KPATKA XAPAKTEPUCTHKA HA TIPOXYKTA

1. HME HA JEKAPCTBEHHSA IIPOAVKT

IManaxTHe beiibu 125 mg cymosuTopum
Panactiv Baby 125 mg suppositories

2. KAYECTBEH H KOJNUYECTBEH ChCTAB
Besika cynosHTopHs ceabpka 125 mg ubynpoden (ibuprofen).

3a MEJTHHA CITHCEK HA MOMOILHHTE BEMISCTEA BHACTE TOuka 6.1.

3. JEKAPCTBEHA ®OPMA

Cynozuropus.

1 N3MLAHUTERHA ATEHLIIAR 1O NEKAPCTBATA
, Kpamia xapaxmapucmuse Ha npogyxma - Rpunowearue 1

L KoM P82 V2 weerseseesttines Tt
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beny iy nouTH 6eNH CYNO3HTOpPHM BBE HOPMATA HA TOPNEHO C IJIAJKA U HETIOBPEAECHA IORBPXHOCT.

4. KJIMHAYHH JAHHV

41 TepaneBTHYHH HOKA3AHUS

3a KpaTKOTpaHHO CHMIITOMATHYHO JieUeHHE HA JIeKa J0 yMepeHa GoJika W BHCOKa TeMIepaTypa.

ITanaxtue Beiibn 125 mg cynoswropuu ce npenopsuear 3a ynorpeda, KOraTo He € BE3MOKHO

NEPOPaTHO NPHIIOKEHHE.

IManaxTe beiibu 125 mg cyno3uTopuH e Mokasasx 3a sena Ha Bpapact ot 2 roguun (ot 12,5 kg

TenecHo Terno) no 6 rogua# (20,5 kg TenecHo Terno).

42 Jo3ApoBKA M HAYHA H2 OPHJIOKEHHAE

ﬂoaﬂmsxa

PUCKET OT BR3HHKBAHE Ha HEKEIAHH NEKAPCTRCHH PCAKIIHH MOXKE J1a C¢ MHUHHMH3HPA, KATO CC
H3MON3Ba Hali-HHCKATa etl)e](THBHa A03a 3a Haﬁ-K])aTKHH [IEPHOI OT BpEME, H606XOJ.IHM 3a OBJ1aJIABAHEC

Ha cuMnTomure {BxK. Touka 4.4).

[TanaxTue be#iOH e NpoTHBOTIOKA3AH NPY AELA HA BB3pacT nof 2 roquuH Wik nox 12,5 kg tenecho

Tero (Bk. Touka 4.3).

He u3nonzeaiite npn nauyedTH Ha BB3pacT 1oJT 2 roJIMHH.
He u3nionspaiite npu nannesTH ¢ TemecHo Terno noa 12,5 kg.

Enunuunara noza e Tpabea aa Haneuuiasa 10 mg/kg renecho Tero.
MaxkcHmannaTa iHeBHa fosa HOynpoden e 20-30 mg/kg TenecHo Terno, pasaeicHa na 3 1o 4

CAHHHYHH HO3H.

OOnuaiiHa 103HpOBKa:




Ba3pacr (TenecHO Eaunuuna no3a JHepHa no3a

TETTIO)

OT 2 00 4 TOmHHH 1 cynozuropus 3 OLTH AHEBHO, Ha BCEKH

{or 12,5 mo 17 6-8 yaca. He

KHJIOrpama) H3Mo3BaliTe NoBeye ot 3
CYIIO3HTOPHH JHEBHO.

Ot 4 no 6 ronuun 1 cynmosuTopHs 4 15T AHEBHO, HA BOSKA

{or 17 no 20,5 kg) 6 yaca. He Hamonspaiire
noseue ot 4
CYNO3HTOPHH JHEBHO.

Tpabsa aa ce nOTEPCH Nekapcka IIOMOLL, aKo € HeOOXOAHMO JIEKAPCTBEHHAT POAYKT 1A e TIPHIara B
NPOABIDKEHHS HA TIOBEYE OT 3 THH HIIH CHMITTOMHTE CE BIIOIIAT.

MemuipHCKMAT NPOAYKT € peiHa3HAeH 3a KpaTKOTpaiiHa yrnotpeba.

BrbpedHo yepexaaHe

Hosure nbynpogen TpsbBa na ce npuiarat ¢ MOBHLIEHO BHUMaHHE NIPH nauuenTy ¢ 6n6peduo
yBpexaane. Jlozata TpAa6Ba f1a ce NOAABpKA BFE3MOXKHO Haki-HUCKa (3a NallMEHTH ¢ Texka Gp0peyHa
HEAOCTATHYHOCT BXK. TOuKa 4.3).

YepuoapobHo yBpexnaHe

Hozute ubynpoden Tpabra 1a ce npunarar ¢ NOBHLIEHO BHUMAHHE MPH NALHEHTH C YePHOAPOOHO
yRpexaane. Jlozata 1pabea 1a ce nouThpika BL3MOMKHO HAR-HKUCKA (32 NALMEHTH ¢ TEXKA
4epHOAPOOHa HEAOCTATBYHOCT BXK. Touka 4.3).

HauHH Ha npriokenHe

PekTanso npuroxenye.
4.3 TIIporuponmokazanns

CBpbX4yBCTBHTENHOCT KbM HOYNpodeH Wwid APYTrH HECTEPOUABH NPOTHBOBE3NATHTEHH
nexapereedH cpeactea (HCIIBJIC), win keM HAKOE OT NOMOIIHHTE BEIIECTBA, H3GpOeHH B Touka 6.1.

IMauuenTH, NOKa3a/IH NIpeAy TOBA PEAKITHH HA CBPBXYYBCTBHTEIHOCT (HAND. 4CTMa, PHHHT, AHTHOCACM
HJIH YPTHKAPHA) B OTTOBCD HA alETHICATAIAIOBA KHCETHHA (ACTTHPHH) WIH APYTH HECTEPOHIHH

NPOTHBOBB3NATHTC/IHH JIEKAPDCTRBCHH CPCICTBA.

AHAMHE32 32 KbPBEHE OT FOpHaTa 4acT HA CTOMALIHO-YPEBHUA TPAKT WiH nepdopaiia, JBDKALA ce
Ha npeaxozano neyeHne ¢ HCIIBJIC.

AKTMBHa WIH NPEIIECTBAINA PELHAMBHPAILA NENTHYHA A3Ba/XeMOparus (IBa WIH MOBEYE HOBTAPALIH
Ce CHM30/a Ha AOKA3AHA YLEPAHA MM KbPBEHE).

LepeGpoBackynapHo HIH JIPYTO AKTHBHO KbPBEHE.

Texka gepHonpobHa, 6B0peuna wiK Texka chpaedHa HegocTarbuHoeT (NYHA xnac IV) (B,
TOuKa 4.4).

Hapywenns B kpsBochcHpBaHeTO (MOYNpodeH MOKe A4 NPeAH3BHKa YABIDKABAHE Ha |
KBpBEHE). of

XeMaToNoeTHYHH HAPYHUIEHHS C HEH3BECTEH MPOHIXOL, HAMP, TPOMOOIMTONICHHS.



[MaipenTy ¢ Texka AexHapaTas (MPHYMHEHA OT NOBPBIIAHE, JHAPHSA HJIM HEAOCTATBYEH HPHEM HA
TEMHOCTH).

BpemenHoOCT B OC/IeiHMA TpUMeCTED (BXK. Touka 4.6).
He u3non3eaiite npu feua ¢ tenecuo terio nox 12,5 kg.
4.4 CpenuanH¥ NpeAyNnpeiIeHHA B NPeANAa3HA MEPKH NpH ynotpeba

Heobxoarmo ¢ TOBHIICHO BHHMAHKE OpH YIIoTpe6a Ha HOYNpoQeH OT MALMENTH ¢ HAKCH
3300/11BaHMA, KOWTO MOTAT Jla Ce BJIOLIAT:
- CHCTeMEH JIyIyC EpHTEMATO3YC M CMeCeHa CheJHHHTEITHOTbKAHHA OONeCT — MOBHIIEH PHCK
OT acenTHYEH MEHHHTHT (BK. Touka 4.8)
- aHaMHe3a 33 XHMEPTOHHA W/HIH ChPAEYHA HEIOCTATBYHOCT, Thil KaTo HMa CHODINEeH S 34
38ABDKAHE HA TEYHOCTH H ¢M1eM, CBEp3aHo ¢ JieueHHe ¢ HCTIBJIC (px. Toukn 4.3 1 4.8)
-  Onbpeuno yepesxaane, Tbil kaTo GuOpeuHaTa PYHKUHA MOXE JOMBIHUTETHO A4 ¢ BIOLIH
(Bx. Touku 4.3 4 4.8)
- HapylleHHe Ha YepHonpobHaTa PyHKMa (BK. Touku 4.3 1 4.8)
- BeJHara Clej rojgMa XHpypravHa HHTepBeHIIHA
- AHOPEKTaNHH 3a00NTABAHHA.

Mooke 1a HACTBIH DPOHXOCTA3BM NPH MALKEHTH ¢ aKTHEHA WK OT3BydYasia GpoHXHanHa acTMa, K
aneprus,

Hexenanure peakilii MOraT 1a ce MUHHMH3HPAT, KATO & H3MOJ3BAT Hal-HUCKATE e(CKTHBHH JI03H
32 Hal-KPATKHA NEPHOJ OT BpeMe, HEOOXOAHM 32 OBNA/SBaHE Ha CHMITTOMMTE (BK. Touka 4.2 u
CTOMALIHO-YPEBHH H ChpACUHOCHAOBH PHCKOBE TIO-J0MY).

VYnorpebata Ha ubynpodeH exHoBpeMeHHO ¢ apyrd HCIIBJIC, BKIIOUHTENHO CeTEKTHUBHH
HHXHMOMTOPH Ha LHKIIOOKCHreHasa-2, TpaOBa Ja ce u3barea (k. Touka 4.5).

INanmenTyTe B cTapuecka BB3PACT UMAT MOBHILEHA YeCTOTA HA Hexkeanu peakunn kbM HCTIBJIC,
0CO0EHO KbPBEHE OT CTOMAINHO-UPEBHKA TPaKT H nepdopaius, KoATo Moke na 6uae daTanna.

CroMaliHo-4peBHA
KbpBeHe OT cTOMAIIHO-YPEBHUSA TPAKT WIH nepbopaiys, KOATO MOXe Ia ¢ ¢aranHa, ca crobiasaHu

3a Bcuyku HCTIBJIC, o Besko Bpeme Ha IEUEHHETO, ¢ WIH Ge3 NpeAynpeauTenHH CHMITTOMH, HiH
AHAMHE3A 38 CEPHO3HH CTOMAIIHO-YPEEHH PEaKIlHH.

PHCKBT OT cTOMAmHO-UpCBHO KBPBEHE, YILEPAMs Wi nepdopallis € No-BHCOK ¢ YBEIMYaBaHe
no3zute Ha HCHBJIC npu nanmeHT!H ¢ aHaMHe3a 32 1384, 0CO0SHO aKO HMa YCIOKHEHHS ¢ XeMOparis
uiH nephopaums (BK. Touka 4.3) M npu NAUKEHTH B CTapyecka Bb3pacT. Tesn namyenTy Tpsabea aa
3aI0YHAT JISYEHHETO ¢ BH3MOXKHO Haki-auckara no3a. [Ipw Tax Tpabea na ce oGcbaH KOMOHHHpaHO
TEYEHHE ChC 3AUHTHH CPEACTBA (HAlP. MUCONPOCTON HIIH MHXHOMTOPH Ha NPOTOHHATA HOMIIAY;
CBUIOTO TPsOBa A2 ce Npe/IBH/IM 1 3 MAlHCHTH, H3UCKBALIA JHOBPEMEHHO HHCKH 103K
AlCTHIICATHLHIIOBA KHUCETHHA HJIH APYTH JIEKAPCTEA, YBEIWYABANIM CTOMAIHO-IPEEHHS PUCK (BXK. T10-
IOy W To4Ka 4.5),

I'[aunemn ¢ aHaMHe3a 3a CTOMAIMIHO-YPCBHA TOKCHYHOCT, ocobeHo TakHBa B CTap4CcCKa Bb3PacT,
TpAGBa Aa cbobIaBaT 3a BCHUKH HeoOHYaliHK abIOMUHATHE CHMITTOMH (O0COBEHO CTO
KBpBEHE) H 0COOCHO B HAYAIIHHTE CTAHH Ha JIeYeHHETO.

Tpabtea na ce npeqynpexaaBar 3a BHUMAHHUE ALACHTHTE, TIPHEMAIIH YCIIOPEAHO
MO3KE Jia [IOBHILAT PHCKA OT YJILEpailua WId KbPBEHE, KATO [IEPOPATHH KOPTHKOC



AHTHKOAryJJaHTH, HanpHMep BapdapHH, celeKTHBHH HHXHOWUTOPH Ha 0OpaTHus 3axBaT Ha CEPOTOHHHA
M aHTHTPOMOOIINTHH CPEACTBA KATO ALCTHNICATTMLMIIOBATA KHCcenHa) (B, Touka 4.5).

AKO Bb3HHKHE CTOMANIHO-YPEBHO KBPBEHE MPH MALHMEHTH, MpHeMau HOynpoder, nedeHieTo Tpadea
Na ce [PEeKpaTH.

HCTIBJIC tpabBa ga ce npunarat ¢ NOBHILIEHO BHEMAHHE IPH MAIMCHTH ¢ AHAMHE3a 32 CTOMAaLIHO-
ypeBEH 3a0onaBaHus (Vlepe3eH KoauT, Gonect Ha Crohn), Thif KATO CHCTOAHWETO WM MOJKE 1 c€
obocTpn (Bxk. TouKa 4.8).

CepHo3an KOKHH peakiiii

MHoro panko ca ¢hoOLIABAHH CEPHO3HH KOXKHH PEaKLMH, HAKOH OT KOHTO (aTanH#, BKIIOYHTEIHO
exconuaTHBEH IEPMATHT, CHHAPOM Ha Stevens-Johnson i TOKCHYHA eNHepMaiHa HEKPOIH3a, BBB
Bpb3Ka ¢ ynorpebara Ha HCIIBJIC (ex. Touka 4.8). Uarneskaa MalHEHTHTE €A ¢ MO-BHCOK PHCK KBM
TAKHBA PEAKLHH B PAHHHA €Tall Ha Ie4EeHUeTO: NTONBATA Ha PEaKLHATA B MOBEYETO CIIyYaH € B ITEPBHI
Mecell Ha neuenHeTo. Crodimapa ce 3a ocTpa reHepaiM3upaHa exsanreMarosna nycrynoza (AGEP)
BBB Bph3Ka ¢ ynotpebara Ha IpoAyKTH, chabpxamy ubynpoden. H6ynpoden Tpsba jJa Obae cnpsy
TIPH ITBPBA NOABA HA KOXKeH OOpHB, MYKO3HH JIC3HH HJTH BCEKH JPYT TPHRHAK 33
CEPBXUYYBCTBHTEITHOCT.

B H3Kmo4MTe IHH CITydal H3TOYHHK HA TEXKH, YCIOKHEHA HHGEKLHH Ha KOXKATA H MeKHTE TEKaHH
moxe Aa 6nae papunena. [lonacronuiem, He Moske fa ce u3kouM enusHuero Ha HCTIBJIC Bepxy
BAOMARAHC HA CHCTOAHHCTO [IPH TAKHBA HH(])BKLIHH. CJ]C,I[OB&TBJ]HO B CITy4aH Ha BapHMLCHa CC
npenopbysa Aa ce u3barea ynotpebara Ha uGynpoden.

ChpaeuHO-CHAOBH H 1iepebpoBacKyIapHH edeKTH

H3uckea ce moaxoadamo npoc/iesBaHe H ChBET MIPH NALIWEHTH ¢ aHAMHe3a 3a XHUNIePTOHHA /WK JieKa
[I0 YMEPEHA 3ACTOHHA ChpAeYHa HEJOCTATbYHOCT, THH KaTO ¢a chODILISHM Clly4as Ha 3adbpkaHe Ha
TEYHOCTH H ¢JeM, acouuHpaHH ¢ edenre ¢ HCIMBJIC.

Ot KHHHYHH NPOYYBAHKHA Ce Tipenonara, 4e ynotpebara Ha uGynpodeH, ocobeHO BBB BHCOKHA J03H
(2400 mg/nHEBHO), MOKE Ja € CEBP3AHA C JICKO MOBHINIEH PHCK OT APTEPUATIHH TPOMOOTHYHH CHOUTHA
(Hanpumep MHOKapieH HHQApPKT W HHCYAT). KaTo uano, enuaeMHONOHYHATE POYUBAHUA He
MPEANO/Iarar, 4€ HHCKa 103a HoynpodeH (T.e. <1200 mg aHeBHO) MOXKe Jia ce acoLiHHpa ¢ MTOBHILEH
PHCK OT apTepHaTHH TPOMOOTHYHM CHOHTHA.

[NTanMeHTH ¢ HEKOHTPOJIMpPaHa XANEPTOHHA, 3aCTOMHA ChpAedHa HepocTaThuHocT {NYHA TI-11),
YCTAHOBEHA HCXEMHUHA GOJIeCT Ha ChPLETO, MepH(EPHO ApTePHAITHO 3a00NaBaHe W/HTH
nepeGposackynapHo 3abonsrane TpaGra fia 6baar ekyBaHn ¢ HOYNPOQECH caMo ¢iaea BHHMATENHO
obcbxaane u TpabBa a ce H3GATBAT BUCOKH A031 (2400 mg/auesHO).

Crito Taka Tpg6Ba 1a c€ H3BBPLIBA BHUMATENHA NPELIEHKA PELHA 3AN0MBAHE HA ABJITOCPOHHO
NeveHHe Ha NalieHTH ¢ PHCKOBH (PaKTOPH 3a ChP/IEYHO-CHIOBH ChOHTHA (HAIp. XHIEPTOHKS,
XHIIEPIHNHAEMHS, 3aXapeH qHader, TIOTIOHOIYHIEHE ), 0COOEHO aKO C€ H3HCKBAT BHCOKH J103H
noynpoden (2400 mg/nHerno).

Hpyru 3abenexkn:

Texxn, ocTpH peakiMy HA CBPBXYYBCTBHTETHOCT (HaNp. aHaQUNaKTHYEH II0K) ca HabmoAaBaHH

MHOTO psifiko. CIIe/ 0ABATa HaA THPBH CHMITTOMM Ha PeaKlig Ha CBPBXYYBCTBHTEIHOCT, NOCENBAlIA
npHiaranero Ha [lanaktus beiibn, neyeHueTo TpsaGea aa ce npexpari. MeauuuHcKks THUA TPIOR
NPHIIOkKAT HEOGXOIHMHTE MEPKH B CEOTBETCTBHE CHC CHMITTOMHTE.

Hb6ynipoden Moxke BPEMEHHO 1a HHXHOHpa AKTHBHOCTTA HA TPOMGOLMTHTE (TPOMBOILI

arperaupm) H € YCTAHOBCHO, 4Y¢ YABJDKABA BPEMETO Ha KbPBEHE IPH 3[paBH JIHLA. Ilo g’




CBCTOSAHHETO HA MALMEHTHTE C HapyIIeHAS Ha KPBROCECUPBAHETO TPAGEa 1a 6b/ie CTPHKTHO
[POCISABAHO.

Pezynratire oT eKCIIEpMMEHTANHE NPOYUBAHHS NOKA3BAT, 4¢ C€ HAMANIABA TPOMOOLIHTHATA
arperaums, HHXHGHTOPEH eEKT HA AUESTHICATHLIOBATA KHCEMHHA TP KOMOHHHPAHO JIeYeHHe C
npunaratle na u6ynpoden. Toea szauMoseiicTBHe MOXKE 18 OrpaHHYH HKeIaH|A TIPOTEKTHREH eekT
Ha AUEeTUICATHIMIIOBATA KHCEIMHA BEPXY KpbBooOpatienuero. Caeaorarento ubynpodeH Tpabsa aa
C€ H3NO0JI2BA CHC CNELHATHO BHUMAHHE IPH NALMEHTH, IIPHEMALY ANSTHICATHITHIOBA KACEIIHHR 32
HaMaJIBaHe Ha TpoMOOLMTHATA arperania (Bk. Touka 4.5).

IIpy genrocpouHo mpunarane Ha Ilanakrue Beitbu ce npenoppuBa peqoBeH KOHTPOR HA MOKA3ATEIIUTE
Ha YepHOApoOHaTa PpyHKUMA, 6BOpevHaTa GyHKIHA H KPHBHATA KApTHHA.

['naeoGonue, koeTo MOXE 13 ce MONYYH MPH FBIroCpoyHa ynoTpeda Ha aHAJIFeTHIH, He TPAOBA fa ce
JIeKyBa C BHCOKH JIO3H OT TO3H IIPOAYKT.

IpoasmkurennaTa ynorpeba Ha aHANTETHIH, 0CO0CHO B KOMOKMHALMA ¢ HAKOW AKTHEHH BEIIECTBA,
KOMTO HaManaBaT 5ollkaTa, MOke A4 MpeIH3BHKA MOCTOAHHO GEOPeUHO YBpeXkKaaHe C PUCK OT
Gu0pedna HeNOCTATHYHOCT (aHANMeTHuHA HedporaTs). To3M PUCK MOXE 13 CE NOBHILH NPH
hH3MYECKH YCHIINS, CBBP3AHH ChC 3ary6a Ha COMM M ISXHAPATALIMA, H CIeI0BATENHO TPiI6Ba a ce
u3bArea.

CemecTeyBa puck oT 6B0pedHO yBpexkIaHe Npy AeXunpatupanu aena. Tpadea 1a ce HoAXoaH ¢
[IOBMILIEHO BHUMAHHE NIPH 3aII0UBaHe Ha NedeHne ¢ HOynpodeH NpH MAIMEHTH CbC 3HAMHUTENHA

OeXHAPATALHA.

Kaxto ocranannre HCIBJIC, u6ynpodeH Moxe a2 MACKMPa CHMITOMHTE Ha HHOEKLH H NOBHUIEHA
TEMIIEpaTypa.

Cpobiiara ce 3a M30MHPAHH CIIy4aH Ha TOKCHMYHA aMOIMONHs (HaMaleHa 3pHTEHA OCTPOTA) NPH
ynorpebata Ha uOynpodeH, clenoBaTeTHO € HeoBGXOAMMO NalMeHTHTe 1a OBJaT YBEXOMEHH 1A
¢boO11aBaT Ha JTeKaps 3a BCAKO 3PUTENHO HAPYIIEHHE.

4.5 BsammoacicTBHe ¢ JPYTH JIEKAPCTBEHH NPOAYKTH H APYrA OPMHE HA B3aHMo/IcHcTBAC

IIpu nauseHTH, npueMami H6ynpogen B KOMOMHALMA ¢ HAKOH OT J0NYNOCOUCHHTE JICKAPCTBEHH
NIPOAYKTH, TpAOBa Na ce HMAa NPEXBUA POCIEAABANE HA KIWHHYHHTE H GHOJOTHYHHTE NAapaMeTpH.

¥notpebaTa B KOMOHHALAS Che CIEAHMTE JIEKAPCTREHH NPOAYKTH HE e MPenophypa

Hpyzu HCIIBJIC, 6rumo4Umenno cenexmueny uHxubumopu Ha yikiooKcuenasa-2;:
Ha ce usbarea enHoBpeMeHHaTa ynoTpeGa Ha ase unu noseve HCTIBJIC, Thii kaTo ToBa MOXE /13
NOBULIH PHCKA OT HEXKEJIaHH JICKAPCTBEHH PeaKIHH.

Kopmuxocmepouou:
HoBuweH prck oT croMallHO-upeBHa yiepauus Wi kxpeene ¢ HCIIBJIC (k. Touka 4.4).

Ayemuncamuyunosa xucenuma:
ENnOBpeMEHHOTC NpUiaraHe Ha aleTHICATHIIMIOBA KMCEIHHA i OynpodeH KaTo Lswio He ce
NpenopeYRra, NOPaaH NOTEHUHAIHO NOBHILIEH PHCK OT HEXKEJIAHH JIEKAPCTBEHH PEAKIIHH.

ExcnepuMeHTaTHE JaHHH OKA3BaT, 4e HOYNpO(EH MoXKe KOHKYPEHTHO J1a HHXHOMp
HHCKA /1033 AUeTHICAIHLMOBA KHCEIHHA BLPXY TPpoMOOLHTHATA arperala, Koraro
SAHOBPEMEHHO, Bhnpekn 4e HMa HETOYHOCTH NPH EKCTPANIONMPAHETO HA TE3H AaH
KITHHHYHATa CHTYAallus, He MOXKe Ja C€ UBKITIOYH BEPOATHOCTTA PEIOBHATA, ABAIOC



HOYNpodeH Ja HamMaTH KapAMONIPOTEKTHBHKA e(EKT Ha HHCKA 1033 alleTH/ICATHIMIOBA KHCelHHa. He
CE O4aKBa CXOACH KIMHHYEH edeKT npH obuvaiiHaTa ynotpe6ba Ha uGynpodeH (Bx. Touka 5.1).

Hsuckear ce npennasHy MEPKH DpH koMOMHHpaHaTa ynoTpeba che CleJHATE JCKAPCTBEHH HPOAYKTH

Huypemuyu, ACE-unxubumopu, bema-6aoxepu u anzuomensun Il peyenmopru anmazonucmu.
HCIIBJIC morar aa peaylmpat edekra Ha JIHYPETHINTE H APYTH aHTHXHIIEPTOHHYHH JIEKAPCTBEHH
cpeactea. [Ipy HAKOH MaUMENTH ¢ HapyweHa 6u0peyHa yHKUMs (HAnp. JEXNAPATHPAHU [IAIAEHTH
IIH TAKHMBA B CTapHYe€CKa Bh3pacT ¢ HapyweHa Ob0peyHa ¢pyHkima) komOuHApaHaTa ynotpeba Ha ACE
HHXHUOUTOP, GeTa-aApeHONTUTHYHO CPeICTBO Wiy aHrnorensuH I penenmopeH aHTarOHHCT K
NeKapCTRa, HHXHOMpAal¥ [IMKJIOOKCHTeHA3aTa, MOXKE /14 MIPeIH3BHKA I0-HATATHINHO YBPEXKIAHS Ha
6BOpednaTa GyHKUMA, BKIIOYHTEIHO BE3MOKHA OcTpa 6B0peuHa HEXOCTATEYHOCT, KOATO
00HKHOBeHO € obpaTuma. CnenoBatenHo TakaBa KOMOMHALKS TPsiOBa Aa Ce U3IION3Ba BHHMATEIHO,
0co0EHO NpH [TALHEHTH B CTapyecka BB3pact. Takupa nauueHy Tpadsa ga 6baaT Noaxoasmwo
xuzapaTHpanu. Tpabsa aa ce obcwan npociesspane Ha ObOpeunara GyHKUHA B HAYAIOTO HA
KOMOHHHPaHOTO JICUEHHE M MEPHOAMYHO /el TOBA.

Yenopentara ynorpe6a Ha [Tanaktue beiidn u kanuii-cbXpangBallli JHYpETHIH MOXKE 1a JOBEIE 0
XHIEPKATHEMHA.

Cupoeynu auxosudu, thenumoun, aumuis;

Kombunupanara ynorpe6a Ha ITaHakrus BelGH Che ChpAeUHH TIHKO3HAM, (PEHHTOHH WIH JIHTHIA
MO3Ke Ja MPeNH3EAKA IOBHIABAHE HA [IA3MEHHTE HHBA HA TE3H JIEKAPCTREHM [IPOIYKTH.
O6HKHOBEHO HAMA HYX/a OT KOHTPOJI Ha ILTA3MEHATA KOHIEHTPAl|s Ha JIHTHH, CHPASHHH TIIHKOZHIH
H (EHHTOMH, NPH MOROKEHHE Ue TIPOIYKTHT Ce YNoTpebaBa CHIIACHO NPENOPHKUTE (He [T0-ABIr0 OT
3 no 4 pum).

Memompexcam:

Hma nokazatesnicTsa 3a BE3MOMKHO TOBHIIABAHE HA IA3MEHHTE KOHUICHTPAHH HA METOTpeKcar.
HCTIBJIC uHxuOupat elTMMHHHpaHETo Ha METOTpeKcaT oT GrOpeYHHTe KaHAMeTa, KOETO MOXKE 1a
JAOBe/IC N0 peAyLMpaHe Ha KITHPBHCA Ha MeTOTpeKcar. B cnyuan Ha nedenue ¢ BHCOKH J03H
METOTpeKcaT Tpa6Ba aa ce H30area ynorpebara Ha ubynpoden (HCTIBJIC). Tpabea aa ce uma
NpexBHA PUCKET OT B3auMogeiicTBue mexxay HCIIBJIC u MmeToTpekcaT np# JIEYEHHE ¢ HUCKH JO3H OT
NOCHeqHHA, ocoGeHO NpH NalMeHTH ¢ yBpeaeHa 6u0peuna dynkums. Tpadea qa 6be npocienspada
OBOpeunara dbyHKLHS npi KOMOUHHpaHe Ha nedenue ¢ MeToTpekcar 1 apyrd HCTIBJIC. Tpenoprusa
C€ MOBHHIEHO BHUMaHue, koraro metotpexcar 1 HCIIBJIC ce npunarar B meprol oT 24 yaca, mopanH
BB3MOXKHO NOBHIIABAHE HA IJ1A3MEHATa KOHLIEHTPALMS HA METOTPEKCAT, KOeTO MOJKE Ja JoBelie A0
TMOBHILIEHA TOKCHYHOCT,

Taxponumyc:
B ciyyaii na koMGHHMPaHO NMPHIIOKCHHE 1A /IBATA JIEKAPCTBEHH MPOAYKTA CHIIECTBYBA IOBHILEH
PHCK OT He(POTOKCHYHOCT.

Luxnocnopun:
ToBHiieH pHCK OT HEPPOTOKCHYHOCT.

Aumuroazyaanmu:
HCIIBJAC morar aa nouiat eekra Ha aHTUKOATYNAHTHTE, KATO BapdapuH (BXK. Touka 4.4).

Aumumpomboyumuu cpedcmea u cenexmusHu UHRXUOUMOPU HA GOPAMHUA IAXEAM HA CEPOMOHUNA!
[NoBH1IEH PHCK OT CTOMAINHO-YPEBHO KbpBeHe (Bk. Touka 4.4).

Cynpanwiypes:
KimHHYHH npoy4BaHus NoKa3eaT B3auMoaeiicteua mexxay HCIIBJIC u RpPOTHBOAHAN
{mpoussonru Ha cyndanuwnypes). Benpexu daxra, ye gocera He ca ONWCAHK B3aHUM



nbynpodeH H cyndanunypeiiHu NpOM3BOAHH, IPSHOPHYHTENHO € 114 C€ KOHTPOAHpa KphEHATA
KOHLCHTPAIHA Ha FIFOKO3aTa KaTo NMpeAna3Ha MAPKa [10 BpeMe Ha koMOuHupaHa ynorpeba.

Juoogydun:

HMa noBHIIEH PUCK OT X€MATONIOMMYHA TOKCHYHOCT, KOTATO HCHBJIC Ce MPHIIAraT 3aeJHO ChC
3uaoByAuH. MMa okasaTeacTa 3a XxeMapTpo3a i XeMaToM npH XM B-nonoskutenHn xeModmnuim,
TIPHEMAIIIH €XHOBPEMEHHO IEYCHHE CHC 3UOBYAMH H HOynpodeH.

{Ipobeneyud u cyspunnupazon:
JlekapcTBeHH NPOAYKTH, CHIBPKALLN NPOOEHEM WTH CYTHHIHPA3OH, MOTAT Ja YBJDKAT
eIMMHHHpaHETO HA HOynpodeH.

Baxnoghen:
Moske na HacTBITH TOKCHYeH eeKT Ha BaKTOdeH Cle 3aMoUBAHE HA TIPHEM Ha HOYTPOdEH.

Pumonasup:
PuToHaBHp MOJKE Na [IOBUILM MIa3MEHHTE KoHIeHTpauH Ha HCIIBJIC.

Amunozrurozudu;
HCIIBJIC morat na peaylHpar ellAMHHUPAHETO HAa AMHHOITTHKO3HIH.

Xunononoeu anmubuomuyu;

JlaHHH npu #uBOTHH nokaseat, Ye HCIIBJIC MoraT ja MOBMIIAT PHCKA OT MbPYOBE, CBBP3aHH C
XMHOIOHOBHTE aHTHOHOTHIH. [NaupenTn, npuemamn HCTIBJIC v xMHONOHY, MOTAT /14 ¢4 ¢ IIOBMILEH
PHCK OT NOJTy4aBaHe HA IbPHYORE.

Bopuxonazon uru ghayxonazon:

Puck ot okono 80 no 100 % S (+) Bnuskue Ha uGynpodeH e OTKPHT MpH NPOYYBaHE C BOPHKOHA30I H
¢aykonason (anxuburopn Ha CYP2C9 enszuma). TpaGea na ce npeBMAM pedyLMpane Ha J03aTa
ubynpodeH B ciTyuail Ha KOMOHHHpaHO IpHAOKeHHE Ha MoleH CYP2C9 HHXHGuTOp, 0cobero
KOTATO e TIPHAara BHCoka 103a HOynpodeH ¢ BOPUKOHAZO0M HIH (PITYKOHA30I.

Kanmonpun:
ExcrniepiMenTanHy npoy4BaHus Moka3sar, ye HoynpodeH HHXHGHpa edieKTa HA KAITTONIPHA BbPXY
CNHMHHAPAHCTO HA HATPUH.

Xonrecmupamurn:
Ilo Bpeme Ha kombHHNpaHaTa yroTpeGa Ha HOYNPOQEH M XONeCTHPaMHH ce 3a0aBs M HaMaJlABa

abcopbumara na ubynpoden (25%). JlekapcTeenuTe MPOAYKTH TPAGBA Aa ce TIPWIATaT NMpe3 WHTEpBa
OT HAKQJIKO 4Haca.

Mugenpucmon:
HCIIBJIC ne Tpabsa n1a ce ynorpeGssart B pamkuTe Ha 8—12 M ¢rieq) Tpuiarase Ha MAQEIPHCTOH,

TBH KATO T€ MOTAT Ja HAMANAT JIEHCTBHETO MY.

4.6 ®DepraanTeT, GPEMEHAOCT M KbpMeHe

BpemMeHHoCT
Muxu6upaHeTo Ha NPOCTAITIAHIMHOBHSA CHHTE3 MOMKS 1a OKaKe HeONaronpusSTHO BIHAHHE BBPXY

ENMHAESMHUONOrHYHH MPOYYBAHHA [IPSANIONATaT MOBHILEH PHCK OT abopTH, Bpo,uenn Cup
MangopMaly B TACTPOCKI3HC el ynoTpeba Ha HHXHOMTOPH HA CHHTE3a HA POy
BpeMe Ha paHHHA NepHo/ oT OpeMeHHOCTTA. AGCOMIOTHHAT PHCK OT ChPAEYHOCH)]
€ MOBHINEH OT No-Manko or 1%, Ao npubmmsurenHo 1,5%.



Hpﬂema €€, HC PHCKDLT CC TIOBHILABA ¢ A03aTa H HPOABIKHTC/IIHOCTTA HA JIEYEHHUETO. Hp]rI KHUBOTHH
nmpHOaraHeToe Ha HI-[XHGP[TO]JPI Ha NPOoCTarlaHaHHOBHA CHHTES IIOKa3Ea MOBHIICHO BIIHAHHE BBPXY
Gp()ﬂ Ha aﬁD]JTHTe NpEIH H CNea UMIUIAHTHPAHES, KAKTO H CMBPTHOCT Ha 3apOJHLIATE H IIIOAA. Oceen
TOB4 ¢& ¢hoOlaBa 3a MOBHIIIEHA YECTOTA Ha pasnu4YHu BpOACHH MaJI(bOpMal[HH, BEJIKOYHTEITHO
CBPACYHOCHAOBH Ma.mbopmaunn TIPH XKHBOTHH, OOJIYYaBallHd [/IHXH6HTOPH Ha M[pocTarilaHiHHOBHA
CHHTE3 110 BPEME Ha OpPraHOreHes3ara.

Mo epeMe Ha ITEPBHA H BTOPHS TPHMECTHP OT OpeMeHHOCTTa HOyIpodeH He TpAGBa Ja ce MpHiara,
OCBEH aKko ToBa He € abcomoeTHo HeoOxoauMo. AKo ce Hamara ynotpeGa Ha HOynpodeH TIpH JKEHH,
KOMTO C€ OIHTBAT /12 3a0peMeHesT WIIH N0 BpeMe Ha TbPBHA H BTOPHI TPHMECTBP OT OpeMeHHOCTTa,
nosata TpabBa aa 6b1e BE3MOXKHO HAi~HHCKA, 8 NPOSBIDKHTENHOCTTA Ha JIEYEHHETO Hal-MallKa.

[{o BpeMe Ha TPeTHA TPHMECTBP OT OPEMEHHOCTTa BCHUKA HHXAOHTOPH HA (1POCTANTAHIHHOBUA
CHHTE3 MOTAT Ja OKAXAT BAMAHKE BBPXY U0, MPUIHHABAHKH:
- TOKCHYEH e(heKT BBPXY CHpLETO H Genute apodose (C NpexaeBpeMeHHO 3aTBapsAHe Ha
bortanoens nporok 1 GenoapodHa XMNEPTOHU)
- HapyueHHs Ha 6x0peyHaTa dyHKIHA, KOHTO MOTAT Ja JoBeHaT 10 6s0pedHa HeAOCTATEYHOCT C
OJIMFOX¥PAMHHO3A.

Jia IPMYUHAT Ha MafKaTa H HOBOPOAEHOTO B Kpas Ha GpeMEHHOCTTA:
- BB3MOXHO YABRDKAaBAHE Ha IEPHOJA HA KbPBEHE, aHTHATPErnpalll edekT, KOHTO MOXKe [ia ce
TIOABH NIOPH IIPH yNOTpedaTa Ha MHOTO HHCKH 1030
- TOTHCKAaHE HA KOHTPAKLMHTE HAa MAaTKATA, KOETO BOAH [0 OTJIOKEHO WIH YIBIDKSHO POKIAHE.

B TazH Bpr3ka ynorpebara Ha HOYTIpodeH o BpeMe Ha TPeTHA TPUMECTBP OT GPEMEHHOCTTA €
POTHBOMNOKA3aHA.

Kspmene
Camo He3nauMTENHH kolnuecTea UOYNMpodeH H HETOBM MeTaGOTHTH ¢ CEKPETHPAT B MaHUHHOTO

misko. Thi karo nocera He € MO3HAT BpeneH edeKT BbPXY HOBOPOZeHH, 0OHKHOBEHO HE Ce Hajlara
MpexpaTaBaHe Ha KbPMEHETO [0 BpeMe Ha KpaTkoTpaiina yrotpeba Ha ubynpodes B
[PETIOPBUHTENHHTE 103H.

DepTIIIHTET

Mma nanuu, 9e nekapcTBaTa, MHXUOHpAIIM HKIIOOKCHIEHA3a-PETYIIMPAHAS CHHTE3 Ha
NpoCTariaHHHATe, MOTAaT Aa NPHYHHAT YBpexiane Ha (epTHIHTETa IIPH JKeHH, KaTO NOBNHABAT
oBynauuaTa. EdexrsT e ofpaTm nps npekparsigaHe Ha IEYSHHETO.

4.7 Edextn BBpxXy cnocofHocTTa 32 mogHpaHe H padoTa ¢ MAIIMHH

Crnen nprema Ha HCTIBJIC ca BE3MOKHH HexeTaHH IEKapCTBEHH peakliMH KaTo 3aMaiiBane,
CBETOBBPTEXK, YMOPA HIIH 3PUTENHH HAPYIUeHns. AKO Ca 3aCerHaTH, NalHeHTHTE He Tps6Ba na
wodupaT wWiK 1a paboTsT ¢ MAIAEH.

48 Hexenanu JICKAPCTBEHA PeaKIHA

CrenuvTe 4ecTOTH Ha BL3HMKBaHE ¢4 TMPHETH KATO OCHOBA 33 OLCHKA HA HEXCITAHHTE JIEKADCTBEHH
peaxiEn;

Muoro gectn: >1/10

Yectn: >1/100 1o <1/10

Heuectn: >1/1,000 go <1/100

Pearn: =1/10,000 ngo < 1/1,000

Mmuoro peaxu: <1/10,000

C HEH3BECTHA YECTOTA: OT HATMYHUTE JaHHH He MOXKE /1A C& HAMPABH OLIEHKA.




CromcsKBT HA CIIEAHATS HEXKCIIAHH JICKAPCTECHH PCaKIIHHA BKIHOYBA BCHYKH H3BECTHH HEXKCIIAHH
JIEKApCTBCHH PCaklKM, ITOABHITH CE 110 BPEME Ha JICYECHHE C HGprO(l)eH, BKITHOYHTETHO TE3IW OPH
TIAIUCHTH ¢ PEBMATONOTHYHH SaﬁoﬂHBaHPU[, NMOAYYABRAITH OBJTOCPOYHO JICUCHHE [IPH BHCOKH JO3H.

IIpeacraBeHuTe 4ECTOTH, NO-BACOKH OT ,,MHOI'O PeAKM™, C€ OTHACAT 10 KPaTKOBpEMEHHA yroTpeda Ha

JHEBHH A03K: MakcHManHo 1 200 mg ubynpoden 2a nepopaniu ¢opmu; Makcumanuo 1 800 mg 3a
cynosutopsH (= 30 ml nepopanHa CycrneH3 A, KOETO € MAKCHMATHATA JHEBHA 034 32 BB3PACTHH U

Jiela Ha Bp3pact Hag 12 rofguHu).

CucremMHo-opranes kiac

YecroTa

Hexenann peaknan

Hudeximn n nndectanun

MHoro peaku

BJIOLIABAHE HAa CHCTOAHMA Ha
BB3NAJICHHE, CBBP3aHH C
HHpekg (Hanp. pa3sBUTHE HA
HEKPOTH3HpAIl (aclHKT), BHB
Bpb3Ka ¢ ynoTpebara Ha
HECTEPOMIHH
NPOTHBOBB3MAJIMTEITHH
NEKAPCTBENH cpecTpa’

Hapymennsa Ha KpeBoHOCHaTa | Muoro peaku XEMATOTIOETHYHH HAPYILECHHS

CHCTEMA H TMMdaTa

Hapymenns Ha MMyHHaTa Hedectu peakLy Ha

CHCTEMa CBPBX4YYBCTEHTEIHOCT C
KOKHH €PYIIHH H TIpypuTYC®

Mmuoro penku TeHKKH, TCHePUIMIHPaHH

peakuiH Ha
CBPBXUYBCTBUTEIHOCT?

INcuxyynm HapyIeHHs MHoro penka MCHXOTHYHH PEaKIlHH,
JenpecHs

HapymeHnus Ha HepBHaTa Heuectu pa3cTpoCTBa Ha LiEHTpaHaTa

CHCTEMA HEpPEHA CHCTEMA KATO
rnapobonue, 3amaiipaHe,
0e3cbHHE, CBHIIMBOCT,
BB30ya, pasApa3HHTENHOCT H
yMopa.

MHoro peaxu ACENTHYCH MEHHHIHT

Hapyirenus Ha oumTe Heuectn 3PHTENIHH HapYHICHHA

Hapymienus Ha yxoto u Peaxn THHUTYC, CBETOBBPTEHK

NabupHHTa

Hapyluenus Ha cbprieTo

MHoro peaku

NAINHTALMH, ChpAeHHa
HEAOCTATBYHOCT, MP]OKaPI[eH
unpapkr, eaem®

Cwa0B#A HapyLlenns MHuoro peaku xuneprouus®
BACKYJIHT
PecrmpaTopHu, rpuaHi 1 MsHoro peaku acT™a, OpoHXOoCHasbM, 3aayX,
METHACTHHAIIHK HAPYIISHHS XPHIIOBE
I'acTpoHETECTHHAIHE Hegect KHCENHHH, KOpeMHa Gonka,
HAPYIIEHHA rajJicHe, razore, JIOKagHO
pa3apa3zHeHHe Ha 3 :
Penku JAHApHA, pas
ra3oBe, 3arek,
Mpuoro peaks TIETITHYHA 93

AyoneHyma, gD




KBEPBCHE OT CTOMILIAHO-
UPEBHHA TPAKT, JICMIKABH
H3NMPAKHEHNA, MOBPBIIAHE HA
KpbB, notsikora daraiHo,
0coDeHO KOTaTo Bh3HUKHE TIPH
MALHEHTH B CTAPUYECKa
BB3PACT; YJILEPO3EH OpaseH
MYKO3UT, FacTpur, yilepalus
Ha yCTHATa JHIraBsHla,
obocTpane Ha KOMT W GomnecT
ua Crohn’

XenaroOunmuapHu Hapymwenus | Meoro peaku HapymeHHsa Ha 6BOpednaTa
bynkuns®

uepHOAPOOHA HEAOCTATEYHOCT,
OCTBP XETIATHT, KBITCHHIA

Hapymenus Ha xoxara n Heuectu PANTHYHH KOXHH 00PHBH
MOAKOKHATA ThKaH MHoTro penku MOTAT JIa HACTRITAT TEHKKH
(opMH Ha KOXKHH peaKLIiH
KaTO epHTeMa MYJITH(HOpME.
QO6paszypaHe Ha MEXYpUETa,
BKJTIOYHTEJTHO CHH/IPOM Ha
Stevens-Johnson U TokcHYHa
enHaepMaliHa HeKpoiH3a.
HacTemBamy no M3KmodeHHe
TEKKH HHEKIHN Ha KOXKATA 1
MEKHTE ThbKaHH KaTo
YCIIOKHEHHA [IPH BapHIeNa
C HeH3BeCTHA 4eCTOTa JieKkapCcTBeHa peaKkLua ¢
SORMHO(MITHA H CHCTEMHH
CHMITTOMH {CHHADPOM HA
DRESS), ocTpa
reHepanH3upaHa
CK3aHTEMATO3HA My CTYN03a
{(AGEP)

Hapymenns Ha 6p0penure u MHoro peaxu HaMaJABaHe Ha eKCKPeLIUgTa
NUKOYHHUTE METHILA Ha ypes M enem’

6B0peuHa HeJOCTATHLYHOCT,
HedposeH CHHAPOM,
WHTepcTHIHANCH HedpuT'?,
nanunapHa Hekposa'l
TIOHK>KeH OBOpeUeH KITHPHHC

Ha ypes

Hiacneapanus Peaku MOHMKEHH HHBA HA
XeMOrnobMH

1 =

— [laumeHTsT TpAGBa A3 ObAe MOCHBETRBAH A C& CBBPKE ¢ JICKaP IPH THPBA BH3MOXHOCT B CIy4ail Ha
BB3HHKBAHE Ha CHMIITOMH Ha HHGCKIMA WA BJIOIIABAHE [0 BpeMe Ha ynotpebara na [Hanaktue Beiibu. Tpatea
Aa ¢& Npoy4Hd NAIH HMa WHIHKALHH 32 aHTHHHGOEKLIHOZHO NeYeHHE WK aHTHOMOTHUHA TCpAnHs,

2

— Brmnousa aHeM¥HA, AEBKONEHHA, TPOMBOIHUTONEHHA, TaHIMTONIEH IS, ArPAHYAOLHTO34. ~-.
ca: MOBALICHA TEMIIEPATYPa, BB3NAISHO IbPIO, MOBLPXHOCTHY A3B# 8 YCTATA, IPHOONON06 iy
H3TOMIEHUE, HeoOACHAMO KEPBEHE HIH IIOCHHARAHE,

3 - IlaumenTsT TpaGBa Aa 6bIe yRENOMEH, Ue e HeoGXoIuMa He3abaBHa MeAHIIHHCKA KOH(
cliyqai, KaKTO H IIPH NPeyCTaHOBABaHE yNoTpetata Ha [Tanakrus Beiibn.



4 Moxe Aa ¢e NPOABH KaTo ITOOYBAHE HA THIETO, €3HKA H JIAPHHKCA ¢ BbTPELIHO CTCCHABAHE HA JHXATENHHTE
IIBTHINA, 3a0YX, TAXHKAPOHA, TAUIMHTALFH, XHIIOTOHHS A0 XHBOTO3ACTpalIaBall IOk,

Heo6xoamMa & He3abapHa MEIHLHHCKA KOHCYNTALHS B CY4ail HA BL3HHKBAHE Ha HAKOH OT TE3H CHMIITOMM,
JOPH cllell IThpBaTa yaoTpeda Ha NpoaykTa.

¥ — CHMOTOMHTE Ha aCEHTHYEH MEHHHIHT ChC CXBALIAHE HA Bpara, rnasobonue, rajeHe, nospsliaHe,
TeMOSPaTypa HAH HAPYIICHHA HA Ch3HAHHETO ¢a HabioagaHy MHOTO PAAKO o BpeMe Ha ynoTpebara Ha
bympoder. UyBCTRUTEIHHTE THLA BEPOATHE Ca NANHEHTH ¢ QBTOHMYHHH HAPYWEHH (CHCTEMEH JIyiyc
epuremarosyc (SLE), cmeceHo 3a00/MBaHe HAa CheAHAMTENHATA THKaH).

5 _ ce ¢hoOIIaBa BbB BpB3Ka ¢ nedeAnero ¢ HCIIBJIC.

KiMHMYHHTE NPOy4YBaHHa IPpeanonarar, 4¢ ynotpedara Ha uGynpoden, ocobeHO BbE BHCOKa Ao3a (2400 mg
IOHERHO), MOXe Aa OB/ CBbP3aHa C JIEKO IOBHUISH PUCK OT APTEPUAIHH TPOMGOTHIHHE ChOMTHA (HanpuMmep
MHOKapJeH HHOApET WM HHCyT) (8. Touka 4.4),

7 — Haii-yecTo Hab/MH0IaBaHUTE HEXENANH PeaKIMH 3aCATAT CTOMAIIHO-4PeBHMA TpakT. TOBA MOXE J1a BKTIOUBA
A3Ba Ha CTOMaxa, Nepdoparms i CTOMALIHO-YPEBHO KbPBEHE, IOHAKOra farTaiHo, 0coGeHo MpH NANKAEHTH B
CTApYeCKa BR3PACT (8. Touka 4.4). Chobinaga ce 3a rajicHe, NOBPBIIANE, IHAPH, [A30BE, 3alleK, ANCTIENCHS,
KopemAa 6oNKa, IENKABA H3TIPaKHEHHS, XeMaTeMe3a, YALEPO3eH CTOMATHT, BIIOMIABAHE HA KOIHT H OONecT Ha
Crohn (Bx. Touxa 4.4) cnel npHiIckeHNWe Ha MpoaykTa. [lo-paako ce ¢o0MEARa racTpuT.

8 _ ocoBeno npu AbArocpouHs JNeucHNE,
? - 0co6eHO OpH NALMENTH ¢ XHIIEPTOHHA.
10_ BeposTHO NPHAPYXEHO OT GHOPETHA HENOCTATEIHOCT.

1. ocofeno npu IbIrOCPOTHO NEYeHNE,

Crofimasane Ha FOJIO3HPAHH HEXKETAHY DEAKLHK

CrobiapaHeTo Ha NMOJIO3HPAHH HEXKENAHH PEAKIMH Clie)] paspelliapaHe 3a ynoTpe6a Ha IeKapcTBeH s
NpoayxT e BaxkHO. ToRa Mo3BOIIABA A4 NPOIBIDKM HAOIIOAEHHETO Ha CHOTHOWIEHHETO TION3a/PHCK 33
NIeKapCTBEHHA NPOAYKT. OT MEANUIIHHCKHATE CTIELHATHCTH CE H3UCKBA 1a choblaBar Beska
NOJO3HpaHa HEXKENaHa peaKkius upes

H3ameiHHTENHA ar¢HIHA MO JIEKapCTRaTa

yi. ,Jlaman I'pyes™ Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiim: www.bda.bg.

4.9 Ilpepozapane

Ilpu pena norneianeTo Ha nosede ot 400 mg/kg Moxe fa NPeaH3BHKa CUMITTOMH. TTpu BE3pAcTHH
N0303aBUCHMHAT OTTOBOP € MO-HEACHO OrpaHH4cH. EMHMHHALIMOHHHAT NOMYKIBOT NIPH NPEAOIHPAHE
e 1,5-3 vaca.

CumnromMu

[NpH noBeveTo MALKMEHTH, KOMTO €2 MOTBIHAIM KIHHHYHO 3Ha4YHMH koandectsa HCIIBJIC, we ce
NPOSABABAT TIO-CHIHH PEAKIMH OT rajicHe, NOBPHIIAHE, 0ONKA B SIUIacTPpUyMa WM N0-PAAKO JHAPHS.
BB3MOXKHO € A8 C€ NIOABAT THHUTYC, MNIaBo0Oo/Ke H CTOMAIHO-YPEBHO KhpBeHe. [1pn no-cepHosuu




KpbBooOpamenneTo. Moxe na HacTenAT octpa GpOpeyHa HEJOCTATEYHOCT H YBPEXKAAHE HA YEPHHUA
Apob. BeamoikHO & 060CTpAHe Ha acTMaTa NPH aCTMATHLH.

Jleuenue

OrnangsaHeTo TpabBa 1a 6bie CHMITOMATHYHO H MOAABPKAILIC W BKIIIOYBA OCHTYPABAHE HA
¢BOGOAHM AMXATEIHH ITHTHILA U MOHHTOPHPAHE HA CHPASYHHTE H MHUIHEHHTE TIOKA3ATENH JIO
crabHAu3upaHeTo HM. AKO I'bPHOBETE Ca [0-4E€CTH WIH NPOIbDKHTENHH, Te TpIOBa Ja ce TPEeTHpAT
HMHTPABEHO3HO ¢ IHa3enaM Wil ropasenam. Ipu actMa Tpabea Aa ce JapaT GpOHXOOHIIATATOPH.

5. @®APMAKOJOTHYHH CBOMCTBA
5.1 ®apMaxoARHAMHYHH CBOHCTBA

QapmMakoTepaneBTHYHA IpyIia: MPOTHBOBB3TIATHTEHE W NPOTHEOPEBMATHYHHA NPOAYKTH,
HECTEPOHAH; IPOH3BOAHM Ha MPONHOHOBATA KHCENTHHA.
ATC kon: MO1AEO1

H6ynpoden € HecTepOHIHO OPOTHEOBBINATHTENHO JiekapeTreno cpeactso (HCIIBJIC), unsto
eHKacCHOCT 1a HHXHUOHPa NPOCTAMNIAHAMHOBHS CHHTES CE ONPEENA ¢ 0OMKHOBEHO M3TION3BAHATE
EKCICPHMEHTATHE MOJISTH HA BB3NATHTENHH CECTOSHHS NpH >kUEOTHH. I1pH xopa ubynpoden
Hamajiaea GoNkara, IpHYHHEHA OT Bh3MaleHue, eaeM M TeMieparypa. OcseH ToBa HOynpodeH
obpaTuMo HHXHOMpPa TPOMOOIIMTHATA arperalus.

Knunnunara edpukacHocT Ha HOynpoden e yTBbp/eHa [Py JIEUeHHE HA JIeKa 10 yMepeHa GONKa KaTo
3600000, I1aBoBOIIHE B CHMITOMATHYHO JIEYEHHE HA TeMIIepaTypa.
Hauanoro na neficrenero Ha [lanakrue Beiifu 3anousa 30 MHHYTH ClIEX IIPIUIOKEHHETO.

ExcriepumenTanHuTe JaHHH JaBaT OCHOBAHME [ CE CMATA, 4e HOYNMpOhEH MOXKe KOHKYPEHTHO Ja
HEXHOMpa edEKTa OT HHCKA J03a ANETHICAIMLIAIOBA KHCEIHHA BEPXY TPOMOOLIHTHATA arperaims,
KOraro Te ce ynorpebapar enHospemeHHo. Hiakon dpapMakoanHaMHYHI OPOYYBaHKA [TOKA3BAT, Ye
korato ce npuemat 400 mg eqiHoKpaTHa fo3a nGynpoden 8 yaca nmpeau wiu Ao 30 MHHYTH cieq
NIPHEM Ha A034 AlleTHICAIHIHIOBA KHCETWHA ¢ HeMOoCpeNcTBeHO ocroboxmarane (81 mg), ce
HAMAaJIABa e(peKTa Ha ANCTHICATTMLMIOBATA KUCEIHHA BBPXY (GOPMHPaHETO Ha TpoMBOKCaH WK
TPOMOOLIMTHATA arperalyd. Boipeks ue uMa HESCHOTH NPY €KCTPANIONMPAHETO Ha TE3H JaHHH KbM
KIHHHYHATA CHTYallMA, He MOKe [1a ce H3K/TIOYH BepOSTHOCTTA PEeJOBHATa, ABJIrOCpOUHa yrioTpeba Ha
uSynpodeH 1a HAMaH KapAMONPOTEKTHBHKA e(peKT Ha HHCKA 1034 alETHICATHIMIIOBa KHcenHHa, He
Ce OYaKBa CXO/ICH KNMHMYEH edekT npH ofHuaiHaTa ynorpeba Ha uGynpoden (Bx. Touka 4.5).

5.2 @apmakoKHHETHIHH CBOHCTBA

PesynTaTure OT NpoyyBaHUATA 32 GHOHATIHYHOCT NPH BL3PACTHH NOKA3RAT, Y€ HATHYHETO HA
uGynpoden e cX0HO, HE3aBUCHMO OT JieKapcTeeHaTa Gopma. DapMaKOKHHETHUHHTE NAPaMETPH Ha
ubyTipodieH NpH Jewa ¢a CPABHUMM C TE3U NPH BE3PACTHH. [IperfiensT Ha cielHanH3HpaHaTa
AUTepaTypa NOTEBPKIaBa, ye abcopbupaTa, MeTabONM3MBT H eJIMMUHEPAHETO HA HOYTpoheH npu
Ael1a IPOTHYAT N0 HAYHH, CXOMleH ¢ TO3H [P BB3PACTHH.

AGcopOuma
Cren pekranHo nprioxkeHre HOyTpodeH ce abcopOupa GBEP30 M NOYTH HAMLIHO.

CpenHuTe MMKOBM HHMBA Ha TIa3MeHa KOHLEHTpaums ce 3abensssar 1,25 vaca crex ynotpe Ha
125 mg cynosuropus.

Paznpenenenve ;
Han 98% or u6ynipodien ce cBbp3Ba ¢ IIa3MEHHTE IPOTEMHH MO HAYKH, 3ABACHM




Buorpancdopm H CTHMUHWpaHE

H6ynpoden ce Metabonnsupa B ueprus apo6; 90% ot aozaTa ce TpaHcGOPMHpE B ABA HEAKTHBHH
MeTaGonHTa: 2-XuapuKcH-ubynpodeH u kapGokcH-HOynpoden.

HGynpodeH ce exckpeTHpa GBp30 B YPHHATA, OCHOBHO KaTO METABO/HTH H TEXHHTE KOHIOTATH.
EmMMMHHALHOHHUAT HOJYKHBOT € npubmu3mTenHo 2 yaca. Exckpeuusta Ha nGynpodeH no ChUIECTBO
€ 3aBBbPIUICHA B PaMKKTE Ha 24 Yaca.

5.3 TIlpeakIHAHYHH AaHHHA 33 H€30HACHOCT

IIpy npoyusanua ¢ XXKHBOTHH CYOXPOHHYHATA H XPOHHYHATA TOKCHYHOCT Ha HOynpodgeH e
Hab/onaBaHa riaapHo noa gopmMara Ha yiuepalMi H H3IMeHeHHA Ha CTOMAIIHO-UPEBHMs TPaKT. fn
Vifro W in vivo IPOy4BaHus He TIOKAa3BAT KIHHKYHO 3HAYMMH JaHHH 33 MyTareHHHA eexT Ha
ubynpoden. IpoyuBarus apu rwibXoBe ¥ MHIIIKK HE TIOKA3BAT KAPUHHOreHeH eeKT Ha HoynpodeH.
Hb6ynpoden npHIHHABA MOTHCKAHE HA OBYNALMATA NPH 3AiLH M HAPYILEHHS HA MMIJIAHTALMATA IIPH
PasTHYHH JKUBOTHHCKH BHAOBE (3afilly, IUThXOBE, MHIIKH). ExcniepuMeHTaHl NpoyyYBaHus OIpH
ILIBXOBE H 32U NOKA3paT, ve ubynpodeH npeMuHara npe3 nianeHTara. [IpunaraHeTo Ha TOKCHYHA

J03a Ha GpeMeHHH XKEHCKH JXHBOTHH BOIH A0 IIOBHILABAHE HA CTENCHTA HA BPOACHHUTE MAT(pOopMAIIMH
(MHTEPBCHTPHKYIAPHH CEITATTHH Mai(opMaliHi) B MOKOIEHHETO Y IUTBXOBE.

6. DGAPMAINEBTHUYHHA JAHHHA

6.1 Cuschbk Ha DOMOMANTE BEMECTRA
TebpaH MasHUHH

6.2 HecbBMECTHMOCTH

Henpusoxumo.

6.3 Cpox Ha rogHOCT

2 rogMHu

6.4 CoenmajJHH ycIOBHA HA CbXpaHeHHe

Ja He ce cuxpaunspa han 25°C. [la ce ceXpaHABa B OPHIMHANHATA OTIAKOBKA, 34 114 Ce [IPEANa3H OT
CBETNIMHA.

6.5 Bua H CHBABPKAHAE HA ONAKOBKATA

PVC/PE Gnucrepu B KapToHeHa KyTHs

5 unn 10 cyno3uTopuy.

6.6 CnenHajinu NpeIuAIHA MEPKH HPH W3XBLPIAHE B paboTa

Heuznon3gaHusT JICKAPCTBCH MPOAYKT MM OTIIAALYHHTE MATESPHANH OT HETO 1p51613a jace HE%XB'IJPJUIT
B CBHOTBETCTBHC C MECCTHHTE HIHCKBAHHA. ‘

7. IPHTEXATEJN HA PASPEINEHHUETO 3A YIIOTPEBA

Pharmaceutical Works POLPHARMA S.A.
19 Pelplinska Street




83-200 Starogard Gdanski
Honma

8. HOMEP(A) HA PASPEINEHHETO 3A YOOTPEBA

Per. Ne 20200036

9. JATA HA ITBbPBO PASPEINIABAHE/MTIOAHOBABAHE HA PASPEHNIEHUETO 3A
YINOTPEBA

Jata Ha n'bpBO pa3peliabate: (05.03.2020
Hata pa nocleqHO NOHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA




