KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JJEKAPCTBEHUSA ITPOAYKT
CymeTtpoanm 400 mg/80 mg Tabnerxkun

Sumetrolim 400 mg/80 mg tablets

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

AKTHBHH BellIECTRA:
Bcaka rabnetka cpappka 400 mg cyndamerokcazon (sulfamethoxazole) u 80 mg TpaMeTOnpHEM
(trimethoprim),

3a NbAHUA CIIHCHK HA TFOMOUIHHUTE BELIECTRA, BHKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnetka,

Onucanue:

Bsana nau cupkaBo-04na, Kpbraa, MIOCKa, ChC ckoceHH prlose TabneTka, MApKUpPaHa Che
»SUMETROLIM® oT efnaTa cTpaHa M JBe ACTHTENHH YePTH Ha KPBCT OT Apyrata cTpaHa. TabneTkara
Moxe Ja Obje pa3neneHa Ha paBHH AO3H.

4. KIHHHYHHA TAHHH
4.1 TepaneBTHIHH NOKA3aHAS

Cymerponum TabneTkH € r10KasaH IpH Jelia H IOHOLIH Ha Bb3pacT 0T 6 20 18 rOAMHH U IIPH BL3PACTHH B
ciyyail Ha HHQEKNBH, PPUYHHEHH OT NATOTeHH, KOHTO ¢4 YYBCTBHTEIHH KbM KOMOHHAIHgTa. 3a
NEeYEeHHETO HA iela Ha BB3PAcT OT 6 ceIMHITM 10 6 roauny Tpa6Ba 4a ce M3M0M3Ba APYra JeKapCTBEHA
dopma Ha cyndameToKrcason 1 TPHMETOTIPAM.

- Hugpekyuu na zoppume y dornume duxamenhy nxmuuia: OCTPU exzanepbanns Ha XpoHuseH GPOnXMT,
CHHY3HT, Bh3NATEHHE HA CPEAHOTO yXxo. [lonesHo e npu MyKOBHCLHAO33, 3a IeUeHHe H NpOPUIAKTHKA HA
MH(EKIHH Ha JONHHTE NUXaTenH| OIbTHILA, IPUYHHEHH OoT Burkholderia cepacia v 3a npodunakTika 0
JIeYEHHE Ha THEBMOHUA, MPUYHHEHA 0T Preumocystis jirovecii (carinii), npu CITUH u npu
HMYHOKOMIIDOMETHPAHH MALHEHTH.

Tlpu ToH3nnOGapHHTHT, NPHYKHEH OT OeTa-xeMonuTHYeH Streptococcus-A, Tpa6ea aa 6baaT U3GHPaHH
NEHUIWIHH-ChIBPXKAIIH NEKAPCTRA, ThH KaTo KOMOHHALHATA HE epaauKMpa Te3H GakTepud, nopalu
KOETO He MOKe A3 NPEAOTBPATH YCNOXKHENNATA, HaNPHMep HACTBIIBAHE Ha PEBMATHYHA Tpecka (BK.
Touka 4.4).




- Cmomawno-ypesny ungexyuy: KopeMeH TH(, EHTEPHT, ,,JHAPHA Ha THTYBALIUTe”, H30TICOPHA3NC,
cBEp3ad cxe CITHH.

- Huchexyuu na nuxounume nemuua 1 Oxbpeyume: GaKTEPHATHY, HEYCIOKHEHN UHpEKINN HA
NHKOYHHKTE ITBTHIIA KATO OCThP LHCTHT, NPoHIAKTHKA Ha PeLIHAHBHPAIOH LHCTHTH, XPOHHYCH LIUCTHT,

OCTHP YPETPANSH CHHAPOM, YPETPHT.

- Hubexyuu na porogume opzaniu; TOHOKOKOB YPETPHT, NpOCTaTHT, ANHEKCHT.

- Hugbexyuu na koxcama u mexume mokanu: uogepMma, QypyHky, abeiec, paHesu HudeKiHu.

- Apyeu baxmepuannu ungexyuu: octpa 6pyuenosa (B koM6HHaIH# ), Go/iecT OT ,,0ApackBaHe OT KOTKa™,
Mennonaoza. Hoxkapanosa, DpodiiakTiKa U IeMeHHe Ha TOKCOTLIAIMO3a.

Hma nonezen edexr 3a anTnMukpoORaTa npodHIakTHKA IPH HEYTPOTEHHYHH MALHEHTH, 3a
CeNeKTHBHATA NEKOHTAMHKHALMA Ha yCTHATA, GapuHIeanHara U YperHaTa Guopa, 3a NeueHHe Ha
yXanBaHHA OT Ky4eTa H KOTKH (Cleh ChOTBETHOTO OTCTpaHABAHE HA MEPTBHTE THKAHH).

Tpabsa 1a ce nMa npenBHA OPULHATHOTO PEKOBOACTRO 3a NOAX0AlIa yNotpeba Ha anTHOaKTepHanHy
cpeacTBa.

4.2 Jlo3BpoBKa B HAYAH HA NPANOKCHHRE
ITo3upoBKa
Bu3pacmuu u deua nad 12 2o0unu: lpenopruntendara Hauaita 1034 e 2 X 2 Tabnerky (CyTpHH U

Beuep). [lo-BHCOKH AHEBHH 403H, MAaKCHMANHO 2 X 3 TaONeTKu, MOXKE I3 Ce TPUIAraT B NO-TEXKH
ciydan. 3a noAgbpAalllo TeYeHHe Hobede oT 14 IHH ce TpenopbYBa AHEBHA 7034 oT 2 X 1 Tabnerxa.

Ieduampuyna nonyranun
Josn na kg TenecHo Terno: mpenopbukTenHaTa 103a 3a JeLa e eKBUBANCHTHa Ha nprbiu3uTenHo 6 mg

TpuMeTonpHM H 30 mg cyndameTokcazon Ha kg TenecHo Tero NHEBHO, pasjesieHH Ha ABe PABHH 9aCTH.
JlHeBHa 11034 cnopen Bh3pacTTa: 3a Jela noj 6-roqHLIHA Bh3PACT ce MpenopkyBa CyMeTPONHM CHPOR.
IpenopbunTenyata JHEBRA [032 34 €A HA BB3pacT OT 6 1o 12 rogunsn e 2 x ¥%-1 TaGnetku,

IIpodvasrcumennocm na neyenptemo: ipy ocTpd Hpdexly, ¢ NIXMOYEHNE HA TOHOPEs, TEYEHHETO
0OHKHOBEHO TPAOBa Ja MPOTBIDKHA Hali-MalKko 5 [HHM Wi Olle 2 AHY Cle/l KaTO CHMITTOMHTE H34e3HaT.
AKO He C& OTYHTA KNHHHYHO Noio0penie cnen 7-IHEBHOTO eyeHAe, TpaOBa /1a ce HanpaBH NPeoLeHKa
Ha Tepanuira.

Jledenue ¢ 3-AHeBHA NPOABDKHTETHOCT MOke J1a Oble TOCTaTBYHO NPH HEYCJIOKHEH OCTBP LHCTHT MPH
’K€HH, HO 33 HeyC/IOKHEHa OCTpa HHGEKLHA HAa MHKOYHHTE THTHINA IIPH JeLa Ce NPeNopbYRa, ICUeHHE ¢
NpoOBIKHTENHOCT Hait-Manko 5 ao 7 auu. [Ipoab/mKHTENHOCTTA Ha AeHeHHETO TPAOBA Ma Oae Hali-
MaJIKo 4 ceAMHULM MTpy ocTpa GpyLenosa.

{Ipu nokapduo3a HAMA KOHCEHCYC OTHOCHO Haii-moaxozasmara Aosa. Karo uano, npH Be3pacTHH ce
npunarat 6 unu 8 rabnerTku AHeRHO 32 3 Mecenga.




Toxkconnasmosa: Hama koHceHCyc 3a Hali-noaxozasiara 103a 3a 1e4eHne Wi npodMIakTHKa Ha ToBa
cbeTosiHKe. PelienreTo oTHOCHO no3ara TpsbBa na ce 6a3upa Ha KITMHHYHHUA OMUT. Bhnpeku ToBa,
MpeIoKEHUTE 103H 3a NpoduIakTHKa Ha MHEBMOHHKA, NPUYHHEHA OT Pneumocystis jirovecii (carinii),
morart fa ObJaT noaxoasiim.

Ilpu neycnoxcnena 20Hopea NPObIDKUTENTHOCTTA HA JIeYeHHETO € 1 JieH no 5 TabneTku aBa MbTH
JHEBHO (CYTPHH W Beuep) WiH 2 AHH 1o 4 TabJeTKH JABa IbTH JHEBHO.

Ilpu nneemonun, npuuunena om Pneumocystis jirovecii (carinii) npenopbuMTeNHUTE IHEBHH 034 ca
20 mg/xg TenecHo Terno TpuMeronpuM 1 100 mg/kg TenecHo Terno cyndamerokcason (15-16 rabnerku),
pasjeneHd Ha 2 WM noBeye npuema U npuioxkeHu 3a 14-21 auu. Llenta e j1a ce noayyar MakCHMalHu
T1a3MEHH HJIK CEPYMHH HMBA Ha TPUMETONPHUM MO-TONEMH MM PaBHH Ha 5 pg/ml.

3a npodunakTHKa Ha nHEEMOHUA, npuYUHeHa om Pneumocystis jirovecii (carinii) npenopsunTenHaTa
71032 NO BpeMe Ha MepHojia ¢ MOBHILIEH PUCK OT HHEKUHs NpH Bb3PAcTHH e 2 TableTKu AHEBHO MM 2
TabneTkyu npes AeH, UK 2 X 2 TableTKH 1pe3 AeH.

3a npodunakTUKa NpH Jiela, HOpMaJlHaTa TepaneBTHYHA 032 H3YHCI/IEHA Bb3 OCHOBA HA Bb3pacTTa Ha
AETeTO W TejlecHaTa My Maca TpaOBa Jla ce npuiiara KaTo eJHOKpaTHa 1033 TPH MbTH CEJIMHYHO B
TOC/Ie10BaTENIHH JIHH MJIH B 1Ba IPHEMA CeJieM JHU B ceAMHLIATa WK TPH NbTH Ha CEAMHIIA TIpe3 JeH Ha
aJITEPHATHBHH JIHM MJIM TPH ITBTH CEMHYHO B nocienoBaTenHu auu. Tasu n103a otrosaps Ha
npUiIoKeHHeTo Ha okono 150 mg/m? tpumeronpum U 750 mg/m? cyadamerokcason. O6mara aHeBHa
1033 NpH Ta3u MHAKKALKS He TpaOBa Aa npeuiuasa 320 mg tpumeronpum 1 1600 mg cyndamerokcaszo.

Cneyuaanu nonyaauuu

IIpu nayuenmu ¢ napywena 6vbpeuna gynxyus no3zata TpsadBa Ja ce NPOMEHH, KAKTO € yKa3aHo Mo-101y
3a Bb3PACTHH H Nela Hajl 12 roauHy (He e HalM4YHA MHQOpMauus 3a aeua nog 12-roguin{a Bb3pacT):

Cepyueﬂw — nﬂ:::ﬁafaofm?m MPOLEATOT Nosos mrrepsan 4
g _

>30_ - féﬁaii 100 - - A12 yaca -

0 v Cei il

i<15 ;;):_;;642(?0 ipaﬁéa Jace H3§nT (OCBEH-, axo. e B_1:3M0:-|<Ha xerna.nusaL|

M3mepeaHe Ha nnasMeHaTa KOHLEHTpAMA Ha Cy1(aMeToKca3osl Ha HHTEPBAJH OT 2 10 3 1HH ce
npenopbysa B npodu, nony4yeHu |2 yaca cien npunoxkeruero Ha CyMeTponnM. AKO KOHLEHTPALHATA Ha
obwus cyndamerokcason Haasuiasa 150 pg/ml, neyennero Tpsbsa na ce npekbeHe, 10KATO
njasMeHuTe HUBa cnaaHar noa 120 pg /ml.

llayuenmume na pedosna xemoduanuza Tpadea na nonyyaeat 50% ot obuyaiiHaTa 103a npeau
AWajiu3ara v 1oJIoBUHATa OT MPHJIOKEHATA /1032 CJie/l AHANTH3a, Thil KaTo 0ko0 44% OT TPUMETONPHM H
0K0710 57% OT cyndameTokcason ca eNTMMHHHPaHU NpH 4-yacoBa Axann3a. ToBa nekapcTBO He ClefiBa 1a
ce npunara B JHuTe 6e3 auanusa.

Cmapuecka gv3pacm




Hsnomnspanero Ha CyMeTpPONTHM H3HCKBA CIEHHANHO BHAMAHHe, Thil KATO HEXEIAHHTE PeakiHH ca no-
4ECTH MPH TAX, 0COOEHO HPH NAIHEeHTH ChC CBIIBTCTRAO O0b0peyHo W/Hny yepHOnpobHO yEpeKIane
HJIM CHIFRTCTBAIIH JIEKapCTRa {BX. ToUKa 4.4).

Haunn Ha npunoxeHue
3a nepopalHO npHIOKEHIHE,

TpabBa 1a ce npHema ¢ OOMIHO KOJHYECTBO TEYHOCT Cle]| XpaHeHe.
4.3 NpoTHBONOKANARRAS

. CBpBXUyBCTBHTETHOCT KEM AKTHBHHTE BEIIECTBA KaTQ TPHMETOMPAM U CYRGoHAMUAK
{BKIIIOYMTENHO H JepUBaTH Ha cyndoHaMHauTe, cyIQormtypeltnd anTHAHa0eTHA CpPeCTBA H
THA3HIHH AHYPETHLH) WIH KbM HAKOE OT IOMOILIHHTE BELHECTBA, H30poeHH B Touka 6.1,

. OcTbp XeNaTuT, TEXKA YepHOAPOOHA HEAOCTATHYHOCT, OCTPA YepHOAPOOHA MOPHHPHS.

. Xemaronoru4ny 3ab00NABaHHN, XEMOTIOETHIHH HAPYLICHHA, AHEMHA, CRBP3aHA ¢ JeQUUHT Ha
dosneBa kucennna, TedHIMT Ha FIOK030-6-docdar nexunporenara (cyadamerokcazon-
TPHMETOTIPHM Ce IPWIara NpH NauHeHTH, TOIOKEHH Ha IHTOTOKCHYHA TePanus ¢ MAJIbK Wi
HHUKAKBB JOITbIHHTENEH €QeKT BEPXY KOCTHHA MO3BK HIH NepudepHara KpuB).

. AHaMHe3a 3a IEKaPCTBeHO HHAYLIHpana AMyHHA TpoMOOLMTONEHHs npH ynoTpedara Ha
cyndoHAMIIH H/TH TPHMETONPHM.

* BrOpeuta HEAOCTATEUHOCT ¢ KPEATHHITHOR KMPLRC <15 ml/min (ocBeH, aKo XeMOAHANH3aTa €
BL3MOAKHA).

. Cyndamerokcaszon H TPHMETONPHM He TPAOBA Ja ¢e MpHUIAraT NpH KEPMAUETa Hpe3 MBPBUTE 6
CeIMHITH Clie] pakAaHeTO H HeJOHOCEHH Jena Ha Bp3pacT o] 1 roauna. Cyndamerokcason n
TPUMETONPHM He TpAORA I1a ce NPHNAraT NpH Jela Ha BLIPAcT 0} TPH Mecella, OCBEH aKo Ce
CYHTa, Ue HOJI3HTE, Y€ HAJBHIIABAT Bb3MOXKHHTE PHCKOBE {OCBEH 3a ITeeHHe HIH MPO(HIaKTHKA
Ha HHGCKUNH, IpAYHHEHH 0T Preumocystis jirovecii {carinii)).

. BpeMeHHOCT 1 KBPMEHE.

. IpenoprumTenHo € 1a ce H3MOM3Ba CHPON BMecTo TAbNeTKH 33 Jela Ha BB3PACT NoA 6 FOAHHA.

4.4 CnenuaHA EpeAyOpesIeAna H NPEANAZHE MePKH NpH ynorpeda

K HBOTOIACTPAMIABAIE HOKEIANE PEAKIAN

Ipu ynotpebara Ha cyndaMeToKCa300/TPHMETONIPHM HMa CHODINEHHA 38 XKHBOTO3ACTPAILABAIIIH KOXKHH
peaki¥H kaTo cHHApoM Ha CTuBBHC-[xoHCEH (S)S), TokcHuna enHaepManHa Hekpoavsa (TEH) u
JeKapCTBeHa peaKUus ¢ e03HHOGHANA H cucTeMHM cuMntomi (DRESS).

INannentute Tpabera na 6saar npeaynpeaeHH 3a NPH3IHALUTE H CHMIITOMHTE, ¥ 12 6baaT Hab/ro JapaHH
BHHMATENHO 32 KOXHH peakinn. Hali-BHCOKMAT pHck 3a Bp3HHKEAHE Ha SIS unn TEH e npes nopeuTe
CEIMHLUH OT NeveHHeTo, a NpH DRESS puckbT oT mosra e 1pes MBpBHTE ABE 10 OCEM CSIMHIH CIe]
IpHAAaraHe Ha IeKapCTROTO.

Ipu namH4Ke Ha CHMITOMH WinH Ipu3Hany 33 8JS, TEH (wanp. nporpecrpaiy koxeH 00pHB, 4eCTO ©
MexXyPH HIIH MYKO3HH nesun) uni DRESS (nanp. Tpecka, eosunodunns, o0pus, nuMdaleHonaTHs,
abHOPMHY NOKA34Te)IH IPH KpbBHH/UepHOAPOOHH TECTOBE H/UNH 3acATaHe Ha BHCIIEPATHH OPraHH),
ne4eHHeTo che CyMeTponumM Tpabsa ga Obae npeycTaHoBeHO.

Ha¥i-no6pu pesynratu npu nevenuero Ha SIS, TEH u DRESS uMa npH paHHOTO JHArHOCTHUHPAHE H
He3a0aBHOTO NpeyCTaHOBABAHE HA BCAKO ITONOZUPAHO NekapcTRo. PanuoTo NpekparsasaHe
no-fofpa nporHo3a.




AKo nanueHTsT € paseun SJS, TEH n DRESS npu ynotpebara Ha CymeTponum, Tolt nosede He Tpabsa
Aa OBbJe npunarad Npy TO3H MALHEHT.

ITosBaTa Ha reHepanH3HpaHa deGpHIHA epHTEMa, CBBP3aHa ¢ TIYCTY.IH, TpA0Ba Ja npeH3BHKa
nojAo3peHHe 3a 0CTPa MeHEPATH3HPAHA eK3aHTeMaTo3Ha nycTyno3a (AGEP) (Bx. Touka 4.8); Tosa
H3ACKBA NPEKPAaTSBaHE Ha NTCYCHACTO H NPOTHBONIOKAZBA RCAKO HOBO OPUAOKESHNAS HA
cyndaMeToKCa30/TPHMETOTIPHM CAMOCTOATETHO MIIH B KOMOHHALES C XPYTH JTEKAPCTEA,

Bobopeku 4e Te ¢a2 MHOro peKH, MOTAT 2 BE3HMKHAT TEXKKY, OTEHIMANHO aTanHy HEXeIaHh peaklmn
no Bpeme Ha JIeYeHHETo, KaTO GyIMMHAHTHA YepHOAPOOHA HEKPO3a, arpaHyHAOIATO34, AIVTACTHIHA
aHEMUA, KPBRHH JUCKPa3HH, TEKKH PeaKI[MH Ha CBPEXUYBCTBHTENHOCT.

[ipunoxenvero va CyMeTponum Tpabra HesabarHO fa Gbe cIpAHO NpH NOSRaTa Ha KoxkeH O0PHB, HITH
PaHHHM CHMIITOMH HA MOPeolIHCAHHTE TexKH peakiyi {(DoaKH B rbploTo, NOBHIIEHA TEMIEPaTypa, OONKH
B CTaBHTe, OJIEIHOCT, MypIypa HIH XK BITEHHLA, KOATO He MOXe Aa ce 0DACHH ¢ IpYrH NpHYHHE).
Kaunumiuga, 3afyx 1 pa3BHTHE Ha OelIopobeH HHQUATPAT MOXKE CHILO A3 O'BAAT NPH3HAK Ha
CBPBXYYBCTBHTENHOCT,

ITanmenTH ¢ TeXKKA aneprus uin GpoRXHANHA acT™MA
IMpHnoXEHAETO HA TOBA JIEKAPCTBO H3HCKBA CIICLHANTHO BHHMAHKE, AK0 HMA TeXKa aleprus Wi
OpOHXHaIHA aCTMA B AHAMHE3AaTa Ha NalHeHTa,

PecnupaTopHA TOKCHUHOCT

[Mo BpeMe Ha NeUEHUETO ¢ KO-TPHMOKCA30M €a AOKNAABAHY MHOTO PEAKH, TEKKH Clyyan Ha
pecnHpaTopPHa TOKCHYHOCT, NOHAKOTA NPOIrPECHPANIH 10 OCTBP PeCIIHPATOPEH JHCTPEC CHHAPOM
(ARDS). Tlogsara Ha GeroapoOHK IPH3HANM KAaTO KALLIHLA, TPECKA H JHCIHHES BbB BPH3Ka ¢
PafBoOROTHYHH NpH3Hauy Ha Genoapobun nrbuUNTpaT! N BROMAaBaKe Ha GenoapobaaTa QyHKIMa MoraT
Ja 6baaT npeABapHTeNHN npH3Haud Ha ARDS. TIpu TakiBa 0GCTOATENCTRE KO-TPHMOKCA30LT TpabRa aa
OB/l NpeycTaHOBEH H 1 ce NPOBeAe NOAXOMALIO EeYEHHE.

XemoaronaTa JaMdoxacTHONHTO3a (HLH)

Cnyyau sa HLH ca noxiiazieaHn MHOTO pAIKO NPH NAIHEHTH, eKyBanK ¢ ko-rpuMokcason. HLH e
JKHBOTO3aCTpalllaBALl CHHAPOM Ha MATOJOrAYHO HMYHHO aKTHBHpaHe, XapaKTepH3HPAaLl, ce ¢ KITHHHYHH
NpH3HALH H CHMIITOMH Ha MPEKOMEPHO CHCTEMHO BE3NaneHue (Halp. Tpecka, XenaTocnieHoMeranis,
XHIIEPTPHTTHIEPHAEMHS, XHIIOPHUOPHHOTEHEMA, BHCOK CepyMeH ()ePHTHH, LIHTOIEHHH K
xemotharouurosa). ITaluenTure, KOHTO pa3BUBAT PAHHM [IPOSBH HA NATONOTHYHO HMYHHO AKTHBHpAHE,
TpabBa fa ObaaT oleHeHH He3abaBHO. AKO ce ycTaHoBH auarHo3a HLH, neweHuero ¢ xo-TpuMokcazon
TpaOBa a2 ce NpeyCTAHORH,

Crapuecka Bb3pacT

Hanonspanero Ba CyMeTpoNHM HIUCKBA CTICHMANNO BHUMAHHE, Thil KaTO HEXENaHATe TeKAPCTBEHH
peakIMH ca MO-YeCTH MpPH TAX, 0coOSHO NPH NAlUeHTH Che ChITBTCTRAMA GbOpeyHa HiM YyepHOAPOOHA
HeJOCTATEHYHOCT WITH CHITBTCTBALNO JeueHHE. TexXKH KOXKHH PeakidH, TOTHCKAHE Ha KOCTHHE MO3BK H
TpoMGOLINTONEHN ¢a Hali-decTHTe HexenaH! edexTH. [laHeHTH B CTapUecKa BL3PacT Ha JHYPETHYHO
Jie4eHHe, 0COOEHO Te3H, KOUTO H3MOJI3BAT THA3UAH, Ca TO-CKIIOHHH A PA3BHAT TPOMOOUMTOTIEHHYHA
nypnypa (Bx. Touka 4.5).

JlosaTa TpabBa na ce kopuTHpa MpH HapyeHa ORGpedHa GyHKUuA (BX. Touka 4.2).




XeMONOSTRYHH HEXKeNAHH PeaKiad, XADAKTEPHHA HpH AcHHOAT Ha PONAEBa KACSIEHEA MOXKe JIa ce
NOSBAT [IPH N2LUHEHTH B CTAPHYECKa BH3PACT, KAKTO H MPH TAKHBA C BEue ChLISCTBYBALL HEAOCTUT Ha
domuesa kucenuna. B choTBeTCTBHE C TOBa TPAGBA a ce 0GMHCIH JaBaHETO Ha oJIHEBA KHCENHHA KATO
XpaHHTe/Ha 1002BKa 0 BPEME Ha JIYCHHETO TIPH MALHEHTH B CTAapuecka Bb3PAcT, 4 CHILO W NpH
NAIHEHTH ChC CBMHEHHE 34 HEJIOCTATHUHOCT Ha (JOJTHEBa KHCENHHA (XPOHHYHHE 4JIKOXONHIH, NAHEHTH
Ha Neuenne ¢ AHTHKOHBYJICAHTH, YC/I0BHSA Ha HeIOXpaHEaHe u/unu manabeopbuus, 6u0peuna
HeAOCTATEYHOCT).

MNpr opogbKHTEIHO NPRAOKeAHe TPAGBA PEIOBHO Aa Ce ci1ensT Gpos HA KPLBHATE KIIETKH,
TpombonuTHTE, GBEOpeunHaTa H YepHoApoOGHaTa GYHKIHS H ceqUMEHTA Ha ypHHaTa. (PONIHeBa KHCETHHA
(5-10 mg nuesHo) MOsKe Ja Ce NaBa MO BpEMe Ha JIEUCHHETO, 32 [1a C€ KOPHFHPAaT XEMATOJIOTHYHHTE
aHOMAJIHH, pa3BHBAIH ¢e B Npoileca Ha e4eHHETO, HO TOBa TpADBA 13 3an0vHe ¢ OBHIISHO BHHMAHHE
HOpajik BE3MOXKHA HAMeca B AaHTHMHKPOOHATa e(pHKACHOCT.

Hesxenanute peakumu ca ¢ I0-BHCOKA YeCTOTa M IipH nanaeaTH ¢b¢ CITHH, kaxTo M pH manfenTH ¢
ApYrd XpOHAYHH 325019 BAHHESA KATC YepHOAPOGHO YRpRIKAA HE,

BrOpeano yspexnane
Hosara Tpa6pa na 6bJe HAManeHa Npy Hapymena 6x0peuna Gpyaxnug ¥ B Takupa CIy4aH ce
NpenopbYBa NPocaeIaBaHe Ha nna3sMeHHTe HHBA (BX. Touka 4.2).

XpHepkajJneMus 4 XHNOHATPHEMHAS

AKTHBHOTO BELLECTBO TPHUMETONPHM B CyMeTpOIHM MOXKe Ja IPeIH3BHKA XHITEPKATHSMHS TTPH
HAlMEHTH, IPUEMAINH PYFH JIEKApCTBA, yBENHYABAIH HHBOTO HA Kalus HIH ¢ HapylieHa oOMsHa Ha
kajnus (Hanp. XpoHHuHa 6pbpeyuna HemocTaTbuHOCT). Moske /1a € HeobXxoMMO B TaKHBa CITydYaH Ja ce
NPOBEPABAT PEROBHO EIEKTPONHTHTE HIH [1a € CIpe JIeHeHHETO, aKo ce Habmoaapa XUIepKanueMHus HiTH
XHNOHATPHEMHAS.

MeraGonrTHA auBEI03a

CyndameTokcason/TpuMeTOTIPHM ce CBBP3Ba ¢ MeTabONNTHA aLHI034, KOTATO €A H3KIIOUEHH APYTH
BBL3MOKHH OCHOBHH NIPHYHHK, BuHard ¢ npenoppyYMTeTHO BHEMATEAHO Hal/I0IeHHE, KOTATO ce
No03upa MeTaboNUTHA allHI034a.

Xanoranakemnas

['M2BHO B IHPBATE HAKONIKO JIHH Ha JICYEHHETO, TOBA JIEKAPCTEO MOXE Jd IPEJH3BHKA XHIOTFHKEeMHS,
JOPH ¥ IpH naudeHTH Oes auaber. [TanuenTute ¢ YepHoApoOHa HiIH GH6peUHa HEAOCTATEYHOCT MU
HeIOXpaHEeHH MALHEeHTH, a CBINO H TE3H, KOHTO H3NOJA3BAT BHCOKH JI03d €a 0CO0EH0 Ipeipa3nonoXKeHH
KEM XHIIOTTIHKEMHA,

Kpucranypns

ITo Bpeme Ha nedenneTo TPA6Ba Ja ce OCHIYPH NPHEM HA AOCTATBHYHO KOJMYECTBO TEYHOCTH, noHe 1.5
JMTPa AHEBHO, ¢ Lien Aa ce Haberne nofAsa Ha KPUCTanypHa. PHCKBT OT KPHCTAJNYPHS € N0-rosM NpH
MAaJIHYTPHUHS,

JApYra openynpexieHHs
Hph riwoxozo-6~pocdar nexaaporenasen negprunt, CyMeTpONAM MOXKeE Aa NPeAU3BHUKa XeMOTH3a
{Bx. Touka 4.3).




IIpn Tou3nn0QAPAHIHET, BPAYHHEH 0T S-xemonumuuen Streptococcus-A, TpaGea na Guxat u3GpaHu
NEeHHLHTHH-CHIbPKAIH TEKAPCTBA, Thil KaTo KOMOHHALMATA HE epaauKupa GakTepuuTe, 3aTORA He
MO3KE JIa C€ NIPEeAOTBPATH HACTHHBRAHETO HA YCIOXKHEHHS, HAMPHMEP PeBMATHYHA Tpecka (BkK. Touka 4.2).

YcTanoBeHo e, ye TPHMETOIPHM HApymaea MeTaGonuaMa Ha (JeHUIANaHWH, HO TOBA HE € OT SHAYCHHE
NpH NanHEeHTH ¢ GeHHAKETORYPHS HA TIOAXOIALL XPAHHTENEH PEXKAM,

AKoO ce HAaOMIOAABA TeXKKA, HPOALIKATEIHA AHapRy, TpaOBa A4 ce pasrnesa BEIMOKHOCTTA 32
ncepnoMeMOpanosex konHtT. CymeTponum TpabBa Aa ce NpeyCcTaHOBH M B TaKHBA cydYaH Tpabpa ja ce
NpHara MepopaieH METPOHANA30I HTH BAHKOMHIIMH, aKO NOCIEAHHAT He e eeKTHBEH.

Jleuennero ¢bc CyMeTpoIAM NpH NaIHEHTH ¢ HopPAPHE HIH 320019BAEE HA IHTOBHAHATA KI€38
M3HCKBa CTIeLHATHO BHUMaHHe, ThH KaTo KaKTO W TPUMETONPHM, Taka H Cy(aMeToKcason MOXe Aa
IPEeAU3BUKAT PELUMANB WK 000CTPAHE Ha T3 3a60NABAHUA.

Twii kato CyMeTponaum Moxe Aa npe/u3BHKA (POTOMYBCTBHTEAHOCT, MALHEHTHTE TpAGBa Na Obaar
CHBETBaHH 3 U30ArBaT NpAKa CIbHUERA CBETAMHA WIK I3 3NON3BAT JAHIWTHH APEXy WWH
CITBHLE3AIHTHH NPOAYKTH MO BpeMe Ha JIeUeHHeTo.

HeobxomuMo € noBuieHU BHUMAHHE, KoraTo CyMETPORMM C¢ NPUAATa NPU HANKEHTH, CTPAAALIHE 0T
YMCTBeHA H30CTAHAJI0CT, CBLp3aaa ¢ X-XpomMo3oMa, Thil KaTo HEXOCTHIBT HA (ho/IMeBa KHCEeNMHA
MOXe Ja BICIUH NCHXOMOTOPHHTE HapyIIeHUs B pa3sBHTHETO, CELp3aHH ¢ HonecTra.

HaTpnii
Toea nexapcTBo CBABpKA No-Manke oT 1 mmol Hatpril (23 mg) Ha TabaeTka, T.e. N0 CHUIECTRO He
ChIBPKA HATPUH.

4.5 BaanMoaeiicTBHE ¢ APYrH JieKapCTBeHH NPOAYKTH H APYrH GopMH HA BIaHMOeiicTBHE

Ilo oTHOINEHNE Ha TAXHATA XHMHYECKA CTPYKTYDa, JepHBAaTHTE Ha CYNPOHAMHIHTE Ca TACHO CBBP3aHH C
TOMTPOrEHHH JIeKapcTRa, IMYpeTHH (Hamp. auerazo/laMii, THa3uAH) H NepoOpaaHA aHTHAUAOETHH
cpezcTea. CHIIECTBYRA BHIMOMKHOCT 33 KPBCTOCAHA CBPLXYYBCTBHTENHOCT MEKAY Te3H CheHHEHRA,
Panxo MOke ha HAaCTHNH NOBHLIEHA THype3a H/HITH XHIIOITIMKEMHA TIPH NalHMeHTH, 1eKyBaHH ChC
cyndoHaMuay (BXK. Touka 4.4).

JUypeTHNH (THA3HAR)
[laupenTty B CTapyecka BH3PAcT HA TeUSHHE ¢ JHYPETHLH, 0COOEHO Te3l, KOUTO H3N0I3BaT THA3HAH, ca
No-TpepasnoNmKeHy KeM TpoMOoLuTONIeRHA ¢ ik Oe3 mypiypa (BX. Touka 4.4).

ARTHKOATY/IAHTH

CymeTponuM 3acunea epeKra Ha NEPOPANHUTE AHTHKOATYIARTH (KyMapHHH) 4PEe3 CTEPeOCeaeKTHRHO
NoTHCKaHE Ha Texnua MeTabonnzem. Cyndameroxcason mooke 1a H3IMECTH #n vitro BapdapHy OT MecTara
HA CBBp3BaHe ¢ fenTeka anGymun B nnasmaTta. CHOTRETHO, IPOTPOMOUHOBOTO BpeMe TpAbBa Aa ce ciean
HO-BHUMATEAHO 1 K03aTa Ha aHTHKOArYiaHTa Tpabaa Aa Obae Kopurupana, ako e HeoOX0AHMO, KOTaTo
CyMeTpouM ce aBa Ha NALMEHTH Ha [EpOpanHa aHTUKOATYIAHTHS TEpartusl.

GeHnronn




Axo0 ce mpunara eiHoBpeMeHHo, CyMeTpOnMM YBEIHYaB2 eTHMHUHALHOHHIA NOMYKUBOT Ha QeHuTouH ¢
39% u HamanABa MeTabONIUTHHA My KIHPBHC ¢ 27%, KOETO MOXKe Jia JoBeae A0 (PeHHTOHHOBA
TOKCHYHOCT. BHHMATEMHO MpOC/eAABaHe HA KITHHHYHHTE CHMITTOMH H KPBBHHTE HUBA Ha QEHHTOHH Ce
HpeTIophyBa, aKo IBETE JIEKAPCTBA CE NpHIaraT eHOBPEeMeHHO.

MeToTpekcaTt

Upes HamanABaHe HA CEBP3BAHETO C MPOTEHHUTE H 3acAraHe Ha OROpeYHHA My TPaHCIIOPT,
cyndonaMiaHTe MOTAT 1a NOBHINAT CBOOOAHATA KOHUEHTpALHS B [UIA3MaTa M PHCKA OT TOKCHYHOCT Ha
MeroTpekcar. PdonueBaTa KHCelHA KaTO XpaHHTENHA Ko0aBka MOXe Ja ce CYHMTa, Ye HAMAJIABa PHCKA OT
XeMOTIOETHYHH HeXKeNlaHH edekTH,

PrdamMounny

EaHoBpeMeHHata ynoTpeba Ha prdpamnunnn 1 CyMeTpoiuM BOAU A0 CKECABAHE Ha IU1a3MEHHA
Ny KHBOT Ha TPAMETONPHM CJIe[l IEPHOJ, OT OKOJIO eHa ceamuLa. Tora He Ce CMATa 32 KIIMHHYHO
3HAYMHMO.,

Hnraocnopan
MNanuenTn ¢ 6p6pevHa TpaHCIIAHTALIMA HA TEPAlHA ¢ LHKIOCTIOPHH MOTaT 14 MMaT nmpexoaHo 6b0peuno
HapyLICHHE NPH NeYeHHe cbc CyMETpONHM.

JAuroxcan

OCHOBHO NMPY DAUHEHTH B CTAPUECKA RB3PACT, AHOBPEMEHHOTO TIpHarane a CyMeTPOAMM B NMIOKCHH
MOKeE 13 YBeJHYH CEPYMHATA KOHUESHTPALHA Ha MOCJISOHAS, CJIeOBATENHO MOXeE JIa € He0DXOTHMO J1a ¢
CeH HHBOTO Ha CEPYMHHA THTOKCHH.

HecTeponanne npoTaroBb3aaatennn cpeqerea (HCITBC)
HHoMeTalMH H IPYTH HECTEPOHAHH MPOTHRORBITIATHTENHY NEKAPCTRA MOTAT A YBeAU4aT
KOHLIEHTpAaI¥aTa Ha CyIHOHAMHAHHA KOMINOHEHT.

IMupaMeTaMun

Cnopaauuso Moxe Aa ce Habmoaara MeranoOnacrTHa aHeMHd NpH NALHEHTH, JeKYBaHH CBC
CyMeTponHM, KOWTO H3N03BAT MOREYE OT 25 mg NHPHMETaMHH CEAMHYHO 22 NMPohUIAKTHKA Ha
Manapus.

TpAUHKIHYHE AHTHACHPECAHTH
CyMeTpoTHM MOXe [a HaMalk ePHKaCHOCTTa HA TPHLUMKIHYHHATE AHTHAETPECAHTH.

Ilepopanun apTEAHAGE THIH]

KakTo u npn gpyrare cyndonamuay, CyMerponnm ysenudasa epHKacHOCTTa Ha cyndoHHITypeiinnTe
NepopaHK aHTHAHAOETHH cpeAcTBa, NOPaaH KOeTo BhriexuaparHara oOMana Tpabea aa ce Habmonaea
0101130 N0 BpeMe Ha IpuiaaraHeto Ha CyMeTpoIHM.

TpumMeTonpHM MO3KE [1a YBETHYH EKCTIO3HIAATA HA PeNariiHi, KOETO MOKe Ja A0BESAE 0
XHIOTTHKEMHAS.

EnHoBpeMeHHOTO NPHIOKEeHHEe HA TPHMETOIPHM H PA3IHYHH CPelCTBa (Hanp. AMAHTAAEH H

OPOKAHHAMM), KOHTO ca KATHOHH I1PpH $UIHONOTHUHO pH H YaCTHYHO ce eTMMHHHPAT Ype3 TYOYnHa
CEKpELH:A, MOe A YBETHYH KOHIICHTPaLHATa HA BCAKO BEIIECTBO, TPIIATaHO eHOBPEMEHH
KOHKYPEHTHO MHXuOMpane Ha TyOynHata cekpelns.




3upoByane

B uaxou ciayyau, eXHOBPEMEHHOTO JISUEHHE ChC IWAOBYAWH MOXE A3 YBENHYH PHCKA OT XEMATOJOrAYHHA
HexeNnaHH peakid kbM CyMeTposiHM. AKO eXHOBPEMEHHOTO NiedeHHe & HeoOxoaumo, TpabBa Aa ce
06CBIH MOHHTOPHPAHE HA XEMATOMOTHYHUTE MOKA3ATENH.

JlaMuByaEH

Ipunaranero Ha TpuMetonpuM/cyadamerokcason 160 mg/800 mg npuunuasa 40% ysennueHue Ha
€KCIIO3HUHATA Ha TaMHBYIHH OPaIH KOMIIOHEHTATa TPUMETONPHM. JIaMiBY AHH He NOBAMABA
dapMaKOKHHETHKATA HA TPHMETONPHM HITH cyNiaMeToKcason.

XanepraaueMus

Heobxon#Mo e noBHIIeHO BHUMaHHE fpH NALMEHTH, IPHEMAIIH IPYTH IEKAPCTBA, KOHTO MOTAT Aa
RPeAM3BHKAT XMAEpKanueMud. ENHOBpeMEeHHOTO MIPHIIoKeHHE Ha CypeTpolTHM Cbe CHHPOHOIAKTOH
(xanuii-cbxpanasam auyperHk), ACE HHXMOHTOPH, aHTHOTEH3HH peLlenTopHH OlIOKepH MOXe 1a AoBeae
IO KIHHWYHO 3Ba9HMA XHMSPKATHEMHEA,

PDoaRHOBA KACEJHHA

Hokazano €, ue no0aBkaTa Ha GONHHOBA KACENHRE NPEYH HA aHTHMHKPOOHATA eHKACHOCT HA
cyadameroxcazon/TpumeronpumM. Topa e HabNOIaBaHO IPH MPOQHIAKTHKA H JIeYEHHE HA NHEBMOHUS,
nprYHHeda o7 Pneumocystis jirovecit.

AjaTHoOHpPHA
HMa npoTHBOpeUHBH KNHHHYHH ChOOIIEHHA 32 B3aHMOEHCTBHA MEXY a3aTHONPHH H
cynaMeToKCasoN/ TPHMETONPHM, BOELIH A0 CEPHO3HH XeMaTONOrHUHH aHOMATHH.

JlaGopaTopru HicNeABAHANA:

AKTHBHOTO BEIIECTBO TPHMETOMPHM B KOMOHHAIIMATA MOXE Ja NOB/IHAE NETEPMHHHPAHETO HA
METOTPEKCAT, aK0 PeNYKTa3aTa Ha AMXMAPOPONMEBaTA KUCENWHA Ce HATTON3RA 32 KOHKYPEHTEH IPOTEHH-
CEbp3Ball aHATH3.

CyMeTponnM MOXe Aa NOBIHAE ONPEENIHETO Ha KPEATHHAHA, H3BBPUIBAHH Ype3 afKajlHa MHKPaToRa
peakuus Ha Jaffe's. BaanmopeticTpuero ypennyasa cToMHOCTTa Ba TECTA ¢ okono 10%.

4.6 PepTnanTeT, GpeMeHHOCT H KbpMeHe

a) IlpenxmHHMYEY JaHHH

bpeMennoct
TpuMeTonpuM H cyipameToKkcasol, IPHICKERH [EPH NO-BUCOKH OT TEPANEETHYHKTE NO3M NPH ILTLXOBE

ca NPUIHHUIH HeTBaHe Ha HebLeTo ¥ Apyrd Man(opMauuHd Ha I0AR, XapakTePHH 3a aHTArOHUCTHTE Ha
tonnepara kucenuna. EdekTire Ha TpHMeTONpPHM Morat Aa 6baar NpeAoTBpaTeHH Ypes NpHIOXKEHHE Ha
tonnepa Kucenuna. I1py 3alili, BACOKH J03H TPUMETONPHM APHYHHABAT NIOBHIIEHA 3aryfa Ha Mmioja.

6) Kniuuudanu jantn

Epemennoct
Hama kNHHHYHYE Ja9HH qoKasBainH 0e30nacHOCTTa MPH NpiioxkeHHeTo Ha CYMETPOauM N0 BpeMe HA

6pemenHocT. CyMeTponuM npeMHHaBa npes mnanenTara. Teif kato ofaye, ABATA KOMIIOHEHTA HA TOBA
JIEKApCTRO 3acAraT MeTabonHiMa Ha QonneBaTa KucenMHa (POyYBaHUATA CTy4aii-KOHTPOJA 10Ka3BaT,




Cymetponnm TpabBa Aa ce H30ATBa 110 BpeME Ha 1IeJHA NepHOd Ha OPEeMEHHOCTTA, OCBEH, aKO HE Ce
NPELeHH, Y€ OYaKBAHHTE O/I3H HAIBULIABAT PHCKA 3a wioja. JloGapsHeTo Ha onueBa kucenuHa TpadBa
Aa ce pasrnexia, ako npHiokeHrHeTo Ha CyMeTpoinM e HeoOXonuMo. AKO ¢e TIPWIOKH B TPETHA
TpHMecTEP, CyMeTpoNIiM YBETHYABA PHCKA OT KEPHUKTED MPH HOBOPOAEHOTO (BX. Touka 4.3),
CyndameTokcason ce KouKypHpa ¢ GunnpyOuna 3a CBbp3BaHETO My ¢ IW1asmMenna anoymuH. Toil kaTo 3a
HAKOJIKO AHH B HOBOPOZEHOTO Ce 3aAbpXKAaT 3HAYHTETHH HHBA HA AKTHRHOTO BEILIECTRO, TIONYYEHO OT
Maiikara, MOKe Jia HMa PHCK OT yCKOPABaHe WIH H30CTPAHE Ha HEeOHATaNHaTa XunepOunupyOuHeMus,
CBBP3aHH ¢ TEOPETHUEH PHCK OT KEPHHKTEP, koraTo CyMeTpoluM ce npuiara Ha Malikara 6nm3o o
MOMEHTa Ha paraHe. To3u TeopeTHueH PHCK € OT 0cofeH0 3HAUEHHE NPy Aelia ¢ MOBHIIEH PHCK OT
XUTIepOHIMpyOHHEMHS, KaTo HaPHMeEP Te3H, KOHTO ¢a HEJOHOCEHH H TAKHBA C ITTHOK030-6-gocdar
JexuaporeHaseH AeQHLHAT.

Kspmene
Hpere akTuBHM BellecTBa Ha CyMeTposHM ce eKCKpeTHpaT 8 KbpMmara. Ako CyMeTponniM TpafBa aa ce

H3[10JI3B4a M0 BpeMe HA KhPMEHE, KbPMeHETO Tpa0Ba na 6pae cnpano u Ha 6efeTo TpsAORA Ia ce JaBa
KbpMa OT JIpyra skeHa WiH 6elelllka xpaHa o BpeMe Ha JieueHHe Ha MalikaTa, a CbIIo M 33 ole 3 aHH
CJIe]|, KATO JIEYCHHETO € CIIPAHO (BK. To4ka 4.3).

4.7 EdexTH BEPXY cnoco6HOCTT2 32 WodupaHe B padora ¢ MAAENR

Hsma x1HHIY9HE JaHHH, KOHTO /8 [I0KA3BaT, 4e KOMOHHANHATA 1e TOBIHAE Ha CIOCOOHOCTT2 Ha
NauHeHTHTe 3a modHupane unH pabora ¢ Manud. Thii kaTo HEONArONPHATHHIT eEKT BHPXY TE3H
nelinocTu He Moske na 6bae npenBuaeH ot GapMaKOIOrHYHHTE CROHCTBA HA IEKAPCTBOTO, KTHHHYHOTO
CBCTOAHHE HA MALMEHTAa H MPOQUILT Ha HekenanHTe edekt Ha CymeTponHM TpabBa qa ce HMat
npeaBUS MPH PasriexJaHeTO HA BE3MOMHOCTTA TTAUHEHTHTE A4 paGoTAT ¢ MAUIHHH.

4.8 Hesxeqann JexapcTBeHH peaKnEl

KomMOnHauusaTa o6HKHOBEHO ce MoHacs A00pe, aKo ¢e H3N0I3Ba B MPENOPLYMTENHATE A03H. CToMAaITHO-
4peRHU IPOOHEMH 1 ANepruyHy KOXKHY PeaKiii ¢a Hali-4ecTUTe HesKeNnaHn peaxini.

Ilo BpeMe Ha TeYEHHETO MOraT J1a Bh3HHKHAT TEXKH, NOTeHLIHATHO aTalHH HeXeNaHH PEaKiUH, Karo
cuHapoM Ha CTHeBHC-/KOHCBH, CHHAPOM Ha Lyell (TokcuuHa emiaepManHa HEKpOIH3a), 0CTpa
reHepanu3upaHa ex3aHTeMato3Ha nycrynosa (AGEP), dymvuHaHTHa yepHOApOGHa HEKpO3a,
arpanyJoluTO3a, alACTHYHA AHEMUs, KPBBHH THCKpa3sHH, MHOTO TEXXKH peakiyH Ha
CBPBXYYBCTRHTEIHOCT, KAKTO H JekapcTBEHA Peakliua ¢ e03WHOGHIMA H cHcTeMan cummTomi (DRESS),
¢ HEM3BECTHA YECTOTa (BXK. Touka 4.4).

Tabmuted CIHCHK HAa HEXKEIAHHTE peaKiiii

Hexenauure NekapCTREHH peakiMH ca M30pOEHH [0-A0AY CTIOpE] TEXHHTE CHCTEMO-OPraHeH Kiac
H 4eCTOTa: MHOro 4ecTH (=1/10), uectn (=1/100 mo <1/10), newectu (=1/1 000 mo <1/100), peaxu
{=1/10 000 no <1/1 000), muoro peaxu (<10 000), ¢ HeusBecTHA YeCTOTA (OT HANMYHHATE JaHHH He
MoKe Ja Obae HanpaBeHa OLEHKA).

Cucremo-oprauen | MHoro YecTn Hewectn | Peaxu Mnuoro pexxu C HeusBecTHa
Kjiac 9eCTH (=1 /100 no =1/1 000 (21 /10 000 (<1/10 000) YecTOTA
(MCdDRA) (2 1/1 O) < 1/10) Ao a0 ('-]eCTOTaTa HE

<1/100) | <1/1 000)

MoXe Ja oblie




HAJHYHUTE
JIAHHH)

Hudexuui u
HHecTaAUHH

obuneH
pacTex Ha
Candida

Hapymenus Ha
KpBBTa #
mbHATA
cuctema'

JI€BKOIIeHHA,
HeyTponeHns,
TpoMOOIUTONEHNA,
arpaHyJoLHATO3a,
MerajnodnacTHa
AHEMHA,
AnTacTAYHA
aHemus,
XEMOJIHTHYHA
aHeMHs,
METXEMOTII0-
OHHEeMHA, 203HHO-
G, mypnypa,
XeMOJTH3a pH
HAKOU
YYBCTBHTEITHH
NaLHEHTH C
rIoKo3a-6-
XMIporeHasa
JAeXHaporenasa

HapymeHus nHa
UMyHHAaTa
cHCTeMa

cepyMHa Gomect,
aHapHIaKCHU,
aNepruyeH MHoOKap-
IHT, aBTHOEHEM,
JleKapcTBeHa
TpPecKa, myprypa Ha
Henoch-Schdnlein,
HEPHAPTPHT
HOJ033, CHCTEMEeH
AyOyc epuTeMa-
To3yc, Edexrtn,
CBBp3aHM ¢
YIpPaBIeHHETO HA
PIP (rexku
PeaKHH Ha
CBPBXYyBCTBHTEIH
0cT, 00puB, Tpecka,
HeYTponeH#: ,
TPoMOOIUTONEHHUA,
TIOBHIIEHY
4EPHOAPOOHH
EH3HMH,




XHTIEpKaTTHEMHH,

XHIIOHATPHEMH,
pabnomuonusa)y’
Hapyimenus Ha | xWnepkanue- XHIIOTTHKeMHRS,
metabonuaMau | MHT XHTIOHATPHEMHUA®,
XpaHeHeTo aHOPEeKCHs,
MeTabo-TuTHA
anua03a
TlcuxuuHu XaNOLMHALINAH, MCHXOTHYHH
HapYLICHHA JenpecHs pascrpoiicTea
HapyieHus Ha rnaBoGoHe acenTHyeH cnaboct, yMopa,
HepBHaTa MEHUHTHT?, Ge3cpHHe,
CHCTeMAa KOHBYJICHH, IEDH- anaTHA
tdepeH HeBpHT,
aTakcus,
3aMaAHOCT,
CBETOBBPTEXK, IIYM
B YIIHTE
Hapymenus YBEHT
HA OYHTE
Pecnipatopsy, KallTALA, AHCTIHEA,
IPBAHHA H 6enonpobuu
MeIHacTHHANHHA HHUITpaTH,
HapyLIeHHA ANIepruticH
eosunoduneH
AJIBCOJIUT
Cromamso- NOBPEINAHE | raficHe TIOCHT, ncepoMeMOpaHo- | saryba nva
4peBHH (3-5%), CTOMATHT | 3€H KOJHT, aneTHt
HapyIeHHus AuapHi MaHKpEeaTHT
(1%)
Xenato- NPEeXOAHO MOBHALIA-
GunuapHu BaHe Ha HHEATA Ha
HapyIeHHs Ounupy6una,
IIOBHIIABRAHE HA
CEpYMHHTE TpaHC-
dMHHAa3H, XeNnaTur,
XONecTaTHYHa
JKERJITE-HHIIA,
YepHOIpoOHa
HeKpo3a
Hapywmenus Ha KOXHH ¢doTouyBCTRHTEN- octpa pebpunna
KOXKaTa U OOPHBH HOCT, eKcoua- HeyTpopHIHA
MOAKOXKHATA (mpu 3-5%) THBEH JePMATHT, JepMarosa
TBKAH ¢urcupana {cHHApOM Ha
NIEKapCTBEHA Sweet),

epyMuHA, epHTeMa

MyaTadopme. /

APCTBCHA
T
,7 ~




TexKH KOKHE
HEXENaHH peakuun
(SCARs)”:
CHHJIpDOM Ha
Stevens-Johnson
(SJ8) u TokcHuHa
enunepMalHa
Hexponusa {TEN) u
ocTpa
TeHepalIH3ApaHa
ex3aHTeMaTozHA
nyctynosa (AGEP)

€03HHODUTHA U
CHCTEMHH

CHMITTOMH
(DRESSY

Hapywenus na
MYCKYJIHO-
cKeneTHara
cHCTEMA H
CheAMHWTENIHATa
TBKaH

apTpanrus,
MHaJITHSA,
PaGAOMHEONH3A
(npn nauueHTH ¢Be
CITHH)

Hapymennn na
6n0penuTe U
THKOYHUTE
MBTHINZ

Hapyluena
650peuna QyHKIIHA
(nonaxora ce
cbo0IaBa H 3a
OLOpeuna HepocTa-
ThaHOCT),
AHTEPCTULINATIEH
uedput®, 6u6peuna
TyOynHa auMaosa

1. Tlo-ronfMaTa 4acT OT XeMaTOJOTHYHH IpOMeHH 00HKHOBEHO Ca JIeKH H 00PaTHMH CNOHTAHHO,

Koraro fiedyennero Obae copaHo. [loBeteTo OT NpoMeHUTE He MPeIUIBUKBAT KNHHAYHH
CHMIOTOMH, BBIIPEKH 9€ T MOTaT Ja c€ BAOWAT B H2OJHPAaHH ciyvau, ocofeHo NpH Xopa B
cTapuyecka Bb3pacT, PH eAHOBPEMeHHA YepHoApoOHa 1 6B0peYHa HeAOCTATLYHOCT HITH [IPH
NAlKEeHTH ¢ AeQHLHT Ha onHeBa KHceMiHA. CMBPTHH CITyYaH ca OHITH perncTpHpaHH Npu
MALHEHTH, H3N0XeHH Ha PHCK, MOPaJH TOBA Te3H NAuHeHTH TpAbBa Aa Obaar HabmopaBaHu
BHEMATENHO. IIpeiBapHTENHO ChILECTRYBAILH AePHLMTH HA POIHERA KHCENHHA U BUTaMEH B12
ca npeapasnoaraiu GakTopH 3a aHeMuA, MEranodIacTHA XeMOHOE3a H HEYTPOTeHHS.

Ipn negnarpudHaTa NOMyNALHA PACKBT OT XEMATONOTHYHA TOKCHYHOCT € MO-TroNaM, OT TO3H
IpH BL3PAcTHH. [IpenopbyBa ce BHUMATENHO IPOCIEAABAHE HA LANOCTHHA XEMATOIOTHYEH
npodu IpH Jaena, NpH KOHTO ¢€ MpesNpHeMa NpOABIKATENHA Tepanus cb¢ CyMETpoluM.

ITpn BHCOKH A03H, H3NON3BAHH 3a JleyeHHe Ha mueBMoRUT (PJP), mpuumHen ot Pneumocystis
jirovecii (carinii), ca AcKNaABAHH TEXKH PeaKLHH HA CBPBXYYBCTBHTENHOCT, KOHTO Hamarat
NpeKpaTABaHEe HA TePaNHATa, ThH Karo ce Bp300HOBARAT CAE/] MOBTOPHO H3/TaraHe Ha
cyndaMeTOKCaION/TPHMETONPHM, TIOHAKOra CNell HIKONKOJHEBEH HATEPBAL. AKO Ce IIOSBAT
MPH3HAUM 33 TIOTHCKAHE HA KOCTHHA MO3BK, Ha mallueHnTa TpabBa Aa ce nane nobGaska ot Gonuena
KHCENyHa B iHEBHA 8033 OT 5-10 mg.




Hma crobuiennsd 3a pabromuonisa npu XM B-no3uTHEHE NauueHTy, TONY 4aBainy
cyndaMeToKcato/ TPUMETOTIPHM 3a NpOdUIAKTHKA WK fieucane Ha PIP,

3. XunepxanieMus H XHIOHATPHEMHA MOXE Aa HACTBIIN [VIABHO TIPH HAlMEHTH, IPHEMALLH BHCOKH
HO3Y, NPH NAIHEHTY B CTAPYECKA BLIPACT ¥ nauueHT obe CITHH.

4. ACenTHMHHAT MEHMHIHT € 6bp30 06paTHM NpH CNUpPaHe HA TOBA JIEKAPCTBO, HO PEHAUBHPA B
pefvua cny9ay fApH NOBTOPHO H3JaraHe Ha KOMOHHHPAHOTO JIEUEHHE WIH NIPH CaMOCTOATEHO
NPHIIOKEHAE Ha TPHMETONPHM.

5. Kawmana, puenses u 6enoapoGHA HEGUNTPATH MOTAT Aa CA PAHHN HHAMKATOPH Ha
PECMHPATOPHA CBPBEXYYBCTBHTENHOCT, KOHTO, BLIPEKH Ye ¢a MHOTO PeAKH, ca (aTamHH.
AJlepruyes eo3sHHO(HICH anBeoJHT € MHOTO PAJKa HeXKellaHa peakilis ¢ noTeHuuanHo dartanc
H3X0M1.

6. IlpexBapHTENHO CHILECTRYBAIIKTE NIPOGIEMH ¢ YePHOAPOGHATA QYHKIMA MOXE J1a Ce BIICILIAT OT
JedeHHeTo. XONeCTaTHHA KBIATSHUIA | uepHoApobHa Hekpo3a MoraT aa Obaar daranuu.

7. HMa crobuienus, ye cHHAPOMET Ha Stevens-Johnson (SJS), TokcuunaTa enuaepManta
Hekponn3a (TEN) u nekapcTaeHaTa peakuys ¢ eo3uHobunnsd U cucreMuy cumnromu {DRESS) ca
XHBOTO3ACTpalIABALIH (BX. Touka 4.4),

Kakro mpu Bcako APYro NeKapcTeo, IIPH NALHEHTH ChC CBPhXYYBCTBHTENHOCT KbM
KOMTIOHEHTHTE Ha JIEKAPCTBOTO MOTAT 13 CE MOABAT aleprudHy peakling kato coplam oSpus 1
ypTiku. Habmogasanu ca MHOTO peaky ¢lyval Ha OCTpa reHepaiu3HpaHa ek3aHTeMaTo3Ha
mycrynosa (AGEP) (Bx. Touka 4.4).

8. Jleka He(poTOKCHYHOCT HA KOMOMHAIIHATA MOe A3 ObJaT MPUITHCAHA HA AKTHBHOTO BELECTBO
cyngamerokcazon. TOKCHIHOCTTa MOXKe 4 Ce T0ABH Ha 6a3aTa Ha ChLIeCTRY B0 6uOpedno
YBP&KAAHE H Ce NI0SBABA KATO YBEITHUSHHE HHBATA HA ypes U KPeaTHHKH U KATO
HHTepcTHLManeH HedpuT. [Ipenopbusa ce 0GHIHO MpUEMaHe Ha TEYHOCTH 3a NpodHIakTHKa Ha
KpHCTANYpPHATA.

Ilpu nauuentn che CITMH, nekyBaHH ¢ BUCOKH JO3H, YECTOTATA HA NIOSBA HA HEXeNaHH JIeKAPCTBEHH
peaxunu Moxe fa nocturse 40-50%, Takuba KaTo HEYTPONSHHA, KOKeH 00pHB, MOBHIIEHUE HA
YEpHOAPOOHHTE EHIUME H CEPYMHHS KPEaTHHMH.

Cboﬁganane HA DONO3NPAHH HEXKENIHH DEAKIIHH

ChobmaraneTo Ha NOJO3HPAHN HEXKENaHK PEaKLHH cel pa3peluaBaHe 3a ynoTpeba Ha NekapcTBeHUA
NPOAYKT € BaxHo. ToBa Mo3BoIABA A3 NPOABIKH HabmoAEHHETO Ha CEOTHOLIEHHETO TIOJI3a/PHCK 33
NeKapcTBeHUs POAYKT. OT MEIMUHHCKITE CIIELIMATHCTH C¢ H3HCKBA Ja ChoOIABaT BCAKA NOAO3MpaHa
HEeXENIaHa PeaKilid upe3 HaHOHATHA CHCTEMA 3a choblnaBaHe KbM HM3nbiIHuTENHATA aTCHIMSA TIO
Jexapcreata, yi. ,.Jlamas [pyes” Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9 Ilpexo3npane
Cumnromu

Bb3moskHu CHMIITOMH Ha Npeno3npaHe: raasoGonuve, rafene, NOBpBILAHE, BUEHE Ha CBAT, a
KOMHKA, HAPYLIEHO 3pEHHE, TICHXHYHH HapylleHus, 00bpKaHOCT, NOBHIIEHA TeMIeparyp




Oy prypa, *KbATEHHIIA, KOCTHO-MO3bYHA Aenpecus. XeMOTIOeTHYHUTE IPOMEHH 0OMKHOBEHO Ce [TORBABAT
N0-KbCHO. XeMaTypHs, KPHCTANYPHA H aHYPUSA MOXKE CBLIO Ja HACTHIIAT.

IloBenicHHe

B nombiHeHHe KbM CHMIITOMATHYHOTO JIEYEHHE CA IPETIOPHYHTENHE HHAYITHPAHO NOBpbIIAHe,
CTOMAlIHA TPOMHEKA (MaKap 4e yCBOABAHETO OT CTOMAIIHO-YPEBHHS TPAKT € 0OGHKHOBEHO MHOTO B30
M 33BbPIIBA B PAMKHTE Ha OKOJIO 1Ba 4aca) H GopcHpaHa Auype3a. ATKaTH3HPAHETO HA yPHHATA MOXKE 1a
YAECHH ETMMWHHPAHETO Ha Cy/daMeToKcasol, HO TOBA MOXKE Ja HAManH eIMMUHHDAHETO Ha
TPHMETOTIPHM.

Kombunanuara He MOXe Ja Ce OTCTPaHH Ypes IIEPUTOHeAlHa AUan3a, ofaue, T4 MOXKe YaCTHUHO Ja ce
OTCTPaHH |pe3 XeMOAHann3a. PeakiinaTa Ha CBPbX4YBCTBHTENHOCT TPAORa Aa Obje iekyBaHa Che
CTEPOHIH.

B cityyait Ha NOTHCKaHe Ha KOCTHHA MO3bK, IPHYHHEHA OT ABITOCPOHHO NpunoxerHe Aa CyMeTponum
BBEB BHCOKH JO3H, MOXE JIa ¢ Ipuiara 5-15 mg neBKOBOPUH BCEKH JeH, NOKATO XEMOMOe3aTa ce
HOPMAITH3HpA.

5. ®APMAKOJIOTHYHHU CBOWCTBA
5.1 DapMakoMRAMBYHH CBOHCTBA

PapMakoTepaneBTRIHA Ipyna: AHTHGAKTEPHAIHH CPeICTRBA 3a CHCTEMHO npunoxenue, KoMGUHANMY
OT CYJI(QOHAMHAH H TPHMETONPHM, BKIL. [IPOH3BOJHH
ATC xox: JO1E EO1

Mexana3bm B3 AelicTBHE
CyMeTponsm e koOMOHHHPaHO aHTHGAKTEPHATHO IEKAPCTBO ¢ GaKTEPHOCTATHYHH HITH, B 3aBUCHMOCT OT
yCIOBHATA, ¢ 6akTepHIHAHH e(eKTH, KOHTO Ce IBJDKAT Ha B3aHMO/CHCTBHETO HA JBETe IeKAPCTBEHH
BELIECTBA, CYIhaMeTOKCA30Jl i TPHMETONPHM.

Te Gnokupat Be NOCIETOBATENHA CTHIKH OT OHOCHHTe3aTa Ha GakTepHanuata PponueBa KMCENHHA, T.¢.
MHXMOHPAT GHOCHHTE3ATa Ha HYKIEHHOBHTE KHCEIHHU H NpoTeHHH. Upes KoHKypeHTHO HHXUbOHpane,
cyJpaMeTOKCA30I MOTHCKA HHKOPAOPHPAHETO Ha NapaaMiBoOeH30eHa KHCeTNHA, KOSTO IPECTARNABA
CBEJHHEHHME CHC XKU3HEHO BAKHO 3HAYECHHE 3a MHKPOOPraHH3MKTe, H HHXUOHpa GYAKIHATA HA
CHHTETAa3aTa Ha IMXUApodonrera KHcenuaa. TPHMETONPHM celleKTHBHO UHXHOMpa pefykTasara Ha
aaxuaApodonHesa KNCENHHA, KOITO € eH3UM, KOHBEPTHPAIN ANXHAPO(ONIHEBaTa KHCEIHHA B
TeTpaxuapodonauesa KucenuHa. ToBa ¢ ceneKTHReH edexT, Thi KaTo aQ HHHTETET HA TPHMETOIIPHM KbM
penykrazaTa Ha GakTepuanHaTa MUXHAPOQOINesa KACENHHA ¢ HAKOJKO METH {10°) Mo-BHCOKa, OTKOIKOTO
KbM YOBELUKHA €H3HM, H Thbil KAaTO YOBEIHKHAT OpPTaHH3BPM € B ChCTOAHHE Ja MpHeMa ¢00HHEBa KHCEIIHHA
H (OITHHOBA KHCENHHA OT OKOITHATA CpeJa, TO 32 Pa3fMKa OT TAX MMKPOOPraHH3MHTE ¢lleapa Ja
CHHTE3HpaT CAMH Te3H ChEIHHEeHHA. bakTepHOCTaTHYHHTE KOHIEHTPaHH HA OTAENHO NPHICKEHHTE
CBCTABKH CTARAT OAKTEPHUKAHHM, KOraToO ce H3MON3BAT B KOMOHHAIHS.

Muoro ot offuiuTe naroreHHk OaxTephi ca YyBCTBHTEIHH in vitro KbM TPHMETOIIPHM H
C}’JICIJaMeTOKC&BOJ’I B KOHLICHTPAHKH 3HAYWTSIHO N0 T€3H, JOCTUTAHH B KPBbBTA, ThBKAHHHTE TCYHOCTH H B
NHKOYHHTE BTHILIA €A, ApHIaraHe Ha IpeflopbyBaHarta no3a. KakTo H npy aApyrH aHTHGHOTHIM, obaue,
in vitro aKTHBHOCT HE 03HAYARA HEMPEMEHHO, Ye KIMHHYHATA ePUKACHOCT € fOKa3aHa ¥ CNelBa fa ce
oTOENENH, Ue 3aR0BONUTETHOTO H3NUTBAHE 34 HYBCTBHTEIHOCT CE JIOCTHIA CAMO B IIPeNOpPHYHTEAHH
cpenu Oes nanuvne Ha HHXUHOHTOPH, 0COGEHO THMHAWH M THMHH.




KoMmOHHauMATa HaMaIaBa pHCKa OT Pa3sBHTUE HA PE3HCTEHTHOCT, BBIPEKH Ye PAIBHTHETO HA ILNAIMH-
CBB3aHa PE3HCTEHTHOCT OCTAaBa Bb3MOXKHA.

AHTHOAKTEPHATHAAT €PeKT JOMHHHDa Ha/l IIHPOK cOeKTHP oT ['paM-nonoxutennute U I'pam-
OTpHLaTeNHN GaKTEPHH, a CBILO U B CIy4ail HA IPOTO30H.

KomGaaanuaTa 00HKHOBeHO ¢ epAKACHA CPelLY C/IeAHHTE MEKPOOPTAHA3IMH:
Ipam-nonoscumentiume baxmepun:
Listeria monocytogenes
Nocardia asteroides
Staphylococcus aureus (B 90%), u k0arynaza-HeraTHBHH CTa(pHIOKOKH
Fpam-ompuyamennu baxmepuu:
Aeromonas spp.
Bartonella henselae
Bordetella periussis
. Chlamydia trachomatis
Escherichia coli (8 T0%)
Haemophilus ducrey
Haemophilus influenzae
Klebsiella spp.
Morganella morganii
Neisseria meningitidis
Proteus spp.
Burkholderia (Pseudomonas) cepacia, Burkholderia (Pseudomonas) pseudomallei
Salmonella spp., xntountenno S. fyphi, 8. paratyphi (B 90%)
Vibrio cholerae
Yersinia enterocolitica (8 90%)
Stenotrophomonas (Xanthomonas) maltophilia
IIpoTo30R:
Isospora Belli
Plasmodium spp.
Pneumocystis jirovecii (carinii)
Toxoplasma gondii

. YacTHYHO eeKTHBHA cpelly ¢JIeIHHT¢ MHKPOOPraHHIMH:
Brucella spp.
Enterobacter spp.
Moraxella catarrhalis
Neisseria gonorrhoeae
Serratia marcescens
Shigella spp.
Streptococci, BKIIOUMTERHO Streptococcus pneumoniae
Streptococcus pyogenes

Pe3ncTeNTHE MEKPOOPranH3MH:
Mycobacterium tuberculosis
Mycoplasma spp.
Enterococcus faecalis
Pseudomonas aeruginosa




Treponema pallidum

KomOunanuara e cnabo edexkTHBHA cperly aHaepoOHM OakTepHH | He OKa3sa BIHAHHE BbPXY aHaepoOHH
BHOOBE OT HOPMATHATA YpEBHA ¢uiopa.

5.2 DapMaKOKHHETHYHH CBOHCTRA

Abcopbuus

JlBere akTHBHH BewlecTBa Ha CyMETPOIHM UMaT cX0JHa (papMaKOKHHETHKA. TOBa CXOACTBO MO3BONABA
KOMOHHHPAHOTO IPUIOKEHHE HA 1BETe aKTUBHH BellecTsa, M JBeTe aKTHRHH BElLeCTBA HMAT J06pa
nepopanHa abcopbuus, okono 90% ot TpuMeronpum u okono 80% ot cynametokcaszon ce abcopbupar
OT CTOMALIHO-YPSBHUA TPAKT. EnHoBpeMEHHUAT NpHeMm Ha xpana Hamangaea AUC na tpumeTonpum ¢
okouo 20%.

Paznpenenenne

HupaTa Ha paBHORECHO CBCTOAHKE NP BB3PACTHH Ce JOCTHrAT CEA IPHEM B NPOTBIDKEHHE Ha 2-3 aHu.
HHTO eaHa OT ChCTABKHTE HAMA 3HAYMM ediekT BHPXY KOHICHTPAUNHTE, NOCTHTHATY B KPBBTa OT
IOpYTaTa.

CpEp3BaHeTO ¢ NNa3MeHHTe IPOTEHHA ¢ 42-46% 33 TPHMETONPHM H 66% 3a cyNdameTokcason.
TepaneBTHYHHAT edeKT MOXKe Aa ce MPHNHILE Ha CBOOOAHATa (paKims.

-Kombunarusra nokassa no6po pasnpefeleHye B THKAHUTE, KATO BUIUMHAT 00eM Ha pasnpeicieHHe ¢ B
pasmep Ha 69 10 133 nurpa 3a TpumeTonpum u 10 xol6 nutpa 3a cyndameTorcason.

CyndameTokcason e cnaba kucenuHHa MoJyiekyia ¢ pH 6,0. KOHUEHTpauuATa Ha aKTHBHATA
Cyn(aMETOKCA30M B PA3THYHHA TeNECHH TEYHOCTH € OT nopsaaeka Ha 20-50% or nnasmenaTa
KOHLIEHTpali.

Tpumetonpum e cnaba 6azopa nunodunza Monexkyia ¢ pH 7.4, HeroBata KOHUEHTpPALUs HAABHILABA TA3H
B MNIa3MaTa 3a JKIILYKAT4, NPOCTATHATA TEUHOCT, CIIOHKATA, XPAUKHTE W BarMHATHUTE CEKPETH, KaTo
0coOEHO BHCOKH KOHLIEHTPALHU ce Pa3sBUBaT B Demus Apob u §sbpeuuTe.

JlBeTe aKTHBHH BelleCTBa NPOHHKHAT ITpe3 KPBBHO-MO3buHaTa Oapuepa, nialleHTaTa (KOHLEHTPalHHTE B
OKOJIOILIOAHATA TeYHOCT H $eTAIHH ThKAHH JOCTATAT MPHOIH3UTEIHO TE3H B MAWYHHMA cepyM), H [BETe
MoraT jJa ObJaT OTKPHTH B THKROPA, CPEHOTO YXO, BATHHANHATA TEUHOCT, CHHOBHANNATA TEYHOCT,
CMIOHKATE, AKIbYKATA, 4 33 TPHMETONPHM CEHILO U B OPOHXHATHATA EKCKPELHA.

BuoTtpanchopmaiud
JBeTe aKTHBHH BelECTBA HAa KOMOHHALMATA ce MeTaboNN3upaT OCHORHO B YePHHA Ap0G.

EnnmMuHupane
AKTHBHHTE BELIECTBA H TeXHHTe META0OINTH ce eKCKpeTHpaT npes On0peruTe (upe3s rioMepyiHa

dunTpanus u TyOyiHa cekpenus); MMKOYHATA KOHIEHTPALHA U HAa TPHMETOTIPHM, H Ha cyndamerokcason
€ 110-BHCOKA OT KPBBHATA KOHIEHTPaLMs. EnMMHHANHOHHHAT OJYXHBOT HAa TpHMeToNpuM € 10-12, a Ha
cyadamerokcazon ~ 9-12 uaca npu Hopmansa Gu0peuna dyukuus. Toit ce yrenwuasa ¢ koehHIMENHT 0T
1,5 mo 3,0 npu xpeaTvHHHOB KIHPBHHC no 10 ml/min.

Oxono 50% ot npunoxeHata 103a TPHMETONIPHM H 0koN10 30% oT npuiokeHaTa n03a cyndaMerokcason
Ce EKCKPETHpAT HENPOMEHEHO aKTHBHO BelllecTO. M3MepuMu KPERHH HHBA MOTAT Aa ce YCTAHOBAT H 3a
JBeTe CheduHeHud 24 Yaca ¢yel ao3aTa.

Camo Manka 4acT T MOJEKYuTe NPETHPNsEa GUANApHA SKCKpPeLna.




Huro exra or ¢beTaBkuTe He MOXE Aa 6B/ eTHMHHNpPaHa Ype3 NEPATOHEANHA UAN3A, BBIIPEKH TOBA, H
JBETE MOTAT YACTHYHO Jia ce eTHMHHHAPAT Ype3 XeMOIHANIH3A.
Hzete cberaBri Ha CyMETPONHM ce eKCKPETHPAT B MalYHHOTO MITAKO.

lenvaTpuuna nonynams
PapmakoKHHETHKATa TIPH NeAHATPHYHATA NIOMYIALAA ¢ HopManka 6x6pedna GyHKuNS Ha nBETE

CBCTABKH Ra CYMETPONIHM, TPUMETONPHM H cyJidaMeToKcasol, 3aBUCH OT Bb3pacTTa. ENHMHHAPAHETO Ha
TPHMETONPHM-CYJI(PaMeTOKCa301 ce HaMallABa TTPH HOBOPONIEHH TIPE3 ITbPBHTE JBA MeCea Cel
pakaaHeTo, cIel KOSTO KaKTo TPHMETONIPHM, Taka H CyI(aMeTOKCa301 MOKa3BaT M0-BHCOKA CTENEH HA
€IIHMHHHPAHE, C TI0-BHCOK TENECEH KIHPBHC H NMO-KPaThK MONYKHBOT Ha elMMHHEpPaHe. PaznuknTe ca
Hali-H3gBeHH TIPH Manku aena (>>1,7 Mecewua no 24 Mecena) H HAMANISBAT C YREHYABAHE HA BR3PACTTA B
CpaBHEHHWe ¢ MAIKHTe Aeua (1 roauna o 3,6 roAWHH), Aeuata (7,5 ronuuu u <10 roguHi) H BB3pacTHHTE
(Bx. TOUKa 4.2).

Crapuecka pb3pact
CyndameTokca3on MMa NO-HHCBK ObOpPeteH KIHPHHRC.

XpoHuyHa 6u6peHa HeAOCTATEIHOCT
IIpn xponuvHa 6b6peyHa HenOCTATEYHOCT (KPEATHHHHOB KIHPBHC 1o 25 ml/min), elMMHHAIHOHHHAT
NOJIyKHBOT Ha [BeTe BelllecTBa ce yAbbrara (20-30 gaca).

53 HpenkINHEYHE JaHHH 32 §e30Na¢HOCT

He ca npoeexxgaHH ABNTOCPOUHH H3NHTBAHHSA BBPXY KAHLEPOTEHHOCTTA Ha KOMOHMHAIIHATA OT
TPHMETONIPHM H cynidamerokcaszol. TpumeTonpuM € nokasam, ve HAMa MyTareHeH e(eKkT npu TecTa Ha
Ames. He ca ycTaHOBEHH XpOMO30MHH abepaliiH B nepudepHHTe IeBKOMHTH OPH NALHEHTH, PHEMALIH
320 mg tpumercnpum ¥ 1600 mg cyndameTokcason AHEBHO B NpoAbkeHne Ha 112 gHH.

ITp# nrexoBe, A03H TPUMETONpUM OT 70 ME/KE TENECHO Tero B KoMOMHALMSA ¢ 03K CyadaMeToKca3on
0T 350 mg/kg TeNnecHo TerIo He OKA3BAT BIHAHHE BHPXY ILIOAOBUTOCTTA Ha *KHBOTHHTE H He ITOKA3BaT
HHMKaKBH TOKCHYHH ¢()eKTH BLpPXY RB3NPOH3BOACTBOTO.

6. OAPMAINIEBTHYHH TAHHIA
6.1 ChnaebK HA NOMOINHUTE BELIECTRA

Kaprodeno numecre

Tank

Kenarun

Marneanes cTeapar

Harpuer HHIlleCTeH raMKOIaT (THI A)
I'muuepo: (85 npoueura)
Creapunora kucenusa

6.2 HecnBMecTEMOCTH

Henpunomxumo.




6.3 Cpox Ha rogHocT

5 ronuHn

6.4 CnensaJjnn yc108ust HA CHXpaHenHe

Ha ce cexpanasa noa 30 °C.

6.5 Bua ¥ coabpkaHue HA ONAKOBKATA

Beska xapronena kyTHa chabpxa 20 TaGneTkd B G1HCTEpHa ONAKOBKA.

6.6 CuensanHy npeAna3HA MePKH IPH HIXBLPAsHE H paboTa

Hama coensanay H3HCKBaHMUA.

HeH3non3panuAT NekapcTBeH TPOMYKT KM OTNIANBUHUTE MATEPUANH OT HETo TPSOBA 44 C& WIXBLPIAT B

CBOTBETCTBHE ¢ MECTHHTE H3IUCKBAHHAL

7. IMPATEXXATEJ HA PAZPEINIEHUETO 3A YIIOTPEBA

Egis Pharmaceuticals PLC

1106 Budapest, Keresztiri ut 30-38.

YHrapug

8. HOMEP(A) HA PA3SPEILIEHUETOQ 3A YIIOTPEBA

Cymetponnm 400 mg/80 mg rabnerxn: Per. Ne: 2001 0683

9. AATA HA ITBPBO PA3PEIIABAHE/TIOJHOBABAHE HA PASPEHIEHHUETO 3A
YIHOTPEEBA

Hata na nwpeo paspewnapane: 7.12.1973 r.

Hara Ha nocnenHo noguosasane: 12.08.2011 r.

10. BRATA HA AKTYAJNH3UPAHE HA TEKCTA

Mapt, 2022 1.




