AIl6 05T
KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA
6 £I22 14 -0 UG

1. HMME HA JEKAPCTBEHHMSA ITIPOAYKT

Aynun 3% 1/T ren
Aulin 3% w/w gel

2. KAYECTBEH U KOJJMYECTBEH CHCTAB
Aynun 3% T/t ren chabpxa 3% /T Humesynua (nimesulide) (1 g res chabpxka 30 mg HUME3YITUT).

[MTomoLLHH BELIECTBA C U3BECTHO JICHCTBHE:
MernnnapaxuapokcuGensoar (Methyl parahydroxybenzoate) 0,08% /T
INponunnapaxunpokcubensoar (Propyl parahydroxybenzoate) 0,02% /1

3a [BJIHKMA CIUCHK Ha TIOMOLIHUTE BELICCTBA, BIKTE To4Ka 6. 1.

3. JJEKAPCTBEHA ®OPMA

Ien.
XomoreHeH 671e10 KBAT res 6e3 4y>KaM YaCTHLM.

4. KJIMHHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

CuMnToMaTH4YHO obsiekyaBaHe Ha 60)"(3, CBbp3aHa ¢ HaBAXBAHHA H OCTPH TPpaBMaTHYHH TCHANHHTH.

4.2 Jlo3MpoBKA H HAYHH HA MPHJIOKCHHC

Bp3pacTHH
Humesynna 3% 1/t ren (06MKHOBEHO 3 g, CHOTBETCTBALIO Ha Jbira 6-7 cm HBHULIA) TpsOBa 1a ce

[10CTABHM Ha THHBK CJIOH BbPXY 3acerHarara obsacT 2-3 ITbTH AHEBHO M J1a C€ MacaXupa [I0KaTo ce

abcopbupa HaITb/IHO.
[IpoabIKHTETHOCT Ha JIeYeHHeTO: 7 - 15 aHH.

Jeua non 12 roauHH

Humesynua 3% T/t ren He e npoy4saH npu aeua. Eto 3auo 6ezonacHoctra 1 epHKacHOCTTa He €
yCTaHOBEHa, ¥ IPOAYKTDHT He TpsiOBa Jia ce npiara npH icua (Bikre Touka 4.3).

4.3 IIporHBonoOKa3aHUMA

CBpbX4yBCTBUTEHOCT KbM aKTHBHOTO BELIECTBO MJIH KbM HAKOE OT MOMOLUHHTE BEUIECTBA, H30OpOeHH
B TO4Ka 6.1.

VYnorpeba npu nauyeHTH, NpH KOMTO acrUpUH HIIK APYTH JICKApCTBEHH NMPOJYKTH, KOUTO
MHXHOMpAT NpocTarjiaHaAMHOBaTa CHHTE3a, NPUYUHABAT AJICPrHYHH peaKkLUHH, KaTo
YPTHKapHs WK GpOHXOCNA3ZbM.,

Vrnorpeba BbpXy HapaHeHa HJIH OroJicHa KOXa HIIM TpH HaJIMYHME Ha JIOKaJIHA U
EnHoBpeMeHHa ynoTtpe6a ¢ Apyru JOKaJIHH KPEMOBE.
Ynorpe6a npu aeua noa 12 roadiita Bb3pacr.




Tpetu TpumMecTsp Ha GpemennocTTa.
4.4 Croennajnu npeaynpexacHus M IPeINAasHu MEpKH NpH ynorpeba

Humesynmn 3% 1/t rent He TpsiOBa a1 ce npwiara BbpXy KOXKHH PaHH WM OTBOPEHH HapaHABaHMS.
He TpabBa na ce nonycka kourakt Ha Hume3ysuz 3% 1/1 rei ¢ O4MTe WM JIMFaBULIM; B CITyyait Ha
CJTy4acH KOHTAKT, H3MHITE BejlHara ¢ Bozia.

[IpoaykThT HUKOIa He TPsAOBA J1a ce npyema npe3 ycrara. Poiiere Tps0OBa ja ce H3mMuBar ciiejl
NPUIOXKEHHUE Ha TIPOJYKTa.

Humesynun 3% T1/T ren He TpsabBa J1a ce U3110/13Ba C OKITY3HBHA NpeBPb3Ka.

Hexenanure peakLKK MOrar Jia c€ HaMaJIAT KaTo C€ H3110J13Ba MMHUMaJIHaTa Cq)CKTHBHa J03a C
BB3MOXHO Haﬁ—}cpaTKa NpOABJIKHTEIIHOCT.

ITanueHTH ¢ racTpOMHTECTHHAIIHO KbpBEHE, aKTUBHA WM 110/103MpaHa NenTHYHa 1384, TEXKa
6BbOpeuHa uM YepHoapoOHa AMChYHKLMS, TEXKH HapYLICHHS Ha KOaryJialuMsaTa WiH
TeXKa/HEeKOHTPONHpaHa Chp/ieuHa He0CTaThYHOCT TPAOBa Aa ObAAT JIeKyBaHH C MOBHLIEHO
BHHMaHHe.

Toit kaTo HUMe3y M 3% T/T TeJl He € NPOoy4BaH MPH CBPbX4YBCTBHTEIHHU JIH1IA, OCOOEHO MOBHILEHO
BHMMaHHe € HeOOXOAMMO MPH TPETHPaHE Ha IMalMeHTH C H3BECTHA CBPbX4YBCTBHTEIHOCT KbM
npyru HCIIBC.

Bb3moxHoCTTa 32 Pa3sBHUTHE Ha CBPbXUYYBCTBHTEJIHOCT 110 BpEME Ha KypCa Ha TeparnmsATa HE MOXE na Cce
H3KIIIO4YH.

Tait kato ¢ apyru nokanu HCITBC moxe J1a ce MosBU ycelllaHe 3a napeHe H 0ocobeHo
(oTtoaepmaTHT, TpsAbGBa Ja ce BHUMaBa 110 BpeMe Ha Jie4eHHeTo ¢ HuMe3ynua 3% T/T reit.
3a J1a ce Hama/lM pycKa OT ()OTOYYBCTBHUTEJIHOCT, NIALIMEHTHTE TpsA6Ba fa 6baat
IpeayIpeXx/aBaHH Jla Ce Na3aT OT IMPEKTHO U3/laraHe Ha C/IbHY€eBa CBETJIMHA U Ta3H OT
COJIapUYMH.

AKO CUMIITOMHUTE MpoABKaBAT HJIH ChCTOSHHUCTO CC BJlIOLLIABA TpﬂGBa Ja €€ NNOTbPCH ME/IHLIHHCKH
CBbBET.

To3u npoayKT ChAbpKa napaxupokcubeH3oatu. Te3n BeuecTsa MOrar Jla MPUUUHAT ajleprudatu
peakuyu (Bb3MOXKHO € J1a ca OT 3abaBeH THI).

HHMGSy.ﬂH}l reji BpEMEHHO MOXKE INMPHYHHH 2KBJITO OUBCTABAHC HA TPETHPAaHaTa KOXa, KakTO H Ha
JPCXHUTE, KOUTO €a B KOHTAKT C TPETHpaHaTa obJiacT.

4.5 BsaumojaeiicTBHE C IPYIH JICKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3aUMOJeHCTBHE

He ca u3BecTHH B3aumonencTBus Ha HUMe3yau 3% T/T reli ¢ APYry JIeKapCTBEHH POYKTH HIIH HE ¢€
OYaKBAT TAKHBA MPH JIOKATHOTO MPHIIOAKEHHE.

4.6 ®epTHaHTET, GPEMCHHOCT H KbpPMeEHE

BpeMeHHOCT U KbpMeHe
Jluncear KIMHMYHM J1aHHU OT ynoTpeGara Ha HUMe3ynuj 3% T/T ren 1o Bpeme Ha 6
CHCTEMHATa EKCIO3ULIMS /1 € NIO-HUCKA B CPABHEHHUE C Ta3H CJIe/l NIEPOPAITHO MPHJ
M3BECTHO JaJIM CHCTEMHATA €KCIO3MLMs Ha HUMe3ynua 3% T/T reJi, JOCTUrHaTa



NPHIONKEHHE, MOXKE Jia yBpen emOpuona/peryca, Humesysa 3% /t ren ne TpsGsa jia ce ynorpeossa
1pe3 ITbPBHS M BTOPUS TPUMECTBP Ha GPEMCHIOCTTA, OCBEH aKO HE ¢ KATCrOPHYHO HeobXxoMMo. Ako ce
M3I10/13B4, J103aTa TPAOGBa J1a ce NOUIbPXKa BLIMOXKHO HaK-HHCKA M TIPOBJDKUTEIHOCTTA Ha JICHCHHCTO
Jla ¢ BB3MOXHO Hal-KpaTKa.
[Tpe3 TpeTus TpUMECTBP Ha GPEMCHHOCTTA CHCTEMHOTO MPHIOKCHHNE Ha MHXMOUTOPH Ha
NPOCTATJIANAMHOBHA CUHTE3, BKIIOUHTEINO HUME3yIinL 3% 1/T res, MOXKeE fa HHJLyumpa
KapAHOILYJIMOHANIHA H PeHaIlia TOKCHUHOCT 1pu (eryca. B kpast Ha GpeMEHHOCTTa MOXeE J1a BB3HUKHE
YABJDKCHO BPEME Ha KLPBEHE KAKTO NPU MaiKaTa, Taka U 1IPH JICTETO U padK/IaHCTO MONKE /ia Obae
saBaBeno. ETo 3amo numesyiuji 3% /1 rejt € npoTUBOIIOKa3al 1pes MoC/Ie/ I TPUMECThP Ha
GpeMennoctra (3. Touka 4.3)
HsMa peseBanThi Jialiny 3a Jokaia ynorpe6a na nnmesysinss 3% /1 1eii 110 BpeMe Ha KbpMeric.
Criezioareiio, HuMesyJniL 3% /1 res ne Tpsibsa sia ce U3Io/13sa 1o BpeMe Ha OpCMCHHOCT MIIA KhpPMCHE,
OCBCH NPH Kpaiita HeoGXoHumocCT.

deprunurer
3a CUCTEMHO NPHJIArAH HUME3YJTH/L, TIPOYUBAHMS TP KMBOTHH Ca I10KA3aJIH peripo/lyKTHBHA
TOKCHYHOCT (BX. Touka 5.3)

4.7 EdexTn BbpXY crocofHoCTTa 32 modupane 1 pabora ¢ MAUIHIH

He ca nposesx/aHn npoyusaHus 3a ehekra Ha HAMCE3YJIU/L 3% T/T ren BbpXy crnocoGHOCTTa 32
wogupane 1 paboTta ¢ MallMHH.

4.8 HexeJann JICKAPCTBCHH PEAKIHH

CiieanuTe M36pOCHH HEXeslauH JICKapeTBEHH PEakund Ce OCHOBABAT Ha AOKJIA/W OT KIMHHYHH
NpoyuBaHHs, NPY OrpaHHucH GPoil NaLMCHTH, KBJICTO Ca JOKIa/ABaHH JICKH JIOKaTHH peaKLHH.
JIoKJ1a/IBAHATE YECTOTH €a KJIACM(ULIMPaHH KaKTO CJIC/BA: MHOIO HECTH (>1/10); uectu (>1/100,
<1/10), neuecru (>1/1 000, <1/100); pemku (>1/10 000, <1/1 000); muoro peaku (<1/10 000),

BKJIIOUHTETHO M30JIMPaHH CilydaH.

Hapywenus Ha Koxata 1 Yecru Cnpbesx
NOJAKOXKHATa ThKaH Epurema
(BMIKTE CBLIO TOUKa 4.4)

Cboﬁgganane na 1mo/103upanu HeXeJIanH peakKuH

Cpob1aBaHeTo Ha 0/103UpaHi HeXCIIaHH PeaKLMH CIIC/ pa3pellaBae 3a ynorpeba Ha JieKapcTBEHHs
NPOJYKT € BaxkHO. TOBa M03BOJIABA /13 IIPOJLILKH HAG/TIOICHUETO HA CHOTHOLIEHHETO 110J13a/PHCK 3a
JIEKapCTBEHHA NPOAYKT. OT MEULIMHCKHTE CTICLIMAIMCTH CE H3UCKBA /1A cboOLaBaT BCSKA MOA03HpaHa
Heske/1aHa peaKius Ype3 HaLMOHaIHA cucTeMa 3a chobuiasane: ManbiHuTenna areHims 1o
nekapersara, yi. ,,Jdamsan I'pyes” Ne 8, 1303 Codus, Test.: +359 2 8903417, ye6eaiir: www.bda.bg

4.9 Ilpeaosupanc

HUuroxcukauus ¢ HUME3YJIW/ B pe3yJiTaT Ha JIOKaJIHO MPHII0XKCHHE HA HUMC3YJIH]L 3% /T resi He MOXKE
Ja CC O4YaKBa, Thi# KATO Hal-BUCOKHTE IJIa3MEHU HUBA HA HUMC3YJIW/L B pe3yJ/iraT Ha NPHJIOXKCHHC Ha
HHMC3YIIM[L 3% T/T ren ca jiajiey 1noj Teu, OTKPHTH CJIC)1 CHCTCMHO MPHIIOKCHIHC.

5.  ®APMAKOJIOI'MYHHU CBOMCTBA

5.1 @apmakoaMuaAMHYIU CBOHCTBA




dapmakorepanertuyna rpyna: ATC kox: M02AA26.

Hecreponnnu nporusosb3nanurenu ekapersa (HCITBJI) 3a si0kaHO NpHIIOKEHHE.
Humesynun e MHXHOMTOp Ha €H3MMa LIMKJIOOKCHIeHa3a Ha MpocTarjaHIuHOBUS CHHTES.

L MKII00KCHreHa3aTa IPOM3BEX/Ia IPOCTArIaHAMHH, HIKOH OT TAX y4acTBaT B pasBUTHCTO H
TNOJUIbPXKAHETO Ha Bb3MAJICHHUETO.

5.2

®apMaKOKHHCTHYHH CBOiHCTBA

Korato HuMe3yut 3% T/T rei ce npHiiara JOKaIHO, IJIa3MEHHTE KOHLICHTpalH Ha HUMe3YJTH]I Ca MHOTO
HMCKH B CPaBHEHHE C TC3H JIOCTMIHATH CJIe/L IepOpaTHO MPHIIOKCHHC.

Criel NpwIoXeHKe Ha eHu4Ha 032 o1 200 mg HUME3YJIHL, B el (hopma, Haii-BHCOKOTO HHBO Ha
MasMeHa KOHueHTpaums ot 9,77 ng/ml e orbess3aHo cien 24 yaca. He ca ycTaHOBEHH CJie[i OT OCHOBHHA

MeTaboHT 4-XMIPOKCH-

HUME3YHL. B paBHOBECHO CHCTOSHHE (neH 8) UKBT Ha TUIA3MEHaTa KOHLEHTpALKA

e 6w no-ucok (37,25 + 13,25 ng/ml), Ho no4tv 100 TBTH MO-HHCHK OT TO3H, H3MEPEH CJIE/l
MHOTOKPATHO MEePOPATHO MPUIIOKCHHE.

5.3 IlpeqxkaMHHYHH JaHHH 32 Ge3011aCHOCT

JlokanHaTa MOHOCUMOCT U MOTEHLHAT HA JIpa3HEHE H 4YBCTBHUTEJIHOCT Ha HUME3YJIHI 3% t/Trenca

TECTBAHH NPH HAKOJIKO MPU3HATH XKHBOTHHCKH BHIL
HuMe3ynua 3% T/T re e ¢ 106pa NOHOCHMOCT.

OBC. Pe3yﬂTaTHTe OT TE€31 U3CIIeABaHHS MOKa3BaT, ye

ﬂpeumnﬂuqume JJaHHHM 32 CUCTEMHO NpuaraH HUME3YJIHI HE noxkasBar ocobeH pHCK 32 XOpa Ha
6a3ara Ha KOHBEHLIMOHAJIHMTE (bapmaxonoruqnn Nnpoy4BaHuA 33 6€30MacHOCT, TOKCHYHOCT CJIER
MHOIOKpaTHO Mpujarase, reHOTOKCHYHOCT H KapLIMHOI€HECH MNOoTEeHLHal.

an u3cieBaHus 3a TOKCHYHOC

T IPH MHOTOKpaTHO npuiaraHe, HUME3YJIMA M0Ka3Ba

racTpOMHTECTHHA/IHA , ObOpeyHa 1 yepHoapo6Ha TokcuaHOCT [Tpy M3cse/iBaHMs 32 perpOLYKTHBHA
TOKCHYHOCT ca HabmoaBaHi eMOPHOTOKCHYHH M TEPATOreHHH edpexTH (ckeneTHH MapopMaLKH,
JMIATALMA Ha LepeGPATHATE BEHTPUKYJIM) NIPH 3aHIM, HO HE U NPH [IbXOBE, HA J103H € HETOKCHYHO 33
maiikara uuBo. [Tpu ruibxoBe € Ha6Ili0/1aBaHa NOBULICHA CMBPTHOCT Ha NOTOMCTBOTO B paHHHA
[OCTHATAJIEH NIEPHO/] M HUME3YJIH/L € NMOKa3ajl HeXKe/IaHH eheKTH BbpXY IUT0/I0BHTOCTTA.

6.1

6.2

6.3

®APMAIEBTUYHH TAHHU

CuHchbK HA IIOMOILHHTE BEIICCTBA
[IpeuncTeHa Boja

JIMEeTHIIEHTTIHKOJIOB MOHOCTHJIETED
MakporoJrMLuepyIH KanpuioKanpar
Kap6omepu

JuHaTpues ejierat

TpueraHosaMHH
Merunnapaxuapokcubensoar (E218)
INponunnapaxuapokcubensoar (E216)

HechbBMeECTHMOCTH
Henpunoxumo.
Cpok na roanocr

4 roauHHU




6.4

6.5

6.6

10.

CpoOK Ha TOIHOCT CJIe/l TbPBO OTBapsiHe Ha TybaTa: 14 aHK
CrnenHaany ycJoBHsI HA CbXpaHCHHE
Jla He ce cbXpaHsaBa IpH TemIiepaTypa Hajl 30°C.

Buja u cpaAbpxKanHue Ha ollaKOBKaTa

50g u 100g arymun1esn TyOH 00/1MLIOBAHH C JIAK, u3paboTEH OT eroKCHpeHoHa ¢
YILTBTHEHHE, 3aTBOPEHH C IIOJIMIPONIIEHOBA Karatkd.

He BCHUKM OIAKOBKM MOraT Aa O6bJar nycHaTH B npoaaxo6a.

Crenua/HH npeanasiy MEPKH NPH H3XBBPJIHE H pabora

Heu3non3BaHUAT JICKAPCTBEH poAaAyKT WK OTIIaAb4HHTE marepHalli OT HEro TpﬂGBa Aace

W3XBBPIIAT B CHOTBETCTBHC C MECTHHTE H3HCKBAHHA.
VismuBaiiTe phlieTe ciej ynorpeba.

IIPUTEXATEJI HA PASPELI EHMETO 3A YIIOTPEBA

Anmpxenuau @apma bbarapus EOOA

yi. "Hukona Tecna" Ne 3,
6. Buznec Lientsp BCP Codus 1, eT. 4, opuc 401,

Codus 1574, bbrnrapus
Ten: +3592975 1395

HOMEP HA PASPEINEHHETO 3A YIIOTPEBA

Per. No 20160155

JIATA HA ITBPBO PA3PEIIIABAHE/INIOAHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha NbpPBO pa3pelUaBaHe: 12.05.2016
Jlata Ha MOCJIE/IHO I10/IHOBABAHC:

JIATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2024

MoJia € JIaTEKC H
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