KPATKA XAPAKTEPUCTHUKA HA MPOAYKTA

", —
. MME HA JEKAPCTBEHWS MMPOAYKT LI2 500l

[TanaxTus beiidun 60 mg Cyno3uTOpHH - & 7 / 74
Panactiv Baby 60 mg suppositories

7 6 -06- 2075

2 KAYECTBEH U KOJIUYECTBEH CBbCTAB
Besika Cyno3uTopHs chabpxka 60 mg uoynpode (ibuprofen).

3a mbJIHUA CITUCBK HA IMOMOILLH UTE BEllleCTBA BUIKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Cyno3uTopus.

Bes WK TOYTH €11 Cyno3uTopKH BB (hopMaTa Ha TOPME/LO € riajiKka K HernoBpe/ieHa MOBbPXHOCT.

4, KJAHUYHH JAHHHU
4.1 TepaneBTHYHH MOKA3aHHS
3a KPaTKOTpAHO CUMITOMATHYHO JICYCHHE Ha Jicka 10 ymepeHna Goska 1 BUCOKa TeMIeparypa.

[ManakTuB Beion 60 mg Cyrno3UTOPHH Ce NMPEnopbHBaT 3a ynorpeba, Korato He € Bb3MOKHO
MepoPaTHO MPHUITOKEHHUE.

Manaktus Beii6yu 60 mg CyNo3UTOPUH € MOKa3aH 32 Jela Ha Bb3pact ot 3 meceua (ot 6 kg TenecHo
terno) ao 2 ronvnu (12 kg TenecHo TErNno).

4.2 Jlo3HpOBKA H HAYHH HA MPHJI0KEHHE

Jlo3upoBKa

Tpsabsa na ce U3M0a3Ba Hail-HHcKaTa e)eKTUBHA /1032 32 Bb3MOKHO Hal-KpaTKOTO BPEME,
HeoOX0MMMO 3a o0neKyaBaHe HA CUMIITOMUTE (BK. TOuKa 4.4).

[ManakTiB Beiibyu € MpOTHBONOKAa3aH MpH Aela Ha Bb3pacT MOA 3 mecewna uinu noa 6 Kg TeaecHo Terno
(Bx. TOuka 4.3).

EauHuuHaTa J03a He TpsAOBa na HaJBHLIABA 10 mg/kg TenecHo Terno.
MakcumarHaTa aHeBHa ao3a noynpoden e 20-30 mg/kg TenecHo Ternio, pasjeicHa Ha 3no4
eNMHUYHHU [1031.




O6uuaiina 103WPOBKA:

Bh3pacT (TeNecHo EfMHWYHA 1033 JIHeBHa 1033

TErno)

oT 3 mo 9 Meceua 1 cynosutopns ot 60 mg 3 TBTH AHEBHO, HA BCEKH
(ot 6 0o 8 KHIorpama) 6-8 uaca. He

nanon3palite noseue oT 3
CYTIO3UTOPHH AHEBHO.

9 Mecella 10 2 roauru | 1 ¢ymnosuropus or 60 mg 4 THTH IHEBHO, Ha BCEKH
(ot 8 no 12 kg) 6 yaca. He uznon3spaiire
noBeue ot 4

C}’HO:&HI‘O[JHH JHCBHO.

B ciryuail 9€ NeKapcTBEHHAT IMPOAYKT Ce MpHiara Ha Jela Ha Bb3pact 3-5 Mecena, Tpabpa Aa ce
MOTBHPCH JIEKapCKa [OMOIL, KO CUMNTOMHTE CE BIIOIIABAT HIIH HE CC noaoOpABaT B pAaMKUTE Ha
24 uaca.,

B cnyuaii ue JIEKAPCTBEHUST NPOLYKT Ce MpHJIara Ha aela Ha Bh3pacT Hall 6 meceua, TpadBa na ce
NOTHPCH KOHCYJITALMA C JIEKap, Ko € HeoOX0nMMO JICKAapCTBEHUAT MPOAYKT 1ia ce Mpuiara B
NPOAB/DKEHHE HA NOBEHE OT 3 IHK WIIH CHMITTOMUTE €€ BJIOMIAT.

MeZHIMHCKHAT MPOLYKT € MpeaHa3sHaueH 3a KpaTkoTpaiHa ynorpeba.

BrOpeuHO yBpEKAaHe

Ho3uTte ubynpoder Tpabsa Aa Ce NPHIAraT C MOBUIIEHO BHUMAHUE NpH nan@eHTH ¢ O6B0pedHo
yspexnade. Jlosara Tpabsa aa ce NoAAbpkKa BE3MOKHO Hali-HuCKa (3a TalUMeHTH ¢ Texka ObpOpetHa
HEeJOCTAaTBYHOCT BXK. TOuka 4.3).

YepronpoOHO yBpexaaHe

Tlo3ure ubynpodeH Tpsabba na ce npwuwiarar ¢ NOBULICHO BHHMAHHE NPH NALUMEHTH C YEPHOAPOOHO
yBpexaane. Jlosara TpAGBa Aa ce NOANBPKA BE3IMOKHO Hali-H¥CKa (32 MalWeHTH ¢ TeXKa
yepHOApoOHA HEMOCTATHYHOCT BXK. TOUKA 4.3).

HauyKH Ha NMPUIOXKEHNE

PexTanmHO MpUAOKEHUE.
4.3 TIIpoTHBONOKA3aHHHA

CBpBXUYYBCTBHTENHOCT KBM ubynpodeH Wik ApYrH HECTEPOUAHM MPOTHBOBLINAIUTCIHHU CpencTBa
(HCTIBC), Wiy KBM HAKOE OT MOMOIIHKHTE BEIICCTBA, H30poeHH B TOUKa 6.1.

MauueHTH, MOKa3any NP TOBA PeakKLHH Ha CBPbXTyBCTBUTCIHOCT (Hamp. acCTMa, pUHHT, QHTHOCAEM
WX YPTHKApHA) B OTTOBOP HA AlETHICATHUMIOBA KHCCIHHA (acIMpHH) WIH APYTH HECTCPOUIHH
MPOTHBOBB3MAIUTENHH IEKAPCTBEHN CPEACTBA.

AHaMHe3a 3a KbpBEHE OT TopHara YacT Ha CTOMAIHO-YPCBHHA TPAKT HIIH nepdopatys, IHDKAIA Ce
na npeaxonuxo nedente ¢ HCTIBC.

AKTHBHA WIH NpEALLECTBAIA peLMAHBHPAILA ICITHYHA s3Ba/XeMoparus (fBa Wix NoBeY¢e MOBTAPALIH
ce eMnU30/1a HA IOKA3aHa YJILEPALis HIH KbPBEHE).

I{epe6GpoBackynapHo WiH ApYro akTHBHO KbPBEHC.




Texka qepHoapobHa, 6bOpeuHa WIH TeXKa CbpAeTHA HEAOCTATEIHOCT (NYHA knac IV) (BX.
Touka 4.4).

HapymeHus B KpbBocscHpBaneTo (M6ynpodeH Moxe 1a MpeAH3BHKA yIBIDKaBaHE HA BPEMETO Ha
KBEPBEHE).

X eMaTONOeTHYHH HAPYLICHHA ¢ HEU3BECTEH NPOM3XO0, HATIP. TPOMOOLIMTONEHHS.

[TauUMEHTH ¢ TEXKA AeXHaparauns (IpUYMHEHA OT NOBPBILAHe, IHapH WM HEOCTaTRYCH ITPHEM Ha
TEYHOCTH ).

BpeMeHHOCT B TIOC/EAHNS TPUMECTLD (BX. TouKa 4.6).
He wanonseaitre npu 6e6eTa CbC CPEAHO TErIO OT 6 kg WK NO-Manko (BB3pAcT 0 3 Mecela).

4.4 CnenuajHH NpeayNpeKACHHs U NpeANa3HH MEPKH NpH ynorpeda

Heo6X0IHMMO € TIOBKILIEHO BHHMaHHE NpH yiioTpe6a Ha nOynmpogeH oT MALNEHTH C HAKOH
3ab0/IiBAHKA, KOUTO MOTAT Ja cE BIOLIAT:
- CHCTEMEH JyIyC epUTeMaro3yCc H CMeCeHa CheAWHNTETHOTbKAHHA 00JIeCT — NOBHILIEH PHCK
OT acenTHYCH MEHHHIUT (BXK. Touka 4.8)
- aHAMHE3Aa 32 XMMEPTOHUA WHIM CHpASYHA HeIOCTATEYHOCT, Th KaTO UMA choOLLIeHHA 32
3aabpKaHe Ha TEYHOCTH H eleM, CBBP3aHO C JICHEHNE C HCIIBC (Bx. Touku 4.3 1 4.8)
- 61OpeuHo yspexnaHe, Thi karo 6p0peuHaTa QyHKIUHA MOXKE NOMLIHHTENIHO Ja CE BIIOLIH
(Bk. Touku 4.3 1 4.8)
- HapyllleHHe Ha YepHoapoGHaTa dyHKius (BX. TOUKH 4.3 U 4.8)
- BeJHara ciieq rojiaMa XHpypruiHa HHTepBeHLMA
- aHOpeKTATHH 3ab0nsABaHHA.

Mosxe 12 HaCTEMM GPOHXOCTa3BM NPH MALMEHTH C AKTHBHA M OT3BYy4aIa OpOHXHAIHA ACTMA, WIH
aneprus.

HexenaHuTe peakiliy Morar Ja ce MUHHMH3HPAT, KaTo C€ H3NOoNn3Bat Hal-HUCKHTE ePEKTHBHHK A03H
33 Halt-KpaTKMA MEPUOX OT Bpeme, HCOOXOAUM 3a OBNIAIABAHE HA CHMITTOMHTS (Bx. Touka 4.2 M
CTOMALLHO-YPESBHM K ChPAEYHOCHAOBH PHCKOBE 110-A0NTY).

Vnorpebara Ha OynpopecH eAHOBPEMEHHO C APYTH HCIIBC, BK1IO4KTENHO CENIEKTHBHH HHXHOUTOPH
Ha LMKIOOKCHTeHa3a-2, TpAbsa Aa ce u3baTBa (BXK. TouKa 4.5).

[NalMeHTHTE B CTAPUECKa BB3PACT HMAT MOBHIIEHA YSCTOTa HA HEXKENAHH pEAaKINK KbM HCIIBC,
0c06eHO KbPBEHE OT CTOMALLIHO-UPEBHMA TPAKT M NepdopaLns, KOATO MOXKE fia Obae daranHa.

CToMalIHO-YpPEBHH

KbpBEHE OT CTOMAIIHO-YPEBHNA TPAKT WM nepdoparius, KOATO MOXke Ja e daranHa, ca cpoO1IaBaHH
3a Benuky HCTIBC, o BCAKO BpeMe Ha JICUSHNETOo, C WK 0e3 NpefynpeIHTEeHH CHMITOMH, HITH
aHAMHE3a 3a CEPHO3HH CTOMAIIHO-YPEBHH DCAKIHM.

PHCKBT OT CTOMAIIHO-YPEBHO KBPBEHE, YiLEepatHa Win nepdopauys € No-BUCOK C yBEIHIABAHe
no3ute Ha HCITBC npyu NalMEHTH ¢ aHAMHE3a 3a 7383, 0COOCHO aK0o HMa YCIOKHEHHA ¢ XEMOparia
win nepdoparms (Bx. To4Ka 4.3) ¥ MPH NAUKEHTH B CTap1ieCcKa BH3PacT. Te3u maupeHTH TpAOBa Oa
3aMOYHAT JICUEHHETO C BH3MOXHO Hal-HHCKaTa 1o3a. [Ipu Tax TpaGBa ma ce o6chan KOMOHHUPAHO
JledeHNe ChC 3ALMTHM CpeacTBa (Hamp. MHECOMPOCTON HIH HHXMOUTOPH Ha NPOTOHHATA oMIa),
CBIIOTO TpAGBA Aa ce NPeABHIN H 33 NAalMeHTH, H3UCKBAIH €AHOBPEMEHHO HHCKH 103H
alleTHICANMIHIOBA KUCEIHHA WIH OPYrH JiekapCcTBa, yBeJNYaBalld CTOMAITHO-IPEBHIA PHCK (BX. Mo-
oIy ¥ Touka 4.5).




TTalgdeNTH ¢ aHaMHe3a 38 CTOMALIIHO-IpeBHA TOKCHYHOCT, ocoOeHO TAKHBa B CTap4ecka Bb3pacT,
TpaGBa Aa chOOLIABAT 32 BCHYKH HeoGnualiHy aGAOMHHANHY caMnToMH (0coDeHO CTOMAIIHO-YPEBHO
KbpBEHe) M 0COGEHO B HAYa/IHUTE CTAaMA Ha IEHCHHETO.

Tpabpa Aa ce npeayNpexKAasaT 32 BHIMAHHE MALUCHTHTS, pUeMaLId YCTIOPEAHO JIEXKapCTBa, KOUTO
MO’Ke 1a TIOBHMILAT PUCKA OT YJIIEpalysl Wil KbPBEHE, KaTO NEPOPATHH KOPTHKOCTEPOHIH,
AHTMKOAIyNaHTH, HANPHMEP BapdapuH, CCICKTHBHH UHXUOUTOpH Ha 0OpaTHUA 3aXBAT HA CEPOTOHMHA
¥ aHTUTPOMOOLIMTHY CPEACTBA KATO alleTWICATHIMIOBATA KHCeNHHa) (BX. TOUKa 4.3).

AKO BB3HHKHE CTOMAILHO-YPEBHO KBPBEHE NIPH NalMEHTH, TpHCMAIlIH uGynpodeH, IedeHHeTo TpAOBA
71a Ce MPEKpPaTH.

HCIIBC tpafBa Aa ce npuiarar ¢ NOBULICHO BHUMAHHE DY NaLMeHTH ¢ aHaMHe3a 3a CTOMAIIHO-
ypeBHH 3a009BaHKA (YJILIEPO3CH KOJIUT, gonecT Ha Crohn), Thii KaTO CHCTOAHUETO HM MOXKC 11a CC
oGocTpH (BX. Touka 4.8).

Texxu KOXHH HEXENaH SCAR

TexkH xokHK HexeaHy peakimi (SCAR), BKTIOUHTENHO excoIMaTHBEH AepMAaTHT, CpPUTEMA
MyJTTH(OpME, CHHAPOM Ha Stevens-J ohnson (SJS), ToxcHYHA eMUIepMaTHa HEKPOJIH3a (TEN),
NeKapCTBEHA PeakLua ¢ e03HHOGHINA H CHCTEMHI CHMITTOMH (DRESS cuHapoM) M ocTpa
reHepanH3upaHa eK3aHTEeMHa ITyCTyN03a (AGEP), xoTO MOXe€ Ja €2 XHBOTO3aCTpAIABAILN WK C
neTaneH W3XOA, ca ChoOIIeHH BbB BpB3Ka C ynorpebdara Ha ubynpoden (Bx. Touka 4.8). [lopeuero oT
Te3y peakllii Bb3HHKBAT B PAMKHTE HA MbPBUA MECELL. IIpy nosiBa Ha NPU3HALHN U CHMITTOMH,
npenoiaraliy MoSBaTa Ha Te3H PeaKiiy, ubynpoden Tpadea na 6nae He3a0aBHO CTIPSH H Ja ce
0OMMCITH ATTEPHATHBHO JIeUCHHUE (CrIopen He0OX0AUMOCTTA).

MackHpaHe Ha CHMNTOMMUTE HA MOJNENAIINTE HHpEXIHH

ManaxTie Belibn MoXe Aa MACKMPA CHMITTOMHTE Ha UHQEKIMA, KOETO MOXE 112 IOBEAS 110 3a0aBAHe
Ha 3aMOYBaHe HA MOAXOAALLO JIEUEHHE M 10 TO3H HaYMH /13 BJIOINH U3XO04a OT nHpekipara. Tosa ce
Habnioaasa npy GaxTepuanHa MHEBMOHMA, npuao6uTa B 0611€CTBOTO, KAKTO H IIPU DakTepHATHUTE
ycloxHeHus Ha Bapuuena. Koraro J1aHakTHs Beiitu ce nmpunara 3a Jc4eHHe Ha MOBUILICHA
TeMreparypa Wid 3a obnexyasaHe Ha Gojkara BbB BpB3Ka C HHAEKILMS, Ce TIPENopbYBa HAOMOACHHE
na nHbexmaTa. [1py H3BBHOONHIYHH YCIOBUA NANHCHTET Tpa6Ba Ia ce KOHCYITHpa C JIEKap, ako
CHMITTOMMTE MEPCUCTHPAT WIH CE BJIONIABAT.

ChpIeyHO-CbAOBY H O6poBacKyNapHH ePEKTH

VamcKkBa o MOOXOAAILO NPOCIEABAHEe i ChBET NPH NALHEHTH C aHAMHE3a 32 XUICPTOHIA H/WIN JIeKa
[0 yMepeHa 3acTolHa ChpAeiHa HEAOCTATBYHOCT, THH KaTO ca ChOOIIEeHH CIyvan Ha 3abpKaHe Ha
TeuHOCTH H efeM, acouunpanu ¢ nevenne ¢ HCTIBC.

OT KIHHHAYHH MPOYYBaHUA Ce Npearnoara, e ynorpe6ara Ha U6y podeH, 0co0eHO BBB BUCOKH JA03H
(2400 mg/nHEBHO), MOXE [1a € CBBP3aHa C JICKO MOBHIICH PHCK OT apTepHaTHH TPOMOOTHIHH CHOHTHA
(HampuMep MuoKapIeH HBPapKT WK uucynt). Kato usno, emaaeMHoNOTHIHKTE NPOyIBAHAA HE
NpeANnoJaraT, 4 HACKa A03a ubynpodes (T.e. <1200 mg nHeBHO) MOXe [ C aCOLHUpa © [MOBHLICH
PHCK OT apTepHATHH TPOMOOTHIHH CHOUTHA,

[aUMeHTH ¢ HEKOHTPONIHPAHa XHINEPTOHHA, 3aCTONHA ChPACTHA HEAOCTATHHHOCT (NYHA II-III),
yCTaHOBEHa HCXeMH4Ha OoJIeCT Ha ChpLETO, nepudepHO apTepHanHO 3abonipaHe W/ Y
uepebpoBacKyiapHo 3abomnisane Tpa6sa Aa 64T JIEKYBAHH C ubynpodeH caMo ciie/l BHUMATENHO
oBenkaaHe H TpAdBa fa ce W30ArBaT BHCOKH O3H (2400 mg/aHEBHO).

ChIo Taka TPA6Ba i Ce M3BHPIIBa BHUMATE/HA MPELICHKA NPEH 3aN0HBAHE HA TBJTOCPOYHO
leyeHHe Ha MAUMEHTH ¢ PHCKOBH QaKTOpH 3a CHPACHHO-ChI0BH cpOuTHA (Hamp. XUNEPTOHWS,
XHMNEePIUIHAEMUs, 3aXapeH auaber, TIOTIOHOIYIIEHE), 0CO6EHO aK0 Ce H3UCKBAT BUCOKH 1031
ubynpoden (2400 mg/nHEBHO).




Cry4as Ha CHHIPOM Ha Kounis ca J0KI1aIBaHH NTPH MALUCHTH, JICKYBaHH C [TanaxTuB Behbu.
CunppomsT Ha Kounis ce AedhuHMpa KaTo CHPACUHOCHAOBH CUMIITOMH B PE3YJITAT Ha aNeprudHa
peaKlys WK PEeaKiys Ha CBPBXTy BCTBATCIHOCT, CBLP3aHA C KOHCTPHKLIMA Ha KOPOHAPHHUTS apTepUH
1 MOTEHLMATHO BOACIa 10 HHPAPKT Ha MHOKap/a.

JIpyry 3abenexKH:
TeKH, OCTPH PEaKLHH Ha CBPBEXIYBCTBUTCHOCT (Harp. aHaQUNAKTHIEH oK) ¢a HabK1aBaHH

MHOTO psako. Cries IoABaTa Ha ITbPBH CHMITTOMH Ha pEaKLIMA Ha CBPBHXYYBCTBUTENHOCT, ocIefBalla
npunaradeTo Ha I1aHakTHB Beit6u, neycHHeTO TPAOBA a C€ MPEKPaTH. MeIMIMHCKY JHla TpadBa Ja
npunokaT HeoGXOAUMHTE MEPKH B CEOTBETCTBHE ChC CHMITTOMHTE.

H6ynpodeH Moxe BpCMEHHO J1a HHXHGUpPa aKTHBHOCTTA HA TPOMOOLIUTHTE (TpombouMTHATA
arperalys) U € yCTAHOBEHO, 4€ yABJDKABA BpPEMETO Ha KbpBEHE NPH 3ApaBH JIMLA. [Topaau ToBa
CBCTOSHUETO HA NALMEHTHTE C HapyIeHHs Ha KPbBOCHCHUPBAHETO TpaGBa na 6bAe CTPHUKTHO
POC/IEAABAHO.

Pe3ynTaTuTe OT EKCMIEPHMEHTAITHH NpOYBaHUA IOKa3BaT, Y€ Ce HaMasiBa TPOMOOMTHATA
arperaupa, HHXuOuTopeH edeKT Ha AUETWICATHIMIOBATA KHCEIHHA TTPH KOMOMHHPaHO JIEYEHHE C
npunarane Ha uGynpodeH. Topa B3aUMOAEHCTBYE MOXKE 1a OTPaHN4H XeNaHHA NPOTEKTHBEH e(exT
Ha aLeTUICATHLANOBATa KHCEIHHA BbPXY kpbBoobpauienuero. CneaoBaTeNnHo ubynpoden TpadBa na
ce M3MON3Ba ChC CreHHaNHO BHUMaHUE MPY NAUMEHTH, NpUeMalliH ALIETUICAITMIIAIOBA KUCEIIKHA 32
HaMaIaBaHe Ha TpoMOOLIMTHATA arperalus (. Touka 4.5).

[Ipy ABATOCPOUHO NMpHIAraHe Ha ManaxTus Beiibu ce npenopsysa peAOBEH KOHTPOI Ha NOKa3aTeHTe
Ha yepHoapoOHaTa QYyHKIHA, 6nOpeanara GyHKLMA ¥ KPBBHATA KApTHHA.

[1aBo6oIHME, KOSTO MOXKE Aa Ce MOY4H INPH ABIFoCpotHa ynorpeba Ha aHAJIFETHLH, HE Tpabea 4a ce
jleKyBa C BUCOKH JI03H OT TO3H NMPOAYKT.

[Mpoxb/KHTERHATA YNOTPeOa HA aHANTETHLH, 0coBGEeHO B KOMOMHALMA C HAKOH aKTUBHH BELICCTBA,
KOMTO HaManspaT GonxaTa, MOXKe /1a MpeAn3BKKa NOCTOAHHO 616peuHo yBpexAaHe C PUCK OT
6p6peuHa HeAOCTaTBYHOCT (AHANINeTHHA Hedponarus). To3u pUCK MOXE 1a c¢ NOBHLIH npH
du3MECcKH yCHWIHA, CBBP3aHH CBC 3ary0a Ha CONIM M IEXHAPATaLys, U CIEN0BATENHO TpadBa na ce
H30ATBA.

ChllecTByBa pHCK OT OB0peHHO yBpEHIAHE TIPH pexuparupasy aeua. Tpabsa fa ce NOAX0AU C
IOBUILIEHO BHUMAHKE ITPH 3anoyBaHe Ha NEHUCHUE C uGynpodeH Npiu NaUUESHTH CbC 3HAYUTETHA
AeXuapaTauHi.

C1po6IuaBa ce 32 H30JIHpaHH CTydyan Ha TOKCH'HA aMBIHONNS (HaMalleHa 3pUTENHA OCTPOTa) IpH
yrorpefara Ha uGynpoQeH, CeNoBATENHO © Heo6XoIUMO NalMenTHTe Aa ObaaT yBeAOMEHH 12
chOGILABAT Ha JleKaps 3a BCAKO 3pHTEHO HapyICHHE.

45 BiaumMoZeiicTBHE C APYTH JEKAPCTBEHH NPOAYKTH H apyr# ¢opMH HA Bp33HMOACHCTBHE

[MpH maumeHTy, mpueMalln ubynpodeH B komOuHaNKA C HSIKOM OT AOTYNMOCOYEHHUTE JICKApCTBEHH
NpOAYKTH, TPAOBA J1a Ce ¥Ma NPEABHA NpocneAsBaHe Ha KITNHUYMHHTE U OHONOrHUHUTE IapaMeETpH.

Vrnorpebata B KOMOHHALMA ChC CIEIHHTE NCKAPCTBCHH NPOLYKTH HE ce MPCTIophYBa

Ipyzu HCIIBJIC, imouumento cenekmuaHy UHXUBUMODU KA YUKAOOKCUZEHA3a-2.
Ia ce n3bArsa eNHOBPEMEHHATA yrnotpe6a Ha ABE WIH 10Be1E HCTIBC, Thi kaT0o TOBA MOXKE Ad
TIOBMILH PHCKA OT HEXENaH! JIEKapCTBEHH PEaKLHH.

Kopmuxocmepouou:
[ToBHIIEH PHCK OT CTOMAILHO-YPEBHA yNUepalMA WilH kspaene ¢ HCTIBC



Ayemuncanuyuioea KuUCeauna.
EfHOBPEMEHHOTO NpUiIarale Ha aleTWICalHIIoBa xucennHa 1 noynpodeH KaTo Lo HE CC
npenopb4ba, MOpaan NOTEHLHANHO IOBHIICH PHCK OT HEKeJIaHM JIEKApCTBEHH peakKLHH.

ExcnepdMeHTATHH JaHHH M0KA3BAT, "€ ubympodeH MoXKe KOHKYPEHTHO Ja MHXHOHpa epeKTa Ha
HMCKA 033 ALCTHWICATNIHOBA KHMCE/IHHA BbPXY TpOMOOLIMTHATA arperaiys, KoraTo Te c¢ ynorpebsasar
e[IHOBpeMEHHO. BBNpeKH ue HMa HETOUHOCTH IpH EKCTPAriOIMPaHETo Ha TE3W AaHHH KbM
KIMHHYHATA CHTYALHs, HE MOXE JIa C& M3KITI0TH BEPOATHOCTTA PEAIOBHATY, OBArOCpoYHa ynotpeba Ha
u6ynpoden Aa HaManH KapAHONPOTEKTHBHHA e(EKT Ha HMCKA 1033 ALETHICANHLII0BA KHCENHRA. He
ce OYAKBa CXOAeH KNHHHYeH edexT npu obudalinaTa ynorpe6a Ha u6ynpodeH (Bx. Touka 5.1).

M3ncKBaT ce IPeANasHy MEpKH NpH KOMOHHHpAHATA yrnioTpefa ChC CNeAHUTE NEKADCTBEHH NpOAYKTH

Tuypemuyu, ACE-unxubumopi, 6ema-6roxepu u anzuomensun 1l peyenmopHu aHmazoHucCmu.
HCIIBC morar aa peayumpar egexra Ha QHypeTHLMTE H APYyTH aHTHXUTIEPTOHUYHH JIEKAPCTBEHN
cpenctsa. IIpy HAKOHN NALMEHTH C HapyIIcHa 6u6pedna GyHKIMA (Hanp. ACXHAPATUPAHH MAUHCHTN
WJTH TAKMBA B CTApYecKa BE3PACT ¢ HapyuieHa 6p0pedHa dbyHKLIHA) KOMOMHHpaHATA ynorpeba Ha ACE
MHXHGHTOP, 6eTa-aAPSHOIMTHYHO CPEACTBO KK aHTHOTCH3UH I1 peuienTOpeH aHTArOHACT K
JleKapcTBa, MHXMOHpallM LHKJIOOKCHreHasara, MOXe 11a TIpeAN3BHKA I0-HATATHLIHO YBPEe)NaHE HA
6pOpeuHaTa GyHKLHSA, BRIIOYHTENHO BE3MOXHA 0CTPa 6Bp6peuHa HEAOCTATBYHOCT, KOATO
obukHoBeHO e obparuma. CneaoBaTeHO TakaBa koMOMHAIMA TpAOBA Ia C€ M3MNOJI3BA BHUMATENHO,
ocobeHO NpH MauMeHTH B CTapuecKa Bh3pact. TakuBa NaUReHTH TpAOBa Aa OBAAT MOAXOMAIO
xuapaTipans. Tpabsa aa ce 06cnH MpocneiAsate Ha 6p6peunara GyHKUKA B HAYANOTO Ha
KOMOMHMPAHOTO JIEYEHHE H EPHOAMYHO CIIEN TOBA.

Yconopeanara ynorpefa Ha [1aHakTHB Beiifu ¥ Kanuii-ChbXpaHaBallyl JHypPETHLH MOXKE Ia NOBCIC A0
XHUMepKaTHEMHAL.

Copdeyr 2AUKo3UOY, eHumouH, aumu.

KomGuuupanara ynorpeba Ha [laHaxTus Beiiu CbC CHPACYHM [IMKO3MAH, PEHUTOHH WITH nuTHH
MOJe 2 MPeAH3BHKaA TIOBHINABAHE HA [UIa3MEHNTE HHBA HA TE3M NEKapCTBEHH MPONYKTH.
O6GHKHOBEHO HAMA HYXX/1a OT KOHTPOJL Ha IIa3MEHATa KOHLICHTPALM Ha nuTHH, ChpACYHH FMHKO3UIH
¥ HEHUTOUH, NPH NONIONKEHUE Y€ NPOAYKTET CC ynorpe6siBa CBHIVIACHO NPENOPbKHUTE (He mo-AWIro OT
3 10 4 BHH).

Memompexcam:

VMa NOKa3aTe/ICTBa 32 Bb3MOXXHO NOBHIIABAHE HA ITa3MEHHTE KOHLEHTpallii HA METOTPEeKCarT.
HCIIBC yHXuOMpPAT eNHMUHHPAHETO HA METOTPEKCAT OT 6BOpeYHUTE KaHAT4YeTa, KOETO MOXE Ja
noseae 10 peAyLHpaHe Ha KIMPBHCA HA METOTpeKcart. B ciydad Ha fedeHHe C BUCOKH J03H
MeToTpekcaT TpabBa ga ce usdarea ynorpebara Ha nbynpodex (HCTIBC). Tpatsa na ce nMa npeasii
PHCKBT OT B3aUMOACHCTBHE MEXKITY HCIIBC 1 MeTOTPEKCar NpH JIeUeHNE ¢ HUCKH 031 OT
MocieaHNA, 0coBeHO NpH NALHeHTH ¢ yBpeaeHa 6p0peuHa dbynxuus. Tpabsa na Obae npocnenssaHa
6s6peynara GyHKUKA TP KOMOMHNPAHE Ha JIEHCHHE C metoTpexcar u apyru HCIIBC. Ilpenopstisa
ce TIOBHIIEHO BHUMaHUe, KOraTo METOTPEKCAT H HCIIBC ce npunarar B nNepHoj oT 24 yaca, nopann
BE3MOYHO TIOBUIIABAHE HA [U1a3MEHATa KOHICHTPALMs Ha METOTPEKCAT, KOETO MOXKC Ja foBeae oo
nopHIlleHa TOKCHYHOCT,

Taxpoaumyc:
B cyuait Ha KOMOUHHpPAHO MPIIOXKEHHE HA BATA JICKAPCTBCHH MPOAYKTA CHILECTBYBA NOBHLICH
PHUCK OT HEPOTOKCHYHOCT.

Lurxnocnopun.
[ToBKIEH PHCK OT HEGPPOTOKCHIHOCT.

Anmuxoazysrarmu.
HCTIBC morat aa nosHiuar edekra Ha aHTHKOary/IaHTHTE, KaTo sapdapvH



AnmumpoM6oyumnu cpeocmea u CeneKmueHu unxubumopu Ha obpamnus 3ax6am Ha CEPOMOHUNG.
[ToBHILIEH PUCK OT CTOMALIHO-YPEBHO KbPBEHE (Bxk. TOuKa 4.4).

Cynganunypes:

KtHHHYHY NpOyYBaHHA MTOKa3BaT pzaumoneticraua mexay HCTIBC u nporuBoaHabeTH! CPEACTRA
(MpOW3BOOHH Ha cyndanmnypes). Boupeku ¢axTa, 1e focera HE ca ONYCAHH B3aHMONEHACTBIA MEOKIY
ubynpodeH ¥ cynparwTypeHHr MpOH3BOAHH, peNopLYHTENHO € 1a C& KOHTPO/Hpa KphBHATA
KOHLEHTPallMA Ha roKO3aTa KaTo Npeinasia MApKa no BpeMe Ha KOMOWHMpaHa ynorpeda.

3uooayoun:

1iMa NOBHILIEH PHCK OT X€MATOIOrHA TOKCHYHOCT, KOTaTo HCTIBC ce npunarar 3a¢aHO CbC
aunoByAUH. FiMa I0Ka3aTelICTBa 33 XEMapTpo3a U XeMaToM npu XHIB-Noa0XUTETHH XeMOQWIKLIHM,
npHeMalli¥ eJHOBPEMEHHO JIEYeHMe CBC SHAOBYAHH 1 ubynpodeH.

Hpobereyud u cCyrPUHNUPAIOH!
JlexapCTBEHM MPOXYKTH, ChABLPXALIH npobexeuns WiH CyNGHHNHPa3oH, MOraT 1a yABKAT
eNMMUHHpaHeTo Ha HOyrpodeH.

Baxnogen:
Moske Ia HaCThITH TOKCHHeH edexT Ha GaknodeH Clell 3anoyBaHe Ha npuem Ha ubynpodeH.

Pumonasup:
PUTOHABMP MOXE [ [IOBHIIY IUI23MEHHTE KOHLICHTPAlMH na HCIIBC.

Amuroenuxo3uou.
HCIIBC Morart Aa peAylupaT eTHMHHHPAHETO HA aMHHOTTHKO3IHIH.

Xunononosu aemubuomuyuy:

NauHU NpH )KUBOTHU NOKA3BAT, 1€ HCTIBC Morar fa NoBHUIAT PHCKa OT I'bp40Be, CBBP3aHH €
XUHOJMOHOBHTE aHTHOMOTHIIM. [1alieHTH, NPHEMAIIIH HCIIBC ¥ XMHOJIOHH, MOTaT [a ¢a C NOBHIUCH
PHCK OT NONTy4aBaHe Ha IbPHOBE.

Bopuronazon uru QRAYKOHason:

Puck or okono 80 xo 100 % S (+) BusHKE Ha ubynpoden € OTKpHUT NpH MPOYHBAHE C BOPUKOHA30J U
$nyxoHason (MHXHOHTOpPH Ha CYP2C9 ensuma). Tpafea fa ce MpeABUIH pelyMpaHe Ha 103aTa
ubynpodeH B caydail Ha KOMOMHHMPAHO NPUIOKEHHE HA MOLICH CYP2C9 unxuburop, 0Co0EHO
KOraTo C€ Tpuiiara BUCoka 1032 #6ynpoder ¢ BOPHKOHA30N HWIH QITyKOHA3O0JL.

Kanmonpun:
ExcrieprMeHTaNHH TPOYBAHHA 10Ka3BAT, 9C u6ynpodeH WHxUOHpa edexTa Ha Karrronpua BEPXY
eTAIMHHHPAHETO HAa HATPHH.

XonecmupamuH.

Tfo BpeMe Ha KOMOWHUPAHATa ynotpe6a Ha HOynpodeH ¥ XoNecTUpAMHH €€ 3a6aBd 1 HaMaJ1aBa
abcopbupsTa Ha HOynpoden (25%). JlekapcTBEHUTE NIPOXYKTH TpsifiBa Aa ce npuiarat npe3 MHTepBall
OT HAKOJKO Yaca.

Mugenpucmon:
HCIIBC He Tps6Ba Aa ce ynorpedsApar B paAMKHTE Ha 8—12 nHY clied Ipuiarale Ha MuQEnpHCToH,

TBil KATO T€ MOTAT Ad HAMANAT AEHCTBHETO MY.

4.6 ®epTunnTeT, GpeMEHHOCT H KbPMCHE

BpeMEeHHOCT




URxAGUpaHeTo Ha NPOCTAraHANHOBHA CHHTE3 MOXE Aa OKaXKe HeONaronpuATHO BIUAHHE BEPXY
npoTHYaHeTo Ha OpeMEHHOCTTA /WA BBPXY Pa3BHTHETO Ha 3apPOAKLIA WM ILIO/2. JlaHHH OT
efIMIEMHOJOrMYHH NIPOYYBaHKsA NPEAIIoNaraT NOBUIICH PUCK 0T ab0opTH, BPOACHH CHPACHHH
MandopMaLMK H FaCTPOCXHIKUC CIICH yrnoTpefa Ha HHXMOUTOPH Ha CHHTE32 Ha npocTariaHxuH o
BpEMe Ha PaHHHA NIEPHOA OT 6peMeHHOCTTa. ADCOMOTHHAT PUCK OT ChPIACYHOCHIOBH Man(popMalnH
e MOBMILEH OT NO-MaAKO OT 1%, 20 NPHONUIHTENHO 1,5%.

[TpuemMa ce, Y€ PHCKBT Ce TIOBHILIABA C 103aTa H MPOXLKUTENHOCTTA HA JIEYEHHETO. [Tpy KuUBOTHH
IpHIATaHeTO HA HHXHOUTOPH Ha MPOCTAMNIAHNMHOBHA CHHTE3 MOKa3Ba MOBHINEHO BIHAHHE BBPXY
6pos Ha aBOPTHTE NPENH U CIE HMILTAHTHPaHE, XakTo M CMBPTHOCT Ha 3apOAMINNTE H ILIOAA. OcBpeH
TOBa ce ChOOIIABA 32 MOBHIIEHA YECTOTA Ha pasIniHH BPOICHH Masi(opMalIHK, BKIHOUHTENHO
ChPOEYHOCHAOBH Ma1pOPMALIKH NIPH KHBOTHH, NoTy4aBanyd HHXHOUTOPH Ha NPOCTarNaHAHHOBHA
CHHTE3 110 BpEME Ha OpraHoreHe3ara.

Ot 20-aTa ceaAMHLa OT OpeMEHHOCTTa HAaTaTkK ynorpebara Ha uOynpoden Moxe aa NpHiHHK
OJIMFOXMAPAMHUOH, OB/DKALL Ce Ha HApyLWCHHE Ha 6u6peunaTa QyHKIHA Ha deTyca. Topa MOXe 1a ce
OSBA CKOPO ¢Jie 3aMouBaHe Ha JICYEHHETO 1 OOHKHOBEHO € 0OpaTHMO NpH MPEKPaTABAHC MY. B
JombJHEHHE, HMa ChOOLICHNS 38 CTECHEHUE HA ductus arteriosus cjaen JieueHHE NPe3 BTOPUA
TPUMECTD, IOBEYETO OT KOHUTO OT3BYHaBaT CieA peKpaTABaHe Ha JICYEHHETO. 3aTOBA, MO BPEME Ha
WBPBHS ¥ BTOPUA TPHMECTBD OT 6peMeHHOCTTA HOYTpOdeH He TpabBa Aa Ce MpHara, OCBEH ako TOBA
e e abCoMmoTHO HeoOxXoaumMo. AKO ce Hanara ynotpefa Ha ubynpodeH NpH XKeHH, KOUTO ¢€ OTIHTBAT
1a 3a6peMEHeAT WK TIO BpeMe Ha TbPBHA H BTOPHA TpUMeECTHp OT OpeMEHHOCTTA, 103aTa TpadBa na
6BIe BB3IMOXKHO Hali-HHCKA, @ NIPOAB/DKHTENIHOCTTA Ha e4eHUeTo Haln-Maska.

Crien excrio3ulya Ha ueynpoden B NPOABIKEHHE Ha HAKONKO AHM OT 20-aTa recralldOHHa CEIMHLA
HaTaTHK, TPA6BA Ja e 0OMMCIM GHTEHATATHO NPOCNEABAHE 34 crecueHue Ha ductus arteriosus
ONTMroXHIpaMHMOH. YrioTpefara Ha n6ynpodeH TpaOBa na ce MpeyCTaHoBH, aKO €& YCTAaHOBH
OMrOXMAPAMHMOH WK CTecHeHue Ha ductus arteriosus.

[To BpeMe Ha TPETHA TPUMECTHP OT 6pEMEHHOCTTa BCHYKH HHXUOHTOPH Ha [pocTaraHIMHOBUA
CHHTE3 MOTAT Ja W3JI0XKar, Inojaa Ha.
- KapAHOMyJIMOHANHA TOKCHYIHOCT (pEeXAEBPEMEHHO CTECHEHHE/3aTBApsAHE Ha ductus arteriosus
u GenonpofiHa XHIepTOHHA);
- 6pbpeuna auchyHKuMA (BXK. 10-rope);

MalikaTa i HOBOPOAEHOTO, B Kpas Ha OpEeMEHHOCTTA, Ha!
- BBIMOXHO YAL/DKABaHE Ha MEpHOJa Ha KbPBCHE, aHTHArperipai edexT, KOWTO MOXKeE Aa Ce
[OABY AOPHM NMpH ynoTpedaTa Ha MHOTO HHCKH J103H;
. MOTHCKaHe Ha KOHTPaKLMUTE HA MAaTKaTa, KOETO BOJM 10 OTJIOKCHO HilH YIBIDKEHO paXKiaHe.

CrnenoBaTe/HO, HOynpodeH € POTHBOTIOKa3aH 10 BPEME HA TPCTHA TPUMECTEP Ha OpeMEHHOCTTA
(px. TOUKH 4.3).

KspmeHe
Camo He3HAUHTeNHY KonuuecTBa HOYnpogeH 1 HEroBH MeTaBOoNHTH Ce CEXPeTHpaT B MAKHIHHOTO

vusiko. Tl KATO 0CEra He € MO3HaT BpeeH eeKT BbPXy HOBOPOACHH, oOMKHOBEHO HE Ce Hajiara
pexpaTABaHe Ha KbPMEHETO 110 BPEMC Ha kpaTkoTpaiiHa ynorpeda Ha uOynpodeH B
MpenopbYHTETHUTE RO3H.

DepTHIHTET
UMa naHHY, 4€ NTeKapCcTrara, MHEXHOHpaIIy HUKIOOKCUTEHA3a-PEryIHMPAHHA CHHTE3 Ha

MIPOCTArTAHAMHAITE, MOraT Aa MPHYHHAT YBPEKIAHE Ha deprriHTETA IPH XKEHH, KATO TIOBIIHABAT
oBynaimsTa. EQexTsT € 00paThM NpH NpeKpaTABaHe Ha NEYEHUETO.




4.7 EdexTH BbPXy CIIOCOOHOCTTA 32 modupaHe ¥ paboTa ¢ MALIHHH

Cnen npuema Ha HCTIBC ca pb3MOXKHU HEXEMAHY JIEKapCTBCHH PEAKLIMH KaTO 3aMaliBaHe,
CBETORBPTEN, YMOPA HIIH 3PUTEC/IHA HapyILICHHA. AKO Ca 3acerHaTH, MAlMEHTHTE HE TpaOBa A
mogupat WiH Aa paboTAT ¢ MAITHHH.

4.8 HexenaHH JeKapcTBEeHH PEAKIHH

ClemHWUTE YeCTOTH HA BH3HHKBAHE Ca IPHETH KaTO OCHOBA 34 OLIEHKA Ha HEXETAaHHTE JIEKAPCTBEHN
peaxuuu:

Muoro uectH (>1/10)

Yectu (=1/100 g0 <1/10)

Heuecru (1/1,000 no <1/100)

Penxu (=1/10,000 mo < 1/1,000)

Muoro peaxu (<1/10,000)

C HeH3BECTHA 4ecTOTa (OT HAIMYHUTE NAHHK HE MOXe Ja Ce HaNpasH OlIEHKa).

CHUCHKBT Ha CIeMHUTE HEKETaHH JEKapCTBEHN peakliMy BKIIOYBA BCHYKU M3BECTHH HEMENAHH
AIEKapCTBEHH PEaKLuy, TOABKIM CE IO BpEME Ha neyenne ¢ ubympodeH, BKTIOYHTETHO TE3M NPH
[TALMEHTH C PEBMATONOTHUHH 3a00NABaHHA, OTy4aBanH JABArOCPOYHO NEYEHHE MPH BHCOKH O3H.
TIpeAcTaBeHHTE YECTOTH, NO-BUCOKH OT ,MHOTO peaKu™, ce OTHACAT A0 KpaTkOBPEMCHHA yriorpeba Ha
JHeBHH 103u: MakcuManio 1 200 mg u6ynpodeH 3a nepopanti HOpMU; MAKCHMATHO 1 800 mg 3a
cynosutopuu (= 30 ml nepopaiHa CyCreH3us, K0eTo € MAKCHMAJIHATa NHEBHA {032 32 BE3PacTHH 1
nela Ha Bb3pacT Haa 12 roauHH).

CucTeMHO-OpPraHeH KJac YecTOoTA Hexe1aHH peaKiHH

Vndeximn ¥ nHpecTally MHoro peakn BIOIIABAHE Ha ChCTOAHUA HA
BBL3NAJIEHHE, CBBP3aHH C
uHdexuus (Hanp. pa3BUTHE HA
HexpoTH3upaul GacuuuT), BbB
BpB3Ka ¢ yrnorpebara Ha
HECTEPOHIHH
NPOTHBOBB3NANHTEIHH
EKApCTBEHH CpelCTBa’

HapyuleHus Ha KppBoHOCHATa | MHOro peliky XEeMATOTIOETHYHH HAPYLEHUSA’

cucreMa H anMdara

HapyiieHHs HA HMyHHaTa Hedectd peakuMy Ha

CHCTEMA CBPBXYYBCTBUTEJIHOCT €
KOMKHH €DYIILIAM M NPyPHTYC®

MHoro peakn TEXKH, FreHepaATN3HPDAHM

peakuyH Ha
CBPBLXHYBCTBHTEIHOCT!

TcHXVYHH HApYLICHHA MBHoro peiKu NCUXOTHYHHN PEaAKLIHH,
HeTpeCHs

HapyiieHKs Ha HepBHATa HeuectH pa3CTpoHCTBA HA IEHTpanHaTa

cHCTEMA HepBHA CUCTEMA KaTo
rnasobonye, 3aMafBaHe,
Ge3chHHE, CBHINBOCT,
BB30YHa, pa3apasHHTEIHOCT U
yMODa.

MHOro peixH aCeNTHYCH MEHUHIHT

HapyuieHHA Ha O9HTe Hedvectd

HapyuieHns Ha yXOTO U Penky

nabUMpHHTa




Hapy1ieHHA Ha ChPLIETO

MHOro peaKkH

aIMMTALMH, CBPAEYHA
HEXOCTATHYHOCT, MHOKApAEH
HHbapKT, eaeM’

C HeM3BECTHA 4eCTOTa

CunapoM Ha Kounis

CpIoBH HAPYLICHHA

MHoro peaku

XHIEPTOHMA®
BaCKYJINT

PecrninpaToOpHH, I'PbAHH H
MeaMACTHHANHH HapyIICHHA

MHoro peaxu

acTMa, OpOHXOCNA3bM, 3alyX,
XPHNOBE

acTPOHHTECTUHATHA
HapylIeHHA

HeuecTH

KMCENHHH, KopeMHa 60ka,
raaeHe, rasoBe, JIOKaHO
pa3pa3HeHHE Ha aHyca

Pepxu

nuapus, pasayBaHe nopann
rasope, 3am€eK, TOBPBIKAHE

Muoro peaxH

[IenTH4HA 13Ba Ha CTOMAaxa
LyoneHyMa, nepdopauns niv
KbpBEHE OT CTOMIUAHO-
YpEBHHA TPAKT, JIETIKABH
W3NPaKHEHHsA, NOBPBILlaHe Ha
KpbB, MOHAKOra QparTaiHo,
ocoOeHO Koraro Bb3HWKHE TIpH
MauueHTH B CTapyecka
Bb3PACT; YALEepO3eH OpaleH
MYKO3HT, FACTPHT, YTLCPaLHA
Ha YCTHaTa JIWraBuLa,
oBoCTpAHE Ha KONWT U GonecT
na Crohn’

XenaTobuixapHH HapyLICHAA

MHoro penkx

HapylieHusa Ha 6rOpeTHaTa
dyHKImMs’®

yepHoApoOHa HEAOCTaTHYHOCT,
OCTBbP XEMATHT, XKhITCHHLIA

HapyuieHus Ha KoXata H
MOAKKHATE ThKaH

HeuectH

pa3TH4YHY KOXKHH 0OpHBH

MHoro peiku

MOraT Aa HACTBIAT TCKKH
bopMH Ha KOYKHU PEaKiHH
KAaTO epUTEMA MyITH(OPME.
O6pa3yBaHe Ha MEXypueTa,
BIJTFOMMTETHO CHHAPOM Ha
Stevens-Johnson ¥ TOKCHYHA
emuaepMania HeKpoIn3a.
HacTersalllid 1o W3KJIKUEHHE
Te)KKU HHMEKLIHMY HA KOXKaTa A
MEKHUTE ThKAHH KaTo
yCJIOXHEHHA NP Bapuiena.
TeXXH KOKHH HEKEJIaH!
peakuun (SCAR)
(BKMIOUUTENHO epUTEMa
myrTHdopMe, ekchonuaTHBEH
JIEPMATHT, CHHAPOM Ha
Stevens-Johnson ¥ TOKCHUKA
enuAepMaTHa HeKpOoIu3a)

C gey3BeCTHA HYECTOTa

JIeKapCTBEHA peakiys ¢
e03MHOGUNUA ¥ CHCTEMHH
CUMITTOMH (CHHAPOM Ha




eKx3aHTEeMaTOo3Ha [TyCcTyNno3a
(AGEP)

peakiyy Ha
$OTOUYBCTBUTEIHOCT

Hapyienus Ha 6H0peLuTe H MHoOro peaxu HaMaABaHE Ha EKCKpeLMATa
MAKOYHUTE TbTHILA Ha ypes u enem’

6nOpeyHa HEAOCTAaTbHHOCT,
Hed)po3eH CUHAPOM,
MHTEPCTHUHAICH nedput'?,
naniapHa Hekposa'!
noHwkeH 6p6pedeH KIHPBHC

Ha ypes

HicnenpaHuA Penxu MOHWKEeHHN HHUBa Ha
XeMOTJIOOUH

! _ [TasrentsT TpAOBa Aa OB MOCHBETBAH 13 CC CBBPKE ¢ NEKap NpH TbpBa BEIMONHOCT B cnyyait Ha
BL3HUKBAHE HA CHMOTOMH Ha HHEKINA WK BIOLIABAHE 10 BPEME Ha ynoTpedaTa Ha [Tanaxtus Beli6u. Tpsopa
Aa ce MpOoY 4 JNany UMa KHAHKALHKA 38 aHTHHHOEKLIHOZHO JICHEHHE HIH auTHOMOTHYHA TEpanui.

2 _ BraKOuBA aHeMHs, JICBKONCHHA, TPOMOOUHTONEHNS, TAHUINTONCHNAA, arpaHyA0LNTO3. [TBpBUTE TIPH3HALH
ca: MOBHLIEHA TEMNEPATypa, Bb3NAIEHO BP0, NOBHPXHOCTHY A3BH B yCTaT4, rpUNONOAOOHH CUMIITOMM, CHITHO
{3TOleHYe, HEOOACHUMO KEPBEHE HIlH NOCHHABAHE.

3 . [TauuenTsT TpaOBa na ObAe YBSNOMEH, ye e HeobX0AMMa He3abapHa MEAHITHHTKA KOHCYJITalMA B TO3H
cnyyal, KAKTO ¥ IPH npeyCTAHOBABAHE ynotpebara Ha [Mauakts beidu.

4 _ Moxe i@ ce TIPOSBH KaTo MOAYBAHE Ha JIALETO, E3NKa H fNapHHKCa C BETPEUIHO CTECHABAHE Ha JUXATETHHTE
MBTHILA, 33y X, TAXHKaPAHs, NalHTaluMH, XKIOTOHHUA A0 XKHBOTO3acTpalasall niok.

HeoBx0AHMa € He3a0aBHa MEAMIMHCKA KOHCY ITalkA B cyyall HA BL3HHKBAHE HA HAKO#M OT T€3U CHMIITOMH,
JOpH cnel MbpBaTa ynoTpeba Ha MpoayKTa.

5 _ CUMITTOMHTE Ha acenTHYeH MEHHHIHT CbC CXBalllaHe Ha Bparta, rnapo6onue, raieHe, NoppblilaHe,
TEeMAEPaTypa WIH HapylueHWs Ha CH3HAHUETO ca HAGMOAABAHA MHOTO PAMKO 110 speme Ha ynoTpebara Ha
ubynpodeH. UyBCTBHTENHATE JHLA BEPOATHO €A NAUNHEHTH C aBTOUMYHHH HapyLieHHS (CHCTEMEH JYTTYC
epuremarosyc (SLE), cmeceHo 1a6oNgpaHe Ha CheIHHHTEAHATA THKaH).

6_ ce cpobuasa BB BpBaka ¢ nevennero ¢ HCTIBC.

KnyHMYHKTE IPOY4BaHHA Npeanosarat, 4¢ ynorpebara Ha u6ynpodeH, ocobeno BbB BUCOKA 1038 (2400 mg
JHEBHO), MOKe na Gl cBBp3ana C 1€KO [OBHILIEH PHCK OT @pTEpHaIHK TpOMBOTHYHY CHOUTHS (HanpHMEp
MHoKapaeH HHGApKT WIH uHCYJIT) (BX. TOuKa 4.4).

7 _ Haii-uecTo HabmoJasaHUTE HEXETAHH PCaKU1i sacqraT CTOMAIIHO-YPEBHHSA TPAKT. TOBa MOXKE N3 BKITIOYB2
4384 Ha cTOMaxa, MephopalliA MK CTOMALIHO-4PEBHO KbpBERE, MIOHAKOra paTalHo, ocofeHo MpH NalHeHTH B
CTApYECKa BE3PacT (BK. TouKa 4.4). Cpo6111aBa ce 3a raacHe, NOBpPLIIAHE, nuapus, ra3oBe, 3aneK, JIMCIIENICHS,
kopemHa GoIKa, NeNKaBH H3NPAKHEHNA, xemaTemMe3a, YIIEepo3eH CTOMATHT, BJIOLIaBaHE Ha xonuT 1 HoNecT Ha
Crohn (ex. Touka 4.4) Cliefl NPAIOKEHUE HA npoxykra. [lo-paako ce cp0O1IaBa raCTpPHT.

8 _ ocoBeHO npH AHIrOCcpOUYHO JIEdeHHue.

9 _ ocofeHo NpH MALMEHTH ¢ XHIIEPTOHHA.

19_ gepoATHO NPHAPYXKEHO OT OBOpena HENOCTATBYHOCT,

1. ocobeno TpH ABITOCPOUHO JICHCHHE.

Crpobluapage Ha NORO3HPAHN HexelaHy peakiiy
Co6IABAHETO HA TIOJ03HPAHM HEXeNaH! peaKinH cne/| paspeilaBaHe 3a ynorpeda Ha LK Hﬂ
OpOAYKT € BaxHo. ToBa M03B0JIABA 4 MPOXB/IKH HAOMIOAEHHETO HA CHOTHOLLCHETO N APUOING




NeKapCTBEHUs MPOAYKT. OT MEAHUWHCKUTE CIELMATHCTH CE W3UCKBA Ia CbOOLIAaBaT BCAKA
MoZo3UpaHa HexXeTaHa peakLna 4pes

MamsNHUTENHA areHuHs 1o JeKapeTeata

yi. ,,JlamsH ['pyes™ Ne 8

1303 Cogus

Ten.: +35 928903417

yebeaitt: www.bda.bg

4.9 Ilpenosupaune

[Tpm meua NOTTBLIAHETO HA MOBEHE OT 400 mg/kg MOX€E Aa Mpenu3BUKa CHMIITOMH. [Tpu BE3pACTHH
[10303aBHCHMMAT OTTOBOP € MO-HEACHO OrpaHITICH. ENMMHHALMOHHUAT [IOJYKUBOT NPH IIPEXO3NPaHC
e 1,5-3 uaca.

CuMIITOMH

[Tps NOBEUETO MALMEHTH, KOMTO €& NOrbAHANH iuHM4HO 3naunmy xonuuectsa HCIIBC, He ce
MPOSABABAT MO-CHIHH PEAKLMH OT IacHe, NoBPBIIAHE, 50MKa B ENUrACTPHYMa HIIH I10-PALKO AdapHA.
BE3MOXKHO € [ C€ NOABAT THHHUTYC, TiaBobome H CTOMALIHO-YPECBHO kbpBeHe. [1pn no-cepHo3HH
oTpaBAHKMA ¢ HabmoAaBaHa TOKCHIHOCT B LIEHTPATHATA HEPBHA CHCTeMa, H3pa3ABalla ce B
CBETORBPTEX, 00MKHOBEHO B30y A M [1€30PHCHTALIHA win koma. OOHMKHOBEHO NMAUUCHTHTE
nomyyasat rbpu. [1py cepro3HH OTPABAHHA MOe 0a HaCThIMH MeTaboNHTHA alin032 | 113 CC YABIDKH
nporpoM6uHoBoTO BpeMe/INR, BEpOATHO NOPaH B3aMMONENCTBHE C KPbBOCHCHPBAILMTE $HaxTopH B
xppBOOOpameHneTo. Moxe ia HacTBIAT 0CTpa 6E6peyHa HEOCTATHYHOCT M YBPEXKAAHE Ha yepHUA
Apo6. Be3MoxkHO € 06OCTPsHE HA acTMaTa IipH aCTMaTHIIH.

[Tpoos/oKUTENHATA yroTpeda Ha Mo-BUCOKH OT MPernopLIHTEIHATE [O3M WIM TIPE03Mpane MOraT a
npHurEAT 66peyuna TyOyIHa auuno3a M XHITOKaTHEMHA.

Jleyenue

OrnansBaHeTo TPAGBa 1a GbAe CUMITTOMATHHHO H MOAABPKAILO 1 BKIIOYBA OCHIYpABaHEe Ha
cBOGOMHMN AWXATETHHU TETHIA H MOHHTOPHpaHe Ha CBPACHHHTC H YKU3HEHHTE MoKa3aTeNH a0
CTaOHAM3UPAHETO KM. AKO IbpHOBETE €A TO-4CSCTH WiH NpOIBIDKUTENHH, T¢ TPSOBa fa Ce TPETHPAT
MHTPABEHO3HO C IMa3enaM WK Jopaienam. I1pu acT™ma TpsaOBa fa ce nasaT 6pOHXONWIATATOPH.

5 @GOAPMAKOJOIrHYHH CBOWCTBA
5.1 dapmMaKoAHHAMHMHH CBOHCTBA

dapmMakoTepaneBTH4Ha rpyna: POTHBOBB3NANMTENHH U MPOTHBOPEBMATHUHH NMPOMYKTH,
HEeCTEpOMIH; NPOU3BOJHH Ha NPOMHOHOBATA KHCCHHA.
ATC kom: MO1AEO]

U6ynpoden € HECTEPOUIHO [MPOTHBOBB3NAIUTENHO CPEACTBO (HCIIBC), unATO €QHKacHOCT A
HHXHOMpA MPOCTATTAHAMHOBHA CHHTES CC ONPEALIA © OOGMKHOREHO H3MON3BAHUTE €KCIIEPHMEHTATHH
MOJIE/IH Ha BB3NAIHTEIHH CBCTOAHHA NMPH KHBOTHH. ITpu xopa HOynpodeH HaManaBa bonkara,
MPHYUHEHa OT BH3NANCHHE, EACM H temneparypa. OCBeH TOBa nbynpodeH obpaTuMo MHXKHOKpa
TpoMGOLIMTHATA arperalus.

KnuunyHaTa edukacHocT Ha ulyrnpoden € yrsbpAcHa MpH eyeHue Ha JieKa 10 yMepeHa Qolka KaTo
360601, r11aBobonKre ¥ CHMITOMATHHHO JICICHHE Ha TeMIepaTypa.
Hauanoto Ha Aelicradero Ha [TaHakTuB Belbu 3amo4sa 30 MUHYTH cJiel TPUACKEHHETO.

ExCnepHMEHTATHUTE JaHHHM AABaT OCHOBAHHE /13 CC CMATa, ue HoynpodeH MOXKE KOHKYPEHTHO 1d

uExuOHpa edexTa OT HHCKA 1032 ALETHIICANHIIHIIOBA KHCEJHHA BPXY TPOMOOLIMTHATE ALRCIALNA,
Koraro Te ce ynorpebasar eHOBPEMCHHO. Hakon (apMakoAHHAMHYHH MPOYBMSTH IEAARRE S
xoraro ce mpremar 400 mg exHOKpaTHa 1032 ubynpoden 8 uaca npean Wiy J4 QWY T oAy




[IpHMEM Ha 034 alleTWICATHIIIOBA KACSITHHA C HemoCpeACTBEHO ocBoboKnaBane (81 mg), ce
HaMaIsiBa eeKTa Ha aLETIICATMINIOBATA KUCETUHA BEPXY dbopMupaneTo Ha TPOMOOKCAH WK
TpomGoLIMTHATA arperalys. Burpexy ue HMa HCACHOTH NPH eKCTpaIlOIMpaHeTo Ha Te3U JaHHH KbM
KMHHYHATA CHTyallvisi, HE MOXE Ja CE M3KIII0UM BEPOATHOCTTA pENOBHATY, TBATOCPOHMHA yIoTpeOa Ha
ubynpodeH na HaMand KapAHOOPOTCKTUBHHA edbexT Ha HICKA 1033 ALETUICATHIIAIOBA KUCETHHA. He
ce OYAKBA CXONEH KIIMHHYEH eeKT NpH oOudakiHaTa ynotpeba Ha HOynpodeH (BX. TOUKa 4.5).

5.2 (DapMaKOKHHETHYHH CBOHCTBA

Pesynrarute OT NMPOY4BaHHUATA 3a GHOHAIMYHOCT MTPH BB3PACTHM [T0Ka3BaT, Y€ HATHIHETO HA
ubynpodeH e cxoaHOo, HE3aBHCHMO OT JICKApCTBEHATA dopma. PapMakOKHHETHYHHUTE M1apaMeTpH Ha
u6ynpoden Mpu Aena ca CpaBHNIMH C Te3U NPH BE3PACTHH. [IperneabT Ha COCHNATH3HPAHATA
JIATEpaTypa HOTBEPKIABA, 9C aGcopbuuaTa, MeTaboNnu3MBT U STMMIHIPAHETO Ha uoynpogeH npu
fiela MPOTHYAT 110 HAYKMH, CXOAEH C TO3H NpH BBE3pacTHU.

ADcopbrus
Cneqn peKTATHO MPHIOXKEHHE u6ynpoden ce abcopbupa OBP30 H [IOUTH HATBIHO.

CpenHuTe NMXOBH HUBA HA IUIA3MEHA KOHICHTPAINA CC sabens3par 0,75 vaca cien ynorpebara sa
60 mg cyno3suTOpHUS.

PasznpeneneHue
Han 98% oT ubynpodeH ce CBbP3Ba C MIa3MEHUTE [POTCHHH 110 Ha"HH, 3aBUCHM OT KOHLIEHTpALIMATA.

buoTpaHchopM U eNHMUHHUPAHE
U6ynpoden ce MeTabonusupa B YCPHHA npo6; 90% ot fo3ara ce TpaHcPopMHUpa B 183 HEAKTUBHN
MeTabonuTa: 2-XUAPHKCH-NOYTPOQCH 1 kapOOKCH-NOYTIPOdEH.

H6ynpodeH ce ekckpeTHpa 6pp30 B ypHHATA, OCHOBHO KaTO MeTa0OTUTH ¥ TEXHUTE KOHIOraTH.
EnMMHHALMOMHHSAT IIONYXUBOT € PUOIM3NTENHO 2 Yaca. Exckpeuuara Ha nOynpodeH no ChrUIECTBO
e 3apbpIIeHa B PAMKHTE Ha 24 aca.

5.3 IIpeaxauHH4YHH 1aHHH 33 Oe3onacHOCT

[pn mpoy4BaHUA C KUBOTHH CyOXpPOHUYHATA I XPOHWHATA TOKCHYHOCT HA HOympodeH e
HaGmronaBaHa rjasHo ox ¢opMara Ha ynuepauydy i N3MCHCHUS Ha CTOMAINHO-UPEBHHA TPAKT. /1
vitro ¥ in vivo NpOYYBaHUA HE MOKA3BaT KIMHHIHO 3HATHMH JaHHH 33 MyTareHHHs eexT Ha
u6ynpoden. TIpoyuBaHUs [PH ITHXOBE X MULIKH HE [IOKa3BaT kapuuHoTeHeH edekT Ha HOynpodeH.
U6ynpodeH npHIMHABA IOTHCKAHE HA OBYJAIMATA [IPH 3afiuy ¥ HapyleHus Ha MMIUIaHTaluATa Ipu
pasnHYaHH KABOTHHCKY BUIOBE (3aiLM, IUTBXOBE, MuULIKH). EKCTIEpUMEHTAITHN MPOYYBAHUA (1K
[LTEXOBE M 3aiilM moka3ear, ue ubynpodeH NpeMrHaBa npe3 TUalceHTata. ITpunaraHeTO Ha TOKCHYHA
1032 Ha GpeMEHHH XKEHCKH )KMBOTHA BOJH 10 MOBHIIABAHC HA CTEIICHTA Ha BPOJCHUTE MaTdopMaLiuy
(KHTEPBEHTPUKYJIApHH CETTTATHH MaIQOPMAlMN) B TIOKONIEHHETO y TUIBXOBC.

6. OAPMAIEBTHYHU JAHHH
6.1 CnucbK Ha MOMOIUHHTE BelIECTBA
TebpaoH MA3HUHH

6.2 HecbBMECTHMOCTH

Hernpunoxumo.




6.3 CpokK Ha roxHOCT
2 TOAWHH
6.4 CrnenuajHH YCJIOBHA HA ChXpaHECHHE

Ila He ce cuxpanssa Hay 25°C. [la ce CcbXpaHsiBa B OpHrMHAIHATA OMAKOBK4, 3a Ja ¢€ NpeanasH ot
CBETIHHA.

6.5 Bua H cLABpAKAHHE HA OMAKOBKATA

PVC/PE 6nucTepy B KapTOHEHA KYTHA

5 unu 10 CYyNO3HTOPHH.

6.6 CnenfanHn NpeANa3HH MEPKH NPH HIXBLPJAAHE H paborta

Heu3non3BaHusT JEKAPCTBEH MPOAYKT Wik OTHaIb4YHHTE MAaTEpHAIH OT HETO TpAGBa Na ce H3XBBPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHMA.

7. NPUTEXATEJ HA PASPENIEHHETO 3A YNNOTPEBA

Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplifiska 19, 83-200 Starogard Gdanski

Monuia

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20200035

9, JATA HA ITHPBO PARPEIIABAHE/MOAHOBABAHE HA PASPEILIEHHETO 3A

YIIOTPEBA

Ilata Ha mHpBO paspewmasane: 05.03.2020
Jata Ha NOCNEAHO MOJHOBABAHE:! 05.06.2025

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




