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1. HAME HA JEKAPCTBEHMUS ITPOAYKT

BOJITAPEH EMVYJIT'EJI 1,16% I'en

VOLTAREN EMULGEL 1.16% Gel

2 KAYECTBEH U KOIHYECTBEH ChCTAB

Enun rpam BOJITAPEH EMYJITEJI 1,16% I'ea chabpxka 11,6 mg nuknodenax nuerunamu (diclofenac
diethylamine), xoiito cboTBeTcTBa Ha 10 mg auiniodenak Hatpuii (diclofenac sodium).

[ToMOILLIHM BELECTBA: BCEKH IpaM OT rejia chabpxka S0 mg nponuwneHrnukon 1 1 mg 6en3unbensoar.

3a MbJIHKSA CMUCHK Ha NMOMOILHUTE BEILIECTBA BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[en
bsn 10 MpakTHYECKH 071, 1aAbK, XOMOT€HEH, KpeMooOpa3eH red.

4. KJIMHAUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

BOJITAPEH EMYJITEJI 1,16% I'es1 € noka3aH rMpy Bb3pacTHH M FOHOLLUYW Ha BB3pacT Haj 14 roguHu.

Bh3pacTHH H 10HOWH Hal 14 roanHA
3a obsekyaBaHe Ha O0JikaTa, HAMaJIABAHE HA OTOKA U Bb3MNAJIEHHETO MNPH:

e TpaBMW Ha MEKUTE TbKaHU: TPABMA Ha CYXOXWIHATA, IATAMEHTHUTE, MYCKYJIUTE U CTABUTE, AbJDKALIHM CE Ha
HaBAXBAaHMS, U3KbIYBAHMS, Pa3TE)KEHHUS, HATHPTBaHUA U 00JKH B rbpba (CIIOPTHH TPaBMH).

e Jlokanu3upanu GOpPMH Ha U3BBLHCTABEH PEBMATH3bM: TEHAMHUTH (HanpUMep “TEHMC JIaKbT ), OYPCHTH,
CHHAPOM paMO-pbKa U NEpHapTpONaTHs.

Bb3pacTnn nanuenTH (Hax 18 rognnn)

3a obnex4yaBaHe Ha O0JIKaTa MPU OCTEOAPTPUT HA KOJEHETE HIIH MPBCTHUTE.
JlokanusupaHu pOpMH Ha AET€HEPaTHBHHU CTaBHH 3a00NsIBaHHs, HAIPUMEP OCTEOAPTPHT Ha MEePH(EPHUTE CTaBH.

4.2 Jl03HpOBKA H HAYHH HA NPHJIOKEHHE
3a npuiaraHe BbpXy KOXKara.

[TauneHTHTE TPAOBA 1a Ce KOHCYJITHPAT C JieKap, aKO ChbCTOAHUETO UM HE C€ N0JI00pH B paMKHTE Ha 7 THU WM Ce
BJIOLLIH.

Bb3pacTau B 1oHomH HaJX 14 roanns

Ho3npoBKa

BOJITAPEH EMYJITEJI 1,16% I'ex ce nocTass JJOKAJIHO BbPXY 3acerHarara 00yact 3 wid 4 mbTH JHEBHO U
BHMMATEJIHO ce BTPHBa B KoxkaTa. HeoOX0MMOTO KOJTMUECTBO 3aBUCH OT pa3mepa Ha 00JIe3HEHOTO MACTO. 2-4 g
BOJITAPEH EMYJIT'EJI 1,16% I'ex (KoJH4eCTBO KOJKOTO Y€pelia 10 OpeX) ca AOCTaThbYHH 3a JIEYEHHE Ha IUIOII]
okoso 400-800 cm?. Cnen npuiarase:




- peleTe TpAOBa 1a ce U3TPUBAT, HanpuMep ¢ abcopOHpallla XapTHs M CJie/] TOBa Jia C€ U3MHBAT, OCBEH aKo Te
He ca TpeTupaHoTo MacTo. Cnexn ynorpeba abcopOupalla xapTus ciieiBa Ja ce M3XBbPJIM B KOLU 33
OTNaabLH.

- IMaumenture cnenpa aa uzuakar, fokato BOJITAPEH EMYJIT'EJI 1,16% I'ena uscbxHe, npeav B3uMaHe
Ha AyLU WIH BaHa.

I poABLIKHTEIHOCT HA JICYCHHETO
[TpoaABHKHTETHOCTTA HA JIEYEHHUETO 3aBUCH OT NMOKA3aHUATA H KJIHHHYHHA OTTOBOD.

e [Ipu TpaBMH WJIM pEBMAaTH3bM Ha MEKHTE THKaHH - FelIbT He TpAOBa aa ce ynorpedsaBa noseye ot 14 aHu,
OCBEH aKO HE € Mpernopb4aHo APYro Ot Jiekap.

e [Ipu aprputHu 60/1Kku (BBH3pacTHH Haj | 8 TOAUHM) - MPOABIDKHUTENHOCTTA HA JIEYEHUETO € 0 21 [IHH, OCBEH
aKO HE € MPenopbYaHo ApYyro oT JieKap.

Jlena ¥ IOHOIIH:

ChIECTBYBAT HEJOCTATHYHH JaHHH 3a edukacHocTTa U GeszonacHoctra Ha BOJITAPEH EMYJIT'EJI 1,16% I'ex,
ynorpe6sBaH MpH Jena 1 ioHowu noa 14 roaunu (Buwxre Touka 4.3. “TlporusonokasaHus™).

IOHomuMTe Ha ¥ Haf 14 roavMHM WIKM TEXHUTE pOAMTENH TpaOBa a ce KOHCYJITHPAT ¢ JieKap, ako ce Hajiara yrorpeoa
Ha BOJITAPEH EMYJIT'EJI 1,16% I'en 3a o6iexkuaBaHe Ha OoikuTe noBeye oT 7 AHU WIH aKO CHMITTOMMTE C€
BJIOLLIAT.

IManueHTH B cTapYecKa Bb3pacT (Haa 65 roaunn)
H3nos3Ba ce obnyaiiHaTa 103UPOBKA.

4.3 IIporuBONOKaA3aHHA

- H3BecTHa CBPBbXYYBCTBHUTEIHOCT KbM aKTHBHOTO BELECTBO AUKIO(PEHAK HIIH KbM HAKOE OT MOMOILHHUTE
BELECTBA, U30pOeHH B TOUKa 6.1.
- Ilpu naupeHTH, NMPH KOUTO aCTMa, aHTHOEEM, YPTUKApHs WIH OCTbP PHHHUT Ce MPOBOKUPAT OT

ALIETH/ICATTMLIIOBA KHCEJIMHA WIH APYIH HECTEPOMIHM npoTHBoBb3nanurennu aekapersa (HCIIBC).
- Ilo BpemMe Ha TpeTHs TPUMECTBP Ha OpEMEHHOCTTA.

- IIporuBonoka3zaHa e ynorpebara npu Aeua U FOHOIIHK NoJ 14 roauHu.
4.4 Conenua/ilHH npeaynpexieHHs H NpeAnasHH MEPKH NPH ynorpeda

Tpabsa Ja ce WMa MpeABU BEPOATHOCTTA OT MOSBa HA CHCTEMHH HEXeJIaHU PeaKLMU (TaKuBa, aCOLIMHUPaHH C

dbopmuTe Ha QUKIODEHAK 32 CHCTEMHO NpuioxeHue) npu npuiarade Ha BOJTAPEH EMYJIT'EJ 1,16% I'en B
[10-BHCOKH JIO3H H 34 MO-NMPOAB/DKUTESIEH OT MpenopbyaHus NepHo.

BOJITAPEH EMYJITEJI 1,16% I'ex Tpa6Ba Ja ce nocTaBs caMoO BbpXY 3/1paBa M MHTAKTHA KOXa (MpH JIMICa Ha
OTBOPEHH paHW WM HapaHsBaHus). He Tpa6Ba na BiM3a B KOHTAKT C OYMTE WM JIMTABULMTE U HE TPAOBa /1a ce
MorJIbLIa.

Jla ce npeycTaHOBH JIEYEHHETO, aKO ce pa3Bue koxeH o6puB ciea npunaradero Ha BOJITAPEH EMYJITE.
1,16% I'en.

BOJITAPEH EMVYJIT'EJI 1,16% I'en Moxe 1a ce U3MoJ3Ba C HEOKTY3UBHH MPEBPB3KH, HO HE M C OKJTy3MBHH
NpeBPb3KH, CIIMPALIM J0CTbIIa Ha BB3AYX.

BOJITAPEH EMYJITEJI 1,16% I'en chabpxka napadyH, KOUTO € NOTEHILHAIHO 3arnajiiM, KOrato ce HaTpyna
BbPXY ThKaHTa. Burpeku ye AeHCTBUTEHUTE NOKA3aTe/ICTBA 3a NPOOJIEMH ChC 3aNajIMMOCTTa, CBBP3aHH C
BOJITAPEH EMYJIT'EJI 1,16% I'en, uzrnexaar orpaHU4€HH, NPENopbyYBa c€ NOBHIICHO BHUMAHUE MPH ITYLLICHE
WJIH B OJIM30CT 4O OTKPHT IUIaMBbK MOPaiH PHCK OT CEPHO3HH H3rapsaHHs.




Hugopmayun 3a nomownume eeujecmeaq

BOJITAPEH EMVYIJITEJI 1,16% I'ea cbabpka NpONWIEHINIMKO U O€H3KMI0€H30aT, KOUTO MOraT Jia Npeiu3BHKaT
Jipa3HEHEe Ha KOXKaTa.

[enbT ChABPXKA apoMaTH ¢ GEH3UIOB aJIKOXOJI, LIWTPaJl, LUTPOHENOJ, KyMapuH, d-JIMMOHEH, €BreHO, (papHecol,
repaHUoJ1, JIMHAJIOO0J, KOUTO MOraT J1a MPUYHHAT aJIeprUYHy PeaKkLuH.

4.5 B3anmoaeiicTBHE ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha B3aHMOACHCTBHE

[TpenBua mHoro cnabara cucteMHa abcopOuys Ha AMKJIO(eHaK NPH JIOKATHO MPUJIOXKEHHE Ha rejia, noJAooHH
B3aUMOJICUCTBUA Ca MATIKO BEPOATHH.

4.6 PepTHIAHTET, OPEMEHHOCT H KbpMeEHe

bpeMeHHOCT

CucTeMHaTa KOHLEHTpALUs Ha AUKJIO(eHaK e Mo-HUCKA Cliel] JIOKATHO MPHJI0KEHHE, CPaBHEHA C Ta3H Ha OPAJIHUTE
dopmu. C pedeperuus kbM onura ot JeyeHruero ¢ HCIIBC 3a cucremHo npuioxeHue, ce npenopbysa CJIeJHOTO:

[ToTHCKaHETO Ha MPOCTArJIaHAMHOBATA CHHTE3a MOJXKE /1a MOBJIMse HeGnaronpuaTHO OpeMEHOCTTa W/HITH eMOpHO-
dbeTanHoTO pasBuTHe. JlaHHUTE OT eMUAEMHONOrHYHHUTE U3CIIEBAHUSA NIOKA3BAT MOBHILEH PUCK OT aDOPT, KaKTO U OT
ChpAeYHH Mai(OpMaLIMK U racTPOLIM3KC ciiell ynoTpebaTa Ha HHXHOMTOPH Ha CHHTE3a Ha NMpoCTariaHiAuHU B
MbPBHTE MeCeLH OT GpeMeHHOCTTa. AGCOMIIOTHUAT PUCK OT KApAHOBACKYJIapHH (ChbpACYHOCHAOBH) MaJIpOpPMaLIMH €
yBeJH4YeH OT No-Manko oT 1% po npubnusurento 1,5%. Ilpeanonara ce, ye puCKbT HapacTBa ¢ MNOBUILIABAHE Ha
103aTa ¥ MPOAB/DKHTETHOCTTA Ha JieyeHHeTo. [1pu )KMBOTHH, MpHIaraHeTo Ha HHXMOUTOPH Ha CHHTE3a Ha
MpOCTAaraHIMHHK € N0Ka3aj0 KaTo pe3y/ITaT MOBHUILEHa Npe- ¥ NOCT-MMIUIAHTaLMOHHa 3aryba u eMOpHo-(peTanHa
cMBpT. B onbiHeHKe, ca OWM JOKIIaiBaHU MOBHUILIEH OpoH Cily4an Ha pasiIiuHHM Mal(OpMaLiHH, BKIIOYHTETHO U
KapJAMOBACKYJIapHH, NPH )XHUBOTHH, MOTy4aBajii HHXHOMTOPH Ha CHHTE3a Ha MPOCTarjaH/AMHH MO BpEME Ha
OopraHoreHesara.
[To BpeMe Ha IMbPBUA M BTOPHA TPUMECTbP Ha OpeMeHHOCTTa AMKIIO(EHaK He TpAOBa J1a ce Ha3HayaBa, OCBEH B
CJIyuaMTe Ha KaTeropuuHa HeoOXoauMocT. AKO AMKJIO(PEHAK C€ U3M0JI3Ba OT XKEHH, KOUTO CE€ ONMTBAT /a
3a0peMEHEAT WIH N0 BPEME Ha ITbPBUA WIIM BTOPUA TPUMECTbP OT OpeMEHHOCTTa, 103aTa TpAOBa 1a Obe Bh3MOXKHO
Hal-HUCKa M NMPOXBb/DKUTETHOCTTA Ha JICYEHHETO BH3MOXKHO HaW-KpaTKa.
[To BpeMe Ha TpeTHs TPUMECTbP OT OpeMEHHOCTTa BCHUKH MHHXUOMTOPH Ha CMHTe3aTa Ha NpocTarjiaHIMH| Morat Ja
H3J10XKaT eryca Ha:

e KapauomnyiMOHaIHA TOKCHYHOCT (C NMPEeXIAECBPEMEHHO 3aTBapsHE HA YKTYC apTEepHO3YC H ITyJIMOHAJIHA

XUINEPTOHMA );
e brOpeuHa aucHyHKUMs, KOITO MOXKE a NMporpecupa 10 6b0pevHa HeI0CTaTbYHOCT C OJIMTOXHAPAMHHOH.
B kpas Ha GpeMEHHOCTTa BCHYKH HHXHOUTOPH Ha MPOCTarjaHAMHOBATa CHHTE3a MOraT /1a M3JI0XKaT ManKaTa Wi
HOBOPOJAEHOTO Ha:
e BB3MOXHO yAb/DKaBaHE Ha BPEMETO Ha KbPBEHE - MPOTHBOCHCHPBAIL €(PEKT, KOHTO MOXKE J1a C€ MPOSABH JOPH
B MHOI'O MaJIKH [103H;
e [loTHCKaHe HAa MATOYHHUTE KOHTPAKLIMM, BOAELUM 10 OTJIOKEHO WIIH YIBJDKEHO paXKJaHe.

CnenoBaTesIHO, JMKJIO(MEHAK € MPOTHBOMOKA3aH 0 BpeMe Ha TPETUsl TPUMECTBP OT OPEMEHHOCTTA.

KbpmeHe

[Tono6Ho Ha ocraHanute HCIIBC, nuknodeHak npeMHHaBa B MaJIKv KoJiHuecTBa B KbpMara. O0aue, NpHIIOKEH B
tepanesTHuHM 1034 BOJITAPEH EMYJITEJI 1,16% I'en He ce o4akpa /ia BiMs€ Ha KbpMeHHTe Aeua. llopanu
JIMTICaTa Ha KOHTPOJIMpaHH u3ciensanus npu kbpMmeiun xxeid, BOJITTAPEH EMYJIT'EJI 1,16% I'ex Tpsa6Ba na
6'bJie U3MOJI3BAH MO BpEME Ha KbPMEHE €IMHCTBEHO Cliefl Jekapcku cbBeT. [lopaau ToBa 06cTOATENCTBO,
BOJITAPEH EMYJIT'EJI 1,16% I'en He TpsOBa aa ce npuijiara BbpXy IbpAMTE Ha KbPMEIIY MAWKH, HUTO Ha




APYro MACTO BBPXY rojieMH 00JIaCTH OT KOXKaTa M 3a MPOABDKUTENEH NMEPHOJ OT BpeMe (BHXK Touka 4.4 ,,CnieliHaliHu
npeaynpexacH!s U Npeana3sHyd MEPKH MpH ynorpeda™).

4.7 EdexTn BLpXy cnocobHoCTTa 32 modHpane H padoTa ¢ MAIIHHY

Jlokannoto npuiaoxenne Ha BOJITAPEH EMYJITEJI 1,16% I'en He oka3Ba BIMAHHE BbPXY CNOCOOHOCTTA 32
modupane U pabora ¢ MalIMHH.

4.8 Hexe/1aHH J1IeKAPCTBEHH PeaKIHH

Hexenanure peakuuu ca npeAcTaBeHH B TabMiLiaTa rno-gaoiy, noApeaeH! Mo CHCTeMO-OpraHHH K1aCoBE U B
3aBMCUMOCT OT 4Yectorata. ClieqHaTa KOHBEHLIUA € U3MOJI3BaHa 3a KiacH(HULIMpaHe Ha HEeXEJIaHUTE peakLui: MHOTO
gectd (> 1/10); wectu (= 1/100 go < 1/10); newectu (= 1/1000 mo < 1/100); peaxu (= 1/10 000 no < 1/1000); mHoro
penks (< 1/10 000); ¢ Heu3BeCTHa 4ECTOTa - YECTOTATa HE MOXe J1a Ob/ie yCTaHOBEHA OT HAJIWYHUTE aHHH. [Toct-
MapKETHHIOBO YCTAaHOBEHUTE HEXKEJIaHW peakLMM ca AOKJIaIBaHH JOOPOBOIHO OT HaCe/IeHHe ¢ HeonpeeieH
pa3Mep, KATO 4eCTOTATa Ha T€3H PEaKLIMU € HEU3BECTHA, MO-BEPOATHO € /1a Ca PEIKH WM MHOT'O PEIKH.
['pynupaHuUTE MO YeCTOTa HEXENAHH PEaKLIMU Ca NPEICTaBEHH T10 pella Ha HaMaJIsiBaHe Ha TAXHATa CEpHO3HOCT.
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Cno0lliaBaHe Ha NOAO3MPAHU HEXKEIAaHH PEaKLMH
Cbo0111aBaHETO Ha NMOJO3HWPAHH HEXEJIAaHW PeaKkLWH clie/l pa3pellaBaHe 3a ynorpeda Ha JIEKapCTBEHHUs MPOAYKT €

BaXxHO. TOBa NMo3B0OJIABA J1a MPOAB/DKA HAOMOAEHUETO HA CHOTHOIIEHHETO [MOJ13a/PUCK 3a JIEKAPCTBEHHA MPOLYKT.
OT MEIHLIMHCKHTE CNIeMAIMCTH CE W3UCKBA J1a ChOoOLIaBaT BCAKa MOJA03MpaHa HEXKeJlaHa peakilis Ype3 HallMOHAaJIHa
cCUCTEMA 3a ChOOILlaBaHe.

bbirapus

UsnbiiHUTEIHA areHLus 110 JiekapeTsara yi. ,,JlamaH ['pyes” Ne 8

1303 Codus
Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

4.9 IIpeno3zupane

[Topaau cnabara cucteMHa abcopbLus Ha JIOKATHO MPUIOKEHHS THKIIO(PEHAK, eBEHTYAJTHOTO NpeJo3HpaHe € MaJIKO
BEPOATHO.

Bunpeku ToBa, ako BOJITAPEH EMYJIT'EJI 1,16% I'ea 6b1e norsjiHaT, MOXKe a C€ O4aKBaT HEXEJ/IaHH
peakL1H, NoAo6HH Ha Te3W B pe3yJITaT Ha npeno3upane ¢ aukiodenak tabnerku (100 g BOIFFAREH EMYJIT'E/
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1,16% I'en1 ca ekBHBaJIEeHTHH Ha 1 g nuKiodeHak HaTpui). B ciyyait Ha HHLIMEHTHO NOITbIIaHe U NMOABSABAHE Ha
3HAYMTETHH CHCTEMHH HEXEJIaHW peaKliMH, Bb3MOXHO Hai-CKOpO TpsAOBa Aa ce npeanpuemMar oOMyalHUTe
TeparneBTUYHU MEPKH MPH OTPaBSAHE C HECTEPOUIHH MPOTUBOBB3NAIMTENIHH cpeacTsa. [locneasamure Mepku
TpsaOBa J1a ca KJIIMHUYHO YCTAHOBEHU WIH MPENOpbYaHu OT LIEHThp MO TOKCHKOJIONHsA, KbETO € HaJIH4YCH TaKbB.

S. ®APMAKOJIOTHYHU CBOUCTBA
S.1 PapMaKoAMHAMHYHH CBOHCTBA

dapmakorepaneBTHyHa rpyna: JIokaTHH NPOAYKTH 3a CTABHH H MYCKYJIHH 60JikH. HecrepouaHu

MPOTHBOBB3MNAIUTENIHK CPEACTBA 3a JIOKAJIHA yroTpeoa.
ATC kom: M02AALS

MexaHu3bM Ha AeHcTBUE U (hapMaKOAUHAMHYHU €PEKTH

JluxnodeHak € MOIIHO HECTEPOMAHO NPOTHBOBB3NanuTeNHO jekapcTBo (HCIIBC) ¢ eekTHBHH aHAITETHYHH,
POTHBOBB3NAJIHUTETHH H aHTUITHPETHYHHU CBOMCTBA. J{MKJI0(EeHaK OKa3Ba CBOS TepaneBTHYEH €QEKT OCHOBHO 4pes
MHXHMOHMpaHe Ha NMpoCTarjaHAMHOBUSA CHHTE3 NOCPEACTBOM LiMKIIoOKkcHreHasa 2 (COX-2).

BOJITAPEH EMVYJIT'EJI 1,16% I'en e nekapcTBO ¢ NIPOTHBOBB3NAIMTEIHO U aHAITETHYHO JIEHCTBHE 32 JIOKAITHO
npuioxeHue. [Ipy Bb3naneHue u 6onka or TpaBmaTHueH wiv pesMmarudeH npousxoq BOJTAPEH EMYJIT'EI
1,16% I'en obnekuyaBa 00/1KaTa, HaMaJIgIBa OTOKA H YCKOPSABA BPbIIAHETO KbM HOPMAJIHOTO CHCTOSHHE. KITMHHYHHTE
naHau nokassat, ye BOJITAPEH EMYJIT'EJI 1,16% @'en HamansaBa octpara 0oJika 1 yac cien nbpBoHa4yaaHO
npunarase (p<0,0001 cnpsamo mnauebo ren). BOJITAPEH EMYJIT'EJ 1,16% I'es Hamanssa 6oskara npH
JBHXKEHHE Ha 58 MM OT M3x0HO nonoxeHue (75% HamansBaHe) cneal 2 AHH JICYEHHE, CPaBHEHO CbC 17 MM OT
U3XOHO nosioxkeHHe (23% HamansBaHe) npH miaanedo ren. Jleseraecer U yeTupu npoueHTa (94%) ot nauueHTHUTE
ce nonugear ot JieueHne ¢ BOJITAPEH EMYJITEJI 1,16% I'en cnex Tepanus B NpOAb/DKEHUE HA 2 JIHU, CIIPAMO
8%, nexyBanu ¢ ruiane6o ren (p<0,0001). ITocnenoBarenHo, cpeano speme 3a otrosop € 2 auu 3a BOJITAPEH
EMVYJIT'EJI 1,16% I'ex cpemy 5 auu 3a mnane6o ren (p <0,0001). OpnaassaHe Ha 601kaTa ¥ QyHKIMOHAIHOTO
HapylieHue ce Habmonasa cien 4-aHeBHO JieueHre ¢ BOJITAPEH EMYJIT'EJ 1,16% I'ea (p<0,0001 cnpsamo
ruianedo rein).

[Topaau cBOsiTa BOJHO-aJIKOXOJIHA OCHOBA MeJTbT NMPOsABABa o0JieKkyaBalll U oXJaxaall epexT.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbums

KonudectBoTo Ha abcopOupaHus npe3 KoxkaTa AUKJIo(peHak e MpOoNnopLHOHATHO Ha pa3Mepa Ha TpeTHpaHaTa 001acT
M 3aBHCH OT 00111aTa MPUJIOKEHA 1103a M CTENEHTa Ha XHApaTalMs Ha koxkara. B cpaBHeHue ¢ Bonrapen TabneTku,
cien1 JIokanHo npuioxenue Ha 2,5 g BOJTAPEH EMYJITEJ 1,16% I'ea Bbpxy 500 cm? koXa, KOMTHYECTBOTO
abcopOMpaHO BEIIECTBO € OKOJIO 6%, OrpeeseHO Ype3 CTOHHOCTUTE Ha 001110TO 6BOpEeYHO ETMMHHHpAHE.
JIOITBJIHMTEJIHOTO MOCTaBAHE Ha OKJTy3MBHA MpeBpb3ka 3a okoo 10 yaca BoaAM 10 TPHKPATHO MOBHIIIABAHE HA
abCcopOUpPaHOTO KOMTUYECTBO AUKIOPEHAK.

Pa3npeneneHue

Cnen nokanxo npuioxkedue Ha BOJITAPEH EMYJIT'EJI 1,16% I'en BbpXy CTaBHTE Ha PBLETE H KONSAHHUTE
CTaBM KOHLIEHTpALMATA Ha NUKJI0(EeHak e M3MepeHa B IU1a3MaTa, CHHOBHAIHATA ThKaH U TEYHOCT. MakCHMMaTHHTE
[UIa3MEHH KOHLIEHTPALIMKM Ha AMKJIO(EHaK cliel JOKaITHO npuioxeHue ca okoiio 100 mbTH Mo-HHUCKH B CPaBHEHHE C
TE3U CJIe]] NEPOPATHO MPUIOKEHHE Ha CHIIOTO KOJIMYeCTBO AUKIodeHak. 99,7% ot nukiodeHak ce CBbp3BaT ChC
CEpyYMHHTE NPOTEHHH, I1aBHO ¢ ajibymuHa (99,4%).

JlukiodeHak ce akyMyJiMpa B KOXaTa, KOATO JIEHCTBA KAaTO JENO, OTKBAETO C€ OCHIIECTBABA MPOAB/DKHTETHO
0cBOOOXKIaBaHe Ha IHKIO(EHAK KbM MOAKOKHHTE ThKaHH. OT TaM AUKI0o¢QeHaK npeepeHHaIHO Ce JOCTaBs H
3aIbPKa B pa3noJioKEeHUTE B AbJI00YMHA Bb3MNAJIEHH ThKaHH (KaTo HanpHMep CTaBHTE) OTKQMKEIQ B KPHBOTOKA.




buoTpaHcpopmaLus
BuorpanchopmalaTa Ha AUKJIO(EHaK BKIIIOYBA €Taly Ha €JWHUYHO U MHOTOKPaTHO XUAPOKCWIHPAHE, NOC/IeABaHO
OT MIIOKYPOHHIAMPAHE U YaCTUYHO [JIIOKYPOHWIMPaHE HA MHTAKTHAaTa MOJIEKYJa.

EJlMMHHHMpaHE

TOTAJIHUAT CUCTEMEH KJIMPBHC Ha AMKJIOodEeHaK OT ruia3Marta e 263 + 56 ml/min. KpalHuAT ruia3sMeH roJiy>kMBoT € |-
2 yaca. YeTHpH OT MeTaBOMTHTE, BKJIIOYHTENTHO IBaTa aKTHBHH, ChILIO HMAT KPaThK IJIa3MEH MOJTYXKHBOT — OT 1 J10
3 yaca. Eaun ot metabonuture - 3’ -XHAPOKCH-4’-METOKCH-AUKIIO(EHAK UMa TTO-ABbJIBI TUIa3MEH MOJTY>KUBOT, HO €
NpaKTH4eCKH HeakTUBeH. J[ukinodpeHak  HEroBUTe METADOIMTH C€ €KCKPETUPAT IIaBHO 4Ype3 ypHHATA.

Oco0eHOCTH NPH HAKOH rpynu 00JHH

He ce ouakBa akyMy/aMpaHe Ha JUKJIO0(EHaK U HEroBuTe MeTaboIMTH NPH NaLMEeHTH, CTPajally oT Ob0peuHH
3a00J1IBaHKA.

[Ipy NAaLMEHTH ¢ XPOHMYEH XEMAaTHT WK HEJEKOMIIEHCHPaHa LIMP03a, KWHETHKATa U MeTabOoIM3MBT Ha IMKIIO(eHaK
ca CBILMTE, KAKTO MpH NaieHTy 6e3 uepHoaApOOHO 3a00J1sBaHE.

S.3 IMpenkIHHHYHHE JaHHH 32 0€30MacCHOCT

He-KJIMHMYHHUTE JaHHM NPH BUCOKA W MOBTOPHA /1032 B NPOYYBaHMs C JUKIO(PEHAK 38 TOKCHYHOCT, KAKTO H
reHOTOKCHYHOCT M KAPLIMHOTEHHOCT HE MOKa3BaT CreUM(pUYEeH PHUCK 3a XOpaTa NMpH NOCOYCHUTE TEPANeBTHYHH JI03H.
B noseuero npoyusanus, BOJITAPEH EMYJITEJI 1,16% I'ex ce noHacs noope. He e ycraHoBeHa nOTEHLMA/IHA
(hOTOTOKCHYHOCT U MKIOPEHAK-CHABPIKAIUTE reJIOBE He MPUUMHABAT CEHCHOMIN3aLMs Ha KoxaTa. Hama
I0Ka3aTescTBa, AMKIo(eHaK 1a MPHYMHABA YBpeXIaHe Ha (epTHIMTeTa MPU MBXKKH M )KEHCKH ITbXoBe. Hsima
JaHHM 3a TEPaTOreHeH MOTeHLHa Ha AUKIo(pEeHaK NP MHUILIKH, TLTbXOBE WM 3aiuM. [ IpeHaTanHoro,
IEPUHATAITHOTO M MOCTHATATHOTO pa3BMTHE HAa MOTOMCTBOTO HE Ca 3aCErHaTH.

6. OAPMAIIEBTHYHHA JAHHHA
6.1 CnHchbK HAa NIOMOIHHUTE BelleCcTBA

kapOomep

MAaKpOroJIOB LETOCTEapUiIETED

KOKOMJIKAIpHJIOKarpar

JTUETUIIAMUH

M30TPONIIOB AJTKOXOJ

MPONUJICHIJIUKOJT

Te4eH napaguH

napdroMHa KoMno3uuus 45 (cbabpka 6eH3unbeH3o0ar)
Mpe4YrcTeHa BoJa

6.2 HecbBMECTHMOCTH
Henpunoxxumo.

6.3 Cpok Ha roaHocT
3 roAvHH.

6.4 CnenHaJlHH YC/JIOBHA 32 CbXPaHEHHE




L]

Jla ce cbxpaHsBa npu temneparypa noa 25 °C. XepMeTu3MpaHUAT KOHTeHHep TpAOBa J1a ce na3u OT AUPEKTHa
CJIbHYEBA CBETJIMHA U J1a HE CE MPOIYMYBa WIH U3raps, 10pH U KOraTo € npaseH.

6.5

7.

Buja u chAbpKaHHe HA ONAKOBKATA

AnymuHueBa Ty0a ¢ npeanazHa meMOpaHa ¥ BbTpellHa 00BHBKaA OT (peHosienokcH nak (phenol-epoxy
laquer). Ty6ara e 3aTBOpeHa ChC 3aBMHTBAIllA CE€ Kana4ka OT MOJUIPOINUIIEH, CHabieHa C OCTBP BPBX 3a
npobuBaHe Ha aTlyMUHUEBATA Mpearna3Ha MeMOpaHa rpu mbpea ynorpeoda.

AJTyMMHHEBO JJaMMHUpaHa TyOa (MOIMETUIIEH C HUCKA TUTbTHOCT/QTYMHHHH/TIONTHETWIEH ¢ BUCOKA IUTBTHOCT
(BBTpeELLEH Coit)), cHabaeHa ¢ MPBbCTEH OT NOJUETHIEH ¢ BUCOKA TUTBTHOCT M NpEANa3|Te ¢ ABa pa3u4HU
BHJa Kanayku. Tybara e 3aTBOpeHa CbC 3aBUHTBAIllA C€ Karnayka OT MOJIMITPOIHIIEH, NMpUcnocodbeHa 3a
BKapBaHe, 3aBbPTaHE U OTCTPaHABAaHE Ha MpEAna3uTeNs NpH NbpBa ynorpeda WM Kanauka Imyul- my,
CbCTaBEHa OT OsJia r1aBa OT MOJHUETHIIEH C BUCOKA IUIBTHOCT (B4 KOMIIOHEHTa BbTPELUEH W BBHILEH),

OpaHKEBO MOJUITPOIIUIICHOBO TAJIO M MPO3payvHa MOJIMIPONKIEHOBA Karayka.
Tybaor20g,50¢g,75¢g,100 g, 150 g.

XepMeTHU3UPaHUAT alTyMHHHEB 75 ml KOHTeHHep ChAbpIKA MHOrOCI0HHA TOPOHUUKA (CJIOH OT MOJTMETHUIIEH C
HUCKA IMJIBTHOCT B KOHTAKT C MPOAYKTAa) C Kjiana oT NMOJIMETHNIEH C BUCOKA IUIbTHOCT/TUTAHOB OKCHJL
MOJTMOKCHMETHWICHOB aIUTUKATOp ChC 3alllMTHA Karayka.

MNPUTEXATEJI HA PABPEHLIEHHUETO 3A YIIOTPEBA

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

8.

HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Peructpauuonen Homep: 20011208

9.

JATA HA TBPBOTO PAZPEIIABAHE/ IOJHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspewaBanHe: 21 Anpua 1995 r.
JlaTa Ha nocnenHo noaHoBsaHe: 03 Maii 2010 r.

10.

JATA HA AKTYAJ/INZUPAHE HA TEKCTA

mapt 2024




