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IPUJIOXEHHE I

KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA
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1. HME HA JIEKAPCTBEHMA MPOAYKT

INDOMETACIN SOPHARMA 10% ointment
HHJIOMETAIIHH CO®APMA 10% mas

2. KAYECTBEH H KOIMYECTBEH CHCTAB

B 1 g Ma3 ce chabpika aKTHBHO BemecTBo MHAoMeTalwH (indometacin) 100 mg.
IToMOIIIHM BEIIECTBA: AUMETIICYI(POKCHI U JP.
3a METHMA CITHCHK Ha IIOMOIIHHTE BellecTBa, BiK. ToOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Mas

4, KJIAHWIHU TAHHH

4.1 TepaneBTHYHH HOKAZAHUS

¢ HompMHUTENHO CPeAcTBO B KOMIUIGKCHATAa Tepammsd Ha OCTBP M XPOHHWYCH PEBMATOMACH AapTPHT,
OCTeOapTPHT, OCTE0APTPO3a, aHKWIOIHPAL] CIIOHIMIIHT, [ICOPHATHYEH NOIHAPTPHT, IOAArPO3CH apTPHT;
¢ Jokanuiupanu QOpMH HA HM3BBHCTABCH PEBMATH3BM Ha ONOPHO-ABHIATEIHHA anapar: TEHIWHHTH,

CWHOBMTH, TEHIOBarHHWUT, Bh3NATICHHA HA (pacLMUTE H CTABHHTE BPB3KH, OypCHT;
° JIokamTHO CHMITTOMAaTHYHO JIEYeHHE Ha Bh3najicHHe, O0/IKa M OTOK IIpy NOCTTPaBMATHYHH YBPCKAHHS
Ha OMOPHO-ABUIATEIHUA arapar — JUCTOP3HH, JIYKCALlHH, KOHTY3HH.

4.2 Ho3ApoBKA H HAYHH HA NPHJIOKEHHE

Haunn Ha NPDHJOAKECHHE. JTJOKATTHO, BBPXY KOXKAaTa.

Buvapacmnu u nodpacmeawyu Had 15 zodunu: Ma3Ta ce HaHAaci BBPXY 3aCETHATHA Y4acThk 3-4 IBTH
AHEBHO, KATO BHUMATEJHO CE BTPHBA B KO)KaTa {0 IBIHATa M pe3opOuua. KomdecTBoTO Mas, HeobXxouMa
3a eHO HaMa3BaHe, 3aBHCH OT TPeTHpaHaTa IUIoll U € okono 4-5 cM . Ilpunara ce mpe3 HHTEPBaI HE IIO-
MailbK OT 6 yaca. [lpogbmkurenHocT Ha JiedeHHeTO: 7-10 gHHM. AKO B TO3H TEPHOI CHMIITOMHTC HE Ce€
NIOBITHAAT, JICYCHHETO TPAOBa 1a CE IIPSOLICHH. |
IIpenoprusa ce JOKANHATE POPMH ¢ HHIOMETALMH Ja Ce NpHiIaraT B KOMIUIEKCHOTO JIEYEHHE C TaGlIeTHHTE.

Heua nod 15 200unu: IlpunoxxkeEneTo Ha NPOMYKTa B Ta3H BE3PAcTOBa rpyIa He ce IPEnophYBa.

4.3 IIpoTuBonOKA3AHHA

ot CBp’bXIIYBCTBHTEJIHDCT KBM AKTABHOTO HJIH HAKOC OT HOMOILIHAUTC B&II],ECTBH. Ha ITpOAYKTa,

* CBpPBXYYBCTBHTEIHOCT KBbM ACIIHPHH MM APYTH HECTEPOMIHH IIPOTHBORBIIAIHTCITHU cpe,ucTBa
(HCIIBC) ¢ xiMHMYHA [POABA HA aCTMATHYECH IIPUCTDII, YPTHKAPHS HIH alICprHYeH PUHMT,

4.4 Crensanng opelynpexIeHns H NPeAIa3HA MePKH IPH ynorpe6a -

. [ToHskora mnpHEeMBT HA HECTEPOHAHH IPOTHBOBBINAIMTEIHM CpPEICTBA MO
YBpeXXaHHd Ha CTOMAIDHO-YPEBHHA TpakT, BIIOMIARaHe HAa ChpAeYHATa (PYHKIIHA |]
CHhpPACUHO-CHA0BA HEAOCTATHYHOCT; HApyHIeHe Ha YepHoapoOHaTa ¥ Op0peuHaTa pyHK
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cllef] JIOKanHO NPHIOKEeHHe BBLPXY KOXKATA CHCTeMHaTa pe3opOldd Ha MHAOMETALIMH € MHHHMAaJHA,
[alMEHTH ¢ aKTHBHA CTOMAIIHA WIH IyoJeHalHa 43Ba, aHamesa 3a OpOpeunn 3a0onaBaHHd M ChpIevHA
HEAOCTATHYHOCT TPAOBA Aa NpoBeXKAAT JeueHHe ¢ MHIoMeTallMH Ma3 caMo Cliell KOHCYATAUMA ¢ IeKap;
. Jleuenue ¢ MapoMeTara Mas ce OpoBeXkAa ¢ IOBAIHEHO BHHMaHHE H CJIe KOHCYIITAIlHA ¢ JIeKap NpH
NAIMEHTH ¢ MPOABH HA CBPEXYYBCTBHTETHOCT KEM XPpaHH H MeJJHKAMEHTH WIH C alepriiHH 3a00/aBaHu —
CeHHa Xpema, SpOHXHATHA ACTMA, HA3AITHA MOJIMII034; , -
¢  CrINecTBYBa KPBCTOCAHA CBPBXIyBCTBHTENHOCT ¢ Apyrd HCTIBC, nopany KoeTo DALHEHTH, KOHMTO ca
HMAJTH [IPOSBH HA CBPBXYYBCTBHTEIHOCT KBM HAKOH OT IPOJYKTHTE OT IpylaTa, MOrar aa UMar NposSBH Ha
CBPBXUYBCTBATE/IHOCT H KXbM HHAOMETAIMH, I |

o IIpy mponBIDKHTENHO NedeHHe Hax 10 JHA € MpenopBYMTETHO Aa ce HAlpaBH JIabopaToOpeH KOHTPOI
Ha JIEBKOHHTH H TPOMOOLIUTH; ' |

. Jla ce mpusara caMmo BBPXY 34papa H HHTAKTHA Koxa (TIpH JIMICa Ha OTBOPEHU PAHH H HAPAHABAHHA );
. ITpu mosaBa Ha OOPHB clief] IOKAJHO MpHIaraHe Je4YeHHeTo TpsaOBa Ja ce NPeKpaTH BeIHara,

*  Jla ue ce mpuiara BbPXy OUMTE H JHTaBHIIHTE; |

. B ¢BeTaBa Ha MPOAYKTA ©€ CHABPKA AMMETHACYIHOKCHA (MOXKe a NpeIU3BHKA Apa3HEIo NeHCTBHE

BBPXY KOXKara).
4.5 B3aaMojeilicTBHe ¢ APYrH JIeKAPCTBeHH NPOAYKTH K APYIH (POPMH HA B3AHMOJCHCTBHE

[Ipy nOKaIHO MPWIOKEHHE HA HHAOMETALMH II0paJd MHHHMAJIHA Pe30pOIHs B3aMMOACHCTBHA C IPYTH
JIEKapCTBa Ca MAJIKO BEPOSTHH.

. EnnoepeMeHHara ymnorpeba Ha HHAoOMeTalMH ¢ apyro Jekaperso or rpymata Ha HCIIBC,
BxmounTenHo ceiaektusan COX-2 nuxuburopn, Tpadea na ce u30Area mopagd NOBUINABAHE HA PHCKA OT
HeXXeJIaHW peaKIyu. |

* EnHoBpeMeHHO NPHIOKCHHES HA HHAOMETALIMH C aCIIMPHH WM KOPTHKOCTEPOHIH ITOBHIIABA PHCKA OT
racCTPOHHTECTHHAIHH YCIOKHEHHA,
° HecTepougauTe TIPOTHBOBBIMANMTENHH CpeIcTBA MOraT Ja B3aMMOJeWcTBaT ¢ JICKAapCTBa,.

NOHMDKABAINK AapTEPHAIIHOTO HALIraHe, MakKap 4Y<€¢ BE3MOXKHOCTT2 TOBa Ja CC CIIYVIYH TIPH JIOKAJIHO
NPHIOKEHKE € H3IKIOYHTCIIHO MAJIKA.

4.6 bpeMeHHOCT H KbpMeHe

Bpemenroct He ca NpOBexIaHM KOHTPOJHPAHH KIMHWYHH NPOYYBAHHA NpH OpeMeHHH, IOPaay KOEeTo
yIoTpeOaTa Ha HHAOMETALMH HE Ce IIPENOpPhYBa IO BpeMe Ha OpeMEHHOCT. | |
KspmeHe Exckperdpa ce B MaJIKH KOJIMYECTBa B KbpMaTa, IOpadH KOETO HE Ce IpeNnophyBa NpH KEHH,
KOHTO KBPMAT.

4.7 EdexTH BLpXy cnocobnocrrta 3a modupane B pabora ¢ MAIINAHA

HUnnoMeTaid Ma3 € JiekaperBeHa QopMa 3a JIOKanHO mnpuioxkeHue. He mnommmseBa criocoOHOCTTA 3a
modupane 1 pabora ¢ MAIKUHH.

4.8 Hexenrann JeKAPCTBEHH peammn

Hexxenanure neKkapCTBCHH PEAKLHK Ca CBBP3aHHA ¢ HAYHHA HA ITPHJIOKEHHE.
IIpe noxKanHO NPHICKEHHUE NOHAKOTA MPH Npeapa3noiioiKeHH allHeHTH MOTaT Ja ¢¢ HaO/monaBar napeHe Ha
MACTOTO Ha MPHIIOKEHHE, 3auepBaBaHe, chpbex, OOpUBH, JlecKBaMalid, CyXoTa Ha KoxKaTa.
B TakiBa cllydaH IIpHIOKEHHUETO Ha IIPOAYKTa TpAOBa fia OB/ie TPEeyCTaHOBEHO. |

Panko ce pa3seHBa JIOKAJIEH OTOK H BE3HKYJIO3€H ODOpPHE, a B OTACIHH CIIy4aH - AaHTHOEOEM H 3
IIpu npuiarase PLPXY ONEMH KOXHM NOBBPXHOCTH MOTAT Ja CE TOYYaT Pe3opOTUBHY HEX
HalpuMep CTOMAIITHO-YPeBHH HapylueHus (DezaneTuTre, rajeHe, [OBPBIIAHE, AUADHI, 60.111;%
H Pa3s3BABAHMA). |
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BBPOHTHOCTTa OT ITOABA Hﬂ. CHCTEMHIA HEXcIIaHH J'IE?I{apCTBEHH peaKIIHH lTpH .TIOKBIIHD I'IPHJIO}KEHHG Ha
HHAOMECTAUHWH € MaNTKd B CP&BH&HHE C HeCTOTATA HA HOKCITAHHUTS peaK]I,lm HpH Hﬁpﬂpﬁﬂﬂﬂ HPHHGEGHHE.

4.9 Ilpeno3upame

ITpH TOKAIHO NPHIOKESHHE Nopaay cnaba CHCTEMHA pe3opOLHs [IpeLO3HpaHe € Manko BEPOATHO.

SsneHus Ha Npemosupade (TTABHO OT CTPaHA Ha XPaHOCMHKJIATENIHHA TPAKT) MOTaT Aa c¢€ HadmoaBaT MHOIO

PAOKO caMO IIPH MPOABLKHUTENHO MIPIIaTaHe BBPXY roisaMa IUIOIN BEPXY KOoKaTa. |

CuMnToMM NpH HorJibmane: NIapeHe B YCTHATA JIMTABHIIA, CIIOHOOTACHIAHE, Ta/ICHE, MOBPBINAHE.

Jleuenne: IIpOMHBAHE HA YCTHATA KYXHHA H CTOMAXa, IPH HYXKJa CUMIITOMATHIHO nieqeHAe.

CrietpudiieH aHTHIOT HIMA. |

CaMIOTOME IpH noNajaHe B 09HTE, BLPXY NHTABHIOH HJH OTKPHTH paHH: 'HaGJofaBa ce JIOKAIHO
Iipa3HEHe — CHII30TeYeHHE, 3aUepBaBaHe, apeHe, Oolka.

Jledenne: 0OHWIHO IPOMHMBAaHE HA 3aCErHATHA YYACTHK ¢ JECTHIMpPAHA BOAA HIH (PH3HOMIOIHYCH PasTBOP 10

HaMalIBaHe ¥ U3YES3BAHE HA OIIaKBAHMSATA.

5. ©®APMAKOJOIHYHH CBOMCTBA

5.1 PapMakoRHHAMHYHH CBOHCTBA

MapMakorepaneBTHYHA TIpyla: LIPOTHBOBB3NANHTEIHH M AHTHPCBMATHYHHM JIEKAPCTBCHH IMIPOMYKTH —
HeCTEPOMIHM, MPOU3BOAHH Ha HHAOMONETHATA KHCENHHA, 3a NoKaiHo npwioxenue. ATC xox: MO1A A23
HHaoMeTalnMH € NpoH3BOHO HA HHOOMOLCTHATA KHCEIIHHA M IIPHHAJICKH KbM I'PYIIaTa HA HCCTCPOHIHATE
NPOTHROBE3NATHTICAHM NeKapeTBa. Upe3 MOTHCKAHE Ha €HRMMA IMKIOOKCHTeHa3a TOW OTCTpaHABa WM
HaMmajiaea eheKTHTe Ha MPOCTANIAHAHHMATE, KOUTO MIpasT ChLHECTBEHA PO B MPOLICCMTE HAa BB3NAJICHUE,
6onka ¥ xumepTepmud. IlpuTexkapa aHTUMHPETHYHO AelicTBHe H oOpaTHMO HMHXHMOMpa arperanysaTa Ha
tpoMboLmTHTe. Koraro ce mpiuiara IOKajJHO HHAOMETALMH OKA3Ba JMPEKTHO NPOTHBOBR3MAJIMICIHO H
DONKOYCIIOKOABALLO JEHCTBHE BHPXY BB3NAJIEHHTE THKaHH.

5.2 @apMaKOKHHEeTHYHH CBOHCTBA

JlekapcTBeHaTa dopma — Ma3 1103BoNABa Obp3a NeHeTpalusa Ha aKTHBHOTO BELIECTBO Mpe3 KoxKaTa H OBp30
NIOCTHTaHe Ha BUCOKH TEPANCBTUYHM JIOKAJIHM KOHIEHTpAlli¥ B [O/VIEXKAIATE MEK! TBKAHH, CTaBH M
CHHOBWAJIHE TEYHOCT. '

IIpu cucTeMHO MPHIIOXKEHHE Ha HHAOMETAIIMH:

Pe3oponnsa: Pe3opOupa ce B 3HAYMTENHA CTENEH B CTOMAIIHO-YPSBHMA TpﬂK'I‘ MakcuManHa InasMeHa
KOHLEHTpALMA ce JocTHra 1-2 Jaca ciieq npueMma.

Pa3snpenencnne: Pasnpenens ce PHB BCHYKM THKAHKH W opraHd, IIpeMHHaBa IlalleHTapHaTa H XeMaro-
erliedannara Gapuepa. [Ipe3 cuHOBHanHaTa MeMOpaHa NMPOHHKBA B CTaBaTa, KaTO KOHLCHTPAIHATA MY B
CHHOBHAJIHATA TEYHOCT ¢e NoBHmasa. CBEp3Ba ce ¢ IazMeHuTe aJ0yMHHH 10 98%.

MeTtaboan3sbsM: Merabonuzupa ce OCHOBHO B MepHHS JIpod Ype3 OKUCICHHE B KOHIOTaIHs.

Exckpenun: BpeMero Ha noxyxueoT BapHpa ot 2,6 1o 11,2 yaca wia cpeano 5,8 yaca. Enumunupa ce upes
ypuHata mo 60-70%, 10-20% OT KoMTO B HENMpOMEHEH BHA, 2 OCTAHAJIOTC KOJIIHYECTBO d9pe3 (ereca.
Exckperrpa ce ¥ ¢ MAaHYHHOTO MIIAKO, MAKAp U B HE3HAYMTETHH KOJIHICCTBA.

5.3 IlpeaxITHHHYHHE RAHHH 32 6e30IACHOCT

ITpu nmpoy4saHHA Ha OCTPa M XPOHMYIHA TOKCHYHOCT HA HHAOMETALMH, IPOBEICHHA BHPXY
TPETHPAHU TNEPOpATHO B M03H ONM3KH [0 TEpareBTHYHHTE, C€ YCTAHOBABA ynuepnrerie _
CTOMalTHaTa IMraBuna 6e3 21a ce 3acaraT IpyruTe BhTPEIIHE OpraHH. Y JILePOreHHUAT MY p@é_’ _ _Eﬁef npmn:a

B 1034 Haxa 1 mg/kg TenecHo Terno. Peayirarure oT NPOBEACHUTE H3CISABAHKS BEPXY eKG{l@MﬂTMIE}l )
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KHBOTHH TIOKa3BaT, Y€ MHAOMETAIIHH IIpeMMHaBa IIpe3 IUIALCHTapHara OapHepa M TIpUTEXapa
(PeTOTOKCHYEH M TEpaTOTeHEH EQIEKT. | | -

6. @®APMANEBTHYHHU JAHHHA

6.1 CuouchbK HA DIOMOIHHETE BENIECTBA

JlanomuH, 6an1 Mex napaduH, JUMeTHICYI(GOKCHA, KBIAT MUYelieH BOCHK; KOMIOHACH O€3BONCH CHIMIHEE
OUOKCHT; JIABAHAYJIOBO Macilo.

0.2 HecLBMecTHMOCTH
He ca 13BecTHH.

6.3 Cpok Ha rogaoct

Tpu rogusm,

6.4 Coenuanng ycIOBHA HA ChXpPAHCHHE
To3mn nekapcTBEH NPOAYKT HE H3MCKBA CIIEHMATIHY YCJIOBHS Ha CHXPAaHEHHE,

CpoK Ha rofHOCT ¢ae/ OTBapAHe Ha TyOarta - 6 Mecela.
Ha ce cpXpaHsaBa Ha MACTO, HEAOCTHITHO 3a AclA.

6.5 JlaHad 33 ONAKOBKATA

ITo 40 g Ma3 B MeMOpaHHH aTyMHHHEBH TYOH C Kamaduke OT MOJHMETHNeH, nmo 1 Tyba B KapTOHeHA KYyTHA,
3aE/THO C JIUCTOBKA.

6.6 CpoenmandHH npeANazHA MEPKR OPH H3XBLPJsHEe # paboTa

HsMa crieraiiHy H3HCKBaHMA.,

7. IIPUTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

COOAPMA Al |
yn. Wmaercko moce 16, 1220 Codus, brarapus

8. HOMEP(A) HA PA3SPEIIIEHHUETO 3A YIIOTPEBA

Per. Ne 9700215/15.12.2003

9. JATA HA ITBPBO PA3PEINIABAHE/TIOTHOBSIBAHE HA PASPEIIEHMAETO 3A
y]‘[OTPEB A . F-r*"_l:w“‘“‘ .

15.12.2003

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA: IOmu 2016




