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Cymerpoaum 25 mg/ml + 5 mg/ml cupon

Sumetrolim 25 mg/ml + 5§ mg/ml syrup

v A KAYECTBEH U KOJIMYMECTBEH CbCTAB

AKTUBHM BelecTBaA:
| ml cupon cbabpika 25 mg cyndamerokcason (sulfamethoxazole) n 5 mg TPUMETONPUM (trimethoprim).

[ loMOULHHM BELIECTBA C M3BECTHO JICHCTBUE
100 ml cupon cuabpxar 0,001 g .J[JloHco 4R™ karo azoouseTsaBalll areHT,
0,1 g meTun napaxuapokcubdbensoar, 53 g 3axaposa v 0,220 g aHaCOHOB aJIKOXOJ1.

3a MbJIHKUA CMUCHK HA MOMOLLHMTE BellecTBa BUXKTE T. 6.1,

3. JJEKAPCTBEHA ®OPMA
Cupon 3a rnepopasHo npuIoKeHHe.

BHDJTETDHD-DG:iOHH CyCrieH3sus, ¢bC CllaJl’bK BKYC. I'bCTA M HE CbbpPiKallla I'PpaHyJ1daTH, C aHACOHOB apOMaT,
C JIEKO rop4ymB 1OCJIEBKYC.

4. KAUHUYHU JAHHH

4.1. TepaneBTHYHH NOKA3ZAHHS

CyMeTpoJIuM CUPOI € MOKA3aH IPH JIela ¥ IOHOLIM Ha Bb3pacT OT 6 ceAMUUM 10 |8 rojinHm 1 rnpu
Bb3PacTHM B ciiydail Ha MH(PEKLMH, MPUUUHEHHU OT 11aTOrMeHH, KOUMTO ca HYBCTBUTEIHU KbM
KOMOUHalMATA.

- Hnghexyuu na copnume u donnu ouxameinu nbmuuia; XpoHudeH OPOHXHUT, CUHY3HUT, Bb3raJieHue
Ha CPEAHOTO yXO0. [Tone3Ho € npu MyKOBUCILIMA03a, 3a JIeYEHHE U Npo(pUuiIaKkTHKA HA HHDEKIIMK Ha
JIOJIHUTE JIMXATEIHM IMbTHLLA, NPUYKMHEeHU oT Burkholderia cepacia. npu CITWUH, 3a npodunakrrka
M JIGYEHHUE HA MHEBMOHUS, [IPUYMHEHA OT Pneumocystis jirovecii (carinii) npu
HMYHOKOMITPOMETHPAHH MALIMEHTH,

- [Ipy TOH3UNOGAPHHIHUT, NPUYHMHEH OT OeTa-XeMoauTH4eH Streptococcus-A Tpsibsa j1a Obaar
M30MpPaHM NMEHULIMIIMH Ch/IbPIKALLLM JIEKAPCTBA, Thil KATO KOMOMHALIMATA HE epaIMKUpa Te3n
OaKTepUH, NMopaan KOETO HE MOXKE J1a NPEA0TBPATH YCIIOKHEHUATA, HANPUMEDP HACTbIIBAHE HA
peBMaTUuHa Tpecka (Bx. Touka 4.4.).

- Comawro-upesnu ungexyuu. KOpeMeH Tid., EHTEPUT, . JIMapust Ha ITbTYBALLMTE™, U30INCOpHa3uC,
cebp3aH cbe CITHH.

- Hndpexyuu na o6vopeyume 1 nuxounume nvmuwa. OAKTepUaJHU, HEYCTOKHEHU HH(PEKLIMKN Ha
MUKOYHUTE IMbTHLILA KAaTO OCTbP UHUCTHUT, NPOPHUIAKTHKA HA PeUMANBHPALLN LUMCTUTH, XPOHHUYEH
LLIMCTHUT, OCTBP YPETPAIEH CUHAPOM, YPETPHT.

- Hnpekyuu na norogume opeanu: roHOKOKOB YPETPUT, AIHEKCHT, 1IAHKBDP, TPUUYMHEH OT _
Haemophylus ducreyi. granuloma inguinale.

- Hughexyuu na koscama u mekume mvkanu. naoaepma, @ypyHkyJi, adcLec, paH




- Jlpyeu 6akmepuaniu unghexyuu: octpa Opyuesnosa (B KoMOMHaLMs ), HOKapa1o3a, bosecTt OT
,,OZlpacKBaHe OT KOTKa"™, MEJI1M0/103a, TOKCOIN1a3zmosa.

Mma nosaeseH edexT 3a aHTMMUKpoOHaTa npouIaKkTUKa Npu HEYyTPONEHWYHHU MALMEHTH, 32

cesIeKTHBHATA IEKOHTAMMHALIMA Ha yCTHATA, (DapuHreasHara M ypeBHara (iopa u 3a JieYeHHe Ha

yXarnBaHus OT Kydera W KOTKH (C/1e/l CbOTBETHOTO OTCTPAHABAHE HA MbPTBHUTE ThKAHH).

TpsOBa Aa ce Ma npeaBu1 OGULMATHOTO PLKOBOACTBO 3a NOAX0/sIIA yroTpeda Ha aHTHOaKTepHaiHm
CpezacTBa.

4.2. Jlo3upoBKa U HAYHH HA [PHJIOKEHHNE

Jlo3upoBka

Buv3pacmuu u deya Hao 12 codunu
[Tpu TsX a7eKBaTHO A03MpaHe Moxke ja ce nocturie cbe Cymerposum TadbneTku. Ako odaye no Hikaxksa

[PUYMHA NPErTbIIAHETO Ha TAOIETKUTE € 3aTpy/IHeHO, KaToO HaualHa J103a ce npenopbysa 32 ml cuporl,
[pUEMaH J1Ba ITbTH JIHEBHO (CYTPUH M Beuep) ¢ OOMIHO KOJIMUYECTBO TEHHOCT. | 1pH no-Texku ciyuau

MOKE J1a C€ MPHIIOKAT 110-BUCOKH JHEBHH 103M, J10 MakcumyM 2 X 48 ml cuport. 3a noutbpxalio
leyeHue 3a noseye ot 14 aHu ce npenopbyBa AHeBHa 103a ot 2 X 16 ml cupor.

[leouampuuna nonyiayus

Jlo3u Ha kg TesecHo TerJio: npernopbuBadaTa AHEBHA 103a 3a Jlella € eKBUBAJICHTHA HaA [TPUOJIM3UTEIHO 6
mg TpumeTonpum 1 30 mg cysdamerokcasos Ha Kg TeIECHO TErJ10 AHEBHO, KOSTO Ce 1aBa Ha JiBa
npuema.

JlHeBHa J103a cnope/l Bb3pacTtTa: CXxemuTe Ha NPUJIOKEHHE NPH JIella ca CboOpa3eHH ¢ Bb3pacTra U
TEJIECHOTO TErJIO Ha AETETO W ¢a NMocoyYeHHu B Tadjinuara no-aosmy.

Bb3pact Ha aerero Jlo3a Ha 12 yaca

6 ceamuuu — 6 Mmeceua ) 2—-4ml

6 meceua — 2 roaAnHH 4 -8 ml

2 rost. — 6 roJAMHU 8 - 12 ml

6 roa. — 12 roauHu 12 - 16 ml ]

[Tpoowadcumentocm na aeuenuemo. nNpu OCTpH HHPEKLIMKU, ¢ U3KJIIOUEHHUE HA MOHOpes, JICYEHHUETO
OOMKHOBEHO TpsiOBa ja Npoab/HKKY Hall-MaJIKo S JIHM WJIK olle 2 JIHU CJIe/l KaTO CUMITTOMUTE M34ye3Har.
AKO HE Ce OTYMTA KJIMHMYHO nojaodpeHue ciel 7-AHEBHOTO JieueHue, TpsOBa j1a ce HarnpaBu MpeoLeHKa
Ha TeparusTa.

JleyeHue ¢ 3-JIHEBHA NPOABLIIKHUTEIHOCT MOXKeE J1a Obj1€ 10CTAThYHO NPH HEYCJIOKHEH OCTbP UMCTHUT IPH
JKEHM, HO 3@ HEYCJIOKHEHA OCTpa HH(EKLMA HA ITUKOYHHUTE ITbTULLA [TPH JIeLla Ce MPEernopbyBa JeueHHue ¢
MPOABLJIKUTEIHOCT HAH-MAJIKO 5 10 7 JIHH.

[TpoabkUTENHOCTTA HA JleueHUeTo TpsOBa Aa Objae Hall-Ma/IKo 4 ceAMULM 11pU ocTpa OpyLenosa.

[Ipu nokapouosa HaMa KOHCEHCYC OTHOCHO Haif-noaxoas1uara 103a. KaTo Usa/10, npu Bb3pacTHH ce
npunarar 6 uiau 8 radnerku (ekBUBaJICHTHH HA 96 ml wian 128 ml cupon) AHEBHO 3a 3 Meceua.

Tokconnazmosa: Hima KOHCEHCYC 3a Hali-noaxoasulara 103a 3a Je4eHue Wik rnpouilakTuka Ha ToBa
cbheTOsiHME, PellieHneTo OTHOCHO J103aTta TpsA0Ba J1a ce 0azupa Ha KJIMHUYHUSA ONUT. BbIpeku ToBa,
[MPeIOKEHUTE A03M 3a NPOPHUIAKTHKA HA THEBMOHMUS, NTPUUYUHEHA OT Preumocystis jirovecii (carinii).
mMorar Jla ObaaT NOAXOAs LN,

IIpu neycaoxcrena conopesi I€HEHUETO MOXKe J1a ObJIe U3BbPILEHO 3a | JIeH npu 1034
Beuep). Enna antepHaTuBa Moxe J1a Objie 2-AHEBHO JieyeHue, rnpu jo3a 2 X 64 ml.



[Tpu nneemonus, npuyunena om Pneumocystis jirovecii (carinii) npenopbunTeHHTE JIHEBHH 1031 ca 20
mg/Kg TesecHo Terso Tpumeronpum n 100 mg/kg TesiecHo Tersio cyipamMeToKcason, pa3ie/ieHn Ha 1Ba
WJIK NIOBeue rpuema, ¥ npuiokenu 3a 14-21 aHu.

[lesiTa € Aa ce nojayyvyar MaKCUMaaHH J1a3MeHu Wik CEpyYMHH HUBA HA TPUMETOIPUM [10-TOJIEMH WK

paBHM Ha 5 pug/ml.

3a npoduiakTuka Ha Prewmocystis jirovecii (carinii) nHegmonust IPU Bb3pacTHU MpernopbyBaHaTa AHCBHA
no3a e 32 ml cupon aHeBHO win 32 ml cupon npe3 aed uan 2 X 32 ml cupon npes 1eH B nepuoaa Ha
[MOBULIEH PUCK OT MH(PEKILIHA.

[Tpu npoduaakTUKa Mpu JieLa, HopMaaHara TeparnesTuyHa J103a U34ucieHa Bb3 OCHOBA Ha Bb3pacTTa Ha
JETeTO W TejecHara My maca TpsOBa J1a ce rnpuJiara Karo €1HOKpaTHa /103a 3 MbTH CeJIMMYHO, B
OCJIeA0BATE/IHN JHU WJIH B JIBA MPUEMa CEJAEM JIHU B CEAMMULIATA WIW TPH ITHTH HA CEJIMULIA Npe3 JICH Ha
AJITEPHATUBHU JIHH MW TPU ITHTH CEJIMMUHO B NOC/IEA0BAaTEIHN AHH. Ta3u j103a oTroBaps Ha
MPUIIOKEHHETO Ha oko10 150 mg/m? tpumeronpum u 750 mg/m* cynpamerokcason. [1pu Tosa nokasanue
MaKkCcUMasiHaTa JHeBHa /103a Tpumeronpum e 320 mg u 1 600 mg cysipamerokcasos (ToBa 0TroBaps Ha

64 ml cupon).

Cneyuannu nonviayuu
[Tpyn nayuenmu ¢ napyutena 6vopeuna @ynxkyus no3ara TpsdOBa J1a ce NPOMEHH, KAKTO € yKa3aHo 110-/10.1y
3a Bb3PACTHU M Jlela Hajl |2 roauHu (He e HalnuHa uHdopmaums 3a jaeua noj 12-roauuiHa pp3pacr):

CepyMeH KpeaTHHHH JlneBHa no3a (% ot Yecrora Ha
KaunpbHc wmol/L cTaHaapTHaTa j103a) [pHeMHUTe
[ml/min]

>30 Mbxe: <265 100 Ha Bcexku 12 yaca
Kenu: <175
15 - 30 Mubake: 265 — 620 50 Ha Bcexku 12 nnum Ha
AKenu: 175 — 400 ) BCEKH 24 yaca
<]l Mbike: >620 JlekapcTBOTO He TpsOBA Ad ce rpujiara OCBEH.
| Kenu: >400 aKO MNalUMEHTBbT € Ha XEMOMau3a. |

M3mepBaHe Ha rnjiazMeHaTa KOHUEHTpAaLMs Ha Cy1(haMeTOKCa30J1 Ha MHTEPBAJIK OT 2 J10 3 JIHU ce
rnpenopbyBa B podu, nojiyueHu 12 vaca cien rnpunoxeHuero Ha CyMeTposinmM. AKO KOHLIEHTpallUsiTa Ha
obuus cyndamerokcasosn Haasuiasa 150 pg/ml, neyenunero TpsdBa j1a ce NpeKbCHeE, J0KATO M1a3mMeHnTe
HuBa cnaaxnat noa 120 ug/ml.

Hlayuenmume na pedogHa xemoouaiusd

TpsibBa na nonyuasar S0% o1 npenopbyaHara /103a Mpeiaun auajiv3arta 1 rnoJoBUHaTa OT npujoxKeHara
71034 CJIeJ1 AMain3a, Thil Kato 0KoJ10 44% OT TpUMETONpPUM U 0K0./10 57% oT cysihpameToKCca3o ca
eJIMMUHUPaHU Npu 4-yacosa auanu3a. Tosa JJeKapcTBO HE CJie/lBa J1a ce npuiara B AHUTE 0e3 aualinsa.

Cmapuecka 8b3pacm

U3znon3saneTo Ha CymMeTpoIuM M3UCKBA CIICLMAIHO BHUMAHME, Thil KaTO HEKEIAHUTE peakLHu ca ro-
YECTH MpPH TX, 0COOEHO MNPH NMauMeHTH ¢ yBpe/leHa ObOpeuHa niim yepHoapoOHa (PyHKLUS W
ChITHTCTBALLO JIeYeHHUE (BXK. TOYKa 4.4).

HayuH HA NPUIIOKEHHUE

[ [epopaliHO NPHIIOKEHHE
CuponbT TpsiOBa 1a Ob/1€ NpUEeMaH ¢ 10CTaTbY4HO KOJIMYECTBO TEHHOCT, ABA MbTH JAHEBHO (CYTPHUH U
BeUep) 3a rnpejanoynTaHe cjejl xpasene. Bopxy xkanaukara Ha OyTHKaTa € rnocTaBeHa nojgunpornuieHoBa
MEpHUTEIIHA YalliKa ¢ aeneHus or | ml 3a no3upane Ha cupona. 4 ml or cupona cbabpxkar 20 m
tpumertornpum 1 100 mg cyndamerokcazol.

4.3. IlporuBonoka3zanusi




ToBa nekapcTBO € NPOTUBONOKA3AHO B CNEAHUTE ClydaH:

— CBpbLXYYBCTBUTEIHOCT KbM aKTUBHUTE BELLECTBA KATO TPUMETONPUM U CYNhOHAMUAK
(BKAKOUYUTEIHO ¥ AEPUBATH Ha CyNdOoHAMHANTE, CYipOHUNYpefHH aHTHAWADEeTHH cpeacTBa H
TUA3UAHMU JWYPETHLIN) UAK KbM HSKOE OT MOMOLLHHUTE BELLECTBA, U30OpoeHH B TOUKa 6.1,

—~ OCTbp XENaTHT, TeXKa YepHOAPOOHA HELOCTATLUHOCT, OCTPa YEpPHOAPOOHA NOpQHpHKS.

— XeMaTonoruyuHu 3aboasBaHHs, XeMOMOETHUYHN HAPYLUCHHA, AHEMUS, CBBP3aHa ¢ REPULIUT HA
donueBa KucenKHa, AePUUMT Ha rmoko30-6-pocdar AexuaporeHara.

— AHaMHe32a 33 IEKAPCTBEHO UHAYLIMpaHa UMYHHa TpombouuToneHns npy ynorpedara Ha
cyAdoHAMUIY W/HITH TPUMETOIIPHM.

— Bu6peuna HeJlOCTATbUHOCT € KPeaTHHUHOB KAMPBHC <15 ml/min (ocBeH, ako xemoananusara e
BBH3IMOMCHA).

— CyndameTokcason v TPUMETONPHM He TpsDOBa fa ce npunarar npy KbpMayeTa npes mbpsure 6
CeMULIM CNNE PAXKAAHETO W HEAOHOCEHHM Aeua Ha Bb3pacT noA | roamHa. CyndameTokcason 1

TPUMETONPHUM HEC Tpﬂﬁﬂﬂ Ja Cce npuJjarar NnpH A€ld Hd Bb3pacT nold TpH MECCLd, OCBCH dKO CC
CYUUTA, HEe NONAIUTC HAABULUABRAT B'bIMOMWHUTE DHCKOBC.

— bpeMEHHOCT U KXBpPMEHE,
- [TALMEHTH HA XUMUOTEPANEBTHUHO JIEHEHHE.

4.4. CrendajHH npeaynpexiaeHus 1 npeanasiy MepKkH npu ynorpeba

JKHBOTO03aCTPAIABALIY HEXEJIAHH PeaKUUH

[Mpu ynotpedarta Ha cyndamMeToKCcaszol/TPUMETONPHUM MMA CbODLIIEHHUSA 38 MBOTO3ACTPAILIABALLM KOXHH
PEAKLIMK KaTo CHHAPOM Ha Stevens-Johnson (SJS), Tokcnuna ennaepmanta Hekponusa (TEH) u
eKapCTBEHA peakLus ¢ eo3nHodnausa u cucteMHy cumnToMu (DRESS).

[Mauuenrute TpadBa na ObIAT NpeaynpeaeHH 3a NPU3HALUTE U CUMIITOMUKTE, U A2 ObaaT Habmonasayy
BHUMATEJIHO 3@ KOXHU peakini, Halt-sucokusat pyuck 3a nosea Ha SJS unu TEH e npes nupsuTe Cemuun
OT neueHueTo, a npy DRESS puckwT OT nosisa e npes nbupBUTE ABE 10 OCEM CeAMULY CNell npyiaraHe Ha
JIEKaPCTBOTO.

Mpy HanMuue Ha CUMNTOMK UK npu3Hauu 3a SIS, TEH (Hanp. nporpecrpaill Koxex oOpus, YeCTO ¢
MEXYPH WK MYKO3HM ne3un) unu DRESS (Hanp. Tpecka, eoznHoduauns, obpus, nruMpaneHonarus,
aOHOPMHH MOKA3ATENM NTPU KPLBHU/YEPHOAPOOHH TECTOBE W/ UK 3aCATAHE HA BUCLIEPAIHH OPraHH ).
neyeHueTo ¢u¢c Cymerponum TpsadBa ga Obae npeycTaHOBEHO (BXK. TOUKA 4.8).

Haii-nobpw pesynratu npu neuenuero Ha SJS, TEH n DRESS wma npu pansoTo avardHocrunumpane v
He3a0aBHOTO NPEeYCTAHOBRABAHE HA BCAKO NOJO3UPAHO JIEKAPCTRO. PAHHOTO NPEeKpaTsBaHE € CBLP3aHO C

no-ao0opa nporHo3a.,
Axo naunedtsT € pazsun SJS, TEH u DRESS npu ynorpebara Ha CyMeTponum, TOR NoBeue He TpsOBa

na 6be ApUNarad Nnpy TO3W NaUKUEHT.

[losgBaTa Ha reHepanuinpana ¢pedpusiHa eputemMa, CRbp3aHa C MyCcTynu, TpaOBa 1a Npean3BuKa
MOAO3PEHUE 33 OCTPA reHepanniupaHa ekadHreMaTossa nyctynosa (AGEP) (Bx. Touka 4.8); ToBa H3ncksa
[MpeKpaTABAHE HA JIEYEHUETO M NPOTUBOMNOKA3BA BCAKO HOBO MPUIOKEHUE Ha
cynaMeToKCazo/TPHMETONPHUM CAMOCTOSTEIHO WM B KOMOWHALLMA € IPYTHU JIEKAPCTBA.

Bhrpexy ue Te ca MHOMo peiK{, MOrat Aa Bb3HHKHAT TEXKH, NOTEHUHANHO GaTalHH HeXKelaH! peakuny
O BPpEME Ha NEUEHUETO KaTo dyJIMUHAHTHA YepHOAPOoOHA HEKPO3a, ArpaHyIOLHUTO34d, arlacTHYHA
aHEMMS, KPBBHM TMCKPa3inK, TEWKH PEaKUMU HA CBPbXUYBCTBUTEHOCT.

[Tpunoxenuero Ha CyMmeTposium Tpadea He3abaBHO a ObAe CIIPAHO NPU MOABATA HA KOXEH ODPUB UK
HA pAHHW CUMIITOMH Ha FOPEONKMCAHMTE TEXKH peakuru (DONky B bproTo, NOBULLEHA TEMIIEPATYPA,
60nKM B cTaBUTE, OJIRIHOCT, NyPrypa UK X bATEHHLA, KOATO HE MOKE Aa Obae o0ACHEHa € ApYTH
npuunHyn). Kawnuua, 3anyx v pasutue Ha Genoapoder MHbURTpaT MOXKe Cbilo Aa 6baaT npu3HaK Ha
CBPbLXUYBCTBUTEITHOCT.

[lauHeHTH ¢ TEXKKA aneprus HiM OpoHXHA/HA acTMA




[pUI0XEHHETO HA TOBA TEKAPCTBO W3HCKBA CIIELNANHO BHUMAHHWE, AKO MMA TEXKa aneprus iu
OpoHXHanHa acTMa B AHAMHE3aTa HA NallMeHTa.

PecnuparTopHa TOKCHYHOCT

[To BpeMe Ha JIeYEHMETO ¢ KO-TPUMOKCA30/ €a 10KJIalBaHH MHOI'O PEAKH, TEKKH Cllyqan Ha
pECIMPATOPHA TOKCUUHOCT, NOHAKOra NPOrpecHpallii 10 OCTbP pECNUPaTOPEeH ANCTPEC CHHAPOM
(ARDS). [TosiBaTa Ha OenoapoOHU NMPU3HALIK KAaTO KallIMLA, TPECKA K IUCITHES BbB BPb3Ka ¢
PaAUONOTHUHH NPH3HALM Ha 6enoapobHu uHGUNTpaTH M Browasade Ha benoapobHaTa GyHKUMs Morart
aa 6baat npeapapuTenHu npusHann Ha ARDS. [1py TakuBa 06cTOATENCTBA KO-TPHMOKCA30MBT TPAOBA 113

bbie NpeyCTaHOBEH H Ad CC NpoOBEAC NOAXOAAO ICHEHNL,

XemodarounTha numpoxucrnounTtosa (HLH)

Cnyuau va HLH ca 1oknansaHyn MHOTO psiAKO NPy NALMEHTH, IEKYBaHHU ¢ Ko-TpuMokcason. HLH ¢
KUBOTO3ACTPALIABALL CUHAPOM HA NATOJOrMYHO UMYHHO aKTUBHPAHE, XapaKTepHU3Npalil Ce ¢ KIHHUYHH
MPU3HALM ¥ CUMITTOMH HA TPEKOMEPHO CUCTEMHO Bb3NaieHHe (Hanp. Tpecka, XenaroCineHOMeranmus.
XUIEPTPUTTHLIEPUAEMHUS, XUNOHHOPUHOrEHEMHUS, BUCOK CEPYMEH QEPUTHUH, UHTONMEHUU U
xeMoharouuTosa). IlauneHTHTe, KOMTO Pa3BUBaT PaHHH NPOABH HA NATONOrMUHO UMYHHO aKTUBHPAHE,
TpaOsa na 6baaT oueHeH He3abaBHO. AKO Ce YCTaHOBM fnarHosa HLH, neyeHHeTo ¢ KO-TPUMOKCA30Jl
TpsabBa na ce NpeycTaHOoBHY.

CTapuecka BL3pacT

CrnieunanHo BHUMaHHe W3IMCKBA NPUIokeHneTo Ha CyMETPOJIUM B CTAPUECKA Bb3PACT, Thi KaTO
HeXeNaHUTe NEXKAPCTBEHN peakLMy ¢a NO-4eCTy MpH TAX, OCODEHO Npu NauueHTH ¢ yBpeaeHa obubpeuna
WU YepHo1poOHa OYHKUKA ChNBTCTBAWO ASUEHUE, TeXKH KOXHU PEaKUUH, NOTUCKAHE Ha KOCTHUS
MO3bK WU TPOMOOLIUTONEHMS ca Hal-uecTrTe Hexenann eexTH. [launeHTr B cTapuecka Bb3pacT Ha
JAWYPETHUHO JIEUeHHE, OCODEHO TE€3MU, KOUTO U3NON3BAT THA3WAH, €a NO-CKNOHHU Aa PA3BUAT
TpoMOOLIMTONEHHUHA Typnypa (BX. TouKka 4.5).

Jlo3aTa TpaOBa na ce Koprrupa rnpy Hapyleda Ob0peusa QyHKuMs (Bx. Touka 4.2),

XeMOTIOeTHYHH HeXKeJIaHN PeakUuHH XxapaKkTepHu npyu geuuuT HA POJIMeBa KHCEJIHHA MOXKE Aa CE
NNOSBAT NPY NALIMEHTH B CTApHECKA BLIPACT, KAKTO W [IPH TAKWBA € BeYe ChLIECTBYBALL HEAOCTUT HA
ponvena KMCeNHHa, B cboTBeTCTBUE C TOBA TPAOBA Aa ce OOMUCIH NaBaHETO Ha (PONMEBA KUCEHHA KaTO
XpaHUTEeNHa 1o0aBKa 0 BPEME Ha JEYEHUNETO NPH NAaLMEHTH B CTAPUECKA Bb3PACT WIIM [TPH TAKHUBA, C
eseHTyaneH ponnes aehmunt (XpOHUUEH ANKOXOMH3IBM, NAUKUEHTH Ha IEYEHUE C AHTUKOHBYJICAHTH,
YCJIOBUA Ha HeoxpaHeaHe u/unu manabcopbuus, ObOpeyHa HeLOCTATBYHOCT).

[1py NPOaBLIHKHTENHO IIPHAOKEeHHe TPsOBa pelOBHO a ¢e CNeaaT Opos Ha KPLBHHUTE KIETKH,
Tpombouuture, 6uOpeuHara u yepHoapodHaTa PyHKUUA M cearMenTa Ha ypunara. Donuesa kucenuHa
(5-10 mg AHEBHO) MOXKE Aa ce JaBa 10 BPEME Ha JIEHEHHETO, 3a [1d C& KOPUTHPAT XEeMATOJIOFHHHHUTE
aHOMaJIMM, Pa3BUBallIM Ce B NPOLECa Ha IEYEHHETO, HO TORA TpsOBa Aa 3anouHe C NOBULIEHO BHUMAHUE
mopagu Bb3MOXHA HaMeca B aHTUMHMKpoOHAaTa €PUKACHOCT.

HexenanuTe peakLMu ¢a ¢ [0-BMcoka uecTota ¥ npu naunenT ¢be CIIMH, kakTo 1 npy nauueHTH €
APYrY XpoHKuHK 3a6oaaBanun KaTo yuepHoapobHO yBpexaane.

bnOpeuno yBpexkaaHe
HozaTa Tpsabea na 6bae HaManeHna npu HapyureHa OLOpeyna pyHKIMR U B TAKMBA Cllyuadu Ce
pernopbyuBa NPOCASAABAHE Ha [17a3MeRnTe H1Ba (BX. Touka 4.2).

XnnepKaauemMuss H XMNOHATPHEMUA
AKTUBHOTO BELLICCTBO TPUMETOMNPUM B CyMeTpOIMM MOXKE A3 NPeAU3BUKA XMITEPKAJHeMHR 1pH
nauMeHTH, pyeMally APyry IeKapcTBa, yBeNH4apallld HUBOTO HA KAIUs MM C HapyLueHa of '

kanusa (Hanp. xporrMuHa &bOpeuHa HeaocTarsyHOCT). Moke 1a € HEODXOIMMO B TaKUBa ¢ Wg flg
MAH U %
it _

NpoOBepABAT PEAOBHO ENEKTPONIMTHTE UM Ja Ce CNIPEe NEUEHUETO, ako ce Habrioaasa Xy
XUMOHATPHEMHUSL, :




MeraboauTHa auuaosa
CynpaMeToKCazoN/TPUMETONPHM Ce CBBP3BA ¢ METADOIUTHA aLIHA03a, KOraTo Ca U3K/IHOUCHH ApYrH

Bb3IMOXKHK OCHOBHM NPHYUHN, BuHaru € npenopbyuTeNHO BHUMATENHO HADAIOAEHME, KOraTO Ce
noao3upa MeTabonuTHa alnao3a.

XUnoraiuKeMus
" naBHO B MbPBUTE HAKOJIKO IHU Ha JIEUEHHETO, TOBa JIEKAPCTBO MOXE Ad MPeAN3BUKa XUIIONIHKeMHH,

nopu ¥ npy nauventy 6e3 nraber. MNaunenty ¢ uepHoapodHn nnn OBOPeyHN yBpeKaaHus, Tak1Ba ¢
HeZOXpaHBaHe WK TaKMBa HA BUCOKA [103a ¢a 0CODEHO NPEAPA3NIONONKEHN KbM XHMOMIINKEM.

Kpucraaypusn
[To BpeMe Ha jiedeHneTo TpsbBa Aa ce OCUIypu NPHEM Ha JA0CTATbYHO KOAKYECTBO TEHHOCTH, NOHE .5

NIUTPa AHEBHO, C UeN Aa ce u3berHe nossa Ha KPUCTaNypHust. PHCKBT 0T KPHCTAYPHA € NO-roJIsM I1pH
MaJHYTPHLUHS.

Apyru npeaynpexaeHHs
Mpu raroko3o-6-pocdart aexuaporenasen gepuunrt, CyMeTpoiuM MOXKE Aa MPEAU3BUKA XEMOIN3A (BK.

Touka 4.3).

Mpy ToH3INNO0PAPUHTUT, NpUUYUHeH OT f-xemoaumuuen Streptococcus-A, Tpabsa na 6vaat n3dbpanu
NEHHUUMUH-CBALPKALM NEKAPCTBEHHU NTPOAYKTH, Thi KaATO KOoMOMHALMATA HE epaluKUpa DakTepuunTe,
3aTOBA HE MOJXE A CE NPEeAOTBPATH HACTBINBAHETO HA YCJOKHEHH, HANPUMEDP peBMaTHYHA TPECKa (BK.

Touka 4.2).

YCTaHOBEHO €, ue TPUMETONMPHM Hapyliasa MeTaboiu3ma Ha eHuanaHuH, HO TOBA HE € OT 3HayeHue
NPU MAUHEHTH ¢ PEHHNKETOHYPUS Ha NMOAXOAAL XPAHUTEEH PEKUM.

Axo ce HabMOaaBa TeXKA, MPOABLJKNTETHA AHapus, TpAOBa Na ce pa3rfiela Bb3MOXKHOCTTA 34
ncesnoMembpanoser konaut. CymeTrponum TpsadBa 1a ce IpeycTaHOBM U B TakHBa cnyyvau Tpsbsa na ce
rpusara NepopasieH METPOHUAA30T UM BAHKOMULMH, aKO MOCICRAHUAT He € ePEKTHBEH.,

Jlevenunero cbe CyMeTposiuM NpU ITAKMEHTH € NophUupUs WM 3abonnsale Ha LWUHTOBKHANATA KJe3a
M3IKCKBA CMEUUANHO BHUMAHHE, Thil KATO KAKTO U TPUMETONPHM, Taka U CybaMeTOKCa30n MOXE Aa
NPeAM3BUKET PEUMAMB UK OOOCTPAHE HA Te3H 3abonsaBaHus,

Tbit kaTo CyMeTponyum MOXe [a NPpeaAn3BHKa (POTOUYBCTBUTEJIROCT, NallMEHTUTE TpAaOBa Aa Obaar
CLBETBAHM Zla M3DArBaT nNpsika C/ibHYERA CBETNMHA WIW Ja W3NOA3BaT 3alMTHU JPEXH U/ HNK
CNBHUE3ALLWTHU NPOAYKTH 1O BpEME Ha JICYEHHETO.

Heobxoaumo € NOBHILEHO BHUMaHUWE, KOTraTo C}TMETPOHHM CC IIpunara rp1 NnauleHTH, CTpaddllH OT
YMCTBEHA N30CTAHAJOCT, CBhhp3aHa € X-KPDMOQSOMH, TbH KaTO HEJOCTUIBT HA d)DJ'IHEBEl KHCCITHHA MOXC
Ad BJIOUH NCUXOMOTOPHHUTE HApYUWEHNA B PA3BHTHETO, CBBP3aHH C bonecrra.

[Momouun BeulecTBa

CymeTponum cbabpxa 6,36 g 3axapo3a Ha 12 ml cupon. Tosa Tpabea na ce uma npeaBuA Npy MALMEHTH
ChC 3axapeH auader. [laumeHTH ¢ peaKy HacNeACTBEHH 3aD0IsIBaHUA KAaTO (PYKTO3HA HEMOHOCHMOCT,
FITHOKO30-TalakTo3Ha Manadbcopbumus unun 3axapasa-M30oManTa3Ha He10CTATbYHOCT HE TPAOBA Aa NPUEMAT
TOBa nekapcTBO. B cnyyai Ha neyeHue, NO-ABLJrC OT JBE CEAMULIM, CUPOITBT MOXKE [1a HABPEAM Ha 3b0MTE.

Tosa nekapcTBO ¢babpka ,,[loHco 4R™ kato a3oouUBETABALL areHT, KOMTO MOXE Aa NPean3BrKa
anepruyHy paKLHy.

?St’f\w flp

ToBa AeKapcTBO ChAbPXKA METHINAPaAXUAPOKCUOEH30aT, KOMTO MOXE J1a NTPeAW3BUKA TR
(BB3MOMXHO € [1a €a OTAOXEHN). P~




Tosa nexapctso chabpka 1,034 mg ankoxon (eraHon) Ha MuuauTbp. Konwuectsoto B 12 mi ot ToBa
NIEKapPCTBO € EKBUBAMEHTHO Ha rno-Maiko oT 1 ml Gupa unu 1 ml BrHO. MasIKOTO KONUUECTBO ANKOXOJ B

TOBA JIEKAPCTBO HAMA a MMa 3abenemumu edekTH.

|2 ml OT TOBa NIEKAPCTBO CbABLP®#A Mo-Manko oT | mmol HaTpu#t (23 mg), T.e. N0 CHLUECTBO He ChALPKA
HATPUH.

4.5. B3aumoaelcTBHE C APYIrH JIEKAPCTBEHH NPOAYKTH H APYTH (POPMH HA B3AUMOIEHCTBHE

[To OTHOLLIEHHE HA TAXHATA XUMUYECKA CTPYKTYpa, AEPUBATUTE HA CYN(MOHAMUANTE Ca TACHO CBbP3aHM C
NIEKapeTBa, NPUYUHABALLM TTOAArpa, MypeTrLM (Hanp. aueTa3onamMmua, THasuian) 1 nepopanHu
anTuanabeTHu cpeacrsa. CblLECTBYBA Bb3MOKHOCT 3@ KPBCTOCAHA CBPbXUYYBCTBUTENHOCT MEXAY TE3M
CbEAMHEHUA. PAIKO MOXeE 1@ HACTBNMW NOBULLEHA AXYPE3d U/ MU XUNOMNUKEMUS MPH MAUWEHTH,
NeKyBaHu CbC CyNpoHaMUan (BxX. Touka 4.4).

HuypeTnun (THA3INAK)
[lallMeHTH B CTRPUECKA Bb3PacT HA AMYPETUYHO NeyeHHe, OCODeHO Te3u Ha THa3uIHKW JUYPETHLIM Ca no-

peapasnonoXkeH KbM TpOMOOUKTONEHHYHA NypNypa (Bx. ToukKa 4.4).

AHTHKOAryJaHTH

CyMeTponum ycuina epekTUTe Ha NepopaHUTE aHTUKOATYAaHTH (KyMApHHOBH MPOU3BOAHH).
CbOTBETHO, NPOTPOMOHMHOBOTO BpEME TpAOBa 1a C€ Cacan MO-BHUMATE/IHO W 1034Ta Ha AaHTUKOATY1aHTa
TpsabBa aa Obae KopurupaHa, ako € HeoOxoAHMO, korato CyMeTpoauM ce NaBa Ha NaLKMEHTH Ha
nepopanHa aHTHKOAryjaHTHa Tepanus.

OeHNUTOUH

AKo ce npunara egHoBpeMeHHo, CyMeTponuM yBelinyasa eiMMUHALKOHHUA TTONYXKHUBOT Ha (PEHUTOUH C
39% u HamansBa MeTabONMUTHUA MY KIUPBHC ¢ 27%., KOETO MOXe aa JoBene 10 GEHUTOUHOBA
TOKCUUHOCT. BHMMATENHO NpocneasBaHe Ha KIMHUUHATE CUMATOMU W KPBBHUTE HWBA HA PEHUTONH Cce
npernopbyBa, ako ABETE NEeKapCTBa CE€ Npunarat eAHOBPEMEHHO.

MeTorTpekcaTt

Upes HaMmasBaHe Ha CBLPIBAHETO C NPOTEUMHUTE U 3acsarane Ha ObOpeUHnsa My TpaHCnopT,
CyndoHaMHAWTE MOIaT Aa roBULLIAT CBODOAHATA KOHLUEHTPAUMSA B [11a3MATA H PHUCKA OT TOKCHYHOCT Ha
MeToTpekcaT. DonueBaTa KUCENVMHA KATO XPaHWTEIHA 10DaBKa MOXKE Oa Ce CUUTH, Y€ HAMaJIsBa PUCKA OT
XEMOINOETHUHHU HEXENAHU CPEKTH.

Pucdamnuums
EnvoepeMenHaTa ynorpeba Ha pudaMnuunH U CymMeTposIMM BOAM 4O CKLCABAHE HA I11a3MEHMUSA
MONYKUBOT H& TPUMETONPUM CAEL MEPHUOA OT OKONO €/1Ha ceamutia. TOBa HE C& CMATA 38 KIUHKUHO

JHAY MO,

Liukhocnopus
[lauuneHTH ¢ 6bOpEeyHa TPAHCTAHTALMA HA TEPANUs C LMKNOCIOPHUH MOraT 4a UMAaT IpexoaHo ObOpeuno
HapyileHHe Npu jiedenune cbe CyMeTpoum.

JdUrokcun

OcHOBHO NpH MaUMEHTH B CTapuecKa Bb3pacT, eAHOBPEMEHHOTO npunarale Ha CyMeTpoOiuM U IMTOKCUH
MQOe 12 YBEJIMUK CEpYMHATa KOHIIEHTPAaLUHWA Ha NOCAECAHUS, CNEAOBATEIHO MOXE /1a € HeoOXOAUMO na ce
Cleid HUBOTO Ha CEPYMHUS AMTOKCHH.,

Fke o

/p.."

Hecrepouann nporusoBbianntenuu cpeacrsa (HCIIBC)uaomerauund v apyru
MPOTHBOBb3INAINTENHN NEKAPCTBA MOraT Aa YBEIMYAT KOHUEHTPaUnaTa Ha Cya(oHa

=
%
2




[TupumeramuH
Criopaau4HO MOXe JAa ce Habonapa MeranobiacTHa aHeMus TIPH NALUEHTH, IEKYBaHH cbc CyMETpONuM,

KOUTO M3INOA3BAT NOBEYE OT 25 Mg NUPHMETAMUH CEAMUYHO 33 NPOgHIAKTHKA HA ManapHs.

TpUUHKAHYMHY AHTHACTIPECAHTH
CyMeTpOiUM MOXE 12 HaMali e HMKacHOCTTa Ha TPUUMKIUYHUTE aHTUACNPECAHTH.

Flepopanuu aHTHAMAOETHLH
KakTo ¥ npu apyrute cyadoHamuan, CymeTponum ysennuasa epMKacHOCTTa Ha NIEPOpaiHHUTE
AHTHAMAOETHU CPEACTBA, NOPAIX KOETO BbrilexuipaTHaTa obmsiHa TpAdBa na ce Habntonasa oTOMN30 NO

BpEeMe Ha rpunaraHeto Ha CyMeTponum.
TpUMETONIPHM MOXE J1a YBEAUUY EKCNIO3ULIMATE Ha pENarfiMHK, KOETO MOXE a 10BEAC 10

XHITOTMHUKEMHAUA.

EIHOBpEMEHHOTO RNPHIIMKEHME Ha TPUMETONPHUM 1 Pa3JIMUHH JIEKapcTBa (Hanp. aMaHTAJAMH H
NPOKaHHAMMI), KOUTO Ca KATUOHU Npu pu3nonorndto pH 1 4acTHUHO Ce eNMMHHKPAT ype3 TyOynHa
cekpeums, MOXe /1a yBeNu4M KOHUEHTPaUrsATa Ha BCAKO BELIECTBO, [IpUflaraHo €AHOBPEMEHHO, Nopaau
KOHKYPEHTHO MHXUOUpaHne Ha TyOynHaTa cexpeums.

3ua0BYAHH
B HAKOM CNy4au, €HOBPEMEHHOTO NEUEHUE CbC 3UAOBYANH MOXE Aa YBEINYHM PUCKA OT XEMaTONOIMYHU
HewenaHu peaklny koM CyMeTponauM. AKO eAHOBPEMEHHOTO jleyeHue e Heobxoaumo, Tpabea aa ce

00CHAN MOHUTOPHPAHE HA XEMATOJIOTHYHHTE NOKA3aTeNH,

JlaMnayauH
[TpunaraneTo Ha TpuMmeTonpum/cynamerokcazon 160 mg/800 mg npuunnspa 40% noBuILCeHUE Ha

eKCNO3ULIMATA Ha JIaMUBYAUH NOPAIN KOMIOHEHTATa TPUMETONPUM. JIaMUBY IUH HE NMOBNKABA
(papMAKOKMHETHKATA Ha TPUMETONPUM HIIH CyHaMETOKCA3OIL.

XunepkajavemMus
HeobxoaMMO € NOBUILIEHO BHUMAHHKE MPH AALUMEHTH, NpMeMaluy Apyry jekapersa, KOMTO Morar aa

NnpenrM3BUKAT XUnepKanyeMus. EAHOBPEMEHHOTO NMPUNOKEHWE HA TPUMETONPUM ChC CNIMPOHONAKTOH
(kanuii-cbxpaHsBawl AnypeTuk), ACE uHXHOUTOPH, @HMMOTEH3UH peuenTopHK ON0oKepy MOXe Aa A0BeEAE
N0 KAMHWYHO 3Ba4UMA XUNEPKATHEMHA.

DoANHOBA KHCEIHHA
Jloka3zaHo e, uye pnobaskara Ha QOJIMHOBA KUCEIMHA NPEeYM Ha aHTUMUKpOoOHaTa eMKACHOCT Ha

cyndameTokcazon/TpumMeTonpuM. ToBa € HabaoaBraHo Npu NPodUIaKTHKA U TeYEHHE Ha NTHEBMOHUS,
npMuYMHEHa OoT Pneumocystis jirovecii.

A3aTHONPHH
Mma npoTHBOpEeYHBY KNIWHUYHY CHOOILIEHUA 34 B3aUMOAENCTBUA MEXAY a3aTHOTIPUH U
cy1(aMeTOKC A0/ TPUMETONPUM, BOAEIUH 10 CEPUOIHU XEMATONOMNUHH aHOMAJTHH,

JlabopaTopHU HicaeaBaAHUSA

AKTHBHOTO BELLECTBO TPUMETOIIPUM B KOMOMHALIMATA MOXKE Aa NOBAUsE JETEPMHUHUPAHETO Ha
METOTPEKCAT, aKO pelyKTa3ara Ha AMXuapodonreBaTa KUCEUHA CE W3M0I3Ba 38 KOHKYPEHTEH MPOTEHH-
CEbP3Balll aHaNuU3,

CyMeTpONUM MOXE A2 NOBNUAE ONPEACIAHETO HA KPeaTUHHHA, W3BBbPLUBAHK YPE3 aANKalHa MUKPATOBA
peakls Ha Jaffe's. BzaumoneiicTBuero ysennuasa CTORHOCTTA HaA TecTa ¢ okono 10%.

4.6. QepTuauteT, OpeMEHHOCT H KbPMEHE

a) | I[peAKIUHUYHHN AaHHU
bpeMEHHOCT




TprMeTonpHuM U CyndameToKca3os, NPUIOKEHH MPH MO-BUCOKH OT TePaneBTHYHHUTE 03U NPH NILXOBE
ca NPUYUHKIK LeNBaHe Ha HeOUEeTO KU Apyry MandopMalmy HA NMAOAA, XapakKTepHH 33 aHTATOHHCTUTE Ha
dbonuesara kucenuHa. Edextnre Ha TpuMeTonpum moraT da 6baaT npenoTBpaTeHu ¢ AaBaHe Ha Qonuesa
kucenuHa ¢ averara. [Tpu 3aiiumn, BUCOKK A03M TPUMETONPUM NIPUUUHABAT W YBEAMYABAT eranHara

CMBPTHOCT.

6) KAMHUYHK JaHHH!

bpeMeHHOCT
HaMa KTMHUYHY JaHHY, A0Ka3BaK 6e30MnacHOCTTA NPH MPUJIOKEHHETO Ha CyMeTpoauM No Bpeme Ha

opemerHocT, CyMeTposiiM NpeMuHaBad npes rjaueHTara. ['sd Karo U ABaTa KOMNOHEHTA HA TOBA
NIEKAPCTBO NMOBAMABAT MeTabonKu3Ma Ha (osiMeBaTa KMCEIMHA, NpUIokeHHeTo Ha CymeTponum Tpsdsa aa
ce W30Area no BpemMe Ha usiarta OpeMeHHOCT, OCBEH, KO OUaKBaHWUTE NONA3M HAAXBbPAAT PUCKA OT
yBpexaaHe Ha ioaa. Jlobassaxero Ha donnesa kucenuHa TpadBa na ce pa3rnexnaa, ako NpunoKeHUeTo
Ha CyMeTponuM € HeoDXoAUMO. AKO ce NIPUJIOKH B TPETHS TPUMECTBP, CyMETPOUM yBenvyaBa pucka
OT KEpHHUKTEP MpH HOBopoaeHoTo (Bk. Touka 4.3). CyndameToKcazon ¢e KOHKYpupa ¢ OunpyOurHa 3a
CBbP3BAHETO MY C njazMeHus andymuH. Tbil KaTo 3a HAKOJIKO AHH B HOBOPOAEHOTO CE€ 3aAbpKaT
3IHAYUTENHW HUBA Ha N€KapCTBOTO, MONYHEHH OT MaiKaTa, MOXE 1d UMa PUCK OT YCKOPABAHE UK
M30CTPSHE HA HEOHATANHATA XUepOUuIMpyOHHEMHUSA, CBBP3aHK C TEOPETHUEH PUCK OT KEPHUKTED, KOraTo
CyMeTponuM ce npuiara Ha Maikara 0130 210 MOMEHTa Ha paXAaHe. 103K TEOPETHUEH PHUCK € OT
ocoGeHo 3HA4YEHME NPH AcUa € NOBUILEH PUCK OT XUNepdunupyOUHEMUs, KATO HaNpUMEp Te3d, KOUTO ca
HEZIOHOCEHHW 1 TaKMBA ¢ TNIOK030-6-pocdaT aexuaporeHazeH JePruuUnT.

KbpMeHe
JIBeTe aKTUBHU BelwecTRa HA CyMETPOIMM Ce EKCKPETUPAT B KbpMaTa. AKO C€ Hajlara nevueHHue 1o Bpeme

Ha NepHOoAd Ha KbpMEHE, KbpMeHeTo TpabBa aa Obae cnpsHo U Ha 6ebeTo TpadBa Aa Ce AaBa KbpMaTa oOT
Apyra Maika uiv aa 6bvae xpaHeHo U3KYCTBEHO IO BPEME HA JIEUEHUETO, a CbLUO Y 33 Ollle 3 AHU chel
KATO JIEUEHUETO € CNpaHO (BiK. TouKa 4.3).

4.7, Edextu Bbpxy cnocobHocTTa 32 nioupane  padbora ¢ MaluuHH

Hama knMHUYHK AaHHH, KOMTO /1a TOKa3BaT, Y€ KOMOHHALMATA L1 NOBIMAE HA criocoOHOCTTA Ha
MauMeHTUTE 3a WodupaHe uam padbora ¢ MaluHY, TbH KaTo HeBIaronpUATHUAT EPEKT BLPXY TE3M
AeHHOCTH He MOXe 11a Obae npeaBUaeH OT (PapMaKOIOrHyHUMTE CBOWCTBA Ha TOBA JIEKAPCTBO, KNKHUYHOTO
CbCTOSSHUE Ha MaureHTa U npodunsT Ha Hexenanure edextu Ha CymeTponuM TpaORa fa ce uMart
NpeABKI NPY pa3riexJ1aHeTO Ha Bb3MOXKHOCTTE MALMEHTUTE 1A PabOTAT C MalLKMHH,

4.8. Hexenann nekapcrBeHy peakunH

KombunHauusTa 0OMKHOBEHO ce roHacs nodpe, ako ce M3Moi3Ba B NPenopbyYnTENHUTE 403K, CTOMALLHO-
YpeBHY NPOONEMH 1 ANEPrUUYHU KOXHU PeaklMy €a Hal-YECTUTE HEXENAHU PeaKLUH,

[To BpemMe Ha NeUeHHETO MOraT Aa Bb3HWKHAT TEXKH, MOTEHUMANHO (PATAHKY HEXKEMAHN PEaKLMK, KaTO
crHapoM Ha CtuBbHC-JXOHCHH, cunapoM Ha Lyell (tokcnyHa enuiepmania HEKPOaAK3a), ocTpa
FeHepanu3npana ex3antematosHa nyctynosa (AGEP), dyamuHanTHa yepHoapoOHa HEKpO3a,
arpaHynounTo3a, anjacTHyHa aHEMUsA, KPbBHU AHCKpPa3nMy, MHOTO TEXKH peakLUUH Ha
CBPbLXUYYBCTBUTEIHOCT, KAKTO M JIEKAPCTBEHA peakumna ¢ eo3uHopUNnua ¥ cuctemud cumntoMu (DRESS),
C HEM3IBECTHA uecToTa (BXK. ToukKa 4.4).

TabauueH CNUCHK Ha HEXETAHUTE PECdKILIHH

Hexenanure nekapcTBeHH peakL My ca HIOPOEHU NO-A0NY CNOPEA TEXHUTE CUCTEMO-OPTdHEH Kiac U
yecroTa: UecToTaTa Ha Bb3HMKBAHE e AethuHUpaHa KaTo: MHOro yecty (>1/10); vectun (=1/100 po <1/10);
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XWNOHATPHEMUA",

MeTaboMM3Ma H Mus
XPAHEHETO aHOpEKCHS,
MeTabonuTHa
alnj03a
[TeuXHYHMU XalnurHaukMy, MNCHUXOTHYHHH
Hapy LICHHUA JENpECUs pascTpoOiCTBA
HapyeHus Ha rnasobonue acernTyyeH cnaboct,
HepBHATA MEHHUHIUT, ymopa,
cucrema KOHBYJACHY, nepu- | Be3ChHHUE,
depeH HEBPUT, anarus
ATAKCHA,
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© B YLIHTE
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10K
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epynuus, epuTeMa | Sweet),
MYATH(OPME, neKkapcTBeHa
TeMKH KOXHU peakuys ¢
HEMXENAHUW PEaKUHHU | EO3UHOPUAUA
(SCARs)®: M CUCTEMHH
CUHAPOM Ha CUMTIITOMH
Stevens-Johnson (DRESS)?

(SJS) ¥ TOKCHYHS




EK3dHTEMAT(3IHA

nycrynosa (AGEP)
HapyiueHus Ha apTpaNru,
MY CKYIHO~ MHANI U,
ckeseTHarTa pabAOMHONK3a
CHCTEMA W (NpY NaUMEHTH CbC
Che€AMHHUTENHATA CI'THH)
TbKaH

HapyuieHus na
O0bOperiuTe U
MHKOUHHTE

I'bTHUIA

HapylueHa
ObOpevHa QyHKUMS
(MOHAKOra ¢c¢
CcboOILLLABRa Y 33

ObOpevHa HeaoCTa-
TbYHOCT)’,
MHTEpPCTULLHAIIEH
HedpHT®, GbOpeuHa
TyOyJiHa auuao3a

l. [To-ronsiMara 4acT OT XEMaTOJOTHYHH MPOMEHHW OOMKHOBEHO Ca JIEKH ¥ 00paTUMM CIIOHTaHHO,
KoraTo niedeHneto Obne cnpsHo. [1oBeueTo OT NPOMEHUTE HE NPEAU3BUKBAT KIMHUUHH CHMITTOMH,
BLIIPEKM UE TE€ MOTAT 18 CE€ BOLUAT B M30JIMPaHK Chiydaun, 0coDEHO NpyY XOpa B CTAPHECKA Bb3PACT,
npu eAHOBpEMeEHHA yepHoapobHa M OLOpeyHa HEAOCTATBLUYHOCT UK NPH NALMEHTH C AePHLINT Ha
honuesa kucenuHa. CMbPTHU Cnyyaun ca Ounn perucTpupatiy npy NauMeHTy, NI0KEHH Ha PUCK,
nopaau TOBa T€3Y NauMeHTH Tpsidea 1a ObaaT HabnoaasaHy BHUMATENHO. [IpeasapuTenHo
ChiECTBYBAllM AedULMTH Ha Qonuesa kuceanHa v BuTamut B12 ca npeapasznonarauiy pakropu
33 aHeM M, MeranodnacTHa XemMonoe3a 1 Hey TPONEHUS.

an neavaTpuyHaTa NonyJauua pUCKbT OT XEMATOROMHYHA TOKCHYHOCT € NO-T0J1AM, OT TO3H TIpH
BBL3PaCTHH. HPEHDPBHBE C€ BHUMATECIHO NPOCHACAABAHE HA UAJIOCTHHUA XEMATONOIUMYCH H]TJDC]JHJT
npu A€ud, Npy KOUTO CE€ NMpearnpHeMa NnpoabJIKHTCIIHA TCPATIWA CbhC C)’METDDHHM.

2. [py BUCOKH 103U, U3NON3BAHM 3a NeyeHue Ha nHeBMOHUT (PJP), npuuriHeH ot Pneumocystis
jirovecii (carinii), ca NOKNAABAHM TEXKH pPeaKLUHH Ha CBPbXHYBCTBHTENHOCT, KOMTO Hanarar
[peKpaTaBaHe Ha TepalusaTa, Thil KaTo ce Bb30OHOBABAT CNE/l NOBTOPHO U3naraHe Ha
CyndhameToOKCa301/ TPUMETONPUM, NOHAKOra CJ1ell HAKONKOLAHEBEH UHTEPBA,

AKO Ce NOABAT MPU3HALIK 33 MOTUCKAHE Ha KOCTHHUA MO3bK, HA nauueHTa TpAOBa 1a ce nazae
nobapka or GosiMeBa KMCEIMHA B JHEBHA 103a OT 5-10 mg.

HMma cboluueHua 3a pabaoMuonuia npr XMB-no3wtiuBHY nauMeHTy, rnonydasalii
CynamMeTOKCa30N/TPUMETONPUM 32 NpodHIaKTHKa MaK neveHue Ha PIP.

3. XUneprajiHeMus U XUIIOHATPYEMHS MOXKE J1a HACTBLIIM FABHO MPY NAUKMEHTH, NpHEMAlUX BUCOKH
A03H, MpH NAUMEHTH B cTapuecka Bb3pacT 1 nauueHTH cbe CITHH.

4, ACENTHYHUAT MEHHUHTHUT € 6BP30 00paTUM NpH CIIMPaHE HA TOBA NEKAPCTBO, HO PELIMAMBUPE B
peaMUa CAYHaH MPH NOBTOPHO W3naraHe Ha KOMOWHUPAHOTO SIEHEHHUE WITH NMPH CAMOCTOATESIHO

MPUIIOKEHHE HA TPUMETOTIPUM.

5. CrobuiaBaHM ca cnyday Ha UMPKYIATOPEH LWOK, YECTO ChNPOBCAEH € TPECKA U HEQTrOBAPsL] Ha
CTAHAAPTHOTO JIEYEHHE 3@ CBPbXUYBCTBUTEHOCT MPU NPHIOKEHUE Ha cyNhaMeTokcason +
TPUMETONPUM, MABHO NPYM MMYHOKOMIIPOMETHPaHH NauKeHTH.

6. Kawnuua, aucnHes u 6enoapodHu MH(pUATPATH MOTAT 1A €4 PAHHU WHAWKATOPU H
CBPBXYYBCTBUTEHOCT, KOUTO, BLIIPEKU HE €4 MHOI'O PEAKYU, ca daTasiHu. Aepr
aJ1BCONIUT € MHOIO PAAKA HexeNlaHa peéakuus ¢ NoTEHLUMaNnHO partaneH 13xon.




7. [peaBapUTENHO CbLLECTBYBALLMTE NPodAEMH € YepHOAPOOHATA PYHKLMA MOXKE Aa C€ BJIOLIAT OT
neyeHHeTo. XonecTaruyHa KuaTeHuua 1 yepHoapotta Hekposa morar Aa 6baat datansu.

8. Mma chobiuenus, ue cuHAPOMBT Ha Stevens-Johnson (SJS), TokcwuHaTa enuaepManHa HEKPOJK3a
(TEN) u nekapcTeeHaTa peaklua ¢ e03MHOPUIUA U cucTeMHr cumntomu (DRESS) ca

KUBOTO3aCTpallaBany (Bx. Touka 4.4).
KakTo fpH BCAKO APYFO JCKAPCTBO, NPH NAUMEHTH CbC CBPBXYYBCTBUTENHOCT KbM KOMNOHEHTUTE

Ha NEKAPCTBOTO MOTAT [ia Ce NOABAT aNepriuuHu peakLuK KaTto chpOsl 00pus U YPTHKH.
Ha6ronaBaHu ca MHOTQ PEAKK Cliyyad Ha OCTpa MreHepanyivpaHa eK3aHTeMaTo3Ha yCcTyn03a
(AGEP) (Bx. Touka 4.4).

0. Jleka HE(PPOTOKCUUHOCT Ha KOMOMHAUMSATA MOXE 1a ObAAT NPUITNCAHA HA AKTHBHOTO BELLECTRO

cyndameTokcazon. TOKCHYHOCTTA MOXKe a ce MosBY Ha OazaTa Ha CbLUECTBYBALLO OBOPEUHO
yBpEKIAHE U Ce MOSBABA KAaTO YBEIUYEHNE HMBATA HA YPES M KPEATUHHH M KaTO UHTEPCTULMANEH

HedpHT. [Tpenopbusa ce 06UIHO NpHEMAaHE Ha TEYHOCTH 3a NPOMPHIAKTHKA HA KPUCTaNypHUsTa.

[1py naumenTH cvc CITUH nekyBaHu ¢ BUCOKM N03H, 4€CTOTATA Ha T05iBa HA HEXENAHY JIEKAPCTBEHU
peakuuu Moxe aa aocTurie 40-50%, TakuBa kaTO HEYTPOIEHHUS, KOXKEH ODPHB, MOBULIEHWE HA
HEPHOAPOOHHUTE €HIUMH U CEPYMHUA KPEATUHUH.

CbobiluasaHe Ha NOJO3MpaHN HEXEnaHy peakuiu

CbobluaBaHeTo Ha NOAO3UPAHU HEXENaHW peakumni cie pa3pellaBaHe 3a yrnorpeda Ha neKapcTBEHMs
NPOAYKT € BaxHO. TORA MO3BONsMBA 1a TPOALMKK HADNKAEHUETO Ha CbOTHOLLIEHHETO MOJ3a/PUCK 34
JieKapeTBeHUs npoaykT. OT MEAMUMHCKUTE CNIELMANTIUCTU €€ UIMCKBA Ia ChOoDLIABAT BCAKA NOAO3HPAHA
He)XXenaHa peakUuUs Ype3 HAlLlMOoHANHA CUCTeMa 33 ¢boblasane kbm M3nbiHWTENHATA areHumMs no
nekapcrsara, yin. ,,Jdamsad [pyes™ Ne 8, 1303 Codwms, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9. [Ipeao3upane

CUMNTOMHM

Bb3mMOKHY CUMITOMM Ha npeao3uMpane: rnapobonue, raieHe, NOBpbUAHE, aHOPEKCH, KONUKH,
HapYLLEHO 3PeHHE, MCHXHYHY HapYILLUEHUA, 00BLPKAHOCT, NOBULLEHA TEMITEPATYPA. ETEXKUN, ITYPNYpa,
K BJITEHHUA, KOCTHO-MO3IbYHA Jenpecus. XeMOoNoeTHYHUTE HapyileHuss OOMKHOBEHO Ce NOABsABaT [10-
KBCHO, XeMaTypPUs, KPUCTANYPUA ¥ aHYypHsl MOME CbILO 1a HACTLNAT.

[loBeneHue
B aonbiaHeHUe KbM CUMIITOMATHUYHOTO JIEYEHHE ca NMPEenOPBbUYKHTENHY HHAYUWPAHO NOBphLUIaHE,

CTOMAILIHA NPOMKBKA K hopcUpaHa AMype3a. ANKalK3UPaHETO Ha YPUHATA MOXKE a YNECHHU
eTMMHHUPAHETO Ha cyndamMeToKcazo, HO TOBa MOXE 1a HaMaly SIMMUHHUPAHETO HA TPUMETONDHUM,
KomOunHaumMaTa He MOXKE Aa C€ OTCTPaHM upe3 NEPUTOHEaNHa auanula, obaue, T8 MOXKe YACTHYHO Aa Ce
OTCTpaHH Yype3 xeMoiuanu3a. Peakuuara Ha CBPbXYYBCTBHATEMHOCT TPAOBa 12 Ob/e JIEKYBAHA CbC
CTEPOULH.

B cnyuait Ha MOTHCKaHe (PYHKUMATA HA KOCTHUA MO3BK, TPUUMHEHO OT ALArOCPOUHO NPUIIOKEHHUE Ha
CyMEeTpOMM BBB BUCOKM A03M, MOXE f1a ce npuiara 5-15 mg NeBKOBOPUH BCEKU AEH, AOKATO
XEMOI10e3aTa C€ HopManuanpa.

5. ®APMAKOJIOT'MYHU CBOUCTBA
5.1 ®apMaxkoaHHAMHYHHN CBOHCTBA

meMHH‘DTEPﬂﬂEBTH‘IHH rpyna. AHTH@HKTEDH&HHH CpeAcCTBa 3a CUCTCMHO MPUITOKCH

OT CYN(POHAMUIAN ¥ TPUMETOIPHUM. BKJ. NMPOU3IBOAHH
ATC kon: JOIE EOI




Mexanuzvm nHa Oeucmeue
CyMeTpoiinM € KOMOMHHPAaHO aHTHOAKTEpUATHO IEKAPCTBO € DAKTEPHOCTATUUHY WK, B 3ABUCUMOCT OT

yCIOBUATA, ¢ 6aKTEPULIMAHY eQeKTH, KOUTO CE b/KAT Ha B3AUMOAEUCTBHETO HA ABETE JIEKAPCTBEHH
BELLECTRA, CYAPAMETOKCA30N U TPUMETOIMPHUM.

Te GIOKUPAT ABE MOC/IEAORATENHN CTBIIKU OT OMOCHHTE3aTa Ha DakTepuanHara ouesa KUceanHa, T.e.
HHXUOMPAT BMOCHHTE3ATA HA HYKIEHHOBUTE KUCEAMHY W MPOTEMHU. Upe3 KOHKYPEHTHO HHXHOHpaHe,
cyndaMeToKCa3on NOTHCKA UHKOPIOPUPAHETO Ha NapaaMHHOOEH30€eHa KMCENMHA, KOATO NPEe/ICTaBIsABa
CheMHEHHE ChC MU3HEHO BAXKHO 3HAUEHME 38 MUKPOOPraHU3MUTE, ¥ UHXMOUpa QyHKUMATE Ha
CUHTETa3aTa Ha AMXUApodoarMeBa KUCeNMHa. TpUMETONPHM CENEKTHUBHO HHXHOMPA pellyKTa3aTa Ha
AMXUAPopONUEBa KUCETMHA, KOATO € EH3UM, KOHBEPTHPALL AMXUAPOQONHEBATE KHCEIMHA B
TerpaxuapodonueBa KucenHa. Topa e cenexTUBEH eQEKT, Thi KATO APUHUTETHT Ha TPUMETONPUM KbM
peayKTaszaTa Ha BakTepuanHara AMXuapodoresa KUcenrHa e Hakoako bt (10°) mo-BHcoKa, OTKOJIKOTO
KbM YOBELLKHS €H3IUM, Y Thil KATO HOBELIKUAT OPraHU3IbM € B CbCTOAHUE 3 npuema (pojiveBa KUcenmMHa u
(pOJIMHOBA KHCEMHA OT OKOJIHATa cpejla, TO 3a pa3nuKa OT TAX MUKPOOPraHU3MHUTE CleiBa Aa CHHTe3upar
caMU TE3U ChEAMHEHHWA. BaKTepHOCTaTHYHNUTE KOHUEHTPALWY Ha OTAENHO NMPHIOKEHUTE ChCTABKM CTABaT
GakTepULMAHK, KOraTo ce #3noniear 8 komOuHauns. KomOuHaumsTa HaMangaBa pucKa OT pa3BUTHE Ha
PE3UCTEHTHOCT, BBIIPEKH HE PAIBUTHETO HA NUIA3MHUA-CBLP3aHA PE3UCTEHTHOCT OCTaBa Bb3MOXHA.
AHTUOAKTEPHAIHUAT eheKT JOMHHHPA Hall LIMPOK CNEKTBP OT | pamM-nonoxuTenHure u I pam-
orpuLaTentu 6akTepuy, a ChLLO U B CJlydai Ha NPOTO30M.

KombuHauMaTa 0OMKHOBEHO € eprKacHa cpelly CleIHUTE MUKPOOPraHM3MH:
[ pav-nogoxcumeanu baxmepuu.

Listeria monocytogenes

Nocardia asteroids

Staphylococcus aureus (B 90%), koaryna3a-HeraTUBHU CTAPHIOKOKH

I'vav-ompuyamennu baxmepuu.
Aeromonas spp.
Bartonella henselae
Bordetella pertussis
Chiamvdia trachomatis
Escherichia coli (6 70%)
Haemophilus ducrey
Haemophilus influensae
Klebsiella spp.
Morganella morganii
Neisseria meningitidis,
Proteus spp.
Burkholderia (Pseudomonas) cepacia (Burkholderia (Pseudomonas) pseudomallei
Salmonella spp. BritounrenHo S. typhi, S. paratyphi (B 90%)
Vibrio cholerae
Yersinia enterocolitica (6 90%)
Stenotrophomonas (Xanthomonas) maltophilia

[Ipomozou.
Isospora belli
Plasmodium spp.
Prneumocystis jirovecii (carinii)
Toxoplasma gondii

YacTH4HO eeKTUBHA CPELLY CNEAHWTE MUKPOOPraH13MH:
Brucella spp
Enterobacter spp.
Moraxella catarrhalis
Neisseria gonorrhoea




Serratia marcescens

Shigella spp.

Streptococci BKAKUHTENHO Streplococcus preumoniae
Streptococcus pyogenes

Pe3nuCcTeHTHH MHKPOOPraHN3IMHu:
Mycobacterium tuberculosis
Mycoplasma spp.
Enterococcus faecalis
Pseudomonas aeruginosa
Treponema pallidum

Kom6unauusta e ¢cnabo edekTHBHA cpellly aHaepobHuu DakTeprn ¥ HE OKa3Ba BIIMAHNUE BbPXY aHaepoOHH
BUJ0BE OT HOpMasiHaTa upesHa guopa.

5.2 (MapmMakOKHHETHHUYHM CBORCTBA

Abcopbums
JlgeTe akTUBHH BetllecTsa Ha CyMETPONUM UMAT cXOaHa (hapMakokrMHeTHKa. TOBa CXOACTBO NO3BONABA

KOMOHHMPAHOTO NMPUIOKEHNE Ha ABETE aKTUBHK BELllecTBa. U ABeTe aKTUBHY BelecTBa umMat aodpa
nepopanHa abcopbumus, okono 90% or rpumeronpum v okono 80% ot cyndamerokcazon ce abcopdbupar
OT CTOMAILHO-UPEBHMUA TPaKT. EAHOBpEeMEHHUAT npHeM Ha XpaHa Hamansasa AUC Ha TpUMeTonpum C
okono 20%. MakcumanHaTa nia3smMeHa KOHUEHTpaUMs Ha BCAKA ChCTaBKa ¢ OCTUra B paMKUTE Ha 1-4

yacd Cne nepopaiHO NPpUNIOKEHUE.

PasnpeaeneHune
Cebp3BaHETO C MJIa3MEHHUTE NPOTEUHH € 42-46% 3a TpumeTOoNprM K 66% 3a cynhaMeToKCa3o.

TepaneBTHYHHAT eDeKT MOXe Aa ce npunuiue Ha csoboaHaTa dpaxuna. KomOunaumsTa nokassa 100po
pazrnpenesieHWe B ThKaHHTe, KaTO BUAMMUAT 00EM Ha pasnpenesieHue € B pamep Ha 69 no 133 nurpa 3a

Tpumeronpum U 10 nol6 nuTtpa 3a cyndamerokcason.
TbKaHHATE HUBA U KOHLIEHTPALMKTE B PA3IHUHUTE TENECHHU TEYHOCTH ca nonodHN Ha TeIn B cepymMa.

ﬂBETE dKTHUBHH BCUICCTBA MMPOHUKHAT [1PE3 KPBEBHO-MO3bHHATA GHPHEPH, MaugHTaTd 1 ABCTE MOIdT Ad
Obaar OTKDHUTH B NUKBOPA, CPCHOTO ¥XO, BAlrHHANIHATA TEYHOCT, CNIOHKATA, WiTbHKaTa, a 32
TPUMETONPHM CbHLLCG H B ﬁpﬂH?{HﬂﬂHﬂTﬁ CKCKPCLIMA,

buorpaHchopmaivs
JIBeTe aKTUBHM BellECTBa HA KOMOMHALKATA ce MeTabomuaupaT OCHOBHO B YEPHHUSA Ap0D.

EnumMuHUpaHe

AKTUBHWTE BELLECTBA U TEXHUTE METADOIIUTH C€ eKCKpeTHpar npes ObOpeunTe (Mpe3 raoMepynHa
dbunTpaumnsa ¥ TyOynHa cexpelurs); NUKOYHATa KOHLIEHTPALIMA M Ha TPUMETONPUM, M Ha CY/1(aMeTOKCA30I
€ NO-BMCOKA OT KPbBHATA KOHUEHTPAUHA, EAUMUHALMOHHUAT NONYXKHBOT Ha TpuMeTonpum e 10-12, a Ha
cyntamMeTokcason — 9-12 vaca. Oxkono 80% oT npunoxenara 103a TpuMetronpuM u okono 30% ot
NPUIOKEHATA 1038 CYIPAMETOKCA30/ €€ EKCKPETUPAT KAaTO HENPOMEHEHO aKTUBHO BELIECTBO C YpHHaTa,
MaMepuMH KpbBHU HMBa MOTAT [1a C€ YCTAHOBAT M 3a ABETE cbeanHenus 24 yaca cnen go3ara. Camo
MaJlKa 4acT OT MOJIEKYJIUTE NpEeThpnaBa OununapHa exckpeuus. HATO eaHa OT ChCTABKUTE HE MOXKE a
Oble eAMMUHUPAHA YPE3 MEPUTOHEANRHA AKaTn3a, BbIPEKH TOBA, ¥ ABETE MOraT 4YacTHYHO Aad ce
CIUMHUHUPAT HPE3 XEMOIHATHU3A,

JBere cbcTaBku Ha CyMETPONUM CE EKCKPETHUPAT B MAHYNHOTO MIIAKO.

[leanaTpryHa nonysauus
(DapMaKOKMHETHKATA DU [TEAMATPHUHATA NOMynaLusa ¢ HopMasiHa ObOpeyHa QyHKUN
CbCTaBKHU HA CyMETpOsUM, TPUMETONPUM U CyNhaMeToKCcaso, 3aBrucH OT Bb3pacTta
TPUMETOINPUM-CYJI(DaMETOKCa30J1 C& HaMaslsiBa NpyW HOBOPOAESHM NpPE3 NbPBUTE ABa




PaX(AHETO, CJIEA KOETO KAKTO TPMMETONPUM, TdKa U CynameToKcas3os noka3sat no-BMCOKa CTENEH Ha

e ITMMUHUPAHE, € NO-BUCOK TEJECEH KIIMPBHC M MO-KPAThK NONYXUBOT HA €IKMUHUpaHe. PaznukuTe ca
Hai-U3ABEHU MTPU Manky aeua (>1,7 meceua Ao 24 mecelia) U HaMansBar ¢ yBelKMuaBpaHe Ha Bb3pacTra B
cpaBHeHMe ¢ mankuTe feua (1 roauua ao 3.6 roausu), acuara (7,5 roauHu ¥ <10 roavHH) M BbIPACTHUTE

(8. TOuKa 4.2).

Crapuecka Bb3pacT
Cynamerokca3on uMa ro-HHChK ObOpeyeH KNUpLHC.

XpouuunHa 6b0pedHa HEAOCTATLHHOCT
[Mpyu xporuyHa 6bOpeyHa HeAoCTATBUHOCT (KPEaTHHHHOB KIMPDBHE <25 ml/min) enuMyHAUNMOHHUSAT

[OAYXMUBOT HA IBETE BELIECTBA ce yAbaxana (20-30 yaca)

5.3 IlpeaxkauHuuHu JaHHK 3a DesonacHoCT

He ca npoBexAaHu IbArOCPOYHY H3MWTBAHWS BbPXY KapLMOHOEHHOCTTA Ha KOMOMHAUMWATA OT
TPUMETONPHM H CyndamMeTokcaso. TPUMETOINPUM € NOKa3asl, Ye HaMa MyTareHeH eeKkT npu Tecta Ha
Ames. He ca ycTaHOBeHM XpOMO30MHHM abepaliny B NepuepHUTE NEBKOLMTH NPY MaUUEHTH, MpUeMally
320 mg TpumeTtonpum 1 1600 mg cyndamerokcazon AHEBHO B npoabpkerne Ha | 12 auu. Tlpu nnbxose,
103K TPUMETONPUM OT 70 mg/xg TenecHo Tero B koMOHHaLMA C 103K CcyhthameTokcason oT 350 mg/kg
TeJIECHO TErJ10 HE OKa3BaT BAUSAHHUE BbPXY IMJIOAOBUTOCTTA HA MHUBOTHHUTE U HE NMOKAIBAT HUKAKBHK

TOKCUUYHU ePEKTH BLPXY Bb3TPOM3IBOACTBOTO.

6 ODAPMAUEBTHYHMU JAHHH
6.1. Cnuchbk Ha NOMOLULHHTE BElllecTBRA

.11oHco 4R*™

MeTun rnapaxuapokcubeHsoat (E218)
AHACOHOB CITUPT

KcaHTaHOBa ryma

3axapo3a HaTpu#

3axapo3a

[TpeuucTena soja

6.2. HecbBMeCTHMOCTH
Henpuaoxumo

6.3. Cpox Ha roasocr

3 TOAUHH

6.4. CneunaiHu YC/IOBHA HA CbXpaHEHUE

Hla ce cbxpaHaBa oy 25°C.

6.5. Bus # cbabpkaHue HA ONAKOBKATA

6.6. CneunajHu Npeana3Hy MepKu NPH H3XBLPJASHe 1 pabora




Hsama crieLiManHy N3UCKBAH KA.
Heu3non3saHUAT NEKApCTBEH NPOAYKT HiAKM OTNAABYHHTE MATEPHATH OT HEro TpAOBA Ja CE U3XBLPIIAT B

CbOTBETCTBHE C MECTHHUTE HINCKBAHHA.

7 MPUTEXATEJI HA PABPEUIEHUETO 3A YIIOTPEBA
Egis Pharmaceuticals PLC

| 106 Budapest, Keresztur ut 30-33.
YHrapus

8 HOMEPHA PAZPELLUEHHETO 3A YIIOTPEDBA

Cymerpoaum 25 mg/ml + 5 mg/ml cupon: Per. Ne: 9800060

9 JATA HA ITbPBO PA3PEILIABAHE/TTOAHOBABAHE HA PASPELUEHHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBo paspeurasane: 04.07.1975 r.
Jlata #Ha nocnenHo noaHorsaHe: 23.02.2011 r.

10 JATA HA AKTYAJIUBUPAHE HA TEKCTA

KOonu, 2025 r.




