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Komu4yecTREH H KAYEeCTREH ChCTAB
Besaxa tabnerka ehavpxa 100 mg Humesynua (Nimesulide )

[ToMOLIHH BEWECTBA ¢ H3BECTEH eheKT: IaKTo3a
3a M'bJIHKA CIIMCHK NOMOLIHHE BEUICCTBA, BUXK 6,

Jlekapcreena popma
Tabnerxa
benu/cBeTNOKBATH KPBIIN TADIETKA.

KIinauunu JanHu

TepaneBTHYIHH NOKAIANUS

Jleuesne Ha octpa Sonka. (ByxTe T. 4.2 ).
Hspauunba queMmeHopes.

Humesynun Tpadea ga ce npeanucsa caMo KaTo JeHCHHE OT BTOPA JIHHUA.
Pewrenunero aa ce npeanvwe Humesynun Tpsdea na ce ocHosaBa HA OUSHKA Ha ODLIMTE PUCKORBE
npy OTIENHHA naumeHT (BuxTe T. 4.3 n1.4.4 ),

HO03HPORKA M HAYHH HA APUIIOXKeHHe

Ayaud tabnerkn Tpadga aa ce npuiara 3a Bb3MOXKHO HaH-KpaThK NEPUOI OT BPEMeE, B 3aBUCHUMOCT
OT KIMHUUHATA CUTYaALIKSL.

MuHuManHara eekTHBHa J03a TPAOBA Na ce npunara 3a Bb3IMOXKHO Hal-KpaTKus 0epuos o1 BpeMe,
33 14 C& HAMAJIAT HEXKETaHUTE peakuny (BuxTe 7.4.4 ).

MakcumanHata npoaskuTeHocT Ha feuebnnd kype ¢ Humesynua e 15 auu.

3a Bb3pacTHU:
Humesynua rabnerin no 100 mg aABa NbTH JHEBHO Cliel] XPAHEHE,

[HaumnenTy 8 HanpeaHana BL3PacT. HPY TAX HE € HeoOXOAUMO Aa ¢e HAMa/IABa JIHEBHATa 4034 (BMIKTE
T.3.2).

Heua (noa 12 roavHu): Aynva 100 mg tabneTkn ca NpoTHBONOKA3IAHW MPH Te3d NAUHEHTH (BHKTE
CHULO cexuus 4.3). |

Mnagexs (ot 12 go 18 roaunn): na Hazara Ha KWHETHYHAS NPOQHUN NPU BE3PACTHUTE M Ha
(hapMakOANHAMHYHKHTE XapaKkTepucTUkH Ha Humesynua, ne e neobxoauma npoMsiHa Ha
AO3UPOBKATA IPH TE3W NALMEHTH.

Nauuentn ¢ yepeneHa 6uOpeuna dyHkiMg: Ha Oazata Ha dapMakOKMHETUKATA, He ¢ HeoOX0aUMO
IOHMIKCHUE HA QO3NMPOBKATA NPH NABUEHTH € NeKo 10 cpenyo 6udpeuno yrpexaarHe (KpeaTMHUHOB
knupbHe 30-80 ml/min); mokato Humesynua rabnerkd e nNpoTUBONOKa3aH B CAyuyad HA TeXkKa

INaymwenty ¢ HapyuwieHa uepHoapodHa dyHkuma: ynorpebara Hw
MPOTHBONIAKA3aHA MPH NAUMEHTH C YepHOAPOOHA HEAOCTATHYHOCT (BHIKTE T

HNporuBonokazanus
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o [launeHTy cbC CBPBXUYCTBUTENHOCT KbM HAMESYIIHA HIIH KbM HAKOW OT EKCUHNUECHTHTE.

e [laumeHTM ¢ aHaMHECTHYHM [aHHHM 33 peakudd Ha CBPbXYYBCTBUTENHOCT (HAMp.
OpoHXOCMA3bM, PHHUTH, YPTHUKApHA) KBM aUueTHICATMUKUIOBA KHCENHHA WKW KbM APYrH
HECTEPOUAHH TPOTUBORBINAIUTENHY JIEKAPCTBEHH IPOAKTH.

¢ [laumeHTH ¢ aHAMHECTHYHY JaHHM 3a XCMATOTOKCHYHHM peaklinu KbM Humesynua.

e EaHOBpeMEHHO TMIpUNOKEHHE ¢ JPYrd {IOTEHUHANHO XENAaTOTOKCHYHM JIEKapCTBEHU
BELLECTBA.

o  ANKOXOMH3IBM, JICKAPCTREHA 3@BHCHMOCT,

AHaMHe3a 3a CTOMalWHO-UPEBHO KbPBEHE UK nepopaliys, CBbP3aHH C NPEANILHA TEpanUa
¢ HCIIBC.

e AKTHMBHA A3Ba Ha CTOMAaxa MWAW ABAHANECETONPBLCTHUKA UNH AHAMHE3a HA peurigvBUpalla
A3BA/KPBLBOMBNIMBH HA/OT XPAHOCMHWIATEIHUTE OpraHM (JBa MM NOBEYE U3ABEHH €nUzona
Ha A0KAa3aHO 00pa3yBaHe Ha A3Ba WM KbpBEHE).

¢ llepeOpoBackynapHo KbpBeHe WM APYNo aKTUBHO KbPBEHE W/ HApYLUEHHUA CBBP3AHH C

KbpBEHE.

[laureHTH ¢ TEHKKH CMYIUEHHS B KPBBOCHCUPBAHETO.

ITarnenTH ¢ TeXKa ChpaeyHA HEJOCTATHEYHOCT.

[MatenTy ¢ Texka 6b0peyHa HEJOCTATBYHOCT.

HepHoapobHa HeloCTATBYHOCT.

[ManenTy ¢ NOBULIEHA TEMNEPATYPa W/HIIM IPHIIONOAOOHH CUMITTOMM.

Heua noa 12 roayHu.

TpeTu TpumecTbp Ha OpeMeHHOCTTa ¥ NPU KbpMmere (BikTe T. 4.6 1 5.3).

4.4 Cnenuaany DpeynpexAeHus H NPeINa3sHi MePKH NpH ynorpeba

EanorpeMmenHara ynorpeba Ha Humesyaun ¢ apyru HCIIBII, BknroudTenHo UMKNOOKCHTEHA3a-2
CENEKTUBHU MHXUONTOPK, He ce npenopbusa. B nonbaHeHwe 0o BpeMe Ha nedenue ¢ Humezyawa
nauMeHTHTE TPaOBa Aa ObaaT ChBETBAHM A C€ BB3AbPIKAT OT ynorpedara Ha APYrHM aHATITETHLIM.

Hexenanure nekapcTBeHM peakudyd worat ja Onaar HaManeHW KaTo 3a KOHTPONHpAaHe Ha
CHMITOMUTE Ce yrnoTpebska Bb3MOKHO HaW-HHcKaTta edexkTvBHA [03a 3a BBIMOXKHO Hall-KpaThbk
CpOK OT Bpeme (BHxkTe T. 4.2).

Jleuenuero Tpabea ga OLAe npekpareHo, ako He ce HabntoaaBa NonoxUTeNneH edekr.

Yeproopobuu peakuuu

B peaxu cayyan € yCTaHOBEHO, 4e€ HHMe3ynua € cBLp3aH CbC CEPHO3HH YePHOAPOOHU peakuiu,
BKJIIOMUTENHO MHOTO PEAKH Cny4aHn ¢ daraileH U3XoAR (BukTe cbluo cekuna 4.8). Nauuenru, npu
KOWTO ¢e HalsOAaBaT CHMMTOMH CBOTBETCTBAlLM Ha 4HEPHOAPOOHO YBPEXKIAHE TIO BpeMe Ha
neyenue ¢ Humesynua (Hanp. anopexchs, raieHe, noppbijane, OONKM B KOpeMa, yMOpa, TbMHA
YpHHa) MR nalHenTh, YUUTO TECTOBE MOKA3BAT aHOPMANHA PYHKLMS HA vepHus apol, Tpadsa Ja
NIpeKpaTar neyeHuero. Tesnm nauMeHTH He TpsAOBa aa ObLAAT mopnaravy OTHOBO HA JIEYEHHE C
Humesyana. HMMa cpollieHus 3a yBpexkaaHe Ha 4YepHus Apod CJIeA KPaTKO fpUeMaHe Ha
NEKAPCTROTO, B MOBEUCTO Cliyuan odpaTumo.

Hpu nosulasane uwa reMneparypara /v NpH NoABa Ha rPUNONOA00HH CHMITTOMH NMPH NALKEHTH,
npveMawi Humesynua, aeyeHrero TpadBa J1a ce NpeKkpaT.

[acmpounmecmunannu peakuuu
CromauiHo-upesHo KbpBeHe, o0pazyBaHe Ha fA3Ba M nepdopaumnd: cvobinasa ¢
YpeBHO KhpBEHE, 0bpasysaHe Ha A38a M nepdopalyms, KosTo moxe na 6wae ¢
HCIIBC, no Bcako speme Ha Tepanusta, ¢ UK 0€3 npeaynpeauTesHd CUMITTO
CTOMAIHO~-YPeBHM 3aD0NsBaAHKA.
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PUCKLT OT CTOMALIHO-YPEBHO KbpBeHe, OOpasyBaHe Ha s3Ba MM Nepdopalns ce MOoBHLIABa C
yeenudasane Ha no3ute Ha HCIIBC npv nauneHTH ¢ aHamuesa 3a si3Ba, 0co0EHO aKo € YCIOKHEHA ¢
KpbBOW3NUBR WK nepdopanus (BukTe pasaen 4.3) ¥ 1Ipv MaudeHTH B HanpeaHata Bb3pact. Tezu
NaIfWEHTH CJEARa Aa 3allOYHAT NEYEHUE ¢ BBIMOMKHO Hall-HHCKATa J103a.

KomGunupana Tepanifs Cbe 3aLHTHW areHtd (Hanp.  MUKONPOCTON  MNM MHXHOWTOPHM Ha
NPOTOHHATA TOMMNA) € TOAXOAALLA 32 TE3M [AUMEHTH, KakKTO W 33 NalMEHTH, HyKAAClIH ce OT
CLIYTBTCTBALLM MalKW 003W aCIMPUH WIM APYrd JIEKApCTBEHH CpPEACTBa, KOMTO Ouxa MOIJIM Aa
NOBHLUAT CTOMALLHO-UPEBHHUA PUCK (BIXKTE NO-n0ay u 4.5).

[TaurieHTH ¢ aHaMHE3a 33 CTOMALUHO-YPEBHA TOKCHUHOCT, 0cODEHO B HaMpeaHana Bb3pacT, cleasa
na cbo011aBAT 33 BCHUYKUA HEOOHYaHHH KOPEMHH CHMITTOMY (0CO0EHO CTOMAUIHO-4PEBHO KbPBEHE) H
0coDEHO B HAYaNHUTE CTAAMK HA JICUYEHHE.

CromMauHo-4peBHO KbpBEHe wnn obpazysane Ha A3Ba / nepdopaums MOXE aa ce NMOSBH MO BCIKO
BpEME Ha NedeHueTo ¢  uad  0e3  npeaynpeauTeNHA CUMNTOMH UMM aHaMHe’a Ha
racTPOMHTECTHHANHU 3ab0IgBaHuA. AKO C€ MOABY CTOMALIHO-YPERHO KbpBeHe UIH 13Ba Humesynun
Tpabea ga Obae cnpsH. Humesynua ciieapa Aa ce npujara ¢ NOBHIUCHO BHUMAHHE MPH MAUMEHTH
CbC  CTOMAUIHO-YpeRHH  3a0OnsABaHUA, BKIOYUHTENHO  aHaMHEe3a Ha  nenTu4Ha  A3Ba,
raCcTPOMHTECTUHANHO KbPBEHE, S3BEH KONMWUT MiiM 6onect Ha KpoH.

[MauvenT, nNpueMalld CHOLTCTBALA MEAMKAMEHTH, KOWTO OWxa MOriaW Aa MOBKLIAT pHCKA OT
oOpa3yBaHe Ha A3Ba WM KbPBEHE, KATO HANp. NEpopanHH KOPTHKOCTEPOUAH, AaHTHKOATY1aHTH KaTo
saptapun, ceeKTHBHH MHXMOWTOPH Ha oOpaTHWA 3aXBaT HA CEPOTOHMHA MIH AHTH-TPOMOOLIUTHH
areHTH KaTo aciypHH, cneasa na 6baat NOChRETBAHKW Aa Ca BHUMATENHU (BWKTE pa3nen 4.5).

[1Ipn mosiea Ha CTOMAIUHO-4PERHO KbpBEeHE WAM oOpa3yBaHE Ha $A3Ba fIPHU MALUUEHTH, NMpHEeMalllH
Humesynua , neyenueTo cneasa aa ce npeyCcTaHOBH,

HCIIBC cneapa na ce naBart ¢ NoBHLUEHO BHHMAHKE HA NALIMEHTH ¢ AaHAMHE3a 332 CTOMAIIIHO-YPEBHH
3abonsBaHHa (a38€H xonnt, Oonect Ha KpoH), TbH KATO ChCTOSHUETO UM MOJKE Aa CE BIIOLIM (BHXKTE
pazaen 4.8 — HexkenaHt peakumu).

[TaumenTH B HarnpeaHana Bb3pacT. NpH NaUMEHTUTE B HafpedHana BL3pacT ce Habnwaaea
YBLJIMYEHA YeCTOTa Ha Hexenanute peakuwd kbm HCIIBC, no-cneuydanHo cToMalLHO-YPEBHO
KbpBeHe W nepdopaumns, KOUTO MOraT aAa Obaat gparanyu (sBuxkre paszaen 4.2).

CreaoBaTeHo € HeoOX0AUMO NMOAXOAAINO KIHHHYHO NpocneaiBaHe.

Kapouosackynapru u uepefpoeackyaapru peakuyuu

Heobxonumo ¢ ga ce ocurypd noaxoasilo HabmwojeHHe W CbBET 3a MALMEHTH ¢ aHaMHe3a 3a
XMNEPTOHMA W/ MAK JIeKA OO0 YMEpPEHAa KOHreCTHRHA CbpJ€4YHa HEAOCTATLYHOCT, TbH KaTO KMa
ChOOLUEHMSA 38 OTOLUM U 3aAPbIKKa Ha TCUHOCTH, CBbp3aHM ¢ aevenuero ¢ HCIIBC.

KnynHnuyny npoyusaHys n eNMMAEMHUORONWYHK JaHWK oka3sart, ye ynorpedbara Ha Hakou HCIIBC
(0cO0EHO BBbB BHCOKH AO3M U NpPH FPOABIKUTETHO NPHIOKESHUE) MOXKe Ja Obe CBbp3aHa ¢ JeKo
MOBHILEH PHCK OT apTepHanHd TPOMOOTHYHHM CBOWUTHA (HanpuMep MHOKapAeH HHGAPKT HAH
HHCYNT). HAMa A0CTaTBYHO JIaHHY, 34 1a C€ W3KJIOUYM TaKbs pHCK npy Humeaynua.

FTauMeHTH ¢ HEKOHTPONHMPAHA XUMSPTOHUS, KOHTECTHBHA CBpIeH4HA HECAOCTATHYHOCT, YCTAHOBEHA
CXEMUYHA QonecT Ha cbpleTo, 3adongBaHe Ha nepudepHUTEe apTepuy W/KUIK MO3BLUYHO-CbAOBA
bosect Tpabga xa ce aekysar ¢ Humeaynua camo cnea BuumarenHo obmucasHe. Takosa oOMucgHe
TpsiOBa na ¢c€ NpasH Mpely 3aMo4BaAHE HA ABNTOCPOYHO JIEYSHHUE HA MAUMEHTH ¢ PUCKOBH (haKTOpH 3a
CBPACYHO-CBAOBH  CHOMTHR  (HAnNp.  XWNEpPTOHWA,  XMICPJIMMHOEMHs, 3axapedH  Auaber,
TEOTIGHOTIYLLIgHE).

Toin kaTo Humesynua moke na noenusie Ha QPyHKUMATA HAa TpoMOOUMTUTE
M3MOJI3BA BHUMATE/HO NPH NALMEHTH ¢ XEMOParWuHa auaresa (BHKTE ¢
Humesynua He €  3amMecTUTeNl Ha aleTHUNCanMUMIOBATA  KHCEIHWHA
npoduNaKkTHKA.
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byopeunu peaxyuu

Iipy naumesT™H ¢ OBLOPEUHO MK ChPASHHO YBpEXKIAHEe Ce HIUCKBA OCODEHO BHMMAHHE, ThH KATO B
peaynTat Ha ynorpebaTta Ha HuMesynnn moxke Ia ce HabnofaRa BiomaeaHe Ha OnOpeunara
dyHxums. B cnyuad Ha BiowasaHe JieueHUeTo TpAOBa na 6bae npeyCcTaHOBEHO (BUXKTE ChLIO CeKLIMA

4.5).

Koxcuu peakuunu

Muoro pAaako ce crobiIaBa 3a CEPHOSHH KOKHH PEaKLH, HAKOH OT TaX GaTaiHi, KaTo excoaupal
AEPMaTUT, CUHAPOM Ha Stevens-Johnson M TOKCHYHA ennaepMaliHa HEKPOJH3a, CBbpP3aHH C
uanonzsanero Ha HCHBC (Buwkre paznen 4.8). [lo-BucOk puck OT Te3n peakuuu ce Habmoaaea B
HA4AJI0TO HA TEpAruaTa, KaTo B MOBCYETO C/Iyvad peakuMaTa ce MpOABABA B PAMKHUTE HA MbPBHA
Mecely oT JieueHueTo. [lpuemsbT Ha Humesynua cneasa nAa ce NpeycTaHOBH MpU MbhpBa NOABa Ha
KOXKEH OOPHB, paHH NO JIMFraBULIATA WK APYTY NPHU3HAIM Ha CBPbXYYRCTBUTEIHOCT.

CwobiasaT ce cliyyad Ha JOKaIU3MpaH KOXKEH OOpWB OT JIEKapCTBA M MEOHKAMEHTH [MPH
Humeszyaun. Humesynua He TpsbGea pa ce mnpuiara OTHOBC NpH TIALMEHTH ¢ aHaMHe3a 3a
JIOKANU3NPAaH KOXKEeH oOpHB OT IEKapcTBa U MEAWKAMEHTH, CBbP3aH C HUME3YIH (BX. TouKa 4.8).

Penpoodykmueru hyrxyun.

Ynorpebara Ha Humesynna moxke aa yBpenr penpoayKTHBHAtTa (yHKLWA TIPH KEHH U HEe ce
MPEeNopbUBA MPH JKEHH, KOWTO C€ ONMTBAT Aa 3adeHaT. [lpu >keHw, u3nuTBallu TPYAHOCTH NPH
3aueBaHe WM NMOAOKEHH HA HacHeaBaHe 3a He3Uioaue, ce PEnopbyBa NpeKnpCsale Ha ynorpebarta
Ha Humezynna (Buxre cekuua 4.6).

AynuH 100 mg Tabnerxkyd CcbhAbpXKa JIAKTO3a, CEAOBATERHO NALUMEHTH C PEAKH HACIEeICTBEHH
npoOneMH Ha rajakTo3Ha HENOHOCHMOCT, Lapp nakrtazeH Ae(UUMT HAM MIIOKO30-ranakTo3Ha
manabcopbuuna He TpadBa fa mpuemar TOBa NeKapcTRO.

JlekapcTBe¢HH ¥ APYrH POPMHA HA B3anMoOAeHCTBHE
dapmMakoAMHAMUYHK B3aUMOIEHCTBUA

Hpyru HecTeponaHu npothBoBL3nanureHy cpeacrea (HCITBC):

KomGunauvd w©Ha Humesynua Ttabnetkn (Bmkre cekuus 4.4.) C  Apyru  HeCTepOMIHH
NMPOTUBOBBLINANUTENHY JIEKAPCTBA, BKIIOYMTENHO aueTUICATHUMAOBA KHUCENWHA, APEANACBAHH B
NPOTUBOBBINAIMTENHM J03H (= |g Karo eAHOKpaTeH MNpHeM WiaH > 3g KaTro AHEBHA 103a) HE Ce
fipenopbLYsa.

KopTukocteporau:
IloBHIUEH PUCK OT CTOMAILHO-YPEBHO KbPREHE UNH 00pa3yBaHe Ha a3eU (BHKTE T. 4.4).

AHTHKOAryiaHTH:

HCTIBC Moxe na sacunar edexta Ha aHTHKoarynaHture, karo sapdapud (Bwkre pasaen 4.4).
llaunentu TpeTHpaHu ¢ BapgapvH, Mn1M noAo0HM AHTHMKOATYNAHTH, ca U3JIOKEHW Ha MOBHLUEH PUCK
OT YCNOMHEHWA ¢ KbpBeHe npd ynorpeda Ha Humesynua. 3atosa Tasm koMOuHAuMs He ce
MPenopbYBa (BUXTE ChIO cekums 4.4.) W € NPOTUBONIOKA3aHa NPU NALUEHTH C OCTPY CMYUIEHHS B
KPLBOCLCHPBAHETO (BUAKTE CblO cexuud 4.3). Ako koMOMHauuaTa He MoXke jJa Obae W3beruHara,
aHTUKOAryJaHTHaTa AeHHOCT TpaOBa na Objae cnefeHa oTonus30.

AHTH-TPOMDOLIMTHH AI'CHTH U CENEKTUBHK HHXHOUTOPU Ha oOpatTHUA 3axBaT Ha cepoTonuna (SSRI):
MOBHLIEH PUCK OT CTOMAIUHO-YPEBHO KbpBEHE (BUKTe pasnen 4.4).

JHypeTHUH, HHXHWOMTOPH Ha aHrMOTEH3MH-KOHBEPTHpawMs eH3uM (A
aHrHOTEH2HH 11 anTarouncT (AllA):

HCIIBC Moxe na Hamanat edpMKacHoCTTa Ha AUYDPETHUMTE U HA APYTH Ne
KpLERHOTO HanAarane. Ilpy Hakou nauuenTH ¢ HamaneHa 6bOpeuHa hyHKUUS
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NMALMEHTH WIK XOpa B CTApYecKa Bb3pacT ¢ HapyweHa 6b0pedna pyHKUMA), ETHOBPEMEHHHUAT [IPHEM
Ha ACE sHXHOUTOp M MHXHOWTOPH HAa LUKIO-OKCHICHA3aTa MOraT Aa AO0BEAAT A0 MPOrpecHpallio
BnouiapadHe Ha ObOpeuHata OQYHKUMA, BKIIOYUTENTHO OO0 BEPOATHOCT oOT ocTpa Onbpeuna
HEJIOCTATLYHOCT, KOATO OOMKHOBEHO € 00paTHMa.

[lospata Ha Te3M B3aUMOAEHCTBUA clieBa la c€ MMa MPEABUA NPH MaUWeHTH, KOMTO Tpabea aa
npuematr Humezynua zaeano ¢ ACE uwHxubutopn uaum AllA. ETo 3amo tazd kombuuauud ot
NeKapcTBeHH NPOAYKTH TpadBa Nla ce Jasa NpPeANasnuBo, OCOOECHO Ha MALHEHTH B HanpeaHana
Bb3pacT. [TaunenTute cneasa Aa ObaaT aodpe xuaparupaHd ¥ Aa ce aHanHu3ypa HeodX0AUMOCTTa OT
npocneaspaHe Ha ObOpeunaTa PyHKUMA NPK 3aMOUYBAHE HA CLBMECTHATa TEpanua W NMEPUOIHHHO
crea TOBa.

MDapMaKOKHMHETHYNKM B3auMoaedcTeua: BaugHue Ha Hwumesynua_ sbpxy dapMakoKnHeTMKATa Ha
APYrH JEKAPCTBECHU MPOAYKTH

Dypo3eMUA:

[Mpu 3apaeu uHauBnau Humesynun Hamansara edexra Ha DypozeMu BLPXY OTAENAHETO HA HATPUH,
H B M0-MA.1Ka CTENEH, BLPXY OTAENNHETO HA KATHHA U peyurpa AHYPETHUHHA eEKT.

B pesyarar Ha eAHOBPEMEHHOTO npuemaHe Ha Humesynua v Dyposemus ce Habnoaapa
Hamanasane (¢ okono 20%) Ha AUC, kakTo H 10 KyMYJIaTHBHOTO OTAensHe Ha Dypozemug, 6e3 aa
ce MOBNHse HEroBHs OBOpeUYeH KIHMPBHC.

Enunospemennara ynotpeba Ha dypozemun v Humesynun taboeTky U3NCKBa BHUMAaHUE [MIpH
MalHeHTy, NPeIpPa3noJOKEHU KM DHLOPEUHU W ChbPACUHH CMYILEHU, ONMUCAHU B cexkumi 4.4,

JInwTHii:

YCTAHOBEHO €, Y€ HECTEPOMAHWUTE NPOTHROBBIMAIUTC/IHA CPEACTBA HAMANABAT OTAENAHETO Ha
JIMTHH, B pe3yJITaT Ha KOETO C€ MOBMIUABAT NJa3MEHUTE HHUBA M TOKCHYHOCTTA Ha JIMTHH. Ako
Humesynu TabneTkd ce npeArivile Ha NMaLMeHT, NOAJOXKEH Ha JIMTHEBA Tepalus, KOHUEHTpauUaTa
Ha TUTHHA TpADBa pe/IOBHO Aa ce NMpocneassa.

HoteHuunasHUTE GapMaKOKHHETHYHU B3aUMOACHCTBUA ¢ raubeHkiamMua, TeoduauH, sapdapuH,
JMTOKCHH, LUWMETUAWH W AHTHALMHWA cpeacTBa (Hanp. KOMOMHALUS HAa ANYMMUHMEB C MArHe3veR
XUAPOKCHI) CbLIO ca n3chneapaHu in vivo. He ca na0niopaBaHH HHKAKBU B3aMMOZEHCTBHA C
KIWHHWYHO 3HAUCHHE.

Humesyana nuxndupa CYP2CY. [nazsMennTe KOHUSHTpaMH Ha JIEKAPCTBA, KOUTO ¢a cyOCTpaTH Ha
TO3W €H3UM, MOMAT Aa € YBENUYAT NpH eaHoBpeMenHaTta ynorpeda ¢ Humesynua rabnerka.

Tpadsa na ce o0bpHe cneuuanHO BHUMAaHHe, ako HuMesysiua e u3fmom3Bad no-maiko ot 24 4aca
NPedn WK Cle] JIeYEHHE ¢ METOTPEKCAT, 3aul0TO CepYMHOTO HHMBO HA METOTPEKCAT MOKE Aa ¢e
YBENYH, a CNEAOBATEIIHO B TOKCHYHOCTTA Ha JIEKAPCTBOTO Chill0 MOXKE Aa HapacHe.

3apann edekra cu BbPXY ObOpeUHHUTE MpoCTArnNaHAMHHA, UHXHMOHTOPHTE HAa NPOCTAraHAHHOBATA
cuiTe3a, kato Humesyaua, Morat aa yBenvyat He)POTOKCHHHOCTTA HA LIHKJIOCMOPHHHTE,

DapMaKOKHHETUMHH _B3aUMONCHCTBUSA: BIMAHWE HA APYrd _JIEKAPCTBEHW NPOAYKTH BBPXY
drapMakokuHeTuKaTa Ha Humesynuna

HUscnenraHug UH BUTPO MOKa3BaT WaMecTBaHe Ha Humesynua or mecrara Ha CRbp3BaHe OT ¢TpaHa
Ha TONOyTaMU/, CANMLMIOBA KHUCENUHA W Bannpoesa kuceauHa. Ho Bbnpeku Bb3MoxkeH edekT
BLPXY MNA3MEHWTE HUBA, TE3U B3aHMOACHCTBUS HE €A C JIOKA3aHO KIIMHMYHO 3HAUEHHUE.

4.6 bpemenHoCT H KbpMeHe

Ynorpebara Ha Humesynua TtabneTkn € MNpPOTHBONOKAa3zaHa Ope3 TPeT
bpemMeHuocTTa (RukTe 4.3).

[lonoOno na ocrananure HCIIBC, Humesynaun Tabnerku He GuBa aa ce npw
ce na 3abpemenedr (Buxk. 4.4).
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B3npenaTcTBAHETO HA CHHTE3a HA NPOCTAMIAHAHH MOXCE Jla HMMA HEraTHMBEH €(eKT BBpXYy
OGpeMeHHOCTTa H/HIH Pa3BHTHETO HA IUIONA.

Pesynrarure OT EMHAEMMONOTHYHH H3CIABAHMA MOKA3BAT NMOBHILICH PHCK OT CIIONTaHEH abopT U OT
cppAeuda MandopMalMd H racTpOIIM3MC CNeJ H3NOM3BaHe HAa MHXMOMTOp Ha CHHTE3a Ha
MpPOCTArNaHAHMH B HayanHwsi cTaaui Ha OpeMeHHOCT. AOCOMOTHMAT PHCK OT CHLPAEYHH
mandopmalMe ce noexasa or nox 1 % po okono 1.5 %. Cumra ce, 4e PHCKBT Ce yBe/IHYaBa C
yBeNH4YaBaHe Ha A03aTa H POJBL/DKHTETHOCTTA HA TEpPAITHATA.

[Ipy XUBOTHHTE NpHEMAHETO Ha MHXHOHTOPH Ha CHHTE3a Ha TpOCTarJaHgBH [pPOBOKHpa
NOBMINABAHE Ha Npel- H ceA- MMIUIAHTAIIMOHHATA 3ary6a H CMBPTHOCTTA Ha IUTOAA.

OcBeH ToBa ce ¢hoOmasa 3a YBeJIMUECH Opoif clydad Ha paziHYHH MangopMaipH, BKIOYMTEIHO
CBPICYHO-CHAOBH, NMPH JKHBOTHH, HA KOHTO B NIEPHOAA Ha OPTAHOTCHE3A Ca NPHIOKEHH HHXHOUTOPH
HA CHHTe3a Ha NPOCTariaHiHH.

HscnenpanausTa Ha 3ailjy TOKA3BAT aTHIIHYHA PENPOAYKTHBHA TOKCHYHOCT (BIDKTE CEKUHA 5.3), HO
HAMAa Ha pa3nolIoKeHHe JOCTATHYHO JaHHM 3a ymorpebata Ha HuMesyann Tabnerk, OT OpeMeHHH
xKeHH. Taxa ye MOTeHIHAIHHAT PUCK 34 XOpa He € YCTAHOBEH ¢ TOYHOCT, 3aTOBA HE C¢ Mpenophiba
NPeAMCBAHETO HA JIEKAPCTBOTO IpE3 INbPBHTE ABS TPHUMECEYHA HA OpeMEHHOCTTa, OCBCH B
CIYJaHTe, KOraro € a0ComoTHO HeoOXoaumMo.

Ot 20-ra recTalHiOHHAa ceaMMUA Ha OpeMEeHHOCTTa, HaTaThK ynorpebara Ha AynvH 100 mg
tabeTku MOXKe Jia HPHYHMHH ONMMIOXHAPaMHHOH B pe3ynrar or On0peuna aucdyHKUMS Ha ILTOAA.
ToBa Mo:Ke A2 BE3HMKHE HEIIOCPEACTRBEHO Clie]] 3alIOUBAHE HA TeUEeHHETO U OOHKHOBEHO € 00paTHMO
cnen npexparasaHeTo My. MMa crobineHnd 3a cTecHABaHe Ha ductus arteriosus C/IeA JeHeHue Mpes
BTOPHS TPHMECTEP, MOBEYETO OT KOMTO OTMHHABAT CJIE/ MpexpaTsBaHe Ha JeyeHHeTo. [1o speme Ha
TBPBHA H BTOPH TpHMECTHp Ha OGpeMeHoctra, Aynun 100 mg Tabnerku He TpaOa Aa ce npunara,
OCBEH aKo He € a0COMOTHO HEOOXOAHMO.

Axo AynuH 100 mg TabneTk# ce H3MON3BA OT XEHA, KOATO C€ ONMTBA Ja 3a4YeHe HIH MO BpeMe Ha
TBPBOTO M BTOPO TpuMecedds Ha OpeMmeHHOCTTa, no3ara TpiGBa na Obae HuHCKA W
NPOABL/IDKHTE/IHOCTTA Ha JIeYeHHe clefBa Ja Opae BE3MOKHO Hali-kpatka. TpaOsa na ce obmmucn
aHTEHATATHO HAGJIONEHHE 32 ONMIOXMAPAMHHMOH H 32 CTecHABaHe Ha ductus arteriosus crieq mMpHeM
Ha AyxuH 100 mg TabneTkd B NpOoABIDKEHHE HA HAKONKO OHH ciex 20-Ta recrauMoHHa ceaMHIIA.
TpaGpa xa ce npexpatu npueMa Ha Aynus 100 mg TabneTky, ako ¢ YCTAHOBH ONHIOXHAPaMHHOH
WIH cTecHABaHe Ha ductus arteriousus.

IIpes TperoTo TpHMeceyHe Ha OpeMEHHOCTTa, BCUYKH HHXWOHTOPH Ha CHHTE3a HA MPOCTAraHIHH
MOTAT 1A H3J10KaT

® IUIOOET HA PHCK OT:
- cBpreuHo- GenoapobHa TOKCHYHOCT (HpexIeBpeMEHHO CTeCHABaHe/3aTBapsiHe Ha boramopus
xaHaM ¥ SeoapoOHa XUIIepTEH3us );
- 00peuna auchyHKUMA (BX. NO-TOpeE);

e MaiiKaTa M HOBOPOJAEHOTO, B Kpasa Ha OpeMEHHOCTTa, Ha PHCK OT:
- BB3MOKHO YABJ/DKABAHE HA BPEMETO 33 KbPBEHE M aHTH-TpoMOOUHTEH e(eKT, KOHTO MOoXke 1a ce
MPOABY ROPH NMPH MHOTO HUCKH JO3H,;
- TIOTHCKAHE HA MATOYHHTE KOHTPAaKLMH, KOETO BOJH A0 3a0aBsHe WIH YALIKABAHE Ha POAHIHHA

Tpouec.

Ero 3amo Humesymup tabnerku € mpordBonokasaH IIo BpEME Ha TPeToTo TPHMECEYHE Ha
OpeMeHHOCTTA.

Hsama gannn manu HuMezynup ce oTAens B Mai9HHOTO MIIAKO.
HuMesynuz € MpOTMBOMOKA3aH MPH KbpMeHe (BHKTe Cexuuu 4.3 | 5.3).

Bangnue BLPXY cniocofHocTTA 33 Modupane # paboraTa ¢ MAIIHHA
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CHLHINBOCT cien yrnorpebara Ha Humesynua tpadBa a ce sn3abpykar OT wWwodHpane U padota ¢
MALLHHU.

Hexeann 1eKapcTBeHH pPeaAKIHH

a) Obmo onucanmne

KAMHWUHM NpOy4BaHHMA M €NHIEMHONOrHYHY JaHHM Tokassar, 4e ynotpebara Ha Hskou HCIIBC
(0c0o0eHO BBHB BUCOKH [103H W TIPH MPOLb/KHTENTHO NPUIIOIKEHUE) MOXKe Aa Obiae CBbp3aHa ¢ neko
[MOBHLUIEH PHCK OT apTepHaliHK TPOMOOTHUYHK CbOUTHA (HANPHMEP MHOKapaeH HHQAPKT WY
MHCYIT) (BHXTE cekunn 4.4).

HMma crollieHua 3a eaeM, XHIEPTEH3UA H CbPAeUHA HEOCTATHYHOCT BbB BPb3KA ¢ NMPUIOKEHHE Ha
HCIIBC.

JloknagBaHK €a MHOrO peaKH CJlydyad Ha KOXKHH PEaKUHH, BKIKOYMTENHO CHHAPOM Ha Stevens-
Johnson 1 TOKCHYHA eENUAEPMANTIHA HEKPONH3A,

Hati-uecro HabnogaBaHWTE HEXETaHM PEAKIIMH ca FACTPOMHTECTHHANHU MO XapakTep. Moxke aa ce
NOABH TMENTHYHA f3Ba, nepgopalms HAH raCTPOMHTECTHHANHO KbPBEHE, NOHAKOra (QaTajHH,
NPCANMHO NPH NMAUMEHTH B HanNpeAHana Bb3pacT, MOXKe Aa ce ciyuH. (BHKTE pazaen 4.4).
CroOluaBa ce 3a yjuepaTMBed CTOMATHUT, raieHe, NoeBpbuiaHe, abaoMuHanHa Oonka, mencHa,
anapHd, ¢paaTyaeHuMs, KOHCTHNAaUKA, AMCIENncHa, XemaTemesa, ekzauepbauus Ha KonuT U Honect Ha
Crohn cnepn npuem (Buxte pasnen 4.4).

[Mo-psaakoe ce HadArOAaBa racTPHMT.

6) Tabnnna Ha HekeTAHH JIEKAPCTBEHH PeAKIHH

HacToq1uaT CNUMCLK ¢ HEXENanu ASKapCTBEHH peakuuu ce 0asvpa Ha AaHHW OT KOHTPOJIMPaHH
KIMHUYHY fipoyuBaHus (npudnvzutento Ha 7800 naumeHTH), KaKTO U OT NOCT-MAPKETHHIOBO
Npoy4BaHe, KaTo NoMyHeHHTe pedy/ITaTH ca KiacuQuuupan o CReaHHA HAUYHH:

mHoro vectd (>1/10), uectn (>1/100, <1/10), Hedectu (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); muoro peaxkn (<1/10,000), BKIKOUYHTEAHO HAONHPAHHU CAYYAH.




Hapywenun na kpvema Penxy AHemua*
Eozunodmnus*
Muoro peaku | Tpombouutonenns
[laHudToneHa
[lyprrypa
Hapywenua na umynnama cucmema Penku CBpBbXYYyBCTBHTENHOCT™
Muoro peakd | Anadunakcus
Hapyuienun na memabdoausma u Paako Xunepkanuemua*®
xXpanenemo
Hcuxunnu napyuenns Penku besnokoiicrpo*
H3nepseHoct™
Korumapu™*
Hapywenun na nepenama cucmema HeuecTn 3amagnocT¥
Muoro penku | I'nasobonue
CHHAHBOCT

Enuedanonarus (Cunapom Ha Peit)

Hapymenun na ouume Penku 3amMbIriieHO 3peHHe™
MHoro peaky | HapymeHo 3penne
Hapyuienust na yxomo U aabupunma Muoro peaku | BueHe Ha ¢BaT
Copoeunu Hapywenun Penkn Taxukapaus*
Crooen napyuienun Heuectn XunepreHua*
Penxn KpbBouznup*
Hecrabunnocr Ha KpPBbBHOTO
Hanarane*
[‘open BLaHu®
Pecnupamopuu napyuiernus Heuectu Hucnues™*
Muoro peaku | Actma
bpoHxocnazbm
CrmomMauino-4pesni Rapyuienun Hecry Huapus®
["anene*
[ToBpbuiane™®
HeuecTn 3anek*
G aatyneHups™

| aCTPOHHTECTHHATHO KbPBEHE
Hyonenanna sq3ea u nepdopaums
Cromaiuna a38a W nepdopatus

Mmnoro peaky

Kopemny 0onku
[acTpur®
Aucnencus
CromaTut
Menena

Xenamobunuapuu HapyueHus
(srkre 4.4.”Cnenyannu
NPeaAYNPeXASHHUS 1 MEPKHU 34
yonorpeba”)

Yectu

Hosuuienu yeproapodbiu enzumu™®

MmHoro peaku

Xenarur
DOyIMHUHAHTEH XenaTuT
(BKJl. CMBPTHM CIIyYaH)
Awnrenuua

Xosiecrasza

Hapywenun na koycama u
ROOKONCHAmM( MmbKan

HeuecTi

[Tpyputyc*
O6pus*

3acUAeHO H3NOTIRAH

Peaxu

Epurema*
Hepmatur*




Mnuoro peakn | Vprukapus

AHTHOHEBPOTHYEH OTOK

Jvues 0TOK

Myntudopmera epuTeMa

CuaunpoM Ha Stevens Johnson
TokcHUHA eNMUIECPMAaTHA HEKPOMH3a

C HeussecTHa | Jlokanusnpan  KokeH oO0puB  OT

4yecToTa nekapeTea U MEAWKaAMEHTU (BIK. TOUKA
_ 4.4)
Hapywienua na 6vopeyume u Penku Huzypus*
FLUKOYHIME T T Xemarypus™

Muoro peakn | brbpeuHa HeaoCTATBLYHOCT
3aapbikKa Ha ypuHa*

Onurypus
HHTepcTHUWATCH HEDPUT
Obuwu napyuwienun Hewectu Eacma*
Peaxn du3pvecko HepasnonoxeHue™®

O6wa duzuyecka ornagHanoct™*
MHoro peakn | XUINnoTepmmisg

*yecrota, Ha3upana Ha KTMHUYHKUTE
NPOyY4BaHUS

Coolluasate Ha MOACIUPaHH HEKENAHH PEAKLIMH

CrobiuapaneTe Ha MOJO3HMPAHH HEXKENAHW peakuud cieja  pa3pellaBaHe 3a  ynotpeba Ha
NEKAPCTBEHUA MPOAYKT € BAKHO. TOBA NMO3BOJABA Ad POABLIKY HADAIOACHHETO HA CHOTHOLIEHHUETO
ON3a/pUCK 3a NeKApCTBEHUA NMPOAYKT. OT MEAUUMHCKHMTE CAELMANUCTH ¢¢ W3HCKBA 1a ¢ChOOIABaT
BCAKA NMOAO3NPAHA HEXENAHA peaklMs Ype3 HallMoHANHATa cUcTeMa 3a chobwarane: Hanbiadurenya

areHuma Mo Jjexapcersata, yia. Haman Ipyes Ne8, 1303 Codus, ten.: 359 2 8903417, yeGeaiir:
www.bda.bg.

4.9 IIpeno3upane

CamnaroMuTe ciel OCTPO  MNPEAO3IMpaHe C©  HECTEPOWAHH TPOTHROBLINANUTENHH CPEACTBa
OOMKHOBEHO CE CBEXAAT A0 NETApris, 3aMAdHOCT, rajede, NOBpbUiaHe, OOIka B eNUracTpHyMa,
KOUTO NO OpuHHUMI ca obpaTMMu  clled MeAuuMHCKa foMoul. Moke aa ce HaGnoaasa
FAaCTPOMHTECTHHATHO  KbpBeHe. M3BeCcTHM ca  cnywad Ha XunepTeHsus, ocvpa ObbOpeuna
HEJIOCTATHhYHOCT, PECIIMPATOPHA AEMPECUS KU KOMA, HO TE Ca MHOTO PAJIKO cpellaHd. YCTaHOBEHH ca
H aHAQUIAKTOWIHH Peakuvy Clea TEpaneBTHYeH MPHEM Ha HECTEPOHUHH MPOTHBOBL3MNAIMTEIHH
CpeAcTBa, KaTO TE MOTarT /a ¢ce HabNoAAaBaT ClSa Npefo3Mpade.

Csrea npeaosupane ¢ HECTEPOHAHN NPOTHBOBLINAMTEIHN CPEACTBA, HA NALMEHTHUTE Tp0Ba Ja UM
Oble OKazaHa CHUMITOMATHYHA W MENWUMHCKA nomoi. Hsima cneuwduunn awtunoru. He
CbILECTRYBA WHOOPMALIMA OTHOCHO OTCTpaHABaHeTO Ha HuMesynmua upe3 Xemogvanuza, HO
OCHOBABAMKM €€ HA BHCOKATA MY CTENeH Ha CBLP3BAHE C mnazMedHu nporewHu (1o 97.5 %), Hama
roJ1siMa BEPOATHOCT AHANM3ATa Aa € OT NOA3a NPH Npeaosupare. [IpeansBUKBAHETO HA MOBPBILAHE
wwvny aktuser Bbrsied (0T 60 10 100 g npu Bw3pacTH) w/win ocMOTHUHM chabuTennn cpeacrsa
MOTaT aa ObAAT Npeanucaly Ha NauveHTy 4 yaca cnej NOTMBILAHETO, NPH KOUTO ¢& HAabnoaaBat
CBOTBETHUTE CHUMOTOMM KW KOMTO <€a TNOENH TroNsiMa CBPbXA03a. 3acuieHara /Hypesa,
ANKaNU3HPAHeTO HA YPHHATA, XEMOJHAAH3aTa WIK XeMornepdy3na Morar Jia ¢e oKaxaT Oe3none3Hu

nopasy BUCOKOTO MPOTEMHOBO CBbp3saHe. bhOpeunaTa u yepnoapodHaTa dyukuns Tpabsa na oOvaar
HabnoaaBaHu 0TOIU30.

5 ©APMAKOJOTHMYHHA JAHHU

5.1 PapMakoaAuHAMKYHM CBOHCTEA
dapMakoTepaneBTUYHA rpyna:
ATC knacuduxaumna: MOTAXI7
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3.2

3.3

6
6.1

CnucebK HA NOMOIITHYTE BEIECTRA

Humezynuil e HectepoMaHo nporueosbananutendo cpeacrtso /HCIBC/ ¢ ananretuunn
AHTHOIHPETHYHI CBOHCTBA, KOETO AeHCTBA KATO MHXUDOMTOP HA €H3UMMa LMKIOOKCHreHa3a Ha
NPOCTArnaHAWHOBHS CUHTES.

PapMakoKHHETHYHH CBOMCTBA

Humesynna ce abcopdupa nobpe, npueman mepopanno. Cred enmndqHa ao3a or 100 mg
Hume3yaua npu Bb3pacTHHTE C€ NOCTUra BbPXOBO MJ1a3dMeHo HUBO ot 3/4 ml/l cnen 2-3 yaca. AUC
= 20 - 35 mg hL. He e nyabmoparana HHMKAKBA CTATUCTHUSCKH 3HAUWMA PA3THKA MEXAY
nocoveHuTe pe3yatati U Te3u cnea 100 mg, npuemMann 2 0bTH AHEBHO B MPOALIKEHHE Ha 7 JHY.

Cebpapare a0 97,5% ¢ nnasMeHu MPOTEUHH.

Humesynun ce Merabonnsypa eKCTEH3HWBHO B YEPHHS ApoD, cleaBailki MHOTOOPONHU MBTEKU, BKI.
Huroxpom P450 (CYP) 2C9 wuzoeHznmu. Taka uve HMa NOTEHUMANHA Bb3MOXHOCT 3a
B3AMMOJCICTBHE HA JEKApCTBOTO NpH edHOBpeMeHHaTa ynoTrpeda Ha JNeKapcTea, KOMTO ce
meTabonusupar upe3 CYP2C9 (suxk cekuvs 4.5). OcHOBHUAT METabOMHT € NApaxHAPOKCH NCPUBAT,
KOHTO € Cbilo GapMakoordiHo akTUBEH. BpeMeTo 10 nogsaTa Ha T03H MeTabOoNUT B LIMPKY/ALHATA
¢ kpaTko (okono 0.8 yac), Ho hopMHpalmaTa My KOHCTaHTa He € BUCOKA M € 3HAYWTENHO No-HKCKA OT
abcopbupawiata koHeranTa Ha Humesynua. XuapoKCHHUMEIYIMABT € €AUMHCTBCHUAT METalOmuT,
OTKPHUT B NNA3MaTa W € NoUTH u3nano xoHtorupad. /Tv/ e mexay 3,2 1 6 uaca.

Humeszynui ce ekckpeTHpa rrasHo B ypuHara /cpeano 50% ot npueraTa no3a/.

Camo 1-3% ce u3xsbpna B HenpoMeHeHa dopma. XWIPOKCHHUME3YIIHA, OCHOBEH METabONWT, ce
OTKpHBa caMo KaTo rmoxyposar. Okono 29% oT aoszara ce eTMMUHUpa, ciel MeTabonusnpaHe BbB
hexanuumre.

Kunetnunara kapriiHa Ha Humeaynua ocrapa HENpOMEHeHA NpW MO-Bb3PAacTHH MAUMEHTH Clieq,
NpUNaraHe Ha UHTEH3UBHU H HEKOJIKOKPATHN J03H.

B HHTEH3HBHO EKCIIEPHMEHTANHO H3CAEABAHE, NPOBENEHO SIPY DALMEHTH C JICKW A0 YMEPEHH
6BOpeyYnn yBpexaanus (KpeaTunuHos KaupbHe 30-80 ml/min), cpaBHeny cbe 3apaBy 100pOBONUMK,
BbPXOBUTE TUIa3MeHH HUBa HAa Humeszynua M Ha OCHOBHUSA MeTaboJIMT HE Ca TO-BUCOKH [PH
MaLuMEHTHTE C YBPEAAAHUA, OTKONKOTO Npu 3Apasure gobpoeonud. AUC wu t1/2 8 ca 50% no-
BHCOKH, HO BHHAr'W B PAMKHTE HA KUHETHYHHTE CTOHHOCTH, HabmogaBanu npu Humesyana y 3apasu
YHACTHILM.

[MopTopHOTO NpUEMaHE HE BOAKW 10 KYMY/IHPAHE.

HuMesyaua € npOTHBONOKA3aH NPM NAMEHTH ¢ wepHoApoOHa HeAOCTAaTHYHOCT (BHK cekuus 4.3).

IIpeaknunaydan 20N 322 0€30NACHOCT

Bb3 OCHOBa Ha KOHBEHUMOHANHWTE W3MNWTBAHUA 3a (hapmakojsorwuha 6€30MacHOCT, TOKCHYHOCT
CJIEA MHOTOKPATHU 4034, FEHOTOKCHYHOCT M KAPLIMHOTEHEH NMOTeHLaN, NPeJKIHHUYHUTE JaHHU HE
NnoKa3BaT HUKAKbLB PHCK 3a 4osexa. [lpy u3cneaBaHHATA 32 TOKCUUHOCT CNEJ MHOTOKPATHH JO3M,
Humesynana nokasea racTpovHTecTiHamHa, 0s0pedHa 1 HepHOAPOGHa TOKCHIHOCT.

Ipun wu3cneaBaHusTa 3a penpoAyKTUBHA TOKCHMYHOCT ca HabnonaBaHu eMOPHOTOKCHMUHM K
TEPATOreHHU ePEeKTH NIPH 3aliK, HO HEe U NPU IUTbXOBE, HA J03U ¢ HETOKCHYHO 3a MalKaTta HHMBO.
l[Ipn nabxosere ce HaOmoAaBa yBenMyeHa CMBPTHOCT HA HOBOPOAEHUTE B PAHHMS CiepOAUIEH
nepuoa, a Humesynna okasea orpuuareneH epexy BbpXy nioA0BHTOCTTA.

PAPMALEBTHYHY JAHHH

Tabremxuy:

HATPHEB NOKY3aT
XUAPOKCHNPONMUALENYR03a
AAKTO33 MOHOXHAPAT
MHUKPOKPUCTANHA LIENyno3a
HATPUCR HUUIECTEH IUKONAT
XHAPOTEHUPAHO PACTUTENHO MACIO




MarHe3ver creapar

6.2 HecnBMecTUMOCTH
He ca u3BecTHM.

6.3 Cpox HA roaAHOCT
5 rO/AWHA.

6.4 Cuennanny ycnoBHs 3a chXpaneHue
To3u NpoOAYKT HE M3UCKBA CTICLUATHU YCTIOBHA 34 CbXPAHEHNE.

6.5 lanun 32 onakoBKATA
Aynun 100 mg tabnetku ce aoctaes B PVC/anyMunuit Gnucrepy, nocTaBeHn B KapTOHEHA KYTHS,
ceAbpkalna 6, 9, 10, 15, 20 unun 30 tabnetku.
He BcHukH BHOOBE OMAKOBKKM Morar ga 0baar nyCcHaTh Ha nalapa.

6.6. Crenuajiy npeanasHd MEPKH TIPH A3XBbPJISHE
Hawa cnenyaniy wiucKBanms

7. IIPUTEXATEJN HA PASPEINEHHUETO 3A YHOTPEBA
Anpxennan Oapma boarapus EOOJ, 6yn. “Acen Hopaaros™ 10, Codms 1592, bbarapus

8. PEIMMCTPALIMOHEH HOMEP 9600168

9. JATA HA ITBPBATA PETUCTPALIUSI/TIOJHOBSIBAHE HA PETHCTPALIMATA
13.08.1996
04.08.2608

10. TTOCJIEAHA PEJAKIIASI HA TEKCTA




