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KPATKA XAPAKTEPUCTHKA HA IPOOYKTA
INDOMETACIN

1. THPT'OBCKO MME HA JEKAPCTBEHH IIPOAYKT
INDOMETACIN

2. KOJUYECTBEH 1 KAYECTBEH ChCTAB
JlexapcTBEHO BEIIECTBO B €HA CTOMAMIHO-ycToiumBa Tabnerka: Indometacin 25
mg

3. JEKAPCTBEHA ®OPMA
Tabner«ku CTOMAIIHO-YCTOHINBH

4. KJINMHAYHWN NTAHHW
4.1. OKASAHWT A
Indometacin ce mpunara B KOMIUIEKCHOTO JICUEHHE MIIH KATO CAMOCTOATEITHO

CPEACTBO HpPH:
e OcrpH U XpOHHYHH BE3NANMTENHH CTABHM 3a00NgBaHKd - PEBMATOUXEH
MIONHUAPTPAT, ABKANIO3UPAIT, CIIOHIUINT, IICOPHATHYEH 1 [IONarpo3eH apTPUTH;
PeBMaTH3EM Ha MEKHTE THKAHH - GYPCHT, TEHIHHUT, IEPHAPTPUT, GUOPO3HT;
JerenepaTyeHE cTaBHM 3200/9BaHIA — AKTHBUPAHU apTPO3H;

Huckonatii, HEBPHTH, IICKCHTH, PaJUKyIHTH;

TpaBmaTonorHIHy 3a00NIBAHAA — KOHTY3HH, TyKCALUH, HHCTOP3HH.

4.2. JOSUPOBKA 1 HAYWH HA YHOTPEBA
Brapactan

Pesntamouden apmpum, GHKULOZUDALY CROHOUTUM, OCIMEOGPMPUIR NPU CPEOHO U
VMEPEHO MEeNCKO NPOMUYAHE

[Tpenoprurana HavanHa gHeBHA o3| - 25-50 mg Ilpm nolGpa MOHOCHMOCT
JHEBHATA J03a ce HoBumasa ¢ 25-50 mg XHEBHO X0 IOCTHTaHe Ha A00bLp
TepanepTHUIeH edexT. MakcuManHa JHeBHA no3a - 150-200 mg

Ipu neuyenuero ¢ Indometacin e HeoOXOAMMO HHIMBUAY AJIH3NpaHe Ha THEBHATA
J03a TP TOYHO OTYHUTAHE HA IOHOCHMOCTTA M €hEKTMBHOCITA HAa IPOAYKTA.
JlaeBHATA 034 Ce Pasiipezens B Asa MM TpH npreMa. [IpH mal@aeHTH PH KOUTO
HaJHEE NEPCHCTHPAILA HOIHA OOJIKa U/HIIH CYTpeniHa CKOBAHOCT Ce NPENophIBa
ToCAeAHMA MPHEM BHB BPEMETO Ipenu chH Aa ObIe ¢ Io-BHcoKa 103a, Hamp. 100
mg mpu jguesHa noza 150 mg. Cnen mpemmuaBane Ha ocrpara ¢asa Ha
3200J9BaHETO, JHEBHATA J03a CE HaMaJiBa IIOCTEICHHO KO JICYCHHE ¢ BH3MOXKHO
MHHAMAanHa e()eKTHBHA JHEBHA J034.

IpoABIDKUTENHOCTTA Ha JISUeHHeTo € He nopede oT 10-15 auu.
Ocmvp Bypcum, MEeHOUHUM U NEPUAPHIPUM

IHesHa no3a - 75-100 mg B Tpyu MM YETHPH JpHEMA.




JleuenueTo ce IpeKpaTABa IIPH CUT'YPHH KIMHWYHY IPH3HALME 3a OBNAJABaHE Ha
BB3naneHueTo. He ce mpenmoprupa NpOIBIDKUTEIHOCTTA HA JISUSHUETO Aa Obhie
Ho-rofgMa or 7-14 mum.

Ocnrvp nodazposzen apmpum .

3a xynupane Ha ocTpata 0onKa ce HpernophuBa eXHOKparHa mosa oT 50 mg. B
CleBaluTe HpHeMH OOHMKHOBEHO € JOCTATHYHO TIPUJIAraHeTo Ha [IO-HHCKH H03H
IO THIHOTO OBjiajasaHe Ha Ooskara. J[eQWHHTHBHO IOBIMABAHE HA OCTpaTa
OoJxa ce moctura 3a 2 mo 4 waca clel IpHeMa Ha IpenapaTa. bonesHeHoCTTa
3aYepBABAHETO IIEPCHUCTHPAT OOMKHOBEHO 24-36 4., a 0TOYHOCTTA H39E3Ba MEXKILY
3 ¥ 5 meH ciel IpeyCTaHORSBAHE Ha JISYCHHETO.

Ilpenopvusa ce npodykmvm Oda ce npuema ¢ Xxpaud, 3a 0a ce nodobpu
FIOHOCUMOCHIMA MY.

Hena

He ce npenoprura npmwioxkenero na Indometacin npu aena mox 14 ropumsaa
Bb3pact. IIpu Jena Haj Tazu BB3pacTOBAa FpaHMIIA C€ NpUNAra JFHEBHU JO3H OT
nopsaaeka Ha 2 mg/kg T.M. B TpH MIK YCTHPH OTHACNHH NpHema. MakcuMaiHaTa
mHeBHa 71033 € 4 mg/kg T.M. Ilpu mosBa Ha HEXeNaHM JIEKAPCTBEHH PEAKUHH
IPHEMBT Ha MPOXYKTa ce NpeycTaHoBgBa. B XoJa Ha JIEUEHHMETO ¢ HeoOXOoIuMo
4eCTO KOHTPOIHpaHe Ha YepHOApoOHaTa (DyHKIHA.

4.3. IPOTHBOIIOKA3SAHNMA

* CpppxuyyBcTBHTEIHOCT KbM Indometacin i HIKoe OT MOMOIHUTE BEINECTRA
Ha NPOJYKTA;

e OcTpu ACTMATHYHH NPHCTBIH, YPTHKAPUS WIM PHHAT, NPEIU3BUKAHH OT
TIprieM Ha ACHHPHH MM APYTH HECTSPONAHH MPOTHBOBB3MANNATETHN CPEACTRA;

® AKTHBH2 sf3BeHa OONECT, pO3MBEH TACTPHT, YJLIEPO3EH KOJMT,

o Texxu 0s0peann 1 YepHOAPOOHH 3a00NABaAHIS;

* DbpemenHOCT;

e Jlena nox 14 roguimHa BE3pacT.

44. CIHENHAAJHHA [ITPOTUBOHNOKAZAHMA W CHEIOHAJHH
NPEAYHPEXIAEHWA 3A YIIOTPEBA

Indometacin ce mnDpunara ¢ BHUMaHHE IPH CIPOrc KOHTPOIMpaHe Ha
YepHOAPOOHHTE TIOKA3aTeNH Py Jeua Hax 14 ronusy ¥ BE3pacTHH OONHA.

IIpn Bcexn OoneH © HeOOXOOHMM WHAMBHIYJICH JO30B PEXUM IIPH BBH3MOMKHH
HHCKH OHEBHH J03H, KOHTO BOFAT JO EJIAaHHA TepaleBTHYeH edekT O0e3 pUCK OT
IIOSIBA He HEXKEJIAHNIIEKaPCTBEHN DEAKITUH.

C ocobeno BuuMmanpe ce npuiara npd OonHH ¢ aHaMHe3a 3a TacTpo-
HHTSCTHHAIHHA 3a00)BaHMs KaTo B X042 Ha JICYEHHETO ce KOHTPOJIHpA N0ogBa Ha
CTOMAIIHa, kopeMia OoJIKa ¥ OKYJITHH KpEBoH3MnBH. [IoBHIIEH DHCK CBINE




acOMpHH H® JApYTW CandIuiaTH. Peaknuure MOrar ja HacTHOsar u  Oe3
IIPOJAPOMAIHY CUMIITOMY.

Indometacin ce npunara ¢ sBaumanue Ipu OonHU ¢ OBOpedHH 3abonaBaHMA
Iopaid BBE3MOXKHO OBOpEUHO YBpEXKZAHE M Ppa3sBUTHE Ha WHTEpCTHIIMAJCH
Hedput, Ov0peuna manunapHa Hekposa B HegposeH cuHApoM. Juna ¢ maHeM 32
HapylicHHug B OnOpeunara dyHxuua tpgdBa Ja OBAAT NEKyBaHU ¢ peaylUpaHH
JIO3M ¥ 33 BB3MOXKHO KPaThHK IIEPHOM, TIPH CHCTEMEH KOHTPOJ Ha CTOHHOCTHTE Ha
KpEeaTUHUH, ypes, eNeKTPOIUTH.

IMopuimeH pHCK © Hajmule ¥ UpH HAIMEHTH CHC 3aXapeH AuabeT, 3acToiiHa
CEpAEYHA HEAOCTATHIHOCT, CeNTHIEeMHS. 1IpHnara ce BHUMATEIHO IIpH OOIHHTE C
JIETIPECH, SITANEIICHS, IICHXHYHY HAPYIICHHS, IIapKIHCOHI3BM ThH KaTo MOXe Ja
HOBEJE [O BIOIIAaBaHE HA OCHOBHOTO 3a00/IIBaHE.

Indometacin Moxe Ja AoBene A0 PeTEHUHS Ha TEYHOCTH M IO TO3M HAYHH Ja
BAOIIH CBCTOSHHETO TMpH OONHH CBC CHPASUHO-CHAOBU  3abongBaHmud,
XUIIEPTOHHS, A IIOTHCHE arperanusara Ha TpoMOOLKTHTE, Ja YABIDKH BPEMETO Ha
KBPBEHE M Ja JOBeJe JO0 pasBUTHE Ha HeXCJAaHH PpeaKkuud OpH OOJHH C
HapyINeHHs B KOaryJIallMaTa ¥ XeMoCcTa3aTa.

ITpu 6omuu ¢ yepHOMPOOHH 3a00NIBaHNA € HEOOXOAUM IEepHOANYEH KOHTPOI Ha
croiiHocTuTe Ha YepHOmpobHuTe eH3uMH (ALAT) B xoma Ha nedenuero. Cpenro
upu 15% ot nexypanute ¢ Indometacin croliHocTHTE HA JePHOLPOOHITE SHIUMHU
ce TIOBHINABAT, Kar0 B HSKOM CJIydaH TOBA C€ CHIIBTCTBA H OT KIMHHYHHU
CUMIITOMH 34 4YepHOAPOOHHM HAPYIIEHHS MM HaCTBIMWIH YBPEXTaHWs Ha
TAPEHXHUMA,

Jleuennero ¢ Indometacin MoXKe A2 KOMIIpOMETHpa KOHTPAHEIITHBEMA €QEKT Ha
BHTPEMATOYHHTE IICCAPH.

Yrorpebara na Indometacin, momobmo Ha ApyrH HO3HATH HMHXHOMTOpPH Ha
IHKIOOKCHTeHAa3a/IPOCTATNIaHIMH CUHTE3a, MOXKE Ja HapyH QepTuiuTeTa U He
Ce IpernopsuBa NpPH JKeHH, OvakBami Ja 3abpemeneAt. JIpy xeHu, KOMTO HMaT
TPYRHOCTH Iipu 3abpeMeHsABaHe HIH ca IIOANIOXKEHH Ha H3CIeJBaHe 3a
HHGEPTUIMTET ce [penoprYBa Ja CIpaT IpHeMa Ha IPOIAYKTa.

4.5. JEKAPCTBEHH ¥ APYI'H B3AMMOAENCTBHS
JdudnysnHan moHmwkasa OBOpeunusa KmippHC Ha Indometacin 1 BOOM 1O
TIOBUIIABAHE HA IIIA3MEHHTE My KOHIEHTPAIMH M CBBP3AHHTE C TOBA HEXKEIAHH
JIEKapCTBEHH PeaKIIyH.

AcnoHpuH ¥ HECTSpOMAHH NPOTUBOBR3NAIMTSIHH CpPEeACTBA - IIOHMKABa
a3MenuTe KoHUeHTpauud Ha Indometacin  cpemno ¢ 20%; npu
eAHOBPEMEHHOTO MM TIPHIOXKEHHE ca II0-4eCTH HEKENaHHTe JIeKapCTBCHH
peakiiid oOT CTpaHa Ha TracTpPO-HMHTECTHHAIHMA TPaKT H MpPOsBUTE HA
CBPBXTyBCTBHTEIHOCT.

AJIKOXOJ — HOBHINIABA CE PUCKa OT HEXEJIaHMU PEeaKIiHH OT CTpaHa Ha CTOMALIHO-
YpEBHHA TPAKT.
IIpoGenenny - MoBMINABAHE IITIA3MEHHTE KOHIIEHTpauu Ha Indometa




Merorpekcar - Indometacin mommkasa crefleHTa Ha TyOyJHa cexpelusd H
[OTEHIMpa TOKCHYHUTE MY €PeKTH.

JIutneen npenapati - Indometacin BoxW [0 NOBHIIABAHE IIA3MEHUTE
KOHIICHTPAaIliy Ha JIMTHA W I[IOHIKaBaHe Ha OBOpPCUHHS KIHMPBHC HA [TOCICIHHA,
KAKTO U Ha BB3MOXKHOCTTA OT pasBuUTHE Ha ToxkcwuHu epektn. Heobxomum e
TIEPHONUYEH KOHTPOJI Ha IIA3MEHUTE JIMTHERY KOHIICHTPAIHHE.

Juypernnn - Indometacin noHIKABa JUYPETHYHHS, HATPUYPETHYHHS W
aHTHXUIIEPTEH3UBHUTE e{eKTH Ha OpHMKOBUTE, Kanni-ChbXpaHiBalllUTe H
THA3HIHE AUYPETHIH.

bera-agpenepriany Onoxepu - Indometacin monwxapa edexTure Ha OcTa-
oIIoKepUTe.

ACE-mgxuburop - HaMaNfBaHe Ha aHTHXUIICPTCH3UBHHA edeKkT HpH
€IIHOBPEMEHHO TIPHIIOIKESHUE.

AHTHArperaHTd ¥ aHTHKOATYJAHTH - IIOBUIIEH PHCK OT XeMOPAruy, ABIDKAIIU Ce
Ha TIOTHCKaHe Ha TpoMOOIHTHATA (PYHKINT B arpecHBeH eeKT BEPXY CTOMAIuHO-
ypesHaTa nurapuia. Heobxomumo e HabmoaeHe Ha CECTOSHUETO HA MallieHTa U
TIpocNeAsBaHe Ha BpEMETO Ha KbpBEHE H MPOTPOMOHHOBOTO BpEME.

AHTHAIMIHA IIPONYKTH — Hamanssa ce pesopbumara Ha Indometacin, xoeto
Halara OpMeMaHeTO UM Npe3 JIBa vaca.

4.6. BPEMEHHOCT 1 KbPMEHE

He ce nmpumara 8 mepuoya Ha OpeMeHHOCTTa. ExcriepuMeHTaNHW HaHHK OT
H3CNEABAHWA BBPXY OJKHBOTHH IioKasBar, uc¢ Indometacin Inpenu3BUKBa
HapyIIeHHs B HOPMaJHOTO pasBHTHE Ha (eTyca (HapymaBa OCH(MMKAIMATA Ha
KOCTHTE, BOMH MO 3aJbpiKaHe Ha TeleCHOTO Teryo, ManpopManud Ha
apEeHXIMHHTE OPrany ¥ MO3BKa).

Exckperupa ce ¢ MaliumHOTO MiiKO. He ce ymorpedsBa IpH KbPMEINM KEHH.
HeobxomuMo € mpeycTaHOBsABaHE Ha KBPMEHETO 3a IIEPHOJA HA JECYEHHE C

IpOIyKTa.

4.7. E®EKTH BBPXY CHOCOBHOCTITA 3A MO®PHPAHE H
PABOTA C MAITBM
BB3MOKHITE HEXENAHN NEKapCTBEHH PEAKIUH KaTo IHYM B YINKTE, CBETOBBPTENK,
CBHHJIMBOCT, CIYXOBH M 3pUTENHH HapylUeHHs MoraT Ja Hapyliar aKTHBHOTO
BHUMaHHE U pedQIeKCHTe.

4.8. HEXEJAHU JEKAPCTBEHM PEAKITHK
o TacTpo-uHTecCTHHAJCH TPakKT - raficHe ¢ HiaM 0e3 NMOBpPbHIIAHE, IMCIIEIICHA,
Iuapus, KopeMHa 6ojlka, 3alleK, KPHBOH3IMBH, [0SBa Ha #3BY, YepHOAPOGHU
YEpEXAAHIS;

e TIposBH Ha CBPBXUYBCTBHTEIHOCT — IPYPUTYC, OOpHBM, YypTHKapus,
excpormaTupeH JepMaTHT, OCIpH AaHA(QUIAKTHYHM pPEaKMH,
IIPHUCTBIT,




e Ilenrpamsa HepBHA cucreMa - IMaBoboJIE, CBETOBBPTEXK, COMHONEHTHOCT,
CBEHIMBOCT, JelPecHs, YMOPAEMOCT, NAMETOBH HapylIeHHs, IAPKIHCOHU3EM;

e Tlcuxyany HapyLIeHUs — BJIOIIABAHE Ha EIHICICHS, JSTIPECHs;

o CensopHH opraHd — myM M OydeHe B YIINTE, KOPHEANHH OTJAlAHHA N
YBpeXIdKe Ha peTHHATa (JISUeHNeTo ce NMpeKpaTiBa He3abaBHo);

» OtneymresHa cucTeMa — 6EOPEUHH YBpEKAAHHS, 330pHKKa Ha TEIHOCTH;

o Kpis — ameMms, JepkoneHHs, TpoMOONMTONEHMS, XHITO-HAW allia3us Ha
KOCTHHS MO3BK;

o MeTaOomTHI HAPYIIEHH — XUIIEPITUKEMIESL, TIFOKO3YPHA, XHIICPKaTHeMUs.

4.9. HOPEJO3HPAHE

KnuB#YHE CHMIOTOMEH - raJlcHe, IIOBPEBINAHE, CHJIHO T .]'Ia.B06OJII/IE3:I IIaMETOBH
HapyImMCHUA, AS30PHCHTAINA K JIeTapTha, IIapecTe3nd K KOHBY JICHH.

Jlewenue - TIpCIA3BHKBaHe HA IIOBPBINAHE P JIBIICa Ha CIIOHTaHHO, IIPOMIBKA
Ha CTOMaxa, npHCMAHC Ha aKTHUBCH BBIVICH. HpHJIaI‘aHC Ha CHMIITOMaTH4YHH
cpelacTea.

5. DPAPMAKOJOTIHMYHN JAHHA

5.1. ®APMAKOAUBAMIWYHM CBOHCTBA

ATC koo MO1A B 01

Wupomeranus - 5-merokcn - 2 mertun-(4 - xmopo-GeHsomi - mamomn - (3) -
onetHa kucennHa (indometfacin) € JiekapCTBEHO CpPENCTBO OT TIpylara Ha
HECTEDONIHMTE IPOTHBOBB3MAIMTENHM cpelacTsa. ViMa IpoTHBOBB3NANUTENHO,
obez0ongpamio M aHTHIGpeTH9HO  jgeficteue. Indometacin  1oBIMaIBa
IAKIOOKCHIeHa3HNd OBT Ha MeTradonu3spM Ha apaxHAOHOBATA KUCEAHHA.
EdextuBHOCTTA My €© CBbp3aHa ¢ BB3ACHCTBHE BBPXYy KHHHHOBATA CMCTEMA M
IOHIDKABaHE HA [POXYKUMATA Ha IpocrarfapauHu. Indometacin ynpaKessa u
AMYHOMOyUpany edekT upes NoBNUABaHe HAa MPOAYKIMATA HAa UHTEPIEBKUHN 1
1 2, crumynaums Ha T- cynpecopHute IMM(OIMTH H aKTHBHpaHe Ha
Mmakpodarare. Toll nosmHgBa eKCymaTuBHATa ¥ npomudeparuBHata (asza Ha
BB3NAIHTENHNS TIPOLEC.

52. @®APMAKOKHHETHWYHH CBOHCTBA

Pezopbyus - 0bp3a 1 nbAHa (ClIe TIepOPaTHO NPUIIKEHAE ce Pe30pOHpaT OKOJIO
'90% oT mpHMIOXKEHATa opamHa 1033 A0 4-Hs uwac Clel NpueMa), Bpeme 3a
JOCTHTaHE HA MaKCHMATHH IUIA3MEHM KOHIEHTPAllMH OKOJ0 2 wuaca IpH
NIEpOPAITHO NPUIIOKEHHE.

Crened Ha CBBP3BaHE C INIA3MEHHTE IPOTEHHH - pubmsuTenao 90%.
Memabonuzvam - OCBIIECTBABA C€ B UepHUs Apod; OCHOBHHTE My MeTaboiMTH ca
AeCMETHN, JecOeH30HNI M JeCMEeTHN-HecOeH30M WHIOMETaluH, KOMTO ca
(hapMaKONOruYHO HEAKTHBHH.




Enumunupane - oxono 60% ot npuerara opaiHa H03a C€ eKCKPETHpa ¢ YpuHATA
(26% mox dopmata Ha HENMPOMEHEH HHIOMETAIMH X HErOBH IIIOKYyDOHHIH) H
33% nmocpexncreoM pexamunTe.

5.3. HIPEIKJIHHNYHY JAHHU 3A BE3OITACHOCT

LDsp npu nmepopansHo TPHIOKESHHE IPH MEIHKM - 50 mg/kg T.M.

L.D3y mpu nepopaiino nprnoxXeHue Npy IIbXose - 20 mg/kg T.M.

Hsama naHHu 3a KaHNEPOreHHO AeiicTRHe. B yCHOBHA HH BUTPO X B ONWTH UH BHBO
He € MOKas3al MyTarcHHa aKTHBHOCT.

EMOpHOTOXCHYIHOCT M TepaToreHHa AKTHBHOCT Ca M3CJENBAHH Y IUIEXOBE IO
EpeMe Ha OpemeHHoCT. JlaHHWTE IOKa3BaT M3pa3eHa TOKCHYHOCT Ha IPOIYKTa,
HacThlBama npx Aosa 5 u 10mg/kg. Ilparopata noza e lmg/kg nnesHO, KOSTO
OTroBaps Ha TepaleBTHYHATA J03a NPH xopa. TeparoreHHa akTHBHOCT He €
YCTaHOBEHA.

He e ycranoBeHa TepaToreHHA M eMOPHUTOKCHIHA AKTHBHOCT IPH 3aiiliy.

6. DPAPMANEBTHYHNT JAHHI
6.1. CIIRCBK HA ITICMOIXBMWUTE BEIIIECTBA
Lactose monohydrate

Wheat starch

Gelatin

Cellulose microcrystalline

Talc

Magnesium stearate

Silica colloidal anhydrous

Eudragit L 12,5 Ha cTo

Eudragit S 12,5 na cto

Cvemas Ha mabremnomo noxpumue.
Talc

Titanium dioxide

Macrogol 6000

Macrogol 400

Diethyl Phthalate

Ouperuren Sicovit yellow 10 E 172
Onseruren Sicovitred 30 E 172

6.2. OU3HXO-XMMHUIYHA HECBBMECTHUMOCTHA
Hsmma.

6.3. CPOK HA I'OIJHOCT
4 (yeTHpH) TOAHUHH OT JAATATA Ha IIPON3BOLCTBO.
Ja se ce ynorpe0dsBa ciell cpoKa Ha TOFHOCT, IOCOYEH Ha OfaKoBKaTa!




6.4. CIHENMWAJHY YCIOBHUA HA ChbXPAHEHUE
Ha cyxo 1 3aIIUTEHO OT CBETIIMHA MACTO TPH TEMIIEPATYPa IO 25°C.

6.5. JAHHMW 3A OITAKOBKATA
Indemetacin Tabnetxn 25 mg no 30 Gpos B 6muctep oT PVC/anymunneso domuo

B KyTHSA

6.6. HPEIOPBHKW IIPM YHOTPEEA
Ilo nexapcxo npennucanne

7. HME W AIPEC HA IIPMTEXATEJS HA PASPELMIEHHETO 3A
YIIOTPEBA

“bankanpapma-Lyrnunma” AL

rp. Hymanna, n.x. 2600

yi1. “CaMoxoBccKo moce™ '3
Ten.(0701) 2-42-81/2-90-21/29

8. PETMCTPAIIHOHEH Ne B PETHECTBHPA 11O YL 28 OT 3JAXM

9. JATA HA IIBPBO PA3SPENNIABAHE 3A VYIOTPEBA HA
JEKAPCTBEHWS IIPOAYKT

10. JATA HA AKTYAJU3ATNSI HA TEKCTA
Oxromspu, 2002 1.




