KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA

IBUPROFEN ALCHEMIA
UbYIIPOP®PEH ALCHEMIA
1. "UME HA JJEKAPCTBEHUA IIPOAYKT : o
Ibuprofen Alchemia 800 mg film-coated tablet - h!- | C:'.'._'-? Poe.o .
N6ynpoden Alchemia 800 mg drutMupana TabneTka nata 21— 4 G /& 1304, 09
Lo

2. KAYECTBEH H KOJITUYECTBEH CBCTAB

Beska gunmupana tabnerka ceabppka 800 mg ubymnpoden.

3a ITHJAHMA CIHCHK Ha MOMOUIHWTE BELIECTRA, BIHKTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA

QunMupaHy TabJeTKH.

800 mg Tabnetku: Genu, oBaHM, TBOWHO-UIMHKHATH GUIMHPAHH TaGIETKH, ¢ JACTTHTE/THA YEPTA OT SAHATA
CTpaRa.

Tabnerkara Moxke na 6pa¢ pazgeneHa Ha IBe PaBHU TTOJIOBUHM,

4. KIMHNMYHUA JAHHU

4.1 TepaneBTHYHH NOKA3ZAHHS

PeBMaTHUYHH CBCTOSHMS: aDTPUTH (HAIIP. PEBMATOUIEH aPTPHT, B TOBA YHCIIO MIIAJEHKKH PEBMATOHACH
apPTPHT), AEreHEPATHBHU APTPUTHH ChCTOSHUA (HaIlp. OCTEOAPTPHUT), HEM3ABEHU PEBMATHYHU CHCTOAHMA,

OPYTyd MYCKY/THY U CTABHU HapyLUSHUA H TPaBMH Ha MEKaTa THKaH.
4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

HexxenanuTe JiekapCTBEHH peaKUMy MOraT 114 C€ HAMAaJIAT B0 MHHHMMYM, KaTO Ce U3ITOJI3BA Hal-HUCKATa
e(deKTHBHA 1033 B NPOABIDKEHHE HA HaH-KPATKUS NEPUOL, HEOOXO1UM 32 OBNAAABAHE Ha CHMIOTOMHTE { BHIK
T. 4.4).

Ho3aTa Ha nOynpoden 3aBUCH OT BH3PACTTa M TENECHOTO TErN10 Ha nauueHTa, MakcuManHaTta e {HOKpaTHa
OHEBHA 71034 3a BB3pacTHH He TpaAOBa aa Hajasdinasa 800 mg ubynpoden.

TabnerkaTa TpsadBa ga ce npueMa ¢ yalila BOJIa IO BPEME WIIH CJIER XpaHEHe.

Pesmamuunu zabonneanus

Buviapacmnu.

O6uualinara posa ¢ 400 - 600 mg 3 npTH gHesHO. [logappsxain no3u ot 600 mg — 1200 mg aHeBHO Morar
na 0v4aT eheKTHBHH TPH HAKOH TIALIHEHTH, JIpH OCTPH ¥ TEXKH CHCTOSHHS J03aTa MOYKE [1a Ce YBeJIHYM J0
Makcumainao 2400 mg, pasaeneHna Ha 3 wiH 4 npuema.

-

fOnowu nao 12-zo0uutna evipacm (>40 kg). _
[IpenoprurTennara no3a e 20 mg/kg no makcumym 40 mg/kg Tenmecno Terno agesHo B 3 10 4 [{Pﬂw b
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HHayuenmu ¢ nanpeonana sv3pacm _

HecTeponnHKTE NPOTHBOBBANAIMTENHN CPeACTBA (HCIIBC) tpafpa na ce mpuiarat ¢ NOBHIIEHO BHUMAHHE
HPH NALMEHTH B HAaNPEeHAIA Bb3pACT, KOUTO Ca NO-CKIOHHHK 12 PA3BUAT HEMEN2HH JIEKApCTBEHM PEaKLIMK U
[IPH KOUTO ¥iMa MOBMIUEH PUCK OT MOTEHUKANHO (aTaneH CTOMALIHO-YPEBEH KPbBOHAIUB, yALEpaLus Wi
nepopauus (Bik T. 4.4). Ako € HEOBXOIMMO JTeueHHe, TPABRA /i Ce W3ION3BA Hall-HHCKATa [03a B
MPOABLILKEHHE HA HAR-KPATKUA NEPHO, HEOOXOAHM 33 OBNAASBAHE Ha CUMITOMUTE. JIeUeHUETO TPAOBa na

CC T0/j1ara peIOBHO Ha MPeOLeRKa U fa Ohae NPEeyCTaHOBEHO, aKo He ce HabmoaaBa noxobpeHue wim
HACTBIM HEIIOHOCHMOCT KbM JIEKAPCTBOTO.

Yepeoena 6v6peuna ¢ynxyun
I1py MALMEHTH ¢ TeKO A0 YMEPEHO YBpexIaHe Ha OpOpeunara GyHKIMA, B03aTa TPAOBA 18 ObIe BHIMOKHO
Hau-HUCKA U 1A Ce TIPMIIAra 3a BE3MOXHO Hali-KpaTKUs MepHo, HeoBXOOHM 3a OB/aI9BaHE HA CHMIITOMUTE,

KATO CHINEBPEMEHHO € HeOOX0IMMO fia ce cnenu OrOpednaTa GyHKIMA {32 NAUMEHTH C TEXKKO YBpeneHa
Op6peuna GyHKUu Brok T. 4.3).

Yepeoena ueprnodpobra yuxuusn

[1pu natMeHTH ¢ Jieko A0 yMEPEHO yBPeXIaHe Ha YepHOApobHaTa byHKums, A03aTa TpIbBa 1a 6bae
BB3MOKHO HAH-HHUCKA ¥ 2 Ce Npuilara 3a Bb3IMOXKHO Hali-KpaTkys nepuos, HeoOXoauM 3a OBliaisBate Ha
CHMITTOMMTE, KaTO CHLUEBPEMEHHO € HEODXOMHMMO fa ce cinefiu yepHoApobHaTa dyHkuma (3a NaUMeHTH ¢
TEXXKO YBpeeHa yepHOApoOHa (GyHKIUS BiK T. 4.3).

4.3 IlpornBonmokazanus

Hoynpoden Alchemia e npoTuBonoKasaH npu NAMKEHTH CBE:

- CBPBXUYBCTBHUTEIIHOCT KbM aKTHBHOTO BELIECTBO UM KbM HIKOE OT TIOMOLIHHUTE BELECTBA HA
Hbynpoden Alchemia

- MpeAHIIHH PEaKIMK Ha CBLPXUYBCTBUTCITHOCT (HAlPUMED ACTMA, pPUHWT, YPTUKAPHUS UM AaHTHOEAEM )
KBM alEeTHNCATUIIHIORA KKceauHa wmu apyru HCTIBC

- aHAMHE32 3a CTOMALIHO-YPEBEH KPBBOUNTHE WM Nepdopatrs BbR BPph3Ka C NpeKapaHa Teparnus ¢
HCIIBC

- aKTHBHA WK HEOTAABHA IIPeKapaHa MeNTHYHA A38a/KPBBOM3IUE (JIBA WIIH ITOBEYE W3IHBSHH SIH30MA Ha
AOKa3aHa yIInepauus uivd KbpBeHE)

- TEXKKa YepHOAPOoOHaA WK TexKa OBOpedHa HENOCTATEYHOCT

- TEKK2 ChPAEYHA HEJOCTATBYHOCT WY KOPOHapHa OOJIECT HA ChPUETO

- MOCIEIHOTO TpUMeceure oT OpeMeHHOCTTa (BIXK T. 4.6)

- 3HAYMTEIHA JEXHOPATALHSA (IPUUHHEHA OT NOBPDBLIAHE, THAPHA WIH HEOCTATHYEH [IPHUEeM Ha
TEYHOCTH)

- HepeOpoBacKyJIapHH WX APYTH AKTHBHY KPBBOH3/THBH

- HEH3SICHEHW CMYIICHHS B X6MOIIO€3aTa

- Aera 1104 6-roniliHa Be3pacT.

4.4 CuonendajaHyB NPeaYNPEKICHAR W NPEANA3HR MEPKH IPY YnoTpeda

EnnoBpemetinata yrnotpeda Ha MGynpoden Alchemia ¢ HCTIBC, BrnrountenHo ceflekTHBHN HHXMOHTOPH
Ha UMIJIOOKCUTeHa3a-2 Tpa6Ba na ce H3Gsrea. |

bomuute oT acT™a TpAGBa a Ce KOHCYNTHPAT ¢ NleKap MPeAu Aa npuemMar ubynpoder (Busxk no-nomay).
HexenaHuTe nekapcTBEHM peakiiMy MOraT /la Ce CBEAAT KO MUHHMYM, aKO CE W3TON3Ba Hall-HHCKATA

€(PCKTUBHA 1033 B MPOOBIDKEHNE HA BE3IMOMXKHO HAM-KPATKUS CPOK, HEOOXOIHM 32 ORNAAABAHE HA
CAMITTOMMTE (BHX T. 4.2. H TaCTPOHHTECTUHAIHHTE M ChPASUHOCHIORH PHCKOBE 1T0-KONTY). 1lalMeHTHTe,

JCKYBaHH HPOXBIDKHUTE/IHO BPEMe C HeCTePOMIHH POTHBOBB3IATHTENHY CpecTBa TPAOBa Na Co-HACHENEAT .
PEAOBHO 3a M0SBATA HA HEWKEAHHU PeaKkiivu. AR B T

Hoynpoden Alchemia ce npunara camo crielf olleHKa Ha ChOTHOMIEHHETO NON3a-PUCK B cnéﬂﬁmacrryqaﬁ FARY

- CHCTEMEH JIymnmyc epuTeMaTtoaec (SLE) unu npyryu aprouMyHHH 3a601s1Badus; T T
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- BPOASHO HApYIUEHME HA MeTaboIU3M4a Ha NopGUPHH (HaNpUMep OCTPa HHTEPMUTEHTHA NOPHUPIA);
- Ipe3 MBPBOTO U BTOPO TPHMECEMHE HA OPEMEHHOCTTA,
- KEPMEHE,

HeobxonuMo € cneunasHo BHUMAaHKE B CREIHUTE CyYan:

- raCTPOHHTCCTHHAIHM 3a00/IABAHM, B TOBA YUCIIO XPOHHYHH Bh3NATHTETHH WHTECTHHAIHY
sabonasanns (ynuepaTuseH KouuT, Sonect Ha Kpon);

- ChPACYHA HEAOCTATHIHOCT K XUTIEPTEHIUS;

- HamalieHa OBOpeuna QyHKIm;

- yBpeneHa 4epHoapoOHa QyHKIHS;

. HapylieHa KOArynauus Ha KpBBTa,

- aJICprH, CCHHA XpeMa, XpOHHYEH OTOK Ha HOCHATA JIMraBHLIA, aJCHOUAHY, XPOHHYHA 0DCTPYKTHBHA
Gestoapobua Oonect unu SpoHXHANIHA acTMa,

- BEAHATrA CJICH CEPHO3HA XUPYPTrHYHA UHTEPBEHLIMA.

Facmpounmecmunanio xepeeHe, yayepayus u nepgopayus

3a racTPONHTECTHHATHO KBPBEHE, YIILEpalus Wi Tiepdopauna ¢ Bu3MoxkeH HaTaIcH H3X0] ¢e cuobimasa
Mpu yrnoTpeda HA BCHYKH HECTEPOHAHH NPOTHBOBLIMANUTENHK CPE/ICTRA 110 BCAKO BPEME Ha JIEYEHUETO, ChE
WY De3 rpeynpeAVTeNHY CHUMIITOMHE WIH aHAMHE3a 38 CEPHO3HN TACTPOMHTECTHHAIHA HHLUACHTH B
MHHAJIOTO.

PUCKBT OT racTpOMHTECTHHAIKO KBPBEHE, YHIiepallis wid nepdopalys ce 3ackiIBa NPH YBEIHUARAHE
nosute Ha HCIIBC nipy nanpenTu ¢ aHamHuesa 3a g3seHa Gonect, 0CofEHO ako € ChNpoBOAEHa OT
YCIAOKHEHHS KaTo XeMoparas Wik niepdopauus (Brok T. 4.3) , KAKTO U NPH MALMEHTH 8 HAMPEAHANA Bb3PACT.
TaxuBa naienTH TpaOBa Aa 3aN0OYHAT JISUSHUETO ¢ Hail~-HUCKATA HAMMYAA 1034,

3a koMOHHpaHa Tepanusa ChC 3aILUTHH CPeACTBA (HANPUMEpP MH30MIPOCTON WAX HHXHGHTOPH Ha TIPOTOHHA
moMna) TpsOBA Aa ¢ MOMKCIIM KAKTO NPH TE3H NalHEHTH, TaKA K NPH NAUMEHTH, KOHTO NOMyYaBaT
COHOBPECMEHHO aLICTHIICANHULIMIIORA KICEIWHA B HUCKH NO3M WM JPYTY NEKapCcTBa, KOUTO MOTAT Ja 3aCHIsAT
T4CTPOUHTECTUHAITHHA PUCK (BRIK NO-JOAY H T, 4.3).

IlanMeHTHTE ¢ aHAMHE3a 32 FACTPOMHTECTHHAIHA TOKCUMHOCT, 0CO0eHO aKo ca B HATIPEIHANA BBIPAcT,
TpAOBA Aa CHOOUIABAT 34 BCHYKY HEOOWYANHM KOPEMHH CUMITTOMY (TI0-CTIEHHAIIHO 32 raCTPOHHTECTHHAITHO
KbpBeHe), 0coOSHO B HAYANHHA CTa M HA NCUESHHETO.

HeofxonuMo € NoBHILIEHO BHUMAHKE NIPH MALMEHTH, KOUTO Ce JIEKYBAT eITHOBPEMEHHO ¢ JIEKAPCTBA, KOUTO
MOTAT Ja MOBUIUAT PHCKA OT YJLEpalys WK KLPBEHE — OPAHU KOPTHKOCTEPOH/IH, AHTUKOATYIAHTH —
BaphapHH WIH XeTapyH, CETeKTHBHY MHXMGHUTOPH Ha O0paTHUA 3aXBaT HA CEPOTOHUHA HITH
AHTUTPOMOOLIMTHH CPELCTBA KATO alETHWICAIHIUMIOBA KUCENTHHa (BHK T.4.5).

AKO HACTBIIH racTpOUHTECTUHANHO KbPBEHE WM yILepalys 1Py NAlMeHTH, nexysauu ¢ Hoyupoden
Alchemia, neuennero Tpabea ga OnJe NPeyCTAHOBEHO.

HectepouaHuTe NpOTMROBBINAIMTEIHN CPEACTRA TPAOBA Aa ce IMpUIaraT ¢ [OBUIIEHO BHUMAHUE TPH
MAalyWeHTH ¢ aHaMHe3a 3a TaCTPOUHTECTHHANHO 3a00isBaHe (ynLepaTuseH Kojut, 6onectra Ha KpoH), Thit
KaTO CHCTOAHNETO UM MOXe aa ce oboctpu (Brok T.4.8V.

Hayuenmu 6 nanpeonana 8v3pacm
[TaupieHTHTE B HANpeAHAIA BH3PACT NO-YECTO IOMYYABAT HEXKEJAHY peaklHu CBLpBHHH ¢ HCIIBC, ocobeno

racTPOMHTECTHHATHO KbPBEHE U MEpROopallks ¢ Bb3MOXKEH (paTaneH u3xod (Brwk 1.4.2).

Coypoeunocvoosu u yepebposackynapiu edrexmu
HeoOX0AHMO & MOHHTOPUPAKE Y KOHCYNTALMM 3a TAUMEHTH C aHAMHE3a 33 XMTIEPTeH3Hs W/HIM Iexa [0
yMEpPEHa 3aCTONHA Chp/IeYHa HEAOCTATYHOCT, Thil K&TO ¢e ChOOINaBAT CAyUYau Ha 3all bIKane H&Tﬁ*ﬁi@ﬁ:ﬂi
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XUNEPTEH3US K eneM BLB Bpbi3ka ¢ Teparus ¢ HCIIBC. ,«”—'M SRS MEEN
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KAHHWYHA U3MATBaHHS W eITHAEMHONOTMYHH JaHHY IOKA3BaT, 4Ye yrorpebaTa Ha Hﬁynﬂﬁ@ea @coﬁeﬁﬁ B'HB
BUCOKM 1034 (2400 mg IHEBHO) M 32 NIPOABIDKUTENCH NEPHOJ, MOXKE [a € CBhP3aHa ¢ Ji g‘doaﬁmaﬁ pnmt V7

OT apTePUATHH TPOMGOTHYHK CHLOUTHA (HanpHMep HHPAPKT Ha MHOKADIA HIlH HHCYNIT),| K:aT::J H,ﬂi'{tl,s o
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CIHUACMUOTIOTHIHHTE NPOY1BAHIS HE TIOKa3BaT, 4e HOympopeH B Huck# JO3H (Hanp. < 1200 mg) ce cabp3sa
C MIOBUILEH PUCK OT UH(DAPKT Ha MHOKapAa.

[lanneHT ¢ HEOBNANAHA XHIIEPTOHNS, 3aCTOMHA ChPIEURA HEAOCTATHYHOCT, MOTBHPACHA HCXEMIUHA
GosiecT Ha CHPUETO, NiepudepHa apTepuanta 6orect W/unM nepeSposackynapha 6onect Tpsbpa aa GBIAT
JISKYBaHH ¢ MOYNPOPeH camo crejl BHUMaTeNHa npellerka. Takapa MpelleHKa TpsdBa [a ce HalpaBH M Ipey
Ha4aoTO Ha ABJIIOCPOYHO NeUeHHEe Ha NAUWEHTH ¢ pUCKOBH (DaKTOPH 34 KapAMOBacCKyaapHu CLOHTUS
(HanpHMep XUIepToHud, 3axapeH AualdeT U myiene).

Kooicnu peaxyuu

CepHUO3HH KOXKHH peaKlMH, HAKOH OT KOUTO ¢ ¢aTajicH U3X0/, B TOBA YHC/I0 eKChoNMaTHBEH AepMAaTHT,
CHHIPOM Ha Stevens-Johnson U TokcHuHa envaepMalIHa HEKPOJIM3a Ca JOKIaABAHK MHOIO PAIKO BHB BPH3Ka
¢ ynotpebata va HCIIBC (Bwx T. 4.8). [laupienTrTe v3riexaa ca ¢ NOBULIEH PUCK OT TAKUBA PEAKLMHU B
HAYas0TO Ha TePanMuaTa, KaTO peakLUMKTE HACTHIIBAT B IOBEUETO CIY4YaH NMPe3 MIbPBHA MECCL Ha JICHEHUETO.
IIpuemeT Ha MOynpogen Alchemia Tpsabsa na Obae npeycTaHOBEH NpY MbpeaTa NOABA HA KOYKHA peakLug,
IE3UH 10 JIMraBulaTa UMK APYTH NPU3HALM Ha CBPBHXYYBCTBHTEIHOCT.

Edhexm evpxy bvbpeyume

HUb6ynpoden moxke ga npenusBUka 3aabpiKaHe HA HATPUM, KaMHH M TeUHOCTH YIPH NAlMeHTH, KOUTO He ¢a
CTpajany B MMHANOTO OT OBEOpeuHy HapyleHUs TIopagu Heroeus edexT Bupxy Ob0peunara nepdysus. Tosa
MOKe [a IPUIMHK OTOK WIH JaXKe [1a JOBEee MO ChpaevHa HeJOCTATHYHOCT WIH XUMNIePTOHNUS NPH NALKeHTH
C TAKOBA MPEAPA3NOIOKEHUE.

Kakro u npu apyrure HCIIBC, npOonb/IDKHTENHOTO NPWIOKEHNE HA UOYNPOPEH NPH HMUBOTHH BOAH 1O
6p0peuna narmapia HeKpo3a ¥ NPYrH IIaTONOrHYHY IpoMeHY, cBbp3aHy ¢ Opbpeuure. [pu xopa ce
¢pO01IaBAa 32 OCTHP HHTEPCTULIMAIEH HedpUT ¢ XeMaTypHst, [IPOTEHHYPUs U NIOHSIKOra HepoTUdeH
cUBApOoM. HabnronapaHy ¢a v ClIyday Ha GrOpeyuna TOKCHYHOCT NPH TALMEHTH, TIPH KOUTO
[IpOCTAr/IAHIUHHTE WIPAsIT KOMIIEHCATOPHA PO 3a NOopAbpKaHe Ha 6nOpeunara nepdysua. Ipn Te3u
naiyienTH rnpunaraiero Ha HCIIBC moxe na nosene 1o A0303aBUCHMO HaMaIeHo 0bpasyBaHe Ha
NpOCTATAAHANMHM ¥ Ha BTOPO MACTO, B 6BOpEYHNA KPHBOTOK, KOETO MOKE [la MPEeAUIBAKA ABHA OnOpeuna
nexomrencauud. [TaumeHTHTe ¢ HAH-TONAM PUCK OT TaKaBa PEaKiyy ca Te3y ¢ HapyuieHa Op0peuna
QYHKIMSA, ChpAeYHA HEAOCTATEYHOCT, HapyllleHa YepHOAPOOHA (YHKLMS, NAUMEHTH NIPHEMallN AHY PETULM
1 ACE unxufrTopy, ¥ MAIMeHTH B HanpeaHana Bb3pact. Crien karo gevenuero ¢ HCIIBC Onae
IPEYCTAHOBEHO, MALUEHTHTE C€ BPBIUAT KEM CHCTOAHHETO CH OT MPEaU JIEHEHHETO.

Jpyau npeonasiu Mepxu
BB3MOKHO € MpeJu3BUKBAHE HA OPOHXOCNAYhM, YPTHKAPUS WK aHIMOEAEM TIPH MALMEHTH, CTpaaaly oT
WITH ¢ aHaMHe3a 3a OpOHXHAIHA aCTMA, XPOHHUUYEH PUHUT, CHHY3UT, NOMWIA B HOCA, 3ICHOMAU HIIM aJIEPrHH.

N6ynpodeH MOXE 1a IPUKPHUE MPHU3HALINTE ¥ CUMITOMUTE Ha BH(eKIHA (MOoBHILICHa Temneparypa, bonka 1
NOoyBaHe).

[Ipy BITOCPOUHO JIEYEHNE C BHCOKH J03M aHAATETHIM MOXe g HacThNu MiaBobosiue, koeto He Tpadsa na
ce JIekyBa C BUCOKH JO3HM OT JICKAPCTBEHUA NPOXyKT. O0u10 83610, OOHUAHHUAT NIPUEM Ha aHaNTeTHLIH,
ocofeHo Ha KOMOWHMPaH MpUeM Ha PaslIyYHM aHANTETHYHU CYOCTAHIMY, MOXKE 4 MPEAU3BUKA TOCTOSTHHO
yBpexaane Ha 6p0peuyte ¥ puck oT 650peyHa HENOCTATHEYHOCT (aHANTETHYHA HedpoTiaTng).

Tlo BpeMe Ha Jieqenue ¢ HOyNpodeH ca HabiiroaaBaH! CITydap ¢bC CHMITTOMH Ha aCeNTHYEH MEHHHTHUT KaTo
CXBalllaHe Ha BpaTa, [J1apoboriue, rageHe, NoBphILaHe, PeOPUINTET WK I30PUEHTALMS IPY MTALMEHTH ChC
CHIECTRYBAIIK ABTOMMYHHH HapyUIeHHs (CUCTEMEH JIYITYC EPUTEMATOMEC, CMECEHA TbKAHHOCHEAMHUTEITHA
6osiecT).

Ubynpoden Moxe BpeMeHHO fa HHXHOMpPa TpOMOOLMTHATA arperauus 1 Aa yABIDKY BPEMETO Hﬂ IﬁhpBEHE DN
ETo 33110, MAUEHTUTE ¢ HAPYIEHHS B KOAryIalMiATA UK HA JEUCHHE ¢ AaHTUKOAryJIAHTH Tpﬁﬁﬂ.}t SN, "*:;:___.}
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1Ipu mpopsokuTenHoO Jedette ¢ HOYIPodeH e HeOBXOIUMO PEAOBHO MOHHTOPUPAHE Ha YepHOAPOOHATA U
OBOpeunaTa QYHKIMH, KAKTO ¥ HA KPHBHATA KapTHHa, OCODEHO NPU BUCOKOPUCKOBH MAIMEHTH,

Tpsbsa na ce U36area KOHCYMALMA Ha AJTKOXON, THH KATO TOM 3aCHIBA cTpannyHATe ekt Ha HCIIBC,
OCOOCHO KOTaTO Ce YBPEX/Ia FACTPOMHTECTHHAHHSA TPAKT WK [EHTpalHATa HEPBHA CUCTeMA.

llaupnenture Ha uGynpoder TpaGBa da choOIABAT HA eKaps, aKo 3abenexar [OpHU3HALK ¥ CUMITTOMY Ha
FaCTPOMHTCCTHHAIHA yILEpalys HIH KbPBEHE, 3aMBIIIEHO BHXKAAHE WIH JPYTH CHMITTOMU, CBHP3AHH C
OUHTE, KOKeH 0OPVB, MOBHILABAHE HA TENECHOTO TETVIO HITH €IEM. | |

4.5 BsammojeHCTBHE C APYrH NeKAPCTBEHH MPOXYKTH ¥ JPYrh ¢popMH Ha B3aHMOAeHCTBHE

Eonoepemennama ynompeba na ubynpogher u crednume éeniecmsa mpadey od ce uzbazeaq:
Ayemuncanuyunosa xucenuna 6 Hucku 003u; EXcriepuMeHTaNHI JaHHHU NIOKa3BaT, ve u6ynpoden nexubupa
e(eKTa Ha alleTUICATHIMIOBATA KHCENIMHA B MAJIKK O3H BHPXY TPOMOOLMTHATA Arperaius npyu
eqHOBpeMeHHa ynorpeba. OrpanuveHnTe fanyu, obave, H HeCUI'yYPHATA EKCTPATONALHS HA NAHHHTE eX Vivo
B KJIMHU'HA CUTyalis NIOKa3BaT, 4 He MOTAT J1a ce MPABSAT TBHPAM 3aKITIOUEHHsSs OTHOCHO pe/iOBHATA

ynoTpeba sHa HOYNpogeH ¥ BaMa KIMHAYHO 3HaYuM edekT npu cBoGons#aTa ynoTpeGa Ha ubynpodeH (Bixk
T.5.1). |

Lpyeu necmepoudnu npomugoevnaiumenty cpedcmaa. B pesynTar Ha cuHepriusy edexry,
€OHOBPEMEHHOTO MPHIATAHE HA HAKOIKO HECTEPOHIHH MPOTHBOBLIIANUTENHY CPeACTRE MOXKE 14 MOBUINK
PUCKA OT FraCTPOUHTECTHHAIIHM A3BU M KPBBOU3AKBH. 10 Ta3m npuynHa efHOBPEMEHHOTO MIPHIOKEHHE HA
Hoynupogex ¢ apyru HCIIBC tpabea xa ce uzbsarea (sx 1.4.4).

Anmuxoazynarmu. HeCTeponHUTe NPOTUBORBINANKNTEHN CPEACTBA MOTAT Ja 3acUIIT edeKTa Ha
aHTUKOATYJIaHTHTE KAaTO BappapHH WU XelapuH (BK T.4.4). B ciiyvail Ha eHOBpEMEHHO NPHUNOKEHHE CE
MPENOPHYBA 1a C€ MOHHTOPHPA CHCTOSHMETO HA KOArynalus.

Tuxionudun: HecTepOMIHUTE IPOTHBOBL3NAIUTEIHH CpelCcTBa He TpaOBa fa ce KOMOWHHPAT ¢ THKIONHANH
MOPAIH PHCK OT aAMTUBEH edeKT npd HEXHOHpaHe Ha TPOMOOLMTHATE DYHKIMA.

Memompexcam: Hecrepordnuure NpoOTUBOBB3NANMTENIHY CPEACTBa 0i10KApaT TyOyapHaTa CeKpeLns Ha
METOTPEKCAT U MOTAT Aa HaCTHILIT HAKOH MeTaOOMUTHH B3aMMOACHCTBHA B pe3yNiTat Ha HaMalleHUs
KIIMPBHC Ha MeToTpekcat. [Ipunoxenuero Ha Uoynpoden Alchemia 24 vaca npeny unu ciien npunaraie Ha
METOTPEKCAT MOXKE & AOBee N0 MOBHIIEHA KOHUEHTPaUHa Ha METOTPEKCaT U A0 3aChABaHe HA TOKCHUHNTE
My edekTi. ET0 3a1mo Tpabea ga ce n3ibArsa e1HOBpeMEHHATA YNIOTPeOa Ha HeCTEPOUAHH
NPOTHROBBINANHUTENHHK CPEICTRA M METOTPEKCAT BBB BUCOKHU 103U, OCBeH TOBA, TPAORA j1a Ce B3EME NMON
BHUMaHKEe NOTEHLHAIHHA PUCK OT BIaHMOACHCTBHE C HUCKH JTO3H METOTPEKCAT, 0COOCHO MPH HALMEHTH C
yBpeacHa Ou0Opeura pyrknus. [Ipu komGusupano neueHre TpaO8a ia ce MouuTopupa On0peunara

hyHKLWA.

Hoynpoghen (nodobro Ha Opyzu HecmepouOHu RPOMUBOEBINATUMENRU CPedCmea) mpriea da ce
RpUIAZA ¢ BHUMANIE 8 KOMDURANUA CDC CeOHUME 8e{ecmed.

Moxnobemud: 3acunpa edexra Ha uGynpodeH.,

Qenumount aumuii. EnHospeMeqHoTO Npunoxerue Ha UOynpoden Alchemia ¢ peHUTOMH MU NTHTHEBN
MeKapCTBEHH HPOXYKTH MOXKe 14 MOBMINY CePYMHATa KOHIEHTpams Ha nocaeannTe. Heobxonumo e na ce
C/IelH CepyMHaTa KOHLEHTpALMSA Ha IHTUH U Ce IPENophyBa A C€ Clicu HHBOTO Ha CEPYMHATA
KOHUECHTpaUXs Ha (PEHUTOHH.

: e e
Cvpoeunu 21uxo3udu (ranpumep oueoxcun): HecTepoOHIHMTE TIPOTHBOBL3NA/THTENHY CPELCTBA MORATIAS,

0bOCTPAT chpAeYHATA HenOCTaThYHOCT, Aa NoHwKaT GFR u na nosminar nnasmenara Kony
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Huypemuy w anmuxunepmen3ueru cpedcmea; uyperuuure 1 ACE-HEXUGHTOpHTE MOI'aT Na MOBUILIAT
HePOTOKCHUHOCTTA HA HECTEPOMAHKUTE TIPOTHBORB3NAIHTEHU cpexnctsa. Hecrepounture
MPOTUBOBBINAIMTCIHH CPEICTBA MOTaT AA HAMANAT eheKTa Ha QMYPETHLIMTE U aHTUXUIIEPTCH3UBHHUTE
CpenCTBa, BKAUNTeNHO ACE-uHXubUTOpH U beta-6nokepu. TIpu nmaupenTy ¢ HamaneHa 66peyna
(yHKIMS (HanpuMep JeXMAPATUPAHH MALKHEHTH KITH IALKEHTH B HAIIpeHAla BH3PacT ¢ HaMayieHa
OBOpeuHa QyHKIMA), €AHOBPEMEHHOTO TIpHIOKeHHe Ha ACE HHXHOUTOP ¥ aHTArOHMCT Ha aHrHoTersHH 11 ¢
IEKApCTBEH NPOMYKT - UHXHOMTOP Ha LHMKIOOKCHIeHA3a, MOXKE Ja HOBEE N0 10-HATATHIIHO YBPEXIaHe Ha
Op0Opeunara Qysxuus 1 ciiex ToBa Do octpa GuOpedHa HenoCTaTEUHOCT. ToBa OOUKHOBEHO € 06paTUMO. ETo
3al110, TPAOBA Ja c€ BHUMaBA ¢ TAKMBA KOMOHHALIAM, 0COBEHO TpH MALMEHTH B HATIPEIHANA BB3PACT.
[Taunenrare TpaOBa 14 ce MHCTPYKTHPAT A II0EMAT JOCTaThYHO TEUHOCTH B CTORHOCTHTE Ha OLGpeuHaTa
(pyHKUMA TPsAORA PEJOBHO Ja C€ CIeAAT BEQHAra CIE HAYAOTO Ha KOMOUHUpAHATA Teparus.

EnnospemeHHoTO npuioxkenkde Ha MOynpoden Alchemia u kamuii-caxpanspaiuy anypetuiiu unu ACE-
HHXUOMTOPH MOXE 1a JOBeJe N0 XUIepKanueMus. HeobXxonuMo e BRUMATENHO 1a C& MOHUTOPUPA HUBOTO
Ha Kajlui.

Kanmonpun: JanHu OT 1TpoyUBaHus MMOKA3BAT, ue HOynpodeH npoTHeaoaeicTea Ha edekTa Ha KATTONPHIT 34
NOBUIIEHA EKCKpEUNsa Ha HaTPHH.

Amunoznuxo3udu: HecrepouauTe MIPOTHBOBB3NATUTENHY CPEACTBA MOTAT Aa 3a0aBAT ENUMHUHNPAHETO Ha
AMHHOTITMKO3MAM U 0 YBENMHYAT TAXHATA TOKCHYHOCT.

Cenexmusnu unxubumopu Ha obpamnua zaxeéam xa cepomonuna (SSRI): MOBHILIEH PUCK OT
raCTPOHHTECTHHANHO KbpBeHe (BIK T.4.4),

Huxnocnopur: PUCKBT OT OBLOPEUHO YBPEKAAHE, IPHIMHEHO OT UMKIOCIIOPHH, CE 3aCHIIBA OT
eIHOBPEMEHHOTO NPUIIATaHe Ha HAKOM HECTEPOUIHM IIPOTHROBBIMATMTEIIHH CPeACTBA. 1031 ePEKT HE MOXKE
4 ce U3KITIOYH K 338 KOMOMHAUMATA OT LHKIOCTIOPUH K HOynpodeH.

Xoaecmupamurn: EXHOBpEMEHHOTO NEUEHHE ¢ XONECTUPAMHUH M UOYTpOodeH BOAN A0 YAB/DKEHA K HaMaJieHa
(25%) aGcopbumsa Ha ubynpoden. JlekapcTBeHuTe TpOAYKTU TpAOBa [1a ce IPHIAraT pe3 MHTEPBAJ OT Hak-
MAJIKO €(UH 4ac.

Taxpommyc: TIOBHIEH PUCK OT HEPPOTOKCHIHOCT.

ugoeyoun: YiMa naHHY 3a MOBHUINEH PHCK OT XeMapTpo3sa ¥ xemaTom npy HIV-nonoxurennu xeMoQUITHIIH,
KOMTO ca Ha KoMOMHUPAHO JieueHue Che 31a0ByAuH K ubynipoden. [Tpn ennospemeHHaTa ynoTpeba Ha
3UAOBYAHH ¥ HECTEPOUIHH NPOTHBOBB3NATTHTEIHHY CPEACTBA MOXKE 1a ¢ HaOIoaBa MOBUMINEH PUCK OT
XeMaTOTOKCHYHOCT, [IpenopbuBa ce W3cieaABaHe Ha KPBBTA |-2 CEAMULY Clien HavaloTO Ha
¢AHOBPEMEHHOTO NIPHNOKEHHE.

Pumonasup: Moxe na MOBHUIM TUTA3MEHHUTE KOHLEHTPALIMY HA HECTEPOHAHHUTE TIPOTHUBOBLINMATTUTEHH
CPEeNCTBA.

Mugenpucmon: AKO HECTEPOMAHUTE NPOTHBOBLINAIUTEHH CPecTBa ce npunarar 8-12 quu cnex
IPUIOKEHHETO Ha MUEIIPUCTOH, T MOTaT [1a HaMaJIaT e(exTa Ha MU(EIIPUCTOH.

[Ipobeneyuo unu cyrgpunnupazon: Moxe na 3abasu enmumuaupaseTo Ha ubynpoger. Hamansnpa ce
YPHUKO3YPUUHOTO ACHUCTBHE HA TE3H BELIECTBA.

Xunononosu anmubuomuyu: TIAIACHTH, KOHTO NPHEMAT HECTCPOHIHHN MPOTHBOBBIMATUTETHH CPeACTBA U
XUHOJIOHM Ca W3/0KEHHM HA ITOBUILIEH PUCK OT KOHBYJICHH. r,..j_;r;.-? I
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Kopmuxocmepouou.: HOBUIIEH PUCK OT racTPOMHTECTHHAIHA yiepauusd Wi Kepeene (81K T, 4.4),

AHMUMPOMOOYUMHY azpe2anmu (HaNPUMep KIONUGOSPER U MUKTONUOUH). HGBHmaBaT PHCKA OT
raCTPOMHTECTHHAIHO KbpPBEHE (BIXK T. 4.4)

Anxoxon, oucghoconamu u oxcnenmuguinun (newmoxcugunum): Morat na npeH3euKat
FACTPOMHTECTHHANHH HEXENIAHH JIEKAPCTBEHH PEAKLMK K PACK OT KbPBEHE W y/ILEPALIMs.

baxnoghen: TIoBHUIEHA TOKCHMYIHOCT Ha GaKIodes.
4.6 DpemMeHHOCT U KbpMeHe

bpemennocm

biokupaneTo HA MPOCTAraHAMHOBMS CUHTE3 MOXKE A4 HMa HexesaH eeKT BbpXy OpeMeHHOoCTTa Wiau
¢MOPUOHAITHOTO/(eTalHO pa3RUTHE. JJaKHH OT eMUISMHONOTHYHY IIPOYYBAHUS IOKA3BAT NOBHILEH PHUCK OT
CTIOHTaHeH abopT, CHUIO TAKA CHPACHHI MATGOPMALIHH ¥ FACTPOLUK3UC Cliel yoTpeba Ha MHXUOUTOD Ha
NPOCTArMTAHAMHOBYSA CHHTE3 B HAUAJIOTO Ha OpeMeHHOCTTA. AGCOMOTHHST PUCK OT CHPACHHOCHIOBA
MasdopMalMs ce 3aCHNBa OT Mo-Manko ot 1% 1o npubnuautendo 1.5%. PYcksT ce yBenuyana ¢
AO3UPOBKATA H MPOXB/LKHTETHOCTTA HA JICUeHNeTO. 1IpH :KMBOTHH, MPUIIOKEHHETO HA HHXHMOHUTOD HA
NPOCTAarNaHqMHOBHSA CHHTE3 BOAB A0 3aryda Ha ILTOAA IPEU H Cllel UMIUIaHTauus 1 emOpuo/deTtanya
CMBPTHOCT. OCBEH TOBA cé choOillaBa 3a HApacTBalll Opoli Ha pazIMYHK MATPOPMAUHMH, BIJTIOUUTENHO W
CHPACUYHOCHIOBH, TIPH XKHUBOTHU, HA KOHTO € NIPUIAaral UEXUOUTOD Ha NPOCTArIaHAUHOBHUA CHHTES 110 BpEMeE
Ha opraHoresesa. lipes mepBoTo U BTOpo Tpumeceuure ot OpemenHoctTa, U6ynpoden Alchemia He TpsOra
Ja Ce FIpWiara, OCBEH NpH SCHH MEOUIMHCKY NMokaszauus, Axko Hbynpoden Alchemia ce u3nonzea or xkeHa,
KOSATO ¢€ OIUTBA Ja 3abpeMeHee MM [Ipe3 TBPBOTO H BTOPOTO TpUMeceune Ha OpeMeHHOCTTa, JO3HPOBKATA
TpsOBa na Objie BE3IMOXKHO Hak-HUCKA, a NMPOABIDKHUTEHOCTTa HA JICUSHHUETO — Bh3MOXKHO HaH-KpaTKo.

[Tpea TpetoTo TpuMeceuHe Ha OPeMEHHOCTTa BCHUKM HHXUOUTOPH Ha MIPOCTArNaHAMHOBHA CHHTE3 MOTAT Ja
U3JIOXKAT IUVIOAA HA CISIHHUTE PUCKORE:

- KAPAHO-TTYJIMOHAPHA TOKCHYHOCT (¢ MpeOSBPEMEHHO 3aTBapaHe Ha ductus arteriosus ¥ ITyJIMOHapHa
XUOEPTOHHUIA ),

- yBpexkaaHe Ha ObOpeuHaTa QPyHKLMSI, KOETO MOXe a Mporpecupa a0 6m0pedHa HeAOCTaATBYHOCT C QJIHIO-
XHAAPaMHHO3HUC;,

a MalikaTa U HOBOPOIEHOTO, B Kpas Ha OpeMEHHOCTTA, HA PUCK OT:

- BH3IMOXKHO YIB/DKABAHE HA BPEMETO Ha KBPBEHE — AHTHArperalTeH eeKT, KOUTO MOXKE 2 HACTBIIM JAaXKe
[IPY MHOTO HUCKH JO3U.

- GNoKKMpaHe Ha KOHTPAaKLMWTE Ha MATKaT4, KOETO BOAM A0 3a0aBeHO WM YABIKEHO PXKIAHE.
Cnenosarenno, U6ynpoden Alchemia e npoTHBONOKa3aH 10 BpeMe HA [OCJISHAHOTO TPUMECEUHE Ha
OpeMeHHOCTTA.

Kvpmene

HOynpoden ce ekckpeTypa B KbPMAaTa, HO MPY TEPANIEBTHYHY J03Y 10 BPEME HA KPATKOCPOUHO JIeYeHHe
PHCKET OT €DEKT BBPXY KBPMAUeTO UMW MAJIKO BEPOITEH. AKO BCE MaK € NPeAnUCcaHo no-
MPOABIKHUTENHO JiedeHHe, TpsOBa Na ce IOMHCIIM 3a paHHO OTOHMBaHe Ha KbPMAYETO.

Depmunimem

Vriotpebara Ha ubyripoed MOXKe Aa YBpeau QepTUINTETa M 3aTOBa He CE MPENOPbUBA NIPH KEHU, KOUTO Ce
OMUTBAT /14 3aueHaT. [Ipu )KeHH, KOUTO UMaT NpobaeMu Che 3aUeBaHETO UITH Ce W3CieNBaT 3a Ge3roaue,
TpsaOBa 1a ce IIOMMCTIH 3a TIPEYCTAHOBABAHE IIpHEMa Ha HOyrpogeH .

4.7 EdexTn BbpXy cuocofHocTTa 338 Iopupane H pabora ¢ MalINHY
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ObukHoBeHO MOynpodeH He NOBNUABA CHOCOOHOCTTA 3a odHpaHe U paboTta ¢ manmHy. K m F{HK T*‘E.ﬁ
KATO B I'OJICMH 034 MOTaT J1a c¢ HabmoJaBaT HeXeNaHU peakKuy KaTo YMOpPa, ChHIHWBOCT, ,Gﬁg’l‘ﬂ,B‘EpT% ('sa x,
HETO ce choblLIaBa YECTO) U 3PUTENHM CMYIIIEHUS (HEHECTO), B OTHAEIHY CJIy4ay T€ MOTAT zﬁ Eﬁﬂ’nﬁﬂﬂ"f
cnocoQHOCTTA 3a Iogrpate ¥ pabora ¢ ManTuHu., To3u edekT ce 3acHIBa OT BI[HDBPEM%HH%H’IE KOHC}’MHH,HSI f}ff:l.
Ha ajIKoXO. e
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4.8 Hexenann NeKapcTBEHH PeaknHn

Hali-yectuTe HeXENAHM PEAKLIMH €4 FaCTPOUHTECTHHATHITE cMyuieHunst. Habntonasar ce: nenruyHa g3Ba,
ephopaiys UK raCTPOUHTECTHHAIHO KBPBEHE, NOHAKOTA ¢ (aTaneH U3X0a H 0COOEHO MIPK NALMEHTU B
RanpepHaia Bb3pacT (Brk T. 4.4). mMa crobluenus 3a rafene, NoBpbLlaHe, AHAPHS, qnatyneHLus,
KOHCTHRAUKA, HUCTISTICHs, KopeMHa Oollka, MejleHa, XeMaTeMesa, YIiepaTHBeH CTOMATHT, 060CTPeH KOIHT H
6osect Ha Kpon (Bwk 1. 4.4), Karto HedecTa peaknus ce Habmoaasa TaCTPHT.

HexxenaHuTe peakunH Ca B [IOBEYETO CIIYYaK NO303aBUCHME. OCOBEHO PHCKET OT FaCTPOHHTECTHHATIHO

KDPBCHE 3aBHCH OT NO3VPOBKATA U NPOXB/DKHTEIHOCTTA HA JIEYEHNETO, 32 APYTH PUCKOBH (DAKTOPH BIDK T.
4.4,

JJaHHH OT KITHHUYHYA H eNHIeMHONOTHYHH H3TIKTBAHMS [TOKA3BAT, Y6 yrioTpebata Ha ubyTipodeH, ocobeHo B
rofiemMu no3u (2400 mg AHEBHO) M IPH TPOIBIDKMTENTHO JIEUeHHE, Ce CBBD3RA ¢ JTEKO NOBUIIEH PUCK OT
apTepraNHy TPOMOOTHYHY cHOHTHSA (HanpuMep MHOKApASH HHDAPKT HITH HHCYNT) (Buk T. 4.4).

BB BPBH3KA ¢ IEUCHUETO ¢ HECTEPOMIHH MPOTHBOBLINANMTENHY CPECTBA MMa ChOOIIeH S 3a eaeMm,
XHIIEPTOHHUSA U CHPOEUHA HeOCTATHYHOCT.

Hexenannre peakiny He ca TONKOBA YECTH [IPM MAKCUMaiIHa Jo3a 1200 mg nHesHo.

Hexenanure nekapcTBeHHW peakUyy ce CPYIHPAT B 3aBHCHMOCT OT YECTOTATA 110 CIICIHUN HAYHE!
Mruoro gectu (21/10)

Yeeru (21/100 po <1/10)

Heuecrn (>1/1,000 po <1/100)

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

Muoro penxu (<1/10,000), ¢ HenssecTHa decToTa (HE MOXKE Aa C& NPEIEHN OT HANWYHKTE NAHHK).

Jlabopamopnu uzcnedeanusn

Pedxu: MOBHILCHH HUBA Ha 430T B KPBBHATA ypes, HA CCPYMHMTE TpaHCaMHUHA3H U afkanHa docharasa,
MOHMXEeHH CTOMHOCTH Ha XeMOITIOOUE U XeMaTOKpUT, 6/10kMpaHe Ha TPOMOOLMTHATA arperauyid, yIbIKeHOo
BPEME Ha KbPBEHE, HAMAJICHO HHBO HA CEPYMHMA KaJIUMH, MOBHINEHHE HA CEPYMHATA KOHLEHTpalKs Ha
NHAKOYHATA KHCETUHA.

Cvpoeunu napyuieHus
Mno2o pedxu: MANMATALRY, CBPACYHA HEAOCTATBUHOCT, MUOKapaeH nHapKT, ocTp Oenonpoben enem,
eeM,

Hapyrmenun na kpvema u numdpnama cucmema

Mhnoco peoxu: HapyilueHus B xeMorioe3ata (AaHEMUs, IEBKOMEHHs, TPOMOOLMTONEHHMS, TaHIUTONEHHS,
arpaHynounTosa). lIspBuUTe cUMNTOMHM MITH TIpH3HALM MOTaT Ja BKIOUYBAT: GeOpHiIHU ChCTOAHYA,
BB3NIAICHHE Ha I'bPJOTO, NOBEPXHOCTHH A3BH B YCTHATA KyXHHA, TPUNONOAOOHH CHMITTOMH, TEXKA YMOPAa,
KBPBEHE OT HOCA U KOXKaTa,

Hapywienua na nepgrnama cucmema
Yecmu: rnaBobonue, CBHNMBOCT, CBETOBBPTENK, YMOPA, AXATALMA, 3aMaliBaHe, 0e3CbHMe, pa3iapasHUMOCT
Muoeo peoku: aceqTrYieH MEHMHTUT

Ounu HapyiueHun A

Heuecmu: 3putentu CMyLIEHNS Ve

Pedxu: Tokcyuuta aMOIHOmMS ol

Hapyuwienun na ywume u nabupunma it
Mno20o pedxu: THHUTYC
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Auxamentu, spoOnU u MEOUACMURATHU HADYWEHUA
C neuseecmna yecmona: PHHUT, OPOHXOCHAZBM

F'acmpounmecmunannu HapyeHus

MHozo wecmu: racTPOMHTECTHHATIHYM HAPYIIEHMS KATO CTOMAIIHY KUCETUHY, AUCTICCHA. KOopeMHa OonKa H
rageHe, MoBphILaHe, QAATYICHIMS, AXaPUs, KOHCTUIIALIUS

“ecmu: TaCTPOHHTECTHHAHH SI3BH, IOHAKOTA C KbPBEHE 1 epdopauns (BwK T. 4.4), ckpuTa KpBBO3aryoa,
KOATO MOXE Na KOBEAE RO AHEMUs, MElICHA, XeMaTeMesa, yNIIePaTHREH CTOMATHT, KONHUT, 06ocTpsHe Ha
BB3NATTUTETHOTO 3a00/5BaHE YPEBHA HEMPOXOIUMOCT, YCIOKHEHUS OT JMBEPTHKY.TH Ha 1eGenoTo Yepso
(nepdopauus, GUCTya)

Heyecmu: racTpur

Mroeo peoxu: e30harut, NaHKPeaTHT, UHTECTHHAIHY CTPUKTYDH (4pEBHH CTECHEHMN )

Hapywienun na 6v6peyqume u RUKOYHUME Homuiia

Heyecmu: 110182 Ha €1eM, 0cOBGEHO MPH NMaLMEHTH C apTepHaliHA XUNEPTORAS Win 6n0peuna
HEJOCTATHUHOCT, HE(PPOTUYEH CHHIPOM, WHTEPCTHIMANEH HeDPUT, KOKTO MOXKE Ja € CRbP3ad ¢ GKOpedHa
HEIOCTATHYHOCT

Mnoeo pedxu: 6wOpeuta nanunapta HeKpO3a MPH NPOXBLILKKUTENHA ynoTpeba (Busk T. 4.4)

Hapywenua na xoxcama u nooxoxcnama moKan

Heyecmu: doToceHCHOMITU3ALIUS

Mrozo pedxu: Texxu GOPMHU Ha KOXHY PeakUuy (epuTeMa Myatudopme, eKchoTHaTiBeH JEPMaTHT,
OynO3HH peaklUuy BIITIOYHTENHO cuHapoMa Ha CTURBHC-/[MOHCHH U TOXCHYHA eITHAePMANIHA HEKPOJIU3a,
ATOTICLIMA, HEKPOTHIHPALIl (PaCyAT

Cv006u HapyuteHUA
Mnozo pedxu; XunepToHus

Hapywenua na umynnama cucmema

Heuyecmu: peakiivy Ha CBPBXYYBCTBHTEIIHOCT — PTHKApHs, CHpOeX, MypIypa U eK3aHTEeMa, KaKTo U
ACTMATHUYHH MPUCTHIIN (IOHAKOra ¢ XHUIIOTOHMA )

Pedxu; CHHIPOM Ha JIYITYC €pUTEMATONEC

Mnozo pedxu. TeXKH peakliMH Ha CBPBXYYBCTBHTEIIHOCT. CHUMIITOMUTE MOTAT Ja BKJIKOUBAT: JIHUER OTOK,
HaOBOBaHE Ha €3MKa, BRTPEILHO JJapHHTeanHo HaOLOBaHe ¢hC CBHBAHE HA HHUXATEJNHNTE THbTHlA, TUCTTHES,
TaXUKap/ini, [IOHIWKABAHE HA KPBBHOTO HAJIATAHE IO TOMKATA HA MHMBOTO32CTPAIABAL LIOK

Xenamobunuapru HapyuieHus
Mnoeo pedxu. napyiiesa yepdHoapobna GyHKUMA, 0COOEHO NPH NPOABKUTENIHA ynoTpeda, YepHoapoOHa
HEJOCTATBYHOCT, OCTHP XEIATHT, XKHJITEHUIIA

Hcuxuvunu napymenun
Peoxu: nenpecus, o6bppKBaHe, XaTHONWUHALIHH

4.9 Ilpexo3upanue

Cumnmomu

1oBeueTo NatHeHTH, KOUTO Ca [TOrbIHAMY KIHHHYHO 3HAYHMH KOMHISCTBA HECTEPOUIHU

NMPOTHROBR3MAIUTENHH CPEACTRA, OY4YaBaT CaMo raieHe, NOBRPhINaHe, OONIKK B €MMUIracTpHyMa Uiy rmo-

PAOKO THapusi. Bb3MOKHO € 13 HACTBIAT M THHHTYC, aBo00MINeE, 3aMaliBaHe, CBETOBBPTEM M .xoT7 i

racTPONHTECTUHANHO KbpBeHe. [Ipu no-cepuo3Ho oTpaBaHe ce HabllroJaRa TOKCHYHOCT B uempaa‘f}@mﬁ |

HEPRHA CHCTEMA, KOATO C& H3paisgsa B CHHIMBOCT, ITOHAKOTZ SKCUTALUA U 1e30pHEHTALIVA MﬂWKQMﬁ N

IToHskora nauy¥eHTATe U3NAaJAT B KOHBYJICHH. [IpM meuata Moxe Ja ce Habmonasa Mnomoqym}: KpaMHH_ "'-’-;f_!_; v

[Ipu cepro3Ho oTpaBsHE MOXKE a HACTBIIN MeTabosiuTHA allUA03a K NPOTPOMOHHOBOTO BpeNr@JINR Moxe.
[ia Ce YIBIDKH, BEPOATHO NOpaay HeiCTBHETO Ha UMPKYJIMPAIINTE KPBROCECHPBALLH QJaﬁ“rom BBBMGH{HH ca
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ocTpa OrOpeuHa HeOCTATEYHOCT, YePHOAPOGHO YBpEKIaHE, XHIIOTOHUS, TOTHCKARE HA NHLIAHETO U
npaHo3a. [Ipu acTMaTHINTe € BBEIMOXKHO 0B0OCTpsHe Ha acTMAaTa.

Jevenue

Jleyennero TpsOBa na Gbile CHMMITOMATHYHO U MOTRPIKAILO, KATO BKIIOYBA MIOIBPKAHETO HA YHCTH
AMXaTeJ/IHY ITETUINA H MOHWTOPHpaHe HA CbPACHHUTE K IKU3HEHH [TOKa3aTelH A0 crabunusupane Ha
naunedra. llpenopbusa ce M3npassaHe Ha CTOMAXa MK NEPOPATHO MPUIOKEHHE HA AKTUBEH BBIVIEH B CPOK
OT ©/IMH 1ac, aKo NALUEHTLT ¢ IoThjiHal noseue oT 400 mg/ kg renecho Terno. Axo Ubynipoden Alchemia
Beve e abcopOupan, € HeoOXOAMMO pUiarade Ha afkanHi cyGCTaHLUMN, 38 [a C8 YCKOPH eKCKpeLuaTa Ha
KdCennHHUA HOyrpodeH B ypunara. [Ipy Hanuume Ha YECTH MM MPOAB/LKHTENHH KOHBYICHH, Te TPGBa [a
C€ JICKYBAaT C HHTPABCHO3HO NPHUIOKESH AMa3enaM uny aopasenaM. B cnyuall Ha acTMa fa ¢e M3roI3BaT
Oponxoaunaratopu. He chiecTByBa crielmdHuer aHTUROT.

5.  G®APMAKOJOTMYHU CBOMCTBA

5.1 PapmMaxkogHHAMHYHH CBOICTBa

@apMakoTepaneBTHuHa rpyna: HecTepougHHu MpOTHBOBB3INANMTENHH M AHTHPEBMATHYHH JEKapPCTREHH
MPOOYKTH, MPOU3BOIHK Ha NPONHOHoBaTa KucenmuHa, ATC kon: MO1AED!]

M6ynpodeH e HeCTEPOHIHO, TPOTHBOBBINATHTEIHO CPEACTBO, KOETO MIPHTEMNKABA MPOTHBOBD3NATATENHO,
aHaJIPETHYHO M aHTUNHPETUYHO AetcTrre. JKMBOTHHCKY MoAeH 3a 60/ka W Bh3NajeHue NOKa3RAaT, Ye
ubynpodeH epexrrBro HHXHOHpa CHHTE3a Ha MpocTariadauiute. [lpu xopa, ubynpoden obnekyasa
OonkaTa MpUYMHEHA OT BH3NAJICHUE WIH CBBP3aHa C HEro, OTOK M MOBHINEeHa Temmeparypa.oynpoden nma
UHXHOUTOPEH ¢PEKT BHPXY NPOCTAraHAHHOBUA CHHTE3 KATO HHXUOKMpA aKTHBHOCTTA HA LHUKJIIO-
okcureHalata. OceeH T0Ba, MOynpoder uMma nuxubuTopeH edekT Bepxy ADP (apenosun audocdar) unu
KQNareH-CTUMy IupaHa TpOMOOLIMTHA arperaius.

ExcriepHMEHTaMHY JAaHHU NOKa3BaT, 4Ye uOynpoger Moxe na OIokKpa ePEKTa Ha aCTIMPUH B HUCKU NO3H
BbpXy TpoMbOouuTHaTa arperalys, KOTaTo ¢e NpunaraT eIHOBpEMeHHO. B e1HO mpoyyBate, Py KOeTo
eNHOKpaTHa A03a HOynpoden 400 mg e npunoxkena | yac npenu wiy 30 MUHYTH Ciiel Opuaarase Ha
aUeTHIICATTHIIMIIOBA KHCENHHa ¢ He3abasHO ocBoboxkaapane (81 mg), ce Habnwaasa HAMAIEH eEKT HA
aALETUNCATMIIMIOBATA KUCETHHA BLpXY ofpasysaneTo Ha TpoMbokcan Wiy TpoMOOUMTHA arperanms.
OrpaHdyeHUTe AAaHHU K HECUT'YPHOCTTA OTHOCHO eKCTpanoslauiTa Ha JaHH! eX VivOo KbM KIIHHUYHA
CUTYaLMs [MOKa3BaT, Ye He MOraT Aa Ce MPaBAT TBLPAM 3aKJFOYEHHS 3a PeloBHATA ynoTpeda Ha ubynpodeH,
B Y€ KIMHHYHO 3Ha4YMM e()eKT € MaNKO BEPOATEH IpH ¢BOOOAHATa ynoTpeda Ha nOynpodeH.

Hoynpoden nuxudupa npocrariaufUHOBHSA CUHTE3 B MATKaTa, ¢ KOETO HaMangaBsa OTIIYCKAHETO HAa MaTkaTa
¥ aKTUBHOTO HaIATraHe, NePHOINYHUTE KOHTPAKLMKU Ha MaTKaTa W KOJIMHECTBOTO MIPOCTArIaHARHU, KOUTO Ce
ocBOOOKIABAT B KpEBOOOpamienueTo, C te3n npomeHH ce 004CHABA 00IEKYABAHETO HA MCHCTRYAIHUTE
donku. MoymnpodeH binoxkupa 6506peunnd mpocrariiaH(MHOB CHHTER, KOETO MOXKE fa josene a0 Os0peyuna
HEeOOCTATBYHOCT, 3aAbPKaHe HA TEYHOCTH U ChPACYHA HEJOCTATHYHOCT IIPH PUCKOBH MALMEHTH (BIDK T.
4.3). |

[TpocTarnanAMHKMTE Ca CBBP3AHH ¢ OBYJIALUKATA H 3aTOBA ynorpebaTa Ha NEKAPCTBEHU NPOAYKTH, KOUTO
DIOKHUpAT MPOCTArNABAUHOBHA CUHTE3 MOTAT Aa NOBIUAAT (PepTIIIMTETA Ha KeHHTe (BHK T. 4.4, 4.6 1 5.3).

n,

5.2 DapMaKOKHHETHYHH CBOHCTBA

Abcopbyus

Hoynpoden ce abcopbupa 6bp30 OT raCTPOMHTECTUHANHUSA TPAKT, MAKCUMAITHITE CEPYMHU KOHLSCHEPRUUH
HacThNBaT 1-2 Yaca caea NPUIoKeHue. LRI T
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H6ynpoden ce pasnpeaens 65p30 B uenus opradnzbM. CBEPIBAHETO C TNAIMEHUTE MPOTERHH €8 OKRONG ' ©
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Memabonuzvm
HUbynpodeH ce meTabonusnpa B uepHMs Apob (XMOpOKCHMpaHE, kapOOKCHITHpatie).

Eaunmunupane

ENMMUHAIMOHHMAT NOTYXUBOT € pubuauTento 2.5 yaca npu 3/1paBy HHANBHAN. DapMaKOIOTHYHO
HEAKTUBHMTE METAOOIHTH C¢ EKCKPETUPAT OCHOBHO (90%) nipes 6n6peLMTe, HO CHINO H NPE3 HITHYKATA.

5.3 IlpeakNUMHHYHH JAWHH 32 $e30MaACHOCT

1'si1 kaTo ubympoden € 106pe NO3HAT ¥ LUMPOKO U3NON3BaH, IPeAK/IMHHYHHTE AaHHH 33 6e30MacHOCT Ca
AOKYMEHTHPaHH,

CyOxpoHdYHATa K XPOHHUYUHA TOKCHYHOCT Ha uByNpodeH e 1oxka3ana rIaBHO B IPOYYBAHMA ¢ IKMBOTHH KATO
yBpexOaHe Ha XPAaHOCMMKJIATENIHHSA TPAKT U A3BH.

TecToBeTe In Vitro ¥ In VIVO HE IOKA3BAT KIHHUYHO 3HAYWMM MPH3HALMA HA MYTAreHen MoTeHUuan Ha
ubynpodes.

He ca HabnropaBanu KapLMHOTreHHH eeKTH DpH MULLIKHA ¥ IUThXOBE.

Hoynpoden nuxubupa oysalumsaTa Npy 3ailiy 1 yBpexKAa HMIDTAHTALMATA IPH Pa3/HMIHH KUBOTHHCKH
BUOOBE {3aMLH, ITbX0BEe K MUIIKH). [TpK penpoayKTUBHY TECTOBE, MPOBEACHH C IUILXOBE M 3aMiiy,
ubyrnpoden npeMuHara npes Iiauentata, Korato ce u3lnon3sar TOKCHYRK 33 MAHKATa J03H, O-UYECTO Ce
HabnmonaBaT Maindopmalmu (T.e. BeHTPUKYIapeH cenTaneH nedekT).

6. QPAPMAHEBTHYHU NAHHH

6.1 CHoachbk Ha MOMOIIHUTE BelieCTBAa

HOpo na mabremrxama
Mukpoxkpucransa nenmynosa

CUNMULIEEeB JHOKCHI, KOJIOHIEH De3BOIeH
XUOPOKCUITPOIUILENYJIO3a

Hatpuer naypuncyngar
KpockapMennosa HaTpuid

Tanx

Tabnemna obsusxa (Opadry (6an) 06B28499)
XUnpoMenosa

Maxporou 400

Turanos auokcun (E171)

6.2 HecbBMECTRMOCTH

Henpunoxumo

6.3 Cpok na rognocr .

2 roauBRy
6.4 CrenuajJnH YCJIOBHA HA CHXPAHCHHE T
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Henpospauxu GnuctepHu onakoBku o PVC/AL
IIpo3paunn 6auctepru onaxoskd ot PVC/A]
OmnaxoBKH (NoIHeTUNIEH) 3a TAONETKY C Karnadyka OT NONMIPOIIHIEH.

Pasmep na onaxoexume:

bavctepu: 6, 10, 12, 20, 24, 30, 50, 60, 90, 100 u 250 OHIMHPAHH TabneTKH
Ormakosku 32 Tabaerkn: 10, 20, 30, 50, 100 1 250 punMupanu TabneTku

He Bcuuky BHIOBE ONIAKOBKH MOTAT [a 6BIAT MMyCHATH B IponakGa.
6.6

CnenManny npeanasHH MEPKH NPH H3XBbPARHE H padora

HaMa crieHHaiHY U3KCKBAHUS

7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Alchemia Ltd.
5th floor, 86 Jermyn Street
London SW1Y 6AW

BenukoOputaHus

8. HOMEP(A) HA PAPEHIEHUETO 3A YIIOTPEBA

9. JATA HA ITBPRO PAZPEHTABAHETIOAHOBSABAHE HA PAZPEHIEHUETO 3A

YIIOTPEBA
10. JATA HA AKTYAJIMIUMPAHE HA TEKCTA
Maprt, 2009 r.
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