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KPATKA XAPAKTEPHCTHKA HA ITPOJYKTA

MME HA JIEKAPCTBEHMA ITPOJIYKT

Ay 100 mg rpanysiu 3a niepopajida CycrieH3us
Aulin 100 mg granules for oral suspension

KAYECTBEH U KOJIMMECTBEH CBCTAB
Besiko caie cuiabpka 100 mg Nimesulide (Humesyiina)

[TomoliHM BelllecTBa ¢ U3BECTEH €(EKT: 3axXapo3a
3a IBJIHUSA CITMCBK NMOMOIIHM BellecTBa, BHX 6.1

JIEKAPCTBEHA ®OPMA
[ panyJiu 3a niepopasiHa CyCIi€H3HUsl.
JKBaT rpaHyJiMpaH rnpax.

KJIMHUYHHA JAHHHA

TepaneBTHYHH NOKA3AHHA

Jleuenue Ha octpa Oosika. (BuxkTe T. 4.2 ).
[IbpBHYHA IMCMEHOpES.

6430/

Humezynu TpabBa j1a ce npeanucea caMo KaTo JIeYeHHUe OT BTOpa JIMHHUA.
Pemenuero jna ce npeanuuie Humesynua tpsOBa jla ce oCHOBaBa Ha OlleHKa Ha OOLIMTE PUCKOBE

[Py OTACIHUA nauyeHT (BuxrTe T. 4.3 ut.4.4).

JLO3HPOBKA H HAYHMH HA NPHJIONKEHHE

P FVORP2

14 -04- 2075

AyJIHH rpaHyJ/ii TpsOBa J1a ce npuiara 3a Bb3MOXHO HaH-KpaThbK MEPUOJL OT BpeMe, B 3aBUCUMOCT OT

KJIMHUYHATA CUTYaLlMs.

MunumaiHaTa eeKTHBHA J103a TpaOBa J1a ce npujiara 3a Bb3MOKHO HAH-KpaTKHUd MEPHOJL OT BpEME,

3a Jla Ce HAaMAaJIAT HeXeJlaHUuTe peakuuu (BuxKTe T.4.4 ).

MakcumasiHaTa Nnpoab/DKUTEIHOCT Ha JieueOHus kype ¢ Humesynu e 15 anu.

3a Bb3paCTHH:

Humesynu rpanynau no 100 mg aBa 'bTH JIHEBHO CJIE/1 XpaHEHE.

[TaueHTH B Hanpe/iHaja Bb3pacT: MIPH TAX HE € HeOOX0/IMMO J1a ce HamaJisiBa JIHEBHATA J103a (BUIKTE

T D.2).

Jlena (noja 12 roaunun): Ayaund 100 mg rpaHy/iv ca MpOTHUBOIIOKA3aHU TPH TE3M TallMEHTH (BHKTE

CBIIO CeKlMA 4.3).

Mutagexu (or 12 no 18 roamnm): Ha 0a3zara Ha KUHETHYHUS NPO(PUII TPU Bb3pact

bapmMakOAHHAMMUYHHUTE XapaKTepUCTHKH Ha Humesynun,
JIO3UPOBKATA TIPHU TE3H I1ALIMEHTH.

[TaimenTu ¢ yBpeneHa 0bOpeuna ¢GyHkums: Ha Oazara Ha hapMaKOKHMHETHKATA,
[MOHWKEHHUE HA JO3UPOBKATA IPU MALMEHTH C JIEKO JI0 Cpe/IHO OBLOpEeUHO YBpex/l

HC C

HeoOXo/1MMa




4.3

kiupbHe 30-80 ml/min); nokaro Humesynua rpaHynu € npoTMBOIIOKA3aH B Cioydyall Ha TeXka
OBOpeyuHa HelOCTaTBYHOCT (KpeaTuHHHOB KIHpbHC < 30 ml/min) (BwxTe T. 4.3 1 5.2).

[MaupedT ¢ HapyiueHa 4epHoApoOHa ¢yHkuua: ynorpebara Ha Humeslynun rpadHynu e

[MPOTUBOINOKA3AHA TIPH MALIMEHTH C YepHoApoOHA HeAOCTATBYHOCT (BrkTe T. 4.3 1 5.2).

HaunH Ha NIpHUIOXEHHUE

[lepopanHo NpWIOKEHHE,
['paHynute Tpabea fa ce pa3TBOPAT B yalla ¢ BOAA.

IIpoTHBONOKAZAHUA

¢ [launeHTH CbC CBPBXUYBCTBUTEHOCT KbM HUME3YNIHA MITH KBM HAKOH OT €KCLIMITHEHTHTE.

¢ IlanuenTH ¢ aHaAMHECTHYHHM JaHHM 3a pEaKUMM HAa CBPbXYYBCTBHTEAHOCT (Harp.
OpOHXOCIa3bM, PHHHTH, YPTHKapufi) KbM aUETWICAIMLUMIOBA KHCENIMHA WM KbM JpYrH
HECTEPOH/IHH [TPOTHUBOBB3NAIUTENHH JICKAPCTBEHH NPOAYKTH.

e [lauMeHTH ¢ AHAMHECTHYHH JAaHHH 33 XENaTOTOKCHYHM peakUu KkbM Humesynua.

e EQHOBpEMEHHO MNpPMIOXKEHHE ¢ JAPYrdH MNOTEHUHATHO XCMNAaTOTOKCHYHH JIEKaPCTBEHH
BEILCCTRA.

»  AIKOXOJHU3BM, JIEKaPCTBEHA 3aBUCHMOCT.

e AHaMHE3a 33 CTOMaUIHO-YPEBHO KbpPBEHE WIM nepdopauysi, CBbP3aHK ¢ NPeAUILIHA TEPATTHA
¢ HCIIBC.

e AKTHBHA A3Ba Ha CTOMaxa MY [IBAHAACCETONPBHLCTHMKA MJIM aHAMHE3a Ha peliMIMBHUpaILa
A3Ba/KPBBOH3/IMBY HA/OT XPAaHOCMMUNATENTHUTE OpPraHH (ABa WM NOBEYE U3IBEHH €MH30]a
Ha A0Ka3aHo o0pa3yBaHe Ha A3Ba WIM KbpPBCHE).

e [lepeOpoBackynapHo KbpBE€HE WIM APYrO aKTHMBHO KBbPBEHC WM HApPYLIEHHUA CBBP3AHH C

KbpPBEHE.

TTaLIMEHTH C TEKKH CMYIUIEHHA B KPBBOCHCHUPBAHETO.

TlaliMeHTH C TeXKa CbpJiedHa HEIOCTATBYHOCT.

TlaumeHTH ¢ Texkka OBOpeyHa HeJOCTATBUYHOCT.

YepHoapoOHa HEOCTATHYHOCT.

[TaupeHTH ¢ MOBHILIEHA TEMOEpaTypa WK rPUNONOAOOHH CUMIITOMM,

HMeua nox 12 roauyw.

Tperu TpuMecTsp Ha OpeMEHHOCTTA U MPH KbpMeHe (BIKTE T. 4.6 n 5.3).

4.4 CnensajiHg NpeaynpexieHus H NpeaNnasHH MepKH NpH ynoTpeda

EauospemeHHara ynorpeba nHa Humesynup ¢ apyru HCIIBII, BRIFOUMTENHO LHMKIOOKCHIeHa3a-2
CeJEKTUBHM MHXHOHUTOpH, HE ce nmpenopbuBa. B AOMBAHEHHE N0 BpeMe Ha JiedeHue ¢ Humesyiauna
nalyeHTHTE TpAOBa na 6bAaT CLBETBAHM /1 C€ BR3ABPXKAT OT ynoTpedaTa Ha ApYIH AHAITETHLH.

Hexxenanure JjieKapcTBEHM peakuMM MoraT na Obaar HaManeHd Karo 3a KOHTpOJHpaHe Ha
CUMIITOMHUTE ce ynoTpedsBa BB3MOXHO Hal-HUCKaTa epeKTHBHa J03a 32 Bb3IMOXHO Hal-KpaTbK

CPOK OT BpeMe (BIWKTeE T. 4.2).
Jleuenunero TpsaORa na Obie npekpaTeHO, aKO He ce HabmoAaBa MNONOXKHTEIEH edeKT.

HeproopobOhHu peakyuu
B penku caywau € ycraHoBeHO, ue Humesynaua € cBbp3aH CbC CEPHO3HHM HYEPHOAPOOHH peakuuH,
BIJTIOYHTEIHO MHOIO peiku ciiydaM ¢ datanes usxon (Bwxre Cbilo cexkuus 4.8). [Ngydctig, npy
KOUTO ce HabmoaaBaT CHMITOMH CBOTBETCTBAIUM HA YEPHOAPOOHO YBpEKIAHE -
neyeHrue ¢ HuMesynupa (Hanp. aHOpeKCHs, rajeHe, noppbljase, O0nku B KopeMA! &
YPHHA) WIH NalUEHTH, YUUTO TECTOBE MOKA3BaT aHOPMANHA (QYHKLUMA Ha qepuu e
npekpaTAT JeuchueTo. Te3u naudeHTH He Tpabpa ga 6baar nognaraHu oTHoBPSHh Jif




Humesyana. HMMa cbobuieHus 3a yBpeXxaaHe Ha 4YepHMS Apod cjen KpaTko NpPHEMAHE Ha
JIEKapCTBOTO, B MOBEUYETO Cayyau obpaTumo.

[Tpyu noBuiliapaHe Ha TeMnepaTypaTa W/HUJIH MpH NosABa Ha IPUNONOA00HH CHMNTOMM TIPH NMALIHEHTH,
npyuemaiwiy Humesynua, nedeHueTo TpAdBa 1a ce NMpexKpaTH.

Facmpounmecmunainu peakyuu

CtomaillHO-4peBHO KbpBeHe, oOpazyBaHe Ha a3Ba M nepdopauuda: crobuiasa ce 3a CTOMalUHO-
YpEeBHO KbpBEHE, 0OpasyBaHe Ha fA3Ba M nepdopatus, KoATo MOXKe Ja Objc (aTajiHa MPH BCHUKH
HCIIBC, no Bcako BpeMe Ha TepalnuaTa, ¢ WaH 0e3 npeaynpeauTesIHd CUMIITTOMH WM aHaMHe3a Ha
CTOMAUIHO-YPEeBHH 3a00JIABAHUA.

PUCKBT OT CTOMAIIHO-YPEBHO KbpBEHe, 00pa3zyBaHe Ha f3Ba MIM nepdopauus ce MOBMILABA C
yBesudaraHe Ha no3ure Ha HCTIBC npu naumedTy ¢ aHaMHe3a 3a A3Ba, 0COOEHO aKo € YC/IOKHEHA ¢
KPBBOM3JIMB WIH nepdopauusa (Bwkre pazaen 4.3) ¥ npH NailMeHTH B Harpeadana Bb3pacT. [e3n
naLiMeHTH clieZBa a 3anO4YHAT 1CYEHUE ¢ BE3MOXKHO HAW-HUCKATA NO3a.

KomOuHMpaHa Tepanus CbC 3aLIMTHH areHTH (Hamp.  MH300POCTONl  WIM HMHXUOUTOpPH Ha
MPOTOHHATA 10OMMNA) € MOAXOAAIIA 33 TEe3U MAlUMEHTH, KaKTO M 32 MalUMeHTH, HYXKAaellH ce OT
ChI'BTCTBALIM MalKH AO3M ACIHUPHH WM JIPYTH JIEKAPCTBEHH CPEACTBA, KOUTO OuUxa MOIJIH [a
MOBHLIAT CTOMAIIHO-UPEBHHA PUCK (BIDKTE MO-H0JY U 4.5).

[laniMeHTH ¢ aHaMHe3a 3a CTOMallHO-YpeBHAa TOKCHMHOCT, ocobeHo B HanpeaHana BBL3pacT, C/IE/BA
Na ChOOIABAT 33 BCUUKH HEOOHYaMHY KOPEMHH CHMNTOMH {0cODEHO CTOMALIIHO-YPEBHO KhPBEHE) M
oco0eHO B HAYa/IHUTE CTaAMH Ha JIEYCHHUE.

CToMalllHO-4YPEBHO KbpBEHE WM 0Opa3yBaHe Ha s3Ba / nepdopals MOXeE Aa C€ MOSBH MO BCAKO
BpeME Ha JIeYCHHETO ¢ WM 0e3 mnpeaynpeauTeNlHH CHMITOMM MM aHaMHE3a Ha
raCTPOHHTECTHHANHHM 3a00ngBaHKA. AKO CE NOARH CTOMAUIHO-YPEBHO KbPBEHE WM A3Ba HuMesynua
TpabBa aa Obje cnpsH. Humesynua crnensa ga ce npuiara ¢ noOBUILIEHO BHUMAaHHE HPH [MALIMEHTH
ChC  CTOMAlLIHO-4peBHH  3a00N4BaHHA, BKIIOYMTEJHO  aHaMHe3a 32  [ieNTHYHA  A3Ba,
racTPOMHTECTHHAIIHO KbpPBEHE, A3BEH KOMHUT WK Oonect Ha KpoH.

[TaLMeHTH, NpHeMallli ChIbLTCTBALIM MEJIMKAMEHTH, KOMTO OHMXa MOrnM Aa NOBULIAT pUCKA OT
oOpa3zyBaHE Ha 13Ba UM KbPBEHE, KATO HaMp. NEpopatHu KOPTHKOCTEPOUIH, aHTHKOATYJIAHTH KaTo
Bapc¢apHH, CEJIEKTMBHH WHXUOUTOPH Ha oOpaTHMA 3aXBaT Ha CEPOTOHHMHA WAH aHTH-TPOMOOLIMTHH
areHTH KaTO acliMpuH, cjieaBa Aa 6baaT NOCHBETBAHU Jla Ca BHUMATEAHH (BHXKTE pasaen 4.5).

[Ipy nosBa Ha CTOMAUIHO-YPEBHO KbPBEHE WIM OOpa3syBaHe Ha A3Ba IMPH MALMEHTH, NPHEMALIH
Humesynun, nedeHHeTo cneaBa na ce npeycTraHoBH.

HCIIBC caensa xa ce aaBar ¢ NOBUIICHO BHUMaHUE Ha MaLUEHTH C aHAMHE3A 34 CTOMALLHO-YPEeBHHU
3abonaBanKA (3BEH KOJHUT, GonecT Ha KpoH), Thit KaTO CECTOAHHETO UM MOXE [a CE BJIOLLUH (BHXKTE
pazaen 4.8 — HexeNnaHH peakLIvu).

[TaumenTd B HanpeaHala BbB3pACT: MPH NAUMEHTUTE B HanpeaHasna B8b3pacT ce Habmonaea
yBE/IMU€HA 4e€CTOTa Ha HexenaHute peakuuu kbm HCIIBC, no-cnenuanHo cToMamHO-uYpeBHO
KhpBEHE H nepdopalus, KOUTo Morar jJa 0baat parannu (BUxkTe pasaen 4.2).

CneaoBaTeIHO € HEOOXOAMMO NOAXOAANO KITMHUYHO NPOCIEAABaHE.

Kapouoeackynapnuu u yepebpoeackyapiu peaxkyuu

HeoOxonuMo € pa ce ocurypd noaxoasito HabnioJieHHe W ChLBET 3a MAlIMEHTH C aHaMHE3a 3a
XUIEPTOHUA W/UIKH N€Ka JI0 YMEPEHa KOHIECTHBHA CbpiedHa HEAOCTATBHHOCT, ThH KaToO HMa
cHOOLIEHHA 32 OTOLM W 3aJPbXKKA HA TEUHOCTH, CBRbp3aHu ¢ neyeHueto ¢ HCIIBC.

Il senllills «

KnHHUYHH MpOy4YBaHUA W €NHASMUONOTMYHM AaHHM IOKA3BaT, 4e ynorpedara / rEou il
(0cobeHO BBB BHCOKH JI03H W NPH TPOABIHKUTENHO NPUINOKEHHE) Moxe Ja 0B cR
MOBHIUEH PHUCK OT aprepHallHd TPoMOOTHYHM chOMTHS (Hanpumep MHOKafés
MHCYyNT). HAma nocrarbuHo gaHHy, 3a 1a c€ U3KIHOYH TaKbB pUCK npH HuMesy

L]
Y
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4.5

[TauMEHTH C HEKOHTPONHpaHa XMNEPTOHWA, KOHIECTHBHA CbhpAeYHa HENOCTAaThYHOCT, YCTAHOBEHA
ucxeMu4Ha Gonect Ha cbpueTo, 3abonspaHe Ha nepudepHUTE apTEepU¥ W/WiH MO3bYHO-CHAOBA
GonecT TpabBa Ja ce nekyeat ¢ Humesynun camo cren suuMarenHo obmucigHe, Takora oOMHUCIAHE
TpaGBa Aa ce MpaBH NPEAH 3a04BaHe Ha IBJITOCPOUYHO JIEHEHHE HA MALMEHTH C PHCKOBH (akTOpH 3a
ChPACYHO-CBAOBM  ChLOMTHA  (Hanmp. XWUNEPTOHMA,  XMWMEPAHIUAEMHA, 3axapeH aualer,
THOTIOHONYLIEHE ).

Twii karo Humesynua moske Ja moBnuse Ha (yHKuUMATa Ha TpombouuTHTe, TOH TpnbBa na ce
M3TION3BA BHUMATEIHO NPU MALMEHTH C XeMoparuuHa auaresa (Buxre Cbilfo cekuus 4.3). Ho
Humesynmuaa He € 3aMecTHTe)l Ha aueTHICATHLWIOBAaTaA KHUCENIHHA 32 CbpACYHOCHAOBA
MpoMPHUIAKTHKA.

bwvbpeurnu peakyuu

[Tpu maumeHTH ¢ 6bOPEUHO WK CHPIACHHO YBpeX/aHe c€ U3UCKBA 0COOEHO BHUMaHHE, ThbH KaTo B
pe3yntar Ha ynoTtpeGata Ha Humesynua Moxe pa ce nabGmioasa mrowaBawe Ha ObOpeyHaTa
byHkuMa. B ciayudait Ha BiioillaBaHe iedeHHeTo TpAORa a Ob/ie NPEyCTAHOBEHO (BHXKTE CHIUIO CEKLMS
4.5).

Kooicnu peaxyuu

MHoOro paako ce cho0LIaBa 3a CEPHO3HM KOXKHH PeaKLMHy, HAKOHU OT TAX (aTanHM, KaTo eKCchonupai
NEePMATHT, CHHAPOM Ha Stevens-Johnson W TOKCHYHA €NMAEpMAaliHA HEKPONIM3a, CBBP3aHHU C
uanonspavero Ha HCIIBC (suxre pasaen 4.8). lo-Bucok puck ot Te3u peakuuu ce Habironaea B
HAYaJIOTO Ha TepanuaTa, KaTo B MOBEYETO C/1ydHad peaKLHUATa Ce€ IMPOsABABA B PAMKHUTE HA ITbPBHA
Mecell oT NeueHrero. [IpuemMbT Ha Humelynun cneaea jga ce NpeyCcTaHOBH INPH MbPBA I10ABa Ha
KOXEH OOpHB, paHH 1O JIMraBHLATa WK APYTH NPH3HALM HA CBPBEXYYBCTBHTECITHOCT.

CrobuaBar ce cay4au Ha JIOKAIM3UPAH KOXKEH OOpUB OT JIEKapCTBA H MEAHKAMEHTH [IpH
uuMmesyaua. Humeaynua He Tpabesa na ce mnpunara OTHOBO TIpH [MallMEHTH C aHaMHe3a 3a
NIOKAJTM3UpaH KOXKEH OOpUB OT IeKapcTBa U MEIHKAMEHTH, CBBbP3aH ¢ HUME3YJIMA (BXK. TOUYKa 4.8).

Penpooykmueru (pyrnkyuy

Ynorpebara Ha Humesyaua Moxe aa yBpedR PpeENpOAYKTHBHATA (PYHKHUHWA MNPH JKEHH M HE Ce
npenopb4yBa MpH XKEHU, KOUTO C€ ONMUTBAT fAa 3auyeHaT. |IpM keuw, ¥3NUTBAILK TPYAHOCTH NpH
3aueBaHE WM NOJUTOXKEHHU Ha M3CIIeBaHe 3a Oe3Iltoue, ce npenopbhUuBa NpeKbCBaHe Ha ynorpebaTa
Ha Humesynna (BwkTe cexums 4.6).

Aynun 100 mg rpaHynd cbhabpika 3axapo3a M CIE€JOBATENHO NalldCHTH ¢ PEAKH HAcICACTBEHH
npobjieMH Ha HEMOHOCHMOCT KbM (pyKTO3a, MIHOKO30-TajakTo3Ha MaiabcopOuus MM CyKpasa-
M30MAJITa3Ha HeJOCTATBYHOCT He TpAOBRA Ja NpHUEMAT TOBa JIEKAPCTBO.

BianmMoaeiicTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH M APYrH GOPMH Ha B3auMO/IeHCTBHE
dapMakoJUHAMHYHH B3aUMOAEHCTBHA

Jpyru HecTeponauu npotusosb3nainTenHu cpeacrasa (HCIIBC):

KomOunaiiMas Ha Hwumeszynun rpaHyau  (Brkre cexkuus 4.4) ¢ JApyrd  HECTEPOWIHH
NPOTHBOBBL3NMAAHTEIHM JICKAPCTBA, BIJIIOMHTEIHO allEeTHICAIMLMIIOBA KHUCEIMHA, [PEANHUCBAHA B
NPOTHBOBB3NAIMTENHM A03K (> |g KaTo eqHOKpaTeH MPHEM MAKN > 3g KaTo JIHEBHA /03a) He ce
npernopbLyBa.

KopTuxkocteponan:
IloBuIlIEH PUCK OT CTOMALLIHO-YPEBHO KbpBEHE WIH 00pa3yBaHe Ha A3BHU (BUXKTE T. 4.4).

AHTHUKOAaryJaHTH: |
HCIIBC moxe na 3acuisaT edeKkTa Ha aHTHKOAryJaHTHTE, KaTo BapdapuH (BHIKTES pe
[lanyeHTy TpeTHpanu ¢ BapdapHH, Wi MOAOOHU aHTHKOAryJIaHTH, Ca H3A0XKEH
OT YCJIOXKHEHHMA ¢ KbpBeHe npu ynorpeba Ha Humesynua. 3aroBa Tasu
rpenopbuBa (BHXKTE ChINO ceklMa 4.4.) U € NPOTUBONOKA3aHa INPH NALMCHTH C § @ |



KPbBOCHCHPBAHETO (BIXKTE ChlLo cekuus 4.3). Ako KoMOHHAaLMATa HEe MOXeE Aa Obae nsberHara,
aHTHKOAryJiaHTHaTa AeHHocT TpaOra na Owae cneneHa oTdbinso.

AHTH-TPOMOOIIMTHH areHTH U CEICKTHBHM MHXMOUTOPH Ha oOpaTHuUA 3axBat Ha ceporoHHHa (SSRI):
NOBHIIEH PHCK OT CTOMALLIHO-YPEeBHO KbpBEHE (BHXKTE pazien 4.4).

NuypeTyiLd, HMHXUOMTOPH Ha aHrHOTeH3WH-koHBepTHpauwina eHsuM (ACE wuHxubutopu) u
aHrvoreH3uH Il autaronuctu (AllA):

HCIIBC moxe ga HaManaT epuUKacHOCTTA Ha RMYPETHLIMTE H Ha APYrd AEKapCTBa 3a KOHTPOJI Ha
KpBhBHOTO HansAraHe. [Ipu Hakou naumeHTH c Hamanena 6bOpeyHa QyHkUUA (Hanp. JexuapaTHpaHi
MaLHEHTH WIH XOpa B CTapyecka BL3pacT ¢ HapyllieHa Ob0peyHa GpyHKLNA), EAHOBPEMEHHUAT MPHEM
na ACE uHxuOMTOp M MHXHOKWTOpPH HAa UMKIO-OKCHI€Ha3aTa MOTaT Ja A0BEAAT A0 NPOrpecUpallo
gnolapaHe Ha ObOpeuHara ¢yHKUMS, BKIIOYHTENIHO A0 BePOATHOCT oOT ocrtpa OnbpeuHa
HEAOCTATBYHOCT, KOATO OOMKHOBEHO € 0OpaTUMa.

[losBaTa Ha Te3M B3aMMOACHCTBHMA Cle/iBa Aa Ce UMa NMpEABHA NMPH NAaUMEHTH, KOUTO TpaAbBa na
npueMar Humesynun 3aeano ¢ ACE unxuOurtopu uam AlIA. Eto 3amo Tasu kombuuaums or
JIEKApCTBEHU TMpoAyKTU TpabBa Ja ce JaBa Npeanas/inBo, ocoOOEHO Ha NALHEHTH B HanpexHana
Bb3pacT. Ilaumenrure cneasa Aa 6baat nobpe XxMapaTHpaHH ¥ a c€ aHATM3Hpa HEOOXOMMOCTTA OT
npocne/sBaHe Ha OnOpeuHaTa dyHKIMA MPU 3af04YBAHE HA CbBMECTHATA TEpaANWi W NEPHUOIHYHO

CJICa TOBA.

dapMaKOKUHETUYHH B3auMoaelcTBHA: BauaHue Ha Humesynna sbpxy ¢dapMakOKMHETHKaTa Ha
OpYIrH NeKapcTBEHH NPOAYKTH

Dypo3zeMuUa:

[1pu 3npaBu uaauBKMAK HuMesynua Hamanasa epexrta Ha QPypo3eMua BbpXY OTIACNIHETO HA HATPHH,
Y B IT0-MANKa CTerneH, BbPXY OTAENAHETO Ha KaANUH Y pelyliupa ANYpPeTUHHHUS €QEKT.

B pe3synrrat Ha egHOBpeMcHHOTO mnpueMane Ha Humesynun s @yposemun ce Habnwonasa
HamansaBaHe (¢ okoao 20%) Ha AUC, KakTo M A0 XyYMYNAaTUBHOTO oTAesAHe Ha Dyposemun, 6e3 na
ce TIOBJIHAEe Herosusa ODBOpeueH KIHpPbHC.

EnnopemeHHata ynorpeba Ha @DypozeMua v Humedynua rpaHyld H3MCKBa BHHMMaHME TMIpH
[aLMEHTH, NPEAPA3NONOXKEHH KbM O6bOpEeUHH U CbpACYHH CMYILIEHHSA, OTIUCAHH B cexuus 4.4,

JIUTHH:

YCTaHOBEHO €, M€ HECTEPOMIAHMTE MPOTHBOBB3NAIMTEIHH CPEACTBA HAMANIABAT OT/AENAHETO Ha
NWTKH, B pe3yaTraT Ha KOETO Ce¢ MOBHUIIABAT IUIA3MEHWUTE HUBA U TOKCHYHOCTTA HA JIMTHH. AKO
HuMesynua rpaHynM ce npeanyiie Ha NauMeHT, MOoJJIOXKEH Ha JIMTUEBA Tepanns, KOHLUEHTPpAIUATa
Ha NUTUH TpabBa peaOBHO Za ¢ce npocneasasa.

[ToreHunanHuTe papMakOKHHETHYHH B3aHMOJACHCTBUA ¢ TIMMOEHKIAMUI, TEOPWUIIHH, BapQapHH,
AHMrOKCHH, LHUMETHAMH U aHTHAUMAHH cpeAcTBa (Hanp., KoMOMHaUMA HAa aTyMHHHEB ¢ MarHe3HucB
XUAPOKCHA) ¢blUIO0 ca u3cneasaHd in vivo. He ca HabmogaBaHW HMKaKBH B3aUMOJAEHCTBHMA C
KIIMHUYIHO 3HAUYEHUE.

Humesynua nuxubupa CYP2C9. I1nasMenuTe KOHLIGHTPALIMM Ha JIEKapCTBa, KOMTO ca cyOCTpaTH Ha
TO3HM €H3UM, MOTAT JIa CE YBeJIMYaT NpU eAHOBpeMeHHara ynorpeba ¢ Humesynuz rpaHynn.

Tpabea na ce obbpHe cneunanHo BHUMaHue, ako Humesynua € usmonisBaH mno-manko ot 24 waca
Npeay WIH CIeH JCYEHHE ¢ METOTpeKcaT, 3al0TO CEPYMHOTO HHBO Ha METOTPEKCaT MOXE fa ce
YBENUUM, a CNEAOBATEIHO H TOKCHYHOCTTa Ha JIEKAPCTBOTO ChIIO MOXKE Jla HapacHE.

3apaau edexta cH BbpXy OnOpeuHMTE MpoCcTarnaHAMHU, UHXHOUTOPUTE Ha MPOCTarflaHAWHOBATA
CHHTE3a, KaTo HHuMe3ynua, Morar J1a yBenHuaT He(ppOTOKCHYHOCTTA Ha LIMKIIOCIIOPHHUTE, =

(DapMAKOKHHETHYHH B3aHMONACHCTBHA:
dapmakoknHeTHKaTa Ha Humesynun




UscnenpaHus WH BUTPO MOKa3BaT M3MecTBaHe Ha Humesynun ot mecTaTta Ha CBhp3BaHE OT CTpaHa
Ha TONOYTaMH, CAJIMLMJIOBA KHCETHHA WU BalnpoeBa KucenuHa. Ho BbnpekH Bb3MOXKEH edeKT
BLPXY MJIa3MEHUTE HHBa, TE3H B3aUMOACHCTBHA HE Ca C JIOKa3aHO KIMHMUYHO 3HAYCHHE.

4.6 DepruauTeT, HpEMEHHOCT H KhpPMEHE

Vnotpebara Ha Hwumesynun rpaHynn € TPOTHUBOIIOKA3aHAa [pe3 TPETOTO TPHUMECEYHE Ha
OpemeHHocTTa (BHKTE 4.3).

[Topo6Ho Ha octananute HCIIBC, Humesynna rpadysid He OuBa [a ce npyuema OT )KEHH, OITHTBALLH
ce Ja 3abpemeHesT (Brk. 4.4).

BoanpenarcrBaHeTo Ha CHHTE3a Ha MNPOCTarjlaHAMHHA MOXE [a MMa HeraruBeH e(QeKT BbpXy
OpeMeHHOCTTA W/HIIM Pa3BUTHETO Ha [1J10/a.
Pe3ynTaTHTE OT €MMAEMHOIOPMYHH H3CIeABAHMS TIOKA3BaT MMOBHILEH PHUCK OT CIIOHTAHEH aDOPT M OT

chpieyHa MandopMaLMa M TracTPOCXM3UC Cleld M3NOI3BaHE Ha HMHXHOMTOpD Ha CHHTE3a Ha
IpocTariaHdH B Hayanuus cTaguil Ha OpeMeHHOCT. AOCOMIOTHMAT PUCK OT ChpIACHHU
mandopmauud ce noeuuiara ot noa 1 % no okono 1,5 %. Cukra ce, He pHUCKBT CE€ YBe/IMYaBa C
YBE/IMYAaBaHE Ha 103aTa U NPOABILKMTEIHOCTTA Ha TEPAITHATA.

[Ipy KMBOTHUTE NpHEMaHETO Ha HHXMOMTOpPM Ha CUHTE3a Ha IMPOCTArNAHAWH [POBOKHpA
MOBHILABAHE Ha NMPEI- ¥ CeA- UMIUTAHTAaUHOHHATA 3aryba ¥ CMBbPTHOCTTA Ha TIoAA.

Ocsel TOBa ce choOllaBa 3a yBeiandeH OpoH ciiydyad Ha pasjiMiyHH Man(popMalMH, BKIIIOUMTEIHO
ChPAEYHO-CH/IOBH, MPH KUBOTHH, HA KOUTO B NMEPHO/Ia HAa OpraHoreHe3a ca NpHIIoKEHH HHXHOHTOPH
Ha CHHTE3a Ha NpocTaraaHAuHH.

UscneasanusaTa Ha 3aiiliy NoKa3BaT aTHIMYHA PETIPOAYKTHBHA TOKCHYHOCT (BHMATE CEKUMA 5.3), HO
HSMa Ha pasnojIoKEeHHUE JIOCTaThUHO JIJaHHHU 3a ynorpebarta Ha Humesynun rpanynu, ot 6peMeHHH
keHH. Taka ye MoTeHUHAJIHMAT PUCK 33 XOpa He € YCTaHOBEH C TOYHOCT, 3aTOBA HE CE Npenopbysa
MpeANMCBAHETO Ha JEKapCcTBOTO FMIpe3 ITbPBMTE [ABE TpHMeceudHWs Ha OpeMeHHOCTTa, OCBeH B
cJIydauTe, KoraTo € abCoMoTHO HEODXOAHMO.

Ot 20-1a recTallMOHHa CeIMMLIa Ha OpeMEHHOCTTa, HaTtaTbk yrorpebarta Ha AynuH 100 mg rpaHynu
MOJKE J1a IPUYKHU OJIMTOXHPAMHHOH B pe3ynTaT oT 6b0peuna auchyHkUMa Ha 1oaa. Tora Moxe
Na BB3HMKHE HEMOCPEACTBEHO CJie] 3aMOvBAHE HA JIEUEHUETO W OOMKHOBEHO € o0paTuMo cnen
npexpaTaBaHeTo My. Uma choOlueHus 3a crecHsaHe Ha ductus arteriosus ciea JiedyeHHe Mpes
BTOPHUS TPUMECTEP, NOBEYETO OT KOUTO OTMHHABAT ClIE], IpeKpaTsBaHe Ha jiedyeHHeTo. [lo Bpeme Ha
MbPBUS H BTOPH TPUMECTBp Ha Opemenoctra, Aynud 100 mg rpanynan He Tpsabsa na ce mpunara,
OCBEH aKo He € abcomoTHO HeobxoanMo.

Axo Aynun 100 mg rpaHynu ce u3non3pa OT )KEHa, KOATO ce OINWTBA Ja 3aueHe WK 1o BpeMeE Ha
MPBOTO M BTOPO TPUMece4yMs Ha OpemeHHOCTTa, jo3ara TpabOea pga Obae HUcKa H
NPOABBKHTEIHOCTTA HA JICYEHHE cilefiBafa Obe BHIMOXKHO Hal-kpatka. Tpabsa na ce obmucnu
aHTEHATAJIHO HaOMOIeHHe 3a ONMIrOXMApPaMHUOH H 3a cTecHaBaHe Ha ductus arteriosus ciej rpyeM
Ha AynuH 100 mg rpaHynu B npoab/DKEHUE Ha HAKOJKO AHM cien 20-ta recrallMOHHa CeMHUILIA.
Tpsabea na ce npekpatu npuema Ha Aynus 100 mg rpaHyii, ako ce YCTaHOBHM OJIHFOXHAPAMHHOH
WJIM cTeCHsABaHE Ha ductus arteriousus.

[Tpes TpeTOTO TpHMeEceuue Ha OpeMeHHOCTTa, BCHYKY MHXUOMTOPH Ha CHHTE3a Ha NpocTariaHAHHH
Morar Ja U3ioxar

¢ [UIOABLT HA PUCK OT:
- Ccbhpae4HO- OesiogpobHa TOKCHUYHOCT (IpPEeKIEBPEMEHHO CTecHABaHe/3aTBapsiHe
kaHan ¥ 6enoapobHa XHUNepTeH3UA );
- 6pOpeuHa aAuchyHKUMA (BXK. 10-TOpE);

e MaiikaTa ¥ HOBOPOJEHOTO, B Kpad Ha OpeMeHHOCTTa, Ha PHCK OT:
- BB3MOJXKHO YIIb/DKABAHE Ha BPEMETO 3a KbpBEHE M aHTH-TPOMOOUMUTEH €QEKT, KC
MPOABU JAOPH NIPU MHOI0 HUCKH [03M;
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- MMOTHCKAHE HA MATOUYHHUTE KOHTPAaKUMH, KOETO BOJAM [0 3abaBsiHE MY YAL/DKABAHE Ha POAMIIHHA
MpOLEC.

Ero 3amo Humesyaua rpaHynu € NPOTHBOMNOKA3aH MO BPEME Ha TPETOTO TPHUMECEYHE Ha
OpEMEHHOCTTA.

Hama navum ganu Humesynua ce otaens B MAWHMHHOTO MITAKO.
Humesynna e npoTURONOKA3aH NpH KbpMeEHe (BHXXTe ceKumn 4.3 U 3.3).

EdexTn BBpXY criocofHocrTa 32 modupane H padoraTa ¢ MALIHHH

He ca npoeeaeHM H3cneBaHus OTHOCHO edexTa Ha Humesynun supxy cnocobHocTTa 3a HiodpupaHe
u pabora ¢ mMamnHu. Ho nauueHTH, NpH KOUTO ce HabnioJaBa 3aMadHOCT, BMEHEC Ha CBAT WIH
CBHHAMBOCT ciell yrnorpebara Ha HuMmeszynua TpabBa na ce Bb3ABp)KAT OT wWwohupane 1 pabora ¢
MaLUHHH.

Hexenanu JiecKApCTBEHH PeaKIHH

a) O6mo onucanne

KiuHHYHK® NpoyyBaHHA K €MUAEMHOJIOrMYHU JIaHHHW NOKa3Bart, ue yrnorpedara Ha Haxkon HCIIBC
(ocoGeHO BBB BUCOKM JI03M M NPU NMPOIBLIDKUTENHO MPUIOKEHHE) MOXE 1a Oblie CBBp3aHa C JIEKO
MOBMIEH PHMCK OT apTepHaiHu TpoMOOTHMYHWU CHOWUTHA (HAlpUMeEp MHOKapAeH HH(ApKT WM
HHCYAT) (BHKTE ceKuns 4.4).

Uma croOblueHHs 3a eneM, XHMEPTEH3US U ChplleYHa HEIOCTATHYHOCT BbB Bpb3Ka C NPHITIOKEHUE HA
HCIIBC.

JoxiageaHyd ca MHOIo pPeAKHd ciyuyad Ha OylNO3HM KOXXHM PEAaKLMH, BKJIIOYHTEIHO CHHAPOM Ha
Stevens-Johnson M TOKCHUYHA enuaepMaiHa HEKPOJIH3a.,

Hait-uecto HaGnronaBaHUTE HEKENAHH peaKiiMM ca raCTPOMHTECTHHANIHM 1O Xapakrep. Moxe aa ce
MOSABM MNMENTHYHA nu3Ba, nepdopalus WM TaCTPOMHTECTHHANHO KBPBEHE, MOHAKOra (aTaaHM,
npeJUMHO NPU NMaLMEHTH B HArpeiHana Bb3pacT. (BHXTe pasgen 4.4).

Crofliasa ce 3a yJUepaTMBEH CTOMATHT, rajicHe, noppbuilaHe, abaomunanHa Oosika, MeseHa,
nuapud, GraTyaeHUMs, KOHCTHNIALMSA, IUCTICTICHS, XeMaTeMesa, ek3atiepbauna Ha Koyt 1 bonecr Ha
Crohn cnen npuem (Buxcre pazgen 4.4).

[To-pagko ce HabmoaaBa racTpur.

0) Ta0HIAa HA HEeXKEeIAHH JIEKAPCTBECHH peaKkuHH

HacTof1IHAT CIHCBHK ¢ HEXENaHW NEKAapCTBEHH peakuMH ce 0a3vpa Ha AaHHW OT KOHTPOJIMPaHW
KIHHUYHH TipoyuBaHus (npubnusutenHo Ha 7800 nmauueHTH), XaKTO M OT NOCT-MAPKETHHIOBH
HaOJII0JIEHHS, KATO YeCTOTHTE Ha AOKAa/IBaHE ca KJ1aCUULIMPAHY MO CIIEAHUA HAYHH:

mHoro uectd (>1/10); uectn (>1/100, <1/10), neuectw (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); mHoro peaku (<1/10,000), BRIIOYHMTENHO H3OJIUPAHK CITYUaH.




Hapywenus na kppema Penky AHeMuns*
Eosunogunus*
MHoro peaky | TpomGouuroneHus
[laHuMTONIEHKA
[lypnypa
Hapyuienua Ha uMyHHama cucmema Penku CBpbX4YyBCTBUTENHOCT*
MHoro peaky | AHadHIaKCHS
Hapyuwtenus na memabonusma u Penku XunepraineMus*
_XpaHeHemo
Hcuxuunu napyuwrenun Penkn besnokoHcTBO®
H3uepBeHoct*
Kommapu*
Hapywenua Ha nepgriama cucmema HeuectH 3aMagHOCT™
MHoro peaku | I'narobonue
CrHAHBOCT

Enuedanonarus (Cunapom Ha Peit)

Hapywenun na ouume

Penku

3amMbrieHo 3peHue™

MHoro peaxy

HapylieHo 3penue

Hapywenua na yxomo u nabupunma

MHoro peaku

BueHe Ha cBAT

Copoeuriu napyuienun Penkwu Taxuxapans*
Cvooeu napyuenun Heuectu XunepreHzus®
Penku Kpbronanus*
HecTabUnHOCT HA KPBBHOTO
HansraHe*
["opeiun BuaHu*
Pecnupamopru nHapyuenun HeuecTn Hucrnines*
MHoro peaku | ActMma
bpoHxocnaimm
CmomaniHo-upeeHu HAPYIIEHUA YecTn Huapus™*
["'aneHe™
[Toppbinane®
Heuectn 3anex™
DnatyneHuus*

[[aCTPOUHTECTUHATHO KbPBEHE
HyoneHanHa s3ea u nepdopaius
CromMauiHa s138a U niepdopaliHs

MHoro peaku

KopeMHH 6051KH
["acTput*
Iucnencus
CroMaTvT
MeeHa
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Xenamobunuapru napyuieHun
(BikTe 4.4.”°CrienanHu
npeaynpexaeHus U MepKH 3a
ynorpeda’”)

YecTH

[ToBuIieHH YepHOAPOOHH eH3UMH *

MHuoro peaku

XenaTur
QyIMHUHAHTEH XENaTHT
(BKJ1. CMBPTHH CJIYUYau)
XbaTenuua

Xonecrasa

Hapywienua na Koxcama u
HOOKONCHRAMA MbKAK

HeuecTn

[Ipypuryc*
Obpus*
3acuneHo u3norasaHe™*

Penku

Epurema™
Hepmarut?

MHoro peaku

Yprukapus

AHIHOHEBPOTUYEH OTOK

Jlnues oTOK

MyntudopMeHa eprreMa

Cunjipom Ha Stevens Johnson
TokcHuHa enuyiiepMaiHa HEKPOJIH3a

¢ HCHU3BCCTHA

Jlokank3upan xoxkeH oOpUB  OT

4eCTOTa JIEKAPCTBA ¥ MEAMKAMEHTH (BX. TOYKA
4.4)
Hapywienun na 6vopeyqume u Peaxu Huzypus*
RUKOUHUmME mymuila Xemarypua*

MHoro peaku

buOpeuHa HeIOCTATBYHOCT
3aapbxkka Ha ypuHa*

Onurypus
HutepcTrumaieH HEQpHUT
Obuiu napymernua HeuecTH Enema*
Peaku (dH3nyecKo Hepa3nonoxeHne*

Ob1a ¢pu3nuecka oTnagHanoct*

MHoro peakH

XUNOTEpMHUS

*yecToTa, 6azypaHa HA KIIMHUYHUTE
NPOYy4YBAHHSA

CrobujapaHe Ha MOAO3UPAHU HEXKENAHH PeaKIIuK

CboblaBaHETO Ha MOAO3HpaHM HeXeNaHW peakuud cliej paspeiuasade 3a ynorpeba Ha
MIEKAPCTBEHMA MPOAYKT € BaxkHO. TOBa NO3BONIABA Ja NPOAL/UKH HaOMOAEHNETO Ha ChOTHOILEHUETO
NOJ3a/pUCK 3a JIEKAPCTBEHMs MPOAYKT. OT MEAHLIMHCKHTE CIIEHAIUCTH C€ M3UCKBA Aa ChoOWaBaT
RCAKA M0/I03HpaHa HexellaHa peakLus upe3 HallMOHANHATa cHCTeMa 3a chobulasade: ManbinuTenHa
areHUMA Mo nexapcrsarta, ya. Jaman I'pyee Ne8, 1303 Codus, Ten.: 359 2 8903417, yebca#rT:
www.bda.bg.

Hpeno3upane

CUMINTOMUTE Cllel, OCTPO [peAo3rpaHe ¢ HECTEPOHMAHH MPOTHBOBL3MAIWTENIHK CpeJCTBa
OOMKHOBEHO CE€ CBEXIAT A0 JIeTApryf, 3amasHoCT, rajeHe, NoBpbliaHe, Oollka B eNMracTpuyma,
KOUTO NO NPHHLUMI ca ofpaTuMM ciell MeAuuMHcka nomoul. Moxe na ce Habnwonaea
raCTPOMHTECTHHAJIHO KbpBeHe. M3BecTHM ca ciyMad Ha XMNepreH3us, octpa OnOpeuna
HEJOCTATLYHOCT, PECMTUPAaTOPHA AENPECH M KoMa, HO T€ Ca MHOTO PAJKO CPELIaHH. Y CTaHOBEHM Ca
M aHaWIAKTOM/IHM peaKLMH Cclie] TepaneBTHYEH MPHEM HA HECTEPOMIHH NPOTHBIE

Cpe/ICTBa, KaTO T€ MOTarT jia ce Habnoaasar ciiel npelo3npaHe. /
Cnen npeno3upaHe ¢ HECTEPOUIHM NPOTUBOBBINAIMTEIHY CPEACTBA, HA MNalHe 'I Q;
Oble OKalaHa CHUMMNTOMATHYHA M MenHuMHCKa nomoul. Hama cneuundwu
ChILECTBYRa HH(opMalMa OTHOCHO oTcTpaHsBaHeTo Ha Humesynuna upes
OCHOBaBafiKH c€ HA BHCOKAaTa MY CTEINEH HA CBBLP3BAHE C MNA3MEHR NMPOTCHHHU W




rofisMa BepOATHOCT AHANM3aTa Aa € OT 1oa3a Npu npeposupae. IlpenU3BMKBAHETO HA NOBPBLILAHE
u/unu aktueeH sbraeH (ot 60 go 100 g npu BB3pacTHM) W/IWIM OCMOTHYHH CIaOUTENHM CpelcTBa
MOTaT a2 ObJAT NpeANMCcaH! Ha NMauMeHTH 4 uyaca ciie/l NMOIILUIAHETO, NPU KOUTO ce Habmonasart
CLOTBETHHTE CHUMIITOMM MHIM KOMTO €a MNOEJH rojgma cCBpbXJo3a. 3acuiieHaTa JAMYype3a,
ANKAJTH3MPAHETO HA YPHHATA, XEMOAMAIN3ATA MM xemonepdy3ua MOTaT J1a e OKaKaT Oe3Mnone3Hu
Nopaay BUCOKOTO NPOTEHHOBO CBbp3BaHe. bbbpeunara u yepHoapoGHaTa pyHKUMA TpadBa na 6baaT
HabsrogaBaHu 0TOIIN30.

5 GAPMAKOJOTMYHM JAHHM

5.1

5.2

3.3

PapMakoIHHAMHYIHK CBOHCTBA

(DapMmakoTEpaneBTHYHA rpyna.
ATC knacndpukauna: MO1TAXI17

HuMesynun € Hectepouano npotuBob3nanurenHo cpeacrso /HCIIBC/ ¢ aHaireTHyHH M
AHTHNHPETHYHH CBOMCTBA, KOETO MACHCTBA KAaTO WHXHOHMTOP HA €H3MMa LIMKIOOKCHI¢Has3a Ha

npocTarnaHaAHHOBHA CHHTE3.
OapMAKOKHHETHYHH CBOHCTBA

Humesynua ce abcopbupa mobpe, npueman nepopanHo. Crmen eavnudHa posa or 100 mg
Hume3ynua 1pH Bb3pacTHUTE C€ MOCTHIa BbPXOBO Mna3MeHo HuBo oT 3/4 mVI cien 2-3 vaca. AUC
= 20-35 mg h/L. He ¢ Ha6nronaBaHa HUKAKBA CTATUCTHUECKH 3HAUUMA pa3JIMKa MEXJly NOCOYEHHTE
pe3yJITaTi H Te3u cieA 100 mg, npueMalu 2 MbTH AHEBHO B NPOAB/DKEHUE HA 7 THM.

Csbp3Bane A0 97,5% c nna3meHy NpoTeHHH.

Humesynua ce MeTaboIM3KMpa eKCTEH3UBHO B 4EPHHUA Apob, cle/iBaiiky MHOTOOPOHHHU ITBTHLUA, BKIL.
Luroxpom P450 (CYP) 2C9 wuzoenszumu. Taka 4ve wuMa noTeHUWAHA BB3MOXKHOCT 32
B3aUMOACHCTBME Ha JIEKAPCTBOTO NpH €/IHOBpeMEHHara ynotpeba Ha JiekapcTea, KOHTO ce
meTabonusupaT upe3 CYP2C9 (Buxk cexups 4.5). OCHOBHUAT META0OUT € NapaxXuAPOKCH JEPHBAT,
KOMTO € chllo PapMakonorutHo akTHBEH. BpemeTo 10 nosBaTta Ha TO3M METabOMUT B LIMPKYJaLHATa
e kpaTko (okono 0.8 yaca), HO opMHpalllaTa My KOHCTAHTa HE € BHCOKA H € 3HaYHNTE/HO NO-HHCKA
ot abcopbupaiara koHcTaHTa Ha Humesynua. XMAPOKCHHUMESYJIHABT € €AHHCTBEHHAT METabOIMT,
OTKPHT B T1a3MaTa ¥ € MOYTH H3LAN0 KoHorupaH. /Ty/ e mexay 3,2 1 6 vaca.

Humesynuz ce eKCKpeTHpa riiaBHoO B ypuHara /cpenHo 50% ot npuerara 1o03a/.

Camo 1-3% ce u3xBbpnd B HenpoMeHeHa opMa. XUAPOKCHHUME3YIHA, OCHOBEH METaboNHUT, ce
OTKpHBa ¢aMo KaTo rmokypoHar. Okono 29% oT A03aTa Ce eJIMMHHHPA, Ciel MeTabosin3upaHe BbB
pexanuure.

KunernuHata xkaptvHa Ha Humesynuj ocraBa HEINPOMEHEHA IIPH TO-Bb3PACTHH MALMCHTH Clel
npuiaraHe Ha MHTEH3IWBHU M HEKOJIKOKPATHH J03H.

B HHTEH3UBHO EKCNIEPUMEHTAJIHO H3CAEABAHE, MNPOBEACHO NPH NAUMCHTH C JEKHM A0 YMEpPEeHH
OEOpeuHH yBpexanus (kpeaTHHKHOB KWIHpbHC 30-80 ml/min), cpaBHeHU ¢hC 3ApaBH HOOPOBOINLHY,
BPLPXOBUTE MJIa3ME€HM HMBA Ha HuMe3yiua W Ha OCHOBHHS METabOJIMT He ca NO-BMCOKH TMpH
NALMEHTHTE C YBPEXKIAHMA, OTKOJKOTO NpH 3apaBute fobposonun. AUC u t1/2 f ca 50% rmo-
BUCOKH, HO BUHATH B PAMKHMTE Ha KMHETHYHHWTE cTOHHOCTH, Habmoaasanu npu Humesynua y 3apaBH
YyUaCTHHULIM.

[ToBTOpHOTO NpUeMaHe He BOJIH N0 KYMYJIHPaHE.

[IpeaknuuuYHM 1aHHH 32 Oe30NmacHOCT
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B13 OCHOB2 HAa KOHBEHLMOHAIHUTE M3NHUTBaHHA 32 (papMakoJIOorHyHa ©Oe3onacHocT, TOKCHYHOCT
cies MHOT'OKPaTHH A03M, [€HOTOKCHYHOCT H KapLUWHOIEeHEH MOTEeHLIMAN, NPEAKAHHUYHHTE JaHHHU HE
MoKa3BaT HHKAKbBE PUCK 3a 4oBeka. IIpn uscneaBaHMATA 33 TOKCHYHOCT CJiel MHOTOKPaTHH JO3M,
Humesynua nokassa racTpOMHTECTHHAIHA, ObOpeyna 1 uepHoApobHa TOKCHYHOCT.

[Ipn u3cleaBAHMATA 33 PENPOAYKTHBHA TOKCHYHOCT ca HabnionaBaHH eMOPHOTOKCHYHH M
TEpaTOreHHHU €PEKTH TP 3aMLIK, HO HE M NIPH [UTbXOBE, HAa J03H C HCTOKCMYHO 33 MaHKaTa HHBO.
[Ipy wibxoBeTe ce HaGIOJaBa yBelMuY€Ha CMBPTHOCT Ha HOBOPOACHHTE B PaHHHA C/IEAPOAWICH
nepuoa, a Hamesynua okazea oTpuUATENIEH €QEKT BLPXY IUIOA0BHTOCTTA,

GOAPMAIEBTUYHHU JAHHHN
CnuchbK HA NIOMOUIHHTE BeliecTBa

MaKpOroJLETOCTEapHUIIOB €TEP
3axaposa

JIAMOHEHA KuceJiMHa 0e3BoAHa
LlapeBHYHO HHLIECTE

TeYHa rjirKo3a

MOPTOKAiOBa €CEHIUA

HecbBMECTHMOCTH
He ca u3BeCTHH.
Cpok Ha roaHocT
5 roamun.
CnensanHHu yCJIOBUS 33 ChXPAHEHHE
To3u NexapcTBEH NPOAYKT HE H3MCKBA CNICIIHATIHH YCIIOBHA Ha ChXpaHEHHE.
CoxpaHsABaHTe JIEKapCTBEHHA MPOAYKT B OPUIrHHAJTHATA OTNAKOBKA.

JTa ce n3non3sa He3abaBHO CJIE OTBApAHE.

Bua B chAbpKAHHE HA ONNAKOBKATA

AymuH 100 mg rpaHynM ce J0CTaBg B JaMHUHHpaHO (anyMMHWH/XapTusa/NONMETHIIEH WU
anymMuHMil/xapTHs/nonverunes/Surlyn) catue.

Cawerara ca 10oCTaBeHHM B kKapToHeHa KyTHA X 6; x 9; x 14; x 15; x 18; x 30.

He BcHYKM BHJIOBE ONAKOBKM MOrar jia 0L4aT mycHaTy B nposaxcda.

Cnenna/iny npeanasHd MEepKH NPH H3XBLpJasiHe

Hsama cnelMansy W3UCKBaHHMA.

NMPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Anpxenuan @apma bonrapus EOQOO/]

yn. "Hukona Tecna” Ne 3,

611. Busnec Llentsp BCP Codus 1, eT. 4, oduc 401,
Codusa 1574, bunrapus

Ten.: +35929751395

HOMEP HA PA3PEILEHHNA 3A YIIOTPEBA
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NNOCJEXHA PEJAKIIMSI HA TEKCTA




