KPATKA XAPAKTEPUCTHKA HA TIPOIYKTA®

IBUPROFEN ALCHEMIA
UBYIIPO®EH ALCHEMIA

1. NME HA JIJEKAPCTBEHHS ITPOJVKT

Ibuprofen Alchemia 400 mg film-coated tabiet
Hoynpoden Alchemia 400 mg punmupana tabneTka

2. KAHECTBEH ¥ KOJIHHECTBEH CHCTAB

Beska punMupana TabiaeTka chabpika 400 mg nbynpoden.

34 IHJIHKWA CIIMCHK HA OMOIMUTE BEIIECTBA, BIDICTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Ounmupanu TabneTku,

400 mg TabneTku: 6e1n, OBaJiHH, ABOMHO-M3NBKHANIK GUAMHPAHY Ta0NeTKH, C JE/IHTEeIHA HEPTA OT EHATA
CTpaHa.

Tabnerkara moxe na 6bae pasneneHa Ha NBe PaBHM MOIOBHHH.

4.1 TepanerTHUHA NOKAZAHUS

Jleka no ymepera Soitka, Hanp. npH riagodonaue, BKIHOUYRTENIHO MUTpeHO3R raasobonue, 3000071.
Tsperuda JUCMEHOpES.

OeOpunHu CbCTONHUA.

PeBMaTHYHY CHLCTOAHUA: apTPUTH (HAMNpP. PEBMATOUNEH APTPUT, B TOBA YHUCIIO MIIAAEHKKH peBMaTONIEH
apTPHT), AETCHEPATHBHY apTPUTHH CHCTOAHUA (HAMp. OCTEOAPTPHT), HEU3ABEHH PEBMATHYHH CBCTOSHMS,
ApYTH MYCKYJIHH H CTaBHU HapyUICeHHA ¥ TPaBMH HA MeKaTa THKaH.

4.2 [1034pOBKA B HAYHH HA HPHJIOKEHHE

Hexxenanure nekapCcTBEHH peaKUMK MOraT J1a ¢€ HaMaJIAT J0 MUHHMYM, KaTO Ce W3I0N3Ba Hall-HycKaTa
¢(PEeKTHBHA 1032 B NPOABSDKEHNE HA HAl-KpaTKUs nepron, HeoOXOoMuM 3a OBIAMABAHE HA CUMITOMHTE (BIK
T. 4.4).

Hosara Ha uOyIIpogeH 32aBUCH OT BL3PAcTTa M TENECHOTO TEr0 Ha nanyenTa. MakcHManHata eIHOKpaTHA
AHEBHA [03a 34 BR3PACTHHU He TPpsAOBa Aa Haasumasa 800 mg ubynpoden.

Tabnetkara TpsabBa Aa ce mpueMa C yailia BOJA IO BPEME WK Clie]] XpaHeHe.

Jlexa 00 ymepena boaxka u (hpebpunriu CoCMORNUR

Buvapacmnu u onowu nad 12 200unu (>40 kg).

200-400 mg kato eAHOKpaTHA N03a Wi 3-4 IIBTH HHEBHO Tipe3 MHTEpRAaN 0T 4 10 6 4aca, Jo3npoBkarta rnpu
MHIPEeHO3HO raBobosine e 400 mg eaHoKpaTHO, py HeoOxoaumocT 400 mg npe3 uHTepBan Y b"‘ﬂaca

Makcrmanuara gHeBH2 103a He TpAOBa Aa Hagsuigasa 1200 mg. / qu“‘{i
Leya na svspacm 6-12 zoo0unu(>20 kg): 7 ;"‘f a*
Heua na 6-9 rogunu (20-29 kg): 200 mg 1-3 mbTH ZHEBHO npe3 UHTEPBAT OT 4 110 6 qaﬁé SR T
MaxcumanHaTa JHeBHa 103a He TpaOBa fa Haasumaea 600 mg. A i

Heua na 10-12 roaunu (30-40 kg): 200 mg 1-4 meTH nHEeBBO rpe3 uHTEpBan oT 4 10 6 tiacan 0 *

MaxcumaliHaTa AHEBHA 034 He TpsOBa Aa Hagsumiasa 800 mg, We e R,




IThvpsuuna oucmenopen
Buvspacmnu u degotixu nad 12 zoounu.

200-400 mg 1-3 neTH AHEBHO Npe3 MHTEPBAN OT 4 10 6 Yaca. MaKkCHMATHATA NHEBHA 103a HE TpAOBA Aa
HaaBuiasa 1200 mg,

Pesmamuuriu 3abonnearnun
Bv3pacmuu:

Obwuyaitnara po3a € 400-600 mg 3 ITH AHEBHO. Tlopmepskainy nosu ot 600 mg—1200 mg AHeBHO MOraT 1a
ObJaT €HEKTUBHH [TPH HAKOH NAUHEHTH. [IpH OCTPH M TEMKH CHCTOSHUA 103aTA MOXKE J4 CE YBEAMUH 0
makcumanHo 2400 mg, pasfeneHa Ha 3 WK 4 npueMa.

HOnowy nad 12-200uuna evspacm (>40 kg):
IIpenopbunrentara no3a e 20 mg/kg no makcumym 40 mg/kg TenecHo Tersno AHEBHO B 3 10 4 npueMa.

HHavuenmu ¢ nanpeonana evipacm

Hecrepouanure npotusoss3nanutenun cpeactsa (HCIIBC) Tpabsa a ce NpiiaraT ¢ NOBHIIEHO BHUMAaHNE
NpH NAHWEHTH B HanpeJHaNa Bh3pacT, KOUTO ¢a MO-CKIOHHH Ja Pa3BUAT HEXENAHH JIEKAPCTREHH PEAKIMU U
NPH KOUTO MMa ITOBHINEH PHCK OT MOTEHNUANHO (aTaNeH CTOMANIHO-YPEBEH KPhBOKI/INB, YIILIEpaLHA Wil
neppopaumsa (Brok T. 4.4). Ako e HeoOXOAUMO JiedeHue, TpIOBa [a ce U30I3Ba Hali-HUCKATa J03a B
NPOABIDKEHNE Ha HAH-KpaTKMA IIEpPHOJI, HeoOXOnHM 3a OBNangBaHE Ha CHMITOMUTE. JleyenneTo TpsaOra na
ce foanara peOBHO Ha NpecleHka 1 na Obje NpeyCTaHOBEHO, ako He ¢e HalmoaaBa nogoopeHue Hnu
HACTBIIH HEMMOHOCUMOCT KBM JIEKapCTBOTO.

Yepeoena ovbpeuna yrnxyun

[Ipn rmaifMeHTH ¢ JIEKO 00 YMEPEHO YBpeXKaaHe Ha Op0OpeddaTa QyHKIUA, no3aTa TpAOBa aa ObAe BE3MOKHO
HAH-HHCKA H A ce Npujiara 3a Bb3MOKHO Hal-KPATKHS (ePHOL, HEOOXOIUM 34 OBJIAAABAHE HA CUMITTOMUTE,
KaTO ChIIEBPEMEHHO € HeoOXoauMO na ce cienu Op0pevnara QyHKLUA (3a NMaLMeHTH ¢ TEXKO YBpeeHa
61Opeura dyakims Bux 1. 4.3).

Yepeoena uepnoopobuna pynxyun

[Tpu nauMeHTH ¢ JIEKO JI0 YMEPEHO YBPeXKJaHe Ha YyepHoApoOHaTa (pyHKLMS, fo3aTa TpAOBa na Owae
BBE3MOXKHO HaH~HHCKA U Ja ce MTpUJiIara 3a Bb3MOXHO HAH-KpaTKUs NepHoa, HeOOXOAWM 32 OBNAJABAHE Ha
CHMIITOMHTE, KATO CHILEBPEMEHHO ¢ HeOOXOoMMMO Ja c¢ ciieau yepHoapoOHaTa GyHkUMs (3a MaLUeHTH ¢
TEXKKO YBPEIeHa YepHOAPOOHA QYHKLIMA BHXK T. 4.3),

4.3 IIporuBonoka3annsg

N6ynpoden Alchemia e mpoTHBOMIOKA3aH TPU NALUEHTH ChC:

- CBPBXYYBCTBUTSIHOCT KbM aKTHBHOTO BELIECTBO WX KBbM HAKOE OT TOMOLIHUTE BELeCTBA Ha
Hoynpoden Alchemia

- MPEIUIIHU PEAKUUH Ha CBEPXYYBCTBATEIHOCT (HAPAMEDP acTMa, PHHHUT, YPTHKAPUS WIH aHTHOEHEM )
KBM alleTHICaIULMIoBa Kucenuta unu apyru HCIHBC

- aHAMHE3a 338 CTOMALIHO-YpeBeH KPbBOU3NHB WIH TIepdopaliis BbB Bpb3Ka C npeKapaHa Teparms ¢
HCIIBC

- AKTHBHA WIA HEOTIABHA MpeKapaHa NnenTHYHa A3Ba/KPHBRON3IME (1BA WY MOBEYe W3SBEHY eMU30Ha Ha
JOKa3aHa yJLepalys Wik KbpBeHe)

- TeKKa 4epHOAPOOHA HIH TexKa Ob0peyuHa HeNOCTATHEYHOCT

- TeXKa ChpASUHA HEJOCTATEYHOCT WIM KOPOHapHa GoNecT Ha ChPUeTo

- MOCIEAHOTO TpUMeceune ot Hpemensocrra (sixr.46)

- 3HAYUTEIHA AeXUAPATALNA (MPWYHHEHA OT MTOBPBINAHE, AUAPUA WM HEOOCTATHYEH r],;;gﬂew Ha

e

TEYHOCTH) 7 g _j_‘_‘"‘-c:-’_:f,ff:'i-:;a_
- uepe6poBacKyNapHH WIK APYrH aKTUBHU KPbBOM3/HMBY ,’;ﬁu:m T T Y
- HEH3ACHEHH CMYLICHHUS B XEMOTIOe3aTa 1y LN R jg
. neua 1noj 6-roJuiiHa Be3pact. i&i f‘ .;:"' _f ’“Ef ; ,J ;
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4.4  Cneunajnu HpeaynpexIenas H NPeANAIHA MEPKA NPH yrorpeda

»

EnrospemenHara ynorpe6a na M6ynpoder Alchemia ¢ HCTIBC, BKITIOYHTENHO CeIeKTHBHE HHXUOHTODH
Ha LIUKIIOOKCUIeHasa-2 TpsOBa na ce u3bsraa.

bonuuTe 0T acT™Ma TpAORA Aa C& KOHCY/ITHPAT C Jiekap rpean fa npuemat ubyrnpoder (BIK rHo-1omy).

Hexenanute nekapcrBenu peakuyy MOraT Jia ce CBENAT JI0 MUHUMYM, KO C€ M3MON3BA HA-HHCKATA
e(PEKTHBHA 11034 B IPOAB/DKEHHE Ha BE3MO)KHO HAM-KPATKHSA CPOK, HEOOXOAHM 3a OBNAASBAHE HA
CUMOTOMHTE (BIDK T. 4.2, # raCTPOHHTECTHHAIHUTS U CHPAEYHOCHIOBH PHCKOBE 110-71001y). Ilaunenrure,

JIEKYBAKH NPOJABJDKUTENHO BpeMe ¢ HECTEPOHIHH NPOTHBORBINAIIUTEIIHY CpeACTRa Tpa0Ba a ce usciensar
PEIOBHO 34 M104BaTA HA HEXEAHY PeaKIHH.

Hoynpoden Alchemia ce mpunara camo crep OllgHKa Ha CHOTHOIIEHUETO MOT3A-PUCK B CTEJIHHTE CIIYYa:
- CUCTeMeH Jiymmyc epuremartoacc (SLE) unu apyry aBronMyHHH 3a00n9BaHu;

- BpONEHO HapyiueHHe Ha MeTabonuiMa Ha nopbUpHH (HanpuMep OCTpa HHTEPMUTEHTHA NOphUpUs);
- npes NLPBOTO U BTOPO TPUMeceIHe Ha OpeMeHROCTTa;

- KbPMEHE. | |

HeobxoauMo e crenaiHO BHUMAHHWE B CIIEAHUTE CIIyYau:

- raCTPOMHTECTUHAIHH 3a00/ABaHMA, B TOBA YUCIIO XPOHHYHM BH3TIAJINTEIHY NHTECTHHAIHH
3abonasaHua (yAlUepaTUBeH KOIHUT, Oonect Ha KpoH),

- ChPJIEUHA HEROCTATBYHOCT Y XUMEPTEH3MU;

- HaMaJleHa Os0peyna QyHBKIMA;

- yBpeAeHa YepHOOpoOHa (DYHKUIHKA;

- HapylleHa KoaryJauus Ha KpbBTa;

- aJIepryy, CEHHA XpeMa, XpOHMYEH OTOK Ha HOCHATA JIUTaBHUIia, aICHOUIN, XPOHHYHA 00CTPYKTHBHA
GenonpodHa Hostect WK OpOHXMAIHA ACTMA,;

- BEI(HATA CJIe/l CEPUO3HA XUPYPIrUYHa UHTECPBCHIIUA.

TacmpounmecmunanHo Kepéexe, yayepayivt u hepgopayus

3a racTPOUHTECTHHAIHO KbpPBEHE, YNLICpaLua WK nepdopallisa ¢ Bb3MOXKEH daTaleH H3Xo ce cpoduiasa
MpH yroTpeOa Ha BCHUKM HECTEPOHIHY NPOTHBOBB3NATIMTENIHY CPEACTRA IO BCAKO BPEME Ha JICUEHHETO, ChC
win 6e3 npeaynpeANTeTHH CHMITTOMY HITH aHAMHE3a 3a CEPUO3HM F4CTPOMHTECTUHATTHY HHLIMIACHTH B
MHHAJIOTO.

PUCKBT OT TACTPOMHTECTHHANHO KBPBEHE, YNILIEPalus Wik EpQopauus ¢e 3acHIRa NpH yBenJaBaHe
po3ute Ha HCTIBC npu naumenTy ¢ aHaMHesa 3a s38eHa 0071ecT, 0C00EHO aKo € CHIIPOBONSHA OT
YCJIOXKHEHHA KATO XeMoparus Wwid nepdopausa (BrK T. 4.3) , KAKTO ¢ IIPpH NalieHTH B HaMpenHana Bb3pact.
Takuea nauueHTy TpAOBa Ha 3aMI0UHAT JIEYEeHHETO ¢ HAH-HUCKATa HATWYHA 1034,

3a KoMOUWHHpaHa Tepamus CbC 3AMUTHH CPeACTBA (HANIPHMEP MU3OIPOCTON MIIH UHXHOUTOPH Ha NIPOTOHHA
moMna) TpAbBa fa ce NOMHCIH KAaKTO MpPH Te3H MALMEHTH, TaKa U TIPH NalHeHTH, KOMTO NONyvasar
CAHOBPEMEHHO ALETHICATHLIMIIOBA KHCETHHA B HHCKH A03H WITH APYIH ASKApCTBA, KOMTO MOraT [Ja 3aCHNIAT
FaCTPOMHTECTHHANHUA PUCK (B ITO-A0ITY U T. 4.3).

TTaupeHTHTE C aHAMHE3a 38 FACTPOMHTECTHHATHA TOKCHUYHOCT, 0c0BeH0 aKo Ca B HAMPEIHAIA BEIPACT,
TpsOra na cLOOMIABAT 33 BCUYKK HEOOMYAHHN KOPEMHM CUMIITOMH {I10-CTICH{UATHO 34 I"'aCTPOUHTECTHHATHO
KbpBeHe), 0COOeHO B HaYalHUA CTaIHH Ha NICYeHHETO. h

Heo6xo11uMO € MOBHIIEHO BHHMAHHE TPH NALKEHTH, KOMTO ce JIEKYBaT e AHOBPEMEHHO C JISKAapCTBa, KOUTO
MOTaT fia MOBMLIAT PHCKA OT YJIUEPalys WK KhPBEHE — OPATHH KOPTUKOCTEPOMAH, AHTUKOATYNAHTY —
BapapHH WIK XEIapUH, CEJICKTMBHY HHXMOUTOPH Ha OOPATHAUS 33XBAT HA CEPOTOHHHA MK 257" . R

AHTUTPOMOOIMTHI CPENCTBA KATO alleTUIICAIMIIMIOBA KMCETHHA (BHX T.4.5). o "*--?':;}
Y
AKO HACTBITH FaCTPOMHTECTHHAIHO KbPBECHE UMY yIlepallvs [Py NALHEeHTH, JEeKyBaHH ¢ AN
Alchemia, neuenueTo TpaOBa Aa 6bae NpeyCTaHOBEHO. Y
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HecTepongsnrg npoTUBOBBINANUTENHH CPencTBa TpAOBa Na ce NPHJArar ¢ TIOBHILIEHO BHUMAHKE (IPH

MaliMeHTH C aHaMHe34 3a TaCTPOMHTECTHHANIHO 3ab0aBaHe (ynuepaTuseH KGJ‘IHT 6onectra Ha Kpon), Toil
KaTO ChCTOSHHETO UM MOXe Aa ce obocTpH (Bivk T.4.8V.

ITayuenmu 6 vanpednana ev3pacm

[TaureHTHTE B HAMpPEHAIA BB3PACT MO-YECTO NOJTYyYABAT HEMEIAHH PEAKLIMH CBBP3AHH C HCHBC 0cofeHo
FAaCTPOMHTECTHHAHO KBPBEHE W NMEePPOPaLKS ¢ BE3IMOXKEH daTaneH usxon (srxk 1.4.2).

CupoeunocvOosu u yepebposackyrapmu eexmu
Heobxonnmo € MOHMTOpHpaHe W KOHCYNITALIMH 32 NALMEHTH C aHAMHE3A 38 XMIIePTEH3NUS WK JeKa oo

YMEPEeHA 3aCTOMHA ChpPACYHA HEIOCTATHYHOCT, ThH KATO ¢e ChOOIIABAT CIIYYaK HA 3a0BPKAHE HA TEUHOCTH,
XHUNepTEH31d U €1eM BbB Bpb3Ka ¢ Tepanus ¢ HCITBC.,

Kn¥HHYHY H3NUTBAHMA M eIIHACMUOJIOrHYHH JAHHH TTOKA3BAT, 4e ynotpeGaTta Ha ubyripoden, 0cobGeHo Boa
BHCOKH A103H (2400 mg nHeBHO) U 3a NPONBDKUTENEH NEPHOJI, MOXE /Ia € CBBP3aHa C JIEKO OBHILEH PHCK
OT apTePHATHH TPOMOOTHYHHM chOUTHA (HanpuMep MH(APKT HA MUOKApAa WK WHCYNT). KaTto 1o,
CIMHAECMUAONIOrHYHHTE ITPOYYBaHHs HE MTOKA3BaT, e ubynpodern B Hucky Ao3u (Hamp. < 1200 mg) ce capp3pa
C MOBHIIEH PHCK OT MHDAPKT Ha MUOKAP/A.

[TanpeHTy ¢ HeoBNAASHA XMITEPTORKA, 32CTOHHA ChbPACYHA HEZOCTATHYHOCT, NOTRBPACHA HCXEMUUHA
OOECT Ha CHPLETO, NeprdepHa aprepraiiba OonecT W/KUnK nepedbposackynapHa tonect tpabsa aa Obaat
NeKyBaHU ¢ MOYNpodeH caMo Crej] BHUMATENHA NpelleHka, Takasa mpelieHka TpsiOBa Aa ce HalpaBU v Npeau
Ha4aT0TO HA IBIATOCPOUHO JICUEHKE Ha MAIIMCHTH ¢ PUCKOBH (PAKTOPH 3a KapAUOBacKyJjapHu chduTus
(HaTIpyMep XHUIIEPTOHHUA, 3aXapeH HA0ET U MyLIcHe).

Koownu peaxyuu

Cepro3HH KOMHH PEaKLiy, HAKOH OT KOUTO C (DATaNieH U3X0l, B TOBA YHC/IO EKC(PONUATHBEH IEPMATHT,
cHHIPOM Ha Stevens-Johnson ¥ TOKCHYHA eNKISPMATHA HEKpOJM3a ca NOKNaIBaHK MHOTO PAIAKO BEB BPBb3Ka
¢ ynorpedata Ha HCIIBC (81K 1. 4.8). IlatiuenTiTe M3rexna ca ¢ NOBUIIEH PUCK OT TaXiBa PEaKUVH B
HAYaAJ0TO Ha TePAMUATA, KATO PeaKUHHTe HACTHIIBAT B TIOBEYETO CIIy4YaH Ipe3 IBPBUA MeCel, Ha JISHEHHETO.
[MTpuemsT Ha Mbynpoden Alchemia Tpabpa na 6bne npeycTaHoBeH Npy TbPBATA MOABA HA KOXKHA PeaKLus,
f€3UM TIO JIMTAaBHLiaTa Wiy APYTH MPH3HALIM Ha CBPBXYYBCTBHTEIIHOCT,

Egexm evpxy 6vbpeyume

Vibynpoden Moxe Na NpeAU3BHKa 3a0bHKAHE HA HATPUH, KAJIMH ¥ TSYHOCTH ITpH NALKCHTH, KOUTO HE Ca
CTPasany B MHHANOTO OT 6B6peyny HapyuieHus nopaau Herosus edekt supXy 6u0peunara nepdy3ud. Tosa
MOe a TIPUYHMHY OTOK WITM aie Aa NOBENE A0 ChPREeHHA HEOOCTATHYHOCT UMK XHINEPTOHHUS pH NAUHCHTH
¢ TaKOBa MPEeapasionoeHue.

Kaxto u npu apyrrre HCIIBC, npoab/DKHATEIHOTO NPWIoKeHUe Ha HOYpodeH NMpH JKUBOTHH BOAM 1O
OB6peyna nanuiapHa HeKpo3a ¥ IPYTH [TATONOTHYHK IMIPOMEHH, CBBp3anu ¢ On0peunTe. [ipn xopa ce
cho0LIaBa 3a OCThP MHTEPCTHLIMAIEH HEQPUT C XEMATYPUA, TPOTSUHYPUS U TOHAKOTa HEPPOTHUYEH
cuqapoM. Habnronasany ca ¥ ciiyyad Ha 6p0peyUHa TOXKCHYHOCT NPH aLHEHTH, TIPH KOWUTO
[IPOCTArTAHAUHUTE UIPaiT KOMIIEHCATOPHA poJif 3a noaabpikaHe Ha 6sOpedrara nepdysus. Hpu Tesn
naieHTH prnaradeto Ha HCIIBC Moske fa foBede J0 A0303aBHCHMO HaManeHo obpasysane Ha
[IPOCTAMIAHAWHH H Ha BTOPO MACTO, B 6B0peunns KpBBOTOK, KOSTO MOXKE Aa TipeAx3BuKa ssHa Ou0peyna
nekoMneHcanys. [NanueTATe ¢ Hall-TOAM PUCK OT TaKapa peaklys Ca Te3u ¢ HapyiueHa 6p0peyna |
QYHKLME, CBPAeYHA HEAOCTATHYHOCT, HapyleHa YepHOoApoOGHa PyHKUMA, TANHEHTH TPHEMaly JHy PeTULH
i ACE pHXuOuTOpH, H NallMeHTH B Hampeanana Bu3pacT. Ciien xato euenuero ¢ HCIIBC 0wne
NPEeyCTAHOBEHO, MALIMEHTHTE CE BPhIUIAT KbM CHCTOAHHETO CH OT NPEIH JIEUEHHETO.

a

Hpyau npeonasnu mepru s m
B13MOXKHEO € npe/IH3BHKBaHe Ha OpOHXOCIA3BM, YPTUKAPHS HITH AaHIMOETEM TIPH nauueuf%brﬁaﬂawﬁp;"-%".;;;_
WY ¢ aHaMHe3a 3a OpOHXHANIHA aCTMa, XPOHWYEH PHHUT, CHHY3HT, IIOJIUIIN B HOCA, ane OH;ILPI m anepmvb :
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[Ipy ABEATOCPOUHO JIEUEHME ¢ BUCOKM AO3H AHAITETHIE MOXKE Jla HACTHIIM rnasodonue, KOeTo He TpadBa 1a
CC JICKYBa C BHCOKH JIO3H OT JICKAPCTBEHUA NpoaykT. O61mo B3eT0, 06HUalHUAT NIPHEM HA aHANTETHL,
0COOEHO HA KOMOUHHPAH IPHEM HA PA3IHYHH ARAITeTHYHH CyOCTAHLIHMU, MOKE 1a MPEIN3BHKA NOCTOSHHO
yBpexIane Ha OnOpenuTe 1 puck oT 6b6petHa HeROCTATHYHOCT (@HANreTHYHA HegponaTH).

[1o Bpeme Ha Neuenue ¢ nbynpoden ca HAGMIONABAHN CTYYAH CHC CHMITTOMM HA ACENTUYEH MEHUHIHT KATO
CXBalllaHe Ha BPaTa, ri1aBodoNKe, rafeHe, NOBPhIIAHE, GeOPUINTET MMM A€30PUEHTALIHS MPU [TAIIHEHTH Che

;’BIH&CTB)’B&HLH ABTOMMYHHH HapyUIEHHUs (CHCTEMEH JTYITYC epUTEMATO/IEC, CMECEHA ThKAHHOCHEIMHHTENHA
OJIECT).

Mbynpoden mMoke BpeMeHHO Aa HHXHOUpa TPOMOOLIMTHATA arperalins | Ja YABIDKH BPEMETO Ha KbPBEHE,
ETo 3awo, MaldeHTUTE ¢ HApyIIeHHA B KOArylauyATa WK Ha JIeHeHHe C AHTHKOarynaHTH Tpabea
BHHMATEIIHO Ja ObAaT HabGIIOqaBaHH.

Ilpu ripoawsxuTento neyeHue ¢ HOynpodeH e HeoOXONMMO PEIOBHO MOHMTOPHUPAHE Ha YepHONpobHATa U
OnOpeunata GyHKUMH, KAKTO M HA KPBBHATA KAPTHHA, 0CODEHO [PH BUCOKOPHCKOBY MAIMEHTH.

Tpabsa na ce n36srsa KOHCYMALIHs Ha ATKOXOJ, Thif KATO TOM 3acUnBa cTpaHuuHuTe edektn Ha HCIIBC,
0cobeHO KOraTo ¢€ YBPEXKIa PACTPOUHTCCTHHANHUA TPAKT WIH [IEHTPATHATA HEPBHA CHCTEMA.

Iaurenture Ha ubynpodeH TpaOpa Aa chOOIABAT HA JieKaps, aKo 3a0enexaT NpU3HANY U CUMIITOMH Ha
FAaCTPOMHTECTHHAHA YIILiEpals WK KbpBEHE, 3aMbBIIICHO BIXKIAHE WIK APYTH CUMITTOMH, CBBP3aHH C
OYHTE, KOXEH OOPHUB, MOBHIABAHE HA TEJIECHOTO TEIJIO WK EeleM.

4.5 BsaumoaeHcrBre ¢ APYrH JeKapcTBeRH MPOAYKTH H Apyru GopMu HA B3anmMoaeiicTane

Eonoepemennama ynompeba na ubynpodpen u caednume seuecmea mpabea oa ce uzbazea:
Ayemuncanuyunosa xkucenauna ¢ Hucku 0o3u; EXCIIEpUMEHTANIHN JAHHY 110KA3BaT, 4€ uOynpodeH HHxudupa
eeKTa Ha AlICTIWICATULWIORATA KMUCEJIMHE B MATIKH 1034 BEPXY TPoMOOLIMTHATA arperaius npu
eMHOBpeMeHHa ynorpeba. OrpanuyeHuTe JaBEHHM, 00ave, H HECHTYPHATA €KCTparoNalus Ha JaHHHUTE €X VIVO
B KJIMHUYHA CUTYallis IOKA3BaT, e HE MOTaT 44 CE IPABiT TBBHPAH 3aKTIOHMEHUs OTHOCHO PElOBHATA
ynoTpeba Ha HOyIIpodeH ¥ HIMa KIHHHYHO 3HauuM edeKT IpH cBoboanaTa ynoTpeda Ha ubynpodeH (BHxK

1.5.1).

Hpyeu necmepouonu npomugogv3narumenty cpeocmsa: B peaynrar Ha CMHEPrHUHN eQeKTH,
¢XHOBPEMEHHOTO NPHJIAraHe Ha HAKOJIKO HECTEPOUIHHU [IPOTHROBBINASINTENHN CPEACTRA MOXKE [a NMOBHLIK
PHUCKa OT FaCTPOMHTECTHHAIIHK A3BYU H KPBBOM3INKBH. 110 TazH NpUdHHA €AHOBPEMEHHOTO TIPHIIOKEHHE HA
ubymnpoden ¢ apyra HCIIBC TpsbBa na ce n3barea (uxk 1.4.4).

Anmuxoazynaumu. HecrepoMIHUTE TIPOTUBOBL3NANUTENHH CPSACTRA MOTAT 14 3aCHIIIT e)eKTa Ha
aHTHKOATYJIAHTUTE KaTo BapdapuH UNH XenapuH (BrK T.4.4). B ciiyyall Ha eIHOBPEMEHHO NPHIIOKEHHE €
NPENOpPhUBa Aa C€ MOHHTOPHPA CHCTOAHUETO Ha KOAryJslalus.

Tuxnonudun.: HecTepounHATe IPOTHBOBBLATIANMTENINH CPeCTBA He TpAOBA N1a C€ KOMOHHKPAT C TUKIOMHIHH
[MOpany PHCK OT aAUTHBEH eeKT 1pu HHXubUpaHe Ha TpoMOoMTHATA QYHKLIMSA.

Memompexcam:HecteponHUTE NPOTUBOBB3NATIUTEHHE CpelicTBa OOKKpAT TyOyapHaTa CeKpelus Ha
METOTpEKCaT H MOTAT [a HACTBILIT HAKOH MeTaOOMHTHY B3adMOZICHCTRIS B PE3YIITAT HA HaManeHus
ICTHPBHC Ha MeToTpekcarT. [lpunoxenunero Ha MOynpoden Alchemia 24 vaca npenu wiu ¢ien npunarate Ha
METOTPEXCAT MOXE Ia ROBEME 10 NMOBHIIEHA KOHLEHTPAUS HA METOTPEKCAT U JIO 3aCUIBAHE Ha TOKCHUHKTE

My edexTu. ETo 3amo Tpabra na ce usbsarsa eNHOBpeMeHHATa ynoTpefa Ha HeCTEpOHIHH A T T
NPOTHBOBBIMNAIMTEIIHY CPEACTBA K METOTPEKCAT BhB BHCOKH no3H. OCBeH TOBA, TpAOBa na cgff@we nox . ‘.‘.';«;'*'?'7?3.%..
BHUMaHK® NOTEHIMAHIS PUCK OT B3aHMOACHCTBIE ¢ HUCKH JI03H METOTPEKCAT, 0COBEHO N BAUAEHT ¢, - *v
yBpencHa 6p0peuna Gynkuus. Ipy xoMOunupano nevyenne Tpatra fa ce MOHUTOPHpa 016 ?l&lqﬁm UL
pyHKIHA. ? 2l T ;;i
PO N S



Hoynpogen (nodobno na dpyzu Hecmepoudnu RpomueosvInanumennu cpedcmea) mpAabsa oa ce
RPUTAZA C 6HUMAHUE 6 KOMOUHAUUA CBC CICOHUME 8elleCmea;

Moxnobemuo: 3acunba edexra Ha ubynpodes,

Penumoun umuii: EXHOBpeMeHHOTO NipHnoxkenne Ha UOynpoden Alchemia ¢ henuTOMH UK TUTHERH
JIEKapCTBEHU NIPOJYKTH MOXE Ha MOBHILH CEPYMHATA KOHLIEHTpauus Ha rocaeanvre. Heobxoaumo € na ce
Cllenl cepyMHAaTa KOHLIEHTpaLMA Ha JIMTHHA H ce NPenops4Ba Jla ce Clied HHBOTO Ha CepyMHaTa
KOHUEHTPalUI Ha QeHHTOHH.

Cwpoeynu enuxo3uou (anpumep ouzoxcur): HecTepowIHHUTE NPOTUBOBB3INAHTEHH CPEACTBA MOTAT Aa
oBoCTpAT ChpAeYHATa HEAOCTATHYHOCT, Aa nMoHwkaT GFR H 1a nmosvmat nyiasMeHaTa KOHLEHTpauus Ha
ChpICHHUTE MIIOKO3KAY. [IpenopplBa ce MOHHUTOPUpAHE Ha CePyMHHA AHIOKCHH,

Huypemuyu u anmuxunepmensusru cpeocmeéa: layperauure # ACE-uHXuOUTOpHTE MOTAT Aa OBHILAT
HE(QPOTOKCUYHOCTTA HAa HECTCPOUIHHTE IIPOTHBOBB3MAJIUTEIHHU cpencTa. Hectepounsure
MPOTUBOBBIMAJIMTENIHU CPeACTBA MOTAT Na HAMAJIAT edeKTa Ha AUYPETHLHTE ¥ aHTHXUIIEPTEH3UBHUATE
cpenctea, BKTIOUHTENHO ACE-unxuburopu u Gera-6noxepn. [Ipn nayuerntu ¢ Hamanesa 6ubpeyna
GyHKLIHA (HanpHaMep NeXHAPATHPAHU NANUCHTH WK NAIMEHTH B HATIPEAHAIA Bb3PAcT ¢ HaMaleHa
6nOpevna QyHKIMA), eTHOBPEMEHHOTO MpunoxeHue Ha ACE MHXUOUTOp ¥ aHTarOHKUCT Ha aHTHOTeH3uH 1 ¢
JIEKAPCTBEH MPOMYKT - HHXHOUTOP Ha LIMKJIIOOKCHIeHa3a, MOXKe [1a OB A0 MO-HATATHIIHO YBPKAaHE HA
On6peunaTa QyHKIMA U ciel TOBa Ko ocTpa 6n6peuna HegocTaTEUHOCT. ToBa OOMKHOBEHO € 0bpaTHmo. ETo
3amo, Tp2OBa 1a ce BHUMABA C TakuBa koMOUHALMY, 0cOOEHO NpH MAlMEHTH B HAMTPEIHANA Bh3PacT.
[TauuenTHTe TPAOBA Oa C& HHCTPYKTHPAT Ja [M0OeMAT BOCTATHYHO TEYHOCTH M cToMHOCTHTE Ha OBOpevHaTa
GyHknMs TpAOBa PeNoBHO 2 ce cIeAaT BeAHAara cre/l HaYaa0To Ha KOMOUHHPAHATA TepParys.

ExnoBpemenHoTo npriioxenne Ha ibynpoden Alchemia u kanuii-cvxpanasaimy auyperuun uix ACE-
MHXUOUTOPH MOXKE a JOBeNe A0 Xuriepkannemus. HeobxoauMo e BHHMATETHO Ad ¢€ MOHHTOpHUpA HUBOTO
Ha KaTUi.

Kanmonpun: JJaHHY OT NPOYYBAHHS TIOKA3BAT, Ye HOYNpogeH NpoTHBOEHCTBA Ha eheKTa Ha KANTOTPUI 32
NMOBHUIUCHA EKCKPELIHA HA HATPHH.

Amunoznuxozudu. HecTeponHATE NPOTHBOBBIIATHTEHH CpeCTBa MOraT fa 3a0apiT eIUMUHNpaHeTo Ha
AMUHOTJTMKO3MAH U 1A YBE/IMYAT TAXHATA TOKCHIHOCT.

CenexmusHu unxubumopu na obpamuus 3axeam Ha cepomonuna (SSRI): TIOBHIIEH PHCK OT
racTPOMHTECTHHAJIHO KbpBeHe (BIk T.4.4).

Luxnocnopun.: PUck®T 0T 6B0peuHO yBpexgaHe, NPRUHHEHO OT IMKIOCIOPHH, Ce 3aCHIIBA OT
e THOBPEMEHHOTO ITPHIJIaraHe Ha HAKOH HeCTSPOHIHH NPOTHBOBE3NATMTENHN CpelcTa, 103 edeKT He MOXKE
[a € WIKITIOUH M 33 KOMOHHALKATA OT LMIUTOCTIOPHE U HOyIpodeH.

Xonecmupamuxn: ENHOBPEMEHHOTO JIEYeHHE ¢ XOJIECTUPAMHH M HOYNIpodeH BOJAH A0 YABDKCHA K HaMalleHa
(25%) abcopbuus Ha ubynpoden. JlekapcTeeHHTE TPOTYKTH TPAOBA 12 Ce MpU/araT Npe3 HHTEPBAI OT HaH-
MaJIKO €AHH 4ac. |

Taxponumyc. TIOBHLIEH PUCK OT HEPOTOKCHYHOCT., H
3udosydun: YiMa JaHHM 3a MOBMILIEH PUCK OT XeMapTpo3a ¥ xeMaroM npy HIV-nonosxutes vy Xxemodunwuy,
KOWTO ca Ha KOMOMHUPaHO fedeHye Che 3uaoRyauH B ubynpoden. [Ipu enHospeMerHaTa ynotpeba Ha

3HHOHyHHH ¥ HECTEPOHAHH IIPOTUBOBBIIIANUTEIIHH cpenCTsa MOXKE ia Ce Haﬁnmnasa [IOBHILECH

CAHOBPCMCHHOTO H]JHJ'[U'JKE‘»HHB

Pumonasup: Moxe Na NOBUIIH IUTa3MEHATE KOHLIEHTPALMY HAa HECTEPOUIHUTE [TPOTHUB
CpencTsa.
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Mu@aenpucmca AKO HECTSPOMAHUTE NMPOTHBOBH3ITATINTE THH cpe,ucma ce npunarar 8-12 qHu cnen
[IPUIIOKEHHETO Ha MU(ETIPHCTOH, T€ MOTAT 12 HAMAJIAT eeKTa Ha Mucbenpncmﬂ

IIpobeneyud unu cyrgpunnupason: Moxe fa 3abapu eTMMUHHpaneTo Ha nbynpoden. Hamansga ce
YPUKO3YPHYHOTO NEUCTBHE HA TE3M BEUICCTRA.

Xunononoey anmubuomuyuy: T1a1MeHTH, KOKTO IPHEMAT HECTEPOUAHH NPOTHBOBB3NANHTENHY CpencTBa i
XHHOJIOHH €A W3JI0XKEHH HA TTOBUINEH PHCK OT KOHBYJICHH.

Cyngponunypetinu cpedcmea: HecTepoMIHUTE NPOTHEOBBL3NATHTENHY CPEACTBA MOTAT A [OBUILIAT
XMUIOTTIMKeMUYHMS epeKT Ha cynbonuTypeHinnTe cpenctha. [Ip eaHoBpeMeHHO IPHIIOKEHHE Ce
[MPEnophYBa 12 ¢& MOHUTOPHPAT HHBATA HA KPHBHATA 3aXap.

Kopmuxocmepoudu. TT0BUIEH PHCK OT racTpPOMHTECTUHAIHA YALEPALMS WK KbpBeHe (BIK T. 4.4).

Anmumpomboyumnu azpezanmu (Hanpumep Kronudozpen u muxkaonudun): TIopMmaBaT pucka ot
raCTPOMHTECTUHANHO KBEPBEHE (BIXK T, 4.4)

Anxoxon, bucocponamu u oxcnenmudunun (nermoxcugurun). Morar Ia npeIH3BHKAT
FACTPOMHTECTHHATHHN HeXKeJlaH! JIEKAPCTBEHU PEaKlMH M PHCK OT KbPBEHE U YIILEpaLHs.

Baxnoghen: IloBuiliera TOKCHUHOCT Ha Saknoden.
4.6 bpeMeHHOCT H KbpMEHe

bpemennocm

brokupaneTo Ha MPOCTArNAHAWHOBHSA CHHTE3 MOXeE Zla MMa HeXkellaH edeKT BepXy OpeMeHHOCTTa 1/ HITH
eMOpHOHATHOTO/(PeTAHO pa3BUTHE. JJaHHH OT ENHASMHUONIOTHYHH NPOY4BaHWA NMOKA3BAT MOBUILIEH PHCK OT
crioHTaHeH adopT, CHIIO TaKa ChPASYHH Ma(POpMaliuM Y racTpOLIH3UC cliel yrioTpeda Ha MHXUOUTOD Ha
NpOCTArIAHAKHOBUA CHHTE3 B HAYanoTo Ha OpeMeHHOoCcTTa. ADCOMOTHUAT PUCK OT CHPAEHHOCHAOBA
MasdopMauus ce 3acuBa oT no-Manko ot 1% o npubnusurento 1.5%. Puckst ce ysenuyana ¢
HO3MPOBKATA U NPOABIDKMTEIIHOCTTA Ha JIeueHHeTO. [IpH KUBOTHH, NPUIOKESHUETO HA HHXUOHTOD Ha
ApOCTarjaHAMHOBHA CUHTE3 BOAM A0 3ary0a Ha IUioa npeay U CIea UMITTaHTallug M eMOpuo/deTanta
cMbpTHOCT. OCBEH TOBA ¢e choOIIaBa 3a HapacTrall Opoi Ha pas3iHYHKM MandopMauyH, BKIIFOHUTEITHO U
ChPREYHOCHLIOBH, MIPH KMBOTHH, HA KOUTO € NPHIIArad HHXUOUTOP Ha MPOCTAMIAHAYMHOBHA CHHTE3 [1I0 BpeMe
Ha opraHoreHesa. [Ipe3 MepRoOTO U BTOPO TpuMeceuune ot OpeMennoctra, Mbyripoden Alchemia He tpabea
Ia ce Mpujiara, OCREH TIpH ACHH MEIHIIMHCKH roka3anusa, Axo Yb6ynpoden Alchemia ce u3nonzsa ot xkeHa,
KOSTO Ce OIATBA Aa 3abpeMeHee WM Ipe3 IbPBOTO U BTOPOTO TPUMeECEUMe Ha OpeMeHHOCTTa, JO3KPOBKATA
TpsOBa 12 §B1e BRIMOXHO HAH-HUCKA, 4 NMPOABIKHATEIIHOCTTA Ha JIEYeHHETO — BB3MOXKHO Hall-KpaTko.

ITpes TpeToTO TpUMECeUHe Ha OpeMEHHOCTTA BCHYKH HHXHOUTOPHU HA IIPOCTarSIaHIHHOBUS CHHTE3 MOTaT [1a
H3JIOXKAT [UTIOKA HA CICAHUTS PUCKOBE:

- KapJAHO-1TyJIMOHapHA TOKCUYHOCT (C MpeKIeBpeMEHHO 3aTRapaHe Ha ductus arteriosus u myJiMOHapHa
XWIIEPTOHMA );

- yBpexJaHe Ha 0nOpeunara QJyHKum KOETO MOXE [ia nporpecupa o 0u0pedHa HeJOCTATEHHOCT € ONUIO-
XUIOpaMHHO3UC,

a MaifkaTa ¥ HOBOPOACHOTO, B kpas Ha OpeMEHHOCTTA, Ha PHUCK OT:

~ BE3MOXKHO YIB/DKABAHE HA BPEMETO HAa KbPBEHE — AaHTHAPEraHTeH e(eKT, KOHTO MOXKE J1a HACTHIY JaXKe
IPH MHOI'Q HUCKU AO3H.

. 6710KUpate Ha KOHTPAKIWKUTE HA MATKATA, KOETO BOH 0 3a5aBeHO FIH YABDKEHO PaKAaHe, .o - ‘-

CnenmosatenHo, M6ympoder Alchemia e npoTHBONOKa3aH MO BPEME Ha MOCASAHOTO Tpnmeceﬂﬁg HEI SN
GpeMeHHOCTTA. HOET ST e N T M
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HMbynpodeH ce exckpeTvpa B KbpMaTa, HO TIPH TEPAIIEBTUYHH HO3M 1O BPEME Ha KPaTKOCPOUHO JieYeHHe
PUCKBT OT €(eKT BHPXY KBPMAUETO M3MMIEK/Ia MATKO BEPOATEH. AKO BCE TIAK € NPEATTHCAHO M0- ]
MPOXB/DKUTETHO JIEYeHHe, TPAOBA J1a ce TIOMUCIIM 33 PAHHO OTOHMBAHE Ha KbPMAUETO.

Depmunumem

Ynotpebata Ha uOynpodeH Moxke Aa yBpenH (GepTHIHTETa K 3aTOBA HE & NPENOPHYBA [IPH KEHH, KOHTO Ce
ONUTBAT Aa 3a4eHat. [1pu xeHu, KoUuTe MMAT NTpoGIeMH CBC 38UEBAHETO MM Ce H3CNeABaT 3a He3nnoaue,

TpaOBa Aa ce TOMMCIIHM 3a IIpeyCTaHOBABaHe NpHeMa Ha ubyrpodeH .
4.7 Ed¢exkTH BBpXY cnocofHOCTTA 32 modupane 4 padora ¢ MAUIMHH

ObuxroseHo HbynpodeH He nornuapa criocobHOCTTa 3a wodupate v pabora ¢ matvun. Y Bee nak, Toi
KaTo B FOJIEMU JO3M MOTAT Ja ce HabOMIOAaBaT HEXENNaHH PeaKIIMK KaTO YMOP4, ChHIHBOCT, CBETOBBPTEXK (34
HEro ¢ CHODIABA YECTO) U 3PUTEITHH CMYILUEHUA (HEHYECTO), B OTOEITHH CIYYad Te MOTaT Ja TIOBITHSIAT
crrocoOHOCTTA 3a lodupaHe K paboTta ¢ MauTHHK. To3M e(heT ce 3aCHiIBa OT €IHOBPEMEHHATa KOHCYMALIUS
Ha aJIKOXOIL.

4.8 HexenaHH JeKAPCTBEHH pPeaxnun

Haii-uecTUTe HEXENMANW PeaKIMK ¢a TraCTPOUHTECTHHANHUTE cMyIneHus. Habmonasar ce: nenTU4YHAa A3Ba,
nepdopanya UK raCTpOMHTECTHHAITHO KBPBEHE, MOHAKOra ¢ (pataneH H3X0 1 0co0CHO MpH MaLMEHTH B
HalpeaHana Bh3pacT (BkK T. 4.4). Ma cpob11ieHuA 3a rafgeHe, NOBphUIaHe, ANapHs, PraTyIeHLIUs,
KOHCTHITALMA, THCTIENICHS, KOpeMHa 00Jika, MEJICHa, XeMaTeMe3a, YiLepaTHBEH CTOMATHT, 000CTPEH KOJIUT H
6onect Ha Kpon (Bwx T. 4.4). Kato HewecTa peakliyg ce HaAOMOAABA TaCTPHT.

HexenanuTe peaklidy ca B IOBEYETO CIIydan 10303aBHCHMK. OCOBEHO PUCKET OT racTPOHHTECTHHAMHO
KbpBEHE 3aBHCH OT JO3MPOBKATA K MPOIBIDKHUTEITHOCTTA HA JIEUCHUETO. 38 APYTH PHCKOBH QaKTOPH BHX T.

4.4.

JlaHHHU OT KIMHWYHY H eNHIEMHAOTOTHYHH W3HMTBAHKA NTOKA3BAT, e yrnorpebara Ha ubynpodeH, ocobeHo B
rosteMu 1034 (2400 mg NHEBHO) U GPH NPONBIKUTEIHO JIEUEHHE, C€ CBBP3IBA ¢ JICKO MOBUIICH PUCK OT

apTepPHATHH TPOMGOTHYHH CHOHTHS (HAIPHMEp MHOKAPACH HHGAPKT WM UHCYIT) (BHXK T. 4.4).

B1B BpE3Ka ¢ IEYEHHETO ¢ HECTEPOUAHN ITPOTHBOBLINANUTEITHH CPENCTBA HM2 CROOLLCHYS 32 CIEM,
XWUITEPTOHHUS U CHPASHHA HEAOCTATHUHOCT,

HexenanWre peakiyy He ¢a TOJIKOBA YeCTH NpH MakcuMaiHa no3a 1200 mg AHeBHO,

HexxenaHHTe TeKkapCTBEHH PeaKUUH ce IPYIIHPAT B 38BHCHMOCT OT YECTOTATA MO CNEAHHS HAYMH!
Muoro gect (=1/10)

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

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

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

Muoro penxu (<1/10,000), ¢ Hew3BecTHa YecToTa (HE MOXKE 14 ©C NPELICHH OT HAIHYHUTC JaHHH).

Jlabopamopnu uacneosanun

PeOxu: MOBHIUEHHM HHRA Ha a30T B KPBBHATA ypesd, HA CEpYMHBHUTE TpaHGaMHHB.BH Y ankanHa ocdaTasa,
[OHM)KEHH CTOMHOCTH Ha XeMOTJIOOMH U XeMaTOKPHT, OJIOKHpaHe Ha TpcsMﬁouHTHaTa arperauus, yaIbDKeHO
BpeMe Ha KbpBeHe, HAMaJIeHO HHBO Ha CepyMHUS KAJILMH, IIOBHILIICHHE HA CEPYMHATA KOHLIEHTpaUWs Ha
NUKOYHATA KHCeJIMHA. T
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Mnozo peoxu. HapylleHua B XeMONoe3aTa (aHEMHMA, JIeBKOTIEHUS, TpoMOOUMTOTIEHUS, LIAHLIKTOTIEHNS,
arpaHysounTo3a). IIbpBrTe CHMITTOME WM ITPH3HALY MOTAT A4 BRIIOUBAT: (GeOPUTHK ChCTONHHM,

BB3MANICHNUE Ha I'bPJIOTO, NOBBPXHOCTHH A3BH B YCTHATA KYXHHA, MPHITOTIONO0HH CUMITTOMH, TEXKKA YMOpa,
KbpPBEHE OT HOCA H KOXKATA. |

Hapyuienun na Hepsnama cucmema
Hecmuy. rnapobonye, ChHIMBOCT, CBETOBBPTEXK, yMODa, AIKATALH, 3aMalBaHe, 0e3cBhHUE, pa3apPa3HHMOCT

“Mnoz0 pedxu: acenTHYEH MEHBHTHT

Ounu napywenus
Heyecmu: 3pUTEITHU CMyIICHUS
Pedxu: ToxcryHa amOnuonus

Hapywenun na ywiume u nabupunma
Munozo pedxu: THHUTYC

Huxamennu, 2poe0ru u MeQuacmuKanHu RAPY e HUA
C neuzgecmua yecmoma. pUHUT, OPOHXOCTIAIBM

Tlacmpounmecmunannu napywienua

Mrnoz0 vecmu. TaCTPOMHTESCTHHAIHU HapYLUEHUS KaTO CTOMALIHH KKCSIHHY, AYCcnencus, KopeMHa Bonka u
ragere, NoBpbillaHe, QraTyeHLIHs, AMapus, KOHCTUITALS

YYecmu: racTpOMHTECTUHAIIHN A3BK, IOHAKOra ¢ KbpBeHe H niepdopaiyd (BIDK T. 4.4), CKpUTa KppBO3aryoa,
KOATO MOXKE 18 MOBEAE JIo aHEeMUs, MeJieHa, XeMaTeMesa, YIIUSpaTHBeH CTOMATHUT, KOJIUT, O0OCTpsHe Ha
BB3NATHTETHOTO 3aD0/I1BaHe YPEBHA HETIPOXOAUMOCT, YCIIOKHEHMA 0T AHBEPTUKYIH Ha Xe0en0To YepBo
(mepdopauus, QucTyna)

Hevecmu: TaCcTpuT

Mnuoeo pedxku: esodarur, MaHKPEaTUT, UHTECTHHANHH CTPUKTYPH (YPEBHH CTECHEHHA)

Hapywenun Ha 6v6peyume u nuxourume nomuiia

Heuecmu: nosiBa Ha efieM, 0CODEHO MpH NAIHEHTH ¢ apTepUATIHA XHIEPTOHUS Uty 0b0petta
HEeIOCTATBYHOCT, HePPOTHHEH CHHAPOM, HHTEPCTULHATICH HEPPHT, KOHTO MOXKE 21 € CBBP3aH ¢ GrdpeuHa
HEAOCTATBUHOCT

Mhuozo pedxu: 6u0petna NAHIapHa HEKPO3a NIPY NPOABIDKHUTESIHA yrOTpeba (BWK T, 4.4)

Hapyuienua Ha Koxcama u ROOKOHCHAMA MYKAH

Hevecmu: dbotoceHcHOMTHU3ALMSA

Muozo pedxu: Texxkr GOpMH Ha KOKHM peakuUH (epHTemMa MyaTiHopMe, eKcOHaTHBEH JIePMATHT,
Gyno3HK peaxMy BKINOYHTENHO cuHapoMa Ha CTUBBHC-JKOHCBH H TOKCHUHA €IMHAePMATHA HEKPOIIH3a,
aJTONIELIMs, HeKpoTH3upall GpacLuT

Cwoo6u napymerun
Mrozo pedxy: XMNepTOHNS

Hapyuwienua na umynnami cucmena

" Heuecmu: peaklliy Ha CBPBXIYBCTBUTEIHOCT ~ YPTUKapHd, CHpOex, IypIypa H €K3aHTeMa, KaKTO U

aCTMATHYHY (IPHCTBIIK (ITOHAKOTA ¢ XUMOTOHUS )

Peoxu: CURAPOM Ha JTYITYyC €pUTeMATONEC

Mio20 pedxu: TEXKH peakiiHi Ha CBPBXUYBCTBHTENHOCT, CAMITTOMUTE MOTAT Ja BKJIKOYBAT. JIMLEB OTOK,
HaOLOBaHe Ha €3WKa, BHTPEINHO JIAPHHIeallHO HaOBOBaHe CHC CBUBAHE HA IMXATENHHTE TBTHINA W

H"h.._.
TaXHKapAWs, TOHWKABAHE HA KPBBHOTO HAJIATAHE OO TOYKATA HA )KMBOTO3aCTpallaBalil (LIOK {/ 5 BRI A
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Hcuxuunu napywernun
Peoxu. nerpecus, o6bpKBaHe, XaMOIMHALINK

4.9 Ilpepozupane

Cumnmomu

[loBe4eTo ManyueHTy, KOMTO Ca MOTEIHATN KITHHAYHO SHAYUMH KOIHYeCTRA HEeCTEPOUAHY
NPOTUBOBLINAINTEIHH CPECTBA, MOJIYUaBAaT CAMO rajieHe, TIOBPhINaHe, GOMKY B eMMracTPUyMa M Ho-
PAAKO AHapHs. BE3MOXHO € 1a HACTBIIAT U THHUTYC, 11aB0COJIHE, 3aMaliBaHe, CBETORBPTEN K
FACTPOUHTECTHHATHO KBpBeHe. [1pu mo-cepuosno oTpasaHe ce Habr0naBa TOKCHYHOCT B EHTpANHATA
HEPBHA CHCTCM4, KOSTO CC U3pa3siBa B CHHIHBOCT, ITOHAKOTA EKCHTALIMA ¥ AC30PHEHTALUA HITH KOMA.
Ilonsiora naumenTHTe M3nAaaT 8 KOHBY ICHH. [Ipy Tenata Moske fia ce HabIIOABA MHOKJIOHYC C KPaMITH.
[1pu cepro3no oTpaBsHe MOXKE a HACTHIY METaBOIMTHA ALMA03a M IPOTPOMBHHOBOTO BpeMe /INR moxe
1a CC YITBIKH, BEPOSATHO NOpaiy NEHCTBUETO HA LHPKYAUpPALIMTE KPbBOCKCHPBAILH PAaKTOPH. BB3MOXKHH ca
octpa 6BOpeyHa HEIOCTATBYHOCT, YEPHOAPOOHO YBPEKIAHE, XHITOTORHS, IOTHCKAHE HA AUILIAHETO U
uano3a. [Ipu acTMaTULINTE € BB3IMONHO O0OCTPAHE Ha aCTMATA,

Jlevenue

Jleuenuero TpadBa 1a Opie CUMITOMATHYHO ¥ NOAXBPKAILO, KATO BKIOYBA MOJALPKAHETO HA YHCTH
AUXATC/HY ITHTHLIA ¥ MOHHTOPHPAHE HA CBPASUHHTE W )KU3HEHHU NOKA3ATENM 10 crabunm3upaHe Ha
napuenTa. IIpenopsupsa ce H3npassaHe Ha CTOMAaxa WIIH NEPOPATTHO MPHIOKEHHE Ha aKTHBEH BBIJIEH B CPOK
OT €AMH Yac, aKO MALMCHTHT € norns/Han noseue oT 400 mg/ kg Tenecno terno. Axo Ubynpoden Alchemia
peue e abcopOupan, e HeOOXOAUMO NpHJAraHe Ha ajlkalHy cyOCTaHIIHH, 33 A& C& YOKOPH eKCKpeLusiTa Ha
KucenuHHHA ROynpodeH 8 ypunarta. Ilpy HanvuMe Ha YeCTH WK NIPOLBIDKUTENHH KOHBYJICUH, Te Tpabea na
ce JIEKYBAT ¢ HHTPaBEHO3HO NPUIIoKeH AuazeriaM wid jopasenam. B coyuait Ha acT™a J1a ce u3nonisar
OporxommnaraTopu. He cpmectBysa crienmuduyer aHTHIOT,

5. OAPMAKOJOTI'MYHHU CBOVMCTBA

S.1 PapmakoniHAMHUYHH cBOHRCTBA

DapmakoTepaneBTHYHa rpyna: Hectepouanu NPOTUBOBBINANUTETHY U aHTHPEBMaTHYHH JIEKAPCTREHU
MPOOYKTH, MPOU3BOAHM Ha Npomnuonosara kucenuna, ATC xkox: MOTAEQ]

HUb6ynipoden € HECTEPOUAHO, ITPOTHBOBH3NAIIMTENIHO CPEACTBO, KOSTO TIPUTEKABA NPOTHBOBB3NANUTENHO,
AHANTETUYHO U AHTUIIMPETUYHO JeicTBUe, JKMBOTHHCKY MoAeAH 3a DOTKa U Bb3NAJIEHKE TTOKA3BAT, He
ubyripoded edpeKTHBHO HHXHOKpa CHHTE3a Ha MpocTariiaHaouHuTe. pu xopa, ubynpoden odnexuasa
Gonkara NpUUYKHHEHA OT BH3TIACHHRE UM CBBP3aHa C HETO, OTOK M MOBULIEHA TeMniepaTypa. MOynpoden uma
UHXUDUTOPEH ePeKT BLPXY NPOCTANIAHAMHOBASN CUHTE3 KaTO UHXKOUpa aKTUBHOCTTA HA LIMKNO-
okcureHazata. OcBeH ToBa, ubynpodeH nMa UHXHOKUTOpER edeKT BEpXy ADP (ageHos3vu nudocdar) unm
KO/IareH-CTUMYJIMpaHa TpOMOOUMTHA arperaius,

ExcriepiMeHTaNHU JaHHHU 10Ka2Bart, ve ubynpodeH Moxe na 610KHpa epheKTa Ha aCIUPHH B HUCKH J03H
BBPXY TPOMGOUMTHATA arperaliys, KOraTo ce MPUIarat eJHOBpeMesHO. B eHo NpoyuBaHe, MPH KOETO
eIHOKpaTHa no3a noynpoded 400 mg e npwioxkena 1 vyac npenu wnu 30 MUHYTH CJI€A NPHIArade Ha
ALCTHICATHUHIOBA KRCEeIHUHA ¢ HezabasHo ocBofoxkaapane (81 mg), ce Habmonasa HAMATEH edekT Ha
aUeTWICATMLMIOBATA KUCENWHA BbpXy 06pa3yBaHeTo Ha TpoMOOKcan uiau TpoMOOIIUTHA arperaius.
OrpadU4eHHTE JaKHN U HECUTYPHOCTTA OTHOCHO SKCTPpanoIalidaTa Ha JaHHH €X VIVO KBM KIMHHUUHA
CHUTYyAaLMA IIOKA3BAT, 4e He MOTaT [a C¢ PABAT TBhPAY 3aKJIIOUCHUS 33 peaoBHATA yrioTpeba Ha gﬁ;l@fﬁé&,.-
1 He KIIMHHYHO 3HAYHM €PEKT € ManKo BEpoATeH [pu ¢cBoOoaRaTa ynorpeda Ha ubynpodeH. /f AR T :j‘“-a,_.ﬂ.__
R
Hoynpoden naxubupa nNpocTarnaHIAHOBMA CUHTE3 B MATKATa, ¢ KOSTO HAMANIARa OTIYCK e:t:q;{l& MﬂTi{&Ta Fa
W aKTUBHOTO HAjAraHe, NEPHOAMMHHUTE KOHTPAKIIMHA Ha MAaTKaTa H KOIWYECTBOTO NPOCTAT JAEBINHH,: RGHTD ce }
ocBoOOKnaRar B KpbrooOpauienuneTo. C Te3u NMpoMeHU ce 00ACHABA 06IeKHaBaHeTO HA M cfipyanﬁme f ;’ !
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Oonku. MGynpoden Hnokupa 6s6peunHs IpocTariaiqnHoOB CUHTE3, KOeTO MOXe J1a JloBesle 10 OuOpeyHa
HELOCTATBHHOCT, 3a0BbPKaHe HA TEYHOCTH W ChPIEYHA HEJOCTATHYHOCT IPU PHCKOBH HALMEHTH (BHK T.
4.3).

IIpocrarnanusanTe ca cBBP3aHK ¢ OBY/IALIMATA K 3aTOBa YrioTpebaTa Ha JIEKAPCTBEHHU HPOAYKTH, KOUTO
ONOKHPAT MPOCTATAAHAHHOBHA CUHTE3 MOFAT Aa NOBIMAAT QEPTHANTETA Ha KeuuTe (BIK T. 4.4, 4.6 U 5.3).

3.2 PapMakoKMHeTHYHH CBOHCTBA

Abecopbyus

Hoymnpoden ce abcopbupa Gbp30 OT racTPOUHTECTHHANHUS TPAKT, MAKCHMATHATE CEPYMHH KOHUEHTpaLKu
HacTeBaT [-2 Yaca ciiel MPHUIIOKEHHE.

Pasnpedenenue

Hbynpoden ce pasnpenens 66p30 B uenus opraHusbM. CBHP3BAHETO ¢ MUIAIMEHHUTE IPOTEUHH € B OKOJIO
99%.

Memabonuzvm
Hbynpoden ce MeTabonusupa B YepHus Apob (XMAPOKCHAMDaHe, KapOOKCHITHpaHe ).

Enumunupane
ENMMUBALIMOHHHAT TOTY>KUBOT € NPpHOIM3UTeNnHO 2.5 yaca TpH 34paBd MHAKBHIN, DapMaKoNoTHYHO
HeaKTHBHATE MeTabonMTH Ce eKCkpeTHpat ocHOBHO (90%) npes 6b0penwTe, HO CBLLIO K IPe3 HTHUKATA.

5.3 Hpeaxnuuu4yHu AaHuH 3a 6ezonmacHoCT

Toit kato ubyrnpodeH e 100pe MO3HAT M UTHPOKO H3MON3BAH, NPEAKTHHHIHUTE AaHHH 23 B€30NacHOCT ¢a
AOKYMEHTUPaHH.

CybxpoHUYHATA ¥ XPOHUYHA TOKCUMHOCT HA HOynmpodeH € [10Ka3aHa IMIaBHO B NIPOYYBAaHMA C XKMBOTHH KaTo
YBpeKIaHe HAa XPaHOCMWIATETHHS TPaKT U SI3BH.

TectoBete in vitro K in vivo He MOKa3BaT KIMHHYHO 3HAYMMH NIPU3HALIM Ha MyTareHeH NOTEHLMAT Ha
uOynpodeH.

He ca HabmonaBaHM KapUMHOTCHHN eQeKTH IPU MHUILKHA U [UIHXOBE.

H6ynpoden uuxubupa oByalIMATa PU 3aMLH B YBPeKIA UMITNAHTALHLTA TPH PANTHYHH XXUBOTHHCKH
BHAIOBE (3aiIIy, ILTEX0BE ¥ MUILNKH). [1pH penpoayKTHBHU TECTOBE, NPOBEACHH C TUTBEXOBE M 3aMIH,
udynpodeH npeMUHaBa Ipes3 ruaiieHTaTa. KoraTo ce ©3noi3BaT TOKCHYHY 3a MaikaTa fo3H, Mo-UecTo Ce
Habmonasat mandopMailiM (T.e. BEHTPHKY/JIApPEH cerrane AeexT).

6. PAPMAIIEBTHYHHU JAHHN

6.1 CnachbK HA HOMOIIHHUTE BEIleCTRA

Hopo na mabaemxama
MukpoxpucTansa Herynos3a

CHNUMLIHEB TUOKCHA, KOMOKHAeH DE3B0OACH
XHOPOKCHTIPOITITILSITY 1038

Harpuer naypuncyadar
Kpockapmesio3a HaTpui

Tank

Tabnemna obsusxa (Opadry (6a1) 06B28499)
XHUnpOMenosa

Maxporon 400

Twurasos puoxcun (E171)
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6.2 HechBMecTHMOCTH

Henpunoxxumo

6.3 Cpok Ha rognocr

2 TOOMHH

6.4 CrhennajHm yc0BHS Ha ChXpaHeHRe

1031 NIeKapCTBEH MPOAYKT HE M3HCKBA CIICLIHANHY YCIOBUSA HA ChXPaHEHMUE.
6.5 lanun 32 onaxkoBKAaTa

Henpo3spavns 6nmuctepHu onakosku ot PVC/AL

{Ipo3paunu Gnuvcrepun onaxosku or PVC/AL

OnakoBkH (ronyveTunex) 3a TablIeTKH ¢ Kana4ka OT IOJTHIIPOITHITEH.
Pazmep na onaxosxume:

buctepu: 6, 10, 12, 20, 24, 30, 50, 60, 90, 100 u 250 punMmupanu tabaeTu
Onakosky 3a Tabnetku: 10, 20, 30, 50, 100 u 250 dunmupadn tabnetku

He Bcvuku BHOBe ONMAKOBKH MOTaT fa OBbAAT MyCHATH B Ipojada,

6.6 Cpoennanuu npeanasHu MepPKH NpH UIXBLPJIAHE U padora

Hsama crieumanyyi H3NCKBAHUA

7. INIPATEXKATEJ HA PAPEIIEHHUETO 3A YUIOTPEDBA

Alchemia [td.
Sth tloor, 86 Jermyn Street
London SW1Y 6AW

Benukobputanug

§. HOMEP(A) HA PASPEINEHAETO 3A VIIOTPEBA

9. JATA HA ITBPBO PA3PENIABAHENIOMHOBABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

10, JATA HA AKTYA/IM3IUPAHE HA TEKCTA

Mapr, 2009 r.
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