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KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

1. HAUMEHOBAHME HA JIEKAPCTBEHMA P OANK L eo0rng 14 smpazeonassiners
INDOMETACIN SOPHARMA :

fipnaoxenne KoM
UHIOMETAIIAH CO®APMA Naspamerye 2a yiotneba iz \{\} %38 5' 162 4 y

2. KATECTBEH M KOJIMYECTBEH CbCTAB |6 &9/5 4.04.06

Besaxa cymosaTopHa ChIbpIKa JIEKapcTBEHO BemecTBo indometacin 100 mg.

3. JIEKAPCTBEHA ®OPMA

CymoznTopHA.

4. KJIMHAIH JAHHA

4.1. oxazaanna

» QcTpH # XpoHHTIHH OOJIKY IPH BE3NANHTCIHE U JETCHEPATHEHE 3a00IBaHAA HA
OTOPHO-BHTATENHAS allapaT: PEBMATOMACH AapTPHT; OCTEP H OGOCTPEH XPOHAYCH
IOBCHUIIEH apTPHT; OCTHED K 000CTPEH XpOHUYEH aHKHIIO3HPALL CHOHAMIOapTpHT (Gonect
Ha BexTepeB); IpACTHI OT IOAATpA M NOXATPO3EH apTpHT; UCOPHATHICH apTpHT; OonecT
Ha Reiter;

o OKOJOCTABHE 3a00NgBaHAT: TEeHIHHEHTH, 6ypcnatH, TeEn00ypCHTH,
TEHAOBarHHATH, TPaBMH IIPH CIIOPTHCTH;

e JlucKOmaTHH, HEBPUTH, IUIEKCATH, PANUKYIOHEBDHTY;

¢ JlmcMeHopes.
4.2, To3apoBKka B HAYHH HA NPHAJI0KEHNE
Be3pactan u jgena wanx 15 r.: VEgoMeTannE CYIO3WTOPHH CE IPHNATA PEKTANHO IO
efHAa CYyNO3HTOpHs HHEBHO. JleHoHOmHa mo3a mo-Bucoxa oT 150-200 mg ysemriaea
PHCKA OT 10sBa Ha HEXXCIaHE PEeaKiyd.

Hena: Cymo3aTopHEATE ca IPOTHRONOKA3aHE HPH Jiena Mo 15-rofrmAa BE3pacT.
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ITpoasKUTEAHOCT HA JiedeHHeTo: He mopede oT 7 amm. [Ipemoprusa ce zZa ce

H3OONI3Ra Hal-HUCKATA 3¢ICKI'HBHa J03a 33 BE3MOQXHO Haﬁ-xpamlc IIEpHOA.

4.3. IlpoTHBONOKAZAHHS

e CBpHXUYBCTBHTEIHOCT KBM HHIOMETAIHMH MM HAKOA OT HOMOMIHHTE CHCTaBKH
Ha HPONYKTa;

e CBPBXYYBCTBUTENHOCT  KBM  aCOHpPEH  HWIH  JpyId  HECTEpOHJHH
IPOTHEOBBIIATHTEIHE CPECTRA C KIHHEIHA H35Ba Ha aCTMaTHIeH IPACTEI, YPTHKAPHST
HITH PHHHT;

e MuHana aHaMHE3a 33 CTOMAIIHO-YPEBHE KPHROM3IMBH MM Hepdopanud,

- HpeAu3BHKaHA OT ynoTpeba Ha AeKapcTBa OT Ta3® Fpyna;

e AKTHBHA HIH PeKypEHTHA IeUTHYIHA S3Ba/KpHBOH3IEB ([[Ba KM II0BEYe SMHA30/a
Ha MOKa3aHH I3BH AIH KPHBOH3IIHAB), I3BEH KOIMT, A/FIE EHTepPOKOIIHT;

e Texxa CEpACYHA HENOCTATEIHOCT;

e XeMmopoHAH, aHaRHA GUCTYIA H parajd, IPOKTHTH B JpYrH OONECTHE Ha PEKTyMa
U aHyca;

¢ Texxa gepHONPOOHA 1 OEOpeYHa HEAOCTATHIHOCT;

¢ DbpeMensoCT 4 KEDMEHE,

e Jlema mox 15-rofuinHa BE3pACT.

4.4. CHenua/Iia NpegynpexneHus 3a yunorpeda

e CTOMAIIHO-YPEBHHA KPHLBOH3IEBH, YIIepalpH H Hepdopalyd, BKHOYATENHO ©
JleTaNeH H3X0M, ca HabmopasaHy nps ymorpebata Ha eerdaks HCIIBC 1o BCsAKO BpeMe B
X0fa Ha JCUEHHWETO, ¢ XM 0e3 NIpemynpefuTeNHH CHMUTOMH HiId [JaHHH 323
TpeIeCTBAINE CEPAO3HA MHITUICHTH OT CIpaHa Ha 'cromamHo-qpeBHm TPaKT.

e PpHCKBT OT IOSBA HA HEXXEIAHH PeakiH OT CTPaHa Ha CTOMAIHO-IPEBHMA TPaKT
e TO-BHCOK NpE yrotpeba Ha Bucox: fosu HCIIBC, mpy naimenTs ¢ MEHAN2 aHaMHE3a
3a 1383, 0CcOOEHO YCIOXKHEHA C KPBBOM3NMB WH Hepopammsd, ¥ IpH IaIHCHTH B
Halpe[Eana B3pacT. TakdRa ITandeHTH TpA0Ba Ja 3aI0YBAT JISICHHASTO C HCIIBC B

Hall-AACKaTa BBL3MOXKHA 703a, Karo ce ofmMucid HeoOxomuMocrra oT xobaawe Ha
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IPOTEKTHBHE areHTH (Hamp. misoprostol mm #EXHOHTOpY Ha IPOTOHHATA IoMIa). Tosa
TOBEHEHuE € IPEIOPBUATENHO U B -CIydanTe Ha GHOBPEMEHHO TPHIOXEHHE B HECKY
ZIO3H aNETHANCANANEAIOBA KUCeNHHA HilK JPYTH JeKapeTBa, KOATO YBEIHEaBaT PECKa OT
CTOMAIIHO-IPEBHA YCIOKHEHHA (KOPTHKOCTEPOHIH, AHTHKOATYJIAHTH, aHTHArperaHTH,
CelleKTHBHY HEXEOUTOPH Ha 06PaTHOTO 3aXBallaHe Ha CEPOTOHHHA).

e IloBHmeHO BHEMAaHHE C¢ M3HCKBA H IPH IANEEHTH ¢ APYTH CTOMANIHO-YPEBHHE
3afoNsIBaHms KaTo YIepos3eHd Kot H Gonmect Ha Crohn, KOHTO MOTaT Ja ce 060CTpST
npu ynoTpebara 5a HCIIBC.

e IloBmmed pHCK OT IOABA Ha YCIOXHEHHS OT CTpaHa HA TacTPOHHTECTHHAIHU
TPAaKT CHINECTBYEA LPH IaHHEHTH, KOHTO 3JOYNOTPeOsSBaT ¢ aNKOXOJN, IIymaTH, IOpaan
KOETO JedeHneTo TpAbBa fia ¢e IIPOBeK/Ia ¢ 0cOOEHO BHEMAHTE.

e Ilpmmara ce ¢ IOBHICHO BHAMAHWE TpH HAlMeHTH C  OPOfBH Ha
CEPBXIYBCIBHTENHOCT KEM XPaHy H MEJUKaMEHTH, GONHE ¢ aNepraiHy 3a00iBanms —
ceHHA Xpema, OpoHXHaIHA acTMa, Ha3a/Ha TIOJIAHO3a.

e JlEmoMeTAUHH ce NpHIara ¢ BHAMaHWe Ipd GonEm ¢ OBOpedHE 3a00isBaHEL
HOPAIH BB3MOXKHO OBEOPETHO YBpeXIaHE.

e Ilpmmara ce BHHAMATeNHO npE OONHM ¢ MCHXHIHH HapylleHWd, HEIpecHsd,
eHEENCHs, HAPKUACOHH3EM, Thil XaTo MOXe Jia JoBeAe AO BIOIIABaHE HAa OCHOBHOTO
3abonsgpane.

e Uinamomeranmy, xaxto u Apyrare HCIIBC moxe ma mpemd3suka 3afphiKa Ha
TEYHOCTH ¥ IO TO3H HAYWH Ja BJIOIMA CHCTOSHHETO Ha IAaHEHTH ChC ChPASYHO-CHHOBH
3a6oNgBaHRd, xunepronud, 6x0peysa 3a0os1Banms, npenpasnonaramﬁ KBM 3aIPEKKa
Ha TEIHOCTH.

e HeoOxomuMo € Ha ce HasHAYABA BHHMATENHO Ha IIANHEHTH C aHaMmHe3a 32
HApyIIeHa KOarylaiys, Thi KaTo JeKapCTBEHHAT NPOXYKT HHXHOHpA fmocuHTE3aTa HA
[POCTATNARKHHATE ¥ HORNHSBA QYHKIHATA Ha TPOMOOIHTATE.

e Jleuehmero ¢ HEIOMETAIHH, KAKTO W JPYTHTEe TeKapCTBEHH IPOAYKTH OT Ipynara

Ha HCIIBC, Moxe Ia DpelH3BAKa HPOMEHE B depHoupoOmara GyEKImS HpH
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IPONE/UKATENHO JiedeHue, KOeTO Hajara HEPHOAMIEH KOHTPONL Ha geprOIpobHATE
CH3AMH.

e CeprosHETE KOXKHH pEakiyd, BKEOIHICIHO C JICTANEH H3XOZ, HabIrOAaBanl
MHOTO pauko Tipu ymotpebara na HCIIBC, .ce oTHacAT 10 choydad Ha excthomaTHBeH
JIepMaTHT, CHHApOM Ha Stevens-Johnson, TOKCHYHA EHNHEpManHa HEKpOJIH3a. Haii-
BHCOK € PHCKBT B HAJAIOTO Ha nedeHreTo. IIpHeMET Ha NMeKapcTBOTO TpsA6Ba ma 6Bne
NpeycTaHoReH OME IPY IIEPBATE KOXHY A APYTH MPU3HANE Ha CBPEXIyBCTBATCIHOCT.

¢ Tlopagd HANMYEOTO NPOTHBOBE3NANMTENHO ACHCTBHE JEKApPCTBEHEAT IPOAYKT,
MOXe J]a MACKEPa CAMIITOMEATE Ha OCTIPO BE3LANCHHE, KOSTOo Hajara IIPH HasHaJaBaHeTo
My Jla ce H3Kows HanraHa GaKTepraraa AHGeKEs.

o TIpm xeHH B PEHPOAYKTHBHA BE3PACT CHIIECTBYBA BB3MOKHOCT OT IOTHACKAHE HA
depTIIHTETA npﬁ ymotpebara Ha npo;:&kra

e [Ipm npreMapeTo HA JE€KaPCTBEHH IPOIYKTH OT Ipynara Ha HCIIBC, crmecTByBa
DHCK OT pa3sBpTHe Ha XHIICDKanmmeMus, OCODEHO NpM IAIEEHTH Han 65 roxuHH,
IaIEeRTH ¢ 6GEOpeYHa HeMOCTaTEYHOCT, TAEeHTH, KOHTO ¢2 Ha JICICHKE ¢ B-6m0KepH,
ACE-vHxu6uTOpH B Kanuii-ChXpansBamy JHyPeTALIH: ITpm TaxwBa NAIHEEHTH Ce Hajara

mpochesBane Ha CEPyMHHA Kaiy.

4.5, JlekapeTBena ® APYrdA B3aHMOAEHCTBHA

o ExmospeMensara ynorpeGa Ha HEIOMETAIMH C APYro JIEKapcTBO OT IPylara Ha

HCIIBC, Bxmouurendo cenektaBan COX-2 maxuburops Tpabea fa ce H3b4Arsa.
. Hpoizrsm*remom CIEOBPEMEHHO NPHIOKCHAES HA HHAOMCTAIHA C aNKOXOIL,
4CTIHpHH H KOPTAKOCTEPOH/IH IOBHIABA PUCKA OT TACTPOMHTECTHHAIHY YCIIOMHCHIL.
‘s HugomMeTarnyH .MO}I{G 712 TIOBHINY IUIa3MeHaTa KOHIEHTpallid Ha JTHrOKCHH, KOETO
H3HCKBA KOPEKIHI Ha IzoséTa Ha MOCIeIHs.
o VmnoMeranuH VABIUKABa ¥ TOTCHOHPa ACHCTBHETO HA JIMTHEBHTE COMM KOETO
H3YUCKB2 KOpeKI(MS Ha I034Te Ha HOCIEHHUTE. |

e FEjmoppeMeHHAT2 YIIOTpeOba Ha WEFOMETalMH H HMYHOCYNPECOPH XaTo
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e HCIIBC moHmKARAT TEpANleBTHYAATA €QEKTHBHOCT HA JUYPETALHETE.

e WHpoMeramge MOXe Ja Hamamd aBETHXAuepreHsuspEa epexr Ha ACE-
FOXEGHTOPE B B-6IOKePH IpH eiHOBPEMEHHA yIoTpeba.

¢ Tlpr xoMOWEMpaHO TIPHIOXEHES HA AHTAKOATYIAHTH, AHTHATPETAHTH H
HECTepOMHY IPOTHBOBS3IANMTENHE CPEACTBA CC YBEIHYAB2 PHCKA OT yruepalud H
xemoparss. Heofxommo e KOHETpoEpale Ha BPEMETO HA KBPBEHE H IpoTpoMOHHOBOTO
Bpeme. VENoMeTanuH KOHKYPEHTHO B3aUMOACHCTRA C KyMapWHOBWTE aHTHKOATyJIaHTH
Ha MeCTaTa Ha CBEP3BaHe C IUIasMeHyTe IPOTCHHA | IOBAINABA INA3MCHHTE MM HAB2. B
CllyjaWTe Ha €IHOBPEMEHHOTO HM INPHJIOKEHWe HHJIOMCTAlldH Ce Ha3HajaBa B Haii-
HEHCKAaTA BHIMOXKHA 1033 H ce 0GMHCIS BB3MOXHOCTTa 32 Bo0aBgHe Ha IIPOTEKTHBEH
arcHTH.

e Mupmomeramud He IpPOMEHs TepameRTHYHATa €(QEXTHBHOCT Ha OpalHHTS
aETHIEAGETHE CpeiCcTBa M HEHCYIRH, BHIPEKH Y6 uMa HaOIIOICRAI 32 XHNO HIH
XEmeprIEKkeMIrdes eekT NPH €INOBPEMERHATA HM YIOTpeba.

e C pHEMaEge Ja Ce H3O0[3Ba NpHE [aNnwWeHTH TPHEMAINd XMHOIOHOBU

aHTHEOAKTEPUATHHE JEKapCTBEHA IPOYKTH.

4.6, bpemennocT H KbpMeHe

VEnoMeTany s He ce IPHIara 0o BpemMe Ea GpeMeHHOCT.

Iopams ekcKpels B MaiHHOTO MILIKO, HPEJIOKCHHCTO MY B HEPHOJA Ha KEPMEHE ©
IIPOTHBONOKA3AHO WM HM3HCKBA NpEycTaHOBABAWEe Ha KBPMEHETO 3a HepHOjA Ha

JICYCHHAC.

4.7. Edextr BHpXy cOoco0HOCTTA 32 modHpane u padoTa ¢ MATUHHHA
Wanomeramma Cohapma MOXe Ia IpeR3BHKa HEXENand eeKTH XaTo IyM B YHIEIC,
CBETOBBPTEX, CHEJHBOCT, CIYXOBY H 3DHTSHHE HAPYIICHHH, KOHTO MOTaT Ja HapyIiaT

AKTHBHOTO BHEMAHHC H pechIeKcn're.

4.8. Hesxenand jieKapcTBEHH PEAKITAN

TacTpoHHTECTHEAJEH TPaKT - rajcHe, 6ezamernTre, D0JKa, KPLBOHW3IIMBE K A3BH,
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HerTpanua HepBHA cHCTEMa H HCAXHKAa — OOMKHOBEHO ce Habmmozasa 3aMaiiBane,
CBETOBBPTEXK, INasofolme; pAAKO COMHONEHTHOCT, OTIATHANOCT, HAapymeHa
KOHI[EHTPAalluA, YMOpa; MHOTO PAMIKO - CETHBEH HapyINeHWs, BKIIOWBALIH ITApecTe3Hd,
JE30DHeHTamds, O0€3ChHUe, PasNpasHATENHOCT, MEHpEecHd, TPEBOXKHOCT, IaMETOBH
paszcTpoiicTBa, HCEXOTHYHH PeakiluH.

Censopan oprass — JUIUIONHES, HESCHO BIDKAAHS, HAPYIICHAT HA CIyXa, IIyM B YIIHTE,
HapyIneHHe Ha BKyCa.

Cobpaeuno-cA0Ba CHCTeMAa — PAAKO DANUMTALME, CTCHOKADAWS, apHTMEAW, MHOTO-
PAOKO — BJIOIABAHE HA HANHYHATA CHPACTHA HEAOCTATFIHOCT, XMIEPTOHHS, OTOLH.
Koxa w npapaTenm — obuxaoBeHO ckplex ¢ wm Ges oOpHBH; pAAKO — yPTHKapHS;
MHOTO DAAKO — OYNO3HH epymuiuy, 3agepBsBaHe, ek3eMa, excONHaTHBEH AEpMATHT,
IOypIypa OT aleprdded THI, CHHApoM Ha Stevens-Johnson, TOKCHYHA eNHAEpMAiHA
HEKpOII®3a.

OTtgenurenHa cHcTeMa — paIKo OTONH; MHOTO pAAKO — octpa Osbpedna
HEIOCTAaTHYHOCT, HedposeH CHHEPOM, NPOTEHHYPHST, XEeMAaTypHd, HAHTEpCTHLYANEH
pedpET, HAIMNApHA HEKpO3a.

XeMaToJOrd9HH HApPymieHAA — JCBKONCHET, TPOMOORETONCHES, arpaHyIoN#ETo34,
XEMOJHATAYHA AHEMYS, AINACTAYHA AHEMESL.

YepHoapoOHu yBpexAaHAA — IOBEIABANE HA CEpYMHAATE aMHHOTpadchepazn (ALAT,
ASAT), npexonHo noprmaBade Ha Gunupy0HHA; PAOKO TOKCHYCH XEHATAT C HIH 6e3
HKTEP; MHOTO PAAKO — QyIMHHAAHTEE XeIaTHT.

OpragmssM KaT0 NEA0 — pPIAKO — OpoBXocmazeM, ACTMaTHIHH PHCTHIIN,
aEaQMAaKTHIEY AIX a8a(pANakTORHE PeaKUME NPH allepIHYHA HalFeHTH.

Peaknuan ga MACTOTO HA OIPHI0KEHNE — IPH IPHANATaEe Ha CYIO3UTOPHATE MOXE Ja e

Pa3BHE JOXMIHO JPA3HCHE, JIOKAIHO KbPBEHE H 0600’1’1)2[5[6 Ha XEMOPOH K.

4.9. Ilpeposapane

KommEyynaTa cEMOTOMaTHEKA BKIFOYBE CJISHHATC CEMIITOME: TaJ€He, IOBPBITAHE, CAIHO
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ciydam ce HaOlIomapaT HapecTe3sHHE M KOHBYACHH. JIEUSHHWETO € CHMITOMATHIHO.

WnpoMeTandH He MOXe JIa O5/1e 0TCTpaHeH OT OpraHu3Ma 9pes XeMOAHAH34.

5. PAPMAKOJOTIMYHHU JAHHHA
ATC won: M01ABO1
QapmaxkoTepaneBTHIHA rpyna: [IpoTHROBR3NANUTENHH W  aHTHPEBMATHYHH

JeXapCTBEHH IPOAYKTH — HECTEPOHIHY; IPOH3BOHE Ha HHIONONETHATA KHCEIHHA.

3.1. ®apmMaxoanHEAMHAKA

HumoMeTanya € TPOM3BOLAHO Ha HHJONOIETHATE KACEIMHA B NPMHAJIEKH KM rpynata
Ha HECTEPOHOHHTE MPOTHBOBR3NANHTEIHA JIEKAapeTBEHH cpeicTa. Ipurexasa H3paseHo
OPOTHBOBB3NAINKTEIHO ACHCTBHE, NPEBAIIABANI0 3HAYHATENHO TOBA Ha (heHHNOyTasoH U
aneTIICATHITIIOBATA KACEIVHA, AHANTETHYHATA My aKTHBHOCT € CEH3MEpHMA C Ta3H Ha
merammzon. IIpmrexasa AHTHIHDETHYHO AelicTBme. MEAOMeTanWH OKasBa MOIIHO
uomcxc'amo JICHCTBHE BBEPXY HpOCTarilaiMEOBaTa CHETE3a 110 TS Ha HEXHOHpare Ha
mulookcrreHasaTa. OcCBeH TOBa HaMalsBa M TpOMOOIMTHATA arperamms X
JHEINOKCATEHA3HATA AaKTHBHOCT BEB BBE3NANEHHS YYACTHK, ChOTBETHO H JICBKOTPHECHHTE,
CHINO Taka IIOHIDKABA OCBODOXAARaHETO HAa CHAOTGHHH IHPOTeHW, WHAKTHBEpA
JIH3030MHATE €H3WMH, IOTHCKA aKTHBHOCTA Ha HEYTpATHHATE ITPoTeasy. 3JHa9eHne HMaT i
IpyrE HeroBH eheXTH KaTo XMEKyICIyBAaHE Ha OKHCIHTENHOTO (Gochopuimpane H
TIOTACKAHE oﬁpamoro 3aMaBAHe Ha KaTeXolaMHHW, 3acHiuBade oO0MsHaTa Ha

BOpaApeHalFEHAa W U3BECTHO ramumoﬁnoxcﬁpamo HelicTBHE.

5.2. @®apMakoKHHETHKA

PezopOmms:

ITpm pexramso mpmimoxerne ce pesopbmpa 6Bp30 B 80-90% ot mpunoxkedara o3a u
IOCTHATa MaKCHMajHa IIa3sMeHa KORIEHTpannd 3a 1-2 vaca.

Pasnpenenenne:

Pasnpesiens ce BB BCHYKH THKAHM M Opravd. IlpeMmHaBa IUTafleHTapHaTa H XE€Maro-
eanecpaymata Oapmepa. Ilpe3 cmmoBHamEaTa MeMOpaHa IpOHHKBa B CTaBaTa, Kato

KOHNEeHTpan¥EdTa My B CHHOBHaIHATA TEYHOCT Ce INOBHITABA. C muasMeHHATE 6BJITBIIPI ce
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cepp3Ba B 9098 % ®m e cmocofeH ga H3MECTH HPYFH JEKapCTBa H Ja YCHIH
TEPACBTHIHIAT AM ¢()EKT IpH eAHOBPEMEHHO IpHEMAHE.

Metabonm3zbm:

Mertabommzmpa ce B 9epHEA JIpol dpe3 OKHCHEHEe H KONIOTHPaHe.

Exckpenas:

EnpMAganaOEEHAT MNOIYKUBOT Ha HEIOMETAllRH BapHpa Mexny 2,6 » 11,2 gaca mmm
cperaO 5,8 gaca. Mzme9Ba apes 656penmre B 60-75 % , .10-20% OT KOHUTO B HENPOMEHEH
BEH, 4 OCTaHaJIOTO KOAHYECTRO € OTUENA ¢ XIbuKaTa ¥ dekanpnre. EKcKpeTHpa ce ¥ ¢

MaliIuROTO MILIKO.

5.3. IIpepxjaHE9HE JAaHBEH 32 0e300aCHOCT

IIpx mpoyvsaHmsa Ha OCTpaTa B XPOAMTHA TOKCWIHOCT HA WHIOMETAIEH IPOBEICHR
BBPXY ILTBXOBE W KydeTa, TPETHPaHy IepOPATHO ¢ HO3H ONH3KHA A0 TepaneBTHIHHTE Ce
yCTAHOBsBA YIIIEpPOreHEH eMeKT BEPXy croMaxa, 0e3 Ja ce 3acaAraT ApyrATe BETPEIIHHA
OpraHd. YIIIepOreHHWIT My eekT ce npoABdBa B AO3H Hax 1 mg/Kg TelleCHO Tervo H €
¢HHAKBO HOOpe HM3paseH, KaKTO IIPH HNepopalHO IPHAOKEHHMEe Taka H moz (opmara Ha
‘cynom-rop]m.

Hzamcienara cpepna sneranda n03a (LDsp) OpH HHTPAIEPRTOHEANHO IPHIIOKEHHE Ha
HHJIOMETAIHH BEPXY ITsXoBe € 13 mg/ke T. M.

Crnex NpmiIoxKeEre §a PeKTayHaTa QopMa Ha HEAOMETalHH ce HabMonasa TEMpORIHO-
xneThYHa HuGHITpanus B pekryMa. [Ipra@HEO-CIHEACTBEHA BPBH3KA me e YCTAHOBEHA,
Thit XaTo Holo0Ha KapTHEA Ce Habil0AaBa | IPH KOHTPONHATE XABOTHH.

Pesyntarure OT NPOBEICHUTE H3CHEIBAHUS BBHPXY PasiMYHA BHORE SKCICPHMEHTAHYT
KHBOTHH IIOKA3BAT, 4¢ HEJOMETAURH DpeMiHasa Dpe3 IlaleHTapHara OapHepa @

mprTexXapa GeTOTOXCHAYCH B TCPATOTCHEHEH e(EKT.

6. PAPMALIEBTAYHA JAHHA
6.1. Copenk Ha MOMOINHHTE BEIECTRA
Hard Fat Estaram W35 /Witepsol Wss/
Hard Fat Estaram H;5 /Witepsol Hys/
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6.2. OM3AKo-XHMHAIHA HeCHBMeCTAMOCTH
He ¢a H3BeCTHH.

6.3. Cpox Ha TOQHOCT

Jlge (2) ropgHE OT HATaTa HA IPOA3BOJCTBO.

6.4 Yciosns 3a cbXpaHeHne

B opurasaiHa OnaKopka Ha CyXO H 3allUTEHO OT CBETIIHHA MSCTO IIPH TeMIepaTypa IoA
25°C. V

6.5. JlagHA 32 ONIAKOBKATA

Cymozutopun oT 100 mg, [0 6 CYIO3HTOPHH B Grmuctep ot Bymiacteo IIBX/IIE ¢ormo;
o 1 6mEcTep B KapTOHEeHa KyTHS 3a8HO C JIUCTOBKA.

6.6. HpenopbKH 32 ynoTpeda

TIo nexapcko MpeAnHCAEAE.

7. AME MW AJPEC HA IPUTEXATEJISL HA PASPEIIEHUETO 3A

YIHHOTPEBA
CODPAPMA AJl, Beirapus
1220 Cotus, yir.”Hmzercko moce™ N 16

8. PECHICTPAITHOHEH Ne B PETHCTBPA: Ne 20000355

9. TATA HA IIGPBO PA3PEIIABAHE 3A VIIOTPEBA HA JEKAPCTBEHUCL
‘IIPOAYKT (IOJHOBABAHE HA PA3PEHIEHHETO): 08.06.2000

10. TATA HA (JACTHYHA) AKTYAJM3ATIAA HA TEKCTA
Hoemspu 2005 r.




