KPATKA XAPAKTEPHCTHKA HA TPOAYKTA

IBUPROFEN ALCHEMIA
UbYIIPODEH ALCHEMIA

1. HME HA JEKAPCTBEHWSI IITPOAYKT

[buprofen Alchemia 600 mg film-coated tablet
HMb6yvnpoden Alchemia 600 mg dunmupana tabieTka

2. KAHECTBEH H KOJIMYECTBEH Ch(CTAB
Besaka CI)HHMHpEIH& Tabnetka ceabpxka 600 mg udbynpodeH.

3a IBJHUA CMUCHE HA NMTOMOIIHUTE BellecTBa, BIDKTE TOYKa 6.].

3. AEKAPCTBEHA ®OPMA

dPunMupaHH TaONETKH.

600 mg TabnerkH: Henu, OBAMHH, (BOHHO-U3NMBKHAIHY GHUIMHPaHK TaDICTKH, ¢ ASTHTEIHA HepTa OT €1HATa
cTpaHa.

Tabnetkata Moke 12 OBAC pa3fencHa Ha ABE paBHU MMOJIOBHHHU.

4. KIHHAYHHN JAHHU

4.1 TepaneBTHUHU NOKAIAHHSA

PeBMaTUMHU CRCTOSHUA. aPTPUTH (HATIp., PEBMATOMIEH &PTPHUT, B TOBA TUCIIO MNACHKKH PEBMATONIICH
APTPHUT), NErECHEPATHBHA aPTPUTHN CHCTOSHUSA (HAMD. OCTEOAPTPHT), HEU3ABEHH PEBMATHUHIE CHCTONHHUA,
ApYTH MYCKYJIHH M CTABHH HAPYINICHHUS Y TPABMH HAa MEKATA ThKaH.

4.2 Jlo3apoBKa H HAYHH HZ NPHJI0KEHHE

HeskenaHuTe JIEKAPCTBEHH PEaKIyH MOTAT A Ce HAMAIIST A0 MUHHMYM, KATO C¢ U3TI0/3Ba HAH-HHCKATA
e)eKTHBHA /1032 B MPOAB/DKEHHC HA HAH-KPATKHA NIEPHOL, HeOOXOIUM 32 OBJIAIARAHE HA CHMITTOMHTE (BIDK
T. 4.4).

Jo3ata Ha HOYIPo(EH 3aBUCH OT BB3PACTTa W TEAECHOTO TEJI0 HA NaureHTa. MakcumaiHaTta €AHOKpaTHA
AHEBHA 1032 33 BB3PACTHU He TpAOBa aa Hajgeuiuasa 300 mg ubynpogeH.

TaGneTkara TpaOBa na ce MpHeMa ¢ Yallla BOJA 110 BpeMe WM CJIe XpaHeHe.

Pesmamunnu 3a400a860HUA

BwipacmHu:

O6uuaiinata 1032 ¢ 400 - 600 mg 3 nwH anesHo. [Toaaepxawm nos3u o1 600 mg — 1200 mg AHeBHO MoraT
na 61047 epeKTHBHH NPH HAKOU NMalHeHTH. TIpH OCTPH ¥ TeXKKH CHCTOSHUA R03aTa MOXKE 1d C€ YBEMHYH 1O
makcumanHo 2400 mg, pasgeneHa Ha 3 WK 4 npHeMa.

FOnowu nao 12-200uwna gvspacm (>40 kgj: It -;_; g :,, =

[TpenopsunTennaTa a03a € 20 mg/kg no MaxcumyM 40 mg/kg TenecHo Terno AHEeBHO B 3 A0 4 ﬂpuema
3;"!’# .::-1; ;'I
Mma npyru nekapeTBEHH KOBLUEHTPAaLUHK, KOMTO MOTar Ja Obaat no-rioJXoasLiy 3a mamrﬂ&r:& rga

HeOBXOXMMATA JO3HPOBKA B Ta3H BB3PACTOBRA I'PYIa H CHOTBETHO TEJIECHO Terno. A
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Hayuenmu ¢ Hanpednana evipacn:

HectepouaHuTe npoTHBOBE3NANUTENHNA cpeacrsa (HCIIBC) Tpabra na ce npuaarar ¢ MOBHIISHO BHIMAHHE
[PH MallICHTH B HATIpEHAIA BB3PACT, KOMTO €& MO-CKTOHHM [ PA3BHAT HEXKEIAHH JEKAPCTBEHH PEAKUMH U
[TPH KOUTO HMa NOBULIEH PHCK OT NOTEHLHATHO DaTaNeH CTOMAMIHO-YPEBEH KPBBOU3INB, YALICPALHS Wil
nepgopaunst (BIK T. 4.4). AKo € HeoOX0AHMO fedenite, TPAGBRA Ja ce U3N0A3BA Hall-HIUCKATA 1032 &
NPOADIKEHNE HA HAM-KPATKUA IEPUOA, HEOOXOAHM 38 OBAAASBAHE HA CHMIITOMUTE. JleueHHeTo Tpsadea aa

CC nojsqara peJoBHO Ha MPEOUEHKA U Ja ObJe NMPeyCcTAHOBEHO, aKO He ce Hab/loaaBa Noo0peHIe WK
HAaCTBHITH HEITOHOCHMOCT KBM JICKApPCTBOTO.

Yepeoena Gvopeuna pynxyua
LIpy nalmeHT# ¢ Jieko 10 yMepeHo yBpexaaHe Ha Gp0peunata QyHKUMA, A03aTa TPAGBA 1a 6be Bh3MONKHO
HaH-HHCKA K [Ia C¢ MpPITara 3a Bb3MOXHO Hali-KPATKHA IEPHOA, HEOGXOAMM 3a OBIaAfBaHE HA CUMITTOMMTE,

KaTo CBHLUCBPEMEHHO € HE0OX0uMo 1a ce cneau Obbpeunara GyHKINA (32 nanMeHTH ¢ TEXKO YBPEIeHa
OnOpeuda ¢yukims Bk 1. 4.3).

Yepeoena yepnodpoona yuryua

[1pu magMeHTH C JIEKO 0 YMEPEHO YBpeXkaaHe HA YepHOOPoOHATa HYHKIMS, J03aTa TpAOBa 1a Obie
BL3MOXKHO HaH-HUCKA ¥ [a C€ IIPHIara 3a Bb3MOXKHO Hali-KpaTKUA mepHOd, HeoOX0auM 3a OBJIaAsSBaHe HA
CUMIITOMUTE, KaTO CHIUIEBPEMEHHO € HEOOX0AUMO A4 ¢€ ClieH uepHOApobHaTa HYHKUMA (3a nauHeHTy ¢
TCKKO YBpeAeHa YepHOoApoOHA PYHKLIHA BIDK T. 4.3).

4.5 IlpornBonokazaHus

Noynpoden Alchemia e npoTuBONOKa3aH NPH MATHEHTH CHC:

- CBPBXIYBCTBHUTETHOCT KBM aKTUBHOTO BELUSCTRO HWIH KBM HAKOE OT NMOMOUIHUTE BEL[eCTRA HA
HUbynpoden Alchemia

- NPEeAHITHA peakUHH Ha CBBPXUYYBCTBHTEMHOCT (HAMPUMED ACTMA, PUHUT, YPTUKAPHS WIIH aHTHOCIEeM )
KBM aLETHICATULIHNOBA KUCeAuHA HitH Apyri HCITBC

- aHaAMHe3a 32 CTOMAUIHO-4YPEBEH KPBBOUBIUE WIH Nepdopants BbE BPB3KA C IpeKapaHa Tepartd ¢
HCIIBC

- AKTMBHA WIH HEOTAABHA NPEeKapaHa NenTHuiHa S3Ba/KPBBOU3IME (IBa WM MOBEUS U3ABEHH €MH308a Ha
AOKa3aHa YJLEepalus Wi KLPREHE)

- TEXKKA YepHOoNpoOHa WM Texkka Op0pevHa HeI0CTATREUHOCT

- TEKKa ChpAeYHa HEAOCTATHYHOCT MM KOPOHApHA O0MIECT HA CHPIIETO

- OCIIEAHOTO TPHMECEUHE OT OPEeMEHHOCTTA (BIK T. 4.6)

- JHAYUTE/THA pexuapaTalus (MpuduHeHa OT NOBphIlaHe, TUaApHi WIN HEAOCTaTh4eH NMpUeM Ha
TCUHOCTH)

- nepebpoBacKkyIapHU WIH APYTH AKTHBHH KPhBOU3NHBU

- HEHU3ACHCHU CMYLLICHHUS B XEMOIIOE3aTa

- Jela noy 6-roaninHa Be3PAacT.

4.4 CnennajHu npeaynpexigeHHs H Npeana3sHu MepKH Opu ynorpeda

EnnospemenHara ynotpeda Ha Hoynpoden Alchemia ¢ HCITBC, BRIFOUMTENTHO CeE€KTUBHH HHXHOUTOPH
Ha LMKIOOKCUTEHAa3a-2 TpsaOBa Oa ce u3darsa.

bosHuTe OT acTMa TpADBA [a ce KOHCYATHPAT ¢ JIeKap Npexu Ja npueMat HoynpodeH (B Ne-a0:1y).

He)xemaHuTe NIEKApCTBEHH peaKUMM MOTAT Aa Ce CBeHdaT A0 MEHUMYM, aKO ce 301382 Hal-HHCKAaTa
e(DEeKTHBHA [103a B IPOAB/DKEHHE Ha BB3MMKHO Hal-KPAaTKHUi CPOK, HEOOXOANM 34 OBMANSBAHE HA -~ " .. -
CHMIITOMUTE (BIK T. 4.2. ¥ raCTPOHHTECTHHAIIHUTE H CHP/JIEYHOCHIOBY PHCKOBE 1TO-ROTY ). Haum}rme s )
NEKYBAHH NPOABIKHUTEIHO BPEME C HECTEPOUAHH MPOTHBOBB3IAIHTETHN CPEACTRA Tpﬂﬁaa m Le mcnezma'r !
PEIOBHO 32 MOABATA HA HEXCIAHH Peakilni. Gy SRR

Mbynpoden Alchemia ce npunara caMo criest OUEHKA HA CHOTHONIEHHETO MON3a-PHCK B CiIeHuUTe cliyyany «



- CUCTEMEH JyITyC epUuTeMaToaec (SLE) win apyru aBTOUMYHHH 3a00IABAHHA;

- BPOACHO HapylIeHUe Ha MeTabou3Ma Ha OpGHPUH (HanpuMep OCTpa HHTePMHTEHTHA MOPhOUPHI);
- Npe3 OpPBOTO U BTOPO TpHUMeEceUHe Ha OpeMEeHHOCTTA;
- KBpPMEHE.

HeoOxoaMmo € crieliuajiHO BHUMAHHE B C/ISIHUTE CiTYYaH;

- FaCTPOHHTECTHHATHY 3a009BaAHMA, B TOBA YMCI0 XPOHHYHH BBIMATUTENHY HHTECTHHAIHK
3abosnsgBaHus (yJILepaTHBEH KOJMT, OonecT Ha KpoH);

- ChPACHHA HEOOCTATHYHOCT U XHUITEPTEHIUA;

- HaMajieHa Op0peyHa QyHKIMA;

- yBpeASHA YepHOOPOOHA QO YHKLIM;

- HapylleHa Koaryinanua Ha KpheTa;

- QJIEPrui, CeHHA XpeMa, XPOHHYEH OTOK HA HOCHATA IUTaBMila, AAEHOUIH, XPOHHA OOCTPYKTHBHA
Oenoapobra HoaecT UMK OpoHXUAIHA acTMa;

- BEAHAra cjied CEpUO3Ha XUPYpruyHa HHTSPBEHUMS.

Tacmpounmecmunanno Kvpaere, yayepayua u nepgopaiis

34 racTpOHMHTECTHHANHO KBPBEHE, YIILEpalys WiK Iepdopailis ¢ BR3MOXKEH (aTajleH HIX0H ce cholliaBa
npy ynorpeba Ha BCUYKU HECTEPOMIHU MPOTHBORB3IANUTENIHH CPeACTRA 10 BCAKO BPEME Ha JIEYSHHETO, ChC
unu 6e3 NpeaynpeIMTEeNHE CHMITOMM HITH AHAMHE3a 34 CEPHO3HU FacTPOUHTECTHHATHHY UHUHISHTH B
MHHAJIOTO.

PHCKBT OT raCTpOHHTECTHHATHO KBPBEHE, YALEPAaLHd WiH nepdopalys ¢€ 3acHNBa NPH YBETHYABAHE
nosure Ha HCIIBC npu naueHTH ¢ aHaMHE34 3a A3B€HA DONECT, OCODERO 4KO € ChIPOBOICHR OT
yCA0KHEHHS KaTo XeMoparis Wik nepgopanys (BUx T. 4.3} , KAKT0 U IMPH MallHEHTH B HapeaHala Bh3pacT.
Taxuea nauueHTH TPAORA [1a 3aTI0YHAT JICYEHHETO ¢ HAH-HHCKAaTa HAJIMYHA 1034,

3a kKOMOHHHMpPAHA TePANHA ChC 3ALMTHA CPEACTBA (HAlpUMeEpP MHU3CIIPOCTO N UK HHXUOHTOPH HA [POTOHHA
noMma) Tpa0Ba na ce MOMUCIH KaKTO MPpH TE3H MAaUHEHTH, TAKA H IPH MNALHCHTH, KOUTO MOJTYYaBaT

¢ THOBPEMEHHO alleTUICATIMLIORA KUCEIMHA B HUCKH 1034 WJIH IPYTH JISKAPCTBA, KOUTO MOTAT 1a 3aCHIAT
FACTPOHMHTECTHHATHHA PUCK (BYDK ITO-TOTY U T. 4.3).

[TaumenruTe ¢ aHAMHE34 3a TACTPOMHTECTHHAIHA TOKCHYHOCT, 0cODEHO aKo ¢a B HAlpeHala Bb3pacT,
Tpsi6Ba A4 cbOGHIABAT 3@ BCHYKH HEOOUHUAMHI KOPEMHH CUMIITOMH (f10-CNIELIHATHO 34 TaCTPOUHTECTHHAIHO
KbpBeHe), 0co0eHO B HAYAIHHA CTaAKi Ha JICUEHUETO.

HeofxoauMo e NIOBUIIEHO BHHMaHUE NP [Al{HeHTH, KOUTO C€ JIEKYBAT eTHOBPEMEHHO ¢ JISKapPCTBA, KOUTO
MOTAaT JIa NOBHIIAT PUCKA OT yJLIEpalig UK KBPBEHE — OPaTHH KOPTUKOCTEPOHIH, AHTHKOArYIAHTH —
pap(dapHH WIH XETapyH, CeIEKTHBHN HHXUOUTOPH Ha OOpaTHUA 3aXBAaT HA CEPOTOHMHA UM
AHTUTPOMOOLIUTHK CPEACTBA KAaTO aLIETHACATHIMIOBA KHCeTHHA (BIDK T.4.5).

AKO HACTBIIH FACTPOMHTECTHHAIHO KEPBEHE WK YILepauus MpH NalMeHTH, JekyBaHu ¢ Ubynpogen
Alchemia, neyeHuero TpaOBa Aa ObIe NpeyCTaHOBEHO.

HecrepouanuTe NpOTHBOBB3MAIHTE/IHH CPEACTBA TPAOBA 114 C& MpUnarar ¢ NOBULICHO BHUMAaHKE TIpH
MALMEHTH ¢ AHAMHE3a 33 TACTPOMHTECTHHATHO 3abonasane (ViILiepaTHBeH KOHT, OosiecTra Ha KpoH), TeH
KATO CHCTOSHHETO MM MOXKE fa ce obocTpH (Bk T.4.8V.

Hayuenmu 8 nanpednaaq sv3pacm
[TalMEeHTUTe B HAIIPEHAIA BB3PACT M0-4eCTO OAyUaBaT HexkeaaHy peakuun csbp3anu ¢ HCIIBC, ocobeno
racTPOMHTECTHHAIHO KbpBEHE U Nepdopatiis ¢ BE3MOXKEH (paraieH u3Xoi (Bux 1.4.2).

CrpOeuHOCHO08U U 1§epedPpOSACKYAAPHY ek

Heo6X0aHMMO € MOHUTOPHPAHE H KOHCYJITALIUH 3a TTALMEHTH ¢ aHAMHE3a 3a XUTIEPTEH3NA H/HTH JIeka 10
yMepeHa 3acTOMHA ChpAeYHa HEQOCTATHYHOCT, Thil KATO Ce CHoOIABAT CTyYaH Ha 3aBPIKAHE Hﬁl Tequcm 5
XHIIEPTEH3US U eieM BbB Bpb3ka ¢ Tepanus ¢ HCIIBC. DY e e

KIHHUYHA H3OUTBAHHA H SMHISMHOJOTHYHH JAHHH MTOKA3BAT, e yIrorpedaTa Ha Hﬁynpdgbéh owieﬂo BLE

BHCOKH 4031 (2400 mg IHEeBHO) M 33 NPOABLIDKUTENEH MEPHOM, MOKE 14 € CBBP3aHA C HEHb nanHmeH pﬁcml._l- .' ,i
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OT apTepHaTHi TPOMOOTHYHH CHOUTUA (Hanpumep HHQAPKT Ha MUOoKapaa WK uHeynt). Karo usno,

CIHASMHOIOTHYHHTE NPOYYBaHUs HE MOKA3BaT, Ye HOyrpoQeH B Hucku 103 (Hanp. < 1200 mg) ce cepp3Ba
C MTOBHLICH PHCK OT UHGAPKT Ha MHOKapAA.

[TamnenTH ¢ HEOBIAAAHA XUMTEPTOHKS, 3aCTOMHA ChPAEYHA HETJOCTATHUYHOCT, INOTBBPAEHA HCXEMHUHA
O0s1eCT Ha CBPUETO, NepH(pepHa apTeprasiHa OonecT W/ uepedpoBackynapHa Gonect TpadBa 1a Obaar
SIeKyBaHy ¢ HOYNPOMEH camo ¢/ie/l BHUMaTeHa npelleHka. Takapa openeHka Tpsadsa Ja ce HanpasH U npeau
H&4aJI0TO Ha ABJIFOCPOYHO JJEUEHHE HA TTALIMEHTH C PUCKOBH (DAKTOPH 33 KapAHOBACKYAapHH ChOMTHS
(HanmpuMep XHIePTOHUS, 38XapeH AMabeT U ITyLUSHE).

Koxcnu peaxyuu

CepHO3HY KOXKHH PeaKklMy, HAKOU OT KOUTOC ¢ (PaTaJIeH U3XO, B TORA YHUCHAO eKCPONUATHEEH ASPMATHT,
CHHAPOM Ha Stevens-Johnson U TokCUYHA eMHACPMATHA HEKPOIH3A €A TOKIaI8aH#U MHOTO PSAJKO BbB BPBb3KA
¢ ynorpebara Ha HCLIBC (Bipk T. 4.8). [lalleHTHTE M3MJISKAA Ca ¢ MOBULIEH PUCK OT TAKHBA PEaKLHi B

. HA4a10TO Ha Tepailuara, KaTo peakilMUTe HaCTHITBAT B IIOBEYETO CIIyYau NMpe3 MbPRUA MECEIl HaA JICHEHHETO.
[TpuemsT Ha MOynpoden Alchemia TpaOpa Aa 0BbAe NPEYCTAHOBEH MPH IIbPBATa IOS8a Ha KOYKHA peakuus,
NE3UM O JUTaBULATA WY APYTH IIPU3HALIM HA CBPBEXUYRCTBUTEMHOCT,

Egherxm evpxy 6vbpeyime -

Mbynpoger MOKe Aa MpeLU3BUKA 3aJbPXKaHe Ha HATPHH, KaJTdHd H TEYHOCTH NIPH nauHeHTH KOHTO HE ca
CTPAJai B MHHAJIOTO oT OBOpeuHH HapyIIeHns [opany Herosua eQekT BupXy ObOpednaTa nepdysus. Topa
MOXE A TIPUYHHH OTOK MIIH Aae Aa AOBEAEC N0 ChPACYHA HEQOCTATHUHOCT HITH XUTICPTOHWA NPH MALUEHTH
¢ TAKOBA MPEOPa3OAdKEHHE.

Kaxto u ipu apyrute HCIIBC, npofbMKATENHOTO IPHIMKEHHE HA HOYNIPODEH MpU KHUBOTHH BOAH 10
OpOpeyHa HanmiIapHa HeKpo3a U APYTH MaToMOrHYHH IPOMEHH, CBBP3aHH ¢ O0nbpenute. [lpu xopa ce
cHOOLIABA 34 OCTBP HHTEPCTHUMATCH HEQPUT ¢ XeMaTyp#s, TPOTEHHYPHS H MOHAKOra HePOTHYEH
cungpom. Habmoaasanu ca v cnyuyan Ha 0bOpevHa TOKCHYHOCT NPH MaLKMeHTH, APH KOHTO
[MPOCTarNaHAMHWTE UIPasT KOMIIGHCATOPHA posid 3a TIoAdbpkane Ha ObOpeyHara repdysns. Hpu Te3n
nauyeHTH npunaragero Ha HCIIBC moxe na noBede A0 J0303aBHCHMO HaMaleHO 00paszysane Ha
APOCTAMAHAKHH H Ha BTOPO MACTO, B GBOpedHUsL KPBBOTOK, KOSTO MOXKE Ja TIPEAH3BHKA fBHA OBOpeyHa
nexoMrencauus. [1alieHTUTE ¢ Hal-TOTAM PUCK OT TaKapa peaklys ca Te3H ¢ HapylueHa OndpeyHa
hyHKUMA, ChPASUHA HEAOCTATHYHOCT, HAPYLIeHa YepHOAPOOHA OYHKIMA, NALHMEHTH NPUEMALITY THYPETHIH
n ACE usxuGHTOPH, H MALMEHTH B Hanpeanaia Bb3pact. Ciaea xato neucHuero ¢ HCTIBC Obae
[PEeYCTAHOBEHO, NALMEHTHTE € BPBILAT KM CBCTOAHHETO CH OT NPEAK JIEHCHHETO.

Hpveu npeonasny Mepru
BE3MOKHO € IMpeId3BHKBaHe Ha ODPOHXOCIIA3bM, YPTHKAPAS WIH AHTHOEAEM [IPH MALUEHTH, CTPAJalllH OT
MY C aHaMHe3a 3a OpOHXHMA/IHa aCTMa, XPOHUYEH PUHHT, CUHY3HT, NOJIMIH B HOCA, aA€HOHIN W/ aJIEPTHH.

U6ynpobed Moxe Ja NpUKpHE NPU3HALIMTE § CHMITOMHTE Ha HH(eKIMs (MOBHLUSHA TeMITepaTypa, O0IKa U
[TOIYBAHE),

[Tpu ABArOCPOUHO NEUEHUE ¢ BHCOKH /1031 AHANTETULIM MOXKe [1a HaCThIli IIaBodOIHe, KOSTO He Tpadsa Ja
ce IeKyBa ¢ BUCOKH JO3M OT JIEKApCTBEHUs MPOAyKT. O8I0 B3€TO, O0HUAHHUAT NMpHeM Ha AHAIr€THLIA,
ocoOeHO Ha KOMOMHMpaH IIpHeM Ha pa3MYHH aHAIMeTHYHH CYDCTaHLIMK, MOKe Aa TIpeAn3BHKa TIOCTOAHHO
yBpexaaHe Ha Gbp0pennTe u puck oT Op0peyHa HETOCTATHYHOCT (AHATITETHYHA HEPPONATH).

1o BpeMe Ha neueHue ¢ HOynpodeH ca HabMIONaBaHU CIyYal CbC CUMTITOMH Ha aCETITHYEH MCHWHIHT KaTo
CXBAallLlAHE Ha BPAaTa, r1apo0osne, rageHe, NOBpbOIaHe, QEOPWIHTET WX Ae30PHEHTAUUA NPY MALHEHTH CbC
CBIUECTBYBAUIH ABTOMMYHHH HapyLIeHHUs (CHCTEMEH JIYITYC C€PHTEMATOHEC, CMECCHA THRKAHHOCHEIHHHTETHA
bonecT). RS
H6vripodeH Moxe BpeMEHHO Aa MHXHOHpA TPOMDOUWTHATA Arperatis H 12 Y IBDKH E'[)EM?TQ Ha R’prEHB
ETo 3amo, mauMedTHTe ¢ HAPYIISHMS B KOATyIallMATA HIIH Ha JIEYEeHHE C aHTHhoawnaHTHﬁpﬂﬁBa
BHHMATEIHO Aa 0BpAaT HAOMOIaBaHH. 1
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lIpu npoasmwkuTeHo neveHue ¢ ubynpodeH e HeOGXOLUMO PEAOBHO MOHMTOPHPAHE HA YEPHOXPOOHATA U
~ a—
OBOpeUHATA QYHKLUMH, KaKTO M HA KPBBHATA KAPTHHA, OCOOEHO MPH BHCOKODUCKOBU MALMEHTH.

i o "t . ;
Tpadea na ce n3barea KoHCyMaUHs Ha aTKOX0J, ThH KaTo ToM 3acKaBa cTpadn4HuTe edektn Ha HCIIBC,
OCODEHO KOTaTo Ce YBPEX/IA FACTPOUHTECTHHAIHUA TPAKT HIH LEHTPASHATA HEPBHA CHCTEMA.

[Tanuenture Ha ubynpogen Tpabsa na croblIABAT Ha exaps, ako 3a0e1e:kaT MPH3IHALK I CHMITOMH Ha
TAaCTPOHHTECTUHAIHA YJILEPALHI HiIH KbPBEHE, 3aMBIJIEHO BIDKAAHE HITH APYTH CHUMIITOMM, CBBP3aHH C
OYHTE, KOXKEH OOPUB, MOBUINIABAHE HA TEAECHOTO TETTIO HIH e1eM,

4.5 BsauMoaeHcTBHe ¢ APYTIH JIEKADCTBEHH NPOAYKTH H APYIH (POPMH HA B3aUMOZEHCTBHE

Eonoepemennama ynompeta na ubynpoen u cnedrnume sengecmeda mpabea da ce uibazeu:
Ayenacaniyunosa Kuceauna 6 Hucky 0o3u; EXCrieprMeHTanHl JaHHH NOKa3BaT, uye HOynpodeH HHXHOHpa
e(peKTa Ha aUSTHICATTHIMAIOBATA KUCENHHA B MAJIKH 03K BBPXY TPOMOOQLUTHATA arperanis npu
€THOBpeMeHHa yroTpedd. OrpaHHYeHUTE AaHHM, 00ade, H HECUTYPHATA €KCTPpaloiatus Ha JaHHHTe eX VIvo:
B KJIHHHYHA CHTYALMs MMOKA3BAT, 4 He MOIAT J1a Ce MPAaBAT TBBPAH 3aKIIOUeHHS OTHOCHO peaoBHATA

yrnorpeda Ha uOynpodeH U HAMA KJIMHAYHO 3HA4YUM eQeKT mpu ¢BoOoaHaTa yrnoTpeda Ha uOynpodeH ( BIDK
T.5.1).

Lpyeu necmepoton HpOHIHé’OSbRH{IIHIHE’IHH cpedcmsa: B pe3yaTaT Ha CHHEPTHUHH €(eKTH,
€AHOBPEMEHHOTO IPUIIAraHe Ha HAKOAKO HECTEPOHIHU MTPOTUBOBBLINAINTEIHN CPEACTEBE MOXME 1A [OBULIK
PUCKa OT TaCTPOMHTECTHHAIHH S3BH U KPBHBOU3JIUBH. [10 Taszu NpHYHHA eAHOBPEMEHHOTO MNPHIOKEHHE HA
noynpoden ¢ apyru HCIIBC Tpabea na ce uzbarea (Bux 1.4.4).

Anmuroazyianmu: HecTepongHuTe IPOTHROBBIMAIHTEIHH CPEACTBA MOTAT [a 3acCHNAT e(PEeKTa HA
AHTHKOAryJIaHTUTE KaTo BapapuH Wid XenapuH (Bik 7.4.4). B cayyal Ha eNHOBPEMEHHO TIPHIIOKEHHE €€
nperiopbuBa Aa ¢€ MOHHUTOPHPA CBCTOAHHETO Ha KOAryJ AL, |

Turnonudun: HecTepouaHuTe NPOTHBOBB3INAIHUTEIIHA CPEACTBA HE TPAOBA Ja ce KOMOWHMPAT ¢ THKIIOTIHANH
[MOpagy PUCK OT aJIUTUBEH edeKT Npy HUxuOUpaHe Ha TPoMDOLUTHATA PYHKLIHA.

Memompercam: HecTepouaHATe NPOTHBORB3NAIMTEIHH cpeAcTBa OokupaT TyOyiapHarta cekpeLia Ha
METOTPEKCAT M MOIaT AA HACTBIAT HAKOU MEeTaOOMHTHHU B3aHMOJICHCTBHA B PE3YNTAT Ha HAMAJICHHS
KITHPBHC Ha MeToTpekeart. [Tpunoskenueto Ha UOynpogen Alchemia 24 vaca npeay Wik cjeq NpHiarale Ha
METOTpeKCcaT MOXKe a JOBee A0 NOBUIIEHA KOHUIEHTPALHS HA METOTPEKCAT U 10 3aCH/IBAHE HA TOKCHYHHTE
My edexTH. ETo 3amo TpadBa ga ce n304rasa eIHOBPEMEHHATA yIIOTpeda Ha HECTePOH/IHH
[POTHBOBB3IATUTENHI CPSACTBA H METOTPEKCAT BEB BUCOKH 1031, OCBeH TOBA, TPAOBa Aa c¢ B3eMe N0A
BHUMAHHE MOTEHIIMATHUA PUCK OT B3aHMO/ICHCTBHE C HUCKU JO3H METOTPEKCAT, OCOOSHO NPHU MALHEHTH ¢
yBpencHa 6n6peuna ¢pyukuua. [Ipn komOuHmupano nedeHue Tpa6ea ga ce MOHHTOpHPa OB0OpeuHAaTA

dyHKUUA,

Hovnpohen (nodobro Ha Opyeu HECHEPOUORH RPOMNUEOEBINWTIUMENHU Cpeocmen) mpirbsa 0a ce
NPUTUZA ¢ GHUMAHUE 6 KOMOUHAWUA CHC CNEOHUmME 8eH{ecmed:

Moxnobemud: 3acunpa edexta Ha HOYITPOPEH.

Qenvumoun aumuti: EqgoBpeMeHHoTo opuiokeHue Ha Moynpoden Alchemia ¢ penutond winy IUTHEBH
AEKAPCTBEHUW MPOIYKTH MOXKE Ja MOBHIIM CepyMHAaTa KOHLIEHTpaLHa Ha nocaeannTe. Heobxoanmo € aa ce
cfedH CepyMHATa KOHLCHTPALHA Ha JIUTHH K ce MPENopbuBa Ja CE CIEOH HUBOTO Ha CepyMHaTa
KOHLEHTPaHA Ha (PEHUTOUH.

i

Copleunu enuxo3udu (Hanpunvep ouzoxcur): HecteponnHuTe NpOTHBOBBINATHTEIHN CPEICTBA: Mara*r ﬂa
0o00CTPAT ChpAEYHATa HEAOCTAThYHOCT, Aa moHmwkaT GFR v aa nosuiarT rasmexara Koﬂuem‘pﬁum Ha
CBPASHHUTE IMIOKO3UAH. [IpenopsuBa ce MOHUTOPHpPAHE HAa CEPYMHUSA IHIOKCHH,
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Liwypemunyu u anmuxunepmenzusnu cpedemsa: Quypernuure u ACE-unxuGuropute MoraT fa MOBHIIAT
HEe(PPOTOKCHYHOCTTA Ha HECTEPOHIHUTE [TPOTHBOBB3MAJHTEHH cpeacTBa. HectepouHHTe
NPOTUBOBBINATUTE/IHH CPEACTBA MOTAT A4 HAMANAT €()EKTa HA JHYPETULNTE X AHTHXHIEPTEH3UBHUTE
cpeacTa, BRIOUHTENHO ACE-HHXHOUTOpH U GeTa-0mokepu. [Ipa nanmenTH ¢ Hamastena 6s0pedna
QYHKLHA (HalpUMep AeXUApaTHPaHK MAUHEHTH WIH MallHeHTH B HAarmpeaHana Bh3pacT ¢ Hava eHa
OpOpeuHa QpyHKUNA), egHOBpeMeHHOTO NpHaokenue Ha ACE uHXUOHUTOP M aHTArOHMCT Ha aHTHOTeH3RH 11 ¢
MEKAaPCTBEH MPONYKT - HHXHOUTOP Ha LIMKTOOKCHIeHa3a, MOYKe 14 JOBeJe 10 [0-HATATHIUIHO YBPEATaHE Ha
OBOpeuHaTa QyHKIHUA H Cllef TOBA A0 ocTpa OBp0petuHa HenocTaTbUHOCT, ToBa 00MKHOBEHO e ofpaTumo. ETo
34110, TpAOBA [a ce BHUMAaRa C TaKUBa KOMOUHAIIHM, 0COOEHO MPH MAlMEeHTH B HATIPEAHAIA BB3PACT.
[lanneHTHTe TPAOBA A C& MHCTPYKTHUPAT [a MOeMaT JOCTATHYHO TeMHOCTH U CTOHHOCTHTE Ha GbOpeyHaTa
QyHKLMA Tps1OBa PEJOBHO Aa C€ CJICANT BeJHATA C/e] HAYAUTOTO Ha KOMOHHHPAHATA TEPAIIHs.

EnnospeMeHHOTO IpuiokeHHe Ha HOynpoden Alchemia n kanuid-cpxpaussainy guypervi wid ACE-

HHXHOHUTOPH MOXKE [a A0oBeAe A0 XunepruiHeMHsa. Heobxoaumo ¢ BHUMATEIHO J1a ¢€ MOHHTOPHPA HHBOTO
Ha KaJiuii. |

Kanmonpun: [JlasHE OT NTpoyYBaHNA MOKA3BaT, He HOyNpodeH NpOTUBOACHCTRA Ha €(PEKTA HA KANTONPHII 34
MOBUILUEHA EKCKPELMA Ha HATPHH,

Amunocnuxozudu: HecTepouaHHTE NPOTHROBL3NANUTEIHH CPEACTBA MOTAT A4 3a0aBAT ENUMMHHUPAHETO HA
AMUHOTJIMKO3MIN M 12 YBEIHYAT TAXHATA TOKCHYHOCT.

CenexmusHu UHXUOUMOPU HA OOPAMHUA 3aX6am HA cepomonuna (SSRI): TIOBAIIEH PHCK OT
FaCTPOUHTECTHHATHO KBPBEHE (BIK T.4.4). |

[urnocnopur: PrckbT oT OpOpeUHO YBpEKAaHE, MPUYHHEHO OT UMKIOCTIOPHH, C€ 3aCH/IBa OT
eAHOBPEMEHHOTO MPHITATAHE HA HAKOX HECTEPOMUAHM NPOTHBOBB3NAIMTE/HHY CPEICTBA. TO3KM e(DEKT HE MOKeE
14 c€ U3KITIOYH H 3a KOMOWHALIMATA OT LUKAOCNIOPHH U HOYIPOdEH.

Xoaecmupamvun.: EAHOBPEMEHHOTO feUeHHe ¢ XonecTupaMud U HOynpoden BOAX N0 YABKEHA U HAMaleHa
(25%) abcopbuus Ha ubynpodeH. JlekapeTBeHHTE TPOIYKTH TpAOBA Aa ce MPHIIArat nNpe3 HHTEpBal OT Haki-
MAIKO €IUH Yac.

Takpoauvye’ NOBUILLIEH PUCK OT HEQPOTOKCHYHOCT.

3udosyoun: YiMa JaHHH 3a TOBHIIIEH PUCK OT XeMapTpo3a ¥ xeMatom npu HIV-nofoxurensu xemopunuy,
KOMTO Ca Ha KOMOHHHPAHO JIEUEHHE ChC 3UA0BYAKH U ubynpodeH. [1py eaHoBpemeHHaTa ynorpeda Ha
3UOOBYAMH M HECTEPOUIHU TPOTHBOBB3NATUTENHH CPEICTBA MOXKE 1a ce HabIroNaBa TOBHIIEH PHCK OT
xeMaTOTOKCHUHOCT. [IpemopbuBa ce w3caeaBaHe Ha KpBpBTa | -2 CeaMHLIM C/1e/l HAUATOTO Ha
eAHOBPEMEHHOTO NMPHIOKEHUE.

Pumonasup: Moxe 1a NOBUIIIH MTa3MEHUTE KOHLUECHTPALUY Ha HECTEPOHIHUTE NPOTHBOBB3NATHTEIHN
CpeacTRBa.

Muchenpucmon.: AKo HeCTEPOKIHUTE IIPOTHBOBH3NATUTEHH CPeICTBa Ce npuiarar 8-12 THH crep
[IPUNIOKEHHMETO Ha MU(ENPUCTOH, Te MOTaT Ja HaMAJIAT edeKTa Ha MH(EIPHCTOH.

Ipobeneyud uau cyaunnupazon. Moxe na 3abaBH eTMMHHHpaHETO Ha ubynpodeH, Hamaisisa ce
YPHKO3YPHUYHOTO ASHCTBHUE Ha TE3W BELIECTRA.

Xunorornogu anmuduomuyu: TIalIMEHTH, KOUTO TIPHEMAT HECTEPOUAHH MPOTUBOBEINATHTETHH CPECOCTBA U
XUHOJIOHHU ca M3JI0KEHH Ha TOBHMINEH PUCK OT KOHBYJICHH.
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Cyaghoniavpeunit cpeocmseq: HecTepoHIHATE MPOTHROBBINATIHUTETHY CPEACTBA MOTaT a ngmjma'-r i
XHITOMNTHKEMHUYHNA eQeKT Ha CyIPOHITypeiHuTe cpecTra. [Ipy eMHOBPEMEHHO NPHAMKEHHE CE -~ .o\ s,
NpenopbpuBa 1a ¢&€ MOHHTOPHpAT HUBATA HA KPbBHATA 3aXap. SN S |



Kopmurocmepouou. [10BHILIEH PHCK OT FaCTPOUHTECTHHAIHA YIILIEpauHs WIM KbpBeHe (BIDK T. 4.4),

Aumumpomboyumuu azpeeanmu (Hanpumep K1onudozpen U muxionudun): [TOBHIIABAT PHCKA OT
FaCTPOMHTECTUHANHO KEPBEHE (BIK T. 4.4)

A:txoxon, bucghochonamu u oxchenmugenin (nermoxcughuaun). Morat fa npean3sukat
FACTPOHHTECTHHAIHY HeXKeIaHH JICKapCTBEHY PEAKLMU K PHCK OT KbPBEeHe 1 viauepanus.

baxnoghen.: TIOBUIIIEHA TOKCHYHOCT Ha DaKIoheH.

4.6 DbpeMeHHOCT H KbpPMeEHe

Bpemennocm

BIOKUpaHeTO Ha TPOCTArTaHIMHOBHAA CHHTE3 MOXeE 1a HMa HEXEIaH ePEKT BhPXY OpEMEHHOCTTA H/HITH
eMOpPHOHANHOTO/ (heTanHO pa3BuTHe. JaHHH OT €MHIEMHONOIHYHH NIPOYYBAHHS [IOKA3BAT NOBHIIEH PHCK OT
CMIOHTAHEH aboPT, ChLIO TaKa ChPACHHH MaGopMauMK U TaCTPOLIH3UC el ynoTpeda Ha HHXHOHTOP Ha
MPOCTArJAHAWHOBHS CHHTE3 B HAYAJIOTO HAa OPeMEHHOCTTa. ADCOMIOTHUAT PUCK OT ChPACHHOCHA0BA
MaTopMalisa ce 3aCHIBa OT MNo-Manko OT 1% g0 npubsiu3uTenHo 1.5%. PHCKBT ¢¢ yBeaH4ara C
NO3MPOBKATA H MPOABIDKHTETHOCTTA Ha NeUeHHETO. [IpH XKUBOTHH, APUIOKEHHETO HA HHXUOHUTOP Ha
MPOCTATNAHAWHOBUA CHHTE3 BOAM /0 3aryfa Ha IUIORA MIPeAH H CASA HMIUTaHTalHA U eMOpHO/detanHa
cMBpTHOCT, OCBEH TOBA ce ¢hoblIaBa 3a HapacTBalll Opoit Ha pasTHUHH ManpopMaliii, BRIOYHTETHO K
CHPICYHOCHAOBH, MPH XKUBOTHH, HA KOHTO € IpiIaral HHXHUOUTOP Ha NPOCTArTAHANHOBHA CHHTE3 10 BPEME
Ha opraHoresesa. [Ipes IbPBOTO U BTOPO TpuMeceure oT 6pementocTta, Hbynpoder Alchem:a He Tpadsa
Jia ce TIpKiara, OCBEH IIpH ACHH MeIMLIMHCKH nokazarud. Axo MOynpoden Alchemia ce u3nonsea OT jkeHa,
KOSTO ce OIWUTBA Aa 3a6peMeHee WK Mpe3 MbPBOTO W BTOPOTO TpHMeCeurHe Ha OPeMeHHOCTTa, Z03HPOBKaTa
Tpa6Ba Ja 6bae BBIMOXKHO HAN-HHCKA, a NPOIBLKUTEIHOCTTA HA IEYSHHETO — BB3MOKHO HaH-KPaTKo.

[Tpes TpeTOTO TpuMecedHe Ha GPEMEHHOCTTA BCHYKH HHXHOUTOPH Ha MPOCTATTaHAHHOBHS CHHTE3 MOTaT 1a
W3J0XKAT [104a Ha CIeOHHTE PUCKOBE:

- Kapano-TyIMOHAPHA TOKCHYHOCT (¢ MpexIeBpeMeHHO 3aTRapsHe Ha ductus arteriosus 1 mysmMoHapHa
XUITEPTOHHSA );

- yBpexkaaHe Ha OpOpeunara GyHKIIMA, KOSTO MOXKE Aa MPOTPpecHpa A0 OebpeuHa HEJOCTATBYHOCT C QJIHIO-
XHAPAMHHO3UC;

a MalKaTa U HOBOPO/EHOTO, B Kpas Ha OPeMeHHOCTTa, Ha PHCK OT:

- BE3MOXKHO YIB/DKABAHE HA BPEMETO Ha KBPBEHE — AHTHArPEraHTeH ePeKT, KOUTO MOXKE 1d HACTBIH JaKE
IPY MHOTO HUCKH J03H.

- 6JIOKUpAHe HA KOHTPaKUHHTE Ha MATKaTa, KOETO BOAM JO 3a0aBEHO WIH yAB/DKEHO pOXIaHe.
CrnenoBarento, Hoynpoden Alchemia e NpoTHBOIIOKA3aH MO BpeMe Ha MOCACAHOTO TPHUMECEHHE HA
OpeMeHHOCTTA.

Kvpmene

VbynpodeH ce eKCKpeTHpa B KbpMaTa, HO TIPH TePaneBTHYHH JO3K 0 BPEeME Ha KPAaTKOCPOIHO JICHCHHS
PHCKBT OT e(heKT BPXY KBPMAUEeTO U3rIEKIa MATKO BEPOSTECH. AKO BCE ITAK € NMPEAHCaHO Mo-
[IPOIBIDKHTENHO JiedeHHe, TPAGBa Ja ce TIOMHCIIM 3a paHHO OTOHRAaHE Ha KbpPMAUeTO.

Depmuaumen

VnorpebaTa Ha uOyrpodeH MOXe Ja yBpean PpepTHIHTETA H 3aTOBA HE C€ MPETIOPBUBA NPH KEHH, KOUTO Ce
ONMTBAT Aa 3aUeHAT. [IpH XeHH, KOUTO UMAT HPoGaeMH Che 3aUeBaHeTO WiTH Ce H3CeBaT 3a Deannoaue,
TpA6Ba 1a ce NOMHCIIH 32 IPEYCTAHOBIBAHE TIpHeMa Ha HOYTPOQEH .

4.7 Edexrn BLpXy cnocofHOcTTA 32 Modnpane H paboTa ¢ MaALIHHA

O6HKHOBEHO UBYTIPOdeH He MOBIHABA CTIOCOGHOCTTA 32 Wodupane v pabora ¢ mawuHu. 1 Bce nax, THH

T, e

KaTo B TOJIEMH AO3H MOTaT ga ce HabmomasaT HeKeaHy peakildi KaTo yMOpa, CbHIMBOCT, CEETQBTspTE}K (Ba}“-
Hero ce choOIaBa YecTo) U 3PHTETHH CMYLLGHUA (HEYECTO), B OTAC/IHU ClIy4dan T MOoTaT 5(,21 QOBAMAAT. . .

CHIOCOBHOCTTA 3a odupaHe U pabora ¢ MaIMHY. TO3H eQeKT ce 3acHnBa oT e:[HospemeHHaTa KGHL)JME!,IIHH L

Ha a7IKOXOJT. HER



4.8 Hexenanu sexapcTsenn peakuu

Hai-4ecTHTe HeXETAHH PEAKUMH Ca MACTPOHHTECTHHATHHTE cMyIleHus. HabonaBar ce: nenTuyHa 9384,
nepgopanus WK raCTPOHHTECTHHATHO KBPBEHE, MOHAKOTA ¢ (PATATICH H3X0 B 0COOEHO DU MALHMEHTH B
HanpeAHana Be3pacT (BHXK T. 4.4). Mima crobmienus 3a rajeHe, HOBpbIAHE, AMapHA, PiIaTyleHUHA,
KOHCTHNALHA, JUCTIeNICHA, KopeMHa Q0/IKa, MEIeHa, XeMaTeMesa, YALUePATHBEH CTOMATHT, 00OCTPEH KOMHT H
0o:1ecT Ha KpoH (Bik T. 4.4), KaTo HedecTa peakiing ce Hab/Ir0aBa racTpur.

HexxelanuTe peakiyy ¢a B IIOBEUETO ClIyyad 00303aBucuMi. OcoBeHO PUCKBT OT FaCTPOUHTECTHHATHO

KbPBCHE 3aBHCH OT AO3UPOBKATA U [IPOIB/DKMTEIHOCTTA Ha ACHEHHETO. 3a APYTH PUCKOBY (DAKTOPH BHK T,
4.4,

HAHHH OT KNIHHUYHH H EMUAEMUOIOTHYHH U3NHTBaHHS NOKA3BAT, Ye ynoTpedara Ha ubynpodeH, ocobeHo B
roaeMH a03M (2400 mg AHEBHO) ¥ NP OPOIBLIDKHTETHO JISUSHHE, C& CBBP3BA C JIEKO NMOBHUIEH PHUCK OT
apTepHanHd TpOMOOTHYHH CHOMTHA ( HATTPHMEP MHOKAPASH HH(APKT WiIH UHCYAT) (BHUK T. 4.4).

B1B BPB3Ka C JISUEHHETO C HECTEPOUAHH NPOTUBOBBINATHTEIHH CPEACTBA HMA CHODLIEHHS 3a eAeM,
XHIIEPTOHUA U ChbpAeYHA HENOCTATHYHOCT., |

Hexenanute peakuUH He ¢a TOJKOBA YECTH 11pH MakcHMasiHa o3a 1200 mg nHesHo.

Hexenanure nmekapCTBEHHU PeaKiUH ce TPYIMHUPAT B 3aBHCHMOCT OT YeCTOTATA 10 CAEAHHA HAYUH:
Muoro uects (=1/10)

Yectu (=1/100 oo <1/10)

Heuecth (=1/1,000 go <1/100)

Penxu (21/10,000 no <1/1,000)

Mruoro penxu (<1/10,000), ¢ HeusBecTHa YecTOTa (He MOXKE 1 C€ TIPENeHH OT HaJIHUHUTE IaHHH ).

Habopamopnu uscaeoeanun

Pedxu: MOBHUIGHHU HUBA HA a30T B KPBBHATA YPed, HA CEPyMHUTE TpAHCAMHWHA3H U ankanHa pocdarasa,
MOHIKEHH CTORHOCTH Ha XeMOIIoOHH B XeMaTOKPHT, OOKHpaHe Ha TPOMOOUHTHATA arperatiis, YAb/IKeHO
BpEME Ha KbPBEHE, HAMATICHO HHBO Ha CEpYMHUA KaJlllH, TTIOBULICHHE HA CEpyMHATa KOHUSHTPALHA Ha
MHKOYHATA KHCEITHHA.

CopOeuHu HapyiieH us
Mioz0 pedxu: TIAITMTAUMHA, ChPIEYHA HETOCTATBYHOCT, MHOKAPACH MHPAPKT, OCTHP OenoapodeH eae,
eleM.

Hapyuienua na Kpovema i aumMpHamd cucmemda

Mro20 pedxu.: HApyHICHUA B XeMOoe3aTa (AHEMUA, ICBKOIIEH A, TPOMOOLHTOICHNS, NAaHLIMTOTICHHUS,
arpaHy/ouuTos3a). [TEpBUTE CHMITTOMH WM [IPH3HALIE MOFaT A2 BKAOUYBAT: (PeOPHAHU CHCTOSHHA,
BB3NATICHHE Ha MBPIAOTO, MOBBPXHOCTHH A3BU B YCTHATA KYXHHA, INPUITONOACOHH CHMITOMH, TEKKA yMOpa,
KBbpBEHE OT HOCA M KOXATa,

HapynieHua Ha@ HEPEHAMA CUCIEMA
Yecm: rnaBoboHE, CHHIIMBOCT, CBETOBBPTEXK, yMOPa, AKUTALMA, 3aMaliBane, 0e3ChHIe, PA3ApasHHMOCT
Mnoco peoku: acenTHUEH MEHHHTHT

T oan
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QuHit HapyeHu

Hevecmu: 3pUTeIHN CMYIHEHHS

Pedxu: ToxCcHYHA aMOIonuy

Hapyenua na ywiume u aabupuimd

a
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Mro020 pedxu. THHUTYC

Hduxamenuu, 2pyoHu u MeOuacmMuUHAAHU HAPYILCHUA
C neussecmuda vecmoma. PUHUT, DPOHXOCTA3BEM

Facmpounmecmunainu HapyuieHun

Mnozo wecmu: TaCTPOMHTECTHHAIHH HAPYLIEHHA KATO CTOMALIIHY KHCETHHHM, AMCIENCHS, KOpeMHa 60i1ka H
rageHe, NOBpbIAHe, PraTyneHLMA, AHAPUS, KOHCTHIAIUSA

Yecmu: TaCTPOMHTECTHHANIHY A3BH, TIOHAKOra ¢ KbpBeHe U nepdopauus (BixK T. 4.4), CKpHTa KpbBRO3aryoa,
KOATO MOXKE 18 HOBEAE JO AHEMUA, ME/ICHA, XEMATEME3a, YILEPATUBEH CTOMATHT, KOJIUT, 00QCTpAHE Ha
BB3NATHTENHOTO 3a00/IABaHE YPEBHA HENIPOXOIUMOCT, YC/I0KHEHUA OT AUBEPTHKYIY Ha 1e0e0TO HEPBO
(repdopanud, GUCTYIa)

Hevecmu: racTpuT

Mnozo pedxu: ezodarur, NAHKPEATHT, HHTECTHHATHH CTPUKTYPH (UPEBHH CTECHEHHA )

Hapywenus na 6vb6peyunie u nuKouHume nomunia
Hevuecmue: osSBa Ha e4eM, OCOOEHO NPH MALIMEHTH C apTEPHaiHa XUTIepTOHUS WAX O660pedHa

HEAOCTATHUHOCT, HePPOTHUEH CHHAPOM, WHTEPCTULIHANEH HE(IPHT, KOHTO MOXKE 114 € CBBLp3aH ¢ On0peuHa
HEeA0CTAThYHOCT

Muozo pedxu: 6B6peyHa NanuIapHa HEKpO3a NpH NpOABLDKUTENHA ynoTpeda (BIK T. 4.4)

HapyueHusa Ha Koxncama 4 HOOKONCHAMA HIbKAH

Hevecmu. poToceHCHOWIH3ALINAA

Muozo pedxu; Texxn QOPMH HA KOKHH Peaklny (epruTeMa MyJITHPOPME, EKCPOAMATHBEH ICPMATHT,
OVNO3HH PEAKIIHA BKIIFOUMTETHO CHHAPOMA HA CTUBBHC-[DKOHCBH U TOKCHYHA eNUASPMATHA HEKPOIH3a,
anomnenys, HEKpOTH3UpALL Gacuur

Covoo0elt HUPYHICH A
Mnozo peoxu. XUIIEPTOHHUA

Hapyutenua na umyHHama cucmema

Hevecmu: peaklliy Ha CBPBXYYBCTBHTENHOCT — yPTHKApHs, CbpOesk, myprypa ¥ eK3aHTeMa, KakTo U
ACTMATHYHH [IPUCTHIH (MOHAKOra ¢ XHITOTOHHA)

Pedrxu: CMHAPOM HA JIYITYC €PHTEMATO/IEC

Mroeo pedru: TEKKH PeakLMK Ha CBPbXYYBCTBUTEIMHOCT. CHMITTOMHATE MOTAT 13 BKIIOYBAT. JTMIUER OTOK,
HaOLOBaHE HA €3HKA, BbTPEUIHO TapuHreaHO HaObOBAaHE ChC CBHBAHE HA IUXATCITHUTE TIHTHILA, JHCIIHES,
TaxUKapand, MOHIKaBaHe Ha KPBBHOTO HAJMrade 0O TOYKATa Ha )KMBOTO3aCTPallIaBatll LIOK

Xenamoobuwinapuu HapyuteHus
Mno20 pedxu; napyuleHa yepHoApofGHa QyHKLHs, 0co0eHO MPH IPOIbIKHTETHA YIoTpeda, YepHOApodHa
HEAOCTATHUHOCT, OCTBP XEIATHT, XBJITEHHIA

IHcuxuunu napywenun
Pedxu: penipecus, o0 bpKBaHe, XaTIOUMHALHH

4.9 Ilpenoszupane

Cumnmoni

[ToBeueTo NAlMEHTH, KOWTO €A HOIB/IHAIN KIMHHYHO 3HAYHMH KOTHYCCTBA HECTEPOUAHH
IPOTHROBB3ANHTETHHU CPEACTBA, [IONyYaBaT caMO FafieHe, MOBPBLIaHe, OOJIKH B EIUracTpHyMg. W’i’ﬁ ne- o
pAAKO AAMAPHA. BB3MOXHO € A2 HaCTHILAT U THHHTYC, [NIaB0oOOIHE, 3aManBaHe, CBETDE'E:}JTEHiH o

racTPOMHTECTHHAIHO KbpBeHe. [IpH r1o-cepuosHo oTpapsHe ce Hab/oqaBa TOKCHYHOCT B ufu:fpa:ﬂﬁa’ra Lo

HEpPBHA CHCTEMA, KOATO C& H3Pa3fABa B CbHJINBOCT, MOHAKOTA EKCHTALIKA U ﬂe30pHeHTauﬂﬂu*,(«1ﬂH m%«:a
TToHsKOra NalMeHTUTE M3MAgaT B KOHBYICHH. IpH aenata Moke 1a ce HaOmnronasa wrumcjbxfyé ¢ KpﬂM[‘IH -
[Tpu CEepHO3HO OTPABSAHE MOKE 1a HACTHIH METa0OIHTHA ALEA03a 1 TPOTPOMOHHOBOTO BleMe YINR Moxke™ .
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Ad ¢€ YIB-DKH, BEPOATHO TIOpaau ASHCTBHETO HA UMPKYIHPAUIMTE KPBBOCHCHPBALTH HakTOPH. BbiMomuy ca
OCTpa OBOpevUHA HEAOCTATHYHOCT, YePHOAPOOHO YBPEKIaKe, XUNIOTOHHUS, [TOTUCKAHE HA AWLIAHETO U
nHaHo3a. [Ipx acTMaTHIHTE € BB3MOXHO 0BOCTPSIHE HA aCTMATA.

Aevernue

JleuenneTo TpabBa 1a 6B€ CHMITOMATHYHO H NMOIIHPIKALLD, KATO BK.JIOUBA MOATBPIKAHETO HA YUCTH
AHXATEIHH [ThTHLLA  MOHHTOPHPAHE HA CBPACHHHUTE H XKH3HEHN MOKA3aTe M 10 CTabUANZHPaHe Ha
NaipeHTa. [Ipenopbusa ce H3npa3BaHe Ha CTOMAXA WK MEPOPATTHO TMPWIOKEHHE Ha aKTHEEH BhIJIEH B CPOK
OT €IHH Hac, aKo MalMeHTET ¢ [ToreIHan noseve ot 400 mg/ kg TenecHo terno. Ako U6ynpoden Alchemia
Beue € adcopOUpaH, e HeOOXOAUMO NPHUIAraHe HA ATKATTHU CYGCTAHLuUH, 34 1A ce YCKOPH eKCKPenuATa Ha
KACETHHHIA HOympodeH B ypuHata. IIpy Hand4ne Ha YeCTH HNH TIPOXbKHTENHHN KOHBYACHH, Te TpaOBa aa

C€ JICKyBaT ¢ HHTPaBeHO3HO NIPHIGKEH AHAa3enaM WiH JiopazenaM. B ciyyait va actMma a ce H3mosssar
Oponxoaunaratopu. He cpiiecTsyBa crienudHdaeH aHTHAOT.

5.  ®APMAKOJOTHYHU CBOICTBA
5.1 @apMarkoaRHAMHYHH CBOiCTBA

dapmaxoTeparieBTHyHa rpyna; HecTeporaHy poTHBOBB3INAIMTEHA ¥ AHTUPEBMATHIHY JIEKAPCTBEHH
APOAYKTH, MPOHU3BOIHH Ha IpondodHoara kuceanda. ATC koa MO1AEQ]

HoynpogeH e HeCTEPOHAHO, MPOTHBOBB3NAIHTENHO CPEACTRO, KOETO IPUTE)KABA MPOTHBOBB3IMTATHTEIHO,
AHATPETHYHO M aHTUIHPETHYHO AcHCTRYE, JKHBOTHHCKY MOIeH 3a Gonka U Bb3MalleHHe TTI0KAa3BaT, Ye
ndynpoden epeKTHBHO MHXHOUpa CHHTe3a Ha TipocTarnannuuure. [pu xopa, ubynpoden obiexyara
OonkaTa NPUYHHEHA OT BB3MalleHHE HIH CEBP3aHAa C HEFO, OTOK U MOBHIIeHA TeMepatypa. HoyrpodeH 1ma
HHXHOUTOpEH €PeKT BBPXY IPOCTATTIAHARHOBHSA CUHTE3 KATO HHXAOUPA aKTUBHOCTTA HA LUKITO-
OKcureHasata. OcBeH TOBa, HOYNMpodeH nma naxnburoped edext Bopxy ADP (azenosun nudocedar) win
KOTAreH-CTUMYIIMPaHa TPOMOOLIMTHA arperaLus.

ExcriepHMeHTANIHH JaHHU NTOKa3Bat, ye ubynpodeH Moxke fa Olokupa eheKTa HA aCIHPHH B HHUCKH JO3H
BBpXY TPOMOOUMTHATA arperaims, KoraTo ¢¢ MpUIaraT e THOBpeMeHHo, B eflHO NipoyuBaHe, TIPY KOETO
eIHOKpaTHa no3a udynpogex 400 mg e npunokeHa | dac npemy uan 30 MHHYTH Clie ] IPHIATaHe Ha
aleTUICAIHLIMIOBA KHUCE/IHHa ¢ He3a0aBHO ocBoboknarane (81 mg), ce Habmroara HaMaiIcH eerT Ha
AUESTHUICATHLMAOBATA KUCE/IMHA BEPXY 00palyBaHeTo Ha TpOMOOKCaH WK TPOMOOLMTHA arperaius.
OrpaHvYeHUTE NaHHU U HECUTYPHOCTTA OTHOCHO €KCTPATIONAUMATA Ha JaHHH €X ViVOo KoM KITHHHYHA
CHTyalHs MMOKA3BaT, Y€ HE MOTraT Ja ¢ NPaBAT TRBPIH 3aKNOUYEHUA 33 peoBHATA yIioTpeba Ha ubyrnpodeH,
1 Ye KIMHHYHO 3Ha4UM e(EKT € MAJIKO BepOsTEH NPH CBOOOAHATa yrioTpeda Ha uBynipodes.

Hbvnpoded nHxuOupa NpoCTariaHAMHOBAS CHHTE3 B MATKATA, ¢ KOETO HAMAMABA OTITVCKAHETO HA MATKATA
H aKTHBHOTO HAJIATaHe, [ICPHOIHYHHTE KORTPAKLHY Ha MATKATA U KOJUHYECTBOTO MPOCTArAAHARHH, KOHTO C€
ocBODOKAaBAT B kpbBoOOpalieHueTo. C Te3n mpoMenH ce 00ACHABA 00NeKYaBAHETO HA MEHCTPY &/ THHTE
Goaku. MOynpogen Gi1okrpa 666peyHus NpocTarnaHAHHOB CHHTE3, KOETO MOXKE Aa 10BeAe 10 Gnbpeuna
HEJOCTATHYHOCT, 3aABPXKAHE HA TEUHOCTH M ChPASYHA HEAOCTATHYHOCT IIPH PHCKOBH MaltHERTH (BIOK T.
4.3).

[IpocTargaHAMHUTE ¢a CBBP3IAHM C OBYJIALMATA U 3aTOBA yroTpedaTa Ha MeKapeTBeHH NPONYKTH, KOHTO
OnoxHpaT NPOoCTarnaHJHHOBMS CHHTE3 MOTAT a TIOBIMAAT QEePTHIMTETA Ha XeHuTe (BIK T. 4.4, 4.6 u 5.3).

5.2 dapMaKoKHHEeTHYHH CBOHCTBA
Abcopbiyua
Hbynpogen ce abeopbupa 6bp30 OT TACTPOHHTECTHHANHUS TPAKT, MAKCHMATHATE CePYMHN KOBUSHTPAIMH

HACTBIBAT |-2 gaca cjel MpUIIoKEHHE.

Paznpedenenue g
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MoynpogeH ce pastpesesns Obp30 B UeiiA OpraHu3bM. CBLp3BaHETO ¢ TLIAIMEHHTE IPOTEHHH € B OKOIO
99%.

Memaboauzvm
HMoynpoden ce Metabonnsupa B yepHust Apod (XUAPOKCHIUpPaHE, kKapOOKCHIRpaHe).

Eausviunupanue

EMUMHHAUHMOHHHAT NOMAYKHBOT € Npubau3utenHo 2.5 4aca Npu 3ApaBd HHAUBHAN. PapMAKONOTHUHO
HEAKTHBHHTE METAOONMUTH Ce eKCKpeTHpatT OCHOBHO (90%) nipes Ou6peuuTe, HO CEUIO H IPE3 MXTBUKATA.

5.3 IlpeaAkMyMHHYHH ZAHHAY 32 6€30NMACHOCT

Toit kato uOynpoden e Ao0pe MO3HAT ¥ WIHPOKO H3NOJI3BAH, IPESAKTHHUYHHTE TaHHH 33 0€3011aCHOCT ¢a
JOKYMEHTHPAHH.

CyOXpoHHYHATAa H XPOHUYHA TOKCHYHOCT Ha HOynpodeH € Moxa3aHa rfaBHO B [POYYBAHHA C XKHMBOTHH KATO
YBPEKAAHE HA XPAHOCMIUIATE/THUA TPAKT K A3BH.

TecTOBETE Int VItro | in VIVO HE MOKa3RaT KIIMHHYHO 3HAYKMMU IIPU3HALH Ha MYTareHeH MoTeHIHal Ha
ubynpoden.

He ca HaOnroJaBaHH KAPLUHHOTEHHH €(PEKTH NPH MHULIKH M MIBHXOBE.

Ubynpoden nuxubupa oByiIalHaATa [IPH 3aHLM H YBPEXAa UMILNAHTALHATA TIPHY Pa3THYHH XKHBOTHHCKH
BUJIOBE (3aHUH, TIEX0BE U MUIIKHK). [IpH penpoAYKTUBHU TECTOBE, IPOBEAECHN C TIITEXOBE W 3a11IH,
uGynpodeH npeMuHasa npe3 rwiauenrtara. Korato ce H3anoI3eaT TOKCHYHY 32 MalKaTa A03H, HO-YECTO €€
HabmrogaBaT MandopMaLuy (T.€. BEHTPHKYJIApeH CeNTalleH Ie(eKT).

6. OAPMAIIEBTHIYHHW JAHHH

6.1 CnHcbK HA NOMOIIHHTE Bellle<Tna

Hopo na mabaemxama
MukpokpHcTanga LenyJsosa

CHIULHeB OTHOKCHA, KOJIOMAEH Oe3BoIeH
XHIPOKCUTIPOTIMILENYJI03a

Harpues naypuncysi@ar
KpockapmMenosa HaTpui

Tanx

Tabaemua obsusxa (Opadry (6an) 06B25199)
XHIpomMesiosa

Maxporoa 400

Turanos guokcug (E171)

6.2 HeChbBMeCTHMOCTH
Henpruiaoxumo

6.3 CpoOR HA TOXHOCT
2 rOAHUHH

6.4 ChnennajHHu yC10BHA HA CbXpaHeHUe o

To3u nexKapcTBeH NPOAYKT He M3KCKBA CHEHaAJHH YCIOBHAS Ha CbXPAHCHHE. TR :j e o
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6.5 JIanHH 32 oNaKkoBKATA

Henpospaunn OnucrepHu onakoBkH ot PVC/AL

[Ipospaunu onucrepHn onakosku ot PVC/AL

OnakoBKH (fIOTHETHIEH) 3a TabNeTKH ¢ Kaayka OT MOJHUAPOITHIIEH.
Pazaep na onakosrume.

baucrepu: 6, 10, 12, 20, 24, 30, 50, 60, 90, 100 u 250 ¢punMupanu TadbneTky
OnaxoBkd 3a Tadnetky: 10, 20, 30, 50, 100 u 250 bunmupanu tabieTky

He BCHYKH BUIOBE OMAKOBKH MOrat Aa Ob1aT ITyCHATH B npoaaxda.

6.6 ChneunanHn Npeana3HH MEePKH NPH H3XBbP./IsIHe B paboTa

Hama cnenpaiHy U3HCKBAHHS

7. ITPUTEXATEJI HA PAZPEINEHHAETO 3A YIIOTPEBA

Alchemia Ltd.

5th floor, 86 Jermyn Street
London SW1Y 6AW
BenukoOpuranus

8. HOMEP(A) HA PABPEINIEHUETO 3A YIIOTPEBA

9. TATA HA ITHPBO PA3PEINABAHE/TIOJHOBABAHE HA PAZPEIIEHHUETO 3A
YIHOTPEBA

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

Maprt, 2009 r.
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