KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

ISTHAHKTENHA ATEHUWA N0 NEKAPCTBATA

1. HAME HA JJEKAPCTBEHHUA TPOAYKT

HYPYJIUH JIYO 500 mg/200 mg TabneTkn A
NURULIN DUO 500 mg/200 mg tablets Ko Pee. Ne
PaspewsHue Ne
 BG/MA/MP -
2. KAYECTBEH U KOJIMYECTBEH ChCTAB P S

AKTHBHMTE BELLECTBAa B €Ha Ta0JeTKa ca:
[Mapaueramon (paracetamol) 500mg u ubynpoden (ibuprofen) 200mg:
3a MBJIHHA CIIMCEK Ha MNOMOLLHHWTE BELUECTBA, BHIKTE T. 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnetka
benu, npoabarosaty Tabnetky ¢ apmwkuHa 20,00 mm u mpuHa 8,2 mm

4. K/IMHHYHU JAHHH

4.1 TepaneBTHYHH MOKA3AHAA

3a BpemeHHO oOnekvaBaHe Ha Oonka, ABDKallla ce Ha MUrpeHa, rinapobonue, 6onku B repba, MeHCTpyanHa
Oonka, 3000071, peBMAaTHUHM M MYCKYIHH Oonku, OONKa NPU apTPUT W CHUMIITOMHMTE HA FPUMN W MPOCTY/a.
HYPVJIMH YO e noaxondin 3a O0JKH, 332 YHETO OBJAJAABAHE ¢ HeoOXOIMMAa MO CHJIHA aHaAresud, OT
CaMOCTOATETHOTO NPHIKEHHE Ha rapaleramon Hiu Hoynpode.

4.2 [lo3upoBKA H HAYHH HA NPHI0KEHHE

Bb3pacran H neua Haj 18 ronnnun

Camo 3a kpaTkocpoyHa ynorpeba!

[IpenopbumnTenHaTa 103a NpH BB3PACTHH H Jena Haj 18 rogunn e no 1 Tabnerka 3aenHo ¢ BoAa M XpaHa 3
ObTH JHeBHO. Jla ce crnasBa WHTepBajl OT [oHe 6 yaca o chlieipawiara jgoza. Jla ce u3nonsea BMHATH
MHMHHMMaJHaTa epeKTHBHA /1032 3a Bb3MOXKHO HaH-KpaTKO BpeMe. AKO CMMITOMMTE Ce 3a[b/I00YaT HUIIM HE
W3ue3HaT A0 3 JIHM € HeoOXoauMma KOHCynTauus ¢ jekap. [la He ce mpuemMa roBe4e OT MaKCHMAHO
JOMycTHUMAaTa JHEBHA /103a — 6 TabneTkH, koeTo ¢ ekBuBajeHTHO Ha 3000 mg mnapaueramon u 1200 mg
ubynpodeH Ha aeH.

IeanarpuuHa nomyaanus
HVYPVJIMH JIVO Tabnetku He ce npenopbusa 3a Aeua noa 18 roauxu.

[lanuenTH B cTapyecka Bb3pacT

Ja ce npuemMa MHHMManHaTa edeKTHBHA 7034 332 Bb3MOXKHO Haii-KpaThK mepHon oT Bpeme. [lauuenture B
CTapyecka BbL3PACT ca ¢ NOBULIEH PUCK OT MPOSBA HA TEXKH HeKeNaHH JeKapcTBeHH peakiu. [laimenTure
Tpsa0GBa peryasapHo aa 6baat nNpocaeasBaHy 3a KbPBEHE OT CTOMALIHO-YPEBHHUS TPAKT.

IHauuenTH ¢ 6bOpeynn/4epHOAPOOHH YBpeXKIAHAT

yepHoapobHaTa GpyHKUMA TpAOBa na ObAaT MOHHTOPHPAHH PeryaspHo (BHK T.4.4), /
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4.3, IlpoTHBONOKA3AHHS

HYPVJIMH YO e npoTHBONOKAa3aH 3a yrnorpeba:

- [IpH NAUMEHTH C M3BECTHA PEAKLS HA CBPHXUYYBCTBHTEHOCT KbM MapaLetamol, noynpoden wiu
JPyr¥ HECTEPOMIHH MPOTHBOBL3MANMTENHH CPEACTBA, WK KbM HAKOE OT MOMOIIHWTE BELUECTBA,
130poeHH B Touka 6.1.

- M NALMEHTH C AKTHBEH AKOXOIH3BM, Thi KaTO XpOHHYHHA [IPEKOMEPEH MPHUEM Ha AJTKOXO0I MOXKe
71a [IPEAPA3TIONOKH MALMEHTHTE KbM XENaTOTOKCHYHOCT (MOpa KOMIIOHEHTa NapaueTamor).

- NpH MAlMEeHTH, KOMTO Ca MMAalH acTMa, YPTHKApHA WM alepru4yHd peakuuH, cnej MpueM Ha
ALETHICATHLIMIOBA KHCEIMHA WITH APYTH HECTEPOHIHH MPOTHBOBBL3NAMTEIHH CPEACTBA.

- NpY NALKMEHTH C aKTHBHA MM AaHAMHE3a 32 CTOMALIHO-YPEBHO KbPBEHE, MIIH NENTHYHA A3Ba.

-  npM NAUMEHTH C TeXKa ChplevHa HemoctarhyHocT (knac IV mo NYHA), uepHoapoGHa
HeJOCTATHYHOCT WM OBOpeYHa HEJOCTATBYHOCT (BHKTE TOuKa 4.4.).

- MpH NALMEHTH ¢ MO3BYHO-CH0OBO WK JPYro aKTHBHO KbPBEHE.

- TPH NALKMEeHTH C HAPYIIEHHs B CbCUPBAHETO HA KPBBTA.

- 10 BpeMe Ha TPETHs TPHMECTBP OT GPEMEHHOCTTA (BIKTe TOUKA 4.6).

- non 18 roguuiHa BE3pAcCT.

To3u mpoaykT He TPAOBa Ja ce MpHeMa C APYrH MPOAYKTH, ChABPXKAILM NapaleTamon, ubynpodeH,

AUETHICATHLIIOBA KHCEIMHA WJIH C BCAKAKBH APYrH NPOTHBOBB3MAIMTENHH JIEKApCTBA, OCBEH MO

NeKapeKo Npeanrcanue (BIKTe Touka 4.5).

4.4 CoennaiHu npeaynpe;xIAeHHs H NPeINa3HA MEPKH NpH ynorpeda

YepHoapoOHH YBpEKAAHHS

Vnorpefata Ha napaueTramosl B MO-BHCOKH OT TMPENOPbYWTENHHTE JIO3H MOXKE 1a JOBeAe 10
XeMaTOTOKCHYHOCT M JIOPH A0 4epHOAPOOHA HENOCTaTBYHOCT M CMbPT. ChINO Taka, NAaLWEHTH C
HapyllleHa YepHOApoOHa (YHKIIS HIH C aHAMHE3a 32 YEPHOLPOGHO 3abonsiBaHe WIH KOMTO ca Ha
ABArOTpaiiHa Tepanus ¢ MOynpodeH, WIH JieueHWe ¢ mapaueramon, Tpadsa Ja Obaar pemnoBHO
npocnesBaHy, Thil KaTo WGynpodeH e I0K/IajBaH, 4e HMa HE3HA4YMTENEH H MPEXOACH edeKT BBpXY
4epHOAPOOHUTE EH3HMH.

Texky 4epHOAPOOHH PeaKiHH, BKITIOUHTENHO JKBITEHHLA M Cllydad Ha (aTajleH XemaTuT, Makap W
panko, ca HabmonasaHu NpH MGynpodeH, KaKTO MpH APYTHTe HECTEPOMAHH MPOTHBOBBINATHTCIHU
cpencTra. Ako npeobsiafaBaT aHOPMATHH YEPHOAPOOHH TECTOBE MM CE BJIOLIABAT, HIIH AKO KITMHHYHH
TPH3HALIY K CUMITTOMH Ha 4epHOIPOGHO 3abonsBaHe ce pa3BUBAT, W aKO CE MOABAT CHCTEMHH NPOABH
(anpumep eo3uHO(IMsA, OGPHB M T.H.), ynorpebara Ha ubynpoden TpsdBa na ce npeycraHosu. [lBeTe
AKTMBHM BEINECTBA ca JOKIA[ABAHM, Y€ MPUYMHABAT XENaTOTOKCHYHOCT W JIOPH HepHOApoGHA
HE0CTATBYHOCT, 0COOEHO napaLeTamor.

[NauueHTH, KOUTO PeAOBHO KOHCYMHPAT a/IKOXOJ M0BeYe OT MPENopbYHTE/IHHTE KOTHYECTBA, HE TpsabBa
Jla mpUeMaTt ToBa JIEKapCTBO.

Bn0peuHa HEAOCTATLYHOCT

TlapaLieTaMon MOYKe Jia Ce M3MIO/I3Ba NPH TAUMEHTH C XPOHHYHO ObOpeUHO zabonsBaHe Oe3 KOpeKLHs Ha
no3ara. FiMa MHHHMAaneH pUCK OT TOKCHYHOCT OT NapalieTamoll [PH NaLUeHTH ¢ YMEPEHa 10 TexKa OBOpeuna
HeoCTATBUHOCT. Bhipeku ToBa, 3a MGynpod)eH KOMIOHEHTa Ha TO3H NPOJYKT TPsOBa fia ce BHUMaBa, KOrato
ce 3anoyBa fiedeHHe ¢ HOYTpodeH Ny MaLKeHTH ¢ Aexuparatps. [[sata OCHOBHH METab0HTa Ha ubynpoden
Ce EeKCKpeTHpaT MpeJMMHO B YpHHATa W YBpEXKJaHe Ha GLOpeunata (yHKUMA MOXKe Ja’ JoBedc 10
HATpynBaHeTO MM. BakHOCTTa Ha To3u (akT He e u3BecTHa. HecTeponuHuiTe npomaonwnanmemm'
CpelcTBa ca IOK/IA/(BAHH, Y€ NPEIU3BUKBAT HEPPOTOKCHYHOCT B Pas/MyiHH thopmH: H‘HTepCTH].[HaHEH
HepuT, HePOTHYEH CHHAPOM M GBOpeyHa HeloCTaThHHOCT. bBOpeuHaTa HeOCTATLHHOCT B pesyTaT ]
Ha ynorpe6ata Ha ubynpodeH, oGukHOBEHO € HeoOpaTima. [Ipu nauHeHTH ¢ 616peuna, _@isp,ueqﬂa WIH
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yepHOAPOOHA HENOCTATHYHOCT, MALMEHTH NpHeMalln auypeTui B ACE uHXHOMTOPH, NIPH NaLHEHTH
B CTapuecka BB3pacT, Ce W3MCKBA MOBHIIEHO BHUMAHMe, ThH KaTo ynortpebara Ha HECTePOHIHH
TIPOTHBOBB3MAIMTENHH CPEACTBA MOXE 11 IOBe/e A0 Broiapane Ha 6bOpeunara QyHkuus. [Ipu Tesn
MaLMEHTH J03aTa TPAGBa Ja € Bb3MOXKHO Hal-HKCKa H Te TpsAOBa 1a 6baat HabilonaBaHH.

Kom6unupana ynorpe6a Ha ACE WHXMOMTOpPHM WM aHTHOTEH3WH PELEeNTOPHU aHTAaroHWCTH,
[IPOTHBOBB3NAIUTEHH CPEACTBA U THA3HUHU MY DETHLH

Vnorpebara Ha ACE wuHxubupamy nexapcra (ACE-uHXMOMTOD WIM AHTaroHMCT Ha aHMMOTEH3HH
peLEenTop), MPOTHBOBB3NAIHTEIHO JIEKAPCTBO (HECTEPOUHH TPOTHBOBB3NAIMTE/IHH CPECTBA HIH COX-2
MHXMOHTOP) M THA3UIIEH TMYPETHK M0 €JHO H CHIIO BPEMe, yBeIHuaBa pHcka oT Gb0peuHo yspexnane. Topa
BKJTIOYBA M3MOJI3BAHETO HA TOUHA KOMOMHALMA OT MPOAYKTH, ChABPKALIH MOBEYE OT €MH KJlac eKapcTBa.
Kombuuupanara ynotpeba Ha Te3u JiekapcTea TpabBa na Obae npuapyxeHa OT MOBHIIEH MOHHTOPHMHI HA
cepyMHHs KpeaTHHMH. KOMOMHalUMATA Ha NiekapcTBa OT Te3H TPH kuiaca TpsAGBa [a Ce M3M0/138a C NOBHIIEHO
BHMMaHHe, 0COOEHO MPH MALMEHTH B CTAapyecKa Bbh3PacT WM TAaKHBA C MPEIBAPHTENHO CHIICCTBYBALLO
OBOpeuHo yBpexnaHe.

CHOBIIEHH ca cy4ad Ha MeTaboJMTHA aumu03a ¢ rojiamMa anuoHHa npasiuna (HAGMA), asmxkaima ce
Ha MHPOrTYTAMHHOBA aLW03a NPH NALHEHTH C TEXKO 3a00MBaHe KaTo Texko GpOpeyHo yBpeskaaHe u
CETICHC, WK MPH NALHEHTH C HEIOXPAHBAHE WM C IPYTH H3TOUHHLM Ha e(ULIMT Ha FIyTaTHOH (Hanp.
XPOHHYEH aJKOXO/IH3bM), KOMTO Ca JIEKyBaHH C MapaleTaMosl B TepaneBTHHa /1032 33 NPObJIKUTE/IEH
nepHoN WIH KoMbuHalMs OT napaueramon W diykiokcauunud. Axo ce nogosupa HAGMA nopanu
MMPOrTYTAMHHOBA allH/103a, NPEnopbuBa ce He3abaBHO NpekparsBaHe Ha NapalueTamoln W BHUMATEITHO
naGmoznenrie M3MepeaHeTo Ha S-OKCOMPOJMH B ypHHATa MOXeE J1a Gb/ie NOJe3HO 33 HACHTH(HUMPaHe
Ha MHPOMTYTAMMHOBA alK03a Kato ocHoBHa npuukHa 32 HAGMA npu maimeHTH ¢ MHOXECTBO
PHCKOBH (DaKTOpPH.

IMauueHTH B cTapYecKa BL3pacT

He e HeoOxoauma KOpEKLMs Ha A03aTa MPHU M0-Bb3PacTHH MALMEHTH, KOMTO Ce€ HYXKIAiT OT Tepanus C
napaueramon. Te3H, KOMTO Ce HY)XJaAT OT JedeHHe no-abaro ot 10 newa, TpabBa fa ce KOHCYJITHPAT C
NeKyBalHa Jiekap 3a Hab/ioJeHHe Ha CHCTOSHMETO; BBIpPEKM TOBA, HE € HEOOXOAMMO HamaisBaHe Ha
npenopbykTeNHaTa f103a. Bee nak, Tpabea na ce BHUMAaBa 110 OTHOLICHHE Ha ynorpebara Ha ubynpoden, Thi
Kato Toif He TpaGBa Ja ce MpHeMa OT BL3DACTHHW Haj 65 roauuu, Ges pasrneiaHe Ha CHITBTCTBALLM
3a00N1ABaHMs M CHIBTCTBALLM JIEKAPCTBA, MOPaH MOBHILIEH PHCK OT HEXENaHU PeaKLMH, B HaCTHOCT ChpA€iHa
HEJI0CTATBYHOCT, CTOMALLHO-YPEBHA A3Ba W OBOPEeYHH yBPEXKAAHHS.

XemaTo/IOrHIHH eeKTH
KpbBHM AMCKpa3uH ca chobaBany psako. TlauKeHTH Ha NpoaB/DKATENHa Tepanus ¢ uoynpoder TpsGsa na
ca 110/ peJOBHO XeMaTOJIOTHYHO HaboaeHHe.

Koaryianunonun aedexkrn

MMogo6HO Ha APYrH HECTEPOMIHH MNPOTUBOBB3MAIMTENHH CpeicTBa, HOynpodeH moke nAa unxubupa
TpomGoumTHaTa arperaums. MOynmpodeH nokasaHO yABIKaBa BPEMETO Ha KbpBEHE (HO B paMKHMTE Ha
HOPMAIHOTO) NPH 31paBH MHAMBHAM. THH KATO TO3M MPOIBDKHUTENEH edeKT Ha KbpPBEHE MOXKEe Ja CTaHe
MPEKANEHO ALILI MPH TALUMEHTH CbC CHITBTCTBALM XEMOCTATHYHH MpoO/IeMH, MPOAYKTH, ChIbPHKALIH
u6ynpoden TpAGBa Ja ce M3NON3BAT C MOBHILEHO BHHMAHHE MPH JIHLA C KOAryallMOHHH nedieKTH W TaKMBa,
KOMTO Ca Ha AHTHUKOAry/laHTHa Tepamnus. ‘ P N

CroMalHO-4peBHH CHLOHTHS { ; =4
CTOMAWIHO-YpeBHH A3BH, OOWJIHO KbpBeHe HiM nepopauus ca OnMcaHH € \HECTEPOUIHHUTE |

NPOTHBOBB3MAIMTENHY CPEICTRA. PHCKOBETE Ce yBeNM4aBar ¢ 103aTa H NPOXBL/KATENHOCTTA Ha JIEYCHHETO ¥’




€a No-4eCTH MpH NauMeHTH Haa 65 roanHu. HAKOM nauMeHTH wie nmoayyar AUCIencHs, KMCeHHHU B CTOMaXa,
rajieHe, cToMali 0onku uan auapus. Tesw pHckoBe ca MMHHMAJIHH, KOTaToO TO3H NPOAYKT Ce W3MO/3BA B
MpeanucaHaTa 103a 3a HAKOJIKO JHH.

[Tpoaykry, chabpikaly HOynpodeH Tpabea 1a ce U3MOoI3BAT ¢ MOBUILIEHO BHUMaHHE H NpH eeKTHBHA /1032
3a Hak-KpaTKus NEpHOJ OT BpPeMeE, NPH MAlMeHTH C aHAMHe3a 3a CTOMALUHO-YPEBEH KPBBOM3JIMB WIIH 3Ba,
TbH KaTO TAXHOTO ChCTOSHHE MOKe Ja ce Bnowd. Ilopaau komnonenTsT HOynpoden, Tpabea aa ce npunara
¢ BHMMaHHe MpH NalMeHTH ¢ aHamHesa 3a [ M 3abonseaue (yaueposen konur, Gonect Ha KpoH), kKakTo 1 npw
nauueHTy ¢ nopQupus 1 BapuLena.

Ynorpebara Ha TO3M NPOAYKT TpAOBa Ja ce MpeyCTaHOBH, aKO UMA JaHHH 3a CTOMALLIHO-YPEBHO KbPBEHE.
EnHoBpeMeHHaTa ynoTpeba Ha aleTHICATMLMIOBA KHMCETHHA H HECTEPOHIHH TPOTHBOBB3MAIHTEIHH
CPEICTBA ChILO YBEIHYABA PHCKA OT CEPHO3HH CTOMALUHO-YPEBHH HEXETaHH ChOMTHA.

CrpaeuHo-cb10BH TPOMOOTHYHH CHOHTHS

KiiunvyHuTe npoyuBaHus nokassar, 4ye ynorpedara Ha uOynpodeHn, ocobeHo BbB BUCOKM 103 (2400
mg/aeH), MOKe Ja € CBbP3aHa ¢ MOBHIIABAHE HA PHCKA OT apTepHaHi TPOMOOTHYHH cBOMTHA (HampuMep
vMHdapkT Ha MHOKapaa WM UHCYAT). Kato ud10 enuaeMuoJorH4HMTE NPOYYBAHUS HE MOKA3BaT BpPb3Ka
Mexay npuema Ha uOynpoden B HHUckM 1034 (T.e. < 1200 mg/neH) 1 NoOBULIABAHE HA PHUCKA OT apTEPUAIIHH
TPOMOOTHYHH CHOWTHS.

[lauveHTUTE C HEKOHTPOIMpAaHa XMNEPTOHWS, 3acToiHa cbpaevHa HepoctarbuHocT (II-III mo NYHA),
yCTaHOBEHa McxeMM4yHa OoslecT Ha cbpuero, nepudepHa aprepuaiHa OonecT W/HIH MO3BYHOCHAOBO
3abonsBaHe TpAOBa 1a Obaar JNekyBaHu ¢ UOynpodeH caMo cliel BHMMATe/lHa MpeLeHka v aa ce u3darear
BUCOKHTE 103H (2400 mg/nen).

TpsadBa 1a ce M3BBPUIBA BHUMATE/IHA NIPELICHKA U MPEIX 3aM04YBaHe Ha JBJIFOCPOYHO JIeYEHHE Ha NaLMUEHTH ¢
PUCKOBH (DaKTOPH 3a ChPJAEYHO-CBIOBH CHOMTHA (HANp. XMMNEPTOHHS, XUNEPIUNUAEMHS, 3axapeH auader,
TIOTIOHOMNYLIeHe), ocobeHo ako e HeoOxoauM npueM Ha uOynpoden BbB Bucoku a03u (2400 mg/nen).
ITauMeHTH chC ChPIEUHO-CHI0BH 3a00NABaHHUS WM ChPAEYHO-CHIOBH pHcKoBH (akropu morar aa Obaar B
Mo-roIsM PHCK. 3a Jia ce CBele A0 MHHHMYM MOTEHLMATHUAT PUCK OT HeONaronpHATHO ChPAEYHO-ChIOBO
cLOMTHE NP NALKEHTH, IPUEeMALLHd HECTEPOUIHHU NTPOTHBOBB3NAIHUTEHH CPEACTBa, 0COOEHO MpPH TE3H ChC
ChPIEYHO-CBHIOBH PHCKOBH (haKTOPH, Hal-HHCKaTa eeKTHBHA 1032 TPAOBA []a ce U3MOJI3BA 32 Bb3MOXKHO Haii-
KPaThK CPOK.

Hsama eHO3HAYHK 10Ka3aTeNCTRA, Ye eIHOBpeMEHHATa yroTpeda Ha aleTHICATMIIHIIORA KHCE/THHA CMEKYaBa
Bb3MOXKEH MOBUILEH PUCK OT CEPUO3HH ChPAE4HO-CHAOBH ChOWTH, CBBP3aHH ¢ ynoTpebara Ha HECTEPOHTHH
[POTUBOBBL3INAUTEIHH CPEICTBA.

Xunepronns

HecTepoHIHHTE MPOTHBOBB3MANMTE/IHM CpPeAcTBA MOrar Ja J0BeaT A0 NOABATA HA XMIEPTOHHS WIH
B/IOLIIARAHE HA BeYe CHIIECTBYBAILA XHNEPTOHMA W MALMEHTH, NMPHEMAIIld aHTHXUIEPTEH3HBHH JieKapcTBa ¢
HECTEPOMIHH MPOTUBOBL3IAIMTE/HH CPEICTBA MOXE Jd HMAaT HapylleH AHTHXMNEPTEH3WBEH OTrOBOP.
[Ipenopbusa ce NOBHILEHO BHHMaHHE MPH MPEANMCBAHE HA HECTEPOHIHH NMPOTHBOBB3MAIMTENHH CPEACTBA
NpH NaLMEHTH ¢ XunepTtoHus. KpbBHOTO Hansrane TpsadBa Aa ce clleld BHUMATEIHO [PH 3alo4YBaHe Ha
JIEYEHHE C HECTEPOU/HU NPOTHROBL3MANHMTEIHU CPECTRA W HA PEJIOBHH HHTEPRAJH CJIe]] TORA.

Cbpneqna HeQOCTATBYHOCT
Baﬂ’hp}KaHe Ha TEYHOCTH H OTOK cCa Haﬁmouaaal-m NpH HAKOH MNallHeHTH, MNpHEeMalld HECTCPOUIHH
MNPOTHBOBB3MNAJIMTCIIHA CPEACTBA, €TO 3all0 C¢¢ IMpenopb4Ba INOBHLICHO BHHMAaHHE Hpu— ‘f{ﬂIIHEHTH C"[:C
3aJpb¥KKa Ha TEYHOCTH HITH CHPAC€YHa HEAOCTATHLYHOCT. // ;__ N

TexKKH KOKHH peakunu [l

Hecteponaute NpoTMBOBL3NANMTENHN CPEJCTBA MHOMO PSJKO MOXKE Aa MPUYMHAT CepHDSHH soyxum
HEXKENAaHH PeaklMH, KaTto eKc(hONHaTHBEH HEPMATHT, TOKCHYHA eluiepMajiHa Heromﬂa HA CTHB'I:HC—




JbkonebH (SJS), koeto moke na Obae datanHo u ce mposesaBa Ge3 mpenynpexaenue. Te3n cepHosHH
HeXKellaHH ChOMTHS Ca XapakTePHH M Ca HE3aBUCHMH OT JI03aTa HIIH [IPOB/IKMTENHOCTTA Ha yroTpeba.
[latnenTure Tpabsa na Gbaar npeaynpeacHH 3a NPU3HALIMTE M CUMITOMMTE HA CEPHO3HH KOXKHH PeakuuH,
KaKTO M 13 Ce KOHCYJITMPAT ChC CBOS JIEKap MPH IIbPBA NOABA HA KOXKEH OOPHB WM APYrd NPU3HALM Ha
CBPBXYYBCTBHTEITHOCT.

Beue chmecTByBama actMa

[lpoxykry, cbabpkaiy uOynpodeH He TpaOBa Ja ce MpWIAraT Npv NAUMEHTH C YYBCTBHTEIHA KbM
alCTH/ICATMLIMIOBA KUCE/IMHA aCTMa M TPAOBA 11a ce M3MOJ3BAT C [OBUILEHO BHUMAHKE MPH NALMEHTH C Beye
CHLIECTBYBALIIA aCTMa.

O¢raamonoruanu edextn

Heskenanu odranmonornunn edektd ca OuaM HaOMIONABaHM C HECTEPOMAHHM MPOTHBOBBL3MNAIMTENHH
CPe/ICTBA; CHOTBETHO MALMEHTH, KOWTO Pa3BUBAT 3PHUTENHH HApYLUEHHs 110 BpEMe Ha JIEYEHHE C MPOAYKTH,
chABpIKalld HOynpodeH, TpadBa Ja HanpaBAT O(TAIMONIOrHYEH Nperie].

AcelnTHYeH MEHHHIHT

3a npoayKTH, ChabpiKaLM HOynpodeH, acenTHyeH MEHHHTHT ce ChoOIaBa MHOIO psaKO, OGMKHOBEHO, HO HE
BHHATH MPH MaLMEHTH CbC CHCTEMEH J1ynyc epuremarosyc (SLE) unu apyru 3abongpanus Ha CheiMHUTEIHATA
TbhbKaH.

IMorenunaHu cMYIEHHs IPH 1a00paToOpeH TecT

M3non3eailki akTyaJHH aHAJIMTHYHW CUCTEMH, NMApaleTamMoll He MPHUUYMHABA CMYLUEHHS PH J1abopaTopHH
M3NWTBaHUA. Bbrpeku ToBa, CBIIECTBYBAT HAKOM METO[M, NPH KOMTO CBIIECTBYBA BB3MOMKHOCT OT
J1a00opaTopHH CMYLLUEHHS, KAKTO € OMHMCAaHO MOo-107Y:

Mscnensanus Ha ypyHaTa:

[lapaiieTamo B TEPaneBTHYHH 103K MOKE A MOBJIMAE ONPEENAHETO HA S-XMAPOKCHUHIOIOLETHA KHCETHHA
(SHIAA), koeTo BoAM 10 (allUHBK MOJOKUTENHN pe3yaTaTd. DallluBUTE ONpeeNsHUs MOraT jaa Gbaar
eTMMUHMPAHH 4Ype3 M30ArBaHe Ha MOIbLIAHE HA NapaLeTaMosl HAKONKO Yaca MpeAd M 110 BpeMe Ha
cbOMpaHeTo Ha ypUHHaTa npoda.

3amackHpaHe HA NPH3HANH HA HHpeEKUHSs
Kakro u npu apyru nekapcrea oT TO3H KJac, chAbpKalH MOynpodeH, nocpeacTEOM HaMajsBaHETO Ha
TeMIepaTypara Moxe Ja ¢e 3aMackupaT oOM4aiiHUTe NPU3HALM Ha HHEKLHA.

Crenua/jiny npeAnasHa MepKH

3a na ce u3berne BnowapaHe Ha 3abonsBaHe WM HaIOBOPeYHA HEAOCTATHYHOCT, MPH MALMEHTH, KOMTO ca
OWIM Ha NPOJB/KUTENIHO JIeHEHHE ¢ KOPTHKOCTEPOM/IH, TEpanMATa TpAOBa /14 Ce NPEyCTAHOBABA MOCTENEHHO,
KOraTo KbM TepaneBTHYHATA MporpaMa ce 100aBaT NPOAYKTH, ChABPKAIIH HOYnpodeH.

ChbluecTByBaT HAKOM [OKA3aTE/NCTBA, Y€ JIEKAPCTBATA, KOUTO WHXHOMpAT CHHTE3a Ha LIMKIO-OKCHMreHasa/
MPOCTArNAAHMH, MOTaT /1a TIPHYMHAT YBpPeXKIaHe Ha KeHCKMA (epTUauTeT, upe3 edeKkT BbPXYy OBYIALIMATA.
ToBa e 0GpaTHMO 1pH cMpaHe Ha IEKapcTBOTO.

4.5 BsaumoneiicTBHe ¢ IPYIH /IEKAPCTBEHH NPOIYKTH U IpYrd Gpopmu Ha Baanmuueﬁcmue
Tpabea na ce BHUMAaRa, KOraTO NapaLETaMOJI Ce& U3MOI3BA €THOBPEMEHHO C q)nywlomcaumuﬂ T'bﬁ‘ xa'rb
napajie/IHUAT MPHEM € CBbP3aH ¢ MeTabOIMTHA alM/103a C rojisMa aHMOHHA npaanm;{a nopamf
NUPOrTyTAMHHOBA a1[H/103a, 0COOEHO NPH NALUMUEHTH C PUCKOBH (aKTOPH (BiK. TOUKA 4 4) :
OtGens3any ca cieHUTe B3aMMOEHCTBHSA Ha NapaleTaMoll ¢ Apyry lekaperea: |\ 0 o o0 o af [l




AHTHKOAryJIaHTH (BapapuH) - 103aTa MOXKE /Ia H3UCKBA HAMAJIABAHE, aKO M1apalieTaMos
M aHTHKOAryJIaHTH ce MPUEMAT 3a NPOJAb/IKUTE/IEH EPHO OT BPEME.

abcopOuMaTa Ha NapaLeTamos ce yBellM4aBa OT BELIECTBA, KOUTO YBEIHYaBaT
CTOMALUHOTO M3lIpa3BaHe, HAlIpPHMEP METOKIONMPaMH1.

abcopOLusTa HA MApaLEeTaMOoll Ce HAMAIISBA OT BEIECTBA, KOMTO HAMAJISBaT
M3MPa3BaHeTO Ha CTOMaxa, HallpuMep [PONAHTEeIMH, AHTHIETIPECAHTH C
AHTHXOTMHEPTHYHH CBOWCTBA M HAPKOTHYHH AHAJITETHLIH.

napaLeTamos MOXe /1a TIOBHULIH [1a3MEHHTE KOHLEHTPALMK Ha XJ10paMQeHHKOI.
PHCKBT OT TOKCHYHOCT Ha MapalieTamon Moxe Ja Obje yBeJuueH Npu MauueHTH,
NpUEMALLH PYTH MOTEHLHATHO XEMAaTOTOKCHYHH JIEKAPCTBA W JIEKAPCTBA, KOUTO
MH/YLIHPAT YePHOAPOOHH MUKPO30OMHH €H3HMH, KATO alIKOXOJ H AHTHKOHBYJICAHTH.
eKCKpeLMATa Ha rapaneTamMon Moxe fa Obe 3acerHara v ria3MeHHTe KOHLEHTpaLUK 1a
ce MPOMEHSAT, KOTaTo ce npreMa ¢ mpodeHeLu 1.

XO/ECTHPAMMH HamallsBa pe3opOLMaTa Ha MapaleTaMor, ako ce Tpu/ara B paMkure Ha |
Yac cyie/ MPHEM Ha MapaneTamol.

TEXKKA XEMaTOTOKCHYHOCT MPH TePaneBTHYHH 03H HIIH YMEPEHH MPe0o3UpaHHs ¢
napaueTamon e Ouna 0K1a/iBaHa TpH NalHeHTH, NPHeMAall[H H30HHA3H ] CAMOCTOSTETHO
WJIK ¢ IPYIH JlekapcTea NnpoTus TyOepkynosa.

TEKKA XEMAaTOTOKCHYHOCT € HACTBINMIIA c/le/l ynoTpeba Ha napaLeTamMo NpH NalKeHTH,
MpHEMAIIH 3WI0BY/IMH H KO-TPHMOKCA30]1.

Or0ens3anu ca caeaHuTe B3aMMoJeiicTBus Ha MOyTIpod)eH ¢ Ipyry neKapcTea:

aHTHKOATyJIaHTH, BKITIOYHUTENIHO BapdaprH- uOynpodeH npeun Ha crabunHoctra Ha INR
¥ MOJXKE 12 YBEJIMMHM PHCKa OT CHITHO KbPBEHE W MOHAKOTA (haTaleH KPbBOM3IHB,
ocoOeHo oT cTomaluHo-4peBHHs TpakT. MGynpodeH Tpsabea na ce u3non3ea camo ot
[aLKMEeHTH, puemMallH BapapuH, ako e abconoTHo HeoOxoauMo U Te Tpsabea na Obaar
BHUMATEHO HabJII0aBaHH.

Hbynpoden Moxe na Hamanu ObOpeuHHs KIUPBHC U 1 YBEJIHYH IU1a3MeHaTa
KOHUEHTPALUA Ha JIMTHIA.

Hoynpoden moke na HaManu aHTUXUnepTeH3uBHUs edexkT Ha ACE-unxuburtopu, Oera-
ONOKEPH M AMYPETHLIM, M MOXKE 13 NPHYHHK HATPUYpe3a U XUMEePKaTHeMHs TIPH
MALMEHTH NOIIMKEHH Ha TAKMBA JICUCHHS.

H6ynpoten HaMansiBa KIHPbHCA HA METOTPEKCAT.

H6ynpoden Moxe 1a NOBHLIK M/1a3MEHUTE HUBA HA CbP/JCYHH TITHKO3HIH.

Hbynpoden Moske 1a NOBULIM PUCKA OT CTOMALIHO-YPEBHO KbPBEHE, 0COOEHO aKo ce
pUemMa ¢ KOPTUKOCTEPOUIH.

Hoynpoden Moxe Aa yIbIKH BpeMETO Ha KbPBEHE MPH NAaLMEHTH, JIEKYBAHH Cbe
3UA0BYAMH.

HoynpodeH Moxe 1a B3auMoaeHCTBa ¢ npobeHeu 1, ¢ IeKapeTBa NpOTHB AHadeT 1
(heHUTOUH.

Hoynpoden mozxke na B3anMOAEHCTBA € TAKPOIMMYC, LMKJIOCTIOPHH, Cy/IbaHUTypeiHH
Cpe/CTBA U XMHOMIOHOBH aHTHOHOTHIIH.

AlleTH/ICAIHIHIOBA KHCE/IHHA

Ennospemennara ynorpeba Ha ubynpodeH M aueTHICANMLWIOBA KUCEIMHA OOWKHOBEHO HE €
MpENOpPbLYHUTE/IHA NOPAAH NOBHIIEHHA PHCK OT HEXEIaHH pEaKLHH.

EkcnepuMeHTaIHU JaHHH [I0Ka3BaT, Ye NP1 eHOBPEMEHEH NpHeM HOynpodeH MOXe J{GHKypeHTHo na..,
MOTHCKA e(eKTa HAa HHUCKH JI03H alETHICATHIHIOBA KHCEIHHA M0 OTHOLIEHHE ya TpOMGounmaTa‘
arperauus. Bbrpeky ye ¥Ma HesICHOTH OTHOCHO €KCTPamnolMpaHeTo Ha Te3M na»ﬁu KbM KAMHAYHHA 7

cnyqau HE MOKE [1a C€ M3KJTHOYH Bb3MOXKHOCTTA PEAOBHATA AbJrOCpOoYHa YoTpel

HaMalsiBa KapAHONpOTEKTHBHHA ed)el{"r Ha aleTHJICAJIMLHIIOBA KHCEJIHHA B HHCKH {IO‘SH CMﬂTa CE€, 4e€ -
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HAMA ro/isMa BEPOATHOCT oOuuaiinata ynotpeba Ha nOynpodeH qa noBese 10 KITHHUYHO 3HAYMM e(eKT
(BHoKTE TOUKA 5.1).

To3u npoayKT MokKe Ja B3auMOAeHCTBa ¢ HAKOM JiekapeTea. Te BKIOUBAT:

. Bap(apHH, JIEKapcTBO, U3MON3BAHO 32 NPEJOTBpaTABaHe 00pa3yBaHETO Ha KPBBHH ChCUPELIH;
. JIeKapcTBa 3a Jie4eHUe Ha eNUIeNCUs WK MTPUMaIbLM;
. XJ10paM(pEHHKO/, aHTUOUOTHK, U3MOJI3BAH 34 JIEYEHHE HA YILIHH U O4HH HH(EKLHH;

* npodeHelm/, IEKapCTBO, H3MOI3BAHO 3a JIeUeHHE Ha [104arpa;

* 3WJI0BY/MH, JIEKAPCTBO, H3N0N3BaHO 3a jJeueHHe Ha HIV (BupycwT, koiito npuuunasa CITHMH) ;

* JIEKapCcTBa, M3MO3BAHH 3a JeYeHHe Ha TYOepKYy/103a, KATO H30HHA3HL,

* ALETHICAIMLMIOBA KUCETMHA, CATMLMIATH MITH APYTH HECTEPOHIHHM MPOTHBOBB3MNATUTEHH
JIEKapCcTRa;

* JIEKapCTBa 32 JIEYEHHE HA BUCOKO KPBBHO HaJIATaHe MM IPYTH ChpAeqHH 3a001BaHus;

* JHYPETHLH,

* JIMTHH, IEKApCTBO, U3MOI3BAHO 3a JIeYEHHE HA HAKOHM BHIOBE Jenpecus;

* METOTPEKCarT, JIEKapCTBO, M3IMOJI3BAHO 3a JIEYeHHE Ha apTPHT H HAKOU BH/IOBE paK

*  KOPTHKOCTCPOHIH, KATO NMPEeIHH30H, KOPTH3O0I1.

[locoueHuTe no-rope JeKapcTea Morart ja 6'b£laT MOBTUAHK OT TO3H MPOAYKT WJIH Jia [MOBJIMAAT Ha
JIEHCTBUETO HA TO3M NPOAaYKT.

4.6 ®epruanTeT, OpeMEHHOCT H KbPMEHe

Bpemennocr:

Ja ne ce npuema HYPYJIHMH JIYO Tabn. no Bpeme Ha nocneaHuTe 3 Mecena OT OpeMEHHOCTTA MOpajid PUCK
oT eeKTH BbpXY (eTanHaTa KapAHO-BaCKyJlapHa CHCTeMa M yIb/KaBaHe Ha OpemenHocTTa. HectepouanuTe
MPOTHBOBBL3IIA/IMTE/IHM JIEKAPCTBA He OMBA Ja ce M3MO0/3BAT [1pe3 TbPBUTE ABAa TPUMECTbpa Ha OpeMeHHOCTTa
OCBEH KOraTto nos3aTta 3a MailKaTa HaIXBbp/sd MNOTEHUMaNHWs puck 3a rwona. Hecrepouanure
MPOTHROBB3MAIUTENHH JIEKAPCTBA MOTHCKAT 00paTHMO (hepTHIHTETA.

Knpmene:

INapaneramon u HOynpodeH ce H3TbUBAT B HE3HAYMTEIHH KOJIMUECTBA ¢ MAHYMHOTO MIISKO.

He ce Hanara npexncBane Ha kbpMeHeTo, korato HYPYJIMH JIYO ce npuema 3a kpaTtko BpeMe B
peanucaHara 103a

QepTHINTET:
HCIIB¢ noruckar obparumo deprunurera npu xkenu. [Ipuemst na HYPYJIMH JIVO tpsabea na ce
[IPEYCTAHOBH IIPH KE€HH C PENPOLYKTHBHH IPOOIEMH MM MOJIOKEHH Ha TECTOBE 3a (hepTHIHUTET.

4.7 EdextH Bbpxy cnocodHocTTa 32 ModHpane H paboTa ¢ MAIIHHH

HYPVJIMH VO npakTHyeckH He NOBIMABA KOHLIEHTPALMATA U crnioco0HOCTTa 3a wodupaHe U padboTa ¢
MaLIMHH, NOHAKOra MOXKe 1a ce HabMioaBa 1e30pUeHTalLH, ITaBo00IKHe H BH3YATHH HApYIIEHHS, KOETO
TpsaOBa 1a ce UMa NpeaBHU/.

.‘-5‘1

4.8 Hexenanu jieKapCTBeHH peaKIHH i ’
Hesxenanure iekapcTBEHH peakuMH NpH KOMOHHHPaHHUs NPOLYKT ca MoA0OHH Ha Te3H, 'Haﬁmonasaﬂn HpH \
CaMOCTOSTENHO TpUIaraHe Ha napareTamos Wi HOynpodeH  ca rnpeacraBeHu no—no.ﬂy, rpynupaHu no
OpraHu ¥ CHCTEMH U YecToTa. CneaiBaHa € CHCTeMO-OpraHHaTa KnacH(UKalua ¥ 4ecToTa fo MedDRA?




MHOrO uectu (>1/10), yectn (> 1/100 10 <1/10), Hewectn (>1/1000 a0 <1/100), peakwu (>1/10000 <1/1000),
MHOro pezikH (< 1/10000), ¢ HenspecTHa yecToTa (He MOTaT fa ObAT OLEHEHH CrOpPe/] HATHYHUTE JAHHH).

Hapymenns Ha KPLBTA M JHMQHATA CHCTEMA

HeuecTu: Hamanenue Ha XeMornobmH 1 XeMaTOKpHT. Bblipeku ye npuuMHHO- ClIeICTBEHA BPb3Ka HE €
Ouila ycTaHOBEHa, €MU30/1M Ha KbPBEHE (HATPHMED EMUCTAKCHC, MEHOpArus) ca ChoOLIABAHM 110 BpeMe
Ha JIEYEHHUETO C JIEKApCTBOTO.

Muoro Peaku: XemaTonoeTHuHH HapyLIeHHUs (arpaHy/I0LMTO3a, AHEMMUS, ATJIACTHYHA AaHEMMS,
XEMOJIHTHYHA aHEMUA, JIEBKONEHHS, HEYTPONEHHS, MAHLUMTONEHUS U TPOMOOLIMTONEHHS Che WK Oe3
myprypa) ca cho0uasanu ciesl ynorpeba Ha napaieTamos, HO He ¢a OWiIH HenpeMeHHO MPHYHHHO
CBBP3aHH C JIEKAPCTBOTO.

CobpaeyHH HADYIIEHHS

Yectn: OTOK, 3a/1bpKaHe HA TEYHOCTH; 3aIbPHKAHETO HA TEUHOCTH He3abaBHO pearupa Ha

CMMpAHE Ha NEeKapCTBOTO.

Muoro Peaxu: Cupuebuere; Taxvkapaus; apuTMHs U IPYrH CbPAEYHH apPUTMHH ¢a IoKIaaBadd. OTOK,
XHINEPTOHHUS H ChPJEYHA HEJOCTATBYHOCT €A CLOOLLABAHM BBB BPB3KA C JIEYEHHE C HECTEPOMIHH
[POTUBOBBL3NAIUTENHH CPE/ICTRA.

Hapymenns Ha yxoro u 1aGHpHHTA

Yecru: Llym B yiure (3a nekapcTia chabpikaiiu HGynpoden)
Mmuoro Penku: Ceerorbpres

Hapvumienns na ouunre
Hewectn: AMOAMONUA (3aMbINeHO BHKIAHE W/ MM HaMalieHa BUAHMOCT, CKOTOMH M/ MIIH MPOMEHH B

LIBETHOTO 3PEHHE) Ca Bb3HUKHAIIH, HO 0OMKHOBEHO 00paTHMHU Clle]| peKkpaTsaBaHe Ha JeueHHeTo. Beeku
MaUMEHT ¢ OYHM OILUIAKBAHWA TPAOBa Ja NpeMHHE O(TaIMONIOrMuYeH mnpersiejl, KOWTO Aa BKIIOYBA
LIEHTPAJIHK 3PHTEIHU [10JIETA.

CroMalmHO-1peBHH HAPYIIEHHSA

Yecrn: Kopemuu 60Ky, nHapus, TUCMENCHS, rajileHe, CTOMaLleH AMCKOM(OPT U NOBPbLIAHE.

Heuectn: MeTeopusbM W 3amnek, NenTHYHA A3Ba, Hepdopalms WIH CTOMALIHO-YPEBEH KPbBOM3/IMB, ChC
CHMNTOMH Ha MeJieHa, Xemaremesa, MOHAKora (artaqHH, ocoOeHO B crapyecka BB3pacT. YIIleposeH
CTOMATHT H 000CTPsiHE Ha YJILIepo3eH KoauT u Gonectra Ha KpoH ca HaGmonasauu cnen npunoskenue. [lo-
PAIKO € HaOMOaBaH raCTPUT M e CLOOILEABAH MAHKPEAaTHT,

OO0y Hapymenus H eeKTH HA MACTOTO HA NPHJIOKEHHE

Mmuoro Peakn: YMopa 1 oTnagHanocr.

Xenaro-OHIHAPHH HAPYWIEHHS

Muoro Pexxu: Hapyiena yeproapoOna QyHKuUMs, XenaTuT U xkbiTeHUa. [Ipenosupane Ha napateramon
MOXKe J1a 0Be/le 10 OCTpa YepPHOAPOOHA HEJOCTATBUHOCT, YEPHOAPOOHA HEIOCTATBYHOCT, YEPHOAPOOHA
HEKPO3a K YBPEKIaHe Ha YepHHUs Jpod.

Hagxmemm HA HMYHHATA CHCTEMA Y
Mmuoro Penkn: JloknaaBaHd ca peakuMM Ha CBPBXYYBCTBHTEIHOCT, BKJIKOYMTENHO Ko;;ceﬁ oﬁpma M
KPbCTOCAHA YyBCTBHTENTHOCT KbM CUMIIATHKOMHUMETHLIN. ff i)
Hevecrn: Jpyru ajeprudnn peakunu ca CboOILIEHH, HO MPUUHHHO-CNIEICTBEHA BPB3KA HE € yCTaHOBeHa il
Cepymna Gonect, cunapom Ha nymyc epurematosye, Henoch-Schonlein sackysur, aumoe,uem
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Hscneapanns

Yecrn: [loBuiiena ananun amuHOTpaHcdepasa, NOBUILEHA rama-riyTaMuITpaHcdepasa u abHOpMaITHH
TeCTOBE Ha (yHKUMATA HA YepHUs 1pod ¢ napaueramon. [ToBHLIEH KpeaTHHUH B KPBBTA H MOBHIIEHA ypes
B KpbBTa.

Hapymennsi Ha MeTa00/1H3Ma H XpPAHEHETO
Heuecrn: [loBuuiena acnaprar amuHotpancepasa, noBHineHa ankansa docdaraza B KpLBTa, NOBHILIEHA
KpeaTHH (ocokHHasa, HamasleH XeMor1001H 1 yBenndeH Opoii TPOMOOLMTH.

Muoro Peaxn: B ciyuaii Ha MeTabonuTHa aumi03a, NPUYHHHO-CIIE/ICTBEHATA BPL3KA € HECUIYPHA, Thil
KaTo € NOrb/IHATO MOBEYE OT €HO JIeKapcTBo. CiayyasT ¢ MeTaboNMTHATA aLM/103a CJIe1Ba MOrTbIIAHETO Ha
75 rpama napaueramon, 1,95 rpama aueTWicanMUMIOBA KHMCEIMHA M MAIKO KOJIMMECTRO TEUHOCT 3a
MOYHCTBAHE, U3M0JI3BAHA B JOMAKHHCTBOTO. [ IalIMeHTHT € UMall ChLLIO aHAMHE3a 33 IbPUOBE, KOWUTO CIIOpe/
CHOOLIMIMTE MOKE 11a Ca JIONPUHECITH 3a MOBHILIEHO HUBO HA JIAKTAT, KOETO € 0KA3aTeNHO 32 MeTaboIMTHA
auua03a. MerabonuTHUTE CTpaHNYHK eeKTH, BKIHOYMTETHO MeTabOIMTHATA alM103a ca HabMIoaBaHH
Clle]l MACHBHA CBPBX/103a aLleTaMHHO(EH.

Heweern: [ MiHeKOMAacTHS, XUIIOITUKEMHYHA PEAKLIMS.

MetabonuTHa auna03a c ronsiMa aHMoOHHA NMpasHUHa ,C HEM3BECTHA YecToTa" (0T HaNIMYHKUTE JaHHU He
MOXe Aa bbae HanpaBeHa oueHka)

OnucaHue Ha U3bpaHu HeXeNaHu peakuunn

MeTabonuTHa aumMao3a C ronaMa aHMoHHa NpasHuHa

Cnyyan Ha meTabonuTHa auugosa € ronsiMa aHWOHHa NpasHMHa, OAb/Kalla ce Ha NUPorayTaMuMHOBa
aunaosa, ca HabnwaasaHW NpY NaUMEHTW C PUCKOBKM GakTopW, U3NOA3BaLLM NapaueTamon (Bx. TouKa
4.4). MNpw T€3n NauMeHTM € Bb3MOXKHO A3 Bb3HWKHE NUPOrAyTaMMHOBA aLKua03a BCNeACTBUE Ha HUCKM
HWBa Ha rNyTaTWOH.

Hapyuienusi Ha HEPBHATA CHCTEMA
Yecru: Buene Ha ceat, rnaobonue, HEpBHOCT

Heuecrn: [lenpecus, 6e3cbHue, 00BPKAHOCT, eMOLMOHANIHA JIAOW/IHOCT, CHHAMBOCT, ACENTHYEH MEHUHIUT
C BUCOKa Temrieparypa u Koma

Penxn: [TapecTe3uu, XanouMHauMu, HapyieHHa B ChHA

Muoro Pexxu: Tlapecresus, napaaokcanHo CTUMYJIHPaHe, ONTHYEH HEBPHT, ChHJIMBOCT, NICHXOMOTOPHH
YBPEKAaHH, EKCTPATUPaMHIHH eQEeKTH, TPEMOP H KOHBYJICHH.

Hapywenus na 0n0pennre  NHKOYHHTE NHTHINA
Heuecrn: 3agppxate Ha ypuHa

Muoro Peaxn: HedporokcuyHocT B pasnuyHd (OPMH, BKIIOYMTENHO WHTEPCTHLMANIEH HeppHT,
HE(POTHYEH CHH/POM H 0CTPa U XpOHU4HA OBOpevHa HE0CTATHYHOCT.

Hexenanure 660peunn edekTu Haii-uecto ce Hab/ioaaBar ciies npeao3npaHe, Cliel XpOHHYHa 310ynoTpea
(4€CTO C MHOXKECTBO AHANTETHIIN), WIH B KOMOMHALIMS ChC CBBP3aHATA C NAPALIeTaMOJ] XeNaTOTOKCHYHOCT.
Octpa TyOyn1apHa Hekposza OOMKHOBEHO ce MOSBSBA BbB BPB3KA C YEPHOAPOOHA HENOCTATBYHOCT, HO Ce
Ha0JIr0/1aBa KaKTO H30/IMPaHa HAXO/IKA B PEKH ciTyuad. Be3mMoxkHOTO yBenMuaBaHe Ha prcka oT Ob6pedHo-
KJIEThY€H KAPLIMHOM € CBBP3aH ChILO M ¢ XpPOHUYHATa yrnoTpeba Ha napaneramost.

EQHO mpoyuBaHe THN Clly4aH-KOHTpONa Ha MAallMeHTH ¢ KpaeH craauid Ha OnOpeuno 3abonseane,
fpeanosiara, Y€ Ib/irata KOHCYMalMs Ha MapaueTamosl MOXKe 3HAYMTEeNTHO /1a YBEJIMYM pUCKA OF- kpaeH
craauii Ha ObOpeuHo 3abonaBane, ocobeHO NpH MalMeHTH, npueMaiuy nosede ot 1000 mg MHEBHO,

PECHHDETODHII, 'PHAHH H MEIHACTHHAJIHHA HADYIICHHA
Heuectn: Crucrenu CEKPETH Ha JHXATCITHUTE [TbTHLLA.

Muoro Peaxu: Jluxarenna peakTUBHOCT, BKIKOUYHTENHO: aCTMa, M30CTPSHE HA ACTMa, GPOHXOCHEB"!:M ]




JIUCITHEA,

HapvimeHnnsi Ha KOKaTa H NOAKOXKHATA ThKAH

Yectn: OOpHB (BKIIOYHTETHO MAKYJIONAIY/IO3EH THIT), ChpOeK.

Muoro Peaxu: Xunepxuaposa, nypnypa u ¢orouyscreutentocT. Excdonnarisau nepmarosu. bynosuu
PeaKLM1H, BKJIFOYMTENHO epHTemMa MyaTHdopme, cHapoM Ha CTuBbHC JHKOHCHH H TOKCHYHA ENUIEpPMATHA
HEKpOJIH3a.

Kiaunuunute npoyupanus nokaseat, ye ynorpebata Ha uOynpoden, ocoGeHo BEB BHCOKH 103H (2400
mg/AeH), MOXKe [a € CBbp3aHa C MAJIKO MOBMINABAHE HA PMCKA OT apTEPUAIHM TPOMOOTHYHH CHOMTHS
(HanpuMep HHPAPKT Ha MHOKAP/1a WIIH HHCYJIT, BUKTE ToukKa 4.4).

Crobmasane Ha NOJ03HPAHH HeXKeJIAHH PEAKIIHH

CboOlaBaHeTo Ha MOMO3MPaHH HEKEJIaHH peaKkLMH Ccjel paspeluaBaHe 3a ynorpeba Ha J€KapCTBEHMS
NpoAyKT € BaxkHo. ToBa no3sonssa Aa NpPOABIKM HAONIOJEHHETO HA CHLOTHOLUEHHETO MMOJ3a/PHUCK 3a
NeKapcTBeHHA MPOAYKT. OT MEIMUMHCKMTE CMELMATUCTH Ce M3HMCKBA Ja ChOOLIABAT BCAKA MOLO3MpaHa
HeKelaHa PeaKlus upes:

H3nbaHATeHA areHIAN N0 JeKAPCTBATA
yi. Hamsan ['pyes 8, Codust 1303

Ten: +359-28903417

yebcaiiT: www.bda.bg

4.9.Ilpeno3upane

IMapaneramoun

YepHoapobHo yBpesk/1aHe NpH Bb3PACcTHH € Bb3MOXKHO MpH npueM Ha | 0g napaiueramor, KoeTo e
eKBHBaneHTHO Ha 20 TabneTku, 0coDEHO NpPH TAKUBA C NPOALDKHTENHA Tepanus ¢ kKapbaMasernuH,
(eHUTOMH, NPUMHK/IOH HITH IPYTH JIEKApCTBA U XPaHUTEIHH 100aBKH, KOUTO MHIYLIMPAT YePHOAPOOHHTE
eHsumu. JleuenueTo BKIIOUBA He3a0aBHA XOCIMTAIM3ALMA, IPHEM HA AKTHBEH BBIVICH W NpHiarade Ha N-
ALETUILIMCTEHH He MO KbCHO OT 8 yac ciej npeao3upaHeTo. BeposTHocTTa 0T 4epHOAPOGHU yBpEKIaHUS ce
YBE/IM4aBa U MPH NMALMEHTH 310yNOTpedABalIH C ATKOXOJ, MALMEHTH ¢ XPAHUTE/IHH 3a00JI9BaHHA, KUCTO3HA
¢ubpoza, HUB undekms, HenoxpaHBaHe H KaXeKCHA.

Hoynpoden

IlpenosupaneTo n HHTOKCHKaLMATa ¢ MOyNpodeH ce XapakTepu3upa ¢ rajeHe, NOBPBLIAHE, EMUracTpasiHa
Oosika W Anapus. Kato TepaneBTHMYHH MEPKH Ce NPENOPBYBAT MPHEM Ha AKTHBEH BbIJIEH, HHTPABEHO3HO
JiMasernam Mpu rbp4oBe W OPOHXOAMIIATATOPH TIPH 3aTPYAHEHO AMILAHE.

5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 <dapmaxkolHHAMHYHH CBOicTBa

QapmakoTepaneBTHUHa rpyna: [lapaueramon, KOMOMHALIMH C H3KJ1. HA MICHXOJIENTHLH.

ATC kop: NO2BES1

HYPYJIMH JIYO cbabpika 1Be akTHBHH ¢beTaBky napaueramon 500 mg u ubynpoden 200 mg.
DapmMakoNOrHYHHAT UM MEXaHH3bM Ha [EHCTBHE € pa3/iMueH, KOETO MO3B0/IsSBA CHHEPTHCTHYHO JeiicTBHe 1
10-H3pa3eHa AHTHHOLMLIENUKSA ¥ aHTHITHPETHYEH €(EKT, OTKOJIKOTO NPHIIOIKEHHE CAMOCTOATE/IHO.
Hoynpoden npuHa/IeKH KbM IpyNaTa J1eKapcTBa HECTEPOHIHH MPOTHBOBbL3AIUTEIHH cpeﬂcTBa KOWTO
MHXHOUpaT eH3uMa IMkIookcurenasa (COX) M o To3u HauMH Hamanseat 60aKaTa U nonﬁmeHaTa TeNecHa .'j
Temneparypa, ocobeHo B nepudepHiTe Bb3naneHu ThkaHd. Muxubupanero na COX npossasa ;
NPOTUBOBE3NATMTENEH, aHAINeTHYEH H aHTUIIMPETHYEH edeKT.
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IlapameTamou ¢ HEHaAPKOTHYEH aHAJITETHK, KOWTO IeHCTBA NO APYT MEXaHU3IbM, Hal BEPOSTHO LEHTPAIEH.
HamansBa Oosikata M MOBHILEHATA TeJeCHA TEMIIEPATYpPa, HO He NPOsABSBA NMPOTHBORB3NAIMTENEH €(EKT.

5.2 ®dapmakoKHHETHYHH CBOiicTBa
buonanuuHocTa M hapMakoKMHETHKATa Ha JIBETE ChCTABKM B TO3M MPOAYKT, HE CE€ Pa3/iMyaBaT ChILECTBEHO C
Ta3u MPH NPUEMAHETO UM CaAMOCTOATEITHO.

Abcopbunsn
HbynpodeHn 1 napaeramon ce pe3opOMpar BbE BUCOKA CTEMEH NPe3 racTPOMHTECTHHANIHMA TpakT. [1pu
NPHEMAHE C XpaHaTa, M1a3MEeHHTE KOHLEHTPALMHM Ca NO-HUCKH, HO CTENEHTa Ha pe3opOLms € eKBUBAICHTHA.

Paznpenenenne

Hbynpoden v napaueramon ce paznpeaenat Obp30 U WHUPOKO B TeIECHUTE ThkaHH U opraHu. HOynpoden ce
CBbP3Ba BLB BUCOK MPOLIEHT C [U1a3MEHHUTE NPOTEMHH, JOKATO NAPALIETAMOJ CE& CBbP3BA HE3HAUMTEITHO C
IU1a3MEHHTE [TPOTEHHH.

buorpanchopmanns

Moynpoden ce merabonusupa B uepHus Apod 10 ABa OCHOBHHM MeTabO0IMTa, KOMTO C€ M3JTbYBAT KATO
KOHIOraTH ¢ ypuHata. ENMMUHAUMOHHMAT NOY;KUBOT € 0Kko/o 2 yaca. He ce HaOsonaBar chilecTBeHH
paznuuus BbB hapMakoKHHeTHKaTa Ha uOynpodeH B crapuecka Bb3pacT.

[lapaueramon ce merTabonu3upa B 4epHHs Apo0d M ce U3TbYBa KaTo MIIOKOpOHMIM ¢ OnOpeuuTe. Maiko
KOJIHYECTBO XMAPOKCHIIUPaH MeTaboIUT, KOWTO ce JeTOKCH(ULIUpA OT YepHOAPOOHHS IIIyTATHOH MOKe 1a
KYMYJIMpa U YBpe/H YepHus Apod B Clly4au Ha YyepHOoApoOHU HapyLUeHUs.

Enumuuanapane
HOynpodeH v napaleramos ce H3JIbUBaT rMaBHO ¢ YpHHATA.

5.3 IlpegknuHHYHH JAHHH 3a 0e300aCHOCT

TokcukonoruuHuAT npodun Ha Oe3onacHoCT Ha MOynpodeH U napaueTamos € U3CAEeABaH IHUPOKO NMPH
OMWTH BbPXY KHBOTHH ¥ WH BUTPO. HAMa HOBH AaHHM OT NPEIKIHHWYHN W3CIEABaHHA KbM Beue
M3BECTHMTE, KOWTO Ja Obaar npeacraseny B Tasu Kpartka Xapaxrepuctuka Ha [Ipoaykra
H3cnenBaHus 3a onpeaensHe Ha KOHLIEHTPalMATa B MAHYMHOTO MJIAKO TMOKA3BAT HE3HAYMTETHH
KOHILIEHTPALIHH OT BEIIeCTBATA.

6. DOAPMAIIEBTHYHH JAHHHA
6.1 CoHcek HA NOMOILIHHTE BellecTBA

KpockapMenosa HaTpuid;

KonouneH, 6e3B0/1eH CHIHMIIMER THOKCHI,
[IpexxenaTMHU3MpaHO HULIECTE;
MuKpoKpUcTaIHa Leay103a;

[lapeBHYHO HHILIECTE;

[Toeunon K30;

CreapHHOBa KHCETHHA.

6.2 HecbBMeCTHMOCTH
Henpunoxumo

6.3 Cpok Ha ToaHOCT
11




3 roauHu

6.4 CneuuajiHH YCJIOBHSI HA ChbXpaHeHHe

Ja ce cbxpansea npu Temneparypa noa 25°C Ha CyXo0 H 3aLIMTEHO OT CBET/IMHA MSCTO.

Jla ce cbxpaHsiBa Ha MACTO, HEIOCTBITHO 3 JeLa.

Ja He ce ynotpebspa cien H3THUaHe CPOKa HA FOHOCT.

6.5 BHA H cbIbpKAHHE HA ONAKOBKATA

Enna onakoeka ceanpia 10,12,20 unu 24 Tabnetky onakosanu B 6nuctep or PVC/Al donvo. Exun wiu
ABa OaMcTEpa B €IMHMYHA KAPTOHEHA KYTHSA C JTACTOBKA.

He Bcv4kM BMAOBE OMAKOBKM Morar Ja ObJar mycHatH B rpojaxoa.

6.6 CnennaaHu npeANa3HH MEPKH NMPH H3XBbP/IAHE

Hsma crnieuMaiHy H3MCKBAHMS.

7.  NPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Pamkodapm OO

yA. [Nnaukoruua Sa

rp. Codus 1164

boarapus

Ten: +359 2 868 8052

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20160217

9. JIATA HA IBPBO PA3ZPEIIABAHE/TIOJTHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

28.06.2016
10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

SAnyapwu, 2026
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