KPATKA XAPAKTEPHCTHUKA HA ITPOOYVKTA

IBUNIN
UBYHUH
PR
.  HME HA JIEKAPCTBEHHS IPOIYKT . LoPc.. "
DATA L/
[bunin 400 mg film-coated tablet "_'...._A..T‘ﬂ ,._.{ e

Woyunr 400 mg drnmupana tabnerka
2. KAYECTBEH N KOMTMYECTBEH ChCTARB
Beaxa punMupana tabneTka cbaspska 400 mg uSyupodes.

3a ITBJIHUA CIHUCHK HA MOMOIIHUTE BELeCcTBAa, BIKTE TOUKa 6.1,

1

3. JIEKAPCTBEHA ®OPMA

OunMupand TabneTkH.

400 mg TabreTku:
benu, oanHU, ABOHHO-U3NBKHANK GUIMUPAHU Ta0JI€1KH, ¢ NeAUTEHA YePTA OT €AHATA CTPAHA.

Tabnetkara Moke ma 6bAe pazfeneHa Ha ABE PABHU ITOIOBHHH.

4, KIAHWYHU JAHHHA
4,1 TepaneBTHUHH MOKa3aHUHA
JIexa no ymepeHa Oonka, Hamp. mpy ri1aBo0onue, BKIKOYHTENHO MHIPEHO3HO I1apobonue, 35006071
[TepBHUUYHA AHCMEHOpES.

DeOPHITHU CHCTOSAHHA.

4.2 J03MpoBKAa B HAYNH HA NIPHJIOKEHHE

HexcenanuTte nekapcTBeHY peakUyy MOTAT Aa €€ HAMAIAT 40 MHHHMYM, KATO CE& H3MOA3Ba Hal-HUCcKaTa
e(EKTHBHA 032 B NPOABDKEHHES HA Hall-KPaTKUS Iepuol, HeoOX0HM 32 OBA4ASBAHE HA CUMOTOMUTE (BHIK
T. 4.4). TO31 NeKapCTBEH IIPOAYKT € MpeJHa3zHAYEH 32 KpaTKOTpaliHa yroTpela, He MoReue OT 7 JHMU.
HeoOXxoanMa e KOHCYNTALns C neKap, B ciiydai 4e CHMITTOMHTE TIPONLIDKABAT WM C€ BOLIABAT.

Jozara Ha HOYTIpOdheH 3aBHCH OT BB3PACTTa ¥ TEJNECHOTO TETNO Ha NMALHEHTA.

Tabnerkata TpadBa aa ce mpuema ¢ Jaina BoJa 110 BPpeMe WK ¢JIef] XpaHeHe.

Hexa oo ymepena 6oaka u pebpunrnu cocmonrun
Bw3pacmuu v ronowwu nad 12 200unu (240 kg): yy
200-400 mg kaTo eNHOKpaTHA 032 YUTH 3-4 [ThTH JHEBHO [Ipe3 HHTEPBaa OT 4 10 6 vaca, ﬂoanﬁé&

MUTPEHO3HO ritaBodosike € 400 mg endokpatHo, Npu HeobxomumMocT 400 myg npes uHTepean df 43
MakcumMandaTa JIHeBHA A03a He TpiOBa na Hansuimasa 1200 mg, =




Heya na 6vspacm 6-12 200unu(>20 kg).
Hena Ha 6-9 ronuxn (20-29 kg): 200 mg -3 obTH IHEBHO Npe3 HHTEPBAT OT 4 10 6 yaca.
MakcumanHata JHeBHA 403a He TpaOBa 1a HageHwasa 600 mg.

Heua Ha [0-12 roaunn (30-40 kg): 200 mg 1-4 obTy AHEBHO pe3 UHTePBRaI oT 4 70 6 yaca.
MaxcumasHata AHeBHA f03a He Tpsbpa ga HanpHiuaea 8§00 mg.

Ihvpeuuna oucmeHopen
Bvapacmru u desotiky nao 12 2o0unu.

200-400 mg 1-3 npTH THECBHO Npe3 HHTEPBA OT 4 10 6 yaca. MakcumarnHata JHeBHa 1o3a He Tpabpa na
Haasumaea 1200 mg.

Hayuenmu ¢ Hanpeoraa av3pacm

Hecrepouanute nporusopb3naintenHu cpeactea (HCIIBC) tpabra ga ce npuiarar ¢ noBHIIEHO BHUMAaHHE
[IpY MALMEHTH B HATIPETHANIA BB3PACT, KOUTO €A NO-CKIOHHH [1a PA3BHAT HEXKEIAHH IEKAPCTBEHH PEAKLIHH H
[IpU KOUTO MMa TTOBHUIIEH PHUCK OT NOTEHUMAIHO (aTalleH CTOMAUIHO-YPEBEH KPBBOUINKB, yALEpaLMa HiTH
nepdopauus (Bixk T. 4.4). AKo e HeoOXOIUMO eueHHe, TPAOBa Ja ¢& W3MON3Ba Hak-HHUCKATa 032 B
MPOABIDKEHHE HA Hal-KpaTKUsS EPHO, HEOOXOOMM 3a OBllaAsBaHe Ha cuMIToMHUTE. JleueHHeTo TpsdBa oa
ce MIOIUIAara peIOBHO HA MPEeoLeHKa U 1a OBJe NpeycTaHOBEHO, aKO He ¢e HaOsioAaBa NoaoOpeHHe 1
HACTBIH HEMOHOCHMOCT KbM JIEKAPCTBOTO.

Yapeoena 6vopeuna pynxuun

[Ipy NaLMeHTH ¢ IEKO A0 YMEPEHO yBpekiaHe Ha GrOpeyHaTa QyHKLHS, A03aTa Tpabsa Aa ObAC BB3MOKHO
Haii-HHCKA M J1a ¢e MpH/Iara 3a Bb3MOXKHO Hali-KpaTKus Hepuo, HeoOXOanM 32 0BIa/IBaHE HA CUMITTOMUTE,
KatTo ChIIEBPEMENHO € HeoOXOAMMO Ja ce cileny 6vbpeunara QyHKUHA (32 TTALHEHTH C TEXKO YBpeIeHa
6b0peyuHa QyHKUKA BIDK T. 4.3).

Yepeoena 4epHOOpoOHA (DYHKIUA

ITpu MAIMENTH ¢ IEKO A0 YMEPEHO YBpeXKIaHe Ha YePHOAPOOHATA PYHKIAA, N032Ta Tpadra 1a Ovae
RBIMOKHO Hal-HUCKA W A ce MIPIIIara 3a Bh3MOXKHO Hali-KpaTKUs NepHOo, HEOOXOAHNM 34 OBIIAJSBAHE HA
CHMITOMMTE, KATO ChUIEBPEMEHHO € HeoBXOIMMO fa ce cleay YepHoApoOHaTa QyHKUMA (38 MAUHMEHTH ¢
TEXKO YBpeAeHa ueproaApoOHa QyHKIHA BHXK T. 4.3).

4.3 IIpornBonokazanuns

H6yHuA € TPOTUBOIOKA3aH ITPH NMALUHEHTH ChE!

- CBPBXUYBCTBUTEIHOCT KBM aKTHBHOTO BEHIECTBO MM KBM HAKOE OT MOMOLIHKUTE BELLECTRA HA
HNoyHuH

- MpeqHILHY PeaKLy Ha CBBPXUYBCTBATEIHOCT (HATIPUMEpP aCTMA, PHHHT, YPTHKAPHA Wi aHruoeaem)
KBM AleTHACATHIMIOBA KuceanHa wi Apyry HCTIBC

- AaHAMHE3a 33 CTOMALIHO-YPEBEH KPBBOW3IHB WIH niepdopatiii BbB BPb3Ka ¢ MPEAMICCTBALLA TCPATTHS C
HCIIBC

- AKTHBHA MENTHYHA 93Ba/KPBBOM3IHB WM aHAMHE3a 33 [OBTApAIIA ¢ MENTHIHA 384/KPBBOH3THB (1BA
HiTH 1TOBeYe H3ABEHH €NM3044a Ha JOKa3aHa yaluepauus Wi KbPBEHE)

- Te)KKa YepHOAPOOHA UMK TexXKa OBOpeYHa HEZOCTATHYHOCT

- TeXKKa ChPAEYHA HEAOCTATHYHOCT HAH KOpOHapHa 00/ecT Ha ChpUETO

- OCAEAHOTO TPHUMECeUHe OT OPEMEHHOCTTa (BiLK T. 4.6)

- IHAUUTEIHA ACXHAPATALHA {MPHYKMHEHA OT NOBPBLUAHE, IUAPHS HIIH HEAOCTATHYEH NPHEM Ha
TEYHOCTH )

- LepeOpoBacKyIApHU HIH APYTH aKTHBHH KPBBOUITHBY

- HaPYUIEHHS B XEMOTIIOe3aTa ¢ HEU3BECTEH [IPOH3XO/I I o

. {eila oA 6 rOOMIUIHA BB3PacT. e Ly N
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bonunTe 0T acT™Ma TpABBa Aa ce KOHCYATUPAT ¢ ReKap Mpequ a4 npueMaT HOyTpodeH (BHK TO-70aY).

Hezxenanure nexapcTBeHH peaklMH MOraT 1a ce ¢BeJaT 1o MHHHMYM, @KO Ce H3Moa3Ba Hali-HHCKaTa
e(heKTHBHA 1034 B MPOABIKEHHE HA BB3IMOMHO Hall-KPATKHA CPOK, HEOOXOOHM 3a OBI4IBAHE HA
CUMITTOMHUTE (BHX T. 4.2. H FaCTPOHHTECTHHAIHHUTE U CBPIEUHOCHIOBH PHCKOBE no-10.1y ). Ilauueuture.

JJEKYBAHY NPOIBIAKHUTEIIHO BPEME C HECTEPOUAHHA [IPOTHBOBBINATUTETHH CpPeacTBa Tpﬂﬁﬂa Id C€ H3CledRaT
PEOBHO 3a MOABATA HA HEXKE/TaHH PeaKIiH.

HOyHHH ce nIpriTara camo Cflel OLIeHKA HA CBOTHOLICHHETO [0/132-PHUCK B CASIHHMTE CVYAM:

- CHCTEMCH JIymy< epuTemaroaec (SLE) Hau apyri aBToUMYHHH 3a00/19BaHud,

- BPOACHO HapyIeHHE Ha MeTa00JIM3Ma Ha TIOPPHPHH (HATIpHMep OCTPa MHTEPMHTEHTHA TopUupHa);
- npe3 NbPBOTO U BTOPO TPUMeECeyHe Ha OpeMeHHOCTTA;

- KbpPMEHE.

Heobxonumo e cuellyaqHO BHUMAHHE B C/Ie/THUTE CITYYau;

- FACTPOHHTECTHHATHH 3a00MIBaHHS, B TOBA YHCIIO XPOHHYHH BB3NASIHTEIHH HHTECTHHATHH
3abossaBanud (ynuepatuseH Komnut, Oonect Ha Kpon);

- ChpAEUYHA HEAOCTATHYHOCT U XUITEPTEHIHA,

- HamaneHa OpOpeuna QyHKIMA;

- yBpeaeHa YepHoApoOHa GyHKIIMA;

- HapyLIeHa KoaryJlauus Ha KpbBTa;

- ATTCPryuH, CEHHA XpeMa, XPOHWUYEH OTOK Ha HOCHATa JIMTaBULa, ATCHOKU AW, XPOHHYHA OOCTPYKTHBHA
GenoapodHa SonecT Wiy OPOHXHANHA aCTMa;

- BEHAra Cj1ef Cepruo3Ha XUpypruiHa HHTePBEHLIMA.

lacmpounmecmunanno Kepeene, Vayepayust u nepopayus

3a raCTpOHMHTECTHHAJIHO KBPBEHE, YAIICPAla Wi repdopallis ¢ BE3MOXKEH daTaleH u3xo ce chobillara
npH yrorpeda Ha BCUYKK HECTSPOHIHH MTPOTHBOBBINAIMTEIIHY CPEIICTBA HO BCAKO BPeMe HA NICUSHUETO, CBC
win 6e3 npeaynpeauTeNHn CUMITTOMY HAM AHAMHE34 38 CEPUO3HU FaCTPOMHTECTHHANHY HHITHASHTH B
MHHIOTO.

PHCKBT OT raCTpOHHTECTHHANIHO KbPBEHE. YIILepalys WIH nepopaliig ce 3aCUIBa IpU YBeIM4YaBase
nosute Ha HCTIBC npu nauueHTd ¢ aHaMBe3a 3a A3BeHa 00JIeCT, 0CODEHO aKo € ChIIPOBOACHA OT
VCIOKHEHHA KATO XeMoparus HiH Tiepgopats (BIK T. 4.3), KaKTO W IPHU NALMEHTH B HANPEAHA/1a BB3PACT.
TakuBa nanHeHTH TPAORA 1a 3a[IOYHAT JICUEHHETO ¢ Hal-HUCKATA HAIMYHA 1034,

3a kOMOUHHpaHa TeParHsg ¢bC 3alUTHH CPeACTRA (HAIPHUMEP MHUIOMPOCTON WIKM HHXUOHTOPH Ha NMPOTOHHA
noMna) TpsadBa Ja ce MOMHUCIIH KaKTO IIPU TE3W NAlUMEeHTH, Taka W [IpH NalHeHTH, KOHTO [OTyYaBaT

e IHOBPEMEHHO aLeTHICATHIIWIOBA KUCEIMHA B HUCKH JO3H WIH APYTH JeKapCTBa, KOUTO MOrat Aa 3aCHIIAT
FACTPOUHTECTHHATHUSA PUCK {BIDK MO-Z0J1Y B T. 4.9).

[TaneHTHTE C AHAMHE32 3a raCTPOUHTECTHHAIIHA TOKCHYHOCT, 0COOEHO aKo ¢a B HallpeIHana Bb3PacT,
Tpabsa ga ¢hoOLIABAT 38 BCHYKH HEOOHUAHH KOPeMHH CUMITTOMH (T10-CHEHUANRO 38 TACTPOHHTECTHHAITHO
KbpREHE), 0CO0EHO B HAaYAIHHUA CTAOHH Ha NEYEHUETO.

HeobxoquMO € [ToBHLLEHO BHUMAHUE MPH HAUMEHTH, KOUTO CE JIEKYBAT €JHOBPEMEHHO ¢ JIEKapCcTBa, KOHTO
MOrarT [a MIOBUILAT PUCKA OT YIALEPALINA MIIH KEPBEHE — OPaJIHH KOPTHKOCTEPOUIN, aHTHKOATYIAHTH
BaphQapuH WIK XeNapHH, CeNeKTUBHY HHXUOHUTOPH Ha OGpaTHHA 3aXBAT HA CEPOTOHHHA WIH
AHTHTPOMOOLIHTHH CPEACTBA KaTO AUECTHACATHLIMIOBA KHUCEMHMHA (BIDK T.4.3).

AKO HACTBIU IaCTPOUHTECTHHANMHO KBPBEHE HIIM Y/ILIEPAIIAA IPH NaUHEHTH, fekyBauu ¢ MOynun,
neyeHHeTo TpAOBa ma ObJe NpeyCTaHOBEHO.

HecTepouaHuTe NpOTHBOBL3MAIUTENHH CPeICTRa TPIOBA Ja ce IpUiarar ¢ TOBHIIEHO BHHMaH TR
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[MatmenTure B HanpeaHana BB3pACcT [0-4ECTO HOSYYABAT HEXKEaHHU peakuwu cavpzanu ¢ HCIIBC, ocobeno
FaCTPOMHTECTHHATTHO KbpBeHE U nepdopal(is ¢ Bb3Moked daTateH U3Xox (BHK T.4.2).

Copoeunocv0o8l U MOIBUHOCO08U ehermis
HeobxoaumMo € noAX0AsI0 MOHUTOPHPAHEe M KOHCYITALMY 34 TALHEHTH ¢ AHAMHE?A 32 NHIePTeH3HS H/HTH

JIEKA IO YMEPEHA 33CTOHHA ChPAEYHA HEHOCTATHUHOCT, Thit KaTo ce cho0INasaT ¢:TyyaH Ha 3abpikake Ha
TCHUHOCTH, XUNEPTEH3Ms M eeM BbB Bpbska ¢ Tepanusa ¢ HCTIBC,

KJTHHHYHYK M3IHTBAHUS W €THAEMHONOTHYHE JAHHH MOKa3BaT, ue ynorpefara Ha HEympoden. ocobeHo BB
BUCOKH 1034 (2400 mg THEBHO) M 3a IIPOABIKMTENEH EPHO, MOKE 12 € CBLP3AHA C JIEKO MOBHLIEH PHCK
OT apTepHATHH TPOMOOTHYHH CHOUTHA (HanpuMep MHQAPKT HA MUOKApAA WiIH uHCyIT). Kato o,
CHHACMUOIOTNYHHTE NIPOYYBAHKA HE M0Ka3BaT, 4e HOYTIpoPeH B HUCKH 103U (Hanp. < 1200 mg) ce ceupiba
C MMOBHUIlIEH PHCK OT UH(DAPKT Ha MUOKAPAA.

[laLMeHTH ¢ HeoBMaAsHA XHUIIEPTOHHSA, 3aCTOWHA ChPAEYHA HEAOCTATBUHOCT, TOTBLPAEHA KCXeMHUHA
Oonect Ha ¢bpuUeTo, HepudepHa apTepHaiHa OONeCT WM MO3BUHO-ChAOBA Goect TpaOBa na OBAAT
nexkyBaHu ¢ HOynpodeH caMo ¢iex BHUMATeNHa TIpeLieHKa, TakaBa penenka TpaOBa 1a ce HalpaBH o peaH
HAYa10TO Ha ABATOCPOYHO JICUEHHE HA MalMEHTH C PUCKOBH (PaKTOPH 38 KapAHOBACKYIAPHHI CHOMTHA
(HaTIpHMep XHIOEPTOHUS, 3aXapeH AHaleT H TIOTIOHOMYLIEHE ).

Kooicnu pearipiu

CepPHO3HH KOXKHH PeaKiiiH, HIKOH OT KOHTO ¢ aTalieH H3XO0/, B TOBA YMCIIO €KCHONUATHRBEH JAEPMATHT,
CHHAPOM Ha Stevens-Johnson M TOKCHYHa eMHASPMATTHA HEKPOIH3a ¢a JOKIAABAHH MHOFO DAJKO BhB BPBHIKA
¢ yrnorpedaTta Ha HCIIBC (wx 1. 4.8). [lanneHTrTe Harnexaa ca ¢ NOBMIUIEH PUCK OT TAKHBA PEAKLHH B
HAYAIOTO Ha TEPAaNHIATa, KATO PEaKLUHTE HACTBIRAT B JIOBEYLSTO CIyHay Mpes3 MbPBHT MeCei] Ha JIeUeHHETO.
IipyemeT Ha MOyHHH TpaOBa Ja Obae NMpeyCTAHOBEH IIPH BPBATA MOABA HA KOMXKHA PEAKLHS, JIE3HH 10
AUraBHIIATA HITH APYTH NMPU3HALY HA CBPBbXYYBCTBUTEIHOCT.

Eexm evpxy 6nbperjume

VoynpodeH moxe na npear3BrKa 3adbpyKaHe Ha HATPUH, Kaluil 1 TEYHOCTH MPH NaUUeHTH, KOUTO He ¢a
CTpajany B MUHAIOTO oT OBOpeyHM HapyIeHHA MOpaan HeroBUs eekT Bepxy O0pOpeunara nepdysus. Tosa
MOKe J1a IPHYMHA OTOK WM AajKe Aa AoBele A0 ¢hpAeuHa HeAOCTATHUHOCT WIH XUNEPTOHUA NPU TAaLHEHTH
C TAKOBA TIPEAPA3IIONOKEHUE.

Kakto v npu apyrure HCTIBC, npoabmmKUTEIHOTO NPHIIOKEHHE HA HOYNIPO(EH TpH JKHUBOTHY BOOW 10
OnOpeyHa manunapHa HeKPO3a M APYTH NATOJOMHYHU MPOMEHU, ¢Bbp2aHy ¢ Ovbpeuute. Ilpu xopa ce
cEO0UIIABA 32 OCTEP HHTEPCTULHACH HeQPUT © XeMaTypHA, IPOTeUHYPHA H HOHAKOTA HEPPOTHUEH
cHHapoMm. HaGnroaasaHu ca M cmy4aH Ha Ou0pedHa TOKCHYHOCT TP MTAUKMEeHTH, [IPH KOHTO
MPOCTArNaHAUHUTE UTPAST KOMIIEHCATOpHA POJIs 33 MOJAbpKaHe Ha Ob0peynara nepgysus. [ipu Tesy
nauyeHTH npunaradeTo Ha HCTIBC Moxe 1a Joseae 0 J0303aBHCHMO HaMmaneHo oOpa3yRaHe Ha
NPOCTarlaHIHHN ¥ Ha BTOPO MACTO, B OBOpeUHHA KPHBOTOK, KOSTO MOXKE 1a MPeAr3BHKA apna OBOpedna
aexkoMnencanus. ITalHeHTHTE ¢ HAM-TOIAM PHCK OT TAK&Ba PEaKIlUg ¢a Te3H ¢ HapyLieHa 0x0peuna
(pYHKLIMA, CbpACYHA HeIOCTATHYHOCT. HapyLieHa YepHoApoOHa (DYHKLIMA, MAUMEHTH [IPHEMAIHH ARYPETHLH
1 ACE uHxulutopy, H NaLKUENTH B Hallpearaia Be3pacT. Cnen kato neveHueto ¢ HCLIBC Opae
MPEYCTAHOBEHO, MALMEHTHTE € BPBIIAT KbM CHCTOSAHHUETO CH OT NPEaH JIeUCHHETO,

Lpvaeu npeonasnit MepKu
BE3MOXHO € npedyu3BHKBAaHE Ha OPOHXOCHIAYBM, YPTHKAPHA WIH aHTHOENeM TPU NALMEHTH, CTpajalild OT
WK ¢ aHaMHe3a 3a OpoRXMAaTIHA acTMa, XpOHHYEH PHHHT, CHHY3UT, NIOAUNH B HOCR, aCHOMIM HITH a1eprui.

HOynpoden moke aa NpUKpHe NpU3HALWUTE H CHMITOMHTE HAa HH(EKLHS {TOBHILEHA TemnepaTypg__, OQIKa U
,f’ﬂm 3

[MOAYBAHE).

[Tpu ABEATOCPOYHO NeYeHHE ¢ BHCOKH JO3H AHANTSTHIIH MOXKE Ha HacThIu riarofonue, Koe Qg
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o Bpeme Ha sievenne ¢ uGynpodeH ca HaBNIONABAHY CIYYan CHC CHMIITOMM HA ACENITHUECH MEHHLUIUT KATO
CXBAlllAHC HA BPATA, [NIABOOONIHE, [a/IeHe, TOBPLIIAHE, DeOPUIMTET WiH AE30PUEHTALIAS [IPH MALHEHTH Che

CBILECTBYBAINM aBTOMMYHHH HApYIHEHHS (CHCTEMEH NYITYC ePHTEMATOIEC, CMECEHa CheMHUTETHOTBKAKHA
Dos1ecT).

HMoynpodieH Moke BpeMeHHO 12 HHXHOHPA TPOMOOLHTHATA arperalits U 14 VIB/DKH BPEMETO Ha KbPBEHE.
ETo 3210, nauueHTHTe ¢ HAPYILICHNA B KOATYIIALIMATA WIH Ha JEUSHHE ¢ AHTHKOATY A4l TH TPABBa
BHHMATEHO A2 Op1aT HAOMIoaBaHu.

[1pu npoabmkuTeHO nederue ¢ HOYNpodeH ¢ HeoOX0AUMO PEIOBHO MOHHTOPHpPAHE Ha YePHOIPOGHATA H
-
OBOpeyHaTa QYHKUNH, KaKTO ¥ HA KPbBHATA KapTHHA, OCOOSHO 1TPH BHCOKOPHCKOBH HTALMEHTH.

Tpadga na ce u30srsa KOHCYMALMS Ha a7KOXON, Thit KaTo Toit 3acHiBa cTpaHHuHHTe etexTH Ha HCTIBC,
0CODEHO KOTATO Ce YBpesKIa FraCTPOUHTECTHHATHHSA TPAKT MM HEHTPA/IHATA HEPBHA CHCTEMA.,

IaumentrTe Ha HOynpodeH TpaOBa ga cHoOIIABAT Ha jieKaps, ako 3afeneskaT OpU3HALK H CUMIITOMH HA
racTPOHHTECTHHAIIHA YJILEPaLHd HIIH KbPBEHE, 3AMEBITIEHO BIKIAHE UM APYT'H CUMITEOMU. CBBP3aHHU ©
ouyTe, KOXEH OOpHB, MOBHMIHABAHE HA TEAECHOTO TEMNO WM eIEM.

4.5 BsauMogelicTBue ¢ ApYrH JNeKAPCTBEHH NPOAYKTH U ApYyru GopMu HA Biaumonelicrpue

Eonogpemennama ynompeba na ubynpodhen u creonume genecmea mpavea 0a ce u3zdazea:
Ayennuicanuyuo8a Kuceauna 8 Hucku 003, EXCriepuMeHTaTHH JaHHH TTOKAa3BaT, e uoyIipoged Huxubupa
e(peKTa Ha ALETWICAIMUNIOBATA KHCEIMHA B HUCKY JO3H BHpXY TPOMOOLMTHATA arperauds npu
eAHOBpeMeHHa ynoTpeda. OrpaHn4eHUTe JaHHH, 00aue, U HECUTYPHATA CRCTPANOaalMa Ha JAHHUTE €X VIVO
B KIWHHYHA CUTYAllMg ITOKA3BAT, Y€ HE MOTAT A €& NPABAT TRBPAH 3aKIKUYSHUA OTHOCHO PeAOBHATA
ynotpeda Ha uOynpodeH ¥ HAMA KIMHNYHO 3HAYHM edekT npu ¢BodoaHaTa ynoTpeda Ha nyrpogeH (BrK
T.3.1).

Jlpven HecmepouoOHU NPOMUEO8BINATUMEAH Y CPEOCmEa: B pe3yIITaT Ha CHHEPIUYHH ePEeKTH,
€IHOBPEMEHHOTO MPUAAraHe Ha HAKOMKO HECTEPOUIHH MIPOTUBOBBINATHTEIHH CPCACTRA MOKES 1A NOBUIIH
PUCKA OT MAaCTPOHHTECTHHANHH A3BU U KPBBOH3IMBHY, |10 Tasu npHYHHa, SAROBPEMEHHOTO ITPHIIOKEHHUE Ha
ubynpodeH ¢ apyry HCIIBC tpsadra ga ce u3bsarea (Bux 1.4.4).

Anmuroazyaannmu: HeCTepoHIHNTE NPOTHBOBB3NANHTEAHM CPEACTBA MOraT Aa 3aCWIAT e(eKTa Ha
AHTHKOATYJAHTUTE KaTo BapdapuH WK Xenapus (Bix 1.4.4). B cimyvall Ha e AHOBPEMEHHO NPHIOKEHHE Ce
IpeTiopbyBa 4a ¢& MOHUTOPHUPA CHCTOAHUETO HA KOAryJallug.

Tuxaonuodun: HecTepoUAHUTE NPOTHBOBL3NAIHTEIHH CPEACTBA He TpAOBa Aa & KOMOHHHPAT ¢ THKITOMHANH
MOpaIH PHUCK OT aIHTHBEH e(DeKT IIpH HHXMOUpaHe Ha TPOMOOLIMTHATA PYHKLIUS.

Memompexcam:HecTepouaauTe MPOTHBORB3IATUTEIHN cpeacTBa Onokupar TyOy/1apHaTa ceKpeius Ha
METOTPEKCAT U MOTaT [1a HACTHIAT HAKOW MeTabO/IMTHH B3aUMOMEACTBHA B pe3ylITaT Ha HamMasleHUs
KIUpBbHC Ha metorpekcar. [Ipunoxkenueto Ha UOYHUH 24 yaca npeay HiIH Clel NPUIaraHe Ha METOTPEKCaT
MOKE 1a AOBeIEe A0 MOBHIICHA KOHIIEHTPALNA HA METOTPEKCAT U JO 3aCHUIIBAHE HA TOKCUUHHTE MY edexTH.
ET10 3amo Tpadea jga ce u30sarea efHoBpeMeHHaTa yrioTpeda Ha HECTEPOUIRH HPOTUBOBL3NAIHTEITHH
cpeacTBa U METOTPEKCAT BB BUCOKH /1031, OCBeH TOBA, TPA0Ba Aa ce B3eme TIOA BHHMAHHWE MOTEHHATHUY
PHCK OT B3auMOAeHCTBUE C HHCKH J03H METOTPEKCAT, 0COOEHQ NMPH NAalHEeHTH ¢ yBpedeHa Ob0peuna
dyuruud. [Ipu koMOHHUpano JeveHue TpadBa 1a ce MoHUTOpupa 61OpeyHaTa PyHKIUA.

APLA2A © GHUMANNE 8 KOMOUNARUA CBC CICOHUME 8EHiecnaa:

Moxnobemud: 3acuipa efpexra Ha uOynpodeH.




Penumotm.sumuil : EZHOBPEMEHHOTO NpuiokeHne Ha UBYHHH ¢ (QEHUTOHH WIIH JIHTHEBH JICKAPCTBEHH
HPOAYKTH MOXKE [1a TIOBHILIH CepyMHaTa KOHLEeHTpaLud Ha nocieqaure. Heobxommumo e fa ce cienu

CCpyMHaTa KOHUCHTPAUMA Ha THTHH H Ce NPEernopbyea Aa Ce CJIEAN HHBOTO HA CEPYMHATA KOHLEHTPALHS Ha
(PEHUTOMH.

C bp{)ewu 2HUKO3UOU (Hanpumep dueokcur): HecTeponaHuTe NpoTHBOBBANAMUTETHN CPEICTBA MOTAT Aa
OQOCTPAT ChpPIEUHATA HEJOCTATHYHOCT, a noHIKkaT GFR ¥ A2 moBHImIaT miasmeHaTa KOHUEHTpaL1s Ha
ChPACYHHTE IIFOKO3MAH. [IpenopbuBa ce MOHHTOPUpPaHE HA CepyMHHS THIOKCUH.

Luypentuyu u anmuxunepmenzugnu cpeocmea: Juypetnunte u ACE-uHxnG ATOPHTE MOCaT Ja MOBHILAT
HEYPOTOKCHYHOCTTa HA HECTEPOUAHUTE IPOTHBOBE3NAIUTENHHK cpeacTha. HectepounHiite
MPOTHBOBB3NAIHTEIHH CPEACTBA MOTAT J1a HAMAJIAT epeKTa Ha AHYPETHLNTE ¥ aHTHXHIIEPTEH3UBHITE
CpeACTBa, BRMOUUTETHO ACE-HHXHOHTOpK 1 GeTa-Gnokepu. [1pn nannenTy ¢ HaManeHa 6b0peyna
(PyHKUHS (HaNpUMEp OeXUIPATHPAHU MTALMEHTH HIIM [TRUMEHTH B HAPEAHANIA BB3PACT ¢ HAMAICHA
OpOpeyHa QyHKLMA), enHoBpeMeHHOTO Npuitoxketne Ha ACE naxu6urop u anTaronmct Ha anrnoTersux 11 ¢
JIEKAPCTBEH NPOAYKT - MHXUOHUTOP Ha [UKIOOKCUTeHA3a, MOXe Aa TOBede A0 MIO-HATATHUIHO YBPEXIaHe Ha
-Op0peyHaTa QyHKIUA B Ced ToBa A0 ocTpa 6B6peuna HegoctaTeuHoCT. ToBa ofHKHOBEHO € 06paTHMo. ETo
32110, TPAOBA 1a C¢ BHHMAPBa ¢ TAKKBA KOMOMHALINH, 0COOEHO MpH NAlMEHTH B HATIPEIHATIA Bb3pacT.
[TarenTuTe TpAOBa Ha ce MHCTPYKTUPAT Aa MIOEMAT JIOCTATBYUHO TEYHOCTH U CTOHHOCTHTE Ha 6BOpeynara
GyHKUHM TPAOBA PENOBHO Aa ce CenAT BegHara criel HauauoTo Ha KOMOUHUpaHAaTa Teparnus.

EIHOBPEMEHHOTO TipHiIokeHre Ha MOyHUH ¥ kanHii-coXpadsBaui gy petrii win ACE-aHXuGuTOopH MoXe
fa JOBezle OO XHnepKanuemis. Heo0XoauMo € BHHMATEHO Ja ¢& MOHHTOPHPA HUBOTO Ha KANHA.

Kanmonpur: JJaHHY OT OpoyUuBaHUA NOKa3BaT, Ye HOYNpodeH NpoTUBOACHCTBA HA eheKTa HAa KAITTOMPHIT 34
NOBHILIEHA EKCKpeLvsA Ha HATPHH.

Amunocruxosuou: HecteponaHuTe MPOTHROBBINMANUTENHN CPE/ICTBA MOTAT J1a 3a6aBAT EITUMHHHPAHETO Ha
SMUHOTTIMKO3KAH U 13 YBEAHUHAT TAXHATA TOKCUHHOCT.,

CerexmugHu unxubumopu Ha odpamuua saxeam Ha cepomonuna (SSRI): TOBHIIEH PHUCK OT
racTPOMHTECTHHAIIHO KBPBEHE (BHXK T.4.4),

Huxnocnopun: PHcksT o1 660peuHo YBpesKaaHe, IPUYHHEHO OT HKITOCHOPHH, CE 3aCHABA OT
¢ THOBPEMEHHOTO TIpUJIaraHe Ha HAKOH HeCTEPOMIHHM MTPOTUBOBRBIMNANUTEIRY CPeACTRa, TO3H eDeKT He MoXKe
[a ce H3KJIFOUH H 33 koMOHHALMATA OT LIMKIOCHOPHH H HOynpodeH.

Xorecmupamun: ENHOBPEMEHHOTO JIEUEHHE C XONSCTHPAMUH U HOYINpOQeH BOIH IO YABDKEHA K HAMAIEHA
(25%) abcopbipist Ha ubynpodeH. JlekapeTBennTe NpOAYKTH TpaOBa Ja ce TIpHIarat npe3 WHTepBasT OT HaH-
MAJTKO EJHH Yac.

Taxpoaumyc: TIOBULIEH PUCK 0T HEGPOTOKCHUHOCT.

Juoosyoun.: ¥IMa DaHHH 34 MOBHLUEH PHUCK OT XeMapTpo3a H XemaroM npd HIV-nonoxKnTenHH XeMOQHAHLH,
KOMTO ¢4 HA KOMOUHHPAHO JIeueHKe ChC 3UA0BYAUH H HOynpodeH. IIpu egnospemMenHaTa ynotpeda Ha
3UNOBYIUH H HECTEPOHIHH ITPOTUBOBB3MAIMTE/IHH CpeACTBA MOXKE Ja ce HabIroAaBa NOBHILEH PHUCK OT
X€MATOTOKCHYHOCT. [IpenopruBa ce H3cneaBaHe Ha KPbBTa 1-2 ceAMULUHM C/Ie] HAYAIOTO Ha
¢IHOBPEMEHHOTO NPHIOWKEHME.

Pumonagup: Moxe 1a MOBHLIM IIA3MEHHTE KOHUEHTPALIMA HA HECTEPOUAHUTE TIPOTHBOBB3MANNTEIHY
CPEnCTBa.
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Xuno.10H08U anmubuomuyy: TIalHeHTH, KOHTO MPUEMAT HECTePOMAHK MPOTHROBBINATHTEIHHU CPEeACTBA U
XHHOMIOHH €& U3NMKCHU HA MTOBHUIEH PHCK OT KOHRYJICHU.

Cvaghonuaypeiinu cpedemea: HectepounusTe IIPOTHBORBINAIUTEAHU CPEACTRA MOTAT JA [TOBUIIIAT

XHIOTIMKEMHYHHS e(eKT Ha CynponmLTy peitHitTe cpencTea. [Ipu eAHOBPEMEHHO MPHIIOKEHHE ce
PErOpbpYBa 13 Ce MOHUTOPUPAT HUBATA Ha KPBBHATA 3axap.

Kopmuxocmepouou: 11oBHiIeH pUCK OT TACTPORHTECTHHATHA YILEPALUS HITH KBpBEHE (BHXK T, 4.4).

Anmumpomboyumnu azpecanmu (Hanpunstep knonudozpen u muxionudurn): TToBUILIARAT PHCKA OT
TaCTPOHHTECTHHAIHO KBpBeHe (BWX T, 4.4)

Anxoxoa, bucochonamu u okcnenmugurun (nenmoxcuduaun). MOTat Ia NpeIH3BHKAT
TaCTPOHHTECTUHATHY HEXKETAHH JCKAPCTBEHH PeakUMM W PHCK OT KBPBEHE U YyIILEpaLHs,

Baxnohen: TIoBrIIeHa TOKCHYHOCT Ha DaxtoheH.

4,6 bpeMeHHOCT H KbpMeHe

bpemennocm |

bIIOKHpaHeTO HA MPOCTArNaHIHHOBHA CHHTE3 MOXKe 12 UMA HekenaH ekt BLPXY OpeMeHHOCTTa W/ HITH
eMOPHUOHATHOTO/QeTaNHO pa3BiTHe. JlaHHK OT eMHAEMHOSIOTHYHM IPOYUBAHHs MOKA3BAT NOBHILEH PHCK OT
CTIOHTaHeH afopT, ChINO Taka ChpACYHH MANGOpMAaLMY ¥ FacTPOLIM3UC ClIe yIoTpeta Ha HHXUOHTOD Ha
POCTArNaHIAMHOBUA CUHTE3 B HAUANOTO Ha OpeMeHHOCTTA. ADCOMIOTHHAT PHCK OT CHPACHHOCHIOBA
MaNPOpMaLvs C& 3aCKIBA OT MO-ManKo oT 1% no npubmuaurenHo 1.5%. PHekbT ce yBea#uasa ¢
JO3UPOBKATA H NPOABDKUTENHOCTTA HA JICHCHHETO. 11pH KUBOTHHU, NPUIOKEHHETO Ha HHXUOUTOD HA
NPOCTArJIaHAMHOBYA CHHTE3 BOOU X0 3ary0a Ha moja IpeaH U cied UMILTaHTauMa i eMOpro/(heTanHa
cMBPTHOCT. OCBEH TOBA ¢e ¢ho0IIaBa 3a HapacTBall OpoH Ha pasnuyHy MaaGopMallui, BKIKYHTETHO U
CEPACYHOCHIOBH, IPH KUBOTHH, Ha KOUTO € NPpWIarad HHXUOUTOP Ha MPOCTArIaHAHHOBUS CHHTES IO BpeMe
Ha oprasoreHesa, lIpes nbprOTO ¥ BTOPO TpUMeceuue OT OpeMeHHocTTa, MOyHuH He Tpabra Aa ce npuiara.
OCBEH [pPU SCHU MeIULHHCKH MoKazaHus. Axo MOyuuH ce u3no/3ea o1 KeHa, KOATO ce ONUTBa 14
sabpeMeHee WIH Tipe3 IIBPROTO M BTOPOTO TPHMEceHHe Ha DPEMEHHOCTTa, Jo3upoBKkaTa Tpabpa na Obae
BB3MOXKHO Hal-HUCKA, & MPOAB/DKUTEIHOCTTA Ha JICYEHHETO — BE3MOXKHO Hal-KPpaTko.,

[Ipes TpeToTO TpUMeceUHe Ha OpeMEHHOCTTA BCHUKH HHXMOHTOPH HA NPOCTArIaHAMHOBHA CHHTE3 MOFAT A3
U3JTOXKAT TUI0AA HA CIICAHUTE PUCKOBE!

- KAPJIHO-ITYIMOHAPHA TOKCHYHOCT (C NPeXASBPEMEHHO 3aTBapsiHe Ha ductus arteriosus ¥ nyJIMOHApHa
XHITEPTOHMA );

- YBpeKaaHe Ha Op0peyuHara QyHKLMA, KOSTO MOKE [1a aporpecupa no 060peuna Hea0CTaThUHOCT ¢ QJIUTO-
XHAPAMHHO3HC,

a MafikaTa U HOBOPOJCHOTO, B Kpad Ha OPEeMEHHOCTTA, Ha PHUCK OT:

~ BB3MOKHO YAB/DKABAHE HAa BPEMETO HA KBPBEHE — aHTHATPETaHTEeH e(PeKT, KONTO MOKe Ja HACTBLIH JaKe
TIPU MHOT'O HUCKH 03H.

- OJJOKMpaHe HA KOHTPAKUKMHATE HAa MAaTKaTa, KOeTO BOMH 10 3a0aBeHO WIH YIbDKEHO ParKaaHe.
CnepoparenHo, HOyHHE e npoTHBOMOKa3aH 10 BpEMe Ha NOCIEAHOTO TPHMECcedre Ha OpeMeHHOCTTA.

Kvpmene

HbynpodeH ce eKCkpeTHpa B KEPMaTa, HO MpH TEPANeBRTHYHH AO3H [10 BPEMe Ha KPATKOCPOUHO JIEHEHHE
PUCKBY OT €QEKT BEPXY KbpMAaUueTO H3IJINKAa MaIKO BeposTeH. AKO BCE NaK € NPEANUCaHO T10-
TIPOABIDKUTETHO fieyeHue, TpAdBa Ja ce MOMUCTH 3a PaHHO OTOHBaHE Ha KbPMAUETo.

Depmurument
CpulecTByBaT HaHHM, Y€ JIEKAPCTBEHHUTE TIPOAYKTH, KOUTO MHXMOUpAT UMKIOOKCUreHasa / [
HOBATA CHHTE3a MOTAT [a NPUYHHAT VBPeXaaHe Ha PEepTHIMTETA KaTo Bb3aeiicTBar HeGnaf
oBynauuaTa. Topa e oOpaTuMo MPHU MpeyCeTaHOBABAHE Ha JISYEHHETO.




4.7 E¢ekTH BBpXY criocoOHOCTTA 32 oD HPaHe H padoTa ¢ MAITHHHA

O6uxHoBeHo HOynpoden He MOBsHSBA clIocO0HOCTTA 32 todHpaHe 1 pabdoTa ¢ ManrHuu. bl sce max, THi
KaTO B FOJIeMH 034 MOraT ga ce HaDNI0IaBaT HEXKeIAHH PEaKIHH KATO YMOPa, CLHIHBOCT, CBETOBBPTEXK (34
Hero ¢e cho0iaBa uecTo) ¥ 3PUTEIHH CMYLICHHS (HeUeCTO), B OTASTHH CTy4YaH T€ MOTAT A3 NOBIHAAT

cnoco0HOCTTA 3a wodupaHe U padoTta ¢ MaHHH. ['03H e()eKT ¢e 3ac/IBa OT CAHOBPEMEHHATA KOHCYMALIHA
Ha ATKOXOJI,

4.8 Hexenanu 1eKapCcTBEHH peakuH

Haii-uecTuTe HexenaHu peakuiiy ca raCTPOMHTECTHHAAHUTe cMyLiedaus. Habmogasat ce: nenTyuHa g38a,
nepdopallig UMK raCTPOMHTECTHHAIHO KhPBeHe, NOHAKOra ¢ QaTajleH H3X0A H 0CODSHO MIPH NAUHEHTH B
HalpeAHaIa Bb3pacT (BwK T. 4.4). FiMa cboblileHus 3a rajese, NOBPbIkaHe, JHAPHA, QRaTyICHLINA,
KOHCTHUIIALIUs, JHCIIETICHSA, KopeMHa 0OTKa, MeleHa, XxeMareMesa, YIUEPaTUBEH CTOMATHT, 000CTPEH KONMHT H
GosecT Ha KpoH (Bix T. 4.4). B mo-penku ciyuyan ce Habnrogasa racTpur.

Hesxernadute peakuuy ca B NOBEYETO ClIyHay 10303aBHCHMU. OCoDeHO pUCKBT OT racTpoOHHTECTHHATHO

KbPBEHE 3aBUCH OT J03MPOBKATA H MPOABIDKUTSTHOCTTA Ha JIEYEHHETO. 3a APYTH PHCKOBH (AKTOPH BHIK T.
4.4, "

TlaHHM OT KIHHHYHH K eMUAEMHOTOrHYHH H3MHTBAHMA MOKa3BaT, e ynorpebara Ha ubynpodeH, ocobeHo B
ronemu 1034 (2400 mg AHEBHO) H NPY MPOALDKUTETHO JIEUECHHE, C& CBBP3BA C JIEKO NOBHILIEH PHUCK OT
APTEPHAIHU TPOMOOTHYHHM CHOMTHS (HATTPHMEP MUOKapAeH UHQAPKT Wiy HHCYIIT) (BIDK T. 4.4).

BbB BPB3KA ¢ IEHSHHETO ¢ HECTEPOHIHH NPOTHBOBBANATUTE/IHH CPEACTBA HMA CHOOLIEHHA 3a OTOK,
XHNEPTOHHA ¥ CHPACYHA HEAOCTATHUHOCT.

HeskenaHUTe peakliiK He ca TOJIKOBA YeCTH IIpH MakcuManHa fosa 1200 mg nnesno.

HesxenaHure NeKapcTBEHH PEaKUHK ce IPYNIHPAT B 3aBUCUMOCT OT YECTOTATA 110 CIICNHIA HAYHH!

MHuoro gectu (=1/10)

Yectu (=1/100 no <1/10)

Heuectu (=1/1,000 no <1/100)

Penxu (21/10,000 g0 <1/1.000)

Muoro peaxu (<1/10,000), ¢ HeH3BecTHa UeCTOTA (HE MOXKE 1A Ce MPEICHH OT HATHIHUTE JAHHH).

JTabopamopniu uszcieosaniin

Peoxu. NOBUWILCHM HMBA HA a30T B KPBHBHATA yped, Ha CCPYMHUTE TpaHCaMHHA3H 1 ankalHa
dhocdaraza, TOHWKEHH CTOMHOCTH HA XEMOTIOOHH H XEMAaTOKPHT, OIOKHpaHe Ha
TpoMOOLMTHATA arperalums, yIb/DKeHO BpeMe Ha KbPBEHE, HAMAJICHO HUBO Ha CCPYMHHS
KM, TTOBHIEHHE HA CepYMHATA KOHUEHTpalMa Ha THKOYHATa KHCETHHA,

CopOeyuHu HAPYIHEHUA
Mro20 pedry: TAIMUTALNAK, ChPAEUHA HETOCTATHYHOCT, MHOKAPAEH HHOAPKT, OCTHP benonpoded OTOK,

OTOK.

HapyuieHua Ha kpovema U AuMPHAmMA cucmemd

Mrozo pedxu. HapyHIeHHsA B XeMoroe3ara (aHeMusi, TeBKONEHHUS, TPOMOOLMTONEHHUS, NAHITUTONEHNS,
arpaHyJIOUHTO3a). [TEpBUTE CHMITOME WJTH MPH3HALM MOI'aT J1a BRKIKOUBAT: GeOpunHu
CBCTOSHHA, BE3NATCHHE HAa I'bPJIOTO, MMOBBPXHOCTHH A3BH B YCTHATA KyXHHE,

[PHIMOIOJ0OHH CHMITTOMH, T€KKA YMOPa, KbPBEHE OT HOCA H KOXKaTa. T
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Mroro peoxu:

dCCIHITHHEH MCHHHI HT

QuHn HapYICHUA

Hevecniu:
Peoriu.

Hapyuienua na yutume u 1abupunma
Mroeco peoxit:

3PUTETTHA CMYIUEHHA
TOKCHUHA aMOMTUOITUS

THHHTYC

Hiuxamenriu, 2pe0nRu 4 MEOUQCHIUNQIRI HApYIdeN i
Heuecmu. PUHHT, OpOHXOCIIAZbM

FQCHIPOHHJ‘HECPH HHAIHUE RHAPVIIEHNA

Muoeo vecrmu;  TacTPOHHTECTHHANHH HAPYIIEHAA KATO CTOMAIIHIM KYMCEIHHY, HCIIENCH, KOpeMHa 00JIKa U
rajcHe, NMOBpbIaHe, QaaTyACHOAA, JMAPHS, KOHCTHITAKA

Hecomu: FaCcTPOMHTECTHHAHY A3BH, [TOHAKOTA ¢ KbpBEHE M nephopanns (Brx 1. 4.4}, ckpuTa
xPbRO3ary0a, KoSTO MOKe [1a JOBee [0 aHeMHA, MEJIEHa, XeMaTeMesa, YIUepaTHBeH
CTOMATHT, KOJIUT, 000CTPSIHE HA UpPeBHA HEMPOXOOHMOCT, YCIOXKHEHHT OT AUBEPTHKYIH Ha
aedenoTo uepBo (meppopanus, GUCTyIa)

Hevecmu: FACTPHT |

Mnozo pedxu: e30(arut, NaHKPeaTHT, MHTECTHHAIHH CTPHKTYPH (MPEBHH CTECHCHHA)

Hapyutenun Ha doperume u RUKONHUME NOIMUIA

Hevecmu: NosABa Ha eJeM, OCOBEHO IIPH NALMEHTH C apTepHallHa XUIIEPTOHUA WK OBOpeyHa
HEeAOCTATHYHOCT, HE(PPOTHYEH CHHAPOM, HHTEPCTHLHANIEH HEPPHT, KOATO MOXKE f1a €
¢BBP3aH ¢ OpOpeuHa HEAOCTAThUHOCT

Muoeo pedxu. OBOpeurRa nanuIapHa HEKPo3a NPH IPOTBDKATENHA yoTpeda (BiK T. 4.4)

Hapyuienun Ha Koxcama i ROOKOMHCHAMA NTbKAH

Heuecmu: doTOCCHINOHTHIAIIHMA

Mro20 pedxu: Texxd GOPMH HA KOKHY PEaKilMy (€pUTeMa MyATHPOPME, eKCc(OSIMAaTHBEH ASPMATHT,
GYIIO3HHM pPeaKLMH BKIIOUHTENHO CHHApoMa Ha CTHBBHC-/DKOHCEH M TOKCHYHA
eITHAEPMATHA HEKPOJTH34, ATOTELHS, HEKPOTH3HpALL QacluT

Cvoo6u HApylieHUA
Mnozo pedxku. XWINEPTOHH

Hapyuienusa na umynnama cuchniema

Hevecmu:! peaKLiMy Ha CBPBXYYBCTBUTEIHOCT ~ YPTHKAPHSL, CBPOesK, Mypriypa B EK3AHTEMa, KAKTO H
ACTMATHYHH MPHCTBIH (TOHAKOra ¢ XHITOTOH¥S)
Peoxu: CHHPOM Ha JYIYC €PHTEMATOIEC

Mrno20 peQxi: TEXKKH PeaklHH HA CBPBXYYBCTBUTENHOCT. CHMITOMHTE MOTAT J1a BKIOYBAT: JIMUEB OTOK,
HabLOBaHEe Ha €3HKa, BETPCIIHO NapHHreaTHO Hah10BaHe ChC CBUBAHE HA AHXATETHHTE
MBTHINA, JHUCIIHES, TAXHKAPIHS, OHIKABAHE Ha KPBBHOTO HAATAHE 10 CTENICH Ha
YKHBOTO3acTpaiaBalll Uok

XenamoouauapHu HApyieHun
Mnozo pedxy: HapyWeHa YepHOAPoOHa QYHKIHMSA, 0CO0SHO NpH NPOABLKHTEIIHA vm*rpe/a;ﬁ??’ Pﬂp
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4.9  Ipeaosupane

Cuninnmtortu

IToBeveTO MAUNEHTH, KOHTO Ca MOrBbAHAIH KIHHUYHO 3HAYMMH KOMUUEeCTBA HECTEPOHIHH
HPOTHBOBLINATHTEIHH CPEICTBA, NIOJIYYaRaAT CaMO raens, IIOBPBIIAHe, 0OIKH B eMHIacTpHyMa Wil Tio-
PAAKO JHAPHA. BB3MOXHO € 13 HACTBOAT U THHHUTYC, [1aBOBOIKE, 3aMaliBate, CBETOBBPTENK U |
FaCTPOHHTECTHHAIINO KbpBeHe. IIpH 11o-cepHo3HO OTpaBsHe ce HaBMI0IaBA TOKCHYHOCT B LEHTPAHATA
HEPBHA CHCTEMA, KOATO €€ U3Pa34Ba B CHHAMBOCT. IIOHAKOra €KCHTALMA U A€30PHENTALIMA MK KOMa.
[loHsikora nalyeHTUTe H3NAAAT B KOHBYJICUM. TIpH fenaTa Moxe f1a ce HabTo1aBa MHOKJIOHYC ¢ KpamiK,
[1pu cepro3HO OTPABAHE MOXKE Na HACTBHITH METabOAHTHA ALHAO3a H NPOTPOMBHHOBOTO Bpeme /[INR Moske
[a ¢€ Y ABJIKY, BEPOATHO NOPAIH AEHCTBHETO HA LMPKYJIMPALIHTE KPBBOCHCHPBAILH QaKTopH. B13IMOKHH ca
ocTpa GhOpeUHa HEAOCTATHUHOCT, YePHOAPOGHO YRPEKAAHE, XUTTOTOHMS, OTHCKAHE HA JULIAHETO 1
laHo3a. [lpu acTMaTHiidTe € BR3IMOMXHO 000CTPSIHE Ha ACTMATA,

Hevenne

Nevenrero TpAOBa fa ObJe CHMNTOMATHYHO H MOATBPXKALIQ, KATO BKIFOUBA MOATLPKAHETO HA YHCTH
AWXATEIIHH MBTHIA K MOHHTOPHPAHE Ha ChPACHIHNTE H OKU3HEHM NOKA3ATENIM A0 CTA0HIH3MPAHE HA
nanHenTa. [lpenopbusa ce H3npaspaHe Ha CTOMAXA WK NEPOPATHO IPHIMKEHHE Ha aKTHBEH BBIEH B CPOK
OT €WH Yac, ako NAaUMeHTHT € NoreiHasi nokede or 400 mg/ kg teaecHo terno. Axo UByHuH Beue ¢
abcopbupan, € HeoOXONUMO MpHaraHe HA ANKATHHA CyGCTAHIINY, 34 12 CE YCKOPH SKCKPEIIHSTA HA

- kucennunis nOynpodeH B ypurara. [1pn HaTHUHE HA TeCTH WK MPOABIKHTEIHN KOHBY.ICHH, Te Tpabsa Aa
Ce JIEKYBAT ¢ MHTPABEHO3HO NPUIIOKEH AHA3ETIaM WIH Jopasenam. B cyuall Ha acTva Aa ce U3Io3BaT
OponxoaunaratopH. He cruiecTpyBa cnenuuyes aHTHAOT.

5, ©QOAPMAKOJOTVMYHH CBOVCTRBA

S.1 ®PapMaKoAMHAMHUYHH CBOHCTBA

PapMakoTepaneBTHYHA Ipyna: HecTepouaHY NMPOTHBOBL3IIANUTEIHH U aHTHPEBMAaTHYHH JIEKAPCTBEHH
NMPOAYKTH, [IPOU3BOIHK Ha NponuodoraTta KuceauHa. ATC koa: MOTAEO]

HoynpodeH e HECTEPOHIHO, TPOTUBORBINAIIUTEIHO CPEACTRO, KOSTO NIPHTEKARE TPOTURBOBRB3INIAIMTENHO,
AHAITETHYHO U AHTHIIUPETHYHO AeHCcTRHE. XHBOTHHCKA MOACIH 3a D0OKa U BB3TIalieHHe [IOKA3BAT, ue
nOynpodeH epexTHRHO MHXUOHpa cCHHTe3a Ha npocTtariiangnnute. [Ipu xopa, ubyipoden obiiexyana
GonkaTa NPUYMHEHA OT BB3NAJICHHUE WK CBBP3aHA ¢ HEr0, OTOK 1 NOBHINCHA TeMnepartypa. MOynpoden uMa
WHXUOHUTOPEH e(eKT BHPXY MPOCTArIaHJIMHOBUS CHHTE3 KaTO UHXHOHpPa aKTUBHOCTTA Ha [THKAO-
okcHrenasata. OCBeH ToBa, HOynpodeH nMa uEXUbHTOpeH edexr BEPXY ADP (anedosnH audocdar) uau
KOJIareH-CTUMYJIHpaHa TpoMOOLIUTHA arperarnys.

ExcriepiMeHTaNHU AAHAN DOKA3BaT, 4e HOynpodeH Moxke aa Ookupa ed)ekTa Ha aCTTHPHH B HUCKU JO3H
BHPXY TPOMOOUMTHATA arperauus, KOrato ce rnpuiarar € JHOBpeMeHHO. B e1HO npoyuBaie, NpH KOETO
eqHOKpaTHa no3a ubynpoden 400 mg e npunoxena | yac npeay wid 30 MHHYTH ¢Aex NpHiaraHe Ha
aleTHICANHIIMIOBA KUCEAHHA ¢ He3abaBHO ocBoOokaasane (81 mg), ce Habaioaasa HaMaleH €DEKT Ha
aueTHIICATTHIMIIOBATA KMCEMHUHA BbPXY 00pa3zyBaHeTo Ha TPoMOOKCaH WK TpoMDOUHTHATA arperallus.
OrpaHHYSHUTE JaHHU U HECUTYPHOCTTa OTHOCHO €KCTPANOIALUATA HA JaHHU €X VIVO KbM KIHHUYHA
CHTYaLs TIOKA3BAT, Ye HE MOTAT 14 Ce [IPaBAT TBBPAH 3aKJTIOUSHH 3a peiosHaTa yriorpeda Ha ndynpoder,
M 4¢ KIMHHYHO 3HAaYUM €PEKT € MaTKO BEPOATeH npu cBoBOgHATa ynoTpeda Ha noynpogeH.

Hoynpoder naxubupa npoctar/iaHAHHOBHA CHHTE3 B MATKATA, C KOETO HAMAIABA OTITYCKAHETO HA MATKATa
M AKTHBHOTO HATATaHe, NEPHOJHYHHTE KOHTPAKIIUMK HA MATKATa U KOMUYECTBOTO MPOCTArIdHAHHN, KOKTO ce
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[IpocTarnaniMHuTe Ca CEBP3aHH C OBYIIALIMATA K 3ATOBA VIIOTPEGaTa HA IEKAPCTBEHH [IPOAYKTH, KOHUTO
OJTOKMPAT MPOCTArTAHAHHOBHSA CHHTES MOTAT 42 MOBIHAAT (DEPTHANTETA Ha JKEHHTE (Brk 7. 4.4, 4.6 1 5.3),

5.2 Q@apvaKkoKHHETHYHH CBOHCTBA

Abcopbyi

Hbynpoden ce abcopbupa GBp30 OT raCTPOUHTECTHHATHHS TPAKT, MAKCHMATHHTE CEPYMHMW KOHLUEHTpauKH
HaCcTBIBAT 1-2 Yaca clie[ IpHIIoKEHHE.

Pasnpecenerie

Hoynpoden ce pasnpenens 65p3o B enna opranussm. CBLP3BAHETO ¢ TIA3MEHHTE IPOTEHHH € B OKOMO
99%.

Memabonruzom |
Hoynpoden ce metabonusupa B uepHus apol (XMAPOKCUTHpaHe, KapOOKCHIUpaHe).

Ernumvunupane
ENMMHHALTHOHHHAT MOITYXMBOT € NpUOIU3UTENHO 2.5 yaca Ipu 31paBi HHAMBUAHK. DapMaKoJOrHYHO
HEaKTHUBHHTE MeTa0OIUTH Ce eKCKPETHPAT OCHOBHO (90%) npe3 OndperuTe, HO CHILO U IIpe3 KIBYKATA.

5.3 IlpeaknauHuYHN JaHHH 3a 0e30MACHOCT

TB# kKato uOympodeH e J00pe MO3HAT M LIMPOKO H3MOI3BaH, NPEAKIMHUMHUTE AaHHY 3a 0e30TIaCHOCT Ca
JOKYMEHTHUPAHHU.

CyBxpoHrYHATA ¥ XPOHUUHA TOKCHYHOCT Ha HOYNpodeH € NMoKa3aHa riiasHo B IPOYUBAHHS ¢ KHBOTHH KaToO
yBpeXJaHe Ha XpaHOCMUIIATETHYA TPAKT U A3BH,

TecToBeTE IN VIO H 1N VIVO HE MOKa3BaT KIIMHUYHO 3HAYUMHA NPH3HALIM HA MYTATCHEH NOTECHUMAT HA
Hoymnpoden. He ca HaOmogapaHY KaPUHHOTSHHH e(PeKTH IIPH MHULIKH U TUTBXOBE,

Hoynpoden nHXUOMpa OByNalMATA IIPH 3aHLM B YBPEXKIAA UMITIAHTAUHATA TP PA3JTHYHY JKHBOTHHCKH
BUIOBE (3alLiK, NIBXORS W MHIUKHU ). [Ipu pelipoayKTHBHU TECTOBE, MPOBEASHH C TLTBXOBE U 3aH1IH.
nOynpodeH npeMUHapa npes rnnaueHTata. Korato ce u3non3BaT TOKCHYHM 38 MAHKaTa [03H, ITO-YECTO Ce
HaOmonaBaT MaadopMaluy (T.e. BEeHTPUKY.1apeH cenTaneH Oe(eKT).

6. DPAPMALLEBTUYHH JIAHHHU

6.1 ChnucbK HAa TOMOUIHATE BEeLIeCTRA
Hopo na mabaemxama

MUKPOKPHCTATHA UENYI03a

CHnuuyes TUOKCHT, KOToMaeH 0e3BoAcH
XHIAPOKCHUIIPONHALISNYI03a

Harpuer naypusicyigar

Kpockapmenosa HaTpUH

Tank

Tabaenia odsugra (Opadyy (0s.1) 06828499)
XHATIPOMENTO3a

Makxkporosn 400

Turanop gHokeua (E171)

6.2 HecbLBMEeCTHMOCTH

Henpunoxkimo

1




6.3 Cpox Ha rognoct

2 TOOAUHH
6.4 Cneunaay yCI0BHA HA CHXPAHCHHE

To3u slekapCTBEH MPOIYKT HE M3UCKBA CIIELIMATHM YCIOBHUS HA CbXPAHEHUE.

6.5 JiaHHH 32 OMAKOBKATA

Henpospaunu Onuctepun onakosxu ot PVC/A]
[Ipo3paunu OnnucTepHy onakoBky o1 PVC/AL
Ta0eTHH KOHTeHHepH ¢ Kanayuka OT TOTHTIPOTTHIIEH,

Pasmep Ha onakoexiume:
bnuctepu:
6, 10, 12, 20, 24, 30 u 50 ¢purimupann tabneTku

TabnetHu xoHTeMHepU:
10, 20, 30 u 50 pummupanu TabneTky

He BCHYKH BHIOBE ONAKOBKK MOTaT Ia Obaar ycHaTu B npogaxda.

6.6 CrHenHaaHu DpeaANA3IHH MEPKH NPH UIXBbpAsiHe H pafoTa
HaMma crienpaidu H3HCKBaHMA

7. IIPUTEXATEJI HA PASPEIHEHHETO 3A YTI.OTPEE‘A
Alchemia Ltd.

Sth tloor, 86 Jermyn Street

London SWI1Y 6AW
BeauxodputaHus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

9. JATA HATIBPBO PASPEINABAHE/MTIOJHOBABAHE HA PASPEIHEHHUETO 3A
YIIOTPEBA

10. JATA HA AKTYAJ/INIUPAHE HA TEKCTA

MapT, 2009 1.
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