KPATKA XAPAKTEPHCTHKA HA IIPOIYKTA

1. HME HA JEKAPCTBEHHA ITIPOAYKT

MHIOMETALMH JC 10 % ma3

INDOMETACIN DS 10 % ointment

2, KAYECTBEH H KOJIMYECTBEH ChCTAB

1 g Ma3 chabpika akTHBHO BemecTso 100,0 mg MHnomeTanuH (Indometacin.).

[TOMOILHH BEILECTBA C H3BECTHO JASHCTBHE: NUMETIICYIDOKCUA H Ap.
3a ITEIHHAS CITUCHK HA ITOMOIIHHTE BELLECTBA, BH)KTE Todka 6.1,
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4.1. TepaneBTHIHH NOKA3ZAHHA

JIokanHO CHMITTOMAaTHU4HO JISYSHHE Ha:

- CTaBeH CHHIAPOM (PEBMATOHLECH apTPHUT, OCTEOAPTPHT, AHKHJIOZHPAIll CIIOHAMINT, nojarpa);
- TPABMATHYHO BE3MAJIEHHE HA MEKHTE ThKAHH K OMOPHO-ABHIaTe/IHIA aNlapar,

- PEBMATH3BM;

- nudy3HH 3a00N9BaHUS Ha CHEAHHHUTEIHATA ThKAH;

- HEBPAJITHH;

- MAAJITHM.

4.2. Jlo3EpOBKA H HAYHH HA NMPHJI0KEHHE

Ho3upoBka

Buspacmau u onowu #ad 14 200unu — HaHacq ce 3-4 MbTH JHEBHO HA OONIHUTE CTABH HIM Ha YYaCTBK OT
TAJIOTO, BTPHBa ce B Koxkara. OO10TO KOJIHYECTBO Ma3 32 BE3PAaCTHH JHCBHO HC Tpsa6Ba Aa npepHinaBa 15
cm, H3THCKAHYU OT Ty6aTa, 3a IOHOHIW TO-TOJNEeMH OT 14 roHHH — 7,5 cm.

Ieya nod 14 200unu - ONUTHT TPH AL TIOA 14 roAMHH € OTpaHHYeH, [I0paJH KOETO HE CC Mpenopbyba
ynorpedara Ha NPOXYKTA.

Hayuenmu ¢ cmapuecka gb3pacm — U3MOJ38a ¢e B 00uMalHaTa J03MpOBKa.

HayuH Ha OpUnokeHHE: BhPXY KOXKATa.

[TpOOBJDKHTEHOCTTA HA JICYCHHUETO
[MpoasDKUTEIHOCTTAa HA TIPHIOKEHHE He TpAORa Na HaJBHINABA 10 pHH.

4.3. IIporHBONOKA3IAHHA

He Tpabea aa ce npuiara.

- TIPH CBPBXYYBCTBHTEITHOCT KBM WHIOMETALUH, KbM aLICTHICATALMIOBA KHCE
IIPOTHBOBB3NAMTENCH JICKAPCTBEH IMPOMYKT, HIH KbM HAKO¢ OT IOMOUIH
H30poeHn B T. 6.1.;

- IPH HAPYIICHHS Ha IUIOCTTA HA KOXKHATA MOBBbPXHOCT HA MACTOTO peaBUIEHO



- ipH aena nmoA 14-ropyiiHa Bb3pact.
4.4. CnenHAHEA TIpeaynpexAeHus 4 Npeina3uH MEepKH HpH ynoTpeda

ITpoas/UKMTEIHATA yroTpe6a Ha TNPOAYKTH 33 JIOKAIHO pAIOKeHHe MOXe Ja  JoBeae Ao
cBppxuyBcrBHTENHOCT! [la HE ce mpuiara MpH HApYLICHUS Ha LSUIOCTTA Ha KOXHATA nosbpxHocT. Ha ce
BHMMABA /14 HE TONAAHE BBPXY JIMraBHuUH U ouuTe. [la He ce H3MOA3BA B OKJTy3HBHU [PEBPE3KU.

[Ipy TIpAIOKEHUE HA WHAOMETALWMH IIPH MALKCHTH, cTpajally OT acTMa, CeHHA XpeMa, Ha3ajlHu TIOJIHITH,
XpOHWYHH (OOCTPYKTHUBHH) GenoapobHu 3abonaBaHHs MITH XPOHHYHH uHteKIMH Ha PECIHPATOPHUA TPAKT
(0coBeHO CBBP3aHH ChC CHMIITOMY, rogobH Ha CEHHA XpeMa) H MpH MalHeHTH, CBPBXYYBCTBHTEIHH KBM
NpOAYKTH OT rpynara Ha HCIIBII chiilecTBYBa NO-BHCOK PHUCK OT BB3HHKBAHE HA ACTMATHYHH TIPHCTBITH
(T.Hap. HENOHOCUMOCT KbM AP THIW/ aHANTeTAYHA aCTMa), OTKOJIKOTO MpH APYTH TalHCHTH. [Ipu Te3n
MALMCHTH MHIOMETALMH MOX€e Aa ¢e mpuiara camo IpH Cra3BaHE HAa OMpeleIcHHd MpeAnasHd MEPKH A
[HPEKTHO TIPOCICIBAHE OT JIEKap. CHIIOTO CE OTHACA U 32 MAIHCHTH, Pa3BUBALIH alCpriini peakLyy U KBM
IPYTH BEUISCTBA, KATO HAMP. KOXHH PCaKIHHy, chpOek WIH yPTHKAPHAL.

[TpH NpOAB/DKMTENHOCT Ha Kypca Ha EHCHHUS NOBEHE OT 10 nuu e HeoOXOoMUMO J1a Ce MpOoC/eAsBa KpbBHaTa
kapTHHA (Opoil ICBKONMTH H TPOMOOLUTH).

MHIOMETAIIMH JC 10 % Ma3 chABpKA aumeTicyIPOKCHA KATO MOMOIIHO BEIISCTBO, KOHTO MOXE Ja
MpeAnu3BHKA JPa3sHEILo NCHCTBHE BHPXY KOXKATA.

4.5. BiamMoneiicTBHE C APYIH JeKAPCTBEeHH NPOAYKTH H IPYTH dopmu HA B3aHMOJEHCTBHE

{py BEHINHO MpPHJIOXKEHHE HA HHAOMETAlHH, IOpajd MHHHMaTHa pe3opOlms B3aHMOACHCTBUA C APYIH
JIeKapCTBEHH IPOJYKTH €a MaJIKO BCPOATHH.

Bwnpekn TOBa €IHOBpEMEHHATA yrnoTpeba Ha oBeYe OT €XHH ACKAPCTBEH [POMYKT ot rpymara Ha HCIIBC,
pxmrounTenHo cenektusHE COX-2 nHxuOHTOpH, TpAOBa a Cce H304TBA.

EfHOBPEMEHHOTO MPHUNAOKEHHE Ha WHIOMETALHH C AeTIICANHIIOBA KHCETNHA WIH KOPTHKOCTCPOHIH
NOBMIIABA PHCKA OT TaCTPOUHTECTHUHAIHH YCJIOXKHEHHA, Makap He IpH JIOKAJTHO TPHIIOKEHHE noaoonu
B3aHMOACHCTBHA €A MAJIKO BePOATHH.

HecTepOHAHHTE NPOTHBOBB3MANMTE NN NPOAYKTH MOraT Aa BIAMMONEHCTBAT C MPOAYKTH, NOHWKABAUIH
KPBBHOTO HaJlsirane, KaTo HaMansaBaT neficTBHETO WM, Makap 4Ye BB3IMOXKHOCTTAa TOBA Ad CC CIy4d TIpH
MIOKATHO [IPUIIO)KEHHE € H3KIIIOYHTETHO MaJIKa,

4.6. PepTHAHTET, OPEMEHHOCT H KHPMEHE

bpeMEeHHOCT
He ce mpenopbsyBa ynorpebara Ha NpoOAyKTa OT GpeMeHHH OCBEH B CITy4aHTe, KOTaTO NoJI3aTa npepHIlaBa
PHCKA 3a [U10Ja H CaMO IO/1 JIEKapCKH KOHTPOII-

KspMeHe
[To BpeMe Ha NEpHOAA HAa KbPMCHE MPpUJIOKEHHETO Ha rpernapara © BE3MOKHO CaMO MOJ JIEKAPCKU KOHTPOJI

M caMo B TO3H C/Iydaii, aKO OYAKBaHATA MOJ3a 33 MaHKaTa NpeBHILaBa pHCKA OT PA3BUTHE HA BH3MOXKHM
He)XeJJaHH peaklivH B TUIOJA.

4.7. Edexra BLPXY CHOCOOHOCTTA 32 modupane 1 padora ¢ MAINHHA

UHJIOMETAIIWH JC 10 % ma3 He mosiusABa criocoBHOCTTa 3a modupaHe B paboTa ¢ MalIUHH.

4.8. Hesxe TaHH JICKAPCTBEHH PEAKIHH

HeokeTaHUTE IEKAPCTBEHH PEaKIMH ¢a KacH(HIMpaHy 10 MeCToTa H No CHCTEMA O -
Yecrorata no MedDRA oTroBaps Ha: MHOro uectd (= 1/10), yects (> 1/100 u < gt Jz 41158 0 w

Za? 1— . U

< 1/100), peaxu (= 1/10 000 u < 1/1 000) n MHOro penxu (< 1/10 000), BKIFOUMTETHECRHITHI CBOOIIG 1151
é ':;: ~'tﬁ:}:’"l.‘::;¢'r?‘ " *ﬁ - ."r i f .-’;

[Ipy mpunarase BbpXy KOXKaTa MOHAKOra INpH NPeIpasnoNoKEeHH TNAMCHTH MOTZT J1a7ee” HaOJIKOAABAT

CIIEAHUTE HEKENAHH PEaKLHu: N A T et L
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PecriMpaTopHH, TPBAHU ¥ MEIHACTHHANHH HADYIICHHWS: MHOTO PEAKH — aCTMA.

Hapvirenus Ha KOXXaTa W MOAKOXKHATA THKaH: PEAKH — aNCprutiii pCaKiiyH, chpOeK M 3a4CpBABAHC HA
KOKaTa, OOpHB HAa MACTOTO Ha MPHJIOKeHHE, CYX0Ta Ha KoxXaTa, MapeHeS.

ITpu TPOABDKUTENHO TIPWIAraHe BbPXY FOJeMH KOXKHHM MOBBPXHOCTH MOTaT Nia CC NOMydarT pe3opOTHBHH
HEXKEJIaHH PeaKkL|H, HApHMEp CTOMALIHO-YPEBHH HApyIICHHA (6esaneTUTHE, raicHe, NOBPBINAHE, JHapHUi,
60nKa, KPBBOMIIMBH H pa3sa3BABAHMI ).

BepodTHOCTTa OT MOSBA HA CHCTEMHHM HEXCJaHH JICKapCTBEHH pCaKlHH [pH npWiaraHe Ha HHAOMETalMH
BHPXY KOXKATa € MAIKA B CPABHEHHE C YeCTOTaTa Ha HEXKEMAHUTE PEakilnH pH NEPOPATHO NPHIIOKEHHE.

Cpobiasade Ha MOJO3UPAHH HEXKETAHH PAKIIHMH
CooOIIaBaHeTo Ha MOJO3WPAHH HEXKEJIAaHW peaKIHH CJie/l paspeilaBaHEC 3a yrnotrpeba Ha JeKapCTBCHHA

NpOAYKT € BakHO. ToBa MO3BOMABA [a MPOABLIKH HAOJHOACHHETO HA CROTHOIICHHETO [IOJI3a/pUCK 34
IEKAPCTBEHHA TPoAyKT. OT MEAMIMHCKHTE CNELHAIWCTH Ce U3HCKBA [l ChOOLIABAT BCAKA [10J03HpAHA
HeXeNaHa peakLids upe3 HAHOHATHA CHCTEMA 32 ChOOIIABAHE B!

HMsmrsnHWTENHA areHu A 1o JIeKapeTeaTa

yn.”lamsas I'pyes” Ne 8

1303 Codus

Ten.:+35928903417

yeGeaiiT: www.bda.bg

4.9. Ilpenozmpane

Hsma OnacHOCT OT NMpeAo3upaHe, Thid KaTO NPOAYKTET CE IIpHiara BbpXy KOMKATA.

[Ipu cnayyaiiHO NOrNbLIAHE HA TOJNIEMH KOJIMYECTBA € HeoOXOAMMO TMPOMHMBaHE Ha YCTHAaTa KyxXHHa H
cTOMAaxa, MpH Hy’Kaa CUMITTOMAaTHYHO neycHue. Hama cnelu¢HIeH aHTHIOT.

[Mpu ciyvaiiHO TIONafaHe B OYHTEe, BBPXY JIMFaBHIM WM OTKPUTH PaHH € HeobxoauMoO OOHIHO NPOMHBAHE
Ha 3aCeCHATHA YYacTBK ¢ JIECTHIHpaHa BoJa WiH (GH3MONOTHYEH PasTBOp AC HaMallABaHe H H34Ye3BaHE Ha
OTUTaKBAHUATA.

5. @®APMAKOJOI'MTYHH CBOHUCTBA

5.1. PapMakoJHHaAMHYHH CBOHCTBA

dapmakoTepaneBTHuHa rpyna: IIpOTHBOBL3NAIMTICIHM M aAHTHPEBMATUYHH JICKAPCTBCHH MPOAYKTH —

HeCTEPOMAHH, MPOH3BOIHH HA HHIOJIOETHATA KMCEIHNHA, 34 JIOKAIHO NIPWIOKEHHE.
ATC xon: MO2AA23.

MexaHH3bM Ha IEUCTBHE
UHAOMETALIUH J1C 10 % Ma3 ¢e OTHacs KbM rpynara Ha HCCTCPOMAHHTE NPOTUHBOBB3NTATHTEIHH
JIEKAPCTBEHH MPOAYKTH 3a BHHUIHO TPHJIOKEHHE,

DapMakoIHHAMHYHH €QEeKTH

Oka3Ba [POTHBOBB3NAIMTENHO H 00e30onapallo AECHCTBHE MOPaaAH uaxubHpaHe CHHTE3a Ha
npocrarnanauaure. [loaTHcka TpoMOOLMTHATA arpeTalus.

[Tomara 3a obJiekyapaHe Ha 6oJikaTa, ocobeHo cTaBHW OOJKH B MOKOH H MpH JABHXEHHE, HaMAlABAHC Ha
CyTpellHATA CKOBAaHOCT W MNOAyBaHE HA CTaBHTE, YBEC/IMYABaHC Ha obxBaTa Ha JIBIDKCHHE.
[IpoTHRORBINATHTENHUAT eieKT Ce NPOABABA B KPadA Ha ITEPBaTa CEAMHLA Ha JICHCHHUL.

5.2. (PapMaKkoKHHETHYHH CBOHCTBA

Abcopbuud
HuaoMeTanus uma A00pa pe3opbums Ipe3 KoXkKara, KOeTO OCHIypsiBa TEparncBTH
HMBA, KATO ¢ CH3aBar TEPaneBTUYHHA KOHUCHTPALMH B TIOUISXALIUTE ThKaHH H CH

PasnpencncHue




Pasnpenens ce BbB BCUUKH TBKAHH H OpraHH. [IpemMuHaBa IUTALCHTAPHATA H xemaro-cHiedannara bapHepa.
IIpes cuHoBHANHATA MeMOpaHA NPOHHKBA B CTABATA, KATO KOHIIEHTPALMATa My B CHHOBHANHATA TCHHOCT
nopumasa. CBbP3Ba ce C IIa3sMEHUTe aTOYMUHH 10 98 %.

buoTpasc@opManus
MeTaGonH3Hpa c& OCHOBHO B YSPHHA Ap00 Ype3 OKUCICHHE H KOHIOTAlHA.

EnMUMHHHPAHE
BpemeTo Ha MOTYXMBOT Bapupa oT 2,6 10 11,2 waca wim cpenHo 5,8 uaca. EnumunMpa ce 1pe3 ypHHata 2o

60-70 %, 10-20 % ot KOHTO B HETIPOMEHEH BHI, a OCTaHAIOTO kosM4ecTBO upe3 peueca. EKCkpeTHpa ce H C
MaBYHMHOTO MJIMIKO, MAaKap H B HE3HAYHTEIHH KOTUYCCTRA.

5.3. Ilpenk1HHHYIHH AAHHH 32 0e30NMACHOCT

KaHueporeHHOCT - TP JBITOCPOMHO W3CHCABAHE MpH TUIBXORE W MMUIIKH, [pUeMailid MepopaHO
MHIOMETAIMH B 1033 oT 1,5 mg/kg AHeBHO, He Ca yCTaHOBSHHU AAHHH 34 KaHIIepOTreHHOCT.

Ilpu 81-ceqMHU4HO H3CIIE/BAHE NPH IUIBXOBS, NPUEMALH IepOpPATHO WHAOMETAUHMH B 1032 OT 1 mg/kg
JTHEBHO, He ca HabrofaBaHi HHKAKBH 3/I0KA4CCTBCHH oOpasypaHHs1.

MyTaresHocT - NpH H3NMTBAHG 33 MYTAreHHOCT, MPOBEACHO IIPH MHIDKM in vitro ¥ in vivo, HE €
YCTAHOBEHO MYTAr€HHO JCHCTBHE.

BpevennocT/pepTHAATET - NP H3CIEABAHE HA JBC TIOKOACHHA [UTBXOBE, MpMEeMAallH TICPOpaHO
HEIOMeTaluH B Ao3a ot 0,5 mg/kg JHEBHO, HC € YCTAHOBEHO H3IMCHCHHS HA depTHIHTETA.

[TspBH TPHMECTHP HA GPEMEHHOCTTA: HHAOMETALWH TIPOHHKBA MPE3 pranenraTa. MacnenBaHus, IIpoBEACHH
MpY TUTHXOBE H MUILIKH, €& YCTAHOBIIIH, Y¢ HHIOMCTALMH, NPHEMAH nepopaiHo B 03a oT 4 mg/kg THEBHO,
3a6aBA pacTexa Ha emOpvona. Jlpyrd M3CNeABaHMs, NPOBEIICHH T1pH MMILLIKY, PHEMAIIH I10-BUCOKH J03H
(or 5 mo 15 mg/kg AHeBHO), ca YCTAHOBMIH, He HHAOMCTANMH BOJAM A0 OTPaBsHE Ha OpraHH3Ma Ha
JKCHCKATA ¥ NPEAM3BUKBAT HeliHaTa CMBPT, YBEIHYHBAHKY 6pos Ha MandopMaLMHTE Ha MJ0/A. Jo3u mo-
Hucku oT 4 mg/Kg AHEBHO HE NPEAH3BHKBAT HUKAKBY HEXC/IAHH PEakiifi.

TlocneneH TPUMECTLP Ha OpPEeMEHHOCTTa: HW3CNENBaHNs, MPOBEACHHA HPH [UTBXOBE W MHIIKH, TIpHEMAIIH B
MOCHEHHMTE TPY AHH Ha OpeMEHHOCTTa MHAOMETAUMH MepopalHO B J034 or 4 mg/kg AHEBHO, Ca
YCTAHOBMJIM YBEIMUABAHE PA3POCTPAHEHMETO HAa HEBPOHHM HEKPO3H B nueHuedanoHa Karo ¢a HacThIWIH
HSIKOJIKO CMBPTHH CJTyuas Ha XKCHCKH H eMOPHOHH.

MHIOMETALMH CHILO TAKA YARDKABA TIEPHOIA MPEJH HAYANIOTO HA POIMITHHS TIPOLEC TP TUTBXOBE, HO HE H
TpU 3aHLH.

KupMene, felia H NANHEHTH B CTapYecka Bb3pacT (>65 r.): He ca mpoBexaHH H3CIIEABAHHA TIpH TESH
[pyIIH M HiMa HAJIWYHA JaHHM 3a 0e30MacHOCT H edpexTHBHOCT Ha mnpoiykra. Hama CBINO Taka H
perrcTpUpaHH CTydaH Ha OIUTAKBAHKA OT NAUMEHTH B Ta3H Irpyla, M3MO/I3BAIH HHAOMETALHH.

6. ©APMAIEBTHYHH JAHHUA

6.1. CnuchLK HA IOMOIHHATE BENIECTBA

JTHMeTIICYN(POKCH
JlanonuH
JKEIIT ITrieJIeH BOCHK

Bazenun

CHIMIIHEB JIUOKCHI, KONOMIEH Oe3BoaeH
JlasasmynOBO MAacio.

6.2. HecnrBMECTHMOCTH

He ca H3BECTHH.

6.3. Cpok Ha ToAHOCT

2 TOJIAHH.
Cpox Ha roAHOCT CJIeA OTBApPAHE HA ONIAKOBKATA: 1 mecerl.
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6.4. CunenualHd yCJ10BHS HA CHXPAHCHHE

[Tpu TeMmepaTypa nox 25°C.
Cnex OTBApSHE Ha OTNIAKOBKATA /12 CC ChXPaHsiBa Ha CyXO ¥ 3alUHTCHO OT CBETIMHA MICTO,
Tla ce chXpaHaBa Ha MACTO, HEOCTHIIHO 32 nena!

6.5.Bua B chaABLPKAHAE HA OAKOBKATA

Anymunuesa Ty6a mo 40 g ¢ mMemOpaHa H YIUIBTHABAI MPBCTCH v PE xamadka Ha BHHT, NOCTaBCHA B
WHIMBHAYATHA KAPTOHEHA KYTHA.

6.6, CuenHAJHH NpeaNa3dH MEPKH NPH H3XBHNIAHEC W paGora

HsMa cnetanHi H3HCKBaHHA.
Henznon3sBaHUAT MPOIYKT WIH OTHAABYHUTE MATCpUHaAIH OT HEro TpﬂﬁBa na ce U3XBEPJIAT B CbOTBETCTBHE C
MECTHUTE H3MCKBAHHUA.

7. IMPHTEXXATEJ HA PASPEINIEHHUETO 3A YHOTPEBA
JAHCOH-BI" OO/,

yi1. Oren Taucuit Ne 26, 2400 rp. Pagpomup, benrapus

Ten.: 02 451 93 00, e-mail: office@danhson.com

8. HOMEP(A) HA PABPEIIEHMETO 3A YIIOTPEBA

Perucrpaumoned Ne 20190156

9, JATA HA 0ObBPBO PA3ZPENIABAHE/IIOAHOBSIBAHE HA PASPEHIEHUETO 3A
YHOTPEBA

Jlata Ha WHpBO paspeiuasane: 21.06.2019
Jlata Ha NOCIEIHO MOJIHOBABAHE!

10. JATA HA AKTYAJTM3UPAHE HA TEKCTA

¢enpyapu, 2024 r.




