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' Paz
.  HME HA JEKAPCTBEHHS NPOAYKT ) SoPsuHUe Ne EY Pl

| BG/MAmP - ... 5 6
avakcous BefiGn 60 me cynosHTopHA e
Panactiv Baby 60 mg suppositories I /*J

2. KAYECTBEH 1 KOJIUUECTBEH CbhCTAB
Bcsaka cynosutopus ceabpxa 60 mg ubynpoden (ibuprofen).

3a TBJHUS CIIHMCHK HA MOMOLIHWUTE BellecTsa BHkTe To4ka 6.1,

3, JIEKAPCTBEHA ®OPMA

Cyro3uropus.

Benu vy noury 6enu cynosyTopuy BbB hopmara Ha TOPMEAO C r1afKa i HENOBpEASHa IIOBEPXHOCT.

4, KJAHAYHH JAHHH
4.1 TepaneBTHYHH ITOKA3AHHA
3a KpaTKOTpaifHO CHMNTOMATHYHO JIeYeHHE Ha JIEKa 10 yMEepeHa Donka H BUCOKA TeMMeparypa.

[TanakTuB beiitn 60 mg cyno3uTOPHHM Ce NPenopbuBarT 3a ynorpeda, koraTo He € Bb3MOMHO
NepopaHO NPUIIOKEHUE.

[Manaxrus Bei6u 60 mg Cyno3nTOpHH € NOKa3aH 3a AeUA HA BB3PAcT OT 3 MeceLa (oT 6 kg TenecHo
Terno) po 2 roaudu (12 kg renecHo terno).

4.2 Jo3upoBKAa U HAYHH HA NPUHACKCHHE

JO3UpOBKaA

TpabBa a ce U3M0JI3Ba HAM-HUCKATA ePEeKTHBHA /1033 33 Bb3MOXHO Half-KpaTKOTO BpEME,
HeoBXxoIuMO 3a OONeKYaBaHe Ha CUMIITOMHUTE (BX. TOUKa 4.4).

[NanakTus BeiiGu € MPOTHBONOKA3aH NPH Aela HA Bb3PACT NOA 3 MECELA WK MO 6 kg TenecHo TEMNio
(Bk. TOUKa 4.3).

EauHM4HAaTa 0033 He Tpsa6Ba na Hansumasa 10 mg/kg TenecHo Tero.
MakcuManyaTa aHeBHa ao3a ubynpoden e 20-30 mg/kg Tenecno Terno, pasjeneHa Ha 3mo04
eqHHHYHK JO3H.




O6nuaiiHa D03HPOBKA:

Bb3pacT (renecHo EnuHuuHa J03a J[HeBHa no3a

TErJO)

oT 3 no 9 Meceua 1 cynoszuropus ot 60 mg 3 MBTH AHEBHO, HA BCEKH
(oT 6 B0 8 xunorpama) 6-8 yaca. He

U3nom3saiiTe noseve oT 3
CYNO3HTOPHH JHEBHO.

9 meceula 1o 2 roaHu | 1 cynosuropua ot 60 mg 4 NLTH JHEBHO, HA BCEKH
(ot 8 no 12 kg) 6 yaca. He uanomn3ipaire
nopeue oT 4

CYITO3UTOPHHU THEBHO.

B cryuqaii ye nekapcTBEHUAT NPOAYKT C€ Mpuniara Ha Jela Ha Bb3pacT 3-5 mecelia, TpsbBa na ce
MOTHPCH JEKAPCKA MOMOLL, aKO CHMITOMUTE C€ BOLLABAT HIH HE Ce rogoOpsBaT B pAMKHTE Ha
24 ugaca.

B cayuvaii ue JeKapCTBEHUSAT NPOAYKT Ce MpPHRara Ha AeLa Ha Bb3pacT Hall 6 meceua, Tpabea na ce
NOTBPCH KOHCYJITALMA C JieKap, ako € HEOOX0AMMO NICKapCTBEHHAT NPOAYKT /ia C& npunara B
MpOABLKEHUE HA NOBeYE OT 3 AHH MK CAMATOMHTE CE BIIOLLAT.

MeHIMHCKUAT POAYKT € NpeaHa3Ha4eH 3a KpaTkoTpaiiHa ynotpeba.

BrOpeuHo yBpexnaHe

Jloaute ubynpodeH TpabBa fa ce Mpuiarar ¢ NOBULIEHO BHUMAHUE NPy MALUEHTH C ObOpevHo
yspexcaase. Jlozara TpabBa xa ce noAabpka Bb3MOXHO HaH-HACKA (3a MaLMEHTH ¢ Texka OpOpeuHa
HeqOCTATHYHOCT BX. Touka 4.3).

YepHoapoOHO yBpexaaHe

Nozute ubynpodes TpaOBa Aa ce MpUiarar ¢ NOBHIIEHO BHUMAHWE NPH MALMCHTH € yepHOAPOOHO
yspexxaane. Jlozata TpaOBa aa ce moAAbpKa Bb3MOKHO Hali-HHCKa (32 MalLHeHTH C TeKKa
gepHOOpoOHa HEAOCTATBYHOCT BX, Touka 4.3).

HayuH _Ha NPUIOKEHNE

PexkTatHO NpHIIOKEHHKE.
4.3 IIpoTHBONOKA3aHHA

CBpsX4yBCTBHTE/HOCT KbM HOyIpodeH Wik ApyrH HECTEPOHIHH POTHBOBBINAIUTCIHH
nexapcteenu cpeactea (HCIIBJIC), unu kbM HAKOE OT NOMOLIHHUTE BEIIECTEA, 136poeHH B ToYKa 6.1.

[NauueHTH, NOKA3any Npeay ToBa PEAKLUM HA CBPbXYYBCTBUTENHOCT (HaIp. aCTMa, PHHHT, AHTHOEAEM
WIH YPTHKADYA) B OTTOBOP HA aLETHICAUTHLIMIOBA KMCETHHA (acTUPHUH) WK APYTH HECTEPOHUIHH

MPOTHBOBBINANUTENHH IEKAPCTBEHN CPENCTBA.

AHaMHe3a 3a KbpBEHE OT ropHaTa 4acT Ha CTOMaUHO-YPEBHHA TPAKT WIIH nepdopaums, AbDKala ce
Ha npeaxonHo nevenune ¢ HCIIBJIC.

AKTHBHA W NpeJIIecTBaILa PELMANBHPALIA NENTHYHA F382/XEMOparus (1Ba WK NOBeYE MOBTAPAILH
ce eIM301a Ha JOKA3aHa YJILEepaLus WIH KbpBEHE).

{epeSpoBacKylapHO KK APYro akTUBHO KbPBEHE.




Texxka uepHoaApoOHa, 6b0peura WK TeXKa ChPASUHA HEROCTATHYHOCT (NYHA xnac IV) (8.
Touka 4.4).

HapyliueHus B KpbBOChCHPBaHeTO (MGynpodeH Moxke Aa NpeAu3BHKa yIbIXKABAHE HA BPEMETO Ha
KBbPBEHE).

X eMaTOMOETHYHY HapyLIEHHs ¢ HEU3BECTEH MPOU3XOJ, HAMp. TPOMOOLIMTONIEHHS.

TMaLUHeHTH ¢ TEXKA AeXuApaTauus (MpUUYHUHEHA OT MOBPbLUAHE, AHAPUA WK HEA0CTaTRYCH MPHEM Ha
TEYHOCTH).

BpeMeHHOCT B NOCEIHUA TPUMECTBP (BX. Touka 4.6).

He usnomspaiite npu 6ebera ¢ cpenHo Tero oT 6 kg Ml Mo-Manko (Bs3pact 1o 3 MeceLa).
4.4 ChenMajaHy nNpeaynpeRIeHNs U MPeaNna3Hd MepKH npu ynorpeda

HeofxonuMo € MOBULIEHO BHUMaHKE Npy ynotpeda Ha nOynpodeH OT NALKEHTH C HAKOH

3a0019BaHHA, KOUTO MOTAT 4a C€ BJIOLLAT:

_ CHCTeMEeH AYMyC EPUTEMATO3YC H CMECEHA CheINHUTENHOTEKaHHA D0IECT — MOBALICH PHCK
OT aCeNTHYECH MEHUHTHT (BX. Touka 4.8)

- aHaMHe3a 3a XMNEPTOHHA W/WIK CBPIACHHA HEJOCTATHYHOCT, ThH Karo UMa CHOOLLEHNA 32
3abp)KaHe HAa TEYHOCTH H €4EM, CBBP3aHO C JIEUEHHE € HCIBJIC (Bx. Touku 4.3 1 4.8)

. 6B6peuHo yBpexaaHe, Thil karo 6p6peuHaTa GyHKUMS MOXKE JONBAHUTENHO N4 CE BNOINH
(BX. ToukH 4.3 1 4.8)

- HapylleHHe Ha 4epHoapoOHaTa QyHKLIUA (BXK. TOUYKH 4.3 1 4.8)

- BejHara cjief rojiaiMa XUpypruiHa HHTepBeHLIUA

- aHOpeKTanHU 3ab0/ABaAHHUA.

Moxe aa HacThIM OpOHXOCNa3bM NpY NALKUEHTH C aKTUBHA WIH 0T3BYy4aia OpoHXHalHa acTMa, HNH
aneprus.

HesenaHuTe peakiuuKu MOTaT a e MHHUMH3MPAT, KaTO Ce¢ M3MON3BAT HaH-HUCKUTE e(PEKTUBHU N03H
3a Hafi-KpaTKHA MepHo OT BpEME, HEOOXOMMM 3a ORNANABAHE HA CHMITTOMHTE (Bx. TOUKa 4.2 ¥
CTOMALIHO-YPEBHH H CHPACUHOCHAOBH PHCKOBE O-J0Y ).

Ynotpe6ara #Ha ubynpodeH €AHOBPEMEHHO C IpYIH HCTIBJIC, BKNIOYHTENHO CEREKTHBHU
UHXUGUTOPH Ha LMKIOOKCUreHa3a-2, Tpabpa na ce u3dsArsa (Bi. ToOUKa 4.5).

[TaleHTHTE B CTAPYECKA Bb3PACT UMAT MOBHUILEHA YECTOTA HA HeXENaRH PEakLIHH KbM HCIIBJC,
0coBeHO KbPBEHE OT CTOMAILHO-YPEBHUA TPAKT U neppopauus, KOATO MOXe fa obae PparanHa.

CroMalIHO-4YpeBHU

KbpBeHe OT CTOMAIHO-YPEBHUA TPAKT iU Nepdopalus, KOATO MOKe na € daranHa, ca cbo011aBaHN
3a penyky HCTIBJIC, no BCAKO BpEME Ha JIEUEHUETO, ¢ WK ©e3 npeaynpeauTenHy CHMNTOMH, Wil
aHaAMHe3a 3a CEPHO3HU CTOMAILHO-YPEBHH PEAKLIHH.

PHCKBT OT CTOMAILIHO-YPEBHO KbPBEHE, YILIEPAlUMa UK nepopauusa € No-BACOK C yBETHIABAHC
nosure Ha HCTIBJIC npv nauMeHTH ¢ aHaMHe3a 3a 93B3, 0C00EHO ako HMa yCIOKHCHUA C XeMopariA
wnu nepdopanus (Bx. TO4YKa 4.3) W NpU NALMECHTH B CTApHECKa BL3PacT. Te3u nmauueHTy TpaOBA 12
ATIOUHAT NEYEHUETO C Bb3MOMHO Hall-HuCKaTa fo3a. [1pu Tax Tpabea aa ce 06chAU KOMOMHHPAHO
fieyeHHe ChC 3ALIUTHH CpeacTaa (Harp. MEHCONPOCTON UTH WHXKOMTOPH Ha NPOTOHHATA MoMIaj;
CchIIOTO TPAGBa Ja e NPeABUIM U 33 TALMEHTH, H3UCKBALLY EAHOBPEMEHHO HUCKH 03K
AUeTIWICATMLMIOBA KUCENMHA WY APYTH JIeKapcTBa, YBEM4apalil CTOMAIIHO-PEBHHA PACK (BX.
n0ny u Touka 4.5).




TaUMEeHTH C aHAMHE3a 33 CTOMAILHO-4PeBHA TOKCUYHOCT, 0COOEHO TaknBa B CTap4yecxa Bb3pacT,
TpA6Ba na chobaBar 3a BCHYKM HeoOnyaiHu abOMHHAIHK CHMITOMH (0coOeHO CTOMALLHO-YPEBHO
KbpBeHe) ¥ 0coOeHO B HAYATHHTE CTAIMH Ha NIEYEHHETO.

Tpsa68a na ce NpeayNpex1aBaT 3a BAUMAHHE MaLHEHTHTE, TTpUeMalld yCropeaHO NEKApeTBa, KOUTO
MOY<e Ja MOBHULIAT PUCKA OT YJILEPALKUs WIH KbPBEHE, KaTO NepoparHi KOPTUKOCTCPOHIN,
AHTHKOATYNIAHTH, HanpuMep BapdapuH, CENEKTHBHH HHXHOUTOPH Ha o0paTHHA 3aXBaT Ha CEPOTOHHHA
B AHTUTPOMOOLIMTHYU CpeACTBa KaTo aleTWICaTHLIMIOBATa KncennHa) (Bx. Touka 4.5).

AKO Bh3HUKHE CTOMAIIHO-YPEBHO KbPBEHE MPH MAUKXEHTH, NPpHEMAallX ubynpodeH, nedeHueTo TpiodBa
na ce npekpaTH.

HCIIBJIC Tpa6Ba na ce mpunarat ¢ NOBMLIEHO BHUMaHWE NP NALMEHTH ¢ aHaMHE3a 33 CTOMAllHO-
ypesHM 3ab0sBaHMA (YILEPO3EH KOMUT, BONECT Ha Crohn), Thil KATO CHCTOSHHETO HM MOXE Aa C€
ofocTpH (BXK. TOUKA 4.8).

Texxy KOKEU Hexkenany peakun (SCAR)

Texky KOKHK Hexxenanu peakiuui (SCAR), BKIIOYNHTENHO eKCPOMHaTHBEH AEPMATHT, CPHTEMA
mynTudopme, cuapoM Ha Stevens-Johnson (8JS), Tokcuuta endaepMaIHa HEKPOAH3A (TEN),
NeKapCTBEHa peakLus ¢ €O3HHOPHANA H CHCTEMHH CUMNTOMH (DRESS cHHOpOM) H OCTpa
reHepaiM3ydpaHa eéK3aHTeMHa NyCTyno3a (AGEP), kouto MoXe Aa ca )KMBOTO3acTpallaBalli Wik ©
neTaned ©3xol, ¢a chobLIEHH BB Bpb3Ka ¢ ynotpebara Ha ubynpoden (BXK. TOUKA 4.8). [Topeuero OT
Te3W peakluy Bb3HUKBAT B PAMKHUTE Ha ITbPBHA MECELL. [Tpu nosBa Ha NpPU3HALK ¥ CHMITTOMH,
fipeAnosiaraiii nosBaTa Ha TE3M PEaKLMHy, ubynpoden Tpadea na 6bae HezabaBHO CHIPAH H 1A CE
0GMHCIM ANITEPHATUBHO JjeyeHue (cnopel Heo6XonuMocTTa).

Mackyupane Ha CUMITOMUTE Ha MOMIEKALINTE HHOEKLHH

[ManakTue Beliby Moxe Na MacK¥pa CUMIITOMUTE Ha HH(PEKUUA, KOeTO MOXE 1a A0BEAC 10 3abaBsaHe
Ha 3aMOYBAHE Ha MOAXOAALIO JIeUSHHUE M 10 TO3M HAYUH A3 BOLLIH ¥3X0Aa OT HHPEKUMATA. Topa ce
Habmonasa npy 6akTepHanHa HEBMOHUS, NPUAOOHTA B OOLIECTBOTO, KAKTO U NPH DakTepHanH1Te
ycnoxHeHds Ha papuuena. Korato [1aHakTHB Beiibu ce npuaara 3a JICUSHHE Ha NOBHIICHA
TEMnepaTypa Wi 3a obnexuaBaHe Ha Oo/Kkara BbB Bpbh3Ka C uHbeKLHA, Ce Ipenopbysa HabMoACHHE
Ha uHpeKuMaATA. [Ipy N3BBHOONHUYHY yCNIOBHS NAUMCHTHT TpabBa Ja ce KOHCYJITHpA C JIEKap, ako
CUMIITOMHTE MMEPCUCTUPAT WK C€ BIOLIABAT.

ChpACYHO-CHIOBH U 1epeOpoBacKyIapHy eQeKTH
H3uicKBa ce MOAXOMAILO NPOC/IeAsBaHe U ChBET NpH NaLUCHTH C aHAMHE3a 33 XHTICPTOHHA H/uaM Nexa

[0 yMepeHa 3acToliHa ChpAeYHa HEAOCTATLYHOCT, TBH KaTo ¢a choOiIeHN ClIyyau Ha 3adbp>KaHe Ha
TEeYHOCTH M eneM, acoumupanu ¢ neuenue ¢ HCIIBJIC.

Or KIMHUYHY POYYBaHHUs Ce MPEANONara, e ynorpebara Ha nbynpogeH, 0cobeHo BbB BUCOKH N03H
(2400 mg/nHEBHO), MOXKE 11a € CBBbP3aHa C JIEKO MOBHLLICH PUCK OT apTepHATHH TpOMOOTHYHU CHOUTHA
(HanpuMep MuokapaeH MHOAPKT Wiy UHCYT). KaTo 14710, €AMACMHOTIOrHIHHTE IPOYHBAHHA HE
npeAnonaraT, 4e Hucka Jo3a ubynpodes (T.¢. <1200 mg OHeBHO) MOXeE A2 C& aCOUMHUPa ¢ NMOBHIICH
PHCK OT apTepHaTHH TPOMOOTHYHH CHOUTHA.

[TalMeHTH ¢ HEKOHTPOIMpaHa XHMePTOHUs, 3aCTOHHA CBpAeiHa HEA0CTATLHHOCT (NYHA II-111),
yCTaHOBEHA UcxeMHMyHa 00JIeCT Ha ChpLETO, nepudepHo apTepuanHo 3abomnsBaHe W/ UK
nepebposackynapHo 3abonsBane TpsOBa 1a 6baar nexysasu ¢ ubynpogen caMo Crnel BHUMATETHO
o6chkaane U Tpabsa aa ce u3bArsaT BUCOKH 4034 (2400 mg/AHEeBHO).

Csi10 Taka TPA6Ba Aa ce U3BBPILBA BHUMATENHA NPELECHKA MPEnK 3a1049BaHE Ha TBJATOCPOUHO
feyeHne Ha MALMEHTH C PUCKOBH (aKTOpH 32 ChPAEUHO-CHA0BY CHOUTHA (Hanp. XHIEepTOHH,
XMAEPIHIHAEMHS, 3aXapeH auader, TIOTIOHOMYLLEHEe ), 0COOEHO aK0 C€ H3UCKBAT BHCOKH 03H
nbynpoden (2400 mg/aHeBHO).




Cnyuad Ha cHHIpoM Ha Kounis ca foxiafBaHy MpH NaUMeHTH, jeKkyBaHy ¢ 1]laHakTus Beitbu.
CunapomsT Ha Kounis ce aeduHupa kato CbpASYHOCHAOBH CHMITTOMH B PE3yNTAT Ha anepruyna
peaKLfsA U1¥ PEeaKkLiMs Ha CBPbXUyBCTBHTENHOCT, CEbP3aHa C KOHCTPHKIUA HA KOPOHAPHUTE apTepHK
H MOTSHUUATHO BOJEIA A0 HHQAPKT HA MUOKapAa.

Hpyru 3abenexKku:

Texku, OCTPH PEaKLHK Ha CBPbXUYBCTBHTENHOCT {Hanp. aHadUIaKTUYEH LIOK) ca HabnogasaHH
MHOTO paako. Cien nosAsara Ha MbPBY CUMNTOMM Ha peakLys Ha CBPbXHYBCTBUTENHOCT, NOCICABALNA
npunaraHero Ha [NaHakTue Belbu, neueHneTo TpAOBA Aa c€ NPEKpaTH. MenuuuHCKH nuua Tpadsa na
MPUIOKAT HEOOXOAUMHUTE MEPKH B CBOTBETCTBHE CHC CHMIITOMMTE.

HU6ynpoden Moxke BpEMEHHO Ja HHXHOHPA aKTHBHOCTTA HA TPOMOOLMTHTE (TpoMOOLHTHATA
arperauus) ¥ € yCTaHOBEHO, Y€ yIb/)kaBa BpEMETO HA KbPBEHE NpU 34pasi NHLA. [lopaou ToBa
CBLCTOSHHETO HA NALKEHTUTE C HApYLUEHHUA Ha KPBbBOCHCUPBaHETO TpaOBa Aa ObAe CTPHKTHO
pocneasBaHo.

Pe3yATaTHTE OT EKCNIEPHMEHTANIHYU NPOYYBAHNA NOKA3BaT, Y€ €& HaManaBa TpoMfoLMTHATA
arperanif, HHXMOMTOPEH €PEKT Ha aueTHICANHUUNOBATA KHCENHHA NpH KOMOHHHUPAHO JIEYEHHE C
npunarane Ha n6ynpoger. ToBa B3anMOAEHCTBIE MOXKE N2 OTPAHMUH XKENAHUA NPOTCKTUBCH edexT
Ha ALETHICATHIIMIOBATA KHCENKHa BPXY KpbBooOpaleHuero. CneaoBaTenHo unbynpodeH Tpadsa aa
ce M3MOJI3BA ChC CIELMANIHO BHUMaHKe MPY NAUUEHTH, NpUeMallH aLueTUICATHLIHN0Ba KHCEIINHA 32
HaMansBaHe Ha TpoMBoLMTHATA arperauma (Bx. Touka 4.5).

[Tpu pbiarocpouHo NpunaraHe Ha [NanakTue befibu ce npenopetsa peAOBEH KOHTPON HA TIOKA3ATEIHTE
Ha yepHOApoOHaTa GyHKuus, 6bOpeuHaTa GyHKLNA H KPbBHATA KapTHHA.

[apo6onue, KOSTO MOXE Ja ce MOYYH MpU IBArocpoyHa ynorpeba Ha aHaNreTHLY, He TpaOBa 1a ce
JIeKyBa ¢ BUCOKH A03H OT TO3M NPOAYKT.

[IpoxBIKHUTENHATA YIOTPEeGa Ha aHANreTHUH, 0cobeHO B KOMOUHALKMA C HAKOU aKTHBHH BELLCCTBA,
KOWTO HaMangpaT BOJIKATa, MOXE Aa NPeAH3BHKA NOCTOAHHO OBLOPEYHO yBPEKAAHE C PHCK OT
6BOpeuHa HENOCTATHYHOCT (aHANreTHYHA HeponaTHs). To3H pUCK MOXKE A1a C€ NOBHIUH NPH
PU3HMUECKH YCHIIUA, CBBP3aHK ChC 3aryba Ha Cond W ACXHAPATaUUa, 1 CAC10BATEHO TpabBa na ce
W30ArBa.

CoiuecTByBa pHUCK 0T 66OpeuHO yBpekaaHe npy AEXWAPAaTHPaHH feua. Tpabea na ce noaxoau ¢
NOBHILEHO BHUMAHHE NTPY 3aN0YBAHE Ha JiedeHUe ¢ HOynpodeH Mpy NalHEHTH CbC 3HATHTCITHA
aeXHaparams.

CpoBLasa ce 3a W30NUPAaKH Cllydard Ha TOKCHYHA aMOn1onua (HaMaleHa 3puTenHa OCTpOTA) NpH
ynorpebara Ha u6ynpodeH, cnenopaTento € He0OX0AUMO MALMEHTHTE Aa ObIaT yBEAOMEHH 12
chODOIABAT HA Nexapa 3a BCAKO 3PUTENHO HAPYILICHHE.

4.5 BiaumoaelcTBHe ¢ APYTH A€KApCTBEHH NPOAYKTH H APYTrH GOPMH HA B3ANMOIeHCTBHE

[Ipu nauuenTs, npueMallu néynpodeH B KOMOHHALMA C HAKOH OT AOTYMNOCOUEHHTE JICKAPCTBEHU
MpoAyKTH, TpAGBA Ja ce MMa MPEABUA MPOCEAABRHE HA KIHHHUHUTE U OHONOrUYHUTE TapaMeTpH.

Vnorpebara B KOMGUHALMA CbC CNENHHUTE TEKAPCTBEHHU NPOAYKTH He Ce NPENOPLHBa

Mpyeu HCIIBJIC, éxniouumento Cenexmugt Unxubumopu na YUKAOOKCUZEHA3A-2!
ITa ce n36Arsa enHOBpeMeHHaTa ynoTpeda Ha IBE WIH OBEHE HCIIBJIC, Tsi xa10 TOBa MOXE 13
TOBHILIA PUCKa OT HEXENaHH NeKapCTBeHN PEaKLIHH.

Kopmuxocmepouou.
[ToBUILEH PUCK OT CTOMALHO-4YPEBHA YNUEPaUns WK KbPBEHE C HCTIBJIC (Bx. TO4Ka




Ayemuacanuyunosq Kucenuna.
EaHOBpEeMEHHOTO MpWIAraHe Ha aueTHNCANHUNIOBA KUCENTNHA ¥ nbynpodeH KaTto LAIO HE ce
NpenopbyBa, NOPaxH NOTEHUMANHO NOBHUIIEH PHCK OT HEXENTAHH JICKAPCTBEHM PEAKLIHY.

ExcnepdMeHTalHH1 JaHHW! NoKa3Bat, 4e nfynpodeH Moxe KOHKYPEHTHO J1a uHXUOHpa edexra Ha
HUCKA 1033 alleTHICANTULMOBA KUCEeNHHa BbPXY TPOMOOUHMTHATA arperauus, KoraTto T¢ ¢ ynoTpebasar
e[HOBPEMEHHO. BBIpexy e MMa HETOUHOCTH NpH eKCTPanoNHpaHeTo Ha TE3H JAHHHM KbM
KITMHUYHATA CHTYaLHs, HE MOXeE [1a Ce W3KAK0UH BEPOATHOCTTA PEAOBHATA, ABIr0CPOtHa ynotpeda Ha
ubynpodeH 1a HaManu KapauoNpOTEKTHBHUS eeKT Ha HUCKA 1038 ALETUNCATULIMA0BA KHCEITHHA. He
ce 0YaKBa CXoJeH KIMHH4eH edekT npu obudatinata ynorpeba ua ubyrnpodeH (Bx. ToUKa 5.1).

M3NCKBAT ce Mpeana3Hy Mepku pH KoMOuHMpaHaTa ynotpeba che CIEAHNTE NIEKAPCTBEHM [IPOLYKTH

TTuypemuyu, ACE-unxubumopu, bema-baokepu u GH2UOMEHIUH Il peyenmopru anmazonucmu:
HCTIBJIC morat na peayuMpar edexta Ha ANYPETULMTE ¥ ApYTH aHTHXHNCPTOHHYHH JICKApCTBCHH
cpencrsa. I1py HAKOH MalMEHTH ¢ HapyleHa Ob0peuHa QyHKUHs (Hanp. AeXHApaTHPaH! NMaurMeHTH
WY TAKWBa B CTApUYeCka Bb3pacT ¢ HapylueHa 6b0peyHa bysxumMa) komGuHupanata ynorpeba Ha ACE
HHXUGUTOP, 6eTa-aAPEHONUTHYHO CPEACTBO WM AHrMOTeH3HH 11 peuenTopeH aHTarOHHCT 1
JlexapcTBa, MHXHOUpAIH LIMKIO0KCHIeHa3aTa, MOXKe Ja MPEIM3BHKa MO-HATATBLIHO yBpEeRIAdHe HA
6u6peunara ¢pyHKUUA, BKIIOYHUTETHO Bb3MOXKHA 0CTpa 6nOpeyHa HeAoCTaTbYHOCT, KOATO
0BHKHOBEHO € o6paryuMa. Clle0BaTeHO Takapa koMOuHalus TpA6ea Aa Ce U3Non3Ba BHUMATENHO,
ocofeHo MpH MALMEHTH B CTapyecKa Bb3pacT. TakHBa MaLHEHTH TpsiGBa Aa 6pAaT MOAXOAAIIO
xuapaTupadu. Tpabsa fa ce 00ChAM MPOCIEAABAHE HA 6nOpeuHara GpyHKLUHUA B HA4AI0TO Ha
KOMOKHHPAHOTO JICUEHHE U NEPUOANYHO CIE]| TOBA,

Ycnopenuara ynorpe6a Ha [Nanaxtis be#iOu v kanuA-ChXpaHABaillk JHyPETHLIH MOXKE Jid AOBEAE 10
X MIIEPKATHEM HA.

Cupoeunu 2AuK03uOuU, PEeHUMOouH, num Hu:

Kom6uHupanaTa ynotpe6a Ha [laHakTus befidby CbC CbpASYHH ITHKO3UAY, GEeHNTONH WIN THTHI
MOJKE na NPENM3BHKA I0BUILLIABAHE HA MIA3MEHUTE HUBA HA TE3H JIEKAPCTBCHH NPOAYKTH.
OGHKHOBEHO HAMA HYXKa OT KOHTPOJ! Ha NJa3MeHaTa KOHIUEHTPALMA HA IMTHA, ChPASHHH NIMKO3UAH
U QEeHUTOUH, [IPH NONOKEHHE He NPOAYKTHT C& ynoTpedsBa ChrIaCHO NPENOpbKUTE (HE NO-ABJIro OT
3 no 4 oHu).

Memompexcam:

HMa D0oKa3aTe/ICTBA 3@ Bb3MOKHO MMOBHILABAHE HA NIa3MEHUTE KOHLEHTPALNH HA METOTPEKCAT.
HCIIBJC uuxubupat eIMMHUHHPEHETO HA METOTPEKCaT 0T 6bOpeyHUTe KaHanvera, KoeTo MOXKe a
floBeAE 0O PEAyLIMpaHe Ha KIMPbHCA Ha METOTpeKcaT. B ciayuau Ha ieueHHe C BUCOKH 03K
meToTpekcar TpabBa aa ce w3barsa ynorpebdara Ha ubynpodgen (HCIBJIC). Tpabsa na ce nMa
MpefBHI PUCKBT OT B3AMMOACHCTBHE MEKAY HCIIBJIC u meToTpekcar npH Ae¢YEHHUE C HUCKH 03 OT
MOCJeIHNISA, OCOGEHO NMpH MaLMEHTH ¢ yBpeneHa 6ubpeuta QyHKuUS. Tpabsa na 6ba€e npocneasBaHa
6p6peunHara GpyHKUMS TPH KOMOHHMPaAHE Ha NEYEHHE C METOTPEKCAT N IpYTH HCIIBJIC. [1penopbika
ce nosuineHo eHuManue, korato merorpekcar © HCIIBJIC ce npunarat B nepHoA ot 24 gaca, niopagM
BE3MOJNCHO MOBMIUIABAHE HA MIA3MEHATA KOHLIEHTPALMs Ha METOTPEKCAT, KOETO MOeE J1a AOBEAC 1O
NOBULLIEHA TOKCHYHOCT.

Taxpoaumyc:
B cityuali Ha KOMOHHHPAHO NPUI0KEHHE Ha 1BATA 1€KAPCTBEHH NMPOIyKTa CbLIECTBYBA NOBHLICH
PHCK OT HEPPOTOKCHYHOCT.

Huxnocnopun:
[MoBuLIEH PUCK OT HEPPOTOKCHUHOCT.

Anmuxoazyranmu:
HCIIBJIC MoraT na nosMinar edexra Ha aHTHKOATyJaHTHTE, kaTo BapdapuH (Bx. TO1ka




ArmumpomBoyumnu cpedcmea u CeeKmueHu UHXUOUMopU Ha obpamHusl 3ax6am HA CePOMOHUHA.
TMoBHiLEH PUCK OT CTOMAILHO-YPEBHO KbpBEHE (BX. TOUKA 4.4).

Cyaghanunypes.

KnuHWYHH TPOYUYBAHHUA [TOKA3BaT B3AHMOACHCTEUA MEXAY HCIIBJIC u npotusoauabeTHH CpeACTBA
(npou3BOLHYU Ha cyndanunypes). Bonpekyd dakra, 4e pocera He ca OnHcaHu B3aHMOJEHCTBUA MEXKIY
nbynpoden u cyadaHunypeiiHn NPOU3BOIHH, NPENOPLUUTENHO € A2 CE KOHTPOIHPA KpbLBHATa
KOHLICHTPALMSA Ha [JII0K03aTa KaTo NpeAnasHa MAPKA M0 BPEME Ha koMOuHMpaHa ynotpeba.

3u008yOuUH:

MMa noBUILEH PUCK OT XEMaToNOrH4yHa TOKCHYHOCT, KOraTo HCTIBJIC ce npunaraT 3aegHO CbC
3Hn0BYAVH. MiMa noka3aTesncTaa 3a XeMapTpo3a i XeMaToM IpH XUB-non0XUTENTHH XEMOGHIHLIN,
npHeMally eJHOBPEMEHHO JIEUEHHE ChC 3WAOBYANH U nbynpodeH.

Ipobeneyuo u cyr@puHnupasox.
JlexapcTBEHM NMPOLYKTH, ChABPKALIM NpodeHeUnA nnu cy1bHUHNUPa3oOH, MOTAT Aa yABDKAT
enUMHHUpaHeTo Ha uGynpoden.

baxnogen.
Moske 0a HacThIH ToOKcHUYeH edekT Ha HaknodeH cnen 3anovBaHe Ha NpHEM Ha nbynpodeH.

Pumonasup:
PuToHaBMp MOKeE [1a MOBULIK M1a3MEHUTE KOHLEHTpallMK Ha HCIIBJIC.

AMUHO2AUKOIUOU.
HCIIBJIC morar na peayuMpar eTHMHHUPAHETO HA aMHHOTVIMKO3HAH.

Xunononosu auimubuomuyu.

JlaHHH NpH %uBOTHH nokassar, 4¢ HCIIBJIC morar Ja MOBALIAT pHCKA OT IbPHOBE, CBBP3aHHU C
xUHONOHOBKTe aHTUOMOTHLM. [TauuenTty, npuemaiuyd HCIIBJIC v xuHOJMIOHH, MOTaT Aa ¢a C NOBHILCH
PHCK OT TO/y4aBaHe Ha rbpHOBe.

BopukoHason unu QuyKoHason:

Puck ot okono 80 no 100 % S (+) nusHue Ha MOynpodeH € OTKPHT NPH MTPOyHBaHe ¢ BOPHKOHA3ON H
dnykoHason (naxuGuropu Ha CYP2CH eH3uma). TpabBa na ce NpeABUAH peAyLUHPAaHe Ha A03aTa
ubynpodeH B cnyyai Ha KOMOHHHPAHO NPUAOKEHHE HA MOIIICH CYP2C9 wuxuburtop, ocobeHo
KOTaTo ce MpWiara BUCoKa no03a ubynpodeH ¢ BOPHKOHA30/ WK dbnyKOHa30.

Kanmonpun:
ExcnepuMeHTaNHH MPOYYBaHUA NOKA3BAT, He ubynpoden nHxubHpa eeKTa Ha KanTONPHJI BBEPXY
eTMMUHHUPAHETO HA HATPUHA.

Xonecmupamun.
[To Bpeme Ha kOMOKBHMpaHara ynoTpeba Ha n6ynpodeH i XOJNECTHPaMHH ce 3a0aBs U HaMansBa

abcopbumaTa Ha nOynpodeH (25%). JlexapCTBEHUTE NPONYKTH TpadBa Aa ce MpwiaraT npe3 HHTEpBRan
OT HAKONKO 4aca.

Mughenpucmon.
HCIIBJIC He TpsbBa na ce ynoTpebsaBar B paMKUTE Ha 812 [HY chen NpuaaraHe Ha MUQENpPHCTOH,

TBi KATO T€ MOTAT I8 HAMANIAT HEHCTBHETO MY,

4.6 depTHauTer, 6pEeMEHHOCT H KLPMEHE

bpeMeHHOCT




HuxHOUpaHeTo Ha MPOCTArIaHAHHOBHA CHHTES MOXKE 11d OKaXkKe HeGAArONPUATHO BIIMAHHE BBPXY
APOTHYAHETO HA OPEMEHHOCTTa W/WIH BbpPXY PasBUTHETO Ha 3apoaiia Wik rwiofa. JIaHH!W oT
eNUIEMHOJOrHYHY POYYBAHUA NPEANQIararT MOBHUILEH PUCK OT abopTH, BPOACHH ChPIACYHH
MaiopMaliii ¥ raCTPOCXU3HUC ClIe], ynorpefa Ha HHX¥OUTOPY HA CUHTE3a HA TIPOCTArNaHANH 110
BpeME Ha paHHMs Nepyro oT OpeMEHHOCTTA. AGCONOTHHUAT PUCK OT ChPASYHOCHAOBH MAIQOpMALIUH
e TOBHMLIEH OT 10-Mafko or 1%, xo npubnusurento 1,5%.

[TpueMa ce, 4e PUCKBT Ce MOBUILABA C 1103aTa H NPOARDKHTENHOCTTA Ha neyerrero. I1py *KMBOTHH
puNaraHeTo Ha HHXHONUTOPH Ha NPOCTArNaHIMHOBHA CHHTES NOKa3Ba [MOBUILEHO BIMAHHE BBHPXY
6pos Ha aGOPTUTE NpPeay U CNeX MMILTAHTHPaHeE, kakTo H CMBPTHOCT Ha 3apoaMiuuTe v rwiofa. OcBeH
TOBA ce CLOGLIABA 32 MOBMLIEHA YECTOTA Ha PasiviHY BPOAEHH ManopMaLuy, BKITIOYHTENHO
CbPAEYHOCHAOBH MAIQOpPMaLIH NIPH XKNBOTHH, NOTyHaBAIH HHXWOHUTOPY Ha MpOCTariaHanHOBUA
CHHTE3 10 BpEME Ha OpraHoreHesara.

Ot 20-ata ceaMnua OT GpEMEHHOCTTa HATaTLK ynoTpebara Ha nbynpoden Moxke aa NpUIKMHH
OJIMFOXHMIOPAMHHOH, ABIDKANI C¢ Ha HapyILICHHE Ha 6pOpeunaTa Gpyukuus Ha deryca. ToBa MOXeE 1a Ce
NOSBM CKOPO CIIEJ] 3aM04BaHe Ha NEUEHHETO 1 0OMKHOBEHO € o6paTUMO NIpH MpekpaTABaHe My. B
NOMBIHEHHE, KMa ChOBLIEHH 3a cTecHenMe Ha ductus arteriosus cell IeHeHHe Npes BYOPHA
TPHMECTBP, OBEYETO OT KOMTO OT3BYHaBAT CNell NpeKpaTABaHE Ha neueHueTo. 3aToBa, 110 BpeMeE Ha
IbPBHA U BTOPHA TPHMECTBP OT OpeMEHHOCTTa u6ynpoded He TpabBa Aa ce NpHiara, 0CBEH ako TOBA
He e aBCOIOTHO HeoBXxoauMo. AKO ce Hanara ynorpeda Ha ubynpoded npy KeHH, KOUTO C€ OMHTBAT
na 3a6peMEHEIT WY N0 BpeME Ha (IbPBHUS U BTOPUA TPUMECTBP OT 6peMEHHOCTTA, Ro3aTa TpAOBa Aa
6bae Bb3MOKHO Hall-HUCKA, a TPOABIKUTETHOCTTA Ha NICHCHHETO Hal-ManKa.

Cren ekcno3uius Ha ubynpodeH B npoabAKEHHE HA HAKOJIKO IHH OT 20-aTa recTalMOHHA C€IMHLA
HaTaThK, TPAGBA Ja ce 0GMUCTH aHTCHATANHO NPOCICAABAHE 3a CTCCHEHNC HA ductus arteriosus u
ONUTOXKAPAMHHUOH. Y noTpebarta Ha ubynpoden Tpsa6Ba Aa ce NpeyCTaHOBH, akKo C€ yCTaHOBH
OIMCOXMAPAMHHOH WIH CTeCHeHHE Ha ductus arteriosus.

[To BpeMe Ha TpeTHA TPUMECTBD OT 6peMEeHHOCTTa BCHUKH MHXUOUTOPH Ha npoCTarnaHa¥HOBHA
CHUHTE3 MOTAT Ja HU3a0XKar, rjojaa Ha,
-  KapAuonyaAMOHaTHa TOKCHMHOCT (npexaespeMEHHO cTecHeHue/3aTBapsaHe Ha ductus arteriosus
u GenoapobHa XUNEPTOHHUA);
. 6u6peuna aucdyHKUMA (BK. MO-rope);

MaiiKaTa ¥ HOBOPOAEHOTO, B Kpast Ha OpeMEHHOCTTa, Ha:
- BBH3MOXHO YIb/DKaBaHe Ha Mepuojia Ha KbpBEHE, aHTHarperupatil edeKT, KOMTO MOXE J1a Ce
MOsABM NOPH MpH ynoTpebaTa Ha MHOrO HHCKH NO3H,
- MOTHCKaHe Ha KOHTPaKI[MMTE Ha MaTKaTa, KOETO BOAH 10 OTIOKEHO UIH YABIKCHO paxciaHe.

CnenoBatenHo, HGynpodeH € MPOTHBOMOKa3aH N0 BPEME Ha TPETHA TPUMECTELP Ha OpeMeHHOCTTA
(Bx. TouxHu 4.3).

KnpMeHe

CaMo He3HAUUTENHN KonuuecTBa HOYnpodeH H HeroBy METabOIMTH €& CEKPETHPAT B MalYUHOTO
Miako. Thii KaTo Z0cera He € No3HaT BpeleH epekT BppXy HOBOPOICHH, 0ONKHOBEHO HE Ce Hanara
NpeKpaTABaHE Ha KBPMEHETO 10 BPEME Ha KpaTKOTpaitHa ynorpeba Ha nbynpogdeH B
NpeNOPBUYUTENHUTE DO3H.

QDEPTUIIHTET
UmMa naHHH, 4e eKapcTBara, MHXHOHUpalu LUKITOOKCUIreHaza-peryJIupanusa CUHTE3 Ha

NpoCTarJaHWHUTE, MOTAT Aa NPHYHHAT YBPEXKAaHE Ha $epTrnUTETa NPH XKEHH, KATO NMOBIHABAT
oBynaluATa. EQGekTsT € 0GpaTuM NpH NPEKPATABaHE HA TCHEHUETO.




4.7 EdexTn BLpXY cnocobHocrTa 33 wodupane u pabora ¢ MaInHy

Cnen npuema Ha HCTIBJIC ca Bb3MOXHH HEXENaHW JIEKapCTBEHH PeakLMK KaTo 3aManBaHe,
CBETOBBPTEX, YMOpa MIH 3pUTEJIHH HApYlUEeHUsA. AKO Ca 3aCETHATH, MAUMEHTHTE HE TpabBa aa
wodupaT Wik Aa paboTaT ¢ MalIMHH.

4.8 Hexenanu JeKapcTBeHH pPeaKUHH

CnelHHUTE YECTOTH Ha BB3HMKBAaHe Ca MPUETH KaTO OCHOBA 33 OLUEHKa HAa HEXKEJTAHHTE NICKAPCTBEHU
peakuuu.

Muoro yectu (=1/10)

Yectu (>1/100 po <1/10)

Heuectn (>1/1,000 oo <1/100)

Peaxu (=1/10,000 oo < 1/1,000)

Muoro peaku (<1/10,000)

C Hen3BECTHA YeCTOTA (OT HANMYHHMTE JaHHHW HE MOXE [a CE HAINpaBy OLEHKa).

CIHCBLKBT Ha CJIEOHHUTE HEXeiaHH JISKAPCTBEHH peaKLUuy BKIHO4YBA BCUUKH U3BECTHU HEXCIIAHH
NEeKApCTBEHN PEaKLMy, MIOABUIIM Ce N0 BPEME Ha NieueHHe ¢ HOynpodeH, BKIIOYHTETHO TE3H MPH
MALUEHTH C PEBMATONTOrMYHY 3a00/19BaHHsA, NMOMYyUYaBANH IbJATrOCPOIHO JIEUCHHE NPH BNCOKH LO3H.
[IpeacTaBeHUTE YECTOTH, NO-BUCOKH OT ,,MHOTO PEAKH", C€ OTHACAT 110 KPAaTKOBPEMCHHA ynorpeba Ha
HEBHH A03H: MakcumasHo 1 200 mg ubynpoden 3a nepopannu ¢popmy; maxcumanto 1 800 mg 3a
cynosuropiu (= 30 ml nepopajHa CycrneH3us, KOeTo € MakCMMallHaTa THEBHA 1034 3a Bb3PAaCTHH H
I€La Ha BB3PAcT Haa 12 ronquHu).

CHCTEeMHO-OPraHeH KJac YecToTA HexenaHH peakiiHH

HUndexuuy 1 nHpecTauuH MHOro peaKu BIOLIABAHE HA CHCTOAHMA Ha
BH3MaJ€HUE, CBBP3aHHU C
HH(pekuys (Hanp. pa3BUTHE Ha
HEeKpOTH3Hpail ¢acumuT), BbB
BpB3Ka ¢ ynorpebara Ha
HeCTepOUIHHU
MPOTHBOBB3NAINTENHHA
NIeKAPCTBEHH CpeAcTBa’

HapylweHus Ha KpbBOHOCHaTa | MHOTro peax# XEMATOTIOETHUHYN HAPYIEHHS

cUcTEMa ¥ THMpaTa

HapyiueHHsa Ha HMyHHaTa HeuectH peakLKU Ha

cHCTEMA CBPBbXUYYBCTBUTEHOCT €
KOXHM €pYIILMH U npyputyc’

MHoro peaku TEXKH, reHepal3upaHu

peakUuyy Ha
CBPbXYYBCTBHUTENHOCT?

[TCUXHWYHH HAPYLIEeHHA MHOT0 peaKH MICUXOTHYHH peaKkLUH,
Aenpecus

HapylueHusi Ha HEpBHaTa HeuyectH pa3CTPOHCTBA HA LICHTpalHaTa

CHCTEMA HepBHa CUCTEMA KaTo
rnapofonue, 3aMaliBaHe,
be3chHUe, CHHIHBOCT,
pbL30yaa, pa3ApasHUTEIHOCT U

MOpa.
MHOr0 peaKkH acenTHYeH MEHMHIHT®

HapyleHusa Ha ouMTe HeuecTH 3PUTEJIHH HapyIUeH

Hapylienus Ha yXOTO K Peaxu THHUTYC, CBETOBL

nabuprHTa




HapylueHus Ha ChpLIETO

MHoro pelikm

NaINKMTALKMHA, CbpIeYHA
He0CTAaTBUYHOCT, MHOKApAEH
uHdapkr, enem®

C HeM3BECTHA 4YeCTOTA

Cunpapom Ha Kounis

CbI0BM HApYLICHUS

MHOro penxy

XMMepTOHHUA
BACKYJIUT

PecriupaTopHH, FPbIHH U
MeIMaCTHHANHY HapylleHHA

MHuoro penxu

acTMa, OpOHXOCMa3bM, 3a0yX,
XPUTIOBE

[aCTPOMHTECTHHANHH
Hapy LICHHA

HeuecTu KUCEJIMHH, KOpEMHA O0Ka,
rajeHe, ra30Be€, JOKATHO
pa3/pasHeHKe Ha aHyca

Penku oaapysi, pasyBaHe rnopanu
razoBe, 3aleK, NOBPbILAHE

MHuoro peaku NenTUYHa 93Ba HA CTOMaxa H

ayoneHyMa, nepdopauus nim
KbPBEHE OT CTOMILAHO-
UPEBHUA TPAKT, JEMNKaBH
H3MpaKHEHUA, NOBPbLUAHE HA
KpbB, MOHAKOTa (paTanHo,
0c0OEHO KOraTo Bb3HHKHE NpPU
MauMEHTH B CTapHecka
Bb3PACT; YALEPO3EH OpaleH
MYKO3HT, racTpuUT, ynuepaums
HA YCTHATa JIkraBuua,
00OCTpAHE HA KOJAUT U bonect
Ha Crohn’

XenaroOUNHapHHU HapyLIEHHA

MHuoro peaxu

HapyuIeHusa Ha 6L0peyHara
dyukuus®

yepHOAPoOHA HEAOCTATLYHOCT,
OCTBP XETATHUT, XKbJATEHHLA

Hapyluenuns Ha koxara !
MOAKOXKHATA ThKaH

Heuectu

pasIM4HH KOXHH 0OpUBH

MHoOro peaxu

MOTaT J1a HACTBMAT TEXKH
¢opMH Ha KOXHH peakLuu
KaTo eputTeMa MyTudOpMme.
OOpa3yBaHe Ha MEXypUeTa,
BKJIFOUMTENTHO CUHAPOM Ha
Stevens-Johnson # TOKCHYHA
enuaepManHa HEKPOIH3a.
HacThnBally Mo H3IKITHOUYCHME
TeXKH HHPEKIHUHY HA KOXKAaTa M
MEKHTE ThKaHU KaTo
YCIIOKHEHHUS NIPH BapULiena.
TEXKH KOXKHH HEXENaHH
peakiuuu (SCAR)
(BIJTIOUHUTENRHO EPHTEMA
MyJITHopMe, eKcHOonHaTHBEH
IEPMAaTHT, CHHIPOM Ha
Stevens-Johnson ¥ TOKCHYHA
enuaepMarHa HEKpOJIn3a)

C HeU3BECTHA 4ecToTa

JIEKapCTBEHA peaKkLus C
e03HHOQMIINA U CHCTEMHH
CUMITTOMH (CHHIPOM HA
DRESS), ocTpa
reHepanu3upaHa




eK3aHTEMAaTO3HA NYCTY03a

(AGEP)

peakL{H Ha

GOTOUYBCTBHTENHOCT
Hapywenus Ha 6:bpeure MHoOTO peaxy HaMaJiSBaHE HAa €KCKpeLHATa
MHKOUHHTE MBTHLUA Ha ypes W enem’

6Bb0peYHa HEAOCTATHYHOCT,
HedpO3eH CUHADPOM,
MHTEpCTULIMANIEH HedpuT'?,
ManuaapHa Hekposa'!
noHHxKeH OBOpEUeH KIUPDBHC
Ha ypes

HacneapaHua Penku NOHW)XEHW HUBA Ha
XeMornoOvH

' _ MauveHTsT Tpa6Ba A8 OB MOCHBETBAH Aa CE CEBPXKE C JIEKAp NPH MbPBa BB3MOKHOCT B ClyHaH Ha
BbIHMKBAHE HAa CUMNTOMH Ha HHGEKUKA WK BAOILABaHE MO BpeMe Ha ynorpebara Ha [laHakTHB beibu. Tpsbpa
[a ce MPOYHH NaNH UMA HHAMKALUHWH 33 aHTHHHDEKLMO3HO Jeyenue unH aHTHOHOTHYHA TeparHs,

2 _ BkniouBa aHEMHUA, JIEBKOIIEHHUSA, TPOMBOLHTONIEHHA, NAHIUTONEHH)S, arpanyouuTosa. [ILpBHTE NpU3Hauy
ca: IOBHILIEHA TEMMNEPATYPa, BB3NANEHO MPIO, NOBLPXHOCTHH A3BH B YCTATa, FPUNONOAOOHN CHMITTOMY, CHITHO
H3TOLEHHE, HEODACHHMO KBPBEHE HITH NOCHHABAHKE.

3 . [NauneHTsT TPAGBA A3 Obae yBeAOMEH, e € HeoOxoAnMa HezabaBHa MEARIHHCKA KOHRCYITAlHA B TO3H
cnyuait, KakTo M NPU NpeycTaHoBaBaHe ynoTpebara Ha [lanakTHB belbu.

4 _ Moxe [a ce MPOoABM KATO MOAYBaHE HA JHUETO, €3HKA U TAPHHKCA C BETPELIHO CTECHABAHE HA ANXATCIIHHTE
MBTUILA, 334y X, TAXHKApAYS, NAINHTALHK, XMNOTOHUS 10 KUBOTOIACTpallaBalll UIoK.

Heobxoayma € HezabasHa MEAULIMKCKa KOHCYJ/ITAUHA B CAyyai Ha Bb3HHKBaHe HA HAKOH OT TE3H CHMITOMY,
10pHU ¢caea Neppara ynotrpeba Ha npoaykra.

5 _ CHMIITOMHTE Ha aCeNTHYEH MEHHUHTHT CbC CXBallaHe Ha BpaTa, rnasobone, rajeHe, noBpbhllaHe,
TeMAepaTypa WM HapyLUCHHA Ha Ch3HAHHETO Ca HabnaaBaHK MHOTO PALKO N0 BpEME Ha ynoTpebara Ha
nOynpoden. UyBCTBUTENHNUTE HUA BEPOATHO Ca NAUMEHTH C ABTOUMYHHH HapylICHHA (CHCTEMEH Jiynyc
eputematosyc (SLE), cmeceHo 3a0onsaBaHe Ha ChEAWHHTEIHATA ThKaH).

§_ ce chobluapa 818 Bpb3ka ¢ neuenuero ¢ HCIIBJIC.

KNHHUYHKTE TPOyYBaHUs NpeAnonarat, ye ynotpebara na nbynpoden, ocobeno BbB BUCOKa 1032 {2400 mg
JHEBHO), MOdeE 12 Objie CBLP3aHa C JIEKO NOBHIIEH PHCK OT apTEPHATHH TPOMOOTHYHH crbuTHa (HanpUMep
MHMOKApJeH HHAPKT WK HHCYAT) (BXK. Touka 4.4).

7 _ Hali-uecTo HabMOAABAHHTE HEXENAHH PEaKUHK 3acAraT CTOMALIHO-4PEeBHIS TPakT. ToBa MOXe 1a BKNIOYBA
5383 Ha CTOMAaxa, nepdopalns HNH CTOMALIHO-4PEBHO KbPBEHE, NOHIKOra (atanHo, ocofeHo NpH nalHeHTH B
CTAPYECKa BB3pacT (Bix. TouKa 4.4). Cpo611aBa ce 3a rafeHe, NOBphILAHE, IHApH, Fa30Be, 3ancK, AHCNCNCHA,
kopemHa G0/IKa, EeNKaBH H3NPAXKHEHUA, XEMATEMESA, YILCPO3CH CTOMATHT, B/IOHIABAHE HA KOHT H bonect Ha
Crohn (8%. To4ka 4.4) cnea npunoxeHne va npoaykra. [lo-paako ce croOilasa FacTPUT.

5 _ 0coBEHO MPK ABArOCPOHHO NEHEHHE.

? . 0co6EHO NpPH NALUHEHTH C XUIIEPTOHHA.

19_ gepoaTHO Nprapy*eHo oT Oh0pedHa HeAOCTaTBYHOCT.

11 ocoBeHO NPH ABATOCPOHHO IEUEHHE.

CpofliaBaHe Ha NoAQ3UpaHK HeXeNlaHW peakuuny
C1061UABAHETO HA NOLO3UPAHH HEXCENAHN PEaKLUy Cle], paspeliapaHe 3a ynorpeba Ha nekap




nexapcTBeHHA NpoaykKT. OT MEOHLIMHCKHTE CNEUHATACTH CE M3HCKBA Ag ¢hoO11aBaT BCAKa
NOAO3MPaHa HEXxeJlaHa peakuus 1pes

HM3nmpnHyUTENHA areHUWs No eKapcTBaTa

ya. ,,Jamsd ['pyes® Ne 8

1303 Codnus

Ten.: +35 928903417

yebcalT: www.bda.bg.
49 Ilpeno3npaHe

Ipu feua noribluaHeTo Ha noseye ot 400 mg/kg Moxke Ja NPeAU3BHKE CUMNTOMM. [Ipu BB3pacTHH
J10303aBUCUMUAT OTFOBOP € MO-HEACHO orpaHnyeH. EMTMMMHAUNOHHHUAT NONYXKUBOT NPHU NPEAO3HpaHE
e 1,5-3 yaca.

CHMIOTOMM

[1py noBeUeTO MALMEHTH, KOUTO Ca MOrbIIHANNA KIHHHYHO 3HAYHMU KOTHYECTBA HCIIBJIC, se ce
MpOABSBAT M0-CHIHU PEAKLIMH OT rafeHe, NOBpbLlUaHe, 6oNlka B eMHraCTpUyMa WM NO-PANKO AHAPKA.
B1L3MOXKHO € 1a Ce MOABAT THHHUTYC, rMaBofonue ¥ CTOMaHO-4pEBHO kbpBeHe. [1pn no-cepnosHu
oTpaBsHuA € HabmoaasaHa TOKCHYHOCT B LCHTPAIHATa HEPBHA CHCTEMA, U3pa3sBallia CC B
CBETOBBPTEXK, OONKHOBEHO Bb30ya M fe3oprueHTauus nid koMa. OOHKHOBEHO MAUMEHTHTE
nonyuaBart repy. [Ipi CEPHO3HH OTPaBAHHA MOXE A HACTHITH META0OINTHA ALMa03a U [a C€ Y AbJIKH
npoTpoMGHHOBOTO BpeMe/INR, BepoATHO Mopasy B3auMOREHCTBUE C KPHBOCHCHPBALIINTE (aKTOpPH B
KpbBOOGpaLIeHHETO. MOzKe 1a HACTBIAT OCTpa Ox0peyHa HE0CTaTBUHOCT H YBPEKIAHE HA HCPHUA
npol. Br3moxHo e ofoCTpsAHEe Ha acTMaTa Npy acTMaTHLK.

JleueHue

OenagsaBaHeTo TpsaOBa Aa OBAE CHMITOMATHUHO W MOAABPXKAINO W BKIOYBA OCHIYPABAHE Ha
CBOGOJHY AMXATENHHW NbTULIA H MOHUTOPHPaHe Ha ChPACYHNATE U )KH3HCHHTE NOKa3aTe/d A0
cTabunu3vpaHeTo UM. AKO I'bpHOBETE €a MO-4ECTH WIH NMPOALDKHTENHH, TC TpAOBa Na ce TpeTHpar
MHTPABEHO3HO C AWasenaM WM nopasenam. [1pu acTMma TpAOBa Aa ce naBaT OpOHXOAMAATATOPH.

5. G®APMAKOJOI'NM4YHU CBONCTBA
5.1 @apmakoiHHaAMH4YHH CBOHCTBA

dapMaKkoTepaneBTHYHA Ipymna: NPOTHBOBB3NAIUTENHYM U IPOTHBOPEBMATHYHY BPOAYKTH,

HECTEPOHIH; MPOU3BOAHY HA NPONMHOHOBATA KHCETHHA.
ATC xoa: MO1AEOI

HU6ynpodeH ¢ HECTEPOMIAHO NPOTHBOBB3NATHUTETHO JIEKAPCTBEHO CPEACTBO (HCIBJIC), yusro
edpMKAacHOCT fa MHXUOKpa MPOCTAINaHIMHOBHA CUHTES C& ONpeaens ¢ 00MKHOBEHO M3NOJI3BaHHUTE
eKCIIEPUMEHTATHA MOACIIH HA BB3MANINTENHY CHCTOAHHUA NIPH KUBOTHM. [Tpu xopa nbynpodeH
Hama/IaBa 6OAKATa, MPUUMHEHA OT Bb3NalleHue, eleM U Temneparypa. OcBeH TOBa HoymnpodeH
06paTuMo HHXHOKHpa TPOMOOUMTHATA arperauus.

KnunnuHata eduKacHoCT Ha nbynpodeH € yTBbpASHa NP JIEYCHHE Ha /1EKa N0 yMEpeHa Oonka KaTo
36000n, rnapobonyue ¥ CHMITOMAaTHYHO JIEYSHWE HA TEMTTEpaTypa.
HauasioTo Ha aedicteuero Ha [anaxTus Beiibu 3anouysa 30 MUHYTH CAel NPHIIOKEHUETO.

ExcIiepMMEHTANHUTE JaHHU AaBaT OCHOBaHME ha C€ CMATA, e uOynpodeH MOKE KOHKYPEHTHO Aa
uRxdbupa edekTa OT HUCKA 1034 ALUCTHIICANMLNIOBA KHCEITHHA BEPXY TpoMOOLIUTHATA arperanus,
KOraTo T¢ ce ynotpebssaT equoBpeMeHHO. Hakou gapmakonMHaMM4Hy NpOYBaHHA OKA3BAT, HC
koraro ce npuemar 400 mg eqHokparHa n1o3a uOynpoger 8 4aca npeau Wiu 1o 30 MHHYTH CNER

NMPHEM Ha 11032 aLETUICATULIMIOBA KUCEIHHA C HENOCPEACTBEHO oceoboxnasaHe (81 mg), ce
HaMasBa epeKTa Ha alETHUICANKLIMIOBATA KHCENYHA BbPXY GOPMHPAHETO Ha TpoMOOKCaH




TpoMboLIMTHATA arperaliks. Burpeky 4e uMa HesCHOTH NpH eKCTPAMONUPAHETO HA TE3U JaHHH KBM
KITMHHYHATA CUTYauMs, HE MOXe Aa CE U3KJIUYH BEPOATHOCTTA PENOBHATA, IBATOCPOYHA ynoTpeba Ha
ubynpodeH 1a HaMalld KApAHONPOTEKTHBHNS edeKT Ha HUCKa 1032 alCTHICANHLIMIIOBA KHCETHHA. He
ce OUAKBA CXOEH KIMHAYeH edexT npu obuuaiHaTa ynorpeda Ha néynpoden (Bx. Touka 4.5).

5.2 ®apMaAKOKHHETHYHH CBOHCTBA

Pe3ynTaTHTe OT MPOYYBAHMATA 38 OMOHATMYHOCT NpX BB3PACTHU MoOKa3BaT, ye HATW4YHEeTO Ha
ubynpo)eH € CXONHO, HE3ABNCUMO OT JIEKapCTBCHATA dopma. GapMaKOKWHETHIHHTE MapaMeTpH Ha
uGynpodeH NPy Bela ¢a CPABHUMH C TE3H NP BB3paCTHH. [IpernensT Ha CreUUANN3MPaHATA
AUTEpaTypa NOTBbPXKAaBa, ue abcopouuAra, MEeTaBONIM3MBT M eNMMUHUpaHeTo Ha ubynpodeH npu
jielia MpOTHYAT 110 Ha4yWH, CXOIEH € TO3H NpH BL3PacTHH.

AOcopbuun

Crieq peKTaNHO NpHIoKeHHe Hoynpodes ce abcopbupa 6bP30 ¥ MOUYTH HAITKIHO.

CpenHuTe MTUKOBH HMBA HA TU1a3MEHA KOHLEHTpALHA CC 1abena3sar 0,75 uaca cnen ynorpedara Ha
60 mg Cyno3uTOpHA.

PasnpeaeneHre
Han 98% oT ubynpodeH ce CBbP3Ba C Na3MEHHTE NPOTEUHN NO HAYKH, 3aBHCHM OT KOHLIEHTPALIMATA.

BuotpaHchopmauud ¥ eTUMHHUpaHe
U6ynpodeH ce MeTaDONIH3HPa B YEPHHUA npo6; 90% ot mo3aTa ce TpaHCPOpMHUPa B NBA HEAKTHBHU

MeraGonuTa: 2-XxuapHkcu-ubynpodeH u kapbokcH-ubynpodeH.

U6ynpoden ce exckperupa Obp30 B ypHHaTa, OCHOBHO KaTO MeTabGoMHTH U TEXHUTE KOHIOTaTH.
EMMHHALRMOHHHUAT NIOMYXHBOT € NpUOAH3UTENHO 2 Yaca. Exckpeunara Ha uGynpodeH no CbLeCTBO
e 3apbpLICHA B PAMKHTE Ha 24 Haca.

5.3 IIpexkAWHHYHH A2HHH 3a 0€30MaCHOCT

[Ipy npoy4BaHuA ¢ XXHBOTHK CyOXpOHH1HATa U XPOHH'UHATA TOKCHYHOCT Ha ubynpodeH ¢
HaGonasaHa rnaBHo oA GopMara Ha yILepalny W U3MEHEHNA Ha CTOMALLIHO-HPEBHHA TpaKT. In
Vitro W in vivo NpoOyYBaHKWA HE NOKA3BAT KINHWUYHO 3HAUUMH NaHHH 33 MyTareHHHus eekT Ha
u6ynpodeH. [IpoyyaHua APH MIbXOBE U MHILIKH HE NOKA3BAT KapLUMHOTEHEH epexT Ha ubynpodeH.
H6ynpoden NpuuKHABA MOTUCKAHE HA OBY1alMATA NIPH 3aiflld ¥ HapylUEeHWA Ha UMTIIaHTalNATaA [TpH
Pa3IMYHK )KHBOTHHCKY BUAOBE (afitiy, UIBX0BE, MUILKH). EKCEpUMEHTATHN POy BaHHA pA

[YEXOBE M 3aiily rokaseat, ye nbynpodeH npeMUHapa npe3 nialeHTaTa. [punaraHeTo Ha TOKCHYHA
1033 Ha GPEMEHHH KEHCKH KHMBOTHH BOJM 10 NOBHILABAHE HA CTENEHTA HA BPOACHHUTC mandopmalyu

(MHTEPBEHTPHKYJIAPHH CENTANHH MandopMaii) B NOKONCHHETO Y TILXOBE.

6. ©OAPMAIEBTUYHH JAHHH
6.1 CnHcbK HAa TOMOLIHUATE BelUleCTHa
TsbLpayd Ma3HUHH

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok HAa FrOAHOCT

2 POIUHHU




6.4 CneuualHH YCIOBHS Ha ChbXPAHEeHHe

Tla He ce cbxpaHaBa Han 25°C. Jla ce CbXpaHsBa B OpUrMHaIHATa ONaKoBKa, 3a 1a C€ npeiiiasn oT
CBET/IMHA.

6.5 Buau chaAbpKaHHE H2 ONAKOBKAaTA

PVC/PE Gaucrepy B KapTOHEHA KYTHUA

5 unu 10 Cyno3nToOpUH.

6.6 CreuHaaHH NpeaNa3HH MePKH NPH H3XBBLPIAHE U paboTa

HeW3noA3BaHAAT IEKAPCTBEH NPOAYKT WM OTNaZbUHHTE MAaTEpHaNy OT HEro TpAOBa Aa ce U3XBBPIAT
B CHOTBETCTBUE C MECTHUTE H3HCKBAHMA.

7. NPUTEXATEJ HA PAZPEILILEHUETO 3A YIIOTPEBA
Pharmaceutical Works POLPHARMA S.A.

19 Pelplinska Street

83-200 Starogard Gdanski
[Tonuia

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20200035

9. JIATA HA MBPBO PAPELIABAHE/MTIOAHOBJIBAHE HA PASPELLEHHETO 3A
YIIOTPEBA

Ilata Ha MbpBO paspewasane: 05.03.2020

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA




