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Bcesika cynosuropus cbabpika 60 mg udynpoden (ibuprofen).

3a MbJIHUA CMTUCHK HA MOMOLIHUTE BEllleCTBa BUKTE Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Cyno3uropus.

benu unu noutu 0enu Cyno3uTopuu BbB (hopMara Ha TOPMEAO0 ¢ IJ1aJKa U HEMOBPEAEHa MOBbPXHOCT.

4. KJIUHHUYHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHA
3a KpaTKOTpaiiHO CUMIITOMATHMYHO JIEYEHHUE Ha JieKa 10 ymepeHa 0osika U BUCOKa Temreparypa.

[lanakTuB beitou 60 mg cyrno3uTopuH ce nNpenopbyBaT 3a yrorpeda, Korato He € Bb3MOMKHO
[MEPOPAITHO MPHITOKEHHE.

[TaHakTuB beitdu 60 mg cyno3uTopHuH € nokasaH 3a Aela Ha Bb3pacT oT 3 Meceua (ot 6 kg TesiecHo
Tersno) oo 2 roauHu (12 kg renecHo rerno).

4.2 J1o3MpOBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

TpsabBa na ce u3non3sa Hali-HUcKaTa epeKTUBHA /103a 3a Bb3MO)KHO HalW-KpaTKOTO Bpeme,
HeoOXoauMo 3a ob/ieKkyaBaHe Ha CUMITTOMHUTE (BXK. Touka 4.4).

[lanakTuB beiOu € NpoTUBONOKA3aH NpH JeLa Ha BL3pacT Noa 3 Meceua uiu rnoa 6 Kg tenecHo ternao
(BXkK. TOYKa 4.3).

EnuHuyHaTa no3a He TpsadBa na Haasuwasa 10 mg/kg TenecHo terno.
MakcumanHaTta AHeBHa go3a ubynpoden e 20-30 mg/kg TenecHo Tero, pasaeneHa Ha 3 10 4
€AUHUYHH J03M.




O0unvaiiHa [O3UpPOBKaA:

Bw3pacr (TenecHo EanHu4Ha no3a J[HeBHA 1034

TETNO)

oT 3 no 9 Meceua | cynosutopus o1 60 mg 3 NbTH JHEBHO, HA BCEKM
(ot 6 0o 8 knnorpama) 6-8 vaca. He

u3non3satite noseue or 3
CYTIO3HTOPHHU JAHEBHO,

9 Mecenia 1o 2 roquHH 1 cyno3utopus ot 60 mg 4 MBTH JHEBHO, HA BCEKH
(ot 8 mo 12 kg) 6 uaca. He u3nonasalire
nosede ot 4

CYyTNO3KTOPUH AHEBHO.

B cnyuail ye nexkapcTBEHUAT NMPOAYKT CE MpHnara Ha ASua Ha Bh3pact 3-5 Mecela, Tpsabsa 1a ce
NOTBPCH MEKAPCKA MOMOLL, aKO CUMIITOMUTE CE BNOLLABAT WIH HE c& MOA0OPABAT B pAMKHUTE HA
24 yaca.

B cinyvali ye sexkapCcTBEHHAT NPOAYKT CE NpWIara Ha fela Ha Bb3pacT Haja 6 Meceua, TpadBa aa ce
MOTHLPCH KOHCYJITAIINA C JIEKAp, aKo € HE0OXOIUMO JIEKAPCTBEHUAT MTPOAYKT Aa Ce npuiara B
NPOOb/DKEHHE HA MOBEYE OT 3 KU WIM CHMNTOMHTE CE BNOLIAT.

MearuMHCKHBAT NPOAYKT € MpeiHasHavyeH 3a KpaTKoTpaiita ynorpeba.

bbrOpeyHOo yBpexKDAaHE

Ho3wte ubynpodeH Tpadbpa ga ce npunarar ¢ NOBHUIEHO BHUMaHHUE MPU NALUMEHTH ¢ OBOpevHo
yBpexaaHe. Jlozara TpadBa Aa ce noaabpKa Bb3MOXKHO Hai-HUCKA (32 MallMEHTH C Texka 6bbpeyHa
HENOCTAaTbYHOCT BXK. TOYKa 4.3).

YeproapoOHo yBpexaaHe

Josure HOynpoden Tpsadpa Aa ce npuiarar ¢ NOBULIEHO BHUMAHMUE TIPH MALUMEHTH C YEPHORPOOHO
yBpexaare. Jozara TpaOBa aa ce noaabpxa Bb3IMOXKHO Hafi-HUCKA (33 MALMEHTH C TEXKaA
yepHOApoOHa HEROCTATHYHOCT BX. TOuka 4.3).

HauyuH Ha HPUTOKCHHUC

PekTanHo NpuioxeHue,
4.3 TlporuBonoka3zaHun

CBpPbXYYBCTBHTCIHOCT KBM HOYIIPOPEH WK IPYTH HECTEPOUIHHU NPOTUBOBL3INANUTENHH CPeacCTBa
(HCIIBC), unu kpM HAKOE OT NOMOLHHWTE BEWIECTRA, W30poeHu B Touka 6.1.

[TauuenTy, noKasanu Npeay TOBa peakllMi Ha CBPbXYYBCTBHUTENHOCT (HAMp. aCTMa, PHHHUT, aHrHOEAEM
WK YPTUKApHUA) B OTIOBODP HA ALCTHICAIHLMAOBA KHCEeNHUHA (ACMTUPHH) UM APYTHA HECTEPOUIHH

MNPOTHBOBDBINANHUTEIHH JICKAPCTBCHH CPEACTBA.

AHaMHe3a 33 KbPBEHE OT NOpHATa YacT Ha CTOMAaLLHO-YPEeBHUA TPAKT UNW nepdopalig, Abkallia ce
Ha npeaxoado neueHue ¢ HCITIBC.

AKTHBHE WK NPEALIECTBALIA PEUIMANBHApAlLL2 NMENTHYHA A3Ba/XeMoparuia (ABa WA MOBEYE MOBTAPALLY
Ce eMn130Ja Ha BoKa3aHa yIuepalus Wi KbpBeHe).

LlepebpoBackynapHo Wy APYTO akTUBHO KbpPBEHE.




Texka depHoapoOHa, 6BbOpeyHa WK TexkKa CbpAcUHa HeaocTaTbYHOCT (NYHA xnac V) (Bx.
To4Ka 4.4).

HapyineHns B kpbBoCchCHpBaHeTO (HOynpo(eH MOXKe Ja NPEAN3BUKA YABIKABAHE Ha BPEMETO Ha
KbpBEHE).

XeMaTOMOETHYHH HapYILICHHUA C HCH3BECTCH INPOU3X 0, HATIP. T‘pDMﬁOHHTOHE!HHH.

[NauueHTy ¢ TexKa Aexuaparanus (NpHYUHEHA OT MOBpbLUIAHE, JHAPUA WK HEAOCTATHYEH NPHEM Ha
TEYHOCTH ).

BpeMEHHOCT B MocneaHNs TPUMECTBP (Bx. Touka 4.6).
He u3non3paiiTe npu 6ebera cbe cpeaHo Terno ot 6 kg win no-mManko {Be3pact a0 3 Meceua).
4.4 CrnieqHaJHH NPeAYNPEAICHHA H [IPEANA3HH MEPKH NpH ynoTpeda

HeobGxonuMo e noBHLIEHO BHUMaHKe npu ynotpeda Ha nOynpodeH OT NaluUeHTH C HAKOH
3abonsaBaHuA, KOUTO MOTAT Ja CE BJICLLAT:
- CHCTEMEH JYINyC epUTEMaTo3yC H CMECeHa Chb€AYHUTENHOTbKaHHA O0JIECT — NOBHIIEH PHCK
OT acenTU4YeH MEHUHTHUT (BX. ToUKa 4.8)
-  aHaMHe3a 3a XMIEPTOHUS WHIK CbpAeYHa HEAOCTATBYHOCT, ThH KaTo nMa ChoOILEHHMA 32
3adbpXKaHe Ha TEYHOCTH U €4eM, cBbp3aHo ¢ neyedne ¢ HCIIBC (Bxk. Toukn 4.3 w1 4.8)
-  ObOpevHo yBpexaaHe, ThH KaTo Ob0OpeyHaTa PyHKUNS MOXKE AOMBJIHUTENHO A2 CE BACLUH
(BX. ToukH 4.3 1 4.8)
-  HapylleHHe Ha YepHoApoOHaTa GpyHKUMA (BX. TOUKH 4.3 1 4.8)
- BEeAHAara ciiej rojiiMa XHpypruiHa WHTepBEeHLHUS
- aHOpeKTaNHH 3a00naBaHKA.

Moske na HacTLNK GPOHXOCNA3BLM NpH NMaLUHEHTH ¢ aKTHBHA WM OT3BYYaNa OpoHXHaNlHa acTMa, WIH
aNnepru.

HexenaHuTe peakunni MOorar Ja ¢€ MUHUMM3UPAT, KaTO C€ H3MOJI3BaT HAl-HUCKUTE €PEKTHBHY Q03U
34 HAM-KPATKHUA NEepHod OT BpeMe, HeoDXOAMM 3a OBJMIaisBaHE HA CUMNTOMMTE {BX. TO4KA 4.2 H
CTOMAIHO-YPEBHH H CHPAEHHOCHAOBH PUCKOBE MO-A01Y ).

Ynorpebara Ha HOynpogeH egHoBpemeHHo ¢ Apyri HCIIBC, BkniouMTeNnHO ceIeKTUBHH UHXHOUTOPH
Ha UHUKJIOOKCHIreHa3a-2, TpsaOBa fna ce n3darsa (Bx. Touka 4.5).

[TaupeHTHTE B CTAPYECKA Bh3PACT UMAT NOBULUEHA YECTOTA HA HexenaHu peakuuu ksM HCIIBC,
0CO0CHO KbpPBEHE OT CTOMALIHO-YPEBHHA TPaKT y nepdopaliud, KOATO MOxe na Ovae daranHa,

CTOMAalHO-YDEBHH

KbpBEHE OT CTOMAILIHO-4YPEBHUA TPaKT WK nepdopauus, KoaTo MOxe Ja € (paranna, ¢a cbodluaBaHy
3a Bcuuky HCTIBC, no BCsAx0 BpeMe Ha ICUSHUETO, ¢ WK 03 npenynpeAUTeIHY CHMNTOMU, UK
aHAMHE3a 33 CEPHO3HH CTOMAIIHO-YPEeBHU PEAKLIUH.

PUCKBT OT CTOMALUHO-YPEBHO KbPBEHE, YUEpaLUUA UM Nepdopaluds e o-BUCOK C YBENMYaBaHe
no3ute Ha HCIIBC npu nauueHTH ¢ aHaMHe3a 3a A3Ba, 0cobeHO aKo UMa YCIIOXHEHHUS C XeMOparus
unH nepdopauns (BX, Touka 4.3) U npy NaLMeHTH B CTapyecka Bb3pacT. | e3W NauWeHTH Tpsabea 1a
3aMOYHAT JEYEHHETO ¢ BB3MOXKHO Hal-HUcKaTa go3a. [Ipu tax TpabBa ga ce o6csaN KOMOMHUPAHO
JIEYEHUE CBC 3aIUTHH CPEeACTsa (Hanp. MUCONPOCTON WKW HHXUOKTOPH Ha MPOTOHHATA NOMNa);
ChLIOTO TpAOBA Aa ce NpeaBHAHU H 32 NALUMEHTH, H3MCKBALIK €IHOBPEMEHHO HUCKH A03H
aUEeTUICATMUNIOBA KHCEIHHA WK APYTH JIEKAPCTBA, YBENMYABAlLU CTOMALIHO-YPEBHHUA
OONY K TO4Ka 4.5).




[TaupeHTH ¢ aHaMHeE3a 3a CTOMAILHO-YPEeBHA TOKCHYHOCT, 0COOEHO TaKKMBa B CTApYECKa Bb3pacT,
TpaOBa Aa cbOOLIABAT 32 BCHYKH HeoOn4aiHy aDOOMHHBaNHU CUMITTOMH (0C00€HO CTOMAILHO-YPEBHO
KbPBEHE) U 0COOEHO B HAMATHHTE CTaZHU HA JIEYEHHETO.

Tps0Ba na ce npeaynpekaaBar 3a BHUMaHUE NAUUSHTUTE, MPUEMALLH YCIIOPEAHO JIEKApCTBa, KOUTO
MOXE 1A MOBUILAT PUCKA OT YJIUEPALHA WIH KbPBEHE, KATO NIEPOPATIHH KOPTHKOCTEPOHIH,
aHTHKOATY/IaHTH, HaMpUMep BappapuH, CENEKTHBHY HHXHOUTOPH Ha 0OpaTHHSA 3aXBaT Ha CEPOTOHHRA
M aHTUTPOMOOLIMTHH CPEICTBA KaTo alleTHWICATHLMNOBATA KUCENHHEA) {BX. Touka 4.5).

AKO BB3HUKHE CTOMAUIHO-YPEBHO KbPBEHE NPH MaUNEHTH, npuemaiuu ndynpodeH, neyeHuero Tpabaa
12 Ce MPEKPaTH.

HCIIBC Tpabpa na ce npunarar C MOBYILEHO BHUMAHHE NPy NaLMEHTH C aHAMHE3a 32 CTOMALLIHO-
ypeBHH 3abonapaHus (ynueposen konut, 6onect Ha Crohn), ThH KaToO CHCTOAHHETO UM MOXKE 1A Ce
obocTpH (BXK. Touka 4.8).

Texkn koxHU Hexenann peakunu (SCAR)

Texkn koxHM Hexenanu peakuuu (SCAR), Bk1oudTenHo ekcpovaTUBEH AEPMATHT, epUTeMa
MyJiTHpOopMe, CHHAPOM Ha Stevens-Johnson (8JS), Toxcuuna ennpepmanta Hekponusa (TEN),
JIEKapCTBEHA peakuus ¢ eo3uHopuIua U cucteMHH cuMnroMH (DRESS cunapom) 1 ocrpa
reHepanu3npasa ek3anteMHa nycrtynosa (AGEP), kouro Moxe 1a ca »KHBOTO3aCTpallABALLN UAH C
NeTaNneH U3xXon, ca ¢robileHH BBB Bpb3Ka ¢ ynoTpebara Ha ubynpodeH (Bx. Touka 4.8). [loseyero or
TE€3Y peakUu BE3IHHMKBAT B PAMKHTE Ha (TbPBHA Meceld. [1pu nosasa Ha NpU3HAUH H CHMIITOMHY,
npexnojaraliy NogBaTa Ha Te3H peakuuy, Hoynpoden Tpadsa na 6bae HeaabaBHO CIIPAH U A Ce
0OMUCTTH ANTEPHATUBHO NedeHue (cnopen HeoOX0AUMOCTTa).

MackupaHe Ha CHMATOMHTE HA NOANEXALUNTE UHeKUHY

[lanaxTHB beAOu MOXe na MackHpa CUMITTOMHTE Ha HH(eKL WA, KOETO MOXKe N1a 1oBene no 3abapaHe
Ha 3aMOYBAHE HA MOAXOASILIO JIEUEHHE U 0 TO3W HAYHH A2 BJIOLUHM M3X04a OT HHpeKunaATa. Tosa ce
HabGnronaBa npu 6akTepuanHa NHeBMOHMA, MPpHAoOHTa B 06LLUECTBOTO, KAKTO U NpH fakTepuansure
yCHoXXHEHHs Ha Bapuuena. Koraro [Taraktus belibu ce npunara 3a neueHue Ha nOBHILIEHA
TEMIEepaTypa UM 3a obnekuyasane Ha D0NKaTa BLB Bpb3ka C HH(EKLIMA, Ce NperopryuBa HabmoAeHHE
Ha HHpekunaTa. [IpH 3sbHOONHUYHY YCIOBUA MAUMEHTHT TPsOBa oa ce KOHCYNTHpa C JieKap, ako
CUMITOMHWTE MEPCUCTHPAT MIIK CE BJIOILABAT.

ChbpAEYHO-CHAOBH U UepebpoBacKyiapHH ehekTH
M3uCKBa ce NOOXOAAILO [TpOCAeaABaHe M CHBET NPU NALNEHTH ¢ aHAMHE3a 3a XUINIEPTOHUA W/ UK fieKa

N0 YMepeHa 3aCToMHa ChbpAcUHa HEQOCTATLYHOCT, Thil KaTo €3 ChOOILEHH CyYay Ha 3abpXkaHe Ha
TEYHOCTH U elleM, acoLMHpaHM ¢ neueHue ¢ HCITIBC,

OT KINTHHAYHH MPOYUBAHUA ce npeanonara, 4ye ynorpedara Ha nbynpodeH, ocobeHo BbB BUCOKH J103H
(2400 mg/aHeBHO), MOXKE Oa € CBbp3aHa C IeKO NOBHLIEH PHCK OT apTepHATHN TPOMOOTHYHH CHOHTHSA
(HanpuMep MHOKapaeH WH}papkT any HHCYNT). KaTo usgno, enuaeMHoNOFHYHHTE NPOYYBaHHUS HE
ApPEAIoNarar, 4e HUcKka n03a udynpogeH (1.€. <1200 mg nreBHO) MOXe Aa ce acoLMHpa C NOBHILEH
PHCK OT apTepHaliHU TPOMOOTHUHU CHEOUTHAL.

[TallueHTH ¢ HEKOHTPOJIUPAHA XUIMEPTORKMA, 3aCTOHA ChpAguHa HeaocTaTh4yHOoCT (NYHA II-11D),

YCTaHOBEHA UCXeMUYHA DONECT Ha CHPLETO, nepudepHo aprepuanHo 3adonaBaHe n/uM
uepebpoBackynapHo 3aonapate Tpadsa na 6baar nekysaku ¢ HOynpodeH caMo clle] BHUMATETHO
obcexaaHe U TpabBa na ce u3barear Bucoku 103y (2400 mg/aneBHO).

Colo Taka TpadBa ga ¢€ U3BLPLUBA BHUMATETHA NPELUCHKA NPEeNH 3aMOYBaHE HA NBJITOCPOUHO
JIe4eHHe Ha MalkeHTH C pHCKOBH (PAKTOPH 3a CbpAeHHO-ChA0BH CHOUTHA (HAMNp. XUIIEPTOHHA,

ubynpoden (2400 mg/aHesHO).



Crydau Ha cMHApoM Ha Kounis ca noknajiBaHM NPH NauUeHTH, JeKyBaHH ¢ [Tanaktus behOn.
CunapombT Ha Kounis ce 1edH1pa KaTo CLPACYHOCHA0BY CHMIITOMH B PE3YNTAT HA anepru4Ha
peakUHs WIK peaklys Ha CBPbXUyBCTBHTENHOCT, CBBP3aHa C KOHCTPHUKLMA HA KOPOHAPHHUTE apTepuu
H NMOTEHUHATHO BOAEILa 10 HH)APKT Ha MHOKapaa.

Jpyru 3abenexxu:

TexxKkH, OCTPH peaKLIMH Ha CBPBXUYYBCTBUTEIHOCT (Hanp. aHagUNakTH4EH LIOK) ¢a HabMoAaBaHH
MHoro panko. Cren nmosisara Ha MBPBH CHMITOMU HA PEAKLMA HA CBPBX4YYBCTBHTEIIHOCT, NMOCCABAllA
npunaranero Ha [aHakTus Beiibu, neueHueTo TpsbBa Aa ce npekpaTh. MeaMUMHCKY auua TpAdBa aa
MPHJIOKAT HEOOXOAUMHUTE MEPKH B CbOTBETCTBHE CHC CUMITTOMUTE.

Hbynpoden Moxe BpeMeHHO 1a MHXUOMpa akTHBHOCTTA Ha TpoMOoLMTHTE (TpoMOOLUMTHATA
arperaluys) U € yCTAaHOBEHO, Ye YAB/DKaBa BPEMETO HAa KbPBEHE NMPH 3Jipasu nuua. [lopaan Tosa
CHCTOAHUETO HA NALMEHTUTE C HapylleHUs Ha KpbBOCBECHPBaHeTO TpAOBa Aa ObAE CTPHKTHO
MPOCNeAABAHO.

Pesynrarure OT eKcnepHMEHTAIHH POy YBaHMA MOKa3BaT, Y€ ceé HaMansBa TpPOMOOLIMTHATA
arperaius, HHXUOUTOpeH edekT Ha auUeTUNCATULHIIOBATA KHCETHHA NPU KOMOWHHPAHO NEYEHHE C
npunarane Ha u6ynpodeH. Tora B3aHMoeCTBHE MOXE A2 OFPAHHYH XKeNaHHsA NPOTEKTHBEH eEKT
HA AUETHICAIHMIIMIOBATA KHCENIHHA BbPXY KpbBooOpaleHneTo. Cnenosatendo ubynpode tpsadea na
ce H3MO/I3Ba ChC CNELMANIRO BHHMaHUE MPH NalMeHTH, MPpUEeMALUY alleTHICATMIMIIOBA KHCEIHHA 3a
HaMansiBaHe Ha TpoMOoUNTHATa arperaund (BX. Touka 4.5).

[Tpn abparocpoyHo npuiarade Ha [lanaxkTHs befiOu ce npenopbyBa peAOBEH KOHTPOJ Ha MOKA3aTe/IMTe
Ha yepHoapoOHaTa ¢yHKUHA, Ob0OpevyHaTa PyHKIUUA U KPHBHATA KapTHHA.

[naso6onue, KOETO MOXKE Ia ce MOJy4H MPH ABArocpoyHa ynorpeda Ha aHaNreTULH, He Tpabea aa ce
JICKYBa C BHCOKH 03K OT TO3U NPOAYKT.

[IpoawmkuTenHaTa ynoTpeda Ha aHaIreTHUH, 0c00eHO B KOMOMHALIHA ¢ HAKOW aKTUBHH BELLECTBA,
KOWTO HaMangaBaT DonKaTa, MOXe f1a NMpeAY3BHKa NOCTOAHHC ObOpeUHO yBpexaaHe C PUCK OT
OnOpeyHa HenoCcTaThbYHOCT (aHANreTHUHA HedponaTths). TO3M pHCK MOXKe Aa C€ MOBHIUH MPH
¢HU3MUECKH YCHITHA, CBBP3aHH Che 3aryba Ha CONU M Aexuapartalys, U cieaoBaTenHo Tpadsa na ce
n30ArBAa.

ChlliecTBYBa pHCK OT OBOpeyHO yBpekaaHe NpH aexuapaTupary aeua. Tpabsa na ce nogxoau ¢
NOBHIIEHO BHUMAHHE IPH 3amoyYBaHe Ha NevueHHe ¢ ndynpodeH npy nauMeHTH ChC 3Ha4YHTENHA

JAexyuapaTaLys.

Cpo0IlaBa ce 3a H30JIMPaHH CIy4au Ha TOKCU4Ha aMOnuonua (HaMasieHa 3pMTeNlHa OCTPOTa) NpH
ynotpebara Ha u6ynpodeH, CNeAOBATENHO ¢ HEOOX0AMMO MaUMeHTHTE fa HbaaT yBEAOMEHH Aa
cb0OOILABAT HA IEKaps 3a BCAKO 3PUATENHO HAPYLIEHHE.

4.5 B3aumopeiicTBHE ¢ APYIrH JeKAPCTBEHU NMPOXYKTH U APYru GOpMH Ha B3aHMORENCTBHE

[pu nauuenTH, npuemMauy HGynpodeH B KOMOMHALUA C HAKOH OT JONYNOCOUEHHTE JIEKapCTBEHH
MpOAYKTH, TpAOBA [a € UMa npedBu NPOCACAIBaHE Ha KIUHHYHHUTE U OMOJOTHYHHUTE NnapaMeTpu.

Vrorpefara B KOMOHUHAIIMA CHC CIENHHTE JIEKAPCTREHHW NPOAYKTH HE Ce NpenopbuBa

Hpyeu HCIIBJIC, sxniouumenno cenexmuiy unxubumopu Ha YUuKiOOKCUSeHasa-2:
Ia ce w3barea enHoBpeMeHHarta ynorpeda Ha ase unu noseue HCHBC, To#t xaTo ToBa MOXe Aa
NMOBHILUH PUCKA OT HEKE/IAHH JIEKAPCTBEHH PEaKlUHH.

Kopmuxocmepouou:
[MosKilleH PUCK OT CTOMAIIHO-YpeBHa ynuepauus uny kepeexe ¢ HCIIBC (k. Tou



Ayemuncaruyunosa Kucenuna.
ExHOBpeMEHHOTO NpUWIarade Ha aueTUNCATHIWAOBA KUcenHa U ubynpodeH KaTo LAIo HE ce
npenopb4Ba, Nopaay NOTEHUNAIHO NOBULIEH PUCK OT HEXENAHHW NEKAPCTREHH pPeaKLMH.

ExcneprMeHTanH1 JaHHH NOKa3Bart, ye HOYNpodeH Moxe KOHKYPEHTHO Ja HHXHOUpa edeKTa Ha
HHCKA /1033 aUECTHIICATHIMOBA KHCEAUHA BbPXY TPOMOOLIMTHATA arperanus, korato e ce ynorpebasar
€JHOBPEMEHHO, Bpnpeku 4e umMa HETOMHOCTH MPH EKCTPANOJIMPaHETO Ha Te3H JaHHU KbM
KIIMHHYHATA CHTYaLMs, HE MOXeE Ja C€ H3KIIIOYH BEPOATHOCTTA PeIOBHATA, ABATOCPOYHA yroTpeba Ha
nbynpodeH na HaManu KapIUONPOTEKTUBHHUSA eEKT Ha HUCKA 11033 AUSTHICATHLIMIOBA KUucenuHa, He
Ce O4aKBa CXOJ€EH KHHKueH edekT npn oduuaiinata ynorpeba Ha ubynpoden (Bx. Touka 5.1).

M3UCKBAT ce npennasHi MEpKHU npu KOMOMHKpaHaTa ynotpeba cbe CeAHUTE AEKAPCTBEHH NPOAYKTH

Huypemuyu, ACE-unxubumopu, bema-6rokepu u anzuomenzun Il peyenmopru anmazonucmu:
HCIIBC morar aa penyuupar ebekTa Ha AMYPETHLHTE ¥ APYTH aHTHXUNEPTOHHYHY 1EKAPCTBEHH
cpeacTsa. I1py HAKOU NauneHTH ¢ HapylueHa 6v6peuna PyHkuna (Hanp. AexnapaTUpaHy MALUEHTH
WJIK TaKHBA B CTAPYECKa BB3paCT ¢ HapylueHa 0bp0peuHa ¢pyHkinA) koMOHHUpaHaTa yrnotpeba Ha ACE
MHXHOUTOD, OeTa-adpeHONIUTUYHO CPEACTBO WK aHFHOTEH3HH [l penenToper aHTArOHHCT H
JIeKapCTBa, HHXHOAPAIIM HUKNO0KCHIeHa3aTa, MOXe 1a NPeIU3BHKA NMO-HATaTHIIHO YBPEXKAaHe Ha
OBnOpevHaTa PyHKUMA, BKIOUKTENHO Bb3MMKHa ocTpa O6ubpedHa HeJoCcTaThbYHOCT, KOATO
obuxHOBEHO € ofpaTtMa. CrenoBaresHO TakaBa KOMOMHALIMA TpAGBa [1a ce U3NO0JI3Ba BHUMATESHO,
0CODEHO NpH NALIMEHTH B CTApYeCKa Bb3PacT. TakHBa NaUMeHTH TpaOBa na ObaaT MoaXoaA1Io
xuapatipanu. TpabBa na ce obcvau npocnenssane ya 6x6peuHaTa GdyHKIMA B HAYAIOTO Ha
KOMOHHUPAHOTO JICYEHHUE ¥ NEPHUOAWYHO Clie]l TOBA.

YcnopeaHarta ynorpeda Ha [laHakTuB belibu U kanuii-crxpaHaBaly JHYpeTULH MOYKE na JOBede 0
XHIEpKATHEM 1.

Coupoeunu 2nruxo3uou, henumoun, 1umui:

KomOHHKpaHaTa ynoTpeba Ha [TaHakTus beiibu ¢uC cbpaeyHn rnuko3uad, GEHUTOUH HITH TUTHH
MOXE a NpeAH3BHKA MOBHIABAHE HA NA3SMEHUTE HUBA HA TE3HU JICKAPCTBEHU MPOAYKTH.
OOHKHOBEHO HAMA HYKJIa OT KOHTPOJ Ha IJ1a3MeHaTa KOHLEHTPALMA Ha JIUTHH, ChbpACYHH THKO3UAH
¥ (PEHHTOHH, NMpH NOJOKEHKE Y€ NPOAYKTHT C€ YIOTpeOABa ChIIACHO NPENOPBKUTE (HE MO-ABATO 0T
3 10 4 aHm).

Memompexcam:

MMa nokasaresicTsa 3a Bb3MOMHO TOBUIIABAHE Ha MIA3MEHHTE KOHLUEHTPALMH Ha METOTPEKCAT.
HCIHBC uaxuburpat enuMHHHpaHeTO Ha MeToTpekcar ot ObOpeyHHTE KaHaIYeTa, KOETO MOXKE A2
noBeje A0 peayuHpaHe Ha KIMPBHCA HA METOTPEKCAT. B cayyau Ha nedeHue ¢ BUCOKM AO3H
MeTOTpekcaT TpadBa na ce u3barsa ynorpedara na nbynpoded (HCIIBC). Tpabea aa ce uma npeasua
PHCKBT OT B3aumoaelicteue mexay HCIIBC u merorpexcar npu nedeHue ¢ HUCKU JO3H OT
rocnenHns, 0CO0EHO NpH NauMeHTH ¢ yBpeaeHa 0v0peuna ¢yHkuusa. Tpadea aa 6s1e npocnensisaHa
OnOpeyHara pyHxuMA npu KOMOHHHpaHe Ha jieyeHue ¢ MeToTpekcaT | Apyrd HCTIBC. INpenopbusa
C¢ NOBHIIEHO BHUMaHHUE, korato MetoTpekcaT U HCIIBC ce npunarat B nepuon ot 24 yaca, nopaiu
Bh3MOKHO MOBHLIABAHE HA Na3MeHATa KOHUEHTPaLUA Ha METOTPEKCAT, KOETO MOXE Na NOBEAE 10
NOBULIIEHA TOKCHYHOCT.

Takponumyc:
B cay4a#f Ha KOMOMHHPAHO MPHIOKEHHE HA IBaTa JIEKapCTBEHY NPOLYKTA ChLIECTBYBA NOBULIEH
PHUCK OT HEQPOTOKCHYHOCT.

Luxnocnopus.
[loBHilLiEH pCk OT HEPPOTOKCHUYHOCT.

Anmuroazynaumu:
HCTIBC Morar na nosumar edekra Ha aHTHKOAryJaHTHTe, KaTo BapdapHH (BXK. TOY



Anmumpomboyumnu cpedcmea u cerekmugHu unxubumopu Ha obpamnwi 3axeam Ha CEPOMOKUHA.
[ToBHILEH PACK OT CTOMAWIHO-4YPEBHO KbpPBEHE (BAK. TOUKa 4.4).

Cynanunypes:

KnuHWYHY npoy4BaHuA noka3sat B3aumopeitcraend mexxay HCTIBC u npotusoruabeTHH cpencrsa
(npou3BOAHM Ha cyndaHunypen). Benpeku $akra, ye gocera He ¢a ONMUCaAHM B3aUMOICHCTBHA MEXIY
HoynpodeH 1 cyndaHwTypeHH NPOH3IBOAHH, NPEMOPBYUTENHO € 1A C€ KOHTPOJIMPA KPbBHATA
KOHLEHTPALMA HA MTIOK03aTa KATO INpe/nasHa MapKka 1o BpeMe Ha KoMOWHUpana ynoTpeda.

3udosyoun:

HMMa noBHIIEH PUCK OT XEMAaTONIOrHYHA TOKCHYROCT, koraro HCIIBC ce npunarar 3aegH0 CsC
3naoByauH. IMa nokasarencrsa 3a xemapTpo3sa u xematom npu XHB-nonoxurenHn xeModinuHm,
IpyeMallli EAHOBPEMEHHO J€UE€HUE CBC 3MA0BYAMH U udynpodeH.

ITpobeneyuo u cyrgpunnupazon:
JlexapcTBEHU NPOAYKTH, ChABDIKALUM NpoOeHeUU ] MK CyIPUHITMPA30H, MOTAT A YA B/KAT
CIUMHHHpAHETO HA HOYNPOPEH.

barxnogen:
Moxe na HacTenM TOKcHYEH edekT Ha DarodeH cnen 3anoysaHe Ha npueM Ha uGynpodeH.

Pumornaesup:
PUTOHAaBHP MOXE Aa NMOBHINMK Mna3zMeHuTe KosueHTpauuu Ha HCIIBC.

Amunozruxko3zuou:
HCIIBC morar aa peayuypar e1MMUHHPAHETO HA aMHHOTJIMKO3HIH.

XUHOROHOBU anmubuomuyu.

HaHHy nNpH xKUBOTHU nokassat, 4ye HCIIBC Morar aa nosuwar pucka ot I'bpuose, CBHP3aHy ¢
XUHONOHOBUTE aHTHOHOTHUM. [TaunenTn, npuemaw HCIIBC v xuHONOHK, MOTAT Aa ca ¢ [MOBUIIEH
PUCK OT MONYYABAHE HA I'bPYOBE,

Bopuxonazon unu gpayxonazon.

Puck ot oxono 80 go 100 % S (+) BaHaHKe Ha HOYNPODEH € OTKPUT NPHU NPOYYBaHE ¢ BOPHKOHA30M U
daykonaszon (uuxubutopu Ha CYP2C9 enzuma). Tpabea na ce npeaABUAM peayLIHPaHE Ha J03aTa
noynpoden B cnyuail Ha komOuHHpaHo npuaoxeHue Ha MoileH CYP2C9 unxuburop, ocobero
KOraTo ce rpuiara BUCOKa 03a HOYTNpO(PEH ¢ BOPHKOHA30M HIN (PIYKOHA30J.

Kanmonpun:
ExcriepuMeHTATHY NpOyYBaHMA IOKa3Bar, ue HoynpodeH HHXUOUpa edeKkTa Ha KalToNprIl BbpXy
EJIMMUHHPaHETO HA HATPHH,

Xonecmupamun.

[To Bpeme Ha koMOHMHUpaHaTa ynoTpeba Ha ubynpodeH 1 xonecTupaMud ce 3adasa H HaManABa
abcopbuusta Ha ubynpoden (25%). JlekapcTBeHnTe NpoAYKTH TpaOBa Oa ce MpUIaraT npes HHTEPBAN
OT HAKOJKO Yaca.

Mugenpucmon:
HCIIBC He TpabBa na ce ynorpebasat B pamkuTe Ha 8—12 aHM cnen npuiaraHe Ha MUGENPHCTOH,
TbH KaTO T€ MOTIaT a HAMAMNST ACHCTBHETO MY,

4.6 @epTHAHTET, (PEMEHHBOCT H KbPMeEHE

bpeMeHHOCT




MHxuOrpaHeTo Ha NpOCTaraHAMHOBHA CHHTE3 MOXE Aa OKaXE HEONAronpuaTHO RIHAHUE BBPXY
MPOTHYAHETO Ha OPEMEHHOCTTa W/HITH BLPXY Pa3BUTHETO Ha 3apojMilia HIH rnoaa. JlaHHU oT
CMHACMHONOrMYHI NPOYYBaHHA NMPEANOIATaT NOBULLIEH PHCK OT aDopTH, BPONEHH ChPAEUHH
Mal(QopMaLIMH H FacTPOCXU3HUC clel ynorpeba Ha HHXHOUTOPH Ha CHHTE3a Ha MPOCTArNaHANH MO
BPEME Ha PaHHHUA NEPHOT OT OpeMEHHOCTTa. AGCONIIOTHHAT PHCK OT ChPACYHOCHAOBH ManGopMaLInK
€ NMoBHUiueH oT no-Manko ot 1%, no npubauszurento 1,5%.

[Ipuema ce, ye pUCKBT c€ NMOBHIIABA € 1034Ta U NPOABKUTENHOCTTA HA JieYeHHETO. [TpH KUBOTHH
MpUNaraHeTo Ha MHXMOMTOPH HA NPOCTArNaHIWHOBKA CUHTE3 [TOKA3Ba MOBUILEHO BIUAHHE BBPXY
Opod Ha abopTHTE Npeau u cnel UMIIAHTHPaHe, KakTo M CMBPTHOCT Ha 3aponuiluTe U riioga. OcBeH
TOBA C¢ ChOOLIaBa 3a MOBULIEHA YeCTOTa Ha pa3inyHi BPOAeHH MAIGOPMALINH, BKIIOUHTENHO
CbpAE€YHOCHOOBH MAIPOPMALIMH NPY XKUBOTHH, NONYYABANK HHXHOUTOPH HA NPOCTArjiaHANHOBUS
CHHTE3 N0 BpeMe Ha OPraHOreHe3ara.

Ot 20-aTa cenMuua 0T OpeMEHHOCTTa HaTaThK ynotpefara Ha HOynipodeH Moxke Aa MPUYUHH
OJIMFOXUIAPAMHHOH, OBJDKAILl C€ HA HapyweHue Ha 0bOpeyHara ¢yHxuus Ha deryca. ToBa Moxe aa ce
MOABH CKOPO CiIell 3arno4YBaHe Ha ACYEHHETO H OOUKHOBEHO € 00paTHMO NpH NpeKparsBaHe My. B
JONBIHEHHE, HMa CHOOILEHNA 3a CTeCHeHre Ha ductus arteriosus ciea iedeHHe Npe3 BTOpUS
TPUMECTBP, MOBEYETO OT KOUTO OT3BYYABAT CJIE] NPEKPATABAHE HA IEYEHUETO. 3aTOBA, 110 BpeMe Ha
NbpPBHA H BTOPHUA TPUMECTLP OT OpemenHocTTa ubynpoden He TpabBa na ce mpunara, OCBeH aKo TOBa
He e abcomoTHO HeobXxoauMO. AKko ce Hanara ynorpeba Ha HOynpodeH npH *EHK, KOUTO C€ ONUTBAT
Aa 3a0peMEHEAT WIH 110 BpEME Ha TbPBHS ¥ BTOPHA TPUMECTBP OT OpeMEeHHOCTTa, 103aTa Tpabsa aa
OBbae BL3MOXKHO Hal-HHUCKA, a MPOABIDKHTEIHOCTTA Ha JIeYEHUETO Hal-MakKa.

Cnen excno3nuua Ha HOyNpodeH B NPpOABDKEHHE HA HAKONKO AHYW oT 20-aTa recralldoOHHa CenMuLa
HaTaTBbK, TPAOBa na ce OOMHUCITH aHTEHATANHO TNpocefsBaHe 3a crecHeHue Ha ductus arteriosus ¢
OJTMrOXHApaMHHOH. YnoTpebaTa Ha ubynpodeH Tpabea ga ce mpeycTaHOBH, ako €€ YCTaHOBU
OJIHMOXHWAPAMHHUOH WIH CTECHEHHE Ha ductus arteriosus.

ITo BpeMe Ha TpeTust TPUMECTHP OT OPEMEHHOCTTA BCHYKH HHXHUOHTOPH Ha NPOCTArIaHIUHOBUS
CUHTE3 MOT'aT Ja U3JI0XKaT, N104a Ha:
-  KapAHOMyJIMOHaJIHa TOKCHUYHOCT {MpekAeBpEMEHHO CTECHEeHMe/3aTRapAHe Ha ductus arteriosus
H OenoapobHa XUNeproHus ),
-  OBLOpevHa quchyHKLUs (BK. 110-rope);

MaHKaTa U HOBOPOAEHOTO, B Kpas Ha OpeMeHHOCTTa, Ha:
- BB3MOXHO YABJDKABAHE HA NEepuoda HA KbpBEHE, aHTUArperupati epekT, KoHTO MOXe 1a ce
TOAABH NOPH MpH yroTpebara Ha MHOTO HUCKH AO3H;
- MOTHCKaHE HAa KOHTPAKLWHTE HA MaTKaTa, KOETO BOAM IC OTIOKEHO WM YABMKEHO paXkdaHe.

Cneposarento, ubynpodeH e NpoTUBONOKA3aH NO BpEME HAa TPETHA TPUMECTBP Ha OpeMeHHOCTTa
(Bk. TOukH 4.3).

KbpMeHe
Camo HE3HAYUTENHM KOJIMUYECTBA HOYTIpodeH U HeroBn MeTAbOTHTH Ce CeKpeTHpaT B MAHYHHOTO

MiAKo. TBI KaTO Jocera He € MO3HAT BpeaeH eeKT BbpXY HOBOPOAECHH, 0OMKHOBEHO HE Ce Hanara
NPEKpaTABAHE HA KBPMEHETO M0 BpeME Ha KpaTkoTpanHa ynotpeba Ha ubynpodeH B
NPEMOPBLUYHTEIHUTE OO3H.

QepTUNUTET
MMa paHHy, Ye nexapcrsaTta, MHXHONpall UNKIOOKCUTeHa3a-pery THpaHHa CHHTES Ha

NpocTarnaHAWHUTE, MOraT Aa NMPHYHHAT YBpexIaHe Ha GepTHUIHUTETA NPH XEHH, KaTO NOBJIHUABAT
oByJauuaTa. EdexkTsT € obpaTuM npyn npekparaBaHe Ha NEUECHUETO.




4.7 EdexTn BppXy cnocoOHOCTTA 32 WopHpaHe H padoTa ¢ MALIHHH

Crnen npuema Ha HCITIBC ca BB3MOMKHMN HEXENAHU NEKAPCTBEHY pEaKLHMU KaTO 3aMaiBaHe,
CBETOBBPTEX, YMOpa HIIH 3PHTEIHH HapYLICeHHUA. AKO ¢a 3aCerHaTy, NalHeHTUTe He TpiadBa aa
mo¢upaT WinA ga paboTaT ¢ MalIHHH.

4.8 HexenaHu JeKapcTBeHH peaKLHH

CneAHHTE 4eCTOTH Ha Bb3HMKBAHE Ca MPHETH KAaTO OCHOBA 33 OLEHKA HA HEXKEIAHUTE JICKApPCTBEHU
peaKLIUU:

MHuoro yectn (>1/10)

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

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

Peaku (>1/10,000 oo < 1/1,000)

Mmoro peaxu (<1/10,000)

C Heu3BeCTHA HecToTa (OT HAMHYHMUTE JaHHU HE MOXKE Aa CE HalpaBH OLEHKA).

CnUCHKBT Ha CIEAHHUTE HEKENAHH JIEKAPCTBEHH peakKUMH BKAHOYBA BCHUKH M3BECTHH HEXENaHH
NEKapCTBEHH peaKLMH, NNOABWIH CE MO BpeMe Ha JeueHUe ¢ Hoynpoder, BKIKYUTEAHO TE3H TpH
MALMEHTH C PEBMATONOrMYHHK 3a00ASBaHUA, OJYYABATH ABIArOCPOUHO JIEYEHHE NPH BUCOKH J03H.
[IpencraBeHHTE 4€CTOTH, MO-BUCOKH OT ,,MHOrO peAKH", C€ OTHACAT A0 KpaTKOBpeMeHHa ynorpeba Ha
AHEBHH X03u: MakcHManHo 1 200 mg ubynpoden 3a nepopantu popmu; makcuManHo 1 800 mg 3a
cyno3uTopuH (= 30 m! nepopanHa CyCneH3us, KOSTO € MAaKCUMAJIHATa AHEBHA [03a 3a Bb3PAacTHU U
AELa Ha BB3pacT Hai 12 roauHu).

CHCTeMHO-0praHeH Kaac YecToTa HexxenaHH peakuuy

HMHudexuuy v vHdGecTanK MHOro peaku BNIOIHABAHE HA CHCTOAHUA Ha
BB3MNATEHHE, CBLP3aHH C
MHPeKUHa (Halp. pa3BUTHE Ha
HEKpOTH3Hpall GaclUHT), BbB
Bpb3Ka ¢ ynorpebara Ha
HECTEPOUIHH
MPOTHBOBLINATUTENHN
NeKapcTBEeHM cpeacTaa’

Hapyiuenus Ha kpbBOHOCHATa | MHOr0 peaxu XE€MATOMOETHYHH HapyWeHns?

cucrema U nuMmdara

HapyuieHHs Ha KMyHHaTa Heuectu peakiHH Ha

CHCTEMa CBPBEXYYBCTBUTEIHOCT €
KOXHH €pYTLHH U NPYPUTYC

MHoro penku TEXKH, reHepamu3IHpaHu

peakuuH Ha
CBPBXYYBCTBHTEJIHOCT

TIcHXUYHH HApYLUEHUSA MHoro peaku MCHXOTHYHH PEAKLMHU,
Benpecus

HapyLueHus Ha HepBHaTa HeuecTH pa3CTpOACTBA HA LEHTpaNnHaTa

CHCTEMA HEpPBHA CUCTEMA KaTo
rnaBobonue, 3aMakiBaHe,
6e3cbHNE, CHHIIUBOCT,
Bb30yaa, pa3sapasHUTENHOCT M
yMOpa.

MHOro peaku ACEMTHYEH MEHUHTHT®

HapylueHns Ha OYHTe Heuectu 3PHUTEITHA HApYILCH#

HapylueHus Ha yxoTo i Penku THHHUTYC, CBETOBEf

JTaOMpHHTA




Hapyiuenus Ha cBpLETO

MHoro peaky

NannuTauuy, CbpAeyHa
HEOCTaTbYHOCT, MHOKApIEH
nHapkT, eaem®

C HeH3BECTHA uecToTa

CunHapom Ha Kounis

CbA0BU HapyLICHHUA MHoro peaxu XHNEePTOHHA®
BACKYJIUT
PecriupaTopHu, I'pbiHU U MHOro peaxu acTMa, OpoHxocnaibM, 3anyx,
MEAUaCTHHAIHH HapyILeHHUs XPHIIOBE
[aCTpOUHTECTUHATHH HeuectH KUCENUHU, KopeMHa Oonka,
HapyiLeHUA rajeHe, rasose, JJOKAIHO
pa3lpa3HEHHE Ha aHyca
Penxu AHapys, pa3ayBaHe nopauu
ra3oBe, 3ari€K, NOBPBIUAHE
MHoOro peixy MenTU4YHA A3Ba Ha CTOMAaxa u

AYOAEHYMa, Nneppopauns 1M
KbpBEHE OT CTOMLIAHO-
YpeBHHA TPaKT, JIEIKaBH
H3NpaxHeHHUA, NoBphLIAHE Ha
KpbB, noHakora garanHo,
0cO0EHO KoraTo Bb3HWKHE NpH
NauMeHTH B cTapyecKa
Bb3PACT; YALEPO3€H OpaleH
MYKOQ3UT, TaCTPUT, YJUEpalus
Ha yCTHaTa JIuraBuua,
000CTpAHE HA KOJUT W DonecT
Ha Crohn’

XenatoOunmuapHu HapylLleHUS

Muoro peakm

HapyleHusa Ha Os0peyHaTa
byuxuus®

YEPHOAPOOHA HEMOCTATHYHOCT,
OCTBP XENAaTHUT, KBITCHHULA

HapyuieHns Ha Koxarta U
NOAKOKHATA ThKaH

Heuvectu

pasnuuHH KoKHH OOpHUBH

MHuoro peaxy

MOTAT J1a HACTBIIAT TEXKH
(OPMH HA KOXKHM peakLun
KaTo epyreMa MyaTHQOPME.
O6pa3syBane Ha MexXypyeTa,
BKJIIOMHUTENHO CUHAPOM Ha
Stevens-Johnson # TokCH4YHA
enuaepMaHa HEKpPOoJIn3a.
HacTensaliu 1o u3knUueHHue
T€XKH UHPEKLIMH Ha KOXaTa U
MEKHTe TbKaHH KaTo
YCIOMHEHUA OPU BapULIena.
TEXKH KOXXHH HexeNadu
peakuus (SCAR)
(BKTIOUHUTENHO €pUTEMA
MYJITU(DOPME, EKCPOoNHaTUBEH
JAE€PMaTHT, CHHIPOM Ha
Stevens-Johnson ¥ Tokcuuna
CONOEpPMaTHA HEKPOTH3A)

C Heu3BECTHA 4ECTOTAa

JIEKapCTBEHA peaKLys ¢
CO3MHOUIINA U CHCTEMHH
CUMNTOMH (CHHAPOM Ha
DRESS), octpa

FrCHCpAaiH3inpdHd




€K3aHTEMATO3HA NYCTYN03a

(AGEP)

peaxKuHy Ha

$OTOYYBCTBHUTEIIHOCT
Hapyuenus na 666peunre u MHoro penxu HaMaJlsBAHE HA EKCKPEUKHATA
MUMKOYHNTE METHIIA Ha ypes ¥ eneM’

O1OpeuHa HegOCTaTBYHOCT,
HEPPO3CH CUHIOPOM,
uHTEpCTHUMANEH HedpHuT'?,
nanuiaapHa Hekposa!l
MOHMKEH OLOpeyeH KIHUPBHC
Ha ypes

M3cnensaHus Peaku NOHKWXKEHH HUBA Ha
XeMoria0O1H

! - IMayuenTnT TPsOBA Na ObAE MOCHBETBAH [Ia C€ CBbPIKE C JIEKAP MPU MbPBA BH3MOXKHOCT B Clyyail Ha
Bb3HHKBAaHE H& CHMIITOMH HAa HHOEKLUA KK BAOWaBaHe no BpeMe Ha ynotpebara Ha [Tanaktus belibu. Tpabea
Ja ce MpOyYH Aa/H HMa HHAKHKALKH 33 GBHTHHHPEKLIHO3HO NTeyeHue HiH aHTubGHOTHYHA Tepanys.

? — BxIo4uBa aHeMHA, IEBKONEHUA, TPOMOOUMTONEH NS, NAHUHTONEHHUs, ArpadyIoluTo3a. [IbpBHTE NPH3HALM
ca: NOBHILEHA TEMNEPATYPa, BB3NAJECHO I'bPJIO, NOBbPXHOCTHH A3BH B YCTATa, FPUITONOIOOHH CHMITTOMHM, CHITHO
H3TOLLEeHHE, HEOOACHHMO KbPBEHE HTM NOCHHABAHE.

> - MMaumenTsT Tpabba 4a 6bae yBEAOMEH, Ye € HeoDXx0a¥Ma He3abaBHa MEAHLIMHCKA KOHCYNTALHA B TO3H
ciyval, KAKTO M PH nNpeycraHopaBane ynorpedara Ha [lanakTHp Belion.

4 — Moxe aa ce IpOABH KATO NOAYBaHE HA NTKIETO, €3HKA H IAPHHKCA C BLTPEIIHO CTECHABAHE Ha JUXATENHUTE
INBTHLLUA, 330y X, TAXHKAPAHSA, NANNKHTALKH, XHIIOTOHKA 10 KHBOTO3acTpallaBally 1IoOK.

Heobxoanma e HezabaBHa MEIHLMHCKA KOHCYATALMA B Ciy4ail Ha Bb3HUKBAHE HA HAKOH OT TE3H CHMIITOMH,
JOpH chiel nupBara ynotpeba Ha nNpoaykTa.

> — CUMNTOMHUTE H& aCENTHYEH MEHHHTHUT ChC CXBAILAHE Ha BpaTa, rnaBobosHe, rajeHe, MOBYLILAHE,
TEMNEPATYPA KNH HAPYLICHHR Ha CB3HAKHETO ca HabNniogaraHW MHOIO pAAKO MO BpeMe Ha ynotpebara Ha
nOynpogeH. YyBCTBUTENHUTE /M1 BEPOATHO €A MALUMEHTH C aBTOUMYHHH HAPYIEHHA {CHCTEMEH NYMYC
eputeMarosyc (SLE), cmeceno 3abonspaHe Ha CheAHHHTENHATA THKAH).

% — ce cvobiasa BLB Bpb3Ka ¢ neuensero ¢ HCIBC.

KJHHHYKHKTE NpoyyYsaHUA npeanonarart, ye ynorpebara Ha uGynpodeH, ocobeHo BB BHcoka a03a (2400 mg
IHEBHO), MOXE J1a Oblle CBbP3aHa ¢ NIEKO NOBHILEH PUCK OT apTEPHanHi TpoMOOTHUHH CBOHTHA (HanpumMep
MHOKApAEH HHQAPKT MJIH HHCYNT) (BXK. TOUKa 4.4).

7 — Haif-yecTo HaGnioaaBaHNTE HEXENAHU PEAKUUM 3aCAraT CTOMAlLHO-YpeBHHs TpakT. ToBa MOXe A3 BKNOUBA
1384 HA CTOMAaxa, nephopaiHsa HiKH CTOMALLHO-4YPEBHO KbpBEHE, MOHAKOTa (haTaiHo, 0COGEHO NPH MALHEHTH B
crapyecka Bn3pacT (Bx. Touka 4.4). Crobinapa ce 3a raneHe, noppbliaHe, JUApKA, Fa30Be, 3a0eK, JUCTENCHE,
kopemHa 6onka, JienkaBH H3NpaXHEHH, XeMaTeMe3a, YIUepo3eH CTOMaTHT, BJIOIIAaBale Ha KOJIMT ¥ 6ONecT Ha
Crohn (Bx. Touka 4.4) cnen npunoxenue Ha npoayxra, [o-pagko ce ceO0lLaBa racTpurT.

5 — 0cofeHO NpH NBATOCPOUHO NEHEHHE,

% - 0cO6EHO NPH NALMEHTH ¢ XHNEPTOHHS.

'°_ seposaTHO npuapyxeno ot 6L6pedia HeAOCTATLYHOCT.

1. 0coBeHo npH ABJATOCPOUHO JIEHEHHE.

C1o0lasane Ha NMOAO3IAPAHU HEXKeNaHU DeaKIUY
Cro01aBaneTo Ha NOA0O3WPAHH HEXENAaHH peakUHy CNej paspeiasaHe 3a yrnotpeba Ha NEeKapCTREHMA

MPOAYKT € BaxHO. ToBa No3BOABA fa NPOABJIKH HAOMIOAEHHETO Ha CbOTHOLIEHHUETO N )




NEKapCTBEHUA NPOAYKT. OT MEAULIMHCKUTE CTISLHANUCTH C€ U3NCKBA Ja CbODILABAT BCAKA
MOAO3upaHa HexkeJlaHa peaKLHA upe3s

H3nbpNHUTENHA areHLus 110 JeKapcTBarTa

vi. ,,Hamsan ['pyes™ Ne 8

1303 Codns

Ten.: +35 928903417

yebcaiT: www.bda.bg
4.9 Ilpenozupane

[Ipu pena norneuiaHeTo Ha noseye oT 400 mg/kg Moxke na npean3Buka CHMITOMU. 11pH Bb3pacTHH
00303aBHCHMUAT OTTOBOP € I10-HEACHO OrpaHruyeH. ETMMHHALMOHHHUAT NONY>KUBOT MPU Npeao3UpaHe
e 1,5-3 yaca.

CuMmnromMu

[1py nmoseyeTo MaLKEeHTH, KOUTO €A NMOrbJHANK KNMHMUHO 3Hauumy konunuectsa HCTIBC, He ce
POSABABAT [IO-CUJIHU PEaKUMH OT rajJieHe, HOBpbUlAHE, 00/IKa B eNMraCTpUYMa MK MO-pAAKO AHApHUA.
Bb3MOXKHO € 1a Ce MOABAT TUHUTYC, IMaBobOoNKe U CTOMALLHO-YPEBHO KbpBeHE. Ilpy no-cepHo3HH
OTpaBAHHA € HaO/0AaBaHA TOKCUYHOCT B LEHTpANHaTa HEpBHa CUCTEeMa, U3pa3sBalla Ce B
CBETOBRPTEXK, OOMKHOBEHO Bb30YAa U NE€30PHEHTALIMA UK KOMA. OOHKHOBEHO MAallMEHTHUTE
nony4asar I'epy. [TpH CepHO3HU OTPaBAHKS MOXeE a HACTLMHU MeTabONHTHA aLMA03a U 1A Ce YIBIXKH
nporpoMObUHOBOTO BpeMme/INR, BeposTHO nopany B3anMoaeHCTBHE C KPBBOCHCUPBAILNTE GAKTOPY B
KpbBoOoOpallieHHeTo. MOoXe Aa HACTBRAT 0cTpa 0LOpeyHa HeAOCTATHUHOCT Y YBPEKIAaHE HA YEPHUA
ap0o0. B13MOXHO € 000CTpAHE HA acTMaTa NMPH aCTMaTHLM.

[Ipoabmxurensara ynorpeda Ha NO-BUCOKH OT [PENOPBUNTENHUTE A03H WK NpEea03upaHe Morar Jia
NMPUYHHAT OBOpeyHa TyOy/IHA auUMI03a U XUITOKAJTHEMHA.

JleyeHye

OgnanssadeTo Tpsa6Ba Aa 6b4e CHMNTOMATHYHO U MOAABPKALLO ¥ BKJIHOYBA OCHIYpsBaHe Ha
cBODOIHN OUXATENHU MHTUILIA U MOHUTOPUPAHE HA CBPASHHHUTE H XXH3IHESHHUTE TOKA3aTENH 0
cTabunu3vpaHeTo UM. AKO MbPUYOBETE Ca NO-YECTH WIN NPOILIAKMUTENIHY, TE TpAOBa Aa ce TpeTUpar
HHTPaBEHO3HO C Axa3enam unu nopasenam. Ilpu actma Tpabsa ga ce naBaT OpOHXOAMNATATOPH.

5. ®APMAKOJOI'HYHH CBOHCTBA

5.1 ®apmMakoaHHAMHYHH CBONCTBA

®apMaKoTEpaneBTHYHA Ipyna: MNPOTHBROBBIMAIUTENIHH K NPOTHROPEBMATHYHH IPOAYKTH,
HECTEPONAH; IIPOU3BOAHU Ha NPONUOHOBATA KUCENHHA,
ATC kon: MO1AEO]

No6ynpoger ¢ Hectepouano npotuBoBb3nanuTento cpeactso (HCIIBC), yusTo epukacHocT aa
HHXUOUpa npocTarnaHqIUHOBHUS CUHTE3 CE ONpenens ¢ OOMKHOBEHO M3IMON3BAHHUTE €KCNIEPUMEHTATHH
MOJIENK Ha Bb3HaJIUTEAHY CbCTOAHUA GPH RUBOTHU. [IpH xopa nbynpodeH Hamansasa 6onkara,
MPHUYHHEHA OT Bb3naleHue, eieM 1 TeMnepatypa. OcseH ToBa ubynpoden odpaTHMo HHXHOUpa
TpOMOOLHUTHATA arperauus.

KnuHuynara epukacHocT Ha ubynpodeH e yTBbpASHa TpH IEYCHUE HA JIeKa 10 YMepeHa fonka KaTo
3600000, rnasobonue H CHMNITOMAaTHUYHO JIEYEHHE HAa TeMneparTypa.
Hauanoro na aeiicreuero Ha [laHakTus belidn 3anousa 30 MUHYTH CRE NPUITOKEHHETO.

ExcrnepiMeHTa/IHUTE JaHHU JABAT OCHOBAHME [1a C€ CMATA, e HOynpodeH MOxe KOHKYPEHTHO Ja
HHXUOHUpa edekTa OT HUCKA 1034 ALETHICATTHLIMIOBA KHCEeNIHHA BbPXY TPOMOOLIHTHATa arpedanfs

Korato Te ce ynorpe0daBaT ¢iHoBpeMeHHO. Hakou papMakoAHHAMHUYHH NPOYYBAHHA T1g "-;_: :

Ny

korarto ce npHemat 400 mg enHokpaTHa A03a ubynpodeH 8 yaca npeau Wian Ao 30 M




NpHEM Ha 1032 AlIETHICATHINIOBA KMCENWHA C HenocpeacTeeHo ocsoboxaasane (81 mg), ce
HaMansABa edeKTa Ha aLeTWICAULIKIOBATA KHCENHHA BbPXY (PopMUPaHETO HA TPOMOOKCAH WITH
TpoMBoLMTHATA arperauns. Bbhapeku ye HMa HEACHOTH NPH €KCTPanoaUpaHeTo Ha T€3W JaHHH KbM
KJTAHWUYHATA CHTYaLHA, HE MOXE a Ce U3K/IIOUH BEPOATHOCTTA PellOBHATA, AbArOCpOYHa ynorpeda Ha
u6ynpodeH Ja Hamank KapAMONPOTEKTUBHUA edeKT Ha HUCKa 1032 aUeTuncannuunosa kucenuxa. He
ce OYaKBa CXOeH KIHWHHYEH edekT npy obuyaiitaTa ynotpeba Ha nbynpodeH (Bx. Touka 4.5).

5.2 @apMaKoKUHeTHYHH CBOHCTBA

PesynTaTHTe OT MPOYy4YBaHUATA 32 OWOHANUYHOCT NPH Bh3PAaCTHH NMOKA3BaT, Y€ HATHYHETO Ha
nbynpodeH € CXOIHO, HE3aBUCHMO OT JsiekapcTBeHaTa fopma. PapMaKOKUHETHUHHTE NapaMeTpy Ha
uOynpodeH npy Aela ca CpaBHHMU C TE3W NMPK Bu3pacTHY. [iperneasT Ha cneunanu3vpaHara
nuTEepaTypa NOTBBPXKAaBa, 4e abcopOuunsara, MeTaboNH3MBT U ENMMUHHPAHETO Ha HOynpodeH MpH
AeLla NpoTHYAT 110 HAYKH, CXOAEH C TO3H NMPH BB3PACTHH.

Abcopbuns

Cnea pexTanHo npuaokeHue ubynpodeH ce abcopbupa 0Lp30 H MOYTH HAITBIHO,

CpelHWTE NYKOBYA HUBA Ha IIa3MeHa KOHUEHTpauus ce 3abenssear 0,75 vaca cnen ynorpebara Ha
60 mg cyno3uTopus.

PaznpeneneHue
Han 98% ot nbynpoden ce cpbp3Ba ¢ ri1a3MEHUTE NPOTEUHH N0 HAYHH, 3aBUCHM OT KOHLICHTPALUATA,

BuoTtpaHchopMalusg ¥ eNHMHHUPAHE
H6ynpoden ce meTabonuaupa B yepHua npod; 30% ot no3ara ce TpaHcGopmKpa B 1BA HEAKTHBHY
MeTabonuta: 2-Xxuopukcu-ubynpodes v kapbokcu-ndynpodeH.

U6ynpodeH ce ekckpeTrpa 6-p30 B ypHHaATa, OCHOBHO KaTo META0OMHTH ¥ TEXHHTE KOHIOTATH.
EnvMUHALIMOHHHUAT NOIY>KUBOT € npubausutenHo 2 yaca. Exckpeuunara Ha uGynpodeH no ChLUECTBO
e 3aBbplleHa B paMKUTE Ha 24 yaca.

5.3 Ilpeaxk/iMHHYHK XaHHH 32 0e30NACHOCT

IMpu NpOYy4BaHMS C JKUBOTHH CYOXPOHUUYHATA U XPOHHYHATA TOKXCHYHOCT Ha UOynpoder e
HabnroAaBaHa IN1aBHO o HopMaTa Ha yluepaliy U H3MEHEHHWS Ha CTOMALIHO-4YPEBHUA TPakKT. [
Vitro M in vivo TIpOY4BaHHA HE MOXA3BaT KIMHMYHO 3HAYMMM JIaHHH 32 MyTareHH!A €QexT Ha
ubynpoden. [Tpoyysarus NpPH IIBX0BE W MHILUKH He NOKA3BaT kapuMHOreHeH edekt Ha ubynpodeH.
H6ynpoden npHynHABA IOTHCKAHE HA OBYNTAUMATA NPY 3aHLIM 1 HAPY LUEHWA HAa WMIUIAHTALMATA NPH
pa3sIMYHK )XHBOTHHCKH BHEOBRE (3afiliy, MNIBXOBE, MHILIKK). EKCIEpHMEHTAITHN NPOYYBaHHA MTPH
NIBXOBE U 3afiLiy NoKa3eaT, ye ubynpodeH npeMuUHasa npes nnaueHTaTa. [ [pyunaraHeTo Ha TOKCH4HA
103a Ha OpeMEHHH EHCKY KHMBOTHH BOIM 10 MOBULLIABAHE HA CTENEHTA HA BPOAECHHUTE MandopMatiy
(WHTEPBEHTPHKYJIAPHH CENTANHU ManpOopMaLINH) B MOKOJEHHETO Y TIbXOBE.

6. PAPMAIEBTHYHH JAHHH
6.1 CnHcbK Ha NOMOIUHHTE BellleCTBA
TeepaN Ma3HHHHA

6.2 HecbBMECTHMOCTH

Henpunoxumo.




6.3 Cpox Ha roogHoct
2 TOAMHH
6.4 CrnenHajHH yCJOBHA HA ChHXPAHEHHE

Jla He ce chxpaHsiBa Haz 25°C. la ce CbxpaHsBa B OpHIrUHa/HaTa OflakoBKa, 33 14 CE NpeAnasn o1
CBETJIUHA.

6.5 Bua u chABPKAHHE HA ONIAKOBKATA

PVC/PE 6nrctepu B KapTOHEHA KYTHA

5 unu 10 cyno3utopUu.

6.6 CneunajHu npeana3’HH MePKH NPH H3XBBLPAAHE H paboTa

Hen3rion3saHMAT IEKapCTBEH NPOAYKT WIH OTNAABYHUTE MATEPHANIH OT HETO TpAGBa Aa c€ U3XBBPIAT
B CbOTBETCTBHE ¢ MECTHUTE H3HCKBAHMKS.

7. NPUTEXATEJ HA PASPEMIEHUETO 3A YIIOTPEBA

Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski

[Tonmua

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA

Per. Ne 20200035

9. JATA HA IIBbPBO PA3PEIIABAHE/NNIOJHOBABAHE HA PAZPELMIEHHETO 3A

YIIOTPEDBA

Tlata Ha mbxpBo paspeiuasaxe: 05.03.2020
IlaTa Ha NOCA€AHO MOOHOBABAHE:!

10, JATA HA AKTYAJIU3UPAHE HA TEKCTA




