHO MPUIIOXKEHHE, MOXKE Aa yBpeaH eMOpHoHa/peTyca.
[IpenBua onuta OT NeveHUeTo cbe cuctemHuo npwiarauy HCIIBC, ce npenopbusa cnegHoTo:

ITOTHCKAHETO Ha MPOCTArIaHAHHOBATA CHHTE3a MOXKE /12 NOBAKse HeOnaronpHATHO OpeMEHHOCTTA U
/vnu eMOpHOHANTHOTO/heTannoTo pasBuTHe. JJaHHHUTE OT EMHAEMHOJIOTHYHHTE NPOYYBaHHA MOKa3BaT
MOBHHIEH PHCK OT CIIOHTaHEH abopT H chpaeyHa MandopMaLMs U raCTpoOLIM3IHC cnel yrnoTpeda B
paHHa OpeMEHHOCT Ha HHXUOUTOP Ha CHHTE3a Ha NPOCTArNaHAWH, AGCOMIOTHHAT PHCK OT ChPACHHO-
¢bO0BH ManadopMaliiu ce noeHilaea ot noa 1% no npubnusurenso 1,5%. [lpeanonara ce, 4¢ pUCKBLT
ce MOBHUIABA ¢ YBEIMUYABAHE Ha 03aTa U NPOABLKHTEITHOCTTA Ha nevyeHne. [IpunaraHero Ha
MHXUOUTOP Ha NMPOCTArNaHAUHOBA CHHTE3a MPH )XKMBOTHH, NPeIM3BUKBA NOBHLIEHA 3ary0a Npeau 1
cllell UMIUIAHTALIMA Ha NA0AA B CTEHATa Ha Markara U eMOpuo-geraned neranuter. OCBEH TOBa, NMpH
>KMBOTHH, HA KOUTO MO BpeME Ha MEpHOIA Ha OpraHoreHesa € npwiaraH HHXHOUTOp Ha
NpoCTarjaHAMHOBA CUHTE3a, € YCTAHOBEHA MOBULIEHA YECTOTA Ha Pa3/IiyHH MaopMaLIvH,
BKJIOYHTENHO CBPACUYHO-CHAOBH.

Iuknodenak He TpaOBa Ja ce MpUiara npe3 MbPEHA H BTOPHA TPHMECTBP OT OPEMEHHOCTTA, OCBEH
aKo He e abCOMOTHO HATOXKUTENHO. AKO THKAO(EHaK ce U3M0a3Ba OT XKeHa, ONUTBallla ce aa
3abpeMeHee WK Npe3 ITbPBUA U BTOPUA TPUMECTBP OT OPEMEHHOCTTa, TO J03aTa TpAOBa Aa Ovae
Bb3MOKHO Hali-HUCKa, a NPOABDKHTETHOCTTA HA JICUCHUETO BH3MOXKHO HaW-KpaTKa.

[Ipes TpeTns TpUMecTBbP OT OPEMEHHOCTTA, HHXHOUTOPUTE Ha NPOCTarJIaHAHHOBATA CH
H3JIOXKAT MJI0AA Ha:

- KapAHONYIMOHATTHA TOKCUYMHOCT (C MpeKAEBPEMEHHO 3aTBapsHe Ha ductus arterios
XUIMEPTOHKA );

- OLOpeuHa JUCPYHKLIHA, KOATO MOXE Aa nporpecupa Ao 6bOpeuHa HeaoCTaTbYHOCT
OJIUIFOXUIPOAMHHO3;



maiikaTta u 6ebeto, B Kpas Ha OpeMeHHOCTTa, Ha:

- Bb3MOXHO YAB/DKABAHE HA BPEMETO Ha KbpPBEHE, aHTH-arperupail edekT, KOHTO MoXe 1a Bb3HHKHE
NOPH MPH MHOTO HUCKH 034 HA MPHIOKEHHE.

- NOTHCKAHE Ha MATOYHHUTE KOHTPAKLIMH, KOETO Aa A0BeAe 10 3a0aB€HO HIH NPOABIKUTENHO

paxaaHe.
Cneposarento, AMK10deHaK € MPOTHBOTIOKa3aH Npe3 TPETHA TPUMECTHP OT OPEMEHHOCTTA.

KnpMmene
JlnknodeHak npeMHHaBa B MAJIKH KOJIMHECTBA B KbpMaTa. BhnpekH ToOBa, HE ce OYaKBaT

HEGAAroNPHATHH €DEKTH BLPXY KbPMAYeTO NMPH NPHIOKEHHETO HAa TEPANEeBTHYHH A03H AHKI0(EHAK
ype3 JieyedeH NNacTp.

Mopaau AKnNca Ha KOHTPOJIUPAHH NPOYYBAHHA NPH KbPMELUM KESHH, NEKAPCTBEHHAT NPOAYKT TpaOBa
Aa ce M3MOJ3Ba N0 BpEME Ha KbPMEHE CaMo ciiell KOHCYTalHa ¢ MEAHLIMHCKH cneuHanucT. [Tpeaskn
ToBa, Bonrapen 140 mg neueGen nuiacTHp He TpaOpa Aa ce nprunara BbpXy 00/1aCTTa Ha repauTe Ha
KbPMELLH KEHH WIH BbPXY APYFH rofieMU YHacTbUH OT KOXKATa, WK 3a NPOAL/DKHTENEH NEPHON OT

BpEME.

4.7 EdexTH BLpXY cnocofnocTTa 32 modHpane H paboTa ¢ MAIIHHA

Bonrapen 140 mg neuebeH racTup He NOBIMABA cnocobHOCTTa 3a wodupaHe U paboTa ¢ MalLWHA.

4.8 Hexenann peaknun

3a u3bposBaHe Ha JOKNAABAHUTE HEXKENAHH peaKkLWH, Ca U3MON3BaHH CIEAHWTE KaTeropHHu Ha

YyeCcTOTa:

Muozo wecmu >1/10

Yecmu >1/100 00 <1/10

Heuecmu >1/1,000 oo <1/100

Peoxu >1/10,000 00 <1/1,000

Mruozo pedxu <1/10,000

C neuzgecmna uecmoma Om HaAUYHUMeE OaHHU He MoXCe 0a ObOoe
Hanpasenda OYeHKa

Hadexkunn B nndecTannn

MHoro peaku [lycTynoszed obpue

HapyimeHHS HA HMYHHATA CHCTEMA

MHoOro peaxku CBpbXUYBCTBHTENHOCT (BKJI. YPTHKapHA),
aHFHOHEBPOTHUHA eAeMa, aHaQUITaKTHYHA
peaKkuus

PecniMpaTOpHH, FPLAHA H MEIHACTHHAIHA HAPYIICHHS

MHoro peakun AcTMa

Hagymeuuﬂ HA KOAKATA H NTOAKOXKHATA ThHhKAaH

YecTu OOpuB, ek3eMa, EPUTEMA, AEPMATUT (BKIL.

aNIEPrHYeH W KOHTAKTEH JEpMaTHT), I .
Penkwu Bynoszen nepmatut (Hanp. 6yno3H v Yo

KOXKHa CyXoTa
MHoro peaxu Peakuus Ha GOTOUYBCTBHTENH A %
O6mr RapymeHHs H epeKTH HA MACTOTO HA NPHJIOKEHHE S [l g ) 3
YecTH PeakLi¥a Ha MACTOTO Ha NPHIOR e *




CHCTeMHATa INa3MeHa KOHLICHTPALMA Ha ARKIO(EHAK cnell NPaBuIHO NPUAOKEHHE Ypes nevedeH
TJIACTHP € MHOFO MO-HUCKA, B CPABHEHHE C KOHLUECHTPALMATA, YCTAHOBEHA ClE[ NEPOPATHO
npunoxenue. [lopann ToBa PUCKBT OT Pa3BUTHE HA CHCTEMHH HEXEIAHH PEaKLHH (KaTO CTOMALIHO-
YpeBHH, YepHOAPOOHH U GBOPeUHH HAPYLIEHHA, CUCTEMHH PEAKLIMY HA CBPBXYYBCTBHTENHOCT) 10
BpEME Ha NPUJIOKEHHE Ha TUTACTHPa Ce O4aKBa Aa € HUCHK. BBNIPEKH TOBA, BEPOATHOCTTA OT
Bb3HMKBAHE HA CHCTEMHH HEXENaHH PEaKLUHH HE MOXKE 2a C€ U3KIIOUH, aKO NE€YEHHETO C€ U3BBLPLUIBA
Ha FOJIEMH Y4YaCThLH OT KOXKATA ¥ 32 NO-NPOABLLKHTENEH NEPHOA OT BpEME.

Crofuiapane Ha NOAO3WPAHU HEXKENaHH PeaKIiHH

Cbob11aBaHeTO Ha MOAO3HPAHM HEXeNaHH peakLMH Cliell paspelaBaHe 3a ynorpeba Ha NekapcTBeHHs
NPOAYKT € Bax<HO. ToBa N03B0ONIABA A2 MPOABLIKH NPOCIEAABAHETO HA CHOTHOUICHHETO NOJI3A/PUCK 33
NeKapcTBeHHA MpoayKT. OT MEIHLUHHCKHTE CNIELMATUCTH C€ H3MCKBA /1a ChOOLUABAT BCAKa
Moa03MpaHa HEXeENaHa peakuus upes.

H3nb1HHETE/IHA Ar¢eHNHA N0 JeKapCcTBATA
yn. ,,Jamsas ['pyen” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg
4.9 Ilpeno3upane
He e HanKueH ONUT ¢ Npeao3upaHe Ha AukIodeHax neyedeH mIacTHp.

B cayuaii Ha Bb3HHKBAHE Ha 3HAYMTENHH CHCTEMHH HEXENaHH PeakLMH clel HenpaBriHa ynorpeda
WK cyuaiiHO npego3upaHe (Hanp. npu Acua), TpAOBa Aa ce B3eMaT Npeana3Hyd MePKH, NPUNOKHMHA
[Py OTPaBAHE C HECTEPOHAHH MPOTHBOBB3NAIUTE/IHH CPEACTBA,

§, ©GAPMAKOJOIMYHH CBOUCTBA

5.1 ®apMakoIHHAMHYIHH CBOHCTBA

dapmakoTepaneBTHuHa rpyna: JIokaJHH NpoOAYKTH 3@ CTaBHA K MYCKYJIHa bonka;
[TpoTHBOBBINANUTENHH HECTEPOUIHH NNPENAPATH 3a JIOKATTHO NMPHIIOKEHHE
ATC xon: MOZAAILS

Juknodenak e HECTEPOHIHO MPOTUROBB3NATUTENHO/AHAITETHYHO AKTHBHO BELIECTBO, KOETO,
NOCPEICTBOM CTAHAAPTHH MOAEIIH Ha BBL3NAICHHE NPH XKHUBOTHH, € YCTAHOBEHO, Y€ NPOSBABA
aKTMBHOCTTA CH 4pe3 NOTHCKAHE Ha NMpocTarnaHaxdHopara ciHTe3a. [lpu xopa anknogdeHak Hamansea
60JIKaTa, OTOKA M TEMTIepaTypaTa, CBbP3aHH ¢ Br3naneHketo. B nonbaxenue, auxnodexak odpatnmo
HHXHOHpa ADP- 1 KonareH-uHIAyLMpaHaTa TpOMOOLMTHA arperauus.

5.2 @apmakOXHHETHYHH CBOHCTBA

[Mocpeacrsom nexapcTeeHn GopMH 3a KOXHO NpUIIokeHHe, Auknodenak ce abcopbupa 6aBHO H
HeMmbAHO. [11a3MEHHTE KOHLIEHTPALHH Ha AUKIO(EHaK B CTALIHOHAPHO CLCTOSHHE C€ XapaKTepH3HpaT
C HernpeKkbeHaTa abcopOusa Ha AaKTHBHOTO BEWECTBO OT M1acTHpa. I1pu npuiokeHHe 4pes Koxara,
avknodeHak moxe Aa 6vae abcopbupan nog dopmara Ha AepMaTHO A€NO, OTKBLAETO OaBHO ce oTAeAs

okono 2-10% ot abcopbuuaTa, ycTaHOBEHA NPU NMEPOPATHO NPHIOKEHHE.

Ha6aronaBaHata TepaneBTHYHA €(pHUKACHOCT c€ OBACHABA OCHOBHO C TepaneBTHYH
TbhKaHHH KOHLIEHTpaliMu Ha NeKapCTBOTO B TbKAHTA IO MACTOTO Ha NPHJIOKEHHE.
MACTOTO Ha JIeHCTBHE MOXE a BApHPA B 3aBHCHMOCT OT CTENEHTA H €CTECTBOTO HA
3aBUCHMOCT OT MACTOTO Ha NPWIOKEHUE H ACHCTBHE.



CpeanyTe KOHLIEHTPALMH NIpH AOCTHraHe Ha mnarto ca npudausurento | ng/ml. Crenenra Ha
CBBLP3BAHETO HA AMKIO(EHAK C TUIa3MEHUTE NPOTEHHM € BUCOKA - 99%. MeTabonnameT 1
eTMMHHHPAHETO ¢a NooGHy NpH KoxHa ¥ nepopanua ynorpeba. Cnea 6bp3 yuepHoapoben
METabONIH3bM (XHAPOKCHAMPAHE H CBBP3BAHE C MIOKYPOHOBA KHCENHHA), 2/3 OT aKTHBHOTO BELUECTBO
ce enMMUHHKpa npe3 6xOpeunrTe u 1/3 - npe3 »ibykara.

5.3 Ilpeak/HHHYAR AaHAH 33 Ge3onacHOCT

[Tpe AKNHHUYHHUTE AaHHH, Bb3 OCHOBA Ha KOHBEHLIHOHATHUTE (papMaKoJIOrHYHH NPOY4BaHUA 3a
6e30NnacHOCT, FTeHOTOKCHYHOCT M KAaHLEPOreHEH NOTCHLHAN HE NOKa3BaT AOMbJIHUTETHH PHCKOBE 3a
XOpaTa OCBEH Beye OMMCAHUTE B APYTHTe TOYKH Ha KPAaTKaTa XapaKkTepucTHka Ha npoaykra. [1pu
U3NUTBAHKA NPH KUBOTHH, XPOHUYHATA TOKCHYHOCT Ha AUKNOPEHAK CJIEA CHCTEMHO MPHIIOXKEHHE Ce
MPOABABa FAABHO KATO CTOMAIUHO-YPEBHH JIE3HH H #3BH. B 2-roaMHo npoyysaHe 3a TOKCHYHOCT,
MpH IUTbXOBE, HA KOUTO € NPUJIOXKEH AUKITOPEHAK, CE YCTAHOBABA 10303aBHCHMO YBETTHUEHHE HA
TpoMOOTHYHATA OKITY3HS HA KPbBOHOCHHTE CbIOBE HA ChPLETO.

Ipy NpoyuBaHus BLPXY PeNpoIyKTHBHA TOKCHYHOCT TNIPH KHBOTHH, CHCTEMHOTO NIPUJIOXKEHUE HA
AMKIoGheHaK MOTHCKA OBYNaUMATA NPH 3aRLM H YBPEXKIA MATOYHATA HMILIAHTALMA H PAHHOTO
eMOpHOHAJTHO pa3BUTHE NpH MIbXoBe. JluknodeHak Npean3BUKBA YAB/DKABAHE HA ME€CTALIMOHHHUA
NepUoi U NPOALDKHTENHOCTTA HA PAKIAAHETO.

EMOPHOTOKCHYHHAT NOTEHLIMAI Ha AMKNO(EHAK € H3CACABAH MPY TPH BHI4 XXHBOTHH (IUTbX, MHLUKA,
3aex). IIpu TOKCHUHH 3a MafikaTa KOHUEHTpauHH AUKNO(EHaK, ca HACTBIIKNK CMBPT Ha MAOAA M
3abaBaHe Ha pacTexa. Be3 ocHOBa Ha HANHYHUTE NMPEIITUHHYHH JaHHH IHKAO(EHAK CE CUHTA 32
HerepaToreHeH. JJo3u nog TOKCHYHUA 3a MAaHKaTa Mpar He OKa3BaT BIMAHWE BbPXY MNOCTHATAIHOTO
pa3BUTHE HA NOTOMCTBOTO.

KoHBeHUIHOHAMHHUTE Npoy4uBaHHUA 3a NOKaTHA NOHOCHMOCT HE YCTAaHOBABAT CI'ICI.I.H(leIHH PHCKOBC TNPH
HOBCK.

OueHka Ha pycKa 3a okojiHaTa cpeaa (ERA)
HuknodeHak npeacTaensBa pUCK 3a BOAHATA Cpeaa (BHKTe TOYKa 6.6).

6. SAPMAIIEBTHYHHU JAHHH

6.1 Cnachsx HA NOMOIUHHTE BEeUeCTRA

[lonabpaxail c/iof:
TskaH oT nonunecrep

3aneneauy cnou:
[lonuakpunarna gucnepcus
TpubyTunos LUTpAT
Byrtunxuapokcuanuzon (E 320)

3alHTEH CIOM:
XapTug ¢ MOHOCHIHKOHOBO MOKPHTHE

6.2 HecbBMEeCTHMOCTH
Henpuioxumo
6.3 Cpok Ha rogHoCT

2 rOAUHH




6.4 CuoenHaIHH YCI10BHA HA ChXpaHeHHe

To3u nexapcTBeH NPOAYKT HE W3HCKBA CTIeLHalHa TEMNEPaTypa Ha cbxpaHeHue. lla ce cbxpaHaBa B
OPHTrMHANHATA ONAaKOBKa, 32 J]a €€ MPEANAa3H OT CBET/IHHA W Biara.

6.5 Baawn chaAbLpXKaHAE HA ONAKOBKATA

JleueGHuTe MIaCTHPH ¢a ONAKOBAHH B OTIAENHH calleTa oT xapTus/nonnerunen(PE)/ anymunnii (Al)
/erunenakpunar kononumep (EAA).

Bcaka onakoBka cbabpxka 2, 5, 7 uau 10 neuebHu nnactupa.

He BcuukH BHAOBE ONAKOBKM MoraT aa ObaaT mycHaTH B npoaaxoda.

6.6 ChneunaiHH NpeINa3HH MePKH NPH HIXBLPJAaHe H paboTa

UsnonspanuTe nnactupy TpabBa Ja ce CrbHAT Ha ABE, CbC 3ANENBALIUA CNOH HABBLTPE.
To3M NeKapcTBEH NPOAYKT NPEACTaBIABA PUCK 3a OKOMHATA CpeAa (BHK TOYKa 5.3).

Heu3noa3BaHHAT JIEKAPCTBEH NMPOAYKT WIH OTNaAbYHUTE MaTEPHAIH OT HEro TpAOBa Aa ce UIXBLPIAT
B CbOTBETCTBHE C MECTHHTE H3UCKBAHMA.

7. MNMPHUTEXKATEJI HA PABPEHIEHHETO 3A YIIOTPEDBA

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

8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEBA

PeructpaunoneH Homep: 20240044

9., JATA HA IIBPBO PA3ZPEIIABAHEAIOAHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

JlaTa Ha mLpBO pa3peluaBaHe 3a ynorpeba: 13 despyapu 2024
IlaTa Ha OCAEAHO NOAHOBABAHE:

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

cenreMmspH 2024




