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KPATKA XAPAKTEPHCTHMKA HA IIPOIYKTA 3 Foo ody”

B/ A P f- 7082

i. HME HA JEKAPCTBEHHSA NPONVYKT
A 17 4 M

YPOMUTEKCAH 100 mg/ml, HHxeKkuyioHed pasTeop
UROMITEXAN 100 mg/m}, solution for injection

2, KAYECTBEH H KOIMMYECTBEH CbCTAB

1 ammyna ¢ 4 ml umxexupoHed pasrsop chabpxa 400 mg mecHa (mesna) KaTO JEKAPCTBEHO
BELUECTRO.

3a reanus CHHCHR HA NOMOLIHHTE BELIECTRA BUKTE TOMEKA 6.1,

3. JAEKAPCTBEHA ®OPMA

HinxexiidodeH pasrteop.
ITpo3pateH, OezripeTey, CTEpUieH HIDKEKUMOHEH Pa3TBop.

4. KAHHWYHHA JAHHH
4.1 TepaneBTHYHE NOKAIAHKA

YPOMHTEKCAH ce yrnorpeGsea 3a npodnakTuka ¢ LEN HaMaIsBaHe Ha YecToTata Ha
XEMOpAaryteH LMCTYT, MpHuMHABaH or okcasadocdopann  (udocdamus, uukaodochamua,
Tpotdochamun).

VYPOMHUTEKCAH Tpabea BuHary ga ce npunara npr HaUBEHTH, [TOI0KEHY Ha aHTHHEONIACTHIHA
repauns ¢ ndochamun. [pu ynorpebara na wnkiodocdamun wid rpodocdaruzr YPOMUTEKCAH
TpabBa ga ce npunara B 2034 ¢ 10 mg/kg no-Bucoku ot Tesu Ha oxcasatocdoprHa, a CBIIO M IPH
PUCKOBH NALMEHTH, MOMy4aBamy Bbobuie Te3n oxcazabocdopunn. [asunre puckoBu dakTopu
BKJIIOMBAT MPEIBAPUTEHA TBUCTEPANUA HA Ta3a, UHCTHT MO BPEME HA NPEAWIHA XUMUOTEPAnUd ¢
ndochamun, unwiobocdamun unu Tpodocdamuz, uny 3a60NABAHKA HA MKOUHATE ABTHIA.

4.2 Ho3upoBKA H HAYHE BHA HPHIIOKEHHE

3a na ce OCHrypH HANCKNHA 3AlMTa Ha [ABEHTa OT YPOTOKCHYHOTO AcHCTBHE Ha
oxcasapochopunuTe, TpaGha na ce rpuara AocTarsuHo konudectso YPOMUTEKCAH.

Tpabpa 1a ce ocHrypid otaensHe Ha ypuHa B KomhdecTeo 100 ml/yac (kakBoTO € M3MCKBAHETO MpH
Tepanua ¢ okcasadochopunm) U o BpeMe Ha JieWeHHETO YpHHaTa 23 c¢ CJHEAM PEeJoBHO 3a
XEMATYPHA U MPOTEHHYPHA.

MponsmkuTeHoCTTa Ha steverneto ¢ YPOMUTEKCAH Tps6sa na e paeHa Ha Tasy HA ICUEHHETO ©
okcaza(ochopHHa MAKOC BPEMETO 3a [OHHKABAHC HA KOHIUCHTpalLHTe Ha oxcasacbocdmpnume 1o
HETOKCHYHYK HWBA. 10Ba ODMKHOBEHO cTaka B paMkHre Ha 8-12 waca cieg K EHHETO ©
oxcasaopuHHTE, HO MOXe ¥ 1A BapMpa B 3aBHCHMOCT OT 103
okcazadocdopuHa.

Hoznpanero va YPOMMWTEKCAH 3apucu oT 103aTa Ha ChIPOBOMIAILHS
[OJly4aBa NayHeHTa.
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Cxemara Ha posupane Ha YPOMHTEKCAH tpabsa fa ce MoBTapa BLB BCEKH ACH, KOraro ¢¢
noay4ara okcazaochapuHOB MEUKAMEHT.

Ako ao3ata Ha okcasadochapuHOBHS IPOAYKT ce KOPHIHpa, nozata Ha YPOMHTEKCAH cwino
Tpadea fa Ob/e TIPOMEHEHE, 38 [a Ce 3aMa3H ChOTHOWEHHETO Mecha okcasadochapuHoB
METHKAMEHT.

ITo npunuun npr se3pactay YPOMUTEKCAH ce npuiara MHTPaReHO3HO B /1033, IPEACTABAABALIA
20% ot no3lata Ha OkcazagocdOpHHA KbM HY/i€Ba TOUKE OT HPHICKEHHETO MY (T.e. BPEMETO Ha
npuiaraHe Ha okcasadocdopusa), u cien 4 u § vaca.

{Iprmep 32 npunoskenve YPOMHUTEKCAH ¢ HH$¥3HH Ha okcazahochopun;

Bpewme (B yacoge) 0 vac 4-TR yac [ 81wt wac
(8.00 yaca) {12.00 yaca) {16.00 yaca)

Joza okcazadocdiopun {24 g/m? Tenecna | - -
OBBLPXHOCT

Josza YPOMUTEKCAH |480 mg/m? tenecua | 480 mg/m? renecha | 480 mg/m? TenecHa
HOBBPXHOCT NOBBLPXHOCT TIOBBPXHOCT

Ipy HMTOCTATHYHA TEPanHs ¢ MHOTO BHCOKH A03H OKcazadochopHd (Hanp. npeiyu TpaHCILIaHTalHs
HA KOCTEH MO3LK) ofumara go3a Ha YPOMMTEKCAH moxe na 6nne noenmena na 120-160% or
nozata Ha okcasadocdopuna. [Ipenoprura ce cnen npunoxenwe Ha 20% YPOMMWTEKCAH
(orHeceno keM o0wmaTa no3a Ha okcasadochopuHa) KBM HYJICBA TOYKA OT BPEMETO, OCTATLKBT OT
M34McAcHatTa ofiia J03a fa cc [IPUNOKH HHTPABEHO3HO KaTo 24-yacora HAQY3HA. ANTepHaTUBHA € U
MHTEPMMTHpAILA Tepanua (JonyCcHO TMpWIokeHAS) Mpy BB3pacTHH - 3 x 40% (caen 0, 4, 8§ daca),
pecn. 4 x 40% (cnen 0, 3, 6, 9 waca). IIpn peuara, nopagM NO~4ECTHTE MWKUMH, € MOIXOAALUO
npuioKeHHe npes 3 wacos uuTepsan (Hamp. x 20% cnen 0, 1, 3, 6, 9, 12 uaca). Bmecto Gomycha
TEpanus MoKe 1A C& NPHIOKH U ¢ KPATKOTPaHHH HHPY3HE C MPOABDKHTENHOCT OT 13 MUHYTH.,

Ipy npogwmxytenna Mudyina Ha ubocdammua ce ¢ yCTaHOBMIO, YC € YMECTHO NMPHIACAHETO HA
YPOMHUTEKCAH, cnen nepsosadanuo GonycHo npunoxkenne 20% KbM HyneBa TOYKa OT BPEMETO
(Ravano Ha uHy3msTa T.°07), Karo mudysmus B Aoswposka zo 100% OTF chOTBeTHaTa J03a
upochamMra U yponNpoTeKTUBHATA Tepanyd 1a Npoakku owme 6 do 12 yaca crej tpexpaTaBaHe Ha
undyzuaTa Ha npocdaMun,

[Ipumep 3a npusoxeHue Ha MecHa Mpu 24-uacoBa MHDY3HS Ha Hpochamua:

Bpewme (B yacose) 0 24 30 36 uaca

Jo3a ubocdamun | 5 g/m® TenecHa noBBPXHOCT

YPOMUTEKCAH |1 g/m? TenecHa noBbpXHOCT

Bouyc jiosza
VYPOMUTEKCAH | [lo S g/m* Tesecua nopbpxHOCT 1o 2,5g/m” tenecHa NORBPXHOCT
utdy3Ha Hontakense kpM uH)py2HATa dochamua

IMapedtepanHuTe nexapcTBeHd NPoAYKTH TPaGBa Ja ce TNPOBSPABAT BH3YAIHO 33 HAIHYHE HA
QaCTHLH M IPOMAHA B LBETA NPEIH NPHAMKEHHE.

He TpﬁﬁBa Aa c¢ H3M0A3BaT pPa3TROPH, KOUTO €a C MPOMCHEH LBAT, MBTHH HAH CRABLPXKAT BHIHMH
YacTHLH.

Hozupane 8 cneywannu cryuau:

£03HQ¢':IHC fiph Jeua

BezomacHocTTa M €DUKACHOCTTE Ha MECHA NIPH IIPUROKEHUE APH Jcna He
nopaad NUNCATA HA J0CTAaTBYHO onut. [leuata 0OUKHOBEHO ypHHHpAT Tt
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3arora Moxe OM MpU Ta3y rPyla NALUHEHTH € LenecholbpasHo Ja c€ CKhCAT WHTEPBATMTS MEXKIY
unaMsrayanuure Aoz YPOMUTEKCAH w/vnu na ce noeuiun Spost M. KiuHuutuTe H3NHTEaHW
¢ KOHBEHUMOHANHM J03H NPHM 1CuA NoKa3sar, Ye ¢ ymecTHo nosupaHe Ha YPOMUTEKCAH s
HHAMBHIYANHH CllyYad €4 NO-KLCH HuTepsain (Hanp. Ha Beeku 3 Haca, Karo ofilara 1osa
YPOMUTEKCAH e 60% ot no3ata Ha oxcasadocopuna). [lpn upTocTaruina Tepanus ¢ MHOTO
BHCOKH 4034 OKcazagocoprH (Hanp. Tpein TPAHCIUIAHTALMA HA KOCTeH MO3bK) GoaycHaTa ao3a
YPOMHTEKCAH tpaGea BHHATK Ja ce Dpunara Ha KpaTku Hrepsaad (Ranp. 20% 80, 1,3, 6,9, 12
yac, Bmecro OonycHa Tepanus MoKe 4a C€ MPHAOKH H € KPATKOTpaiuu WHQY3MH C
NPOABIKUTENHOCT OT 15 MHHYTH.

Hozrpane Npl MHOTO BBIPACTHY [TALIACHTH

KIMHHYHKMTE MAMWTBAHYMA C MECHA He BKIIOMBAT AOCTATbYCH Opodl manueRTH Hag 65-rojMinHa
BB3pAcT, 32 Aa ce ONpeJieaM eIHO3HAYHO, JIANH TEXHUAT OTIOROP Ha ICYECHHETO CE pas/ivuasa ot To3u
Ha no-mnagurte naudeHTtd. Hai-o6uto ro3ara okcazadochopuH NpH MHOIO BE3PACTHH TIAUMEHTH
BHHMMaTENHO TpibBa fa ce oupenenu, KaTo ce MMa MPEea BH/I [0-BHCOKATa YECTOTA Ha NMPOSBA Ha
HaManieHa yepHoapobHa, G1LOpeyna win cvpredsa QyHKIHA, HA CHOLTCTBAIY 3abONdIBaAHHA HH
nexapcrBeHa Tepanid. Ho crotnomennero ya nozure YPOMUTEKCAH u oxcazadochopun Tpadsa
A3 OCTaHe HeMPOMEHEHO.

Ho3spaHe NpH BHCOKO DHCKOBY NAIEHTA

[ManuedTH ¢ YBpeaeH ypOTendyM OT [IPeAULIHO 1eveHne ¢ okcazadhocdopuyH WK NBUETApanis ha
TA3a, WM KOWUTO He ca BHIM afeKBaTHO 3alMTEHH Che cranaaprHa no3a YPOMHWTEKCAH, nanp.
auMeHT CLC 2abONgBaHHY HA 1MKOYHMTE NBTHIA B aHaMHe3ara: TpsdBa f[a o€ IIPHIONKH
aurpasedostHo YPOMHUTEKCAH s go3a, 40% or gosaTta Ha okcazadocdopita, Ha WHTEPBANH, No-
KpaTkH oT 4 yaca w/uiu 1a ce NOBHINKA OposaT Ha MHANBHAYATHHTE HO3H.

4.3 Hporusonokasauns

H3pecTHa CBPBXUYBCTBUTENHOCT KbM aKTWBHOTO BEMIECTBO, MECHE, HAH KBM HAKOE OT NOMOIINHTE
BELIECTBA, H30POEHY B TOUKA 6., WK KbM APYTH MEPKANTOCHEAMHEHNA.

4.4 Crenua/iuy npesyupekAeHnd u NpeANasHA MePKA NpH ynorpeda
NPEAYOPEXAEHHA
CBpBXUYBCTBHTEIHOCT

TIpu naumenT ¢ asTONMYHHNA 3a00NABanMUA, TeKyBani ¢ uuiiodocdamus ¥ YPOMUTEKCAH, ¢
AabronaRana no-BUCOKA YECTOTa HA IIPOABA HA XUNEPEPIHUHU PEAKLMH, OTKOIKOTO IpH NAIMEHTH
¢ Tymopu. Te3H peakuu €2 OT CTPaHA HA KOXKATA W JIAFaBULIMTE, MPOABABALIM CE B PATHUHA CTCTISH
M TEXECT, U BKIIIOUBAT 00pHB, chpbe, 3auepsaBane, Be3KyIaund, CHHAPoM Ha Jlnesx, CHHNPOM Ha
CTurbHC-J[XKOHCBH, €K3aHTEM, EHAHTEM, JIOKANTHU OTOLH (YPTHKAPHEH €AEM), KOHIOBKTHBHT, DEIKH
cnyyad Ha XHIIOTSH3HA, CBLP3aHA © LMPKYNATOPHM peakudH, W TOBHUICHA ChpAeYHa YecTOTa, Hag
100 ypapa/muHyTa (TaXHKapaua), KaKTO M ycKOpeHO Aumiane (TaXHiHes), Jh/XaIo Ce Ha OCTPH
peaKiMy Ha CBPBXUYBCTBMTERHOCT (aHA(MNAKTOMAHM peaklH), Xuneprenzns, ST-enepauus,
MHQNMAS, 2 CBLMO W NPEXOJHO [MOBHINABAHE HA HAKOM 4epHOApoOH# nokazatenu (Hamp.
TpaHcamuHazd). 3awurarta Ha orgenurensara cucrema ¢ YPOMUWUTEKCAH cnenosatento tpatea
Jia ObJe NpHnaraHa BbPXY NAUMCHTHTE CamMO CReAd BHUMATENHO OUEHABAHE Ha Donzata

Hma omwcanM ciyyad Ha pPeakudd Ha CBPBXMYBCTBHTSNIHOCT  BClie
YPOMUTEKCAH karto yponporekrop. Te BKIOYBAT:
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Koxun peakuwn, XapakTepH3Mpally Ce ChC CHMITOMH K4TO JIOKR/TH3MpaHa WM reHepanusvpasa
YPTHKApHA WK APYrd GOpMIA HA ek3anTeM, chpOe, napeHe, aHrHOeAeM W/HIH 3ayepsaBane (B,
Touka 4.8).

B nombineHne, MMa chOOICHHA 3a CITYUaH Ha TeXKH OYJIO3HH K YILCPATHBHH KOKHH B THIaBUYHH
peakumu. HIkOM peakuuH ce CUMTAT 3a CXOAHH CBC CHHAPOM Ha CTuBBHC-J/DKOHCHH, TOKCHYHA
enuIePMAaTHa HEKPOIH3a HAH eKCYJATHBEH MY ITH(QOPMEH EPHTEM.

B nakon Cly4aH, KOKHHUTE PeaKkl{HM CE CBIIPOBOMXKIAT ¢ €ITWH WIH [TOBEUEC JOMBAHHTETHH CHMITOMH,
KaTo

NOoBMLISHA TeMIleparypa,

®  CHPACUHO-CHAOBM CHMITTOMHM {XHMOOTOHMS, B HAKOM cayvas HaliofaBaHa Kato
pedpaxkrepra Ha TeuHocTH, Taxuxapius, EKI npossH, CX0HA ¢ NEPUMHOKAPUT; BK.
Touxa 4.8)
NPOSBH, CXOHH ¢ OCcTPO OBOpeUHO yBpeXkIaHe,
6enoapobHy cHMOTOMY {XMITOKCHS, PECTTUPATOPEH JHCTPEC, OPOHXOCIAIBM, TAXHITHES,
KalIHia, KbPBaBH Xpauku; BX. Todka 4.8)

*  XEMaTONOrHYHH aHoManuu (sieBKONIEHHA, eo3uHODUIIH, AuMdoneHns,

TPOMBOUHTONCHHA, MAHIMTONEHMS; BXK. Touka 4.8),

*  [OBHILCHH YEPHOAPOGHH CHIUMH,

*  rajeHe, NOBpbILAHE,

+  0onKa B KpaHHMUMTE, apTPANrHs, MHAIrHA, o010 HEPasMoONOXKEHHE,
*  CTOMATHT H

*  KOHIOHKTHMBHT.

Haxon peakLiiiy ce NPOABABAT KATO AHAGHIAKCHS.
TMorMIIEHa TeMnepaTypa, CRIIPOBOASHA C HATD. XMIOTOHMS, HO 0e3 KOXKHM fIpOsBH, ChUlO & Guia
crobmasana.

Teskku, HO W JlekH peakumn ca Ouin uabmonasadn npy ynorpeba sa YPOMUTEKCAH B cxemu 3a
JeyeHne, KAKTO HAa TEeKKH CHCTeMHM ABTOHMYHHH HAPYLWICHHA W 3MIOKAYMECTBEHH CBHCTOAHHA. B
[IOBEYETO CllyHaH, PEaKUHHTE ca ce MOABKIH NIPH HWIH Cliel ILPBOTO NPHIOKEHHE Ha NCKapCTBEHUA
NPOLYKT WIH CNeJi HAKOAKO ceamuuy excrosauna Ha YPOMHTEKCAH. B npyru cny4au, HadanHa
peakuus ce ¢ Habmopasana eJMHCTBEHO Cie]] HAKOIKO MECeLla EKCITO3HITHS.

B MHOTO ¢TydYas cMMITOMH ¢a C€ MOABHNM B JEHA HA EKCNO3UIMATA, ¢ TEHASHLIUA KBM MO-KPATKH
MHTEPBAIH CJIE CEABAINNATE CKCMIO3HLIHY,

HpH HAKOH NALMCHTH, NMOoIBaTa W/MNK TEXKECTTA HA PeAKUMATA, KaTO UC I BAPHPAT 8 3aBHCHMOCT OT
npHiaradara no3a.

Peumauen Ha pcakiyn, B HAKOM Clyyad ¢ HApacTsaula TExeCT, ca CHOOWIABAHH npH OOBTODHA
excnosHuusa, B criioro BpeMe, B HAKOW CIY4YaH, TIOBTOPHATA eKCMO3HUNA HE € TPHUIKHWIA fOABATA
Ha pCaKIlug.

Hakon nanyeHTH ¢ AHAMHE3a HA peakis, ca JAEMOHCTPUPAH MONOKHATENEH Pe3ynrar oT TecT 3a
KBCHA KOXKHa peakuus. B CBINOTO Bpeme, OTPHMLATENHHAT TECT 33 KBbCHA peakuud HE W3KIIOUBA
CBPBXMYBCTBUTENHOCT KbM YPOMUTEKCAH. [lonosxurennure pe3yTarw OT KOXEH TecT 3a
peakilsi OT OBP3 THN, ca ce TOABARATH MPH NALMEHTH HE3ABUCHMO OT {IPEAXO01HATa EKCTIOIHLMA

[lpenmuceauure Tpsdea:
- Jd Ca 3a[l034aTH ¢ Bb3MOKHOCTTa 32 NOJ00HH Peakilyii 1 e peakuydu
npH NOBTOPHA EKCNO3MLIMA, KATO B HAKOM CITy4ad MOraT 1a OBJaT KMBOTOS
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- Jla Ca 3ano3HaTH ¢ (akTa, ye peakunTe Ha CBpBXUyBCTBHTENHOCT kbM YPOMHTEKCAH ce
MHTEPTIPETHPAT KATO HAMOMHALIM KJIWHHUHATA K&PTHHA HA CENCUC, A TPH MalHEHTH ¢ QBTOMMYHHE
3abonaBanms, HaNOMEST 000CTPAHE Ha MO/NeXaIoTo 3a00aABaHE.

THONOBH ChEIMHCHIS

AxkmieHOTO RemectBo Ha YPOMUTEKCAH, mecHa, € THONORO ChLEIIHHEHHE, T.€., ChABPKAILG
cyngxdapunda (SH) rpyna oprammuHo crequHeHde. THONOBHTE ChENMHEHHS NOKA3BAT WIBECTHO
CXOJCTBO [0 OTHOLICHHME HA TEXHHS Mpodii HA HEXKEJIaHW PEaKUHH, BINOYMTENHO LOTEHUWAN 3a
pa3BHTHE Ha TEXKKH KOKHA peakiuH. [IpuMepM Ha NeKapCTBEHW NPOAYKTH, KOHTO €& THOIOBH
CHEAMHEHHA, ¢a aMHQOCTHH, NEHUITHIAMUH H KATITOMpHIL.

He e AcHO nany nanAeHTH, KOMTO MMAT HEXe1aHa peaKiis KbM Taxkhs JIEKapCTREH NPOAYKT, €a ©
NOBHLWEH PHCK OT HAKAKBY PEakuuy, Unu noAo0HH Peakiiy, KaTo [pH APYro THOINOBO ChEAHHEHHE.
B ¢Bl10TO Bpeme, Korato ce o6Chxkaa yroTpebara Ha JpYro THONOBO ChCAHHEHUE TPH TaKHBA
TMAUMEHTH, BB3MOXKHOCTTA OT NOBULIEH PUCK TPAOBA Ja ce BMa NpeaBH.

VPOMUHTEKCAH ¢ paspaboreu ¢ 1eJ1 Ja HAMaNM PHUCKa OT XEMOPATHYEH LIMCTHT, NPEeAU3BHKAH OT
upunoxkenueTo Ha oxcazadochopunn. Ho Toli He npexnassa u ue objekuaBa SPYTH HEKeNaHH
JCKAPCTREHH PEaKLMH MK MHTOKCHKAUIMK, CBBbP3aHH C IEYEHHETO ¢ OKCa3aGocGopuHH.

YPOMUTEKCAH He Moxke na npeaoTsapTH NOSBaTa HA XEMODAru4eH LMCTHT NPH BCHUKH
nauueHTH. 3aTOBa BCEKH O€H NpeAM NeueHuero ¢ okcazadocopud Tpabpa na ce M3crensar
cyrpemyn npodu OT ypHHA 33 HANMYHETO HA XEMATYPHS (MMKPOCKONCKO YCTAHOBABAHE HATHUHETO
HA YepBeHH KPBBHH KJIETKH B YpWHATa). AKO Ce pa3BHE XEMaTypus TNpH NPUNOGKEeHHE Ha
YPOMHUTEKCAH 3aeano ¢ oxcazadocdoprHn ChriiacHe npenopryaHa CXema Ha J03HpaHe, B
3aBHCHMOCT OT TeXeCTTa Ha npossarta i, Tpadea 1a Ce npennpHeme penyulpaHe Ha no3ara HAH
MPEKPATABAHE Ha JIEYEHHETO ¢ OKCa3ahoCHOpPHH.

CrappxaHue Ha HATPMId
YPOMHTEKCAH umxexkuuoHen pa3teop ChAbpxkKa npuOauznrento 59 mg Hatpuii Ha 400 mg
MecHa,

EdexT pppxy NabopaTopHy H3cieaBaHus

Jleuennero ¢ YPOMHTEKCAH wmoxe jga npuudHH GalllMBO MOAOMKHTENHH DPCAKUMY IIpH
H3CNeABAHMA HA YpWHA Ha 0433 HATPONPYCHI HATPHMl (BKIOUMTENHO TECTOBE HA JIEHTHUYKH) 33
kerotena. [loGapaHeTo Ha NcAcHA OLETHA KHCETHHA MOXKE 1@ C€ H3MOJ3Ba 3a IMdepeHUMpaHe na
(aluBO TIONOKWTENEH PEe3YNTaT (ThbMHO-4EPBEH [BAT, KOHTO wW3bnenHsBa) ¥ JCHCTBHTENHO
MONOKKATENCH  pe3ynaTar (4epBEHO-BMOJETOB LBAT, KOHTO ce ycwiBa). Jleuenmero ¢
YPOMHTEKCAH moxe na npvauiy Qamduso nojoKHTEHH PEAKUMYM NIPY YPHHEH CKPHHHHT TECT
Ha basa pearenr Ha Tillman 3a ackopGuHOBa KMCennHA.

[Ipu papMakoOKUHETHUHYA MPOYYBAHHA CHC 3APaBH ZOOPOBOMIY, CTOHHOCTUTE HAa CEPYMHUS KDEATHH
dochoknnaza (CPK) ca no-uucku B npodute, B3eTH 24 yaca cied JO3HPAHETO Ha MECHA, OTKOJIKOTO
npu npobuTe npens Ao3upadHe. HanuyHWTe NaHHM HE NOZBOABAT AA CE ONPENCHAH fIPHYHHATA 33
TO3M (EHOMEH, HO MOMXKE A3 CE& CYMTA, Ye € B DPEe3y.NTaT Ha 3HauYuTelcH edekT BhpXy THON-
3apucHMHTE (Hanp. N-aueruniycrenn) exsamun CPK rectose.

Buwire cbuio Touka 4.8 32 pHPoOpMaiMS OTHOCHO aHOMAIWHTE B NabOPAaTOPHMTE HM3CAENABAHHA,
Ha0IronaraHu NpH GpapMaKOKHHETHUHUTE NPOYYBAHUA. P

Heﬂuamﬂqﬂa noonyJaalug
BezonacHocrtra u edmkacuoctta Ha YPOMMWTEKCAH npu aeua na h3pacy
Ca YCTaHOBEHH B IUIMHHYHH MpoyveaHus Ha Baxter. B c¢wmoro
OPUICKEHHETD HA MECHA TIPH e1la BMa B MEIHUMHCKATA THTepaTypa.
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Cepnatpuuna ynorpeba

Karo mano, n3boper Ha A03a [IpH NALMEHT B HanpeidHana BL3pacT TpaOBa na ObAe BHUMATENEH,
oTpazABaliki MO-TOIAMATA YECTOTA HA HaMaieHa YycpHoapobHa, Gubpetna WK chpaeyHa QyHKLMS,
W cbnbTCTBAK  3a0ONABaHAS WM Jipyra  JiekapcTeeHa Tepamuid.  CBOTHOIWIEHHETO Ha
oxcazadocopus kbm YPOMHUTEKCAH cnenpa 1a ocTaHe HEMPOMEHEH.

4.5 BaanmopeiicTpue ¢ Ipyru NeKapcTBeHH NPOAYKTH H APYrA GopMu Ha B3arMOACHCTBHE

Cucremuure edektd Ha okcasadochopyHHTe He ce 1OBAMABAT OT TIPHIOKEHHETO Ha
YPOMUTEKCAH. B kisHWYHY M3IHTBAHUA € AOKA34HO, ue npejozupadero Ha YPOMUTEKCAH
He HamaliBa OCTpaTa M MOAOCTPaTA TOKCHYHOCT, JEBKOTOKCHYHATA AKTHBHOCT H
HMYHOCYNIPECMBHOTO aciicTene Ha okcasadocdopurure. Tipoyusanmata Bbpxy Hbochamun w
UHKNOGOCHaMUI © KHBOTHH C PaxTHUHH TyMOpHM, chlio ca nokasany, ¢ YPOMHTEKCAH ne
TIOBIHABA TAXHATA AHTHHEOIUIACTHYHA AXTHBHOCT.

YPOMHWUTEKCAH He Bnvse ¥ Ha aHTHHEOILTACTHYHA AKTHBHOCT HAa APYrH UMTOCTATHUH (Hamp.
anpuampusd, BCNLU, merorpekcar, BHHKPHUCTHH), KaKTO W Ha TepaneBTHusus edekr Ha Opyrd
NEKAPCTBA, TAKKBA KaTO ANTHTANHCOBUTES FTHKOIHAN.

Tepannara ¢ YPOMHTEKCAH moxe na noeene A0 Gamuueo mo3swTHBHpaHe Ha Pe3yATATHTE OT
ONPEACNAHETO HA KETOTeNla B YPHHATA ¢ TecT-nenthuku (uanp. Rothera-recr, N-Multistix Tect-
JMCHTHYKH) M (alliMBO MO3MTHBHH HIH alliMBO HEraTMBHH pEAKLUMM HA TECT-IEHTHYKH 3a
ONPEICNAHE HA €PUTPOLMTH B ypuHata. l{perpT Ha TecTa € MO-CKOPO MYPITypEH, OTKONKOTO
BHOJIETOB H € No-Manko craluiied U U34e3sa BeHara cnen 1oGaBAHE Ha NECHA OUETHA KNCETHHa. 3a
€K3aKTHO OlpedesigHe Ha HATHIHETO Ha epHTPOLIATH B YPHHATA, CE MPENOPEYBA MHKPOCKOIICKOTO i
H3CAE/IBAHE.

4.6 Peprunnret, 6peMEeHHOCT ¥ KbPMEHE

Toli karo YPOMHTEKCAH ce npusara B paMKMTe HA OCHOBHATA NPOTWUBOTYMODHA TEpanusd ¢
okcazadocdopunn 3a npeanalBaHe Ha MHKOYHMTE NMBTHINA, MO BPeME Ha OPEMEHHOCT H KbpPMEHE
BAKAT KPHTSPHUTS HA CHOTBETHNA THIF IMTOCTATMYHA TEPAITHA.

Hama noctaTbyHo nanH 3a ynorpeGata na YPOMUTEKCAH npn 6pemeHHn u xbpMerid JKeHH.
Jlexapure Tpabsa BHHMATEIHO A2 NPELEHST BL3MOXHHMTE PHCKOBE H MOI3H DM BCEKM OTACCH
nauueHT npead ga npepniinat YPOMHTEKCAH.

bpeMeHHOCT B KbpMeHe €a NPOTHEOMIOKA3AHNA 38 IWTOCTATHIHO N€UCHHE, M0PaSH KOETO HaMa
BEPOATHOCT MecHa Aa ce ynorpedsasa npH moacduy obCTORTEICTRA.

AKO OTaENeH NAHMEHT NPORESKIA NeUeHne ¢ okcazadocdopuH no BpeMe Ha GpeMEeHHOCT, MECHA
TpAOBA 4 Ce MPUIOXKH Ha MoAGGEeH NAUHEHT.

Maiikute He TpabRa Ja KLPMAT, TOKATO CE NIEKYBAT C TE3H JeKAPCTBEHH POIYKTH.

Hpquaauum' d C XMMBOTHH HC NMOKas3B4aT daHHA 34 eMﬁpHOTOKCH‘!HOCT HIAK TEPpATOTCHHY CQ)SKTH Ha
MeECHA.

4.7 Edexts BEpxy cnocoGuoeTTa 32 modupane B paboTa ¢ MAIIHRA

TlauuenTuTe, TIPOBSXAAINN NEHEHHE C MECHA, MOKE A3 MMAT HOKEIAHW eKap
(BKNOYMTENIHO HANp. CHHKOI, CRETOBBPTEN, JIETAPTHA/CHHIIMBOCT, 3aMajiid
BICKIAHE), KOSTO MOXKE A3 [TOBAHRE BLPXY cNoCcoBDHOCTTa UM Aa Wodupar b
Pemenvero orHocHo mogupane u pabora ¢ MaliuHA Tpabea 12 ce BIEMa HA
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4.8 Hexenany eKaApCTBEHY PeaKHH

Hait-uecto HabmoaaganuTe neXceslanM NexapcTseny peakuuy (> 10%) cebpsauu ¢ ynorpebara Ha
MecHa: TnaBoOose, peaklMi HA MACTOTO HA HH(Y3MATa, KopemHa Ooska/xoinuka, 3amaiipade,
JETaprHA/CHHIUBOCT, NHPEKCHS, OOPHUB, Mapus, rajicHe, 3a4epBsaBaHE H IPHNONOA0OHO 3a00aaBaHe.

Haii-TeskknTe He)enaHHM AeKapCcTBeHM PeakuyH, CBbp3aHM ¢ ynioTpebara Ha MecHa, €a: TOKCHYHA
enuaepManHa Hekpoausa, cMHApoM Ha CrusbHc-JbxoHcbH, anadunakcus 4 nexapcreeH obpus ¢
€O3HHOQHIHA H cHeTeMHu camnTomH (DRESS).

Teit katre YPOMMWTEKCAH ce wnomsea B koMOunaums ¢ oxcasadocdopusn unu ¢
okcasaocopin cpABpKAMmA KOMOMHUpPAHA XUMHOTEPAnNHA, TO MHOIO HECTO € TPYAHO Chbe
CHI'YPHOCT Aa OBAAT pasrpaHUdeHH Hexenanute edexti, npmkame ce Ha YPOMHTEKCAH or Tesu
H2 €/THOBPEMEHHHO NPUNATaHNTE UMTOTOKCHYHH ICKAPCTBEHU TIPOAYKTH.

Yecrotara Ha HJIP ce Gasupa Ha cneanara ckana: Muoro dgectd (1/10); wecrn (>1/100 - <1/10),
Hewecty (>1/1 000 - <1/100), penkn (=1/10 000 - <1/1 000), MHoro peaxu (<1/10 000), ¢ HerzBecTHA

HecToTa (HeMenaHH IeKapCTREeHH PeakiMy, ChoOIaBauH MPU NOCTMAPKETUHIOROTO TIPUAMKEHHE)

Cucremo-opranen kiaac (COK) Hexkenaua lekapcTBeHa peaKkius Yecrora
HAPYIIEHWA HA KPLBTA H Jhamdanenonarus Yeetn
JUMODHATA CHCTEMA
Manuuroneaua C Heu3BecTHA YecTOTa
JlepxoneHns C HeH3BECTHA HECTOTA
JInmdborienun C HEHW3BECTHA HECTOTA
TpomGounroneHns C HeH3BeCTHA 4eCTOTa
Eozunotrnns C Hew3BecTHA 4ecTOTa
HAPYLIEHWMA HA UMVYHHATA Anadunakcus C HedsBecTHa 4ecToTA
CHCTEMA CBpBXUYBCTRUTENHOCT C HeusBecTHa Hecrora
HAPYHIEHMA HA Hamanes anerur Yectu
METABOJIM3MA K Veeuase 3a AeXuaparaius Hectn
XPAHEHETO
MMCHUXHYHI HAPYILIEHHA Beacthue YecTH
Koumapu YectH
HAPYIIEHUA HA HEPBHATA | I'nasobonue Muoro YecTH
CHUCTEMA 3amasHoCT Muoro ectu
JleTaprua/cEHAYMBOCT Muoro gecti
CBeToBBpTEK YecTh
[Tapectesns Yecty
Xutiepecresns Yeet
Cunkon YectH
Xunoectezns YeeTH
Hapyweno suumanne Yecru

I'epuose

C HEHW3IBECTHA 4ESCTOTA
e
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Cueremo-opranen waac (COK) Hexenana nexapeTseHa peakuns YecroTa

HAPYNIEHHA HA OYUTE KoHroHKTHBHT Hectn

Dorohobus Yectn

3amwriaeHo 3peune Yectn

HBPHOPSPYFMEH OTOK C "Hen3BeCcTHa YECcToTa
CBhbPJEUHH HAPYUHIEHWA [Mannurauku HectH

OTKROHEHAA B eNeKTPOKapI¥Orpamara C Heu3BeCTHA YeCTOTa

Taxukap HSA C HewzBeCTHa YeCTOTA
ChJA0OBH HAPYIIIEHHA JauepsasaHe Meuoro yectu

XHNOTOHKUA C HeH3BECTHa HeCTOTa

Xunepronns C HeW3BECTHA IECTOTA
PECITMPATOPHH, I'PRJTHM WU | 3amymeane Ha Hoca Yectu
MEJHACTHHAJIHH Kamnuna Yectu
HAPYUIEHH A ItreBpanHa Hoska Yectn

Cyxota B yerata Yectu

Bpoaxocnaysm YecTn

3aayx YecTH

Jlapunreancu auckomopT Yectn

Enucraxenc YectH

PecnupatopeH AHCTPES

XUNoKcUus

HaManeHa KUCIOpOgHA caTypauus
TaxunHes

XeMonTw3ne

C HEW3BECTHA HECTOTA
C peH3BecTHA 9eCToTa
C HEM3BECTHA YECTOTA
C HEeH3BECTHA YECTOTA
C HeH3IBeCTHA YECTOTA
C HEeM3BECTHA YECTOTA

CTOMAUIHO-YPEBHH

KopemHa bonka/konuka

Muoro secT

HAPYHIEHHUA Tanene MHoro vyectu
Huapug Mnoro ueetu
JluraBuunHo Apasuene!’ Yectu
®aarynenuma Yectu
[loBpuiane Yectn
Mapewa Gonka (cyGerepHanya / Yect
eruracTpansa)
3anek Yectn
I'urusanyo Kepeeue Yectn
CroMaTuT C HeM3BECTHA YECTOTA
Jlour Bkyc C HEeH3BECTHA HECTOTA
XEMATOBU/TMAPHHU TosgtueHy TpaHcaMBHAsH
HAPYIIEHHA

Xenarur

Hosumena rama-rayramar Tpaschepasy

{Tosrwiena ankanta ¢ocdarasa B KpbB
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CacTremo-oprases knac (COK)

Hexeaana JIERAPCTECHA PCAKIHA

YecToTa

HAPYUIEHHUA HA KOXATA U | O6pus’ MHoro 4ecTH
TIOJKOXHATA ThKAH
Copbex Yectu
Xunepxunposa Yectn
TokcuuHa enuaepMania HeKpoax3a C Hen3BECTHA YecToTa
C YHIPOM Ha CryrbHe-hroHCHH C Heu3BeECTHA YECTOTA
Epuvema MyrHbopMe C HewW3BECTHA YECTOTa
TlekapeTBeH 06puB* C HewiBecTHa YecToTa
Yanepaumu u/iwid Mexypu/Onucrepn** g HOHIBECTHA HECTOTA
HEH3IBECTHA 9eCTOTA
Anrnoesem C Hen3pecTHa YECTOTA
PQurcdpata NEKapcTBeHa epyNLMs C HeWIBECTHR HECTOTA
O0pus npn (HoTouyBCTRUTEIHOCT C HEM3BECTHA TECTOTA
Yprurapua C HeH3BECTHA 4ECTOTa
Ycemane 3a napene C HeM3BECTHA WeCTOTA
Eputema C HEW3BECTHA Y&CTOTA
HAPYILHEHHA HA Aprpanris Yect
MVYCKVITHO-CKEJIETHATA Bonka & repba Yecrn
CHCTEMA U Muanrus YecTH
CBEAMHUTEJIHATA ThKAH | boaka B KpaliHHUMTE HectH
bonka B wemocTra Yectu
HAPYUIEHWS HA BBGPEUATE | Onsypus Yeetu
H IMTHKOYHHUTE IIPTHLIA
OcTtpa 6bOpedHa HeAOCTATLYHOCT C nensBecTHa HecToTa
OBIIM HAPYHIEHMA 1 Peakimn B MACTOTO HA HHPY3HE MHoro JectTd
EDEKTH HA MACTOTO HA - chpBex B MACTOTO HA MHQY3UA Mpuoro uectu
[PHNOXEHHE - o0puB B MACTOTO Ha HHY U Muoro gecTn

- Bonka B MACTOTO Ha HHY3HA

- epuTema B MACTOTO HA MHDY3HA

- YPTHKapud B MICTOTO HA HH(Y3IHA
- OTOK B MACTOTO Ha vHY3HA

MNupexcua
I'puniononoduo sabonnsare®

Tpbnku

Yumopa

Bonka B repaxte

O0wo HepasnoJoKEHWe

OToK Ha AHUETO

Tlepudepen oToK

AcreHus

Peaxiiii B MACTOTO Ha MH]Y3us***

Yecti
Yectu
YecT
Yecrn

MHOro decTH
MHoro decTH

eeru
Yecrn
Yecry
Yecru

C He3BECTHA YecToTa
C HEH3BECTHA YECTOTa
C BeM3BECTHR YECTOTA
C ne 13 4eCTOTa
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Cucremo-opranen knac (COK) T Hexenana nexapcreena peakiuns Yeerora

H3CIEABAHMA JlaBopaTopHu NposeH Ha nuceMuHupana | C HEH3BECTHA YeCTOTA
BHTPECH/IOBA KOArynauus

VY nbkeHO TPOTPOMOMHOBO BpemMe
Y ABDKkeHo akTHBHPaHO MapLHaIHO
TpoMGOIIIacTHHOBO BpeME

C HeW3BECTHA UeCTOTA
C Hew3BecTHa YeCToTa

NEPOPANHO, PEKTATHO

BKIIIOYHTENIHO HEMPYPHTYCHH, OPYPHTYCHH, EpHTEMA/CPHTEMATO3HH, EK3EMATO3HK, NANYIapHH,
1/ Mny MakyIapHH o0pUBH.

¢ €03HHOMHINS H CHCTEMHM CHMIITOMHM

*¥  KOMHOTHTaBHYEH, THTABHY4EH, OPANICH, BYIROBArMHANEH, AHOPEKTAIEH

**% rpombodnedur, npasHene

*

® Bpeme OO0 HAYAA0TO H CINT IIPpH NOBTOPHA €KCIO3UIIHA

HAKoH yuacTHHIIM Ca HMATIH NEsKesiasi CoBuTHA NPH MbpBaTa EKCNO3UIMA HA MECHA, a APYTH - Cle]
BTOpATa WK TPeTaTa excrio3uiyd. Kato ugno, NbiHHAT CHOEKTHD HA CHMIITOMHUTE, KOWTO CA HUMAJTH
YYACTHHITMTE, Ca C& PA3BUIIH 32 LIEPHOJ OT HAKJIKO 4aca.

HakoM yUacTHHLUM HE €3 UMAJTH TIOBeYe PEaKUHi CISA MBLPROTO CROMTYHE, JOKATO NIPY IPYTH € HMANO
obocTpaHe Ha CEOMTHATA IIPU DOBTOPHO AO3HPAHE.

. Peaxuuu Ha MACTOTO Ha MHOY3UATA

HPH HAKOH YYACTHHIH C JOKATHH KOXKHHY PeaKlyH B MACTOTO Ha HH¢Y3HET a, NeCIearalaTa
EKCNO3HLMA HA MECHA € MOBCIA M0 KOKHO CEOWTHE B APYTH YYaCTbUH.

. KoxHA/IUraBuuHu peaknyn

3a KOXHY W NMIABHYHH PEakUyd ce choDIIaBa, KAKTO ciief MHTPABEHO3HO, TaKa H Cl1ed NepopaiHo
opunokenue #Ha mecHa. Te3dn peakuwn BiouyBar oOpuBM, ChpOEK, 3auepBABAHE, IMIABHYHO
Jpasdede, fespaina Gofika M koHIOHKTHEMT. [IpWOIM3MTENHO €IHA YETBBPT OT YYACTHHIHTE C
HKAKBO CHOWTHE Ca MMaNM KOKHW/TIHMAaBHYHM PEAKLHE BB BPB3KA C IPYFHY HEXEIAHH CHMIITOMM,
KOHWTO BKIHOMBAT 3ayX, NOBHUIEHA TeMNEpaTypa, ri1aBoOonMe, CTOMAIUHO-YPEBHH CHMNTOMH,
CBHHITHBOCT, 0BIN0 HEPA3INONOKEHNE, MEANTHA Y IPHNIONOA0GHH CHMOTOMH.

. CroMawHoO-4peBHy peakLuy

CroMalIHO-YpeBHHTE peaklMd, HabmiogaBaHM [pdH  30paBH  HHAWBKWIM, BKIIO4YBAT rafewe,
NOBpPHIlAHE, AHApHA, KopemHua Gonka/konuka, envractpaiHa Oonika/napeHe, 3anek H MOAyBaHe Ha
KOpema, KaTo ce HaOMAKAaBaT, KakTo C/ie/l HETPaBEROIHO, Taka H CJIe]l NCPOPATHO NPHIIOKEHHE HA
MECHA.

. Wu BuBo edekt pupxy Opos Ha mimbouuTuTe

Tpy dapMakOKMHETHYHH NPOYHBaHWA CHC 3APABH AOOPOBOIUM, MPHAAaHETC Ha €IMHMYHA 11032
MeCHa ODHKHOBEHO ce CBbP3Ba ¢ 6Bp30 (M0 24 uaca) U B HAKOH CNy4ad M3PAIEHO HOHHKARAHE HA
Hpos Ha AuMoUHTHTE, KOETO € 00HKHOBeHO 00paTHMo fo | ceaMuLa Ciel NPHUIIOKEHHETO. JaHHUTE
OT MPOYYBaHHH ¢ MBOIOKPATHO NO3MpaHe B MPOABIKCHHE HA HAKO/KO JIHH, €3 HENOCTAThYHM, 33 A3
Ce XapakTepH3UpaT NPOMEHHTE BbB BpeMeTo Ha Gpos Ha JIMMQOLMTHTE NPH TaKHBa 0OCTOATENCTBRA.

. Hin BHBO eekT BBHpXy HHBaTa Ha cepyMHHs docdop

Ipy dapMakOKMHETHYHH MPOYYBAHMA CHC 34PaBH J00POBOIIUH, NPHARTAHETO
HAKOJIKO JHH B HAKOH CIy4aH C€ CBBLP3BA C YMEPEHO MPEXOAHO NOBHILCHUE

cepymHua gocdop.

Tesn dienoMenn TpaGra a ce MMaT NPeABA UIPU MHTEpNpeTaLHs Ha nabopa
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Chobulasate HA NOAO3MPAHN HEXKENAHY PEAKLIUH

CrobiaBaHeT0 Ha TNOAO3MPAHH HEKENaHW peakuud cnexl paspewapaHe 3a ynorpeba Ha
JIeKapCTBEHHA [POAYKT € BaskHo. TOBa N03BONABA AA NIPOABL/DKY Hab/LIOAEHHETO HA CHOTHOLUEHHETO
NOoN3a/PUCK 24 JEKAPCTBEHHA NPOAYKT. OT MEAHUHHCKHTE CRELUHATHCTH C& HM3HCKBA Na ChoblaBaT
BCAKA MONO3UpaHa HexenaHa peakuus na ManbiHurenHa AreHups fo jexapcteara, yi. .Jamsn
Tpyes™ 8, 1303 Codus, Ten. 02/890-34-17, yebeait: www.bda.bg

4.9 Tlpenosupane

CrobieHys 3a npeJo3upane N0 HEBHUMaHNe M HADAKOAEHHATA 34 NIOHOCUMOCT Ha BUCOKH J03H CBHC
3Apasy 1oOPOBONIM NMOKA3BAT, Y€ MpPH BH3PACTHH €JHOKPATHH J03M OT npubnnsutentio 4 gno 7 g
MeCHA MOMKe Ja TIPHYMHAT CHMMMTOMM KaTo rajeHe, NOBPBHIIAHE, KOpeMHa O0iiKa/KOIHK, OHApH,
rnapobonHe, ymopa, Donka B KpaiiHuuM M ctaBn, oOpuB, 3aYepesBaHe, XUMOTOHNMS, Opanukapaus,
TAXHKAP/H3, ApecTe3us, BUCOKA TeMilepatypa # bpoHXocnasbM.

H3paseno MOBMINEHA YECTOTA Ha raieHe, NOBPBIIAHS ¥ Jvapus ca Habuoasaty ¥ P NalMeHTH Ha
okcazadocgopuy, noryyasammu > 830 mg MecHa Ha kg OHEBHO, MHTPABEHO3HO, B CpPaBHEHME ¢
NalMEeHTy, NOIYYaBaly HHCKH JO3H HTH JedcHHE CaMO ¢ Xuaparauns.

He ¢ n3pecten CHequ)H'-leH AHTHOOT Ha AKTHBHOTO BEILECTBO, MECHA.

5. ®APMAKOJOTMYHH CBOHCTBA
5.1 PapMakoAnHAMUHYHI CBOHCTRA
ATC kon: VO3AF 01

MexaHusbM Ha AcHCTBHE

YPOMHTEKCAH e nerokcukupain aredTt, KOHTO OCMIYPABAa HalSKIHA NPOQHIAKTHKA CHpAMO
YPOTOKCHUHUTE HEIKENAHN eSKTH, CBLP3aHH ¢ NPUIOKEHHETO Ha okcazadochopHHu.

JleKkapCTBEHOTO BELUECTBO MECHa € CHHTETHYHO MEPKAIITOCHEAKHEHHE C HOMEHKIATYPHO
HAHMEHOBAHME HATPHEB 2-Mepxanmoerad cyidownatr, ¢ emnupuuna ¢opmyna CHsNaO:S; =
monekynta Maca 164.18. Ctpyxrypaara my dpopmyna e: HS-CHz-CH;SO3;Na*

DapmakonuHaMBuHN eexTi

[npokoobxsaTiu hapMAKONOrHHYHH H TOKCHKOMOTHYHH H3CASABaHMA €a 1I0KAa3anH, Y€ MeCHa uma
Hecneny(pyaa (papMakoMHAMHKA H HHCKA TOKCHUHOCT, DapMakoNOrHyHaTa H TOKCHKOJIOTMYHATA
HHEPTHOCT HA MECHA, BKAPAHA B CHCTEMHOTO KpbsooOpalleHue H W3PaseHHAT ¥ HEeTOKCHKHpAI
eeKT BEPXY eePeHTHHTE [THKOYHH MHTHINA H BBEPXY ITMKOYHHA MEXYp, Ce Ih/DKAT Ha HelHaTa
thapmakoKHHETHEA.

AHANOr{uHO Ha QHU3HOIOrMYHATA LMCTEHH-UHCTUH CHMCTEMa, MecHa Obp30 ce OKCHAWpa Ao CchoA
riased MertaGonur, Mecna aHcynua (auMecHa). MecHa ancyipna ocTasa B MHTPABaCKyNapHOTO
npocTapancTBo U Obp30 ce enuMHUHUpa upe3 Gu0peuuTe.

B 6n0peunre mecHa acyndHa ce penyuupa Ao cBoDOJHO THOMOBO ChEll
BAM3a B XWMHYECKO B3aMMOJCHCTBHC C YPOTOKCHUHHTEe MeTabonuta
(akponens M 4-xunpokcu-vipochamug win 4-XHUAPOKeH-uMKIodocham
BOOM A0 TAXHATa JeTokchkaums. ITppBaTa cTeNKa B Npotieca Ha JETOKC

[}
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MEXaHH3MBT Ha YPONPOTEKTHRHOTO MY A€HCTBHC C€ OCHOBARA OT €HA CTPaHa HA cTAOHIHIHPAHE Ha
YPOTOKCHYHUTE XHApPOKCHMeTaSonuTH Ha oxcasagocdopundte H OT apyra Ha (opmupane Ha
HETOKCHYHH TIPOIYKTH HA NPUChEIMHSEAHE C AKpOJeuH. Te3d peaklMn PEe3yaTHPAT B PETHOHAIHA
ACTOKCHKAIMA HA AOTHHTE IIHKOMHY MHTHLLA.

5.2 ®apmakokHHETHYHHA CBoicTBA

AbcopOuna U pazOpenecHie

Mecha necho ¥ Oup20 ce TpaHcopMuUpa NP ABTOOKHC/ICHHE B OCHOBHHA CH MeTalOIHT MECHA
nneyngus {aumecha). JumecHa octaa B MHTPaBACKY/JApPHOTO MpPOCTPascTBO M OBp3o ce
Tpancnoprupa jo osbpenure. B enurena va 6e0peunute TyOynu npu roMepynsarta QUATPANMA 0O-
ro/isMaTa YacT OT JMMecHa ce pelylypa oOpaTHO 10 cBOOOIHOTO MEPKAMTOCHEIHHEHHE, KOCTO BeUE
€ B CBCTOSHHE jia BJIE3C B XHMHUECKO BIAWMOJCHCTBHE € TOKCHHHMTE meTaloluTy Ha
okcazadochopuya,

EnnMunnrpane

[pu no3u 2-4 g/m’, BpemMeTo Ha NoykHBOT Ha nocthamina e okono 4-8 yaca. Kate pesynrat, 3a na
ce MOARLPKAT 3NCKBATHY HHBA HA MeCHA B MAKOYHMA MeXyp TO BpeMe Ha enuMUHHpAHeTo Ha
YPOTOKCHYHHTE MeTaboauTH Ha oxcaszadocdophHa, ce Hanara MPUIOKSHHETO HA MOBTApALNH Ce
J03H MECHA.

MecHa ce cBBpP3Ba ¢ NAA3MEHHUTE NPOTEHHH B CpeNHA cTeneH (69-75%).

Cren MHTpaBEHO3HO TpHAOKEHHE Ra 1032 or 8§00 mg, BpeMeTo Ha NOAYIKUBOT HE MECHa H THMECHA
e pecnextusHo 0,36 uvaca m 1,17 uaca. Ipubnmaurenso 32% u 33% or npuioxkeuara nosa ce
eJIHMUHHPA 4pe3 ypuHATA cied 24 Haca KaTo MecHa M AMMecHa, pecniekTuBuo. Cnen eaHOKpaTHO
TIPHIOIKEHME TI0-TOJIAMA YacT OT [03aTa Ce eMHMHHHUpA [NTABHO KATO CBODOAEH THON B PAMKMTE Ha
nbpeUTe 4 yaca, a ciea TOBA NOYTH M3KNIOuYMTeNHo Kato Aucyinduaen merabonut. Ilnasmenuar
KIHBPLHC HA MecHa ¢1,23 Liqac/kg.

Buonaruunocm

Tsit kaTo 3a1a4aTa HA MECHA € 3AKTATA HA [THKOYHIA MEXyp, YPHHATA € HaH-PeNeBaHTHOTO MACTO,
KhIeTo GMoHANHMYHOCTTa Ha cBobosicH SH-MecHa cnen BeHO3HO BiMBaHE ¢ npubausurenno 30%.

5.3 IMpeakanunuHH FAHHA 34 Hesouacnoer

MecHa ¢ (papMaKOJOTHYHO ¥ PHIHOIOMMYHO BHCOKOWHEPTHO U HETOKCHUYHO MEPKAMTOCHEAHHEHHE,
KOETO MHOTO GBP30 CC eKCKpeTHpa ¢ ypMHaTa ¥ He IIPOHHMKBA B Tbkauute. JIETOKCHMUHOTO My
JeiicTBHe Kacae MWKOYHMUTE MBTHILA, TAka 4e TO He HHrepdepupa HUTO CbC CHCTEMHHM HEKCNaHH
JIeKAPCTBEHH PEaKLMH, HUTO C LIMTOTOKCHYHATA AeiHOCT Ha okcazagocdopuHosrTe nekapetsa. Hlpu
OTHTH C KHBOTHH MECH2 HE NOKA3Ba MYTAreHeH, KapLuHoreHeH, eMOPUOTOKCHYEH H TEPATOTEHEH
TIOTEHLMAN.

CTyaum 32 penpoJyKTHBHA TOKCHUHOCT, IPOBEAEHH C MPHJIOKEHHE HA MEpopanuu aosu ot 1000
mg/kg npu 3akiuu 1 2000 mg/kg npu nrpxose (npubamsutenHe 10 nuTH NpenoprUaHaTa MaKcManHa
AHEBHA /1033 MPH HHTPABEHO3HO W IEPOPATHO NPWIMKEHHe Ka BHasa renecHa Il J6T) He ca
JlaiM IOKA3ATENICTRA 32 YBPEKAaHE Ha (eTyca, Tb/KAO ¢ Ha MECHA.

Tlepopanuu go3u ot 6,1 1 4,3 g/kg ca ce oKa3anH NETANHA PECHEKTHBHO 33
A03d ca npubnnzutento 15 1 22 auTH NpenophYaHaTa MAKCMAITHA JHEBHA
\
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TeNecHa nosbpxnoct. CMLpTTa €€ € npeaxoxiana OT AMAPHA, TPEMOP, KOHBYJICHH, IWCIicd
uMaHo3a.

6. PAPMAINIEBTHYHH JTAHHHU
6.1 CoHcbK HA IOMOWBHTE BeLECTRA

1 ammyiaa or 4 ml YPOMUWUTEKCAH 100 mg/ml celmspaa caeaHUTe NOMOLIHY BELIECTRA:

Harpues epetar 1,000 mg
Harpues Xuapokeun 0,800-5,600 mg '™
Boaa 3a Hmoxexuym 3798,200 - 3793,400 mg ¥

A30T 32 HHepTHA aTMoc(epa -
Y ciyxu 3a npeumsupane Ha pH-cToiiHocTTa M 3aTORA BapHpa

2 pioxxesa e kato 10 H natpues xuapokeun 2,0 - 14,0 x 107 ml
3 H3MOT388 CC BOAA 32 HIDKEKILMH 32 JIONHBaHe

6.2 HecurBMecTHMOCTH

In vitro MecHa ¢ HECHBMECTHMA C LMCIUIATHH, KapDOTUIATMH W A30TEH UIIPUT.

CMecRaHeTO HA MeCHA ¢ enHpyCHLIEH BOOH 10 HHAKTHBHpAHE Ha emipyOHLMK M Tpabaa ja ce
u3barea.

6.3 Cpok Ha ronaOCT

CpoxsT Ha rognoct Ha YPOMUTEKCAH 100 mg/ml virokeKiMOHEH pasTBop € 5 roavin.
Ja He ce H3Moa3Ra Clled U3THYaHE HA CPOKA MY Ha FONHOCT, 03HaYeH BBPXY Onakopkaral

6.4 Coenuanid yCcJI0BAR HA ChXpanenHe

Ja ce cexpausea nog 36°C!

6.5 Bup B chabpAkanMe HAa ONAKOBKATA

Awmnyna DIN B 5, Ge3ugerna, ¢ 641 nphcTeH 3a cuynBaxe, | XMAponwTHYEH Kiiac.
I'osremuna wa opakosKaTa

15 aMmyau, scaka 1o 4 ml vibkeKUHOHEH pasTBOP

6.6 CaeunanHn npeanazHu MEpKH ApH A3XBLpasne/n patora

Toii kaTo 3awmmTHOTO AeiicTere Ha YPOMMTEKCAH e HacouyeHO KbM MHKOHHHTE NBTHILA, BCHYKM

ApeAna3sHy MEPKM M CHIBTCTBALGA AeiicTBYA, NpenopbuaHu 3a okcasdochopunoro neuenmne Tpabea

Ja 6B1aT cria3sani.

3a udtpaBeHoszHo npunokenne YPOMHTEKCAH wmoxe aa ce palpeny upes npudssaHe Ha

ChIBDIKAHHETO HA aMITYJIHTE B HAKOH OT ClIGHKHTE Pa3TBOPH.

e [moxosa 5% - pasTBOPET € rozeH 3a ynorpeda o 36 yaca npu cTaliHa TeMIIEPATYpa B CTHKIICHA
OyTHnKa; -

e Harpues xsopun 0,9% - paztopsT e rogex 3a ynorpeda no 36 yaca npu cragh e
CTbKREHa DyTHIIXA,

e PuHrep — pasTBOPET € rofcu 3a ynorpeba ae 36 waca npM craiiHa Tey
GyTuiika Wi 10 24 uaca npu ctaiiia Temneparypa B PVC uii nonuetingy
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o Jlexkctrposza 5% - pasTeOphT € rojes 3a ynorpeda no 24 waca nipu craiina temneparypa B PVC
OTIAKOBKa;

¢ Jlekctposa 2,5% u Harpues xnopun 0,45% - paseTopwT € rofeH 3a ynotpefa Ao 24 waca npu
cratia Temneparypa 8 PVC onakopka.

7. MNPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

EKODAPM I'PYII AJ]

yi. Atasac ykos No29, er.3,
1407 Cogms, buirapus

ten: (02) 906 90 70

daxc: (02) 906 90 71

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEBA

Pernctpaumone nomep 9700035

9. JATA HA IIBPBO PA3PEIIABAHENIOAHOBABAHE HA PASPEIIEHHUETO 3A
YHOTPEBA

Hara #a anpso pazpeiaBade: 31.01.1997
Hata Ha noHOBABaHE Ha pazpewennerto 3a ynorpeba: 22.04.2008

10. JATA HA AKTYAJIA3HUPAHE HA TEKCTA

09/2019
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