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KPATKA XAPAKTEPHCTHKA HA JIEKAPCTBEHUS IPOJXYKT

1. TbproBcko HaMMeHOBaHHeE HA JIEKAPCTBEHHUS NMPOAYKT
BIOLIN

BHOJIUH

2. KosmyecTBeH H KayeCTBEH CbCTAaB
Bceska Tabnerka ceabpka 100 mg nimesulide

3. JlekapcTrBeHna ¢popma
Tabnerku

4. KAMHMYHH JaHHH

4.1. TepaneBTHYHH NOKA3aHHA

JleyeHune Ha ocTpa 60JiKa.

[IbpBHYHA aUCMEHOpes.

Humesynnn TpsabBa na ce npeanucsa caMo KaTo JieuyeHue OT BTopa JTMHUA. Peuenuero aa
ce npeanuile HUMe3yJIMa TpsObBa Aa ce OCHOBaBa Ha OLIEHKaTa Ha 00IIMTe PUCKOBE MPH
OTAEIHUA NMauUeHT(BXK. TOYKH 4.3. u4.4.)

4.2.]103MpoBKa H HAYHH HA ynoTpeda
buonuH TpAbBa na ce U3nos3Ba 3a Bb3MOXKHO Haii- KpaThK MEPHO, CIIOpE] KIMHUYHATA
CUTYaLUA.

Bb3pacTHu ¥ aeua Haja 12 roaMilHA Bb3pacT
[lo I Tabnerka oT 100 mg 2 nbTH AHEBHO cliell XpaHeHe C yalla BOJa.

| epyaTpMYHU NALKEHTH
[Ipn repyaTpvyHHM NaUMEHTH HE Ce Hanara HamalsBaHe Ha fo3arta ( BXK. 5.2.)

[TlauueHTH ¢ 6B0peYHa HEJOCTATHYHOCT

[1pu naumenTH cbe cnabo 00 cpeaHo u3pazeHa ObOpeYHa HEJOCTATHYHOCT (KPEATUHHHOB
KIMpBHC OT 30 10 80 ml/ min) He ce Hanara KopurupaHe Ha no3ara. bUoiuH e
MPOTUBOMNOKA3€H IMpH TeXKa ObOpeyHa HeaocTaTb4yHOCT ( BX. 4.3. 1 5.2.).

YepHoapoOHa HEAOCTATBYHOCT
bHOJIMH € NPOTHBOMNOKAa3eH NpU YepHOAPOOHA HEJOCTATBYHOCT ( BXK. 5.2.).

4.3. IlpoTnBONOKAa3aHHUS
- CBpBbX4YBCTBUTEHOCT KbM HUME3YJIUA MJIH HAKOE OT MOMOLLHHUTE BELLECTBA.
- AHaMHe3a 3a peaKL1H a CBPbXXUyBCTBUTENHOCT (OpOHXOCNa3bM, PUHHTH,
YPTHKapHs) KbM aueTHJICAIMLMIOBATa KMCEIMHA UK APYTH HECTEPOMUIHH
MPOTHUBOBB3MAIUTEIHH.
- AHaMHe3a 3a XeNnaToOTOKCHYHH PeaKkLMH Cliefl IPUEM Ha HUME30JM - CHABD
NieKapCTBa. / "'q_‘f‘”‘ e N\
- AKTHBHA CTOMallHA MJIK JyeeHalHa A3Ba, aHaMHe3a 3a pefcypemnu pﬂre, [ e
raCTpOMHTECTHHAJIHO KbpBEHE, LiepabpoBacKyJJapHO KbpPBEHE, IPYro al{THBHD ﬁl{'ﬁphkhe mm‘ =

3a00JI1BaHUsA HA KPBBOTBOPEHETO. \ 2 \F¥Tnd /&




- TexkH KoaryiauydoHHH 3a00/1sBaHuA.

- Texka cbpaeyHa HEAOCTATBYHOCT.

- Texxka 6bOpeyYHa HENOCTATBYHOCT.

- YepHoapoOHa HEJOCTATBYHOCT.

- Jleua noa 12 roauMiiiHa BB3pacT.

- Tpetu TpuMecTbp Ha OpeMeHHOCTTa M KbpMeHe ( BX. 4.6. 1 5.3.)

4.4. CienHajJHH NPOTHBONOKA3aHHS H CMIELHAJHM NpeaAyNnpexIeHus 3a ynorpebda
PUckbT OT HexxenaHu edekTu Moxke na Ob1e HaMalleH, ako bruoauH ce u3non3Ba 3a
BB3MOXXHO HaW-KpaTbK NMEPHOI OT Bpeme

JIeuenuero ¢ buonux TpsabBa ga 6bae cnpsAHO, aKO HAMA NeQEKT.

MHoro psaako UMa CbOOLLEHHs, Y€ HUMEBYIU MOXE Ja NPEU3BHKA TEXXKH YEPHOAPOOHH
peaKkLUHH, BKIKOYUTENHO W (aTanHu cayyau (Bx. 4.8.). [Ipu nauneHTH, MpH KOUTO CE€ NMPOABAT
CUMIITOMHM Ha YEPHOAPOOHO Apa3HeHe (aHOpEeKCUs, NOBpblllaHe, rafeHe, abJoMUHAJIHA
00JiKa, OTNaAHOJIOCT, TBMHO YPHHA) WJIM NALMEHTH C NPOMEHEHH YEPHOAPOOHM
(yHKLMOHANHHU TECTOBE, TepanusaTa ¢ buonuH Tpsadea na 6bae cnpsHa. Ha Te3u nauMeHTH He
OMBa MOBTOPHO Ja ce AaBa HUMe3ynua. YepHoapoOHO HapylleHHe, B MOBEYOTO CIIy4Yau
00paTHMO, € HabJII0aBaHO U Clie] KpaTKO NpUeMaHe Ha JIEKApCTBOTO.

EnHOBpEMEHHOTO NpUeMaHe ¢ ApPYry XanaToTOKCHUYHHM JIEKapCTBa WK 3/10ynoTpeba ¢
aJIKOXoJ1, TpsA0Ba Ja He ce A0oMycKa 1o BpeMe Ha Tepanus ¢ bBUonuH, Thit KaTo TOBa MOXeE Ja
MOBULUM PUCKA OT XEMATOTOKCHYHOCT.

[lo Bpeme Ha TepanusTa ¢ buonuH, naumeHTuTe TpAbGBa Aa ObAAT NpeaynpeXxaaBaHy Ja He
npyeMar Apyru aHaaretuuu. EaHoBpeMeHHOTO npuemaHe Ha pa3nuuHd HCIIB He ce
penopb4Ba.

["aCTPOMHTECTHHAJIHO KbPBEHE WM yauepauus /nepdopaims MOrart Ja Bb3HUKHAT M0 BCIAKO
BpEMe€ Ha TepanusATa ¢ Uiy 0e3 npeaynpexxaaBalld CAMIITOMH MJIM aHAMHECTHYHHU JaHHH 3a
NpeAMIIHA raCTPOMHTECTHHAJIHM 3a00/15BaHUA. AKO Ce NPOSBU raCTPOMHTECTHHAITHO
KbpPBEHE WM yJaLepauus, Tepanusata ¢ buoaus tpadbea na cnpe. buonun Tpsadsa aa ce
M3M10J13Ba C BHUMaHHWE NPH NAaLUEHTH C FraCTPOMHTECTUHAIHU 3a00/11BaHH, BKJIIFOYHUTEIHO
HCTOPHA 3a NMENTUYHA A3Ba, FaCTPOMHTECTUHAIHA XeMOparus, yJIUEePaTUBHU KOJUTH UJH
bonect Ha KpoH.

[Ipy nauMeHTH ¢ peHajaHa UM CbpeyHa HEJOCTaTbYHOCT, TPsAOBa Ja ce 00pbla 0coOeHO
BHHMaHHE, TbH KaTO U3I10JI3BAaHETO HA bHONMH MOXe a AoBee N0 BJOLIABaHE HA peHallHaTa

GyHKuMs. AKO ce BIOLWIM peHanHaTa QyHKUHsA, TepanusaTa ¢ BuonuH Tpsadsa aa ce cnpe
(Bx.4.5.).

TbH xaTo broauH Moxe na npomeHu TpoMbouuTHaTa PyHKUHMA, TpAOBA A ce M3M0JI3BA C
0COO€HO BHMMAHHE MNpH NMaLMEHTH C XeMoparuyHa auaresa (Bx.4.3.). Tpabsa na ce uma
npeABH], Y€ bHOIHUH HE € NoAXO0AALl 3aMECTHUTEST Ha aLIETHIICAJIMLIMIOBA KUCEIHHA 3a
KapJAMOBacKyJiapHa NpoduIaKTHKa.

HCIIB Morar na Mmackupat Temneparypa cBbp3aHa ¢ 6acTepualHi MHMEKLHH.

H3non3BaHeTo Ha bUONMH MOXe 1a NOTHCHE PEPTUIIMTETA NPH JKEHHU U HE CE MPEROPHYBA-._
MPH XKE€HHU, KOUTO MpaBAT ONUT Ja 3abpeMeHeAT. [1pu xeHu ¢ npobieMHo 3&69emeﬁmﬂaﬂe N
WJIM TaKMBA NMOJJIEXALUU HA U3C/ieiBaHUA BbB Bpb3Ka ¢ 0e3rioaue, ce npenﬁjp't;'wa A8 G
cnipe npuema Ha Buonu ( Bx.4.6.). i/ = [ \ =




4.5. JlekapCTBeHH H APYrH B3aUMOJEHCTBHA

PDapmMaKOAHHAMHYHH B3aUMOAEHCTBHA

[TauveHTH Npuemalum BappapuH WK APYTrH OpajiHA aHTUKOAryJaaHTH WK
aLETUICAIMLIMIOBA KUCEIMHA, MOraT a UMAaT MOBULLIEH PUCK OT KbPBEHE, aKO NMpHEMaT H
buonun. CnenoBarenHo Te3u KOMOMHaALMKU He ce npenopbuBar ( Bxk.4.4.) U ca
MPOTHUBOTOKA3HH MPH NMALMEHTH C TEXKH KoaryJauMoHHH 3abonsaBaHus (Bx.4.3.). AKO
KOMOMHUpaHEeTO Ha BUOJIMH ¢ MO-rope CnoOMeHaTUTE JIeKapCTBa HE MOXe Ja ce u3berHe,
TpsAOBa peOBHO Ja ce NpociesBa aHTUKOaryjJaHTHaTa akTUBHOCT.

dapmakoauHaMHU4YHW/ GapMaKOKMHETUYHHU B3aUMOAEWUCTBUSA C AUYPETHLIH

[Ipu 3apaBu JOOPOBOJILIM, HUME3YJIHJL BpEMEHHO HamansiBa eekra Ha PypoceMHll BbpXY
HaTpueBaTa eKCKpeLMsa U B Mo-cyiaba CTeneH KaaMeBaTa eKCKpeuus U HaMansaBa
NUYPETUYHUSA OTTOBOP.

Ko-mMenukauusaTa Ha HUMe3yaua U pypocemua Boau ao HamansBaHe ( okono 20 %) Ha
AUC u KymynaTuBHaTa eKCKpeuus Ha pypocemMu ], 6e3 na noBiavsBa peHaHUsA KJIHPBHC.
EnHoBpeMEHHOTO npueMmaHe Ha buonuH u pypoceMua M3MCKBa BHUMaHWE NPU NMALHUEHTH C
Bb3MOKHA pEeHaJIHA WM ChpACYHA HEJOCTaThYHOCT, KAKTO € OMUCAHO B cekuus 4.4.

®apMaKOKMHETUYHHU B3aUMOJAECHCTBUA C APYIH JIEKApCTBA

HMma nannu, ye HCIIB nekapcTBara HaMansBaT KIMpBHCA HA JIMTUH, KOETO BOJM 10
MOBULIEHW HUBA U JIMTUEBA TOKCUYHOCT. AKO bUONIMH € npeanyucaH Ha MaLyMeHT npyueMalll
NUTHUHI, TpAOBA BHUMATENIHO Ja C€ MOHMUTOPUPAT JIMTUEBUTE HUBA.

[ToreHuManHu papMaKOKMHETUYHH B3aHMOAECHCTBHUA ¢ rTMOEHKNaMU I, TEOPHIIHH,
BapdapuH, IUrOKCMH, UUMETHAMH U aHTUELMIHH JleKapcTBa (T.e. KOMOMHaLMs Ha

aJlyMMHHEB U MarHe3MeB XMAPOKCH) ca u3cneasaHu in vivo. He ca HabnronaBanu
KJIMHUWYHO-3HAYUMMHU B3aUMOJEUCTBHUA.

buonuH uuxubupa CYP2C9. [1nazMeHuTEe KOHLUEHTpAUUHU Ha JIeKapcTBaTa, KOMTO ca
cyOcTpaTH Ha TO3M €H3UM Morat Aa ObaaT NOBUILIEHU KOraTo €AHOBPEMEHHO C€ NMpHeMa
buoJsuH.

Buumanue TpsabBa ja ce o6pblua, KOraro HUMe3yJu/ ce U3nosn3sa 24 yaca npeau uiu cien
MpUEMa Ha METOTPEKCAT, Thii KATO CEpYMHHUTE HMBA Ha METOTpPEKCaT Morar jJa Obaar
MOBUILEHU U J1a CE€ NMPOABAT TOKCUYHH €EKTH.

[Topaau edpexkTUTE UM BBPXY PEHATHUTE NpOCTarjiaHAuHH, MpocTarjaHIuH-CHHTETa3HUTE
HHXXHOUTOPH, KATO HUME30JIU ]I, MOXKE A C€ NOBULIM HEPPOTOKCUUYHOCTTA Ha LIMKJIOCTIOPHH.

EdekTd Ha aApyry gekapcTea BbpXy bUOIMH

[Ipu in vitro uscneaBaHus € yCTaHOBEHO, Y€ TOJIOyTaMHU I, CaIMLIMJIOBA KMCEJIMHA U
BaJINMPOEHAa KUCEIMHA MOraT Aa U3MecTAT bUOJIUH OT 3a/aBHUTE MECTa Ha MJa3MEHUTE
NMPOTEUHU, Bbrpekn Bb3MOXKHUTE €(PEKTH Ha HUBO MJ1a3MEHU NMPOTEHHH, TE3H
B3aMMOJICHCTBUA HE Ca NMOKa3alu KJIMHUYHA 3HAYUMOCT.

4.6. bpeMeHHOCT U KbpMeHe
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Kakro u apyrure HCIIB, Taka u BruonuH Moxxe 1a npeau3BHKa NpexaaBpeMEHHO 3aTBapAHe
Ha IYKTYC apTepHO3yC, NyJIMOHapHa XXUIMEPTOHUSA, ONTUTYpHs, OJTMFTOAMHHO3a, MOBHILEH
PHCK OT KbpBEHE, yTepUHHA MHHEPLIMA U nepudepHa eaema. CblueCcTBYBAT €AMHUYHH
CbOOLUEHHs 332 OBOPEYHA HENOCTATBYHOCT NPH HOBOPOJEHH Ha XEHH NpreMany BHonuH B
Kpasi Ha OpeMeHHOCTTAa.

H3cneapanusTa BbpXy 3aiiliM cOYaT aTUMMYHK PENPOAYKTHBHA TOKCHYHOCT ( BX. 5.3.) M
JIMNCBAT aIEKBaTHU JAaHHHW OT M3MOJI3BAHETO HA HUME3YTHA-ChAbPIKALIW MPOAYKTH MpH
OpeMeHHH xeHu. Clie0BaTeHO MOTEHUMANHUS PUCK 3a XOpaTa HE Ce 3HAE U He Ce
MpenopbpYBa NpeANUCBaHETO Ha HUME3YJIMA Npe3 MbPBUSA U BTOPUA TPUMECTHP Ha
OpeMeHHOCTTA.

KbpMeHe

He ce 3Hae panu buoauH ce excrperrpa ¢ MaitunHoTOMIsKO. He ce npenopbyuBa npueMaHeTo
Ha bHOJIMH M0 BpeMe Ha KbpMeHe NMopaH JIMICa Ha KIMHUYHHU JaHHHM.

4.7. EdpexTn BbpXy cnoco6HOCTTA 32 modupaHe 1 paGoTa ¢ MALIHHHM.

Hsma uscnensanus BbpXy edekrure Ha BUOIHMH BBPXY cnocoGHOCTTa 3a WwodupaHe UK
pabora ¢ MalMHU. [TauneHTHTe, KOUTO U3MUTBAT 3aMasHOCT, OTMYCHATOCT MJIN
CBHIMBOCT, ciel npueM Ha buonux He TpsabBa aa wodupar U paboTAT C MaLIKMHM.

4.8. HexkennaHM JieKapCTBEHH peaKLHH.

OnucaHuTe No-1011y HexenaHu edekTu ce 6a3vpar Ha JaHHU OT KOHTPOJIMPAHH KITMHUYHM
npoy4yBaHua™ (0kosi0 7800 nauMeHTH) U OT MOCTMAPKETUHIOBH MPOYYBAHHUS C HUME3YJTH-
CbAbPIXKalLUK NMPOAYKTH, KaTO ChOOLIABaHUTE Cily4Yau ce KNacupHUUMpAT KAKTO CJIeJBa: MHOTO
yecTu (>1/ 10); uectn (>1/100, <1/10); He-uecTu (>1/1000, <1/100); penku

(>1/10000, <1/1000); MHoro peaxu (<1/10000), BKIFOUUTENHO H30JIMPaHH ClTy4aH.

3a00JisiBaHUA Ha KpBBTA Penku AHemus*
EosuHopuamns*
MHoro peaku TpombouuToneHus
[laHuMTONEHUSA
[lypnypa
3abonsiBaHe HAa UMYHHaTAa Penku CBpBX4YBCTBUTENHOCT*
CHCTEMA MHoro peakd | AHadunakcus
MeTa0o0JIM3bM U XpaHeHe Penku Xunepkanemus*
[lcuxuatpuynu 3abonsBanus | Peaku TpeBoxHOCT*
HepBHocT*
Hounm koumapu™
HepBHa cucrema He-yectu 3amasHocT*
MHoro peaku ['naBobonue
CBHJIMBOCT
Enuedanonarus (CuHapom Ha Peid)
3a00nsBaHUA HA OYMTE Penku 3aMbIIeHO BHXKAaHe*
MHoro peaku HapyweHo BrxaaHe
Y1y v 1aOMpUHTHH MHoro peaku Bepturo
3a00J1s1BaHUA
CbpaeyHO- ChI0BH Penku Taxukapaus*
3a001sBaHuUA
BackynapHu 3a0onaBanus | He-uectn XHUnepToHus*




Penku

XeMmoparus*
dnykTyauus B KpbBHOTO HajsiraHe™
Tonnu BbaHK*

PecniuparopHu 3abonaBanusa | He-yectu HucnHes*
MHoro peaku AcTtMa
bpoHxocna3bm
CTOMalHO — YpEBHHU Yectu Huapus*
HapYyILlIEeHUA ["apene*
[lTospbLiane*
Heuectu CTOMalHO-YpEBHO KbPBEHE

J3Ba Ha ABaHAJECETONPBHCTHUKA H
nepdopauus

CromallHa s38a M nepdopauus
KoHncrunauus*

®natyneHuus*

["actpuTu*

MHoro peaku

AOG10MHUHaIHA O0JIKa
Hucnencus
CroMaTuTH

MeneHa

XenaroOuIMapHHU HapyLIEHHU,
(Bx. 4.4.

,CneuuanHu
npeaynpexaeHus’”)

YecTH

MHoro peaku

[ToBueHH YepHOAPOOHH EH3UMHU

XenaTtuTtu

@yIMUHAHTHU XeNaTUTH (BKJI.¢aTalHH
Cllyyam)

XbareHuua

XoJiecrasa

3a00/19BaHEe HA KOXKaTa U
[logkoXXHUTE ThKAHU

He-yecTHu

[Ipypuryc*
O6pus*
3acUJIEHO U3MOTABaHE*

Penku

Epurema*
Jdepmatutu*

MHOro peaku

YpTukapus

AHIMOHEBpOTHYHA €eMa

Enema Ha nuueTo

Eputrema myntugopme

Stevens Johnson cUHAPOM
TrxokcvuyHa enuaepMaliHa HEKpOoJIK3a

PeHanHu ¥ ypUHaIHH
3a00/19BaHUA

Penku

Husypus*
Xemarypusa*
3afpbxKa Ha ypuHa*

MHoOro peaku

buOpeuHa HeAOCTaTBYHOCT .
Onurypus /TN

O01u 3abonaBaHus

He-uyectH

UHTepcTULMANHN HePPUTH

Enema* /




Penku Hepa3nonoxeHue*
AcTeHus*
MHoro peaku | XMnoTepMHus
JlabopaTopHH Yectu [ToBHLIEHH YepHOAPOOHH EH3UMU*

4.9. Ilpeno3upane

Cumnromure cnen octpo HCIIB npeno3upaHne ce cBexaar A0: neTtaprus, 3aMasiHOCT, raiaHe,
MOBPBLUAHE M enuracTpyaiHa 0oJika, KOUTO OOMKHOBEHO ca 0OpaTUMHM MPH MOIbPIKALLO
nedyeHue. Moxe Ja ce nosiBU racTpO-UHTECTUHAJIHO KbpBEHE, XUINIEPTOHUSA, ocTpa Ob0peyHa
HEJOCTaTBbYHOCT, pECNUpPATOpPHA AENPECUS U KOMa MOrar Ja ce HabnroaaBaT Makap U psaako.
Cbo0liaBaHu ca aHapuiakTHYHM peakuuu npu npuemane Ha HCIIB B TepaneBTUYHU 403U M
CNI€J0BATEJIHO MOraT Aa Ce NpOoABAT W Npu npeao3upane. [1pu npenoszupane ¢ HCIIB
JICYEHUETO Ha MALMEHTUTE € CUMNTOMATHYHO W noabpixkaio. Hama cneuupuyHu aHTUIOTH.
HaMa naHHU 32 OTAE/NSHETO HA HUME3YJIMA Ype3 XeMoauManu3a, Ho 0a3upaiiku ce Ha (aKTa,
4ye HUME3YJIM] CE CBbpP3Ba BbB BUCOKA CTEMNEH C MJa3MEeHUTE NpoTeuHHu (10 97.5%),
Auanusara e/iBa Jii We € OT 3HaYeHUe Npu npenosupane. [Ipy naumeHTH NOTHPCHUIIH CrELIHa
nomouy A0 4 yaca ciej npego3upaHeTo, Mpeau3BMKBAHETO HA €EME3UC W/UJIM AaKTUBEH BBIJIEH
(60-100g npu BB3pacTHU) W/ UM OCMOTHYEH KaTapTUK, MOraT Aa UMmart 3HaueHue. PopcupaHa
AMype3a, allkaJIM3MpaHe Ha YpUHATa, XeMOAHaJIu3a UK XeMornepdy3us- HAMAT KIMHUYHO

3HaYE€HHUE NMopaau BUCOKOTO NMPOTEUHOBO CBbp3BaHe. TpabBa na ce MOHMTOPHUpAT peHalHara
1 YyepHOApoOHaTa QYHKLHH.

S. ®apMaKoOJIOTHYHH JaHHH

S.1. PapMakoAHHAMHYHH CBOHCTBA

®apmakoTepaneBTUYHa rpyna:
ATC kon MO1AX17

Humesynua cnaga kbM rpynarta Ha HECTEPOMIAHHM MPOTUBOBB3NAIUTEHHU JIEKAPCTBEHH
NpoayKTH. iMa npoTUBOBB3NMAIUTENHO, AHAINETUYHO U AHTUNMUPETUUYHO ACHCTBUE, KOETO CE
ABbJDKM Ha MHXMOMpaHe Ha eH3MMa LMKJIOOKCUI€Ha3a, KOMTO € OTrOBOPEH 3a CHHTe3a Ha
MpoCTarjaHJAuHHu.

5.2. DapMaKOKHHETHYHH CBOHCTBA

* Pe3zopbyus u buomparcghopmayus

Humesynua nobpe ce abcopbupa cnen nepopanHa ynorpeoda.

Cnen enHokpateH npueM Ha 100 mg HUMe3yIu1 MaKCMMaJIHU MJia3MeHH HUBa 3-4 mg/l ce
JI0CTUraT Mpu Bb3pacTHHU 3a 2-3 yaca. AUC = 20-35 mg/L/h. Hama craTMCTHYECKH 3HAYUMHU
pa3/MKH B T€3U nokaszaresnu U Te3u ciael 100 mg HuMe3yaua 2 nbTH JHEBHO 3a 7 AHM.
Humesynupa ce cebp3Ba 10 97.5% ¢ nna3zMeHUTE NPOTEUHM.

Humesynup ce metabynusupa BbB BUCOKA CTENEH B YEPHUA APOO MO HAKOJIKO IMbTHLUA,
BKIFOYUTENHO UUTOXpOoM P450 (CYP) 2C9. CnenoBareiHO ChLIECTBYBA MOTEHLMAJ 34
NIEKapCTBEHU B3aUMOAECHCTBUSA NMPHU KO-MEAMKALMSA C JIEKapCTBa, KOUTO ChLLO CE
metaboausupar ot CYP 2C9 (Bxk.4.5.). OCHOBHUS MeTabOJUT € napa-XuAPOKCH JEpHBaT,
KOWTO € U (hapMaKOJIOrHYHO aKTUBEH. BpeMeTo 3a nosiBa Ha TO3U MeTa OOJIMT B
LUMpKYyJlauuaTa e Kpatko (okoJjio 0.8 yaca), HO HeroBara KOHCTaHTa Ha oﬁpaayBaHe He ¢
BUCOKA M € 3HAUMTENTHO MO-HKCKa OT a0COPOLIMOHHATA KOHCTAHTa HAa HUME30JUA: - ““‘-'-f:;nh
XUIAPOKCUHUMEZYJIU] € €AMHCTBEHHUS META00JUT OTKPUT B MnjiasMaTa v € nhoﬂ Ham:.rmo
KoHtorupas. T1/2 e mexay 3.2 u 6 yaca. VS e N
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Humesynun ce ekckperupa riasHo ¢ ypunara (0kosio 50% ot npyerara no3a). Camo 1- 3%
C€ CKCKPETHPa KaTO HENPOMEHEHO JIEKapCTBO. XHUAPOKCUHUME3YJIH/, OCHOBHHA METaboHT,
C€ OTKpHBa CaMO KaTo ritoKypoHat, OkoJio 29% ot no3ata ce eKckpeTupa clen
MeTabonu3bM BBB (elieca.

(DapMakoKMHETHYHHUAT NPOQU Ha HUME3YIU] HE € NPOMEHEH MpH repuaTpuyHHU NalHeHTH
ClieZl OCTPO WJIH XPOHHUYHO NMPHJIOKEHHE.

[1pu ocTpo excnepuMeHTaHO U3C/eBaHE NMPOBEAEHO C NALMEHTH C JleKa 10 CpeAHO
M3paseHa ObOpeuHa HENOCTATBYHOCT (KpEaTMHMHOB KIMPBHC 30-80 ml/min) B CpbBHEHHE
ChC 37IpaBu JOOPOBOJILM, MAKCUMAJIHUTE MJIa3MEHH HUBA M TE3W HA OCHOBHHS METaGOIUT He
ca OM/IM NMO-BHCOKH B CPAaBHEHHE C TE3M MpPH 3[PaBUTE pnooposonuu. AUC u tl1/2 6era ca
61nu 50 % no-BUCOKM, HO BUHArW ca GUIM B paMKHTE HA KHHETHYHUTE HHBA Ha0r0AaBaHM C
HUME3YJHA NpU 31paBy 100poBoJILM. [TOBTOPHO NpHeMaHe Ha HUME3YJIHA He e
Npeau3BUKANIO KyMYJIepaHe.

Humesynua e npoTUBONOKa3aH Npu naLMeHTH ¢ YEepHOApOOHa HeAOCTaTbYHOCT (BXk.4.3.).

S5.3. IIpeAxkTHHHYHH JaHHH 32 6e30MacCHOCT

IIpeoxnunuunume dannu ne nokazeam Haxaxve cneyuguuen puck 3a xopama, basupaixu ce
HQ KOHEEHYUOHANHUME (YAPMAKONOZUYHU U3CIe08aHUS 3a BE30NACHOC, XDOHUYHA
MOKCUYHOCM, 2EHOMOKCUYHOCM U KAPYUHO2EHEH NOMEHYUA.

[1pu n3cnenBaHus 3a XxpOHHUHA TOKCHYHOCT, HUME3YIHL nposiBsiBa
FAaCTOMHTECTHHAJIHA,pPEHA/IHA U YEPHOAPOOHA TOKCUYHOCT.

TepaTroreHHocT

[Tpw n3cnenBaHus 3a penpoayKTHBHA TOKCHYHOCT, €eMOPHOTOKCHYHOCT M TEPATOr€HHH
eeKkTH (CKeneTHH MajndopmMaLru, QUIaTalus Ha LlepeOpallHM BEHTPYKOJIM) ca HabJIr0 JaBaHH
NPy 3aHLM, HO HE U NPH MIBXOBE, NMPH NMPUIAraHe Ha 031, KOUTO HE ca TOKCHYHM 34
Mai41HHA opranu3pM. [Ipu niabxose, € HabmOaaBaHa NOBMLIEHA CMBPTHOCT Ha
HOBOPOACHHUTE B paHHHWA MOCTHATAJIEH NEPHOJ U HEMU3Y/IUA NPOABABA HEXETAHH ePeKTH
BbPXY (pepTunuTera.

6. DapmManeBTHYHH JaAHHH

6.1. CnHCHK Ha NOMOLLHHUTE BELIECTBA H TEXHHTE KOJIMYeCTBA B mg/Tabaerka
JlakTo3a MOHOXHpAT
llapeBHYHO HUILECTE
MuKpoKpHcTanHa uenynosa
KoJsionaaneH cunmumes IByOKHC
MarHe3ueB creapar
XHUIPOKCUNIPONUIMETHI LIENYI032

6.2. DH3HKO- XHMHYHH HECHLBMECTHMOCTH
HsaMma ycraHoBeHH.

6.3. Cpok Ha roguocr 8
3 (TpM) roAMHM OT JaTaTa Ha NPOU3BOACTBO.




6.4. CneunanHu ycj10BHs 32 CbXpaHeHHe
Jla ce cbXpaHsaBa Ha CyXO0 M 3alMTEHO OT CBETJIMHA MACTO, Npu Temneparypa 25°C.
Jla ce cbxpaHsBa Ha MeCTa , HEIOCTBIHH 3a AeLa.

6.5. lanHu 3a onakoBKaTa
JBa unu tpu 6aucrepa PVC/ anymununeBo gponuo ¢ no 10 rabneTku B KapTOHEHA KYTHA.

6.6. IlpenopbkHu 3a ynorpeba
YnotpebsBa ce o JiekapcKo npeanucaHue.

7. HMe u aapec Ha NpHTeKaATE/sl HA pa3pelIeHHeTO 3a ynorpeba
MHBUOTEX OO/, bvarapusa, Copus 1000, yn. Tpuaguua Ne 5 A
Ten.: 987-95-37; ¢akc: 988-04-57; biopharm@mbox.infotel.bg

8. Perucrpaunonen Ne B perucrnpa no 41.28 or 3JIIIXM
Ne 20020709/16.08.2002 r.

9. /laTa Ha MbLPBO pa3pelieHHe 3a ynoTrpeba Ha JJeKapCTBEHHUS NMPOAYKT
Ne 11-5885/16.08.2002 .

JlaTra Ha nocneaHa peaakuMs Ha Tekcra 25.06.2012 r.



