KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA

IBUPROFEN ALCHEMIA
HUBYIIPO®EH ALLCHEMIA

1.  FMME HA JEKAPCTBEHMS ITPOAYKT o

fbuprofen Aichemia 200 mg film-coated tablet | _~
Hbynpoden Alchemia 200 mg dunmupara Tabnetxa L

lllllllllll

2.  KAYECTBEH M KOJMYECTBEH ChCTAR <

Beska guiiMupana tabnerxa ceabpixa 200 mg ubynpoden.

3a TBIHHA CMHMCBK Ha IIOMOIIHWTE BEIUECTBA, BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

OunMupaHy TablIeTKH.

200 mg Tabnerku: 6eny, OBAHH, NBOAHO-U3TIBKHAMM DHIMUPAHK TaBIeTKY, ¢ NENHTEIHA yepTa OT eIHATA
CTpaHa.,

Tabnetkara Moxke fa Obae pa3geneHa Ha ABe PaBHU TOJIOBUHH.

4.  KJIAHUYHA JAHHHA

4.1 TepaueBTHYHH NOKAZAHHS

Jlexa o ymepena Oonka, Hamp. npH riaapobonue, BKIIOUHTETHO MUTPEHO3HO IaBobonne, 3u0060i.
[IspBU1HA TUCMEHOPEH.

DeOpHUAHN ChCTOSHAA.

PeBMaTHYHH CHCTOSHUA: apTPUTH (HaNp. PeBMATOUICH apTPUT, B TOBA YKCHO MIAJEIKKH PEBMAaTOMIEH
APTPHT), ACreHEPATUBHYU APTPUTHHU CHCTOAHNS (HAIIP. OCTCOAPTPHUT), HEUIABSHU PEBMATHUHY CHCTOAHNS,
OPYTH MYCKYJHM M CTABHHA HapyLICHHS ¥ TPABMH HA MEKAaTa ThKaH.

4,2 Jo3upoBKa H HAYUH HA NPH/IOKECHHE

HesxenaHuTe JeKapCTBEHHM peakLMd MOTAT A3 C€ HaMallsIT OO0 MHUHMMYM, KaTO ¢€ U3MI0N3BAa HAW-HHCKATA
eheKTHRHA 1033 B IIPONBIDKEHHE HA HAM-KpAaTKHY NEPHO, HeoOX0AuM 32 OBNIaAABAHE HA CUMITIOMHTE (BIDK
T. 4.4).

Jlo3aTta Ha HOYNpPOQEH 3aRKCH OT BL3PAcTTa U TENECHOTO TEMNIO Ha NAalHMeHTa. MakcHMantaTa efHOKpaTHA
QHEBHA 4034 33 BB3PACTHU He TpsaOBa na Hagsuwaea 800 mg ubynpoder.

Tabnetkara TpAOBA A4 ce mpueMa ¢ Haula BOJA N0 BpeMe UMUK ciiel XpaHeHe.

Jleka 00 ymeperna 6o/xa u peGpunHu CocmoaHUA

Buapacmru u tonowu nad 12 200unu (240 kg). :

200-400 mg kato enHokpaTHa o3a WiK 3-4 I'BTY AHEBHO npe3 HHTepBan oT 4 A0 6 vaca. Jo3upOBKaTa mpu
MUTPEHO3HO raapobonne e 400 mg eXHOKpaTHO, NpH HeobOxoaumocT 400 mg npe3 MHTepBan OT 4 ﬂoﬁ Haca.
Makcnmansara nHeBHA fo3a He TpsaOBa Aa Haasuwiasa | 200 mg. P T
Heya na ev3pacm 6-12 200unu(>20 kg): |

Jeua Ha 6-9 roguny (20-29 kg): 200 mg 1-3 0ibTH AHEBHO 1Ipe3 wHTEpBAN 0T 4 K0 6 4aca.. f [

MaxkcuManHaTa gHeBHa 1032 Aa He Hajsuuasa 600 mg, :
Jeua Ha 10-12 rogunu (30-40 kg): 200 mg 1-4 weTH IHEBHO Npe3 HHTepRai OT 4 [0 6 qaﬁa IR _
MaxkcHMaHaTa JHeBHa [03a 0a He Hagemmnaea 800 mg. x}k O



IIvpeuyng ducmenopes
Bv3pacmnu u Oesotiku nad 12 200unu;

200-400 mg 1-3 mreTH THEBHO Mpe3 UHTepBA OT 4 0 6 Yaca, MakCHMAIHATA JHEBHA 1034 He TpAbBa aa
Haaepvinasa | 200 mg.

Peemamuunu 3abonneanun
Bvapacmuu: |
Obwuuatinara nosa e 400-600 mg 3 weTH nHEBHO. Honmepaay gosu ot 600 mg—1200 mg gHeBHO Morar fa

OBIAT eHeKTHUBHY TIPH HAKOU MaUMeHTH. TIpy OCTPH U Texku CBCTOAHYS H03aTA MOYKE JIa C¢ YBEIHYH [0
Makcumanuo 2400 mg, pasneneHa Ha 3 WK 4 NpHeMa.

FOnouwy nwaod 12-200muna év3pacm (>40 kg):
IIpenopbuurennara 1o3a ¢ 20 mg/kg no MakcHMyM 40 mg/kg TenecHo Tero JHEBHO B 3 A0 4 preMa.

Hayuenmu ¢ nanpednana evipacm

Hectepouanute npotrsoss3nanutennu cpenctsa (HCTIBC) tpabra na ce MpUIaraT ¢ NORHILEHO BHUMAHME
Mpy TALMEHTH B HallpeHalla Bb3pacT, KOKUTO Ca NO-CKIOHHH Ia PA3BUAT HEXKEJIAHH TEKAPCTBEHH PEaKLH U
[MpH KOWTO MMa MOBUIICH PUCK OT NOTEHIMAIHO (aTaneH CTOMaUTHO-UpeBeH KPHLBOUINMB, YILEPALUs Wi
nepdopanua (Brk T. 4.4). Ao € HeoGX0/MMO NedeHue, TPAOBA Ja Ce M3MO13Ba Hal-HHCKATa 1034 B
MPOAB/DKEHHE HA HAH-KPaTKHS 1epHO, HeOOXOAUM 32 OBliadsBaHe Ha cHMIToMuTe. Jleveduero TpsOBa na
Ce nojjiara peiOBHO Ha MPEoLIeHKa H 1a OB/€ IPeyCTaHOBEHO, aKO0 He ce Habmoaapa noaospenye Uy
HACTBIIA HEMTOHOCHMOCT KBM JieKapCTBOTO.

Yepedena ovbpeyna ghynxuua

[1p# mayueHTH ¢ Teko No yMepeHo yBpexaane Ha Obu6peunara GyHriwms, nozata Tpabsa ga 6b1e BL3MOMKHO
HaH-HUCKA ¥ [a Ce MPHAra 3a Bh3MOXKHO HAN-KPATKUA Neprod, HeoOXo[auM 3a DRAAJAIBAHE HA CAMIITOMMTE,
K4TO CHILEBPEMEHHO € HeoOXonumMo 1a ce cnean Oubpednara dynkims (3a NalHEHTH ¢ TEXKO yBpeaeHa
Obbpeuna pyHKIMUA BIXK T. 4.3).

Yeapeoena uepnodpobna ynxuun

[Ipy nanMeHT € NEKO A0 YMEPEHO YBpeKJaHe Ha yepHoApoOHaTa GyHKLMd, A03aTa Tpabea fa Obae
BBE3MOXKHO HAM-HKCKA ¥ Ja Ce MpWIara 3a Bb3MOXKHO HAH-KPaTKUA NepHo, HeOOX0AMM 3a OBTAAsSBaHe Ha
CAMIITOMHUTE, KATO CBHILEBPEMEHHO € HeOOXOAUMO A ¢ ClleM l{BpHO,[LpGﬁHaTEl GYHKUHA (32 DALUKEHTH ¢
TEXKO yBpeleHa uepHoapoOHa dyHKLKA BHX T. 4.3).

4.3 IIporaBonokazaHus

Hbynpoden Asixemus e NPOTUBONOKA3AH [IPH MAIlUEHTH ChC!

- CBPBXUYBCTBUTENHOCT KhM AKTHBHOTO BELICCTBO WIH KBM HAKOE OT ITOMOLLHHTE BELIECTBA Ha
Hoympoder Anxemusa

- NpenrIHY peaKiHK Ha CRBPXYYBCTBHTEIHOCT {(HATIPUMED aCTMA, pAHHT, YPTUKAPUS WIM aHMHOSHEM )
KEM aLeTWIcATMIMIOBa kucelnHa Wik Apyru HCIIBC

- aHAMHE32 32 CTOMANIHO-YPEBEH KPLBOU3IYB UNH lepdopaiing BbB BPB3Ka ¢ IpeKapana Tepanus ¢
HCTIBC

- AKTHBHA WY HEOTIABHA MPEKapaHa NerTHYHA A3Ba/KPbBON3IINB (/[BA MIH NOBEYE UIABEHH €MIYU301a Ha

NOKa3aHa yepainsa Wi KbpBeHe) 1

- TeXKKa yepHonpoOHa wiu TexKa 0udpeuna HEZOCTATHUHOCT

- TEXKKA ChPACYHA HEAOCTATHUYHOCT WIH KOPOHAPHA DOJIECT Ha ChPIETO

- NOCIEAHOTO TPUMeCSeYUe OT OpeMeHHOCTTa (BInK T. 4.6) Hj;;;;_;;;-.::ﬁ,ﬁ
- IHAUMTENHA Aexuapatanus (IPHYUHEHA OT NOBPLIIAHE, AHAPUS MITM HEHOCTATHYEH npngm HAR L,
r*.;*r" " N "_r.

TEYHOCTH)

- LepeOpOBaCKyNapHU WK APYTH AKTUBHH KPHROUIIHBU
- HEH3ACHEHHW CMYIICHHA B XEMOIIOe3aTa
- Aeua nojg 6 roauuiba Bb3pact.

|||||||||||| wf



44 CpoeunajHH NpegynpexxAcHus U NpeANa3HA MEPKH npy ynorpeda

EnroBpemetinata ynotpeba na UGynpodpen Amxemus ¢ HCTIBC, BK/NOUNTENHO CENEKTHBHH UHXHOHUTOPY Ha
LHHKJIOOKCHIeHA3a-2 TpaOBa Aa ce w3dsarea.

bonHKTe OT acTMa TPA0Ba Aa ce KOHCYJITHPAT C JieKap MpelH Aa npHemar ubynpoden (Bux 0o-gomy).

Hesxxenanwute eKkapCTBEHH peakliy MOTAT [ Ce CBEAAT 10 MUHHMYM, KO Ce M3NON38a Hali-HUCKATA
e(PEeKTHBHA 1032 B IIPOIBIDKECHNME HA BH3MOKHO Hall-KpaTKus cpok, HeoBXO[MM 32 OBNANSRAHE HA
CHMINITOMHTE (BIOX T. 4.2, ¥ FaCTPOUHTECTHHAHATE ¥ CHPIEHHOCHAOBH PHCKOBE 110-107y). ITatmeHTHTe,

JICKYBaHH DPOABIDKHTEIIHO BPEME ¢ HECTEPOMIHN NPOTHBOBLANANUTEIHU CpeacTBa TpOBa Aa ce uicneaArar
PEOOBHO 3a MOABATA HA HEKENAHH PEAKLIHH.

Moyripoden AnxeMus ce nipunara camo cliefi OIeHKa Ha ChOTHOWEHUETO TION3a-PHCK B CIEAHHUTE CTyyau:
- CUCTeMEH JTyItyc eputeMaroaec (SLE) vy Opyru aBTOMMYHHY 3a00nSBaHms;

- BPONEHO HapyIUeHHe HA MeTabonn3Ma Ha nopPUpHH (HanpUMep OCTpa HHTEPMHUTEHTHA NOpdUpHI);
- IPE3 IIBPBOTO K BTOPO TPHUMECEYHE Ha OpeMeHHOCTTS;

- KbPMEHE.

Heobxoa1mo € cneasHo BHUMAHKUE B CIIEIHNUTE CITYYau:

- FaCTPOMHTECTHHAJIHY 3a00/IBaHMA, B TOBa YHCIO XPOHHYHH BB3MAIMTEIHH MHTECTYHANHU
3abonaBanya (yiauepaTuBer KoiHt, bonecT Ha Kpon);

- CBhpHEYHA HENOCTATHUHOCT M XUTIEPTEH3MUA;

- HaManeHa OBOpedna QyHKIHS;

- yBpEaeHa YepHOApoOHa GyHKIus;

- HapyIlIeHa Koary/lalus Ha KPbRTa;

- aJiepruy, CEHHa Xpema, XpoHU4EeH OTOK Ha HOCHATA JIHIaBHIIA, 3ACHOUAU, XpOHNYHA OOCTPYKTHBHA
denoxpodua Honect Wtk OpoOHXHAIHA aCTMa;

- BEJIHATra CJIe/l CEPUO3HAa XUpYpruiHa HHTEPREHLIHS.

Facmpournmecmunanno xepaene, yayepayus u nephopayus

3a racTPOMHTECTHHAITHO KBPREHE, YiIIepalid Wi nepopauus ¢ BbIMOXEH (paTaneH u3Xoa ce chodluapa
[IpH yroTpeOa Ha BCUHYKH HECTEPOUAHH [POTHBOBLINAIUTEIIHKA CPENCTBA 110 BCIKO BPEME Ha JICHSHHETO, ChC
WK 6e3 NpelynpeXUTENHE CUMITTOME WIK 8HaMHEe3a 3a CEPUO3HU MACTPOHHTECTHHANIHY UHIIUACHTY B
MHH&TTOTO.

PHCKBLT OT raCTpOMHTECTUHRAIHO KBPBEHE, YLIepauus Wik nep@opanus ce 3aci/ipa NP YBENUYABaAHE
nosute Ha HCITBC npu naudeBT! ¢ aaMHe3a 3a A38eHa Oonect, 0CodeH0 ako € ChIIPOBOLEHA OT
YCIIOKHEHHUS KaTO XeMOoparus Wiy nepdopauus (B T. 4.3) , KaKTO H IIPU MALKMEHTY B HANMPEAHana Bb3pacT.
TakuBa manyeHTy TPAOBE Aa 3aMOYHAT JeUEHUETO ¢ Hall-HHICKaTa HaliiYHa A034a.

3a xOMOUHUpaHa Tepanyd CbC 3allIUTHH ¢pelicTBa (HaIpUMep MU3ONPOCTON WM UHXHOUTOPU Ha TIPOTOHHA
nomna) TpsibBa Na ce MOMKCIH KaKTO TIPH Te3HU NaUMEeHTH, TaKa Y [Py NalHeHTH, KOUTO [MoJIy4aBat
€JHOBPEMEHHO ALETUICATUIIKIOBA KUCEITHHA B HUCKY 03U WIIH APYTH JIEKapCTBa, KOMTO MOTAT J1a 3aCHST
racTPOMHTECTHHAIHUA PHCK {BIDK [1O-AONTY U T. 4.5).

ITaumeHTUTE ¢ aHAMHE3a 33 raCTPOUHTECTUHAIHA TOKCHUHOCT, 0cO0eHO aKo ca B HarlpeaHana Bb3pacT,
TpsOBa a ChOOUIARAT 3a BCHYKY HEOOHYAHHY KOPEMHY CUMITOMH (ITO-CIIELIHATTHO 38 IACTPOMHTECTHHAJIHO
KbpBEHE), 0CO0SHO B HAYATHUS CTAAUNA Ha JIEYEHUETO.

LY

HeoOxoapuMo e NOBULICHO BHUMAHUE IIPH IALHEHTH, KOUTO C& IEKYBAT e IHOBPEMEHHO ¢ nekapcma KouTo
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BapbapHH WM XEIapuH, CeIEKTUBHU HHXUOUTOPY Ha GﬁpaTHHﬂ 3aXBaT Ha cepomﬂuna UNH j_‘;,,,-.;'.
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AHTHTPOMOOLIUTHY CPENCTBA KATO AUETIICATHIMIOBA KHCeTHHA (BIK T.4.5). S e 5 B

AXO HACTBITH IraCTPOHMHTECTHHAIHO KbPBEHE WIH YIILEpalys Py NauMeHTH, JTEKYBaHH C Hﬁyﬂpocbe:ﬁ
Anxemus, neueHUETO TpadBa fa Obae MpeyCTaHOBEHO. 3 .



HecTeponaHiTe NPOTHBORB3NATUTENHY CPELCTBE TPAGBA J1a C& TIPHIIATaT C TIOBHLIEHO BHHMAHYE [pU

MalMCHTH ¢ dHaMHe3a 32 TaCTPOMHTECTUHANHO 3a00NgBaHe (ynuepaTiupeH KouT, Gonectra Ha Kpon), Thit
KaTO CHCTOSHHUCTO HM MOXe na ¢e oboctpu (Bix T.4.8V.

{Iayuenmu 8 nanpednaia gv3pacm

[lannenture B HanpegHAA BE3PACT TI0-UECTO NOAYYABAT HEXKEIAHH peaxumu cepp3aau ¢ HCIIBC, ocobeno
raCcTPOUHTECTHHANHO KEPBEHE U nepdopallia ¢ Bb3MOKeH datasied uzxon (ik T.4.2).

Cupoeunocvoosu u yepebposackyrapnu eghexmu

Heobxox1mMo e MOHMTOPHpaHEe Y KOHCYJITALIMH 32 TAUHEHTH ¢ AHAMHE3a 32 XMIIEPTEH3HA H/WITH JieKa [0

YMEpCHa 3aCTOMHA ChPIEYHA HEXOCTATHUHOCT, Thit KaTO Ce ChOOIIABAT ClIyday Ha 3aJbPKAHE HA TEYHOCTH,
XUIIEPTEH3NA U €lleM BBB Bpb3Ka ¢ Tepanua ¢ HCIIBC.

KnHHAYHHY H3NUTBAHKA H eNHASMMOIOrHYHY JAHHN [IOKA3BAT, Ye ynoTpedara Ha udynpodeH, 0cofeHO BLB
BUCOKH 2034 (2400 mg IHEBHO) U 3@ MPOABDKHTENEH MEPHOI, MOXKE 1A € CBBP3aHa ¢ JIEKO NOBHLIEH PUCK
OT apTepuaiy TpPOMOOTHYHH CHOUTHA (HatpuMep HHdAapKT Ha MUOKapaa Wik uHeyart). Karo wano,
CMUAEMHONOrHYHUTE NPOYYBAHUA HE I10KA3BAaT, € HOynpodeH B HUCKU A03M (Hanp. < 1200 mg) ce cBhp3Ba
¢ NOBMHIEH PUCK OT UHDAPKT Ha MUOKapAa.

[TauneHTY ¢ HEOBIaNAHA XUIIEPTOHHNS, 3aCTOWHA ChPAEUYHA HEIOCTATHYHOCT, MOTBBPACHA HCXEMUYHA
bornect Ha ChpLETO, reprdepHa aprepranHa fonect WHIH uepeGpoBackyiapHa Gonecr tpabsa aAa Opaar
JeKyBaHH ¢ HOYTIpOdEH CaMo ClIEK BHUMATENHA NpelieHKa. Takaea rpeneHka TpsOBa ia ce HalpaBu ¥ peau
HA4a/I0TO Ha OBJINCCPOYHO JICYEHHE HA MALMEHTH C PUCKOBH (DAKTOPH 3a KAPAUOBACKYJIAPHU ChOUTHA
(HampuMep XHIEPTOHHS, 3axapeH auader U NyiieHe).

Kooicnu peaxyuu

CepHO3HH KOXHH Peakiluy, HAKOU OT KOUTO ¢ GaTaneH U3X0/l, B TOBa YHCIO eKChONIHMATHBEeH IePMATHT,
cHRApoM Ha Stevens-Johnson ¥ TOKCHYHa eNyAepMaTHa HEKPONM3a ¢4 JIOKJIAIBaHH MHOTO PAJIKO BEB Bpb3Ka
¢ ynorpebara Ha HCIIBC (Bwx T. 4.8). IlaumenTure u3riiesxkna ca ¢ MOBKIIEH PUCK OT TAKHMBA PEAKLIMK B
HA4YaJ0TO HA TePANMATA, KATO PEaKIHUMTE HACTHIIBAT B IIOBEUESTO CITYYaH Mpe3 MbPBUA MeCe(l Ha JICUSHHETO.
IIpuemst Ha MOynpoden Anxemyus TpaOpa na Obje MpeycTaHOBEH MPU ITHPBATA MOSBA HA KOXXHA PeakLind,
NIE3UM 110 JINTaBULIATA WITA APYTH NPU3HALM Ha CBPBXIYBCTBUTEITHOCT.

Edghexm svpxy 6nbpeyume

Hbynpoder MoxKe 1a NpeausBUKa 3anbpkaHe Ha HATPHH, KaJiMil U TEUHOCTH NIPH TIALIMEHTH, KOUTO He ca
CTPalasii B MUHANIOTO OT OLOpeuHH HapyilleHus NOpaaH HeroBus edekT BppXy OnOpeunata nepdysus. Topa
MOJKE Ja NPHYHHK OTOK MJTH JayKe a JOBEAC OO ChpAeYHa HEAOCTATbYHOCT MY XHMNEPTOHMA NP MalNEHTH
¢ TAKOBA NPe/IpasnoIoKeHUe.

Kaxto u nipu apyrurte HCIIBC, npoas/DKHTENHOTO NpUNoXKEHE Ha UOYTIPOQEeH MPH *KYBOTHH BOAM MO
6vbpeuna mamuIapHa HEKPO3a H APYTH NATONOTMYHYU NIPOMEHM, CBBP3aHu ¢ OsbpennTe. [lpu xXopa ce
cHO0LIABA 33 OCTHP HHTEPCTHLHANEH HEQPUT ¢ XEMaTyPHs, IPOTEUHYPHS U NOHAKOra HepOTHHEH
cuHapoM, HabmogapaHu ca M ¢Jrydad Ha O0peuHa TOKCHYHOCT NIPU MTaUHUEeHTH, TIPH KOWTO
MPOCTATFIAHAHHUTE UIPasgT KOMITEHCATOPHA PO 3a MOALbpKaHe Ha OnOpeunara nepdysus. [Ipu tesu
nauveHTy npunararero Ha HCITIBC moxke Aa mosBeae A0 N0303aBHCHMO HaMaJIeHO 00pa3yRaHe Ha
[IPOCTArIaHIMHY M HA BTOPO MACTO, B OBOPEYHHS KPBBOTOK, KOETO MOXKE Ja TIPEAN3BHUKA sBHa OLOpeuna
nexomneHcauus. [TanueHTuTe © Hall-roaAM PHCK OT TaKaBa PeakLMs ¢a Te3u ¢ HapyieHa Or0peuna
QYHKIUA, ChpACYHA HEMOCTATRYHOCT, HAPYIIeHa YepHOAPpoOHa QPYHKIMS, TaIMEHTH IIPHEMAallH Uy PETHLIH
u ACE vHXHOYTOPH, K NAalMEHTH B HalpeIHana Bh3pacT. Crel kato jedenrero ¢ HCITBC 6wne
IPEeYCTAHOBEHO, MALMEHTHTE C€ BPBIIAT KbM CHCTOSHHUETO CH OT Npelny ASUSHHETO.
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Mpyeu npednasnu mepru Y i B

BB3MOXKHO e TpeAu3BUKBaHe Ha OpOHXOCIazbM, YPTUKAPUA WM AHTHOSAEM (1pY MNALIMEeHTH, mpﬁilamw OT."" &
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MOynpodern mMoKe fa MpUKPHE MPU3HALKMTE U CUMIITOMUTE HA HHQeKII#A (MOBHUIIEHA TemnapaTypa 6{;.11143 H
NOAYBaHE). AR P
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[Tpu BITOCPOUHO NeYSHHE ¢ BUCOKH JO3H aHANFETHIN MOXE 14 HACTHITH r1aBoGoIHe. KOETO He TpabBa 13
CC JIEKYBA C BUCOKH JI03U OT NEKAPCTBECHUS NPOLyKT. OO B3eTO, OGUYAHHHAT ITPHEM Ha AHANITETHIIM,
0cODEeHO Ha KOMOHHIPaH NPUeM Ha PasTHYHH AHANT€THYHK CyOCTaHUMH, MOXKE Ja NIPEIM3BHKA TTOCTORHHO
yBpex/iaHe Ha 6s0peiuTe 1 puck ot 6bOpetHa HeIOCTaThYHOCT (aHANreTHYHA HedpoaTns).

—_

I1o Bpeme Ha nevyetune ¢ ubynpodeH ca HABIIONABAHY CITYUaN CBC CHMIITOMM HA ACENTHYEH MEHHHTHT KATO
CXBallaHe Ha BpaTa, [MaBobounye, rafgene, NoBpbmaxe, GeSpUAHTET WM Ae30PHEHTALMS MPH NALHEHTH Che
CBLICCTBYBALUH ABTOMMYHHH HapYyIICHYS (CHCTEMEH JYITYC epUTeMaToNes, CMeceHa ThKAHHOCHEeIMHUTEHA
Hostect).

HOynpoder mMoxe BpeMEHHO Ja HHXUOMPa TPOMOOLMTHATA aTperalus H 1a yIb/OKH BpPEMETO Ha KLPBEHE,
ET0 321110, NAUHMEHTHTE C HAPYINEHUS B KOATYIAUMATA WIK HA JICUEHHE C AHTHKOArY TaHTH TpsidOBa
BHHMATENHO Ja ObaT HabmogaBanuy.

I1pu nipoapmKHTENHO slevienue ¢ HOynpoden e HeOOXOAMMO PeROBHO MOHUTOPHpaHe Ha YepHoApoBHATA H
OBOpeuHaTa QYHKOMH, KAKTO ¥ Ha KPBhBHATA KAPTHHA, 0COOEHO NMPH BHCOKOPHCKOBY TIALIMCHTH.

TpsadBa j1a ce N30ATBA KOHCYMAUMA HA AIKOXOI, Thil KaTO TOM 3acHiBa cTpaun4anTe edexty na HCTIBC,
OCOOCHO KOraTo Ce YBPEXKa raCTPOMHTECTHHAIHHS TPAKT WM HEHTPATHATA HEPBHA CUCTEMA.

[Nanyenture na ubynpoden Tpsadsa fa cHOBIIABAT HA NeKaps, ako 3abeenaT NPU3HAIM ¥ CUMITTOMH Ha
FACTPOMHTECTHHAIIHA YJILEPALINS WK KbPBCHE, 3aMBIVICHO BIDKJAHE WY APYTH CHMITTOMM, CBEP3AHH C
O4YHTE, KO3KEH OOPHUB, NIOBHILIABAHE HA TEJIECHOTO TEMNO WIH €IEM.

4.5 DB3aumoleHcTBHE C APYTrd JeKAPCTBEHW NPOAYKTH U APYrA QOPMH HA B3aNMOleHCcTBHE

Eonospemennama ynompeta na ubynpoghen u cnednume eewiecmea mpatea oa ce usbnzaa:
Ayemurcaruyunosa KUCeRuna 8 HUCKYU 003u. EXCIIEpUMEHTANTHH JaHHM NOKA3BaT, ¥e ubynpodeH naxubupa
edieKTa Ha alEeTIWICATULIMIIOBATA KUCEJIMHE B MaJIKH 00O3H BHPXY TPOMOOLMTHATA arperalus npu
eHOBpeMeHHa yrorpeba. OrpaHuueHuTe aHny, ofaue, 1 HeCHIyYpHATA eXKCTPanoNalys Ha JaHHHUTE X VIvao
B KJIMHUYHA CHTYaLHs NIOKA3BAT, Y€ HE MOTaT [a Ce MPaBaT TRLPAY 3aK/IIOUCHUA OTHOCHO pPeloBHATA
yrotpeba Ha HOynpogeH U HAMa KIMHUYHO 3Ha4YnM edekT npu ceobogHara yriotpeba Ha ulynpoder (Bix

T.5.1).

Hpyau necmepouonu npomugoev3narumennu cpeocmea: B pe3ysiTaTr Ha CHHEPrHYHHA eheKTH,
e/IHOBPEMEHHOTO TpUJiaraHe Ha HAKOJIKO HECTEPONAHY MPOTHBORBINATIMTEHH CPEACTBA MOXKE Ja OBHILM
pycKa OT FaCTPOUHTECTHHAIHY A3BH ¥ KPBBOMIUBHY. [0 Ta3u nputinHa e IHOBPEMEHHOTO NPHIIOKEHUE Ha
nbynpoden ¢ apyru HCTIBC tpabsa na ce usbarea (e 1.4.4),

Anmuxoazyranmy: HecTepouIHUTE NPOTHBOBBANAJIUTETHH CPEACTBE MOTaT A4 3aCUiAT eexTa Ha
AHTHUKOAI'YAAHTHATE KaToO BapdapuH Wik xenapud (8K 1.4.4). B cayvail Ha eIHOBPEMEHHO NPHIOKEHUE Ce
MPENOPbYBa a ¢€ MOHHTOPHPA CHCTOSHUETO HA KOArynaims.

Turnonuoun: HecTeponaHUATE NPOTHBOBB3NAINTENHN CPEACTEA He TpADBa Ja ce KOMOUHYPAT ¢ THKIOMMAHH
[opany PHCK OT 4AUTHREH eeKT Npu UHXKOKHpaHe Ha TpoMOOLIMTHATA (BYHKLIHNA.

: Memompexcam:HecreponasmTre NpoTHBOBB3NAIMTENHE CpeacTBa Onokupat TyOysiapHaTa cekpeums Ha
METOTPEKCAT A MOTAT Jia HACTHIAT HAKOH METabOIUTHH B3aNMOAEHCTBYS B PE3YIITAT HA HAMANCHHA
KJIHPBHC Ha MeTOTpekeat. [Ipunoxkennero Ha MOynpoder Anxemus 24 yaca npeam WM Cliel IpUiIarale Ha
METOTPEKCAT MOXKE Aa AOBENE A0 NMOBHINEHA KOHIIEHTPALMS Ha METOTPEKCAT U /IO 3aCH/IBAHE HA TOKCHYHUTE

Sy
e e Fom

My edekTH. ETo 3auio tpsabsa fa ce u3barea eAHOBPEMEHHATa YNOoTpeOa Ha HeCTEPOHIHH TR
TPOTHBOBBINATHTETHN CPEACTBA H METOTPEKCAT BbB BUCOKHM 03H. OCBeH TOBA, TpAOBa 112 CE | anbj * ‘ _{_;,.lf::::ﬁth
BHUMaHHE MOTEHIHAIIHHA PHCK OT B3aHMOASHCTBHE ¢ HHCKH J03M METOTPEKCAT, OCODEHO npﬁﬁauﬁemﬁc x
yBpeaeHa 6sbpeuna pynkuus. [Ipu xomOunnpano neuernne Tpsa0sa ga ce MOHUTOPHPA 6135[35%&3 ‘a

QYHKLUSA.

ttma .-J‘-l'l-‘l



Hoynpoden (noodobro na Opyeu wecmepouoHu npomueossinaaimentu cpeocmea) mpatea oa ce
RPUNAZA C GHUMAHUE 6 KOMOUHAWUA CBC CIEOHUME GEUECTNEA.

Moxnofemud: 3aciipa edexra Ha ubynpodes.

Denumoun, numull . ETHOBPEMEHHOTO MPHNOKEHIE Ha Hoynpoden AnxeMus ¢ GeHHTOUH WIH NHTHUEBY

JICKAPCTBCHH NIPOAYKTH MOXE [1a MOBHIIW CePYMHATA KOHUSHTpauus Ha rnocneadnre, Heobxooumo e na ce
CJICAH CepyMHATa KOHLCHTPALKA Ha JIMTHH U Ce MPENopbYBa Aa ce el HUBOTO Ha CepyMHaTa
KOHLEHTPaLHA HA QEeHHUTOUH.

Copoeunu anuxozuou (Hanpumep dueoxcur): HecTeponaHUTe MPOTHBOBE3MANUTENHH CPEJCTBA MOTFAT A
00OCTPAT CHPACHHATA HENOCTATHYHOCT, Aa NMOHKAT GFR ¥ fa nMOBMINAT ri1a3MeHaTa KOHLEHTPALHS Ha
ChpACHHUTE TIFOKO3UAM. IIperropryBa ce MOHUTOpHPaHE HA CEPYMHNA JUTOKCYHH.

Luypemuyu u anmuxunepmensuenu cpeocmea: Nuyperuuure v ACE-HEXUOHTOPUTE MOraT Ja IIOBHIIAT
He(PPOTOKCHUHOCTTA HA HECTEPONGHUTE NTPOTHROBBANAINTENHY CpeacTsa. Hecteponanure
MPOTHBOBLINAIMTENHH CPEACTBA MOTAT [la HAMAAAT e(peKTa Ha JUYPETHLMTE K AaHTHXHUITEPTEHIHBHHUTE
cpeacTsa, BKMOYHTENHO ACE-nrxuburopu v dera-Onokepu. Ilpy nauperTy ¢ Hamanerna 6bnOpeyna
QyHKUMA (HaTpUMeEp AEXUAPATUPaHH NTAHWEeHTH WIK NIALHEHTH B HaNpeaHasna BbIpacT ¢ HaMasleHa
6nOpeuna pyHKUMS ), €JHOBPEeMEHHOTO nprioxkeHHe Ha ACE yHXHOUTOP ¥ aHTATOHUCT Ha aHTHOTeH3HH [] ¢
IEKapCTBEH NPOAYKT - HHXUOUTOpP Ha LIUKIIOOKCUTEHA3A, MOYKe J1a JOBEE O MTO-HATATHIUIHO YBpEXIaHe Ha
OpOpeunaTa QyHKUMA U cel ToBa A0 octpa Ob0Opedna HegocTaThuHOCT. ToRa 0buKHOBEHO € obpaThmo. ETo
3a110, Tpabpa ja ce BHHMAaBa ¢ TAaKUBA KOMOUHALMHU, 0COOSHO MpH MallMeHTH B HalpeAHaIa Bb3pacT,
[TauvenTHTe TpAGBA Ja ce MHCTPYKTHUpAT [a MOeMAaT JOCTaTHYHO TEUHOCTH ¥ CTOHHOCTHTE Ha OBOpeyHata
dbyHKuuA TPAOBa peJAOBHO Ja C€ ¢NIeST BeaHAara CJie]l HaYanoTO Ha KOMOMHUpaHaTa Teparusa.

EnHOBpeMeHHOTO NpuitoxeHre Ha Moynpoden AnxemMusn v Kaui-CbXpadaBaiud vy periun v ACE-
MHXHOHTOpH MOXe Ja foseae N0 xunepkanueMus. HeoGxonumo ¢ BHUMATEIHO Ad ¢& MOHHTOPHPA HUBOTO
Ha KaJTHH.

Kanmonpun: JlaHHH OT OpOYUBAHKA TIOKA3BAT, e UOynpodeH npoTUBoAeicTBa Ha edeKTa Ha KalTONpHI 3a
MOBHIIEHA EKCKPEUHS Ha HATPHHN.

Amunoenuxosuou: HectepouHUTE MPOTHBOBBIMAJIUTE/IHMA CPECTRBA MOTaT Aa 3a0aBAT EIHMHHUPAHETO HA
aMUHOTJIHKO3HAY W 14 YBEJIMYAT TIXHATA TOKCHYHOCT.

Cenexmugnu unxubumopu na obpamnua 3axeam Ha cepomonuna (SSRI): NOBRINEH PUCK OT
racTPOMHTECTHHAIHO KEpPBEHE (BIK T.4.4).

Huxnocnopun: PUckpT 0T O50peUHO yBpekaaHe, MPHUHHEHO OT UHKIOCTIOPUH, CE 3aCHIBa OT
eIHOBPEMEHHOTO TMpHUiarase Ha HAKOW HECTePOHIHY IPOTHBOBB3NANIKTEIHY CpecTra. 1031 edekT He MoxKe
ia Ce M3KTIOUH U 32 KOMOMHALIMATA OT UMKIIOCTIOPAH U HOYIpOdEH.

Xonecmupamun: ETHOBPEMEHHOTO JIEHEHHE ¢ XOIECTHPAMHK ¥ UOYNIPOQEH BOIH A0 YAB/DKCHA M HaMaleHa
(25%) aGcopbuusa Ha ubynpoden. JlekapcTBeHdTe NPOAYKTH TPAOBA fa ¢& rpunaraT npe3 HHTePBal OT Hal-
MaJIKO €IWH YJac. ;

Taxpoaumyc: MOBUILIEH PUCK 0T HEDPOTOKCUUIHOCT.

bt

3uoogyoun: iMa naHHy 3a MOBUIIEH PUCK OT XeMapTposa ¥ xemaroM npyd HIV-nonoxvrenuu xemnqmﬂuun
KOUTO Ca HA KOMOUHHMPAHO NeYeHUE ChC IMAOBYIUH ¥ HOynpoded. [Ipu exnoBpeMeHHata ynorpeba Ha ..

3UNOBYIMH W HECTEPOUIHH MTPOTHBOBB3NAIIMTEIHN CPEACTBA MOXKE A ¢¢ HabofaBa NOBHLIEH pmx Q?,F | R
xemaTtoTokcHuHocT. [Ipernopbuba ce UscneABaHe Ha KPbeTa |-2 CeMMUIIM Cled HAYaJjoToO HA </« .~
SO e N e

CAHOBPECMEHHOTO HPUIOIKCHHC. f x

Pemonagup: Moxe 14 NOBHIIM IUTA3MEHUTE KOHLICHTPALMH HA HECTEPOUIHHUTE npomaomﬂmmmmn
CPENICTBRA. R A,
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- Mugenpucmon: A0 HECTEPOUIHNTE IPOTHBOBL3MANMTENHH CPENCTBA o Mpunarar 8-12 auu cien
MPU/I0KEHHETO Ha MUQETIPHCTOH, TE MOTaT a HaMansT edexTa Ha MUDENPUCTOH.

lIpobeneyuod wiu cyaghunnupason.: Moxe na 3abasu enuMuaupaneto Ha ubynpoden. Hamanssa ce
YPHKO3YPUUHOTO JICUCTBHE HA T€3U BellecTsa.

Xunononogu anmubuomuyu. I1allACHTH, KOUTO NPUEMAT HECTEPOMAHM MPOTUBOBLINATUTENHM CPEeNCTBA U
XHHOJIOHH C¢a H3/10)KEHU Ha [TOBUILIEH PUCK OT KOHBYJICHH.

Cyagponunypeiinu cpedcmea: HecTepouaHuTe MPOTHBOBB3MAIMTETHH CPEACTBA MOTaT 2 MOBHILAT
XUNOrIUKeMUYHUS e(ekT Ha CyIOoHWwTypeliHuTe cpeacTsa. 11pu efHOBPEMEHHO MPHIOKEHHE CE
MPEnOpPBbUBA J1a C€ MOHMTOPHPAT HHRATA HA KPBBHATA 3aXap.

Kopmuxocmepouou: H10BHIIIEH pUCK OT raCTPOHHTECTHHATHA YIIIepals Wi KbpeeHe (BK 1. 4.4).

Arnmumpomboyumnu azpe2anmu (Hanpumep KIORUOO2pen u muxaonuoux).: TIoOBAIIIABAT PUCKA OT
racTPOMHTECTUHAIIHO KbPBEHE (BYK T. 4.4)

Anxoxon, 6ucghoconamu u oxcnenmugpwiun (newmoxcugunun), Morar ia npeau3BHKaT
FAaCTPOUHTECTHHAIHHA HEXKENAHH JICKAPCTBEHH PEeaKilii U PHCK OT KbPBEHE U YIilepalts.

baxnoghen: Tlopuiena TOKCHYHOCT Ha OaxnodeH.

4.6 bpeMeHHOCT H KbpMeEHE

bpemennocm

Biokupanero Ha MPOCTArNIAHAMHOBHS CHHTE3 MOXKE Ja MMa HexXelaH eekT BbpXy 6peMEeHHOCTTa W/HIIH
eMOPHOHANIHOTO/ PeTanHo passuTUe, JlaHHK OT eNHASMHUONOrHYHM NMPOYUBAHHUA NOKA3BAT NOBHIIEH PHCK OT
CIOHTaHeH abopT, ChIIO Taka ChPACYHH MAPOPMALMK K FaCTPOLIH3KC chex ynotpeda Ha HHxHOHTOD Ha
IpoCTarjiaHAHHOBKS CUHTE3 B HAYAIOTO Ha OpeMEHHOCTTA. AOCOIIOTHHRAT PHCK OT CHPACYHOCHIORA
ManhopMals ce 3acHiiBa OT no-Manko o1 1% go npubausutenHo 1.5%. PUCKBT ¢¢ yBeau4asa ¢
JO3UPOBKATA ¥ NIPOIBIDKHTETHOCTTA Ha JieueHUeTO. [IpH XHUBOTHH, MPUITOXKESHUETO HA UHXHOUTOP HA
MpocTarjlaHIMHOBHA CHHTE3 BOOH N0 3aryGa Ha [U10/ia IPey M cliel UMIVIaHTalus K eMOpuo/peranHa
cMBpTHOCT. OCBEH TOBA ce ChOOIaBa 3a HapacTBall 6po# Ha PasauvHE ManQOPMALIMH, BKITIOUUTENIHO K
CBPACYHOCHAOBH, IPH HBOTHH, HA KOWTO € TIpUiarad HHXHOHTOP Ha MPOCTArIaHAHHOBHS CHHTES 10 BpEME
Ha opraHoreHesa. [Ipes IbpBOTC U BTOPO TpuMecedne oT Gpementocrra, H6ynpoden Anxemus ue Tpsabsa
N4 ce IpuIara, OCBeH NPy ACHHA MEIUIHCKH noka3zanud. Ako Mbynpoden Anxemus ce HW3NQJI3Ba OT XKeHa,
KOATO Ce ONUTEA Jla 3a0peMeHee WK Mpe3 MBPROTO H BTOPOTO TpUMecedHe Ha OpeMeHHOCTTa, JO3HPOBKATA
Tpsbea na 6bae BE3IMOKHO Hal-HUCKA, a MPOAB/DKHTEMHOCTITA Ha JICHEHHETO — Bb3MOMKHO HaH-KPaTKo.

[Ipes TpeToTO TpHUMeceyue Ha 6PeMEHHOCTTa BCHYKH HHXHOUTOPU Ha NPOCTArIaHAHHOBHSA CHHTE3 MOraT Jia
HTOXKAT MJI0Aa Ha CIICIHUTE PUCKOBE:!

- KapaHOo-TTYIMOHAPHA TOKCHYHOCT {C MPEeXACBPEMEHHO 3aTBAPAHE Ha ductus arteriosus M My IMOHapHa
XUTIePTOHMSA );

- yBpexnaHe Ha On0peunara GyHKLUNA, KOETO MOXE [1a NIPorpecupa Ao 6p0peuHa HEIOCTATBYHOCT ¢ QJIMIO-
XYJIPaMHHO3HC, |

a Malkara i HOBOPOIEHOTO, B Kpasi Ha OpeMEHHOCTTa, Ha PUCK OT:

- BB3MOXKHO YAB/DKABAHE HA BPEMETO Ha KbpPBEHE — aHTHATPETAHTEH eQeKT, KORTO MOXKE 1a HACThITH Aaxe
[IpH MHOIO HUCKH J03H. |

- 6I0KrpaHe Ha KOHTPaKUMKUTE Ha MaTKaTa, KOeTo BOAH A0 3a0aBEHO WK YIbIKSHO pakaaHe,
CrenoBaTtenno, UOynpodes AnxemMus e pOTHBOIIOKA3aH O BpeME Ha NOCISAHOTO T]JHMGCE"—IHE S T—
OpeMEeHHOCTTA. BT CH

HoynipogeH ce ekcKkpeTupa B KbPMaTa, HO TIPY TepaneBTHUHM SO3H MO BpeMe Ha Rpa*rmcpaﬂﬁﬂ HEHEHH& R

PUCKBT OT €heKT BbPXY KbPMa4eTO U3TJIekKAa MAITKO BEPOATEH. AKO BCE MMaK € HpEHHHLaHD flt}* e
TIPOIBIIKUTENHO NeYeHue, TPAOBA fa ce IOMMCIIN 3a PAHHO OTOMBAaHE HAa KhPMAUETO. 5 N el
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Deprmuwrumem

Ynotpedara Ha HOynpoeH Moxe 4a yBpeau QEepTHIUTETA U 3aTOBA HE CE TIPETIOPHYBA [TPH XKEHH, KOUTO CE
OTIMTBAT [a 3a4eHaT. [IpH KEHH, KOUTO UMAT NpOOIeMH ChC 3a4YeBAHETO WK CE H3CAeNBAT 3a Oe3mionue,
Tps10Ba fa ¢ce MOMMCIIH 32 NPeyCTaHOBABAHE NpreMa Ha HOynpodeH .

4.7 FEdextH Bbhpxy ¢nocoOHOCTTA 38 miohupane 1 pabora ¢ MALIHHK

ObuknoBeHO OynpodeH He MoBnUABa criocoOHOCTTA 3a WodHpane 1 paboTa ¢ MatHHK. M Bee nak, T
KaTO B FONIEMU 03U MOTaT Aa ce HabmoaaBaT HexeNnaHH peaki[ui KaTo yMopa, CbHINBOCT, CBETOBBPTEX (34
HETO e ChODINaBa YECTO) ¥ 3PUTETHH CMYILIEHUA (HEYSCTO), B OTACHARH C/IyYaH T€ MOT'AT Aa NOBJIHAAT

CIIOCOOHOCTTa 32 WwodHpaHe ¥ padoTa ¢ MalIMHA, TO3H ePEKT € 3aCH/IBA OT €AHOBPEMEHHATA KOHCYMAaLs
Ha aJKOXOJ.

4.8 Hexenanu nexapcTReHU peakuuu

Haii-uecTHTe HEXKENAHY PEAKIMH ¢a MracTpOMHTeCTHHANHKTe eMyIiieHns. Habmoasat ce: nenrryHa 1384,
riepdopallus Wi raCTPOMHTECTHHAIHO KbPBEHE, MTOHAKOTA ¢ (PaTaneH U3X0A U 0COOCHO NMpH NauHeHTH B
HaNpeHAna BB3pacT (BIK T. 4.4). Ma chobLueHus 3a rafiexe, NOBpLIAHE, AMapHus, GraTyneHuus,
KOHCTHMNALMA, JHCTICICHS, KopeMHa §oka, MeleHa, XeMaTeMesa, YILePATHBEH CTOMATUT, 000CTPEH KOUT U
Gonect Ha KpoH (siwk 1. 4.4). Kato HevecTa peakuus ce Habmonapa racTpur.

HexenauuTe peakiyi ca B [OBEHETO CITyual J0303aBUCHMH, OCO0EHO PHCKET OT raCTpOUHTECTHHAIHO
KBPBEHE 3aBHCH OT HO3MPOBKATA H MPOIBDKHTETHOCTTA Ha NEYCHHUETO. 38 APYTH PHCKOBH (PaKTOPH BHIK T.
4.4,

JlaHHY OT KIMHAYHH U eTUAEMUONOTHYHY H3NUTBAHN NIOKa3BaT, 4ye yrioTpedara Ha HOYnpodeH, ocobeHo B
roaeMu no3u (2400 mg AHEBHO) ¥ TIPH MPOLBIKUATENIHO JICUeHHE, €& CBhP3BA C 1EKO NOBKIICH PUCK OT
apTepHaTHi TPOMOOTHYHH cHOUTHS (HanpuMep MUOKApAeH UH(APKT WK HHCYNT) (BIX T. 4.4).

BB BPB3KA C IEUCHHETO C HECTEPOHIHH MPOTHBOBB3NATMTETHH CPEACTBA HMa CHODIICHHA 3a CHCM,
XUIEPTOHHKS K CHp/IEUHA HEJOCTATBYHOCT.

HexxenanuTe peakiuy He ¢a TOJNIKOBA YeCTH TPU MakcHManHa fo3a 1200 mg auesHo.

Heskenanute NeKapcTBEHU PEAKIHK C€ TPYIHMPAT B 3aBHCHMOCT OT 4eCTOTATa MO C/ICAHUA HAHHUH.
Msoro yectu (=1/10)

Yecty (21/100 no <1/10)

Heuectu (=1/1,000 mo <1/100)

Penxu (>1/10,000 a0 <1/1,000)

Mpuoro pezku (<1/10,000), ¢ HeH3BECTHa YeCTOTa (He MOXeE 18 CC NPELEHY OT HATUUHUTE JAHHU).

Jabopamopnu uzcaeoeanun

Pedxu: TOBHIICHH HABA HA a30T B KPHBHATA ypes, Ha CEPYMHWTE TPaHCAMMHATH H ankaiHa docgaTasa,
OHMAKEHH CTOMHOCTH Ha XeMOTTIOOHH U XeMaTOKpHT, OriokdpaHe Ha TpOMOOLMTHATA arperauus, Y IBIDKEHO
BpeMe Ha KbPBEHE, HAMAJICHO HUBO Ha CepyMHMs KaIIH#, [OBUILICHHE Ha CEPYMHATA KOHUCHTPALKA Ha
MUKOYHATA KUCENHUHA. f~

CopOoeuHu HAPYULCHUA
Mi020 pedxu. TANTIMTALEH, ChpAEYHa HEOOCTATHYHOCT, MHOKApIEH UH(APKT, OCTBP 6e101po0eH eaeM,
elIeM. T TR
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Hapywenua Ha kpvema u AUMPHAma cucmema S )
Mno20 pedxu: HapylIeHHs B XeMOIioe3aTa (aHEMHS, IEBKONEHHs, TPOMOOLMTOTNEHHUA, nanﬂmqﬂeﬂm R
arpaHyNoLKTO3a). [TbpBHTE CUMITTOMY WM PU3HALIM MOraT Aa BKIoUBAT: (peOpHiHM GLGTUHHHH o
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- PP3NAICHHE HA BPIIOTO, IOBBPXHOCTHH A3BH B YCTHATA KYXMHA, IPUIIONONOGHM CHMITTOMH, TEKKA YMOpa,
KBEPBEHE OT HOCA W KOMXATa.

Hapywernun na nepenama cucmema

Hecmu: rnasobonye, CHHIMBOCT, CBETOBBPTEN, yMOpa, aXXutauus, 3amaiiBade, Oe3cbHMe, Pa3aApasHUMOCT
Mnozo pedxu: acerTHYeH MEHUHTHT

Ounu napyuwienus
Hewecmu. 3puTenun cMyLLICHHA
Peoxu. ToxcuyHa aMONUOTTHS

Hapywenua na ywume u nasupunma
Muoeo pedxu. TRUHUTYC

Huxamennu, 2pvOHU u MEOUACHIUHANHN HAPYUIEHUA
C neuszgecmuna yecmoma: PUHUT, GPOHXOCTIAZBM

I'acmpournmecmunanuu Hapywenun

Mnozo uecmu: racTpOMHTECTHHAIHE HApYIIEHUS KATO CTOMAIIHY KHCENUHY, AMCIIENCUs, KopeMHa 00MIKa 1
rajeHe, MOBpBLUaHe, GraTynCHIMA, JHAPUA, KOHCTHITALHA

Hecmu: raCTpOMHTECTUHAHH 93BU, MOHIKOTA ¢ KbpBeHE U nepdopativsa (Buk T. 4.4), CKpUTa KpBBO3ary0a,
KOATO MOXK€E [1a NOBEAE N0 AHEMHU S, MCJICHA, XeMaTeMesa, YILICPATHBEH CTOMATHT, KOAUT, O00CTPSHE Ha
BB3MATHTETHOTO 3a00)19BaHe YpeBHA HEITPOXOAUMOCT, YCIOKHEHHA OT AUBEPTHKYITM Ha 1e6eN0TO YepBo
(nepdopauns, Gucryna)

Hevecmu: racTpur

Muozo peoxku: e3odarut, TaHKPEATHT, HHTECTUHAMHH CTPHKTYPH (dPEBHE CTECHEHNS)

Hapywenun na 6vpeyume u nuxkouHume nomunia

Hevecmu: nodBa Ha enemM, 0cobeno Mpu MaiyueATy ¢ apTepuanta Xuneptouud i 0sbpeuna
HEAOCTAaTHYHOCT, HEQPOTHYEH CHHPOM, HHTEPCTULIHAEH HeQPHT, KOWTO MOXKe 1A € cCRbp3aH ¢ OB6peuHa
HEZOCTATEIHOCT

Mnozo pedicu: 6BbpeUHa TanunapHa HEKPO3a Ipu NPOaB/LKUATENHA ynoTpeda (Bik 1. 4.4)

Hapytenuna Ha Koxcama u ROOKOHCHAMQ MBKAH

Heuecmu: potoceH3nbnnmiaums

Mnozo pedxu. TeXKU POPMH HA KOKHU peaklivy (epureMa MyaTadhopme, ekcPoTHaTUREH ASPMATHUT,
OYNIO3HN peaKui BKIMOYHTENHO CHHApoMa Ha CTHUBBHC-MKOHCHH U TOKCHYHA eNHASPMATRA HEKPOITH3A,
aJIOTIELHA, HEKPOTHU3KpaLL GacuunT

Covoosu Hapyutenun
Mnozo pedxu.: XurepTOHUA

Hapywienun na umynunama cucmema

Hevecmu: peakuyH Ha CBPBXUYBCTBHTEIHOCT — YPTUKAPHS, CPOEK, IMypITypa U eK3aHTEMA, KaKTO U
ACTMATHUYHH MPHCTBIM (TTOHIKOra ¢ XUNOTOHNS )

Pedxu: CURAPOM Ha NYITYC epyUTEMATOOEC ,h

Mnozo pedru’ TeXKU peaKMy Ha CBPBbXYYBCTBUTEAHOCT. CUMITOMUTE MOTaT Ja BKIIFOMBAT: JIMUEB OTOK,
HaOBOBaHe Ha €3UKa, BBTPELIHO JIAPHHT eaTHO HaOBb0BAaHe CBe CBUBAHE HA AWXATETTHUTE ITRTHLIA, AUCIIHES,
TaxyuKapaKs, [IOHWKABAHE HA KPBBHOTO HANATAHE N0 TOYKATA Ha XKUBOTO3aCTPALLABALI( LHOK f“'” TR

XenamoOunuapru HapyuieHunA N ;,
Mnozo peoxu: HapylleHa yepHOAPOoOHA QYHKLMA, 0COOEHO NMPH TIPONBLIDKHTEIHA ynorpefia %pﬂt}ﬂp@ﬁﬂa
HEAOCTATBYHOCT, OCTHP XENAaTHT, XXBJITEHHIA RN

Heuxuunu napyuwenus S



Peodxu: nenpecus, oObpKBaHe, XATIOUMHALHMYU
4.9 TIIpemozmpane

Cumnmonmiu

IlopeueTo nalyeHTH, KOUTO ca NOrBIHANY KITMHHYHO 3HAYMMH KOAUYECTRA HECTEPOUIHHA
MPOTHBOBB3NAINTENHM CPEACTRA, TIOMYYaBaT caMo rajieHe, NOBpPLLIaHe, GOAKN B eNIHracTpHyMa HITH T10-
PAAKO Huapus. BR3MOXHO € Ja HACTBIAT M THHHTYC, MaBoGonine, 3aMaitBake, CBETORDPTEXK K
FacTPOHHTECTHHATHO KbpBeHE. [1pu Mo-cepro3HO oTpassHe ce HabMIOMaBA TOKCHYHOCT B LIGHTPAIHATA
HEPBHA CHUCTEMA, KOATO C€ W3pa3dBa B CHHJIMBOCT, MOHIKOI'A eKCHTANMA U JIe30PHEHTALMS WITH KOMA.
[ToHaKora ManMeHTHTE U3Nanat B KOHBYJcHM. [Ipu meuara moske ma ce waGnmonasa MHOKJIOHYC C KPaMIIH.
Ipu cepuosto OTpassHe MOXE Ja HACTBHITH MeTaGOMMTHA aLMI03a U IIPOTPOMGHHOBOTO Bpeme /INR Moske
A2 €€ YIABJIXKH, BEPOATHO NOpa/d ACHCTBUETO Ha LUPKYIUPALLMTE KPBBOCHCUpBaud hakTopu. Be3MOXHH ca
ocTpa ObOpeyHa HeIOCTaTBHHOCT, YEPHOAPOGHO YBPEXKAaHe, XUIIOTOHUS, NOTHCKAHE Ha THINAHeTO U
LnaHo3a. LIpu acTMaTHLMATE € BB3MOXKHO 0DOCTPSHE Ha aCTMAaTA.

Jeuenue

JleueHneTo TpabBa na Gbae CHMITOMATHYHO U IOANBPIKAILLIO, KATO BKIIOUBA MOMIBPKAHETO HA YHCTH
AMXATEJHY ITFTHIIA ¥ MOHUTOPHUPAHE HA CHPACUHHTE M KH3HEHH MOKazaTesu A0 ctabunmusnpane Ha
naiuenTa. [IpenopbUea ce M3Ipa3BaHe HAa CTOMAXa WIHM [ePOPaHO MPUTIOKEHHE HA AKTUBEH BBIJIEH B CPOK
OT €AMH Yac, aKO NALMEHTHT € noreidan noseve or 400 mg/ kg renecHo terno. Axko Ubynpoden AnxeMus
Beue ¢ abcopbHpan, € HeoOX0AMMO MpUNaraHe Ha aNKATHH ¢yOCTAHIMM, 32 1A C€ YCKOPH eKCKPELHATA HA
KUCeNMHENA uOyipoden B ypunata. 1Ipy HalMuHe Ha YeCTH WM MPOLBIBKUTEHM KOHBYJICHH, Te Tpabsa Ia
C¢ JIEKYBAT C MHTPABCHO3HO NPUNOXKEH AUa3enaM Ui nopasenaM. B cryuall Ha acT™Ma J1a ce W3IIonN3BaT
GponxoaunataTopu. He chiliecTBYBA CrICHUMQUYCH aHTHAOT.

5.  ®APMAKOJOI'MUYHU CBOHUCTBA

5.1 <PapMaxkoaRHAMAYHH CBOHCTBA

dapMakoTepanesTydHa rpyna: HecTepoUAHN NIPOTHBOBBANANMTENHN Y aHTHUPEBMATUYHH NEKAPCTREHH
MPOAYKTH, MPOU3BOAHK HA nporuoHoeata kucenmHa. ATC koa: MO1AEO]

HMbynpodeH € HeCTEPOUIHO, IIPOTUBOBBINANUTENHO CPEACTRO, KOETO MPHTENABA IMPOTUROBB3MAATEIHO,
AHATITETHYHO U aHTUITHPETHYHO KeHcTBHE. JXUBOTUHCKH MoaesH 3a fonka M Bb3nmajeHue NoKa3par, ve
nbynpoden edexkTHBHO MHXUOMpa CUHTE3a Ha NpocTarnadauadre. [lpu xopa, ubynpoden obnexuasa
fonkaTta NpyUvKMHEHA OT BH3NANICHUE U CEHP3aHa ¢ HEro, OTOX M MOBUIIeHa Temneparypa oynpoden uma
HHXUOUTOpeH edieKT BhpXY MpOCTANNTAHAWROBHA CUHTE3 KaTO HHXMOUpa aKTHBHOCTTA HA LUKJO-
okcureHasara. OcseH ToBa, uOyripodreH uma uuxuburoper edekt Bbpxy ADP (ageHozun audocdat) win

~ KonareH-cTiMyaHpaHa TpoMOOLKUTHA arperauud.

EkcriepuMeHTaTHN JaHHH [TOKa3BarT, ye HoynpodeH Moxke 1a Onokupa edexTa Ha aCHHPHH B HUCKH JIO3H
BBEPXY TPOMOOLIMTHATA arperaluus, KOraTo ce IpuIaratr eIHOBpPEMEHHO. B eIHO nIpoyyBaHe, 11py KOETo
eHOKpaTHa J03a HoympodeH 400 mg e npunokeHa | dac ripeny WK 30 MUHYTH Cllel DpUIarade Ha
aLETHIICATHIMIOBA KHUCEIHHA ¢ He3alaBHo ocsoboxnasade (81 mg), ce Habmonasa HamalieH eeKT Ha
AUSTUICATHIIMIIOBATA KHCEIHHA BhPXY 00pa3yBaHeTo Ha TpoOMOOKCaH HIH TPOMOOLUUTHA arperalys.
OrpaHHJYeHHTE JaHHH H HECHT'YPHOCTTa OTHOCHO EKCTPAINONALMATA Ha JAHHHU €X VIVO KbM KIHHHYHA
CUTYyalUMs NOKa3BaT, Y& He MOTaT 4 Ce TIPaBAT TRBPAM 3aKIIOUEHHS 32 peIoBHATA yrIoTpeba Ha ulyripodeH,
H 4 KIMHHYHO 3HAYUM €(eKT € MATKO BePOosTeH pu ¢cBobonHaTa yroTpeba Ha ubynpoben. I
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Ubynpoden uaxubupa npocTarnaHIuHOBHA CHHTE? B MATKATa, ¢ KOSTO HAMAABA omycxamm H‘a MATRAT] .

H aKTHBHOTO HandAraHe, [ICPUOAWHHHTC KOHTPAKIIMK Ha MaTKaTa v KOMTHHYECTBOTO H}ﬁOCTﬂI"ﬂaHHHHH 1{9}[1‘{; Cﬁ“‘* *

ocBOOOXKIAaBAT B KppROOOpauieHHeTo. C Te3u NpoMeHH ce 00ACHABa 00/1eKuaBaHeTO Ha ME:HchyaHHHTe
bonku. UOynpoden Onoxnpa OLOpeydHua IpoCcTariiaHANHOB CHUHTES, KOETO MOXKE 14 HOBeﬂe Hﬂ GLﬁpeqHa
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ZEJ,[;DE:T&T’EHHDBT, 38BPXKaHE HA TCYHOCTH M ChPIEYHA HEHOCTATHYHOCT NIPH PHUCKOBM TIALUMERTH (BUXK T.
IIpocTarnanantuTe ca CBBP3aHE ¢ OBYNAIMITA | 3aTOBA ynorpefara Ha AeKapCTBEHH MPOAYKTH, KOHTO
0JI0KMPAT MPOCTATNTAHAHHOBHSA CHHTE3 MOTAT @ [OB/IHAAT dbepTunurera Ha xeHute (BuxK T. 4.4, 4.6 1 5.3).

32 (PapmMakoOKHHETHYHH CBOHCTB2

Abcopbyus

HbynpodeH ce aGeopbupa GBp30 OT racTPOHHTECTHHATHAA TPAKT, MAKCHMATHITE CEPYMHM KOHHEHTPALIUH
HACTBMNBAT 1-2 Yaca Clien NPHIIOXKEHHE,

Pasnpedenenue

HNoynpoden ce pasnpenens 65p30 B LU OpraHusbM. CBBP3BAHETO C MTA3MEHHATE IPOTEMHM € B OKOIIO
99%.

Memabonuzom
H6ynpoden ce meTabonuaupa B yepHus apob (XHAPOKCUIMPAHE, KapbOKCHIHpPaHe).

Enumunupane

ETAMHHAUMOHHHAT TIOTYXKHBOT € IPUOIIM3HTENHO 2.5 Yaca Mpy 3ApaBy WHAXBHIN, DapMakoiIorudHO
HEAKTHBHUTE METabOIHTH Ce eKCKpeTHpaT 0CHOBHO (90%) npes 6u6peiiiTe, HO CBILO M MTPe3 KIThHKaTA.

53 [IpeaknHHHYHM AAHHM 33 0€30ACHOCT

Toii kato wOynpoden e nodpe NO3HAT U LIKPOKO UIIION3BAH, MIPEAKTAHUYHUTE JAHHH 33 6e30NacHOCT ca
HOKYMEHTHPaHH.

Cy0OxpoHMYHaTa ¥ XPOHNYHA TOKCUYHOCT Ha UOYNPOodEH € MoKazaHa IMaBHO B MPOYYBAHHMA ¢ KUBOTHH KaTo
YBpEKJaHe Ha XPaHOCMUWIATEITHUA TPAKT U A3BU.

TecToBere in vitro U in vivo He NOKA3BAT KITHHWUYHO 3HAYMMM [IPH3HALM HA MYTalreHeH OTeHUMaN Ha
uoynpodex.

He ca HabmogaBaHy kapLUIUHOTeHHY €DEeKTH NPU MULIKH U IUTEXOBE.

Ho6ynpoden nExubHpa oByauuATa [IpK 3aHLM ¥ YBPEXKaa MMIVIAHTALMATA [IPH Pa3IHYHH XKMBOTHHCKH
BHIOBE (3aMflIH, ILTBX0BE H MHLUKHK). 1 IpH perIpoOayKTHBHH TECTOBE, [IPOBEICHH C [LTHXOBE U 3aMLIH,
nOympoder npeMHHaBa Npe3 mualeHTara. Korato ce U3noa3sat TOKCHYHK 3a MaikaTa 2034, MO-YECTO Ce
HaOmoaasaT mandopManii (T.e. BEHTPUKYNapeH cenTaneH AeQeKT).

6. DAPMAINIEBTHYHU JAHHHA

6.1 Cnucpbk HA NOMOIIHHATE BEECTBA
Adpo na mabremxama

MukpoxpucTanHa Uemyso3a

CHiMLMeB JUOKCHJ, KONIOHAeH Oe3BO/IeH
XHIPOKCHITPOHIILIETY 1034

Harpues naypwicyndar ?
Kpockapmenosa HaTpuid

Tanx

Tatremna obguska (Opadry (6an) 06828499) I T L
XHIpOMeJI03a R

Makporon 400
Turanos anoxcun (E171)

el .
th o -

L4
- - . s - .
S - -
- e
-a=
. - .
.. -
. T e g - -7
L e
P R T



6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 TOZIUHU

6.4 CpensajJHH yCIOBHS Ha CbXPaHeHHE

To31 TexapcTBeH NPOMYKT He M3UCKBA CTIEUHAIHY YCJIOBHA HA ChXPaHEHHUE.
6.5 Jlannanu 3a onmaxkoBKara

Herpospaunu 6nuctepau onakoBky ot PVC/AL

[Ipospaunn OmicrepHy onakosku ot PVC/AL

OnakoBKH (MONUETHIeH) 3a TAONETKU ¢ KAIa4Ka OT IOKUIPOTNICH.
Pazmep na onaxosxume.

baucrepn: 6, 10, 12, 20, 24, 30, 50, 60, 90, 100 u 250 dunmupanu TabneTxku
Onakosky 3a Tabnerxu: 10, 20, 30, 50, 100 u 250 duimupans Tabretku

He BCHUKM BHAOBE ONAKOBKM MOrart na 6haT myCcHaTH B nipoaaxda.

0.6 CrnenHaaHn npeAnasHi MEPKH NIPH W3XBLPJsSHe # paboTa
HsaMa cnensanHy H3MCKBaHUA

7. ITPUTEXATEJ HA PASPEHIEHRHETO 3A YIIOTPEBA
Alchemia Ltd.

5th floor, 86 Jermyn Street

London SW1Y 6AW
Benuxobputanns

8. HOMEP(A) HA PASPEIHEHHUETO 3A YIIOTPEBA

9.  JdATA HAIIBPBO PA3PEHIABAHE/TIOTHOBSABAHE HA PAZPEUIEHHUETO 3A
YIIOTPEDBA

10. JATA HA AKTYAJU3IUPAHE HA TEKCTA

Mapr, 2009 .
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