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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

68570 1k -
1. UME HA JIEKAPCTBEHUA ITPOJAYKT
Aynun 3% 1/T rei

Aulin 3% w/w gel

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

AynuH 3% 1/T ren cuabpka 3% 1/T Humesynua (nimesulide) (1 g ren epjibpka 30 mg HUMeE3yIIua).
[ [oMOLIHM BellecTBa ¢ U3BECTHO JICUCTBHE:!

Merunnapaxujapokcubensoar (Methyl parahydroxybenzoate) 0,08% 1/t

[Tponunnapaxupokcudbensoar (Propyl parahydroxybenzoate) 0,02% 1/t

3a MbJIHUA CITMCHK Ha IMOMOILHUTE BellecTBa, BUXKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

[ el
XoMoreHeH 0J1e/10 XKBJIT rejt 0€3 4y»KJIM YaCTHULIM.

4. KUMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHUSA
CuMnromaTuuHO 00JieKuaBaHe Ha 00JIKa, CBbp3aHa ¢ HABSIXBAHMSA U OCTPHU TPABMATUYHH TCHAUHMTH.
4.2 Jlo3upoBKAa M HAYHH HA NPHJIOKCHHE

Bb3pacTHH
Humesyiun 3% 1/1 ren (06ukHOBEeHO 3 g, ChOTBETCTBAIIO Ha Jibjira 6-7 cM MBHLA) TpAOBa J1a ce

[TOCTaBU Ha THHBK CJIOH BbPXY 34CClHaTara obsact 2-3 MbTH JIHEBHO H J1a ce Macaxxupa JI0KaTo cC

abcopOupa HaIbJIHO.
[ IpoAbIDKUTEIIHOCT Ha JIeYeHHETO: 7 - 15 JIHM.

Jleua noja 12 rojiuHu
Humesynua 3% 1/1 reit He € npoyuBaH 1pu jieua. Ero 3auio 6e3onacHocrra U eUKaCHOCTTA HE €
yCTAHOBEHA, U MPOJIYKTHT HE TPSOBA J1a ce npuiara rpi Jielia (Bvwire Touka 4.3).

4.3 IlporuBonokazaHus

CBpbX4YBCTBUTEJIHOCT KbM aKTHBHOTO BEILECTBO WK KbM HAKOE OT ITOMOIHHUTE BElECTBA, H30pOeHH
B TOuka 6.1.

Ynorpeda npy nauMeHTH, rpu KOUTO acliupyuH WIK JAPYIH JICKAPCTBEHHM TIPOJIYKTH,
MHXHOMpAT npocTrarjiaHiMHOBaTa CUHTE3a, NPUYUHABAT AJICPrHYHH peakilMH, K
YPTHKapHs WM OpOHXOCIIa3bM.

Ynorpeba BbpXy HapaHeHa WJIM OroJicHa KOXa WJIM NPHU HAJIMYME Ha JIOKaJIHa
EnnoBpemenna ynorpeda ¢ JIpyry JIOKaJIHW KPEMOBE.
Ynorpeba npu aeua noa 12 rojimiiHa sb3pact.




TpeTu TpUMecTRp Ha OpeMEHHOCTTA.
4.4 CoeuHa/HM NpeAYNPERIEHUS H NIpeANa3Hu MEPKH NIPH ynorpeda

Humesynna 3% 1/1 ren He TpsbBa Aa ce npunara BbpXy KOXKHKH paHH WM OTBOPEHH HapaHsABaHHA.
He TpsabBa na ce qonycka KOHTAKT Ha HUMe3yaua 3% T/T ren ¢ OUKUTE WM IUraBuLM; B CTydai Ha
CJTy4aeH KOHTAKT, M3MMHTE BEIHAra ¢ BO/IA.

[IpoaykTsT HHKOTra He TpaOBa fa ce npuema npes ycrara. Pouere TpaOra 1a ce U3MHUBAT Clie]
NPHIOXKEHHE HA MPOJIYKTA.

Humesynua 3% 1/T ren He Tpabpa 1a ¢e HU3MONI3BA C OKINY3KRHA NPEBPEH3KA.

HexenaHuTe peakliMy MOTaT 1a e HaMaJAT KaTo ¢€ U3I0138a MHHHMMAJTHATA €(PEKTHBHA 1034 ¢
Bb3MOKHO HaM-kpaTKa IpOABLAKHTETHOCT.

[lannenTu ¢ raCTPOUHTCCTHHANHO KLPBCHC, aKTHBHA WIH 110A03HUpdHa NCINITHYHA A3Ba, TCXKKaA

OBOpeuHa Wi YyepHOAPOOHA AUCHYHKLNA, TEKKH HAPYLISHHA HA KOATYJIALMATA WM
TEXHKA/HEKOHTPOJIIMPAHA ChpAEHHA HEJOCTATBYUHOCT TPAORA 1a 6BAAT NIEKYBAHH C MOBHILICHO

BHHUMAHHC.

Toit kaTo HUMe3ynua 3% 1/T ren He € Npoy4BaH NPHU CBPLXYYBCTBHTEIIHY JIHLA, OCODEHO NMOBUILIEHO
BHMMAaHKE € He0OXOAUMO MPH TPETUPAHE Ha MALMECHTH C U3BECTHA CBPBXUYBCTBHTEITHOCT KbM

npyru HCIIBC.

BhamoxknocTTa 3a PA3sBHTHUC HA CBPBXYYBCTBUTC/THOCT IO BPCME Ha KYPCa Ha TCpaliMATa HC MOXKC Aa CC
H3KJTKOMH.

Toi karo ¢ apyru nokanuu HCIIBC mMoxe aa ce nosBM yceulaHe 3a napeHe 1 0CO0EHO
¢oTonepMaTUT, TpAOBa 1a ce BHUMABA 110 BpEME Ha JIedeHUEeTo ¢ HuMesynua 3% 1/t rel.
3a 71a ce HaManK pycKa OT (POTOHYBCTBUTEIHOCT, NaUWEHTHTE TpaOBa na OnaaT
npeAynpexAaBaHM Ja ¢€ NasAT OT JUPEKTHO M3JlaraHe Ha CIbHYEBA CBETIIMHA U Ta3H OT

COJIapHYMH.

AKO CHMITTOMMTE NPOABLKABAT WM CHCTOSHHUETO Ce BIIOLIaBa TpA6Ba Aa ce NMOTbPCH MEIMLMHCKH
CbBET.

To3u NpoOAYKT ChAbpkKa NapaxyuaApoKCcHOeH30aTH. Te3M BelleCTBa MOraT J1a MPUYHHAT AIepriyHH
peakLyH (Bb3MOXHO € Jla ca oT 3abaBeH Tuv).

HHM&S}UIH,[I, reJl BpEMCHHO MOKE IIPHYHHHA XKBJITO OLUBETABAHC HA TPCTHPAHATA KOXKa, KAKTO H Ha
APEXHUTE, KOUTO CA B KOHTAKT C TPECTHpPaHaTa obnacr.

4.5 BiaumoaelcTBRE ¢ ApYr# JIeKapCTBEHH NPOAYKTH U APYTH POPMH HA BIAHMOACHCTBHE

He ca u3BecTHM B3aHMOCHCTBUA Ha HUMe3Yaua 3% T/T ref c Apyrd IeKapCTBEHU NPOXYKTH WK He ce
O4YaKBaT TAKHBA NPH NOKAJTHOTO IIPATIOXKEHHE.

4.6 DepruauTer, OPEeMEHHOCT H KbPMEHE

bpeMeHHOCT H KbpMEHe
Jluncsar kKMTHHUYHM AaHHU OT ynorpebaTa Ha HUMe3ynua 3% T1/T ren no BpeMe Ha B
CUCTEMHATA €KCNO3MLIMA /14 € NO-HHUCKA B CPABHEHHE ¢ Ta3u Clie] NepopaiHo NpyAp

U3BECTHO JaJIM CHCTEMHATAa €KCITO3MLIMA Ha HUMe3ynua 3% T/T ren, AOCTHUrHaTa ¢ E



NPpUIOKEHHE, MOXKE Ja yBpeau eMOpuoHa/peryca. Humesynua 3% /1 ren He TpadBa na ce ynorpebspra
npe3 MbPBUS M BTOPUS TPUMECTHP HA OPEMEHHOCTTA, OCBEH KO HE € KaTeropuyHo HeoDX0AHMO. AKO ce
H3110/13Ba, A03aTa TpAOBa a ce NOANbPHKA Bh3MOKHO Hal-HUCKA W TPOAB/DKUTEIHOCTTA HA JIEUEHUETO
112 € Bb3MOXKHO Hau-KpaTkKa.

[Ipes Tperus TpUMECTbP Ha OPEMEHHOCTTA CHCTEMHOTO NPUTOKEHUE HA HHXUOUTOPH Ha
NPOCTArJIAHAUHOBHA CHHTE3, BKIKYHTENHO HUMe3Ynua 3% 1/t ren, Moxe na uHayLupa
KapAHONYJIMOHAJIHA H peHaIHA TOKCUYHOCT NpH peTyca. B kpas Ha OpeMeHHOCTTa MOXKE Aa Bb3HUKHE
yIB/DKEHO BpEME Ha KhPBEHE KaKTO IIpH MaMKaTa, Taka H NPH JIETETO H PAKAAHETO MOXKeE Aa Obae
3abaseHo. ETo 3aiio Humesynua 3% 1/T ren € NpoTHROMOKA3aH Npe3 MNOCNEAHUS TPHMECTLP Ha

bpemMeHHoCTTa (BXK. TOYKa 4.3)
HsiMa peneBaHTHH IaHHH 3a JOKaiHa ynortpeba Ha HUMe3ynua 3% T/T ren no BpeMe Ha KbpPMEHE.
Crnienosarenno, HuMe3ynua 3% T/T ren He TpAOBa Jia ce U3MO03Ba N0 Bpeme Ha OpeMeHHOCT WK KbpMEHe,

OCBEH NPH KpaiHa HEOOXOMUMOCT.

OepTUNHTET
3a CUCTEMHO MpUJ1araH HUME3YIUA, IPOYUBAHUA TPH XKUBOTHH Ca MMOKA3AIH PENPOAYKTHBHA
TOKCHUUYHOCT (BX. TOUYKA 5.3)

4.7 EdekTn Bppxy cnocobnocTTa 32 Inodgupane 1 padbora ¢ MAIWHNHK

He ca npoBexjtanu npoy4BaHus 3a eexra Ha HUMe3ysna 3% T/T res Bbpxy CriocobHoCTTA 3a
LropupaHe U pabora ¢ MAILIMHH.

4.8 Hexejlann JeKapCcTBEHH pPeaKUHH

Caeanure u30pOeHH HEXKEJIaHM JIEKAPCTBEHH pPeakKLMM C€ OCHOBABAT Ha JOKJIAJH OT KIMHHYHH
NPOyYBaHHUA, NMPH OrpaHHucH OpOH TaillMEeHTH, KHACTO Ca JOKIAABAHH JIEKH JIOKAIHH PEaKiluy.
ToknagBaHUTE 4eCTOTH ¢a KiacH(dpHULIKpaHH KaKTo ciieapa: MHoro 4dectd (>1/10); yectn (>1/100,

<1/10), neuectnn (>1/1 000, <1/100); peaxu (>1/10 000, <1/1 000); muHoro penku (<1/10 000),
BKJTFOUHMTETHO MBOITMPAHH CITY4aM,

HapymeHns Ha koxkaTa ¥ HecTH Cupbex
NOJAKOMHATa TbKaH Epurema
(BHXKTE CBLIC TOYKA 4.4)

Cro0ijapane HA MOAOIUPAHH HOKEJIAHH DEAKIIHH
Cobo0illaBaHETO HAa MOAO3UPAHM HEXENAHW PEAKLIMKU CNejl pa3pellasaHe 3a ynorpeba Ha IEKapCTBEHUA

MPOAYKT € BaKHO. TOBa No3BOJIARa Aa NPOALJLKHM HaOIONEHHETO Ha CbOTHOLLIEHHETO MOJI3A/pHUCK 3a
JleKapcTBEHUA NPOAYKT. OT MEAWUHHCKHUTE CIICLIMATUCTH C€ M3KUCKBA Ja ChODLUIaBaT BCAKA MOA03HpaHa
HexeJlaHa peaklus 4pe3 HaLMOHallHa cHcTeMa 3a cbhodliiapaHe: M3ambiHUTEIHA areHUMS 110
NnekapcTsara, yi. ,.Jlaman ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebeaitT: www.bda.bg

4.9 Ilpenosupane
HMuTokcHKaLYA ¢ HUME3YWA B pE3YATAT Ha NOKATHO MPUIOKEHUE HAa HUME3YIua 3% T/T ren He MoxKe

Ja ¢e 04YaKsa, Thil KaTO HAH-BUCOKUTE NJa3MEHN HHBA HA HUME3YIIMA B PE3YITAT HA NPUITOKECHHE Ha
HuMesynua 3% 1/T ren ca aaned noj T€3u, OTKPUTH CIE]] CHCTEMHO NPUIIOKEHHE.

5. OAPMAKOJOI'MYHHU CBONCTBA

5.1 @apMakoAHHAMHYMHH CBOHCTBA




dapmaxkorepanesTuyHa rpyna: ATC xoa: MO2AA26.

Hecrepounum npotusosb3nanuresiiu nekapcetsa (HCIIBII) 3a nokanno npunoxxeHue.
Humezynua ¢ HHXHOUTOP Ha €H3WMa LIMKJIOOKCHI€HAa3a Ha NMpoCcTarnaHAnHOBUSA CUHTES,

| [uxknookcHreHasaTta npon3Bexaa NpocTarjadinidy, HAKOHU OT TAX Y4YaCTBaT B pa3BUTHETO H
NOAABLPAHETO HA Bh3MAJIIEHUETO.

5.2 @apMakoKHHeTHYHH CBOMCTBA

Koraro Humeaynna 3% T/T ren ce npuiara JIOKaJHO, IUTA3MEHHTE KOHLICHTPaLMK Ha HUME3YJIHJ €4 MHOTO
HHUCKH B CpaBHEHHE C TE3W JOCTUIHATH CJIE] NEPOPATHO NMPUICKEHHE.

Crnen npwiokeHHe Ha eMHU4HA 103a ot 200 mg HUMe3ynu, B rel (popMa, HaH-BUCOKOTO HUBO Ha
na3MeHa KoHUeHTpauusa ot 9,77 ng/ml e otbenszano ciien 24 vaca. He ca ycraHoBeHM clie/id OT OCHOBHMA
mMeTaboTHUT 4-XMApOKCH-HIUME3YIKI. B paBHOBECHO CheTOSHHE (IeH 8) MUKLT Ha [U1a3MeHaTa KOHLIHTpalMs
e 61 mo-Bucok (37,25 = 13,25 ng/ml), Ho noutu 100 nbTH NO-HUCHK OT TO3U, UMEPEH ClIEH

MHOTOKPaTHO M€POPaIHO NPHIOKEHHE.
5.3 IlpenknuHHYHH JaHHH 32 Oe30macHOCT

JlokanHaTa NOHOCHMOCT H NMOTEHIHMAJ Ha APa3HEHe U YYBCTBUTENHOCT HAa HUMe3ysua 3% T1/T ren ca
TECTBAHHW MPH HAKONKO NPH3HATH dHUBOTHHCKH BHAOBE, Pe3ynTaTuTe OoT TE3M H3CNEABAHUSA NOKA3BAT, 1€
HuMe3yaua 3% 1/t ren e ¢ nobpa MOHOCUMOCT.

[IpeaAkAMHUYHUTE AAHHHU 32 CHCTEMHO NpWJIaraH HUME3YJ/IWA He NOoKa3saT 0co0EH pUCK 3a Xopa Ha
0a3zaTa Ha KOHBEHUMOHAIHHUTE DapMaKOJIOrHiHH NMpoyyYyBaHUs 3a 6€30NaCHOCT, TOKCHUYHOCT ClleA
MHOTOKpaTHO NMpWilaraHe, FEHOTOKCHYHOCT M KAPLUMHOTEHEH MOTEHLKAJ.

[Tpn nw3cnenBaHKs 3a TOKCHYHOCT IIPH MHOTOKPaTHO MpUJlaraHe, HUMe3yJInuj NMOKa3ea
racCTpOMHTECTHHAIHA , 0L06peuna u yepHoapobHa TokcHuHOCT [1pu U3cneaBaHus 3a penpoAYKTUBHA
TOKCH4YHOCT ¢a HabsozasaHH eMOPHOTOKCHYHH U TepaToreHHH epeKTH (CKeNleTHH MandopMaLnHy,
AMIIATALIMA Ha LUepedpaiHUTEe BEHTPUKYIIN) NPY 3aiLM, HO HE U NTPH [NTEXOBE, Ha 03U C HETOKCHUYHO 34
MaiikaTa HuBO. [Ipy nnbxoBe € HabnOaaBaHa NOBUILECHA CMBPTHOCT Ha NMOTOMCTBOTO B pAHHHA
MOCTHATAJIEH MTEPHOJl U HUME3YNHK/l € NoKa3asl HeXXeNaHH e(eKTH BbPXY IUTOJOBUTOCTTA.

6. DAPMAINEBTHYHH JAHHHAU

6.1 Cnucbk HA HOMOIHHTE BelllecTBA
[Ipeuncrena Boaa
JIMETUIICHITTIMKOJIOB MOHOETHIIETED
Makporoarnuuepuad KanpuiokanparH
Kapbomepu
JnHaTrpues eperat
TpreraHonamut
Metunnapaxuapokcubenzoar (E218)
[Tponunnapaxuapokcubensoar (E216)

6.2 HecbBMeCTHMOCTH
Henpunoxumo.
6.3 Cpox Ha rogHocTt

4 roaAMHHU




Cpok Ha rogHOCT /el ITbPBO oTBapsHe Ha TyOara: 14 nHu
6.4 Cnenuajny ycJJOBHS HA CHXPAHEHHE

Jla He ce cbXpaHaBRa Npu TeMnepaTtypa Han 30°C.
6.5 Bug n chabpkaHHe HA ONAKOBKATA

50g u 100g anyMuHHeBH TYOH 0OMMIIOBAHM € J1ak, H3paboTeH OT €NOKCUPEHONHA CMOA C IaTEKC H
YILTBTHECHHE, 3aTBOPEHHU C [TIOJIUNPOTNTMICHOBA Karauyka.

He Bcuuku onakoBky Morar fa 6baar nycHaTH B npoaaxoa.
6.6 ChnelnHaJHH NpeaANAIHA MEPKH NPH H3XBLPJARHE U paboTa
HeuznonzsaHHuAT neKapcTBEH NPOAYKT WIH OTNaABLYHATE MaTepHany ot Hero Tpabsa na ce

M3XBBPJIAT B CbOTBETCTBHE C MECTHUTE H3HCKBAHMA.
HamusaiiTe pblueTe cien ynorpeba.

7. IIPHUTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA

AHmpxenunn ®apma bwearapus EOO M
vi. "Hukona Tecna" Ne 3,
61. buskec LlenTep BCP Codus 1, et. 4, oduc 401,
Codusa 1574, bvarapus
Ten: +359297513 65
8. HOMEP HA PAZPEHNIEHHETO 3A YIIOTPEBA

Per. No 20160155

9. JATA HA ITBPBO PAZPEIIABAHE/IIOJHOBSABAHE HA PASPEITEHHUETO 3A
YIIOTPEBA

Hata Ha mepBO paspemaBane: 12.05.2016
Hara Ha nocnegHo NOAHOBABaHE:

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

106/2024




