1. HME HA JJEKAPCTBEHUA MPOAYKT

Tepaday Popre IIpoctyaa 1 Kamunna 500 mg / 6,1mg / 100 mg TRLpAH Kancy.1n
Theraflu Forte Cold and Cough 500 mg/6,1 mg/100 mg capsules, hard

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Beaka xancyna ceaepaxa napaneramon (paracetamol) 500 mg, deHunepprHOB XHAPOXIOPH/
(phenylephrine hydrochloride) 6,1 mg (orropaps sa 5 mg penunedpun 6aza) u reaiidenesnH
(guaifenesin) 100 mg.

3a TBJIHHAA CNHCHK Ha MOMOLIHHTE BEHISCTBA BIHXKTE TOYKA 0. ].

3. JEKAPCTBEHA ®@OPMA
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Kancyna, TeBpa.
Karcyna ¢ npo3payiHo 3el1eHo TAI0 U HENMPO3pa4Ho C
MMOYTH 041 Npax, 6€3 rojIeMH arJIOMePaTH H Iy3K/IH Yac

4.  KJIMHHUYHU JAHHH

4.1 TepaneRTHYHH MOKA3AHHSA

3a KPaTKOCPOYHO OOJIEKYEeHHe Ha CUMITTOMUTE Ha MPOCTY1a, BTPMCAHE M I'PUI, BKIIOYMTEIHO c1aba 1o
yMepeHa 6onka H/WAH TeMIepaTypa, Ha3aJlHa KOHTECTHS, ¢ oTXpadsail eeKT IPY NPOAYKTHBHA
KAIllJIALIA.

Tepadumy Dopre [NpocTtyna w Kanumina € npeanasHadeH 3a BL3IpAaCTHH M IOHOMIM HA M Haj |6 roJdHH.
4,2 JO3HpOBKA H HAYHH HA NPHJICKEHHE

Jo3upoBka

Bu3pacThu, nauseHTH B CTap4ecKa BHIPACT H IOHOLIH Ha u Haa 16 rogunu, ¢ Terao mag 50 kg.

JBe Kalcyau ce npueMaT Ha BeeKH 4 o 6 Haca, criope] Hyxjata. MakcuManHara JHeBHaA 1033 He TpiaOBa
Aa HaJIBMIIAaBa 6 KaICy/IH 3a 24 yaca (no 2 KarncyJ/jM NpHeTH 3 IbTH Ha AcH). MUHUMaTeH HHTepBal Ha
aosupase: 4 yaca.

IIpoabmokuTenHocTTa Ha NEUSHHETO He TpsAOBa Aa OBJe MOReye OT 3 AHU.

He Tpsi0Ba 1a ce npepumaBa ykas3aHara ao3a. Tpabsa na ce nprema Hal-HHCKATA 1033, KOSTO OKa3Ba
TePalleBTHYEH €()EKT, 32 HAW-KPaThK NMEPHO HA TEYSHHE.

[TauneHTHTE TpAOBA fAa NOTHPCAT JEKAPCKA IOMOIL, AKO CHMITTOMHTE NPOABLIDKAT HIIH ce BIOLIAT CJIE/

ApUEM B NMPOIBDKEHHE Ha 3 JHH MM aKO KAIUTMIIATA € MPHAPYMXKEeHA OT BHCOKA TEMUEPATYPa, KOXKeH
OOpPHB WJTH MIOCTOAHHO raBobonue.

Tozu mpoxykT He TpsGBa fa ce npmiara py BB3PAcTHH, MALMEHTH B CTAPYECKA BB3PACT H YOHOLIM Haj
|6 ronuHH, kouto ca ¢ Terno moa SO kg,

Heouampuuna nonyrayun
To3u npoaykr ne TpabBa na ce npiniara npu:
¢ [gHa Ha BB3pacT nox 16 roaqunu;
¢ IOHOLWIM Ha BE3pacT oT 16 no 18 roaunu ¢ Terno nog 50 kg.

IlanmenTy ¢ yepHOAPOOHA HETOCTATHYHOCT
Ipu nauneHTH ¢ HapyueHa yepHoapobua dyHkIM WiK cHHApoM Ha XKunbep, 1

HaMa/IeHa WiIH WHTEPBANBT Ha AO3HpaHe Ja Oble yambkeH. EaHokpaTHa 103a na
€ MOAXOMAIIA 34 MALMEHTH ¢ YEPHOApoOHA HENOCTATRYHOCT, MPU KOHTO € HEoDX




Ha nasapa Moxke ga Ob1aT HaMepeHH NO-NOAXOIINIK JieKapeTreHH GopMHu. [Tpu nanueHTH ¢
YepHORPOOHO yBpexKAane oblnaTa AHeBHA d03a He Tpabsa da HaABHIIaBa 4 Kancyiu 3a 24 1aca (¢
MHHHMAISH HHTEPBAN OT § yaca MKy KamncyJuTe).

IlaeHTH ¢ 66peYHa HEIOCTATEYHOCT

To3zn nexapcTBeH MPOAYKT TpAOBa a ce W3MOIT3RA C NOBHINEHO BHUMAHHUE M MO JIEKAPCKH KOHTPOJT PN
nardeHTH ¢ bubpeyHa HeaocTaTEyBoOCT. EfHOKpaTHa J03a napayetamon 1000 mg He e noaxondma 3a
NalMeHTH ¢ IMoMepyIHa ¢uiTpau < 50 ml/min, mpu koWTo € HeoOXoAMMa MO-HHCKa 103a. Ha nazapa
MoraT Ja 6baaT HaMEpeHH NO-NOAXOAALIM IeKapCTBeHH HOpMH.

HayuH Ha npunoxeHue

3a nepopasiHa ynorpeQa.
IIanata xancyna Tpsadea ja Obae IOTwIHATA ¢ BOAA, €3 1a ce IbBYe.

4.3 IlIporusonokazanus

CEPBXYYBCTBHTETHOCT KbM aKTHEHHMTE HIH KBM HAKOE OT NOMOIIHHTE BELIECTBA, H30pOcHM B Touka 6. 1.
Crpaedno 3abongpaHe, XUNEPTOHHI.

Huaber.

XHNEpTHPEOHAHIBM.

3aKpUTOBIBJIHA TIAYKOMA.

DeoXpOMOLIUTOM.

[TarieHTH, KOMTO MPHEMAT HIIK Ca MPHEMAIIY MPE3 NIOCIETHHTE BE CEAMHIE MOHOAMUYHOOKCHAA3HH
nHxubutops (MAOIS), TpHUMKIIHYIHK aHTHAENpecanTy, Hera-6nokepu (Bk. Touka 4.5).

[laneHTH, NMpHEeMAlIY CUMITATOMHMETHIIHA KaTO AEKOHTECTAHTH, NPOAYKTH, MOTHCKAILHM AICTHTA H
aMperamMyHONOZ0OHH NCHXOCTHMYNIAHTH (BiK. TOUKa 4.5).

4.4 CnenHaJHu RpeAynpexJeHHn H NpeINa3HH MePKH NPH ynoTpeda

[MaunenTutTe HE Tpadea na npueMar eAHOBPEeMEHHO APYTH NapaLeTaMoll-ChIbKALIK IPOIXYKTH, Thil
KaTO TOBA MOKe J1a NOBEAE A0 npefosnpaHe. [Tpenosnpalero ¢ napanetamoll MOXE Ja TPHYHHH
YepHOAPOOHA HeJOCTATHUHOCT, KOATO Aa H3HCKBA YePHOAPOOHA TPAHCIUIAHTALIMA HITH AA JOBEIE 0
CMBPT.

[MaupenTuTe He TPAOBa Ja pHEMAT €AHOBPEMEHHO W APYTH JIEKAPCTBEHH IIPOAYKTH CPEIly NPOCTYAa,
Cpeniy KalllHIa Wik Apyr JeKOHIeCTaHT.

Karo 1o, oOuuaifHAAT [pHEM HA aHANITETHIM, NO-CHOSIHAITHO KOMOHHAITHS OT HAKOJIKO AHAJITCTHUHM
BCLIECTRBA, MOXKE J1a JOBENE A0 TpaHHO yBpexaaHe Ha OubpenuTe ¢ puck oT 6B0peUHa HEIOCTATHYHOCT.

HlaupenTH, cTpajay oT XpOHHYHA KalIHLA, KAKBATO BH3HMKBA MPU TIOTIOHOMYIIEHE, ACTMA, XPOHHYEH
OpoHXHT KM edr3eMa TPAOBA 1@ Ce KOHCYITHPAT C IeKap NpeAd Na IPUEMAT TO3U JEKapCTREH HPOAYKT.

Tpabra na ce n3barea ynotpeGara Ha aNKOXOJIHM HAATKH [TPH IIPUEMa Ha TO3H JIEKapCTBeH MpOayKT. Na
¢e BHUMaRa ¢ ynorpe0aTa Ha napaieTaMoll P NMAIHEHTH ¢ AJIKOXOJIHA 3aBHCHMOCT (B, TOUKa 4.5).

PuckoBere ot IpeJO3HPaHE Ca MO-ToNeMH IMPH X0pa ¢ HEUPOTHYHO AJTKOXOIHO YePHOAPOOHO
3a00J19BaHE.

[Ipenopryea ce NOBHUIICHO BHHMaHHE NPH NpU/IATale Ha MAPAIETAMOIl HA MAIHEHTH C JIEKa B YMepeHa
OBOpeYHa HEAOCTATEYHOCT, JIeKa 0 YMEPEHaA XenaToueIyJIapHa HEA0CTATEYHOCT ( BKTIOYHTENHO
cuHapomM Ha Gilbert), Texka uepHoapobua HepoctaThunocT (Child-Pugh> 9), ocTep xenaTur,
CBITBTCTRALLO NEeYEHUE ¢ IEKAPCTBCHH NPOMYKTH, IIOBNHABAIIN YepHOAPOOHUTE QYHKIWM.

Jlokmansanu ca cayyay Ha 4e€pHOAPOOHA AHCGYHKIHA/HEIOCTATEYHOCT TIPH NAUHEHTH ¢ HAMAJCHH HHMEa
Ha TTyTaTHOH, KAaKBWTO Ca MAlHEHTHTE ¢ TEXKKO HEAOXPAaHBaHe; aHOPEKCHS; ¢ HUCHK HHIEKC Ha TENeCHH
MacCTHH KHCEJIMHH, KOUTO XPOHHYHO CEPHO3ZHO 3NOYIIOTPEOARAT ¢ alIKOXOJI HJIM HMAT CENCHC.

-

¢ IlpocrarHa XHrepTpOQHA, Thit KATO Ca CIJIOHHH KBM 3aaDbAKa Ha Yp
s OwrysueHa BacKynapHa 6omect (Hanp. CriHgpom Ha Peitno);



e HawmaneHu HHBa Ha [NTYTaTHOH, Thi KaTo yrmoTpebara Ha mapaleTaMon MOXKe 2 [MOBHIIIHA PUCKa
ot MeTabonuTHA arKooaa.

To3M eKapcTBeH NMpoAYKT TPAOBA 1a ¢e U3MON3Ba ¢ MOBULIEHO BHHMAaHHE H MO JIEKAPCKH KOHTPOJ pH
MALMEHTH ¢ TexXKa OBE0peuHa HeAOCTATBUHOCT (BXK. ToYKa 4.2).

Jla ce ynotpeOsra ¢ BHUMaHWE [IPH MALIUEHTH, IPUEMAIITH CJICTHUTE JIeKapcTBa (BX. To4dka 4.5):
- ¢ AHTHXHICPTOHHYHH JICKAPCTBA, pasTHIHH 0T Oeta-6mokepH;
* Ba3OKOHCTPHKTOPHH areHTH, KaTO EpProT AJIKAJIOWAN (HATIpUMED: eproTaMHiH, METHCEPrH/);
o JIMrOKCHUH H CBPACYHH TTIHKO3ZMAM.

To3u nekapcTBEH OPOAYKT cneAsa aAa ObJe MPUEMaH caMo ako NMPHCLCTBA BCEKH €0HH OT CEeAHHTE
CHMIITOMMU: OOJIKa H/MIIH TeMIepaTypa, Ha3aIHa KOHrecTUsd W NPOAYKTHBHA KAULIHIA. Toif TpsOea fa ce
M3MOJI3Ba He TIoBeYe OT TpH AHM. [lanuenTHTE cnefBa Ja MOTLPCAT NEKAPCKa MOMOL, aKO CUMITOMHUTS
NPOABJ/DKAT NMOBEYe OT 3 JJHH, BJIOMIAT C€, WM aKO KaHUIHMUATA € MPHIPYKEHa ¢ MHOTO RUCOKA
TEMIIEPATYpa, KOKEH OOPHE WIH MOCTOSHHO TIIaBOGONHE.

HeanaTpuyana nonysanng

JleKapcTBeHUAT MPOAYKT He TPAOBA fa ce TipHeMa OT Aena moa 16 roAHHY MITH FOHOIIH MeXTy 16 1 18
rOIHHH, Texalny nog S0 kg,

4.5 BzanmogeticTBHe ¢ ApYTH JeKAPCTBEHH NPOAYKTH A ApYra GopMH HA B3IaAMOJEHCTBHE

ITapaneramoun

AHTYKOArynaHTHUAT edekT Ha BapdapiH M APYrd KyMapHHH Moxke 13 ObAe 3aCHIeH IIpH
NpOIBIDKUTENHA, PENOBHA YIOTpeOa Ha NMapaleTaMojl, KOETO MOXKe JIa IOBeIe IO NOBHIIEH PHCK OT
KepBeHe. MHuneHTHaTa yrioTpeba Ha NapaneraMosl HAMa SHAYMTENEH €(DEeKT B TAKKUBA CIIYYaH.

MeToxnonpaMua HiH JOMIEPHIOH MOTaT Ja NOBHINAT CKOpocTTa Ha abcopbuHa Ha napaneTaMon.

[TapaueraMo: Moke [ia YIUBJDKH NNA3MEHHS 0IYKHBOT Ha XNopaMGeHHKOI. BrOpeku ToBa,
XJI0paM(PeHHKOT C JTOKAIHO NPHUIIOKEHHE 32 TeyeHHe Ha OYHH HHPEKLUY MOoke 1a OBe WINOI3BaH.

ITapaueTamon moxe 1a Hamany OHOHATUHHOCTTA Ha TAMOTPUTHH, KAaTO € BB3MOMXKHO TaKa JIa HaMajlu
edexra My, II0pagH BL3MOXKHOTO YCHIEHO MeTaboNH3MpaHe B YepHuHA Apob.

XonecTdpaMHH MOJke 18 HaMany abcopCiHaATa Ha napaneTaMoll. XOJeCTHPaMMH He TpA6Ba Ja ce IpueMa
A0 1 yac cieA mpueMa Ha napaueTamoll.

PenosHara yrorpeba Ha napaneramon €IHOBPEMEHHO ChC 3IMIOBYJIHH MOXKE J1a MMPHYKMHY HEYTPONEHHs H
YBEJIHUABA PHCKA OT YEPHOAPOOHO YBPEXIAHE.

JlekapcTBOTO 32 Mogarpa mpoSeHen/] HaMaliBa KIHPhHCA Ha MapaneTamMod, KOeTo Hallara HaMaJISBaHE
Ha J03aTa napaueTaMoll NpH ChITETCTBALLA TEparius.

XeNAaTOTOKCHYHUTE BEINIECTBA MOTAT A YBEIHYAT BEPOATHOCTTA OT HATPYIIBAHE Ha NapaneraMon U
npenosupade. PUCKBT OT XENMATOTOKCHYHOCT Ha MAapalieTaMON MoKe Ja ObJe YBEeTHYEH ¢ JIEKapCTBa,
KOWTO HHAYLIHPAT YepHOAPOOHUTE MUKPO3OMANTHH €H3MMH, KaT0 6apOUTYpaTH, aHTHETHIETTHYHM
cpeacTBa (T.¢. heHUTOrH, QperobapOuTan u kapbamMazenuH), JIeKaApCTBEHH ITPOAYKTH 3a JISYEHHE Ha
TyOepKkonosa (1.e. puhaMIHULIMA U M30HHAZHUN) H MPEKOMEPEH NPUEM HA ATKOXOJL.

IMapatieramon Moske fa nosiiuge Ha GocaTeH TeCcT 3a H3CTEABAHE HA MHKOTHA KHCE/IHHA.
Cayaumnaty/canvuuiaMu MOraT Ja YB/IDKAT SIHMUHALIMOHHHS TIOTYXHBOT Ha NIapaleTaMolL.

Hoxnazneanu ¢a hapMakoJOrHUHH B3aMMOASHCTBHIS Ha AapaneTaMoli ¢ peaulia Apyry
MAJIKO BEPOATHO KIIMHHYHO 3HAYEHHUE B PAMKHTE Ha A030BUA PEIKHM.

Peannedpun

PennneprH Moxe Ja 3aCHIH eexTa Ha MOHOAMHHOOKCHAAZHHTE HHXHOHTO
Morsiobemua U OpodapoMuH) M 13 MPEAH3BAKA XHIIEPTEH3HBHH B3aHMOACHCTR



[IPOTHROMOKA3aHA MPU NMalMEHTH, KOUTO MpHeMart wiM ca npueMmand MAOIs npes nocnenuure age
ceaAMHLM {BX. Touka 4.3),

EnnoppeMenHara ynorpeda Ha gennwieppHH H APYrH CUMIATHKOMHMETHYHH CPEACTBA HITH

TPHHMKJIHYHY aHTHCNPECAHTH (HANIP. aMUTPHITUIHH) MOKE Ja YBEIHYH PUCKA OT ChPACYHO-CbAOBH
HeXeNaHH eeKTH (BXK. Touka 4.3).

GenunedprH MOXe 1A HAMaNW e()HKACHOCTTa Ha OeTa-0okepu (Bxk. Touka 4.3) u npyru
aHTHXHIIEPTECH3HBHH JIeKapcTea (Harp. 1eOpH30KBHH, FrBAHSTHAHH, PE3€pIIHH, METHIIONA) (BK. TOUYKa
4.4). PHCKBT OT XMNepTOHHA H APYTH HEXENaHy CLPASYHO-CHIORH epekTH MOXKe Aa OhAe yBenHUEeH.

CeIrpTeTBaATA Y0Tpeba Ha GeHHneppUH ¢ TUrOKCHH M CHPICUHH TTIMKO3ZHIH MOXKE /12 YBE/IMUYH PHCKA
OT HapyuraBaHe Ha CBPACYHHMA PHTHM WIH HH(bAPKT(BXK. TOUKa 4.4).

EnHoBpeMeHHaTa ynoTpefa ¢ epro~-ajkalonau (eproTaMMH B METHCEPTHU): MOXE 14 YBEIIMUM PHCKA OT
eproTU3bBM {BX. TOUKa 4.4).

Ennoepemennara ynotpeba ¢ xanoreHHpasM aHECTETHIH KaTO LMKIONPONaH, XanortaH, endiypan,
H30(QTypaH MOXe Ja IpeJu3BUKA KaMePHH APUTMHH JIH 1a TH BJIOHIH.

I'salidpenesnn
Ynorpebara Ha reafieHE3HH MOXKE NOrPENIHO 3 MoBHIK VMA TecTta (BaHHIMaHAE/I0BA KUCEIHHA),

aKO YpHHaTa ce CrOMpa B paMKUTe Ha 24 4aca cnen npreM Ha Tepaday ®opre [IpocTyna u Kanutuia
Kancymnu.

4.6 DeprHianTeT, OPpeMeHHOCT H KbPMEHE

bpemeHHOCT
Tepadpny ®opre [poctyna u Kauumnua He TpaOBa Aa ce nprema 110 BpemMe Ha OpeMEHHOCT.

[1apateTamoll: 3HAYHTENTHO KOMWYECTBO JaHHK NPH OpeMEeHHM KeHH HE TIOKa3BaT HHTO MaJlgOpMaTHEHA,
HUTO (heTO/HEOHATATHA TOKCHYHOCT, Pe3yaraTuTe 0T eNMAEMHONIOHYHUTE IPOYYBAHUS REPXY
HEBPOJIOTHYHOTO PA3sBHTHE HA J€la C €KCIO3MUMs Ha riapareramon in utero ca HeyOeguTeaHd. AKO €
HeOOX0MMMO OT KIIHHHYHA TTIeIHA TOYKA, [TApalleTaMoJl MOXeE Jia Ce TIPHIIara 1o ppeMe Ha GpeMEHHOCT,
HO TpAOBa Ja ce U3MON3Ba Hali-HiCcKaTa ePeKTHBHA N03a 32 BR3MOXKHO HAl-KPaTKO BPEME M C BE3MOXKHO
HaH-HHCKaTa Yectota. Ilaumentrre Tpabpa ga creaApar npenopsKara Ha JeKapa CH IO OTHOUIEHHE Ha
yrnotpedara Ha JeKapCTBEHUA TIPOYKT.

OenunedpuH: JanauTe ot ynorpefara Ha (enmiedpun npd GpeMerHH ca OrpaHHUeHH.
Ba3oKOHCTPHKIMATA HA MAaTOYHHTE CHAOBE H HAMANCHWAT KPBBEH TOK B MAaTKaTa, BEPOITHO ACOIMAPAHH
¢ ynotpebara Ha penunedpun, MOrar aa NPHYKHAT (eTaHA XMIOKCHA. YnoTpeGara Ha dernunedpHH
TpAOBa fa ce u36Area no BpeMe Ha GpeMeHHOCT.

I'pafitheresun: bezonacHoctTa Ha reaiidenesnH npH GpeMeHHH He € IPoyYEHa.

KbspMeHe
Tepadury @opre [Ipoctyna u Kauwmia He tpabea na ce M3MOM3B4a M0 BpeMe Ha KbpMEHE.
ITapaneraMoNBT ce eKCKpeTHpa B MaiiuWHaTa KhPMa, HO B HEZHAYMTEIHH KoJiMuecTBa. Hama HanwyHa

HHOpMaLikisd 3a TOBa, AaM PpeHWIePPHH ¢ OTAENA B MAHYMHOTO MISKO. YnoTpe6GaTa Ha reaiideHesud
10 BpEME Ha JIAaKTalHA He € Mpoy4eHa.

Deprunurer

EdexThT Ha TO3M OpOoLyKT BEPXY (EPTHINTETA HE € H3C/ICABAH. —nn
[peAKIIMHWYHHTE NPOYYBaHHsA C IAPALIETAMOJT HE TOKA3BAT 0co0eH PHCK 3a depTIIH )a—: RSO PR M
TEPANECBTHYHH A03H. He ca npoeeieHy ¥ cnelmManu3upaHy NpoyYBaHug BEPXY penpodf wlpHdia q‘:t,. |

TOKCHYHOCT Ha (eHmneppuH U reaiipeHEINH.




4.7 E¢exkTH RBpXy ¢110c00HOCTTA 32 modupane H paloTa ¢ MAMHHH

Hama npoydsanus 3a eexra BppXy cnocobHocTTa 3a modupane v paboTa ¢ Mainuay. B cayyait Ha
MOSIBa HA 3aMasHOCT NMAalMEeHTHTE TPAOBa aa ObJAT IOCHBETBAHH JIa He IHOQHPAT K Aa He paboTiaT ¢

MalllHHH.

4.8 Hexenann JekapCcTBEHH PeaKuHH

HexkenaHuTe peakuyu ca H36poeHH Mo-A0My [0 CHCTEMO-OpTaHHM KJIaCOBE M B 3aBUCHMOCT OT
YeCTOTaTa, KaTO Ce H3MO3Ba CAeAHATA KOHBEHIUA: MHOTO Yectd (= 1/10); yecTu (> 1/100, < 1/10);
Hedectd (> /1000 < 1/100); peaxu (= 1/10 600 < 1/1000); Muoro penxu (< 1/10 000), BRIIOUHTEIHO
eIUHHYHH CHLOOLIEHHA H C HEMIBECTHA YeCTOTA (OT HAIMUHUTE JaHHH He MOXe aa Ob/e HalnpaBeHa

OLICHKA).

Hexenanure CEOMTHA B HCTOPHYECKUTE AAHHH OT KIMHHYHH IPOYYBAHHA Ca €AHOBPEMEHHO PEAKH H OT
orpanuyeH OpoH naumeHTH. JlokiansanuTe ChOMTHA B IIMPOKATA MOCT-MapKETHHIOBA MPAKTHKA, NIPH
TEPANISBTHYHH/ PETHCTPUPAHH H TIPEANKCAHH JO3M Ca npeicTaBedy no-1ony mo MedDRA cucremo-

OPIraHHH KJIACOBE,

llopanu orpaHHYEH JaHHH OT KIIMHHYHE NTPOYHYBAHUA, 4€CTOTATA HA TE3H HEXKEIaHH PEaKIliy He e
M3BECTHA (HE MOXe Ja ObJi¢ OLIEHEHa OT HAJIHYHHTE JAHHH), HO OCT-MAPKETHHIOBHS OIMUT [10KA3BA, Ye
HEXEJIAHH PeakiMH ca peakH (21/10 000 go <1/1000) u ceprosuu peakUydH ca MHOTO peakH (<1/10 000).

Hapaneramon

CHeTeMO-0pranun KJIacoBe

Hexeann peakuun

Hapywenus Ha xpbBra 1
ITUMGQHATa CUCTeEMA

TpombouuToneuus', Arpanynouurosa’, [Tanuuronenus',
Jlerxonenus', Heyrponenus'

Hapymenus Ha iMyHHaTa
CUCTEMa

CBpPBLXUYYBCTBATEITHOCT, BKIIOYUTENHO aHAGWIAKTHYHH pPEeaKIlHH,
aHruoeaeMm H CuHApoM Ha CTHBBHC-/DKOHCEH, TOKCHYHA
eAACPMAaTHA HEKPOIH3a®

PecriparopHu, rpbJiHH H
MEJAHACTHHAIHH HAPYIICHHUA

Bponxocnazsm’

CToMalllHO-4YpeBHA

I'amene, noppbuiane, auapus, JUCKOMGOPT B KOpeMHarta obract

HapYIICHHSA

Xenaro-0uMapHH YepuoapobHa nuchyHKIHA

HApYLICHUS

HapyueHus Ha Koxara OOpue, cupbesx, 3auepssisaHe, YPTHKAPUSA, aTiepTrHYCH ISPMATHT
MOJKOXKHATA THKAH

'ToBa He ca ¢hONTHSA, 3aJBGKHTENIHO CBHP3aHH ¢ IAPALETaMOL.
‘Cityua Ha CEPHO3HH KOXKHU PEaKili| ca AOKIaJBaHA MHOTO PALKO.
*Hmano e cily4an Ha GpoHXOCMA3bM ¢ MapaleTaMoll, HO Te ¢a [IO-BEPOATHH MPH aCTMATHIIH,

4YBCTBHUTENHH KbM allETHICATHITHIIORA KUCEIMHA HIIH APYTH HECTEPOHIHH IIPOTHBOBLINATATCIIHH
NEKaApCTECHH TIPORYKTH (NSAIDS).

Penniehpun

CHcTeMa HA OpraHn3Ma

Hexenanu peaknnn

Hapyinenss Ha nMyHHaTa
cHCTEMA

CBpPBX4YYBCTBUTENHOCT, AIEPrHYEH ACPMATHT, YPTUKAPHA

[IcuxHuHH HapylneHus

CreTogaHMe Ha OOBPKAHOCT, HEPBHOCT, PA3/IPa3HUTEHQ
0&3MOKOICTBO

Hapyiienusa Ha HepeHaTa
CHCTeMA

Buene na crar, rnapobonme, 6e3csHUE

HapynieHus Ha oumre

Muiprasa, OCTpa 3aKpHTOBMbIHA riaykoMa' [f = s ﬁf;ﬂ:ﬁwf Y

ChpaeyHH HapylneHHs

[ToBMIIEHO KPBBHO HALAraHe, TAXHKAPIHA, chﬁh&ﬁe 1) “’*‘,‘} "




Hapyimenus ua koxara u O6pus
MOJKOKHATA THKaH

CToMaLIHO-YpeBHH I'aneHe, noBpeinane, AHapus

HapylUICHHA
2

Hapywienus na 6n06peunte H | JlM3ypHs, 3aabpkaHe Ha ypUHA
. YPUHAPHMA TPaKT

'Hali-BepoATHO € 14 Ce NOSBAT MPH XOPa ChC 3aKPHTOBIBIHA rIAyKOMa
*Haii-BepoATHO € a Ce NOABAT MPH XOpa ChC 3aNyLIBaHe Ha MUKOYHHI MEXYP, HANPHMe] TAKHBA ¢
MpOCTaTHA XHITEPTPOQHA.

I'salidenesnn

CacTema Ha oprannimMa Hexenanu peakuun

HapyieHua Ha WMyHHaTa CBpBXYYBCTBUTENHOCT, BIUTIOUMTETHO aHAWUNAKTHYHM PeaKITHH,
CHCTEMA aHTHOCACM

Pecnuparophu, rpbaHu U TNMucnues'

MEIMaCTUHATHH HapyLIeHHS

CToOMaHO-4YpEeRHH ['ageHe, noBpbllUaHe, IHAPKA, KOPEMEH JHCKOMGOpT

HapYLIEHHS

Hapymenua Ha koxkata O6puB, yprukapui

HNOAKOMCHATA ThKaH 1

| Tucnites e Guia NOKaABaHa KATO ACOIMMPAHA C APYrd CUMIITOMH Ha XMITCPTOHM.

CrofmaBaHe HA HOXO3IHPAHN HEXKETAHH PeaAKIHH

CrobmaraHeTo Ha NOAOIUPAHY HEXKENAHH PEAKIIHH Cle]] pa3pellaBase 3a yraoTpeba Ha JeKapCTBEHHUS
HIPOJYKT € BaxKHO. T0Ba NMO3B0JISBa A3 NPOALIDKH Habmo)leHHeTO Ha CHOTHOIIEHHETO NIONI3a/PHCK 32
IeKapcTBEHMA MPpoAyKT. OT MEAHLIMHCKHTE CMEHHMANNCTH Ce H3UCKBA Na choOIIaBAT BCAKA MOI03MpaHa
HeXeNnaHa peakiMs 4pe3 HallHOHAIHA CHCTEMA 3a ChoDILaBaHe.

brarapus

H3nbIHHTENIHA areHIHA 110 AfekapcTearTa yia. ,.Jlaman I'pyes™ Ne 8
1303 Codus

Ten.: +35 928903417
yebcaiT: www.bda.bg

4.9 Hpeao3zapade

IIpHEMBT HA MO-BUCOKH JO3H OT IPENIOPLUYAHHTE MOMXKE A4 JOBEAE A0 CEPHO3HH 3APABOC/TIOBHH
npobaemu. Haucksa ce 6bp3a MegHIIMHCKA HaMeca, JOPU TIPH JIHICA HA TIPH3HALIH MM CHMITIOMA.

Iapaneramon
Ilopaau prck OT TEXKO yBpexxJaHe Ha YepHH4 JApod B clIy4ail Ha Apefo3upaHe, MALIMEHTHTE HE TpsaOBa
Ja MpUEMAT JpYyTH NapaleTaMol-ChAbpKallH NPOAYKTH €AHOBPEMEHHO.

l1pu ocTpo MpeAo3NpaHe MapaleTaMol MOKe Ja OKAKE XeNATOTOKCHYEeH epeKT WIM JO0PH J1a IPHYHHH
HEKpO3a Ha YepHHA Ipob H 4yepHOAPOOHA HEOCTATEUHOCT, KOATO J1d M3HCKBA YepHOIPOOHa
TPaHCIETAHTALMA WK Ja J0BeAe A0 cMBPT. [Ipeao3rpaneTo ¢ mapaueTaMolt, BINTIOYHTEIHO BUCOKA o6niaT
J03a, JOCTHTHATA 32 MPOALILKUTENICH NEPHON OT BpeMe, MOXKe 1a NIPHYHHHA HedponaTHa ¢ HeoOpaTuMa
YepHOApoOHa HeJOCTATHYHOCT.

YepHonpobuo yBpexxaaHe € Bb3MOKHO NpH Bb3pacTaH, npuend 10 g uin noseye napaneramon. IIpueMsT
HA 5 g HIM MOBEYEC MAPALETaAMOJ MOXeE J1a TOBEIEe 0 YepHOIPOOHO YRpeKaaHe TIPH MALMEHTH, KOUTO
HMAaT PHCKOBU (aKTOPH (BIK MO-A0JTY ).

CHMITOMHTE Ha MpeAO3KpaHe C MapaleTamol npes mbpeyre 24 yaca ca 6HBHHOCT
aHopekcHs, KopeMHara Oonka Moxke 1a Op1e IEPBHAT NMPH3HAK 33 YEPHOAPOOHO % a‘ue
0OHMKHOBEHO HE ce MpoABABa Mpe3 ThpBHTe 24 0 48 Yaca, a NOHAKOTA MOXKE [ / '
clied MONIBLIAHETO. Y BPEXK/IAHETO Ha YepHHA Apob obuuyaliHo e MakcHMyM 72 ¢4
MoraT a Bh3HHKHAT OTK/IOHEHHS B TTIOKO3HHS METab0NHzBM W METaGomHTHA Wil 3&-11"131{’*‘“




TEKKOOTPABSHHE YEPHOAPOOHATA HETOCTATHYHOCT MOXKE Ja MporpecHpa A0 eHlehaTONaTHA, XEeMOPArus,
XHIOTTIMKEMHA, LiepedpaneH efeM M cMbpT. JIOKNaaBaHM ca Ciydan Ha MaHKPeaTHT.

IlnasmeHaTa KOHUEHTpALKMA Ha IapaLeTamMo;1 TpaOBa 1a ObJe H3MEPBaHa HA YETBBPTHA Yac WIH TO-
KBCHO Clle IpreMa (ITo-paHBH KOHUCHTPALHH He ca Joctopepu#). Jledyenne ¢ N-alieTHANHCTEHH MOXE
Aa Oble npunarado Ao 48 vaca cyies mpHeMa, HO TPAOBa 714 ce KMa NMPEIRH/, Y€ MAKCHMAIICH
MPOTEKTHBEH eheKT ce nocrura 1o § Yaca cien npuema. EQeKTHBHOCTTA Ha aHTHIOTA PsI3KO HAMA/IARA
ClIC] M3TUYAHETO Ha TOBA BpeMe. [IpH Hyx1a, Ha naumenTa TpsadBa Ja ¢ npHioKH BEHO3HO N-
aUETHILMCTEHH, B ChOTBETCTBHE C YCTAHOBEHMS JO30B PE:KUM. AKO MPH MalMeHTa JIMICBA IIOBPHHIAHE,
NEePOPATHHAT METHOHHH MOKe aa 6bJie OAXOALI BaPHAHT 3a OTAAICYeHH MECTa, KOMTO HAMAT O0oNHHIIA
Hab1n30. JleyeHueTO Ha nALMEHTH © TeXKa YepHOAPOOHA MHCHYHKIMA 24 yaca ciea npuema Tpadea /a
OBJIe KOHCYJITHPAHO C MECTHHS HALHOHAIEH TOKCHKOJIOTHYEH LIEHTLP HIIH YEPHOAPOGHO OTRETIEHME.

HombasaTesHA HHPOPMALHE

Hma pHck OT OTpaBiHE 0COOEHO MPH NMALMEHTH ¢ YepHOAPOOHH 3a00IABaHuUs, ¢ XPOHHYEH ATTKOXOIHIbM

WM XpOHMYHO HegoxpaHsaHe. IIpeaosnpaneTo Moxe a Opae (paTaTHO B TAKMEA CITYYAM.

PHCKBT € no-BHCOK, aKO HMa BEPOATHOCT HAIIHEHTHTE Ja Ca ¢ W3YEePIaH MIyTaTHOH:

® aKO ca Ha ABJITOCPOYHO JIeUEeHHE C Kapbamasenus, (peroOapOuran, GeHUTOWH, IPUMHAOH,

PUQAMIHLIKH, NPOIYKTY C XKBIT KaHTAPHOH HIIH APYTH JIEKAPCTBA, HHIYLIUPALIK YEPHOAPOSHHTE

eHIUMU;

aKO PeAeBHO YIIOTPEOIBAT €TAHON B KOJHYECTRA, TI0-TOJIEMH OT HOPMAITHHTE;

¢ B CIIy4aM Hamnp. Ha XpaHWTENHH HAPYLUIEeHHUs, KHCTO3Ha Ppubpo3a, HIV undekund, rnagypane,
KaXEKCHA.

Penniedpun

EdexTHTe Ha npeao3dpande ¢ peHraedpHH ca NpeJMMHO NOpaiyd CHMIIATOMUMETHYHATA aKTHBHOCT,
KOATO BKJIIOYBA NPOMEHH B XEMOJMHAMHKATA, CbpIEYHO-CH/I0B KOJIANC H PECIIMPATOPHA ACMPECHS.
Morar faa BB3HHKHAT CHMITTOMH KaTo CBHIIMBOCT, KOATO Moxe Aa Obje nocieaBana oT Be36yaa (ocobeno
MpH Aella); 0OBPKBaHEe, HAPYIICHHA B 3PEHHETO, XaNIOUKHHALWMK, OOPHB, raJicHe, OBPBILIaHe, MOCTOAHHO
r1aBoboIMe, HEPBHOCT, 3aMasHOCT, Oe3ChHEEe, XUIIEPTOHHA, OpaIuKapaus, UMPKYJIAIIKOHHH HAPYIICHHMS,
apPUTMHA, IPUIMAJEBLIH, KOHBYJICHH H KOMaA.

JIeYEHHETO € CUMNITOMATHYHO H BKIIIOYRA MOAIBKAIINH MEPKH. XHIIEPTeH3MBHHAT €(PEeKT MoxKe 1a Obae

NCKYRaH ¢ HHTPABCHO3HO NMPWIOXKEHWE Ha anda-peuentopHy OokepH. B cioydai Ha KOHBYICHH MOXE 14
Ob/le HA3HAYEH OMA3CIaM.

I'vasidpenesnn

Pajxo ca noxnajaBaHy ciiy4an Ha CTOMAIMHO-YPEBEH AUCKOMQOPT, TaeHe ¥ NOBPHILAHE [IPH IPHEM Ha
reafideHe3nH, 0COOEHO B MHOTO BUCOKH a03H. [lalMenTHTe MOXeE A4 MOYYBCTRAT CHILIO CHHIHBOCT.
Jloxnaapanu ca ciIydad Ha ypUHApHA KAIKyJIo3a TPH TAIHEHTH, TIPHEMAIIH TOJIEMH KOIHYECTRA
JIeKapcTBa, ChAbPIKAINH reaiideHe3un B koMOuHauma ¢ edeaput. AGcopOHpaHuAT reafdeHe3H Obp30
ce MeTabonM3Mpa U Ce €KCkpeTHpa B ypuHaTa. [lamenTure cnenBa 1a Obaar NCKYBaHKH CHMITTOMATH4HO,
NOBPBIIAHETO [ C€ TPETUPA, KAKTO € YKa3aHO, YpE3 BIHBaHE HA (PIyHAH 1 MOHMTOPHpaHE Ha
EIIHKTPOJIMTHTE.

5. DAPMAKOJIOIHYHHA CBOUCTBA
5.1 PapMaKOAHHAMHYHH CBOHCTBA

(DapMakoTepaneBTHYHA Ipya: NapaueTamoi, KOMOMHAUMH ¢ M3KIL ncuxonerntumn, ATC kon: NO2BES |
[lapaneramon uMa eJHOBpEMEHHO AHAIrETUYEH H AHTHITHPETHYEH eEKT, KOHTO MPMHLHNHO CE

o0yciaBaT oT UHxuOHpalma My eekT BLPXY NPOCTArIaHIHHOBHA CHHTES B ].I,BHT"p/
CHCTEMA.

DeHWICPPHHOB XHAPOXIJIOPHI OCHOBHO IEHCTRA JHPEKTHO BEPXY AIpEHEePruy
¢ PEAUMMHO BBPXY anda-aapeHepruiHaTa aKTHBHOCT H HAMA 3HAUHTENCH CTH
[EeHTpaTHaTa HEPBHA CHCcTeMa B oOHMvaiinm no3u. Toll NpuTekara NozHaTa aKT



OSKOHIe€CTaHT U JeHCTBa qype3 Ba30KOHCTPHKIHMA 34 HAMANTABAHEC OTOKA H INIOAYBAHETO HA HOCHATA
JTHUI'aBHIIA.

I'sajiheHesuH € eKCIICKTOPAHT, KOHTO 0bJIeKyaBa KalliviaTa ypes MOBHINABAHE HA 00eMa W HaMansABaHe
Ha BUCKO3UTeTa Ha OpoHXHanHaTa ceKpeuma. Taka yleCHABa OT/IC/ITHETO HA Cy3 H HaManAaBa
Apa3HeHeTo BhPXY OpoHxuanHaTa ThKaH. 110 TO3H HAYMH MIPOMEHS HEMPOAYKTURHATA KalllJTULIA, KaTO §
[peBpbIla B NPOSYKTHBHA U MO-PAJIKA.

He € u3BeCTHO aKTHBHHMTE CLCTABKH Ja HMAT CE/IaTUBEH edeKT.
5.2 PapMaKOKHHETHIHH CBOHCTBA

IMTapaneTamon

ITapaneTamol ce abcopOupa OBp30 H NOYTH HANBJIHO B raCcTPO-HHTECTHHANHHUA TpakT. [1azMeHuTe HuBa
Ha NapaueTaMon OeneKaT MAKCHMAITHA KOHHEHTpalKa MeKay 10 u 60 MUHYTH cliell TEpOpaJISH IIPHEM.
[lapatieTamMon ce metabomsnpa B 4epHUa Jpod MO TPH OCHOBHM HAYMHA: TTIIOKOPOHHIHPAHE,
cyndarupane U okcunams. Tol ce ekckpeTHpa B YpHHATA MIPEAUMHO KaTo TMHOKOPOHKIHY H CyJIpaTHH
CheTHHEHHS. CPEAHMAT eTMMUHAIIMOHEH MOMY>KHBOT Bapupa ot | 10 3 4aca.

Oennnedpun

DennnedpHH ce abcopbipa 0T racTPO-HHTECTHHATHHSA TPAKT M IPEMHHaBA ,,first-pass™ MeTabonusupane
Yype3 MOHOAMHHOOKCHAA3a B YEPBATA H YepHHA pol, €TO 3alle NMpH NepopalieH MpHeM TOW MMa HHUCKA
broranHuHocT. OenuneppUHEBT ce EKCKPETHPA B YPHHATA NOYTH HANBJHO 11011 opMaTa Ha cyadaTHo
¢heaMHeHde. MakcHMaiHi HUBA HA IUTA3MEHATA KOHIIEHTPALHA ¢e JOCTHIaT Mexay 45 MuHyTd H 2 yaca,
a CpeaHHAT SMTHMUHALIMOHCH MOYKHMBOT € OT 2 X0 3 4Jaca.

I'Balidenesun

I"salidenesnn ce abcopOupa 6BP30 M HAITEIHO OT FACTPO-MHTECTHHAIIHMA TPAKT CJISA EPOPAIEH NIPHEM.
MakcHMaIHH TUIA3MeHH KOHLCHTPALIMK Ha TrBafieHe3HH Ce JOCTHTAT MeXAy 15 1 30 MUHYTH cle]
opaneH npueM. I'sadijeHe3us ce MeTaboIM3Mpa OCHOBHO A0 Oera-(2-MeTOKCH(PEeHOKCH) MIICUHa
KHCenyHa. Ilnazmenuar nonyxueoT Ha reaidenesnH e npudIH3UTETHO CpeaHo | gac. I'eakidenesun ce

SKCKpeTHpa Obp30 M MOYTH HAMBITHO Npe3 OpOpenuTe. 81% u 95% oT npuioxKeHara A03a ¢E NOABIBA B
YpPUHaTa CEOTBETHO HA 4-ud 1 24-14 vac.

5.3 IpeaxnuHHYHE AAHHH 3a ODezomacHocT

He ca HanW4HM NMpeAKITMHUYHM K3HHH 34 TO3H NPORYKT.

JIMncBaT KOHBEHIHOHANHH NTPOYYBAHUS, H3MOM3BALLH [IPUETHTE [IOHACTONINEM CTAHAAPTH 32 OLEHKA HA
PENpPORXYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 PA3BUTHETO.

I IpeaKIMHMYHWTE NAHHH He NOKAa3BaT OcOOEH PHUCK 3a XOPATa B TEPANERTHYHO PEJICBAHTHH IO3H Bb3
OCHOBA Ha MPOYYBaHHS ¢ PCHUITCHPHH NPH MOBTOSPEMOCT HA TO3MTE 3@ TECTBAHE HA TOKCHYHOCT,
FCHOTOKCHYHOCT HJIH KaHLIEPOTeHHOCT. HAMa TaHHH 32 HICNEARAHHS BREPXY XKUBOTHH, CBLP3aHH C

(hepTHIIHTETA, TOKCHYHOCT MPH PaHHO eMOPHOHAIIHO Pa3BUTHE, TEPATOTeHHOCT MJTH KaHUEPOTEeHHOCT Ha
realidieHE3VH.

6. PAPMAINEBTHYHN JAHHHA

0.1 ChnHCBHK HA NOMOIIHHTE BEIECTBA

IToMOIIHA BeElIECTBA:

ChCTaB Ha KanCyaarTa:
KpockapMenosa HaTpuii
LlapeBHuHO HHUIllECTE
Hartprer naypeancyndar
Tank

Marunesues cTeapar




CoeraB Ha oOBMBKATA Ha Kancynata (pasmep 0):

Kenatuu

[IpeuucTena Boaa

Hupuro kapmus (E132)

Tutanos auokcua (E171)

XHHOJIMHOBO XBATO (E104)

HaTpuer naypuncyndar

Epurposun (E127)

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

3 roavHH.

6.4 CrnenHaIHNN YCJIOBHA HA ChXPAHEHHE

Jla ce cuxpansea noa 25°C.

6.5 BHa H ¢chALPXXaHHEE HA ONAKOBKATA

Kancynure ca omakoBatu B 6increp ot 61, HenpospaueH samMuHar ot PVC u 3aneyaraH ¢ GonHO OT
xaptusa/Al.

Bceska onakoBka ceaepika 8 wiM 16 kancynn, Be3MOXKHO € He BCHYKH BHAOBE ONAKOBKH J1a OBIAT
HAJIMYHH 323 rpoaaxkda Ha mazapa.

6.6 Coensa/jin npeqnasHn MEPKH NpH H3IXBLPJAHe H paboTa

Hen3nompaHusT neKapeTBEH NPOIYKT UM OTNATBYHUTE MATEPHATIH OT Hero TpAOBA JIa ¢e H3XBBPIAT B
ChOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. HPUTEXKATEJ HA PASPENIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Hpnanaus

8. HOMEP HA PAPEIIEHHETO 3A YIIOTPEBA

Homep Ha paspemrenneTo 3a ynorpeda: 11-33095/01.04.2016
Perucrpauuonen Homep: 20160106

9, JATA HA IThPBO PA3PEITABAHE/TIOHOBSIBAHE HA PASPEIIEHHETO 3A
YIOTPEEA

Hara Ha mepso pazpewapane:01.04.2016

10.  JATA HA AKTYAJM3IUPAHE HA TEKCTA

nexeMmepu 2020




