KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

Hypoden 3a aeua ¢ Bkyc Ha siroaa 100 mg/S ml nepopaJina cycneH3us
Nurofen for children strawberry 100 mg/S ml oral suspension

2. KOJIMYECTBEH U KAYECTBEH CbCTAB
UbynpodeH (/buprofen) 100 mg / 5 ml (ekBuBaneHTeH Ha 2,0 % w/v )
[IOMOLLIHH BELLIECTBA C U3BECTHO ACHCTBHE:

[TIponunenraukon (E 1520): 11,75 mg 3a 5 ml

Hatpwuii: 9,08 mg natpui, (0,39 mmol) 3a 5 ml

TeueH manTUTON (XUAPOreHUpaH rJIKKO3eH cupon): 2226 mg 3a 5 ml

3a MbJIHUS CIIUCHK Ha MOMOLIHUTE BELIIECTBA BXK.TE TOYKA 6.1.
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4.  KJINHUYHH JAHHH s |
LOgospenLe —_—
4.1 TepaneBTHYHH NOKA3aHHS

bes nekapcko npeanucaHue.

3a Obp30 U e(PEKTUBHO MOHMXKABAHE HA TEMIMEpaATypa, BKIIOYMTENHO CJIE] MMYHU3aUUU U 3a Obp30 M
epexTHBHO oOJiekyaBaHe Ha JieKa J10 ymepeHa OoJika MpU Bb3MaJCHHE HA I'bpJiI0, HUKHEHE Ha 3bOKH,
3000071, 00JIKH B ylLIMTE, r1aBO00JIHE, CJ1adu DOJIKH H HaBIXBaHMHAI.

4.2 Jl03MpOBKa H HAYHH HA NPHJIOKEHHE 32 BL3PACTHH H 32 Jena.

Jlo3upoBKa

CaMo 3a KpaTKOCpO4Ha ynorpeoa.

[IpenopbuBaHarta qHeBHaTa A03a € 20-30 mg/kg/Tersno pasnpeaesieHa Ha OTAE/IHA 1034 HAa HHTEPBAJIU OT 6
— 8 4aca. /la He ce npeBHlIaBa npenoppyBaHara qo3a. C nomoura Ha MepuTelIHaTa CIIPHHLIOBKA TOBa

MOKE a CC INOCTHUIHE 110 CIICJHUA HAYHUH.

Buipacr Terao (kg) [IpenopbuBaHa 103a

Kbpmauera 3- 6 Meceua,

TerJio noseue ot S kg: 5-7,6 50 mg (2,5 ml) no 3 nbTH nHEBHO 3a 24 yaca.
Kbpmauera ot 6-12 mecena: 7,7-9 50 mg (2,5 ml) no 3 — 4 nbTH AHEBHO 3a 24 4yaca
Jleua Ha 1-3 roguHu: 10-16 100 mg (5 ml) 10 3 nbTH AHEBHO 3a 24 yaca
Jleua Ha 4-6 roqUHH: 17-20 150 mg (5 ml+2,5 ml) no 3 nbTH AHEBHO 3a

Ilena Ha 7-9 ronuHMm: 21-30 200 mg (2x5 ml) no 3 nbTH 3a 24 yaca




Jlena 10 —12 roauHu: 31-40 300 mg (3x5 ml) no 3 nbTH 3a 24 yaca.

,Ila HEC CC JaBa Ha KbpMaAydc€Ta 110/ 3-MeceyHa Bb3pPacCT OCBCH dKO HC C MPCAINTIHCAHO OT JICKAP.

Jla He ce u3noJi3Ba NMpU KbpMayera Mnpu teriio noa S kg.

[Ipun kppMayeTa (Bb3pacToBa rpaHuua: = 3 Mecena 10 < 5 Mecena) ¢ TeJleCHO Terjio noseye ot 5 kg:

[Ipy kbpmayeTa Ha Bb3pacT 3 — 5 Meceua TpsAOBa Aa MOTbPCH JIEKAPCKH CbBET aKO CHMITOMHTE Ce
BJIOLLIAT WJIK HE MO-KbCHO OT 24 4yaca ako CHMINTOMHUTE MPObJIXKaBar.

[Ipu aena (Bb3pacToBa rpaHHia: = 6 mecena 10 < 12 roAHHH) H/HJIH IOHOLIH (Bb3pacTOBA rPAHHLIA:
> 12 roaunu a0 < 18 roaunn): [lpu nena Ha Bb3pacT Haj 6 Mecelia UK KOHOLIK TO3U JIEKApCTBEH
MPOAYKT € HEOOXOAMUMO J1a C€ M3MOJI3Ba 3a NMOBEYE OT 3 HU MJIM CUMIITOMUTE C€ Bjowiar, TpsdBa aa ce
KOHCYJITUpaTe C Jiekap.

CneuHaJiJHH rpynH NanHeHTH:

- Ilpu peua c¢ KOBenusieH PemarouaeH Aptput:/lHeBHata jo03a € no 40 mg/kg/nHeBHo
pa3npejeneHa B OTASHHU J103H. ‘

- Ilpu nupekcus cnen uMyHusauus (2-6 Meceua): npenopbyYBaHaTa JHEBHA 703a OT NpoAykKTa € 1 X
50 mg (2,5 ml) no3a, ako e Heobxoaumo no3ata 1 x 50 mg (2,5 ml) moxe na ce noBropucnes 6

yaca /la He ce npeBuiuaBar noseye ot 2 1034 X 50 mg (2,5 ml) 3a 24 yaca. Ako Temneparypara He
Ce MOHMWKABA, KOHCYJITALIUATA C JIEKAp € 3abJDKUTEITHA.

Haii-uuckara eexkTuBHA 103a TpsOBa 1a ce U3N0J13Ba 32 Bb3MOXHO Hal-KpaTKOTO BpeMme, HEOOXOAUMO 3a
00JiIeK4yaBaHe HA CHMNITOMMTE (BX. TOYKa 4.4).

HayuH HA npHJIOKEHHE

[Ipuema ce nepopaJHo.

[Ip1 nalMeHTH C YYBCTBUTEJIEH CTOMAX NPOAYKTBT MOXE /1a C€ IPHEMA 0 BPEME HA XPaHEHe.

4.3 I[IpornBONOKAa3aHUS

CBpbXUYYBCTBUTEJIHOCT KbM HOYNPO(EH HJIM KbM HIKOE OT MOMOIIHUTE BELIECTBA H30POEHHU B TOYKaA 6.1.

[laupeHTH ¢ JaHHHW B aHaAMHe3ara 3a aCT™Ma, PHHHT, aHI'HOCIEM HJIH YPTHKAPHA, CBbP3aHH C TEpallui C
ALCTHJICAJTHLHJIOBA KHCCITHHA WJIK APYTH HECTEPOHAHHU MPOTHBOBBL3IMNAJIUTECIITH JICKAPCTBCHH TMPOAYKTH

(HCIIBC).

[TaliMeHTH ¢ aKTUBHA WJIH aHaMHE3a 3a pellUMBUpallla NeNnTHYHA S3Ba/KPbBOU3JIMB (J1Ba HJIK NOBEYE
OTYETJIMBH €MK30/1a Ha I0Ka3aHa yJjlepalus WX KbpPBEHE).

[l[alilMeHTH ¢ 1aHHHU 33 KbPBEHE OT CTOMALIHO — YPEBHUS TPAKT UJIK nepdopalus Ha s3Ba Cliell IPUEM Ha
HCIIBC.

[TauneHTH ¢ TeXKa 4YepHOApOOHa, ObOpeyHa U cbpaeyHa HeaoCTaTb4YHOCT (Bx. T. 4.4.).
[locnenen tpumecTsp HA OpeMeHHocTTa (BXx. T. 4.6.).

4.4 CnenuajHH npeaynpexiaeHHs H npeanasHd MepKH NpH ynorpeda




Hexxenanure peakuuu Morart aa ObaaT CBEeJICHH 10 MUHUMYM 4pe3 ynotpeba Ha Hali-HuckaTa eeKTHBHA
71032 3a Bb3MOXHO HaW-KpaTko BpeMe, HEeOOXOAMMO 3a OBJIaISBAHE HAa CHUMTOMHTE (BXK. MMO-10J1y
CTOMALIHO-YPEBHU U CbPAECYHO-CbIOBH PUCKOBE).

[Ipy nmanueHTHTE B HaNpeAHala Bb3pacT, YecToTara Ha HabronaBaHuTe Hexenanu peakuuu ot HCIIBC e
MO-BUCOKA, 0OCOOEHO Ha CTOMALLIHO-YPEBHUTE KPbBOU3JIMBH U NMepdopaliii, KOWTO MOrat Ja Obaart
daranHu.

PecnupaTopHu:
Moxe na Obae npoBokupaH OpoHXOCMa3zbM MpPU MALMUEHTH, CTpajallid OT OpOHXHajHAa acTMa WM
ajepruyHy 3ab0aBaHUA.

JApyrn HCIIBC niekapcTBeHH NpPOAYKTH:
EnHoBpeMeHHara ynorpeda Ha uoynpogen ¢ aApyru HCIIBC, BkatouMTENHO CENEKTUBHU MHXUOUTOPHU Ha
LIMKJIOOKCUIeHas3a-2 TpsiOBa aa ce u3dsaraa (Bx. T.4.5).

CucTeMeH JIynmyC epHMAaTO3yC H CMECEHO CheIHHHTE/IHO-ThKAaHHO 3a00/19BaHe:
CucTeMeH JIymyc €pHHaTO3yC M CMECEHO ChEAMHHMTENIHO-TbKAHHO 3a00JiiBaHE - YBEJIHMYEH PHUCK OT
ACENTHYEH MEHUHIHT (BX. T.4.8.)

bbOpeyHn:
brOpeuHO yBpexjaaHe, TbiH KaTo ObOpeyHaTta QyHKUHS MOXE Aa Oble AOMbJIHUTENHO HapylleHa (BX.

T.4.3 u 1.4.8).

CobuiecTByBa pucK OT ObOpEYHO yBpexKaaHe NpH JeXUpaTUpaHH JIela U FOHOLLIH.

Yepuoapobumu:
YeprHoapoOHa auchyHkuus (Bx. 1.4.3 u 1.4.8).

ChbpaAe4HO-CHA0BH H MO3bYHO-Ch0BH e(heKTH

HeoOxoauMo € noBuiLeHO BHUMaHKe (00ChicaaHe ¢ ieKkap WK (papMaleBT) Npey 3aro4yBaHe Ha JieYeHUue
MPH NALHEHTH C aHAMHE3a 3a XUIIEPTOHHUS W/UJIK CbpJlIeYHa HEOCTAaTbYHOCT, Thii KATO UMa ChLOOLIIEHHS 34
3a/IpbXKa Ha TEYHOCTH, MOBULLEHO apTEepPHAIHO HAJISIraHE W OTOK, CBbp3aHnu ¢ jJeyenuero ¢ HCIIBC.

[Ipn naunenTy, nekyBanu ¢ Hypoden 3a neua c BKkyc Ha srojia, ce cho0l111aBa 3a c/iyuyad Ha CHHPOM Ha
Kounis. CunapombT Ha Kounis ce onpezess KaTo BTOPUYHH CbPJEYHOCHA0OBH CHMIITOMH Ha ajlepruyHa
peakuUus UK peaKlis Ha CBPbX4YYBCTBHUTEIHOCT, CBbP3aHH C KOHCTPUKLIUSA HA KOPOHAPHUTE apTEPHH,
MOTEHLHAJIHO BOJIELLIA 10 MHOKap/IeH HH(APKT.

HapyuieHn pepTHIHTET NPH XKEHHTE:

MMa u3BeCTHU JaHHHM, Y€ JeKapcTBaTa, KOUTO HHXHOMPAT LIMKJIO-OKCHIeHa3HaTa/
MPOCTAarjaH/MHOBA CHHTE3a MOXE [1a NPEAU3BUKAT HApyLLaBaHE Ha IEHCKUS (PEPTHIIMTET Ypes3
Bb3EHCTBHE BbpPXY OBYJlauuATa. ToBa € 0OpaTHMO Clie/l MpekpaTsBaHe Ha JIEeYEHHETO.

CroMaumiHoO-upeBHH eeKTH:

HCIIBC nexapcTBeHuTe npoayKTH TpsAOBa J1a ce npuJjarat BHUMATENIHO NMPHU NAlMEHTH C aHaMHe3a 3a
CTOMALLHO-4YpeBHH 3a00saBaHus (yauepo3eH KoJHT, bonect Ha KpoH), Thi KaTo Te3Mn 3a00/1BaHUS MOXKE
aa ce oboctpart (Bx. 1.4.8).

CbobuiaBa ce 3a CTOMAlIHO-YPEBHU KPbBOHU3/IMBH, SA3Ba HJIH Nnepdopauus, KOUTO MOXE Ja 3aBbpLlAaT
¢aranno npu ynorpebara Ha Bcuuku HCIIBC, no Bcsiko BpeMe Ha JISYEHHETO ¢ MK 6e3

MpeaynpeAUTENTHH CUMITTOMM, WIH MPEAMILIHA aHAMHE3a 33 CEPUO3HH CTOMALIIHO-YPEBHH c*aﬁmuﬂ.f_,f"'"'
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PUCKBT OT CTOMALIHO-YPEBHU KPBbBOM3JIMBH, 53Ba UJIK nepdopalits € No-BUCOK MpH ynorpebda Ha no-
BUCOKH 1034 HCIIBC nekapcTBeHUTE NPOAYKTH, MPU NALUEHTH C aHAMHE3a 3a 53Ba, 0COOEHO ¢
YCJIOXKHEHHUS OT KPbBOM3JIMB MM nepdopauus (Bx. T. 4.3), KAKTO ¥ NPU NALMEHTH B HaNpeIHaJa Bb3pacrT.
TaxkuBa nauueHTH TpsaOBa Aa 3anoy4Bar JEYEHUETO C Hal-HHCKaTa Bb3MOXHA /1034.

[lauMeHTUTE C aHaMHe3a 3a CTOMalllHO-YpEeBHA TOKCHYHOCT, OCOOEHO TE€3HM B HAlpeaHaJia Bb3pacT, TpsiOBa
la cboOLIaBaT 3a BCHYKH HEOOHWYaiHU CTOMALHW CUMNITOMH (MO-CNELHaTHO 3a CTOMAILIHO-YPEBHH
KPbBOM3JIUBH ), 0COOEHO B HaYaJIHUTE (pa3H Ha JIEYEHHETO.

[Tauuenture TpsOBa ja ObAAT NOCHBETBAHM Ja YNOTpeOSABAT BHUMATEIHO TO3H NMPOAYKT C ApYIH
JIEKAPCTBEHHU NPOAYKTH, KOUTO MOIaT Jia yBEJIM4YaT PUCKa OT yJILUEepallui WM KbPBEHE KaTO NepopasHH
KOPTHKOCTEPOHU/IH, aHTUKOAryJIAHTH KaTo BapgapvH, CEIEKTUBHH HHXHOUTOPH HA 0OpaTHOTO 3axBalllaHe
Ha CEPOTOHHHA HJIK POTUBOTPOMOOTHYHH CPECTBA KAaTO alleTHIICAJIMLIKIIOBA KHCENUHA (BX. T.4.5).

Koraro ce noJjiyuyd CTOMallHO-YpEeBEH KPbBOM3JIMB WJIK CE MOSBH A3Ba MPH MallMEHTH, MPHEMaLIHU
HOynpodeH, 1e4eHUETO TpsOBa 1a Ce NPEKpaTH.

Texxku koxxHH Hexcenanu peakuuu (SCAR)

Texku koxHH HexenaHu peakuuu (SCAR), BKIIOYUTENTHO eKC(hOIHATHBEH JIEPMATHT, EpUTEMA
MyJITU(OpME, CHHIPOM Ha Stevens-Johnson, TOkCHYHA enuaepMaliHa HEKPOJIM3a, # JIEKapCTBEHA peakLius
C €0O3UHOQUIINA U CUCTEMHH CUMITTOMH (CHHApOM DRESS) H ocTpa reHepann3npaHa ek3aHTeMaro3Ha
nycrtyno3a (AGEP), kouTo Morar aa 6baaT )KHBOTO3acTpallaBallly M 1a IOBEAT /10 JIeTaleH U3X0, Ce
cboOLaBaT BbB Bpb3Ka ¢ ynorpedara Ha uOynpodeH (Bx. pazaen 4.8). [loBeuero oT T€3u peakliuu
HACTBIIBAT Mpe3 MbPBUS MECEL.

[Ipu nosia Ha NpU3HAUK H CUMIITOMH, NOKA3aTEJIHU 3a TE3U peakluu, uoynpodeH TpsadBa na ce cnpe
He3a0aBHO M J1a ce OOMUCIM ApYyro JieyeHue (cnopel HeoOXoAMMOCTTa).

B U3KJIFOUMTEIIHM Clly4yau, BapylelaTa MOXE a NPEAU3BUKA TEKKH KOXXHH MH(EKLIMH M YCIIOKHEHHS B
MEKHUTE ThKaHH.

Hanocneabk ponsta Ha HCIIBC nekapcTBeHu npoAyKTH NMpH BiOILIABaHE HAa T€3W HH(PEKLUH He €
U3KJIIOUYEHA. 3aTOBa Ce NpenopbyBa NpH Bapuliena aa ce u3barasa ynorpebdara Ha ubynpodeH.

MackHpaHe HA CHMIITOMHTE HA NOJAJIeKAIHTe HHPEKIHH

HypodeH 3a neua ¢ BKyc Ha sirofa MoXe /1a MacKupa CUMINTOMUTE Ha WH(EKLIUSA, KOETO MOXeE Jla I0BEJIE
10 3a0aBsiHE Ha 3an04YBaHE HA MOAXOAMALLO JICYEHHE U MO TO3W HAYMH JAa BJIOLUM M3X0Ja OT UH(pEKLuUsTa.
ToBa ce HabmonaBa npu OakrepHaliHa MNHEBMOHHMSA, NpHAOOMTA B OOLLUECTBOTO, KAKTO M MNPH
OakTepuanHUTE YCIOKHEHUs Ha Bapuuena. Korato HypodeH 3a neua ¢ BKyC Ha froja ce npujara 3a
JICYEHUE HaA [MOBHUILEHA TEeMIeparypa WM 3a oOjiek4yaBaHe Ha 0OojikaTta BbB Bpb3ka C HH(EKLHUSA, Ce
npenopbuBa HaOiroaeHHe HA HHekuuaTa. [Ipy u3BLHOOJHWYHM YCJIOBHUS MAaUMEHTHLT TpsAOBa na ce
KOHCYJITHpa C JieKap, aKkO CHMIITOMHUTE NEPCUCTUPAT UJIK CE BJIOLIABAT.

Hudopmannara 3a naliHeHTa BKJIIOYBA:
[Ipouerere npuioxeHaTa JMCTOBKATA, MPEAM Ja 3al04YHeTe Ja MOJI3BATE TO3H JIEKAPCTBEH NMPOAYKT.
He npuemManTe 1eKkapCTBEHUS NMPOAYKT aKO:
- HMmare (MiM cre UManM ABa WM TNOBEYE €MHM30/1a HA) fA3Ba HAa CcTOMaxa, nepdopaums MM
KbpBEHE
-  Cre anepruyeH KbM uOynpodeH HIM HAKOS OT JApyruTe CbhCTaBKM Ha MNPOJYKTAa,
alleTHJICAJIMLIMJIOBA KMCEJIMHA UJIH NOAO0HH 00JIKOYCNOKOSBAILH
- llpuemare apyru HCIIBC 0osnkoycnokosiBald WM allE€THJICAJIMLIMIIOBA KHMCEJMHA B JHEBHA
n03a Haja 75 mg

KoHcynTupaiTe ce Balluus JeKap K papMaLEeBT NPEeaU Aa MPUEMETE TO3U NMPOAYKT aKo:

il



- WMETEe WJIM CTE€ UMAJIM acTMma, A4MabeT, BUCOK XOJIECTEPOJI, BACOKO KPbBHO HajsiraHe, yzaap,
Cbp/JI€YHH, YEPHOAPOOHH, OLOPEUHH MKW YPEBHU NPOOIEMHU.

To3u npoaAyKT € npeHa3HayeH 3a Je1la Ha Bb3pacT OT 3 Mecena 10 12 roauHu.
Koraro 1ekapCTBEHUAT MPOAYKT CE NMPHEMA OT Bb3PACTHH:
KoHcynrupaiite ce Baluus jiekap Wwiu papMaleBT MPeIy Ja NpuemMaTe JIEKapCTBEHUS NMPOAYKT aKo:
- cTe OpeMEeHHH
- OMNUTBate ce Ja 3abpeMeHeeTe
- CT€ B HampejaHaja Bb3pacT
- CT€ NyLIa4M

AKO CUMIITOMUTE MPOABJKABAT MOBEYE OT 3 AHHU, KOHCYJITHPANTE CE€ C BALLIMA JIeKap.
[Ipn kbpmaueTa Ha Bb3pacT 3-6 Mecella NOTbpPCETE JIEKAPCKU CbBET, ako ciej 24 yaca ynorpeba (Tpu

034 ) CUMIITOMHUTE NMPOAbJIKaBaT.
CrnenudHyHH 32 JIeKAPCTBEHHA NPOAYKT Npeaynpex/IeHHus:

To3u nekapcTBeH npoaAyKT cbabpxa 9,08 mg Hatpui 3a 5 ml, koiTo € ekBuBaneHteH Ha 0,45% or
npenopbYHTe/IHaTa MakCUMaJiHa AHeBHa J103a ot C30 ot 2 g HaTpuii 3a Bb3pacTeH.

To3u nekapcTBEH NPOAYKT CbABPXKA TEYEH MAJITHUTOJN, MALMEHTH C PEAKH HACIEACTBEHH NMpoOJeMH Ha
HEMOHOCHMOCT KbM (pyKTO3a He TpsOBa Ja MpUeMaT TOBa JIEKapCTBO.

4.5 B3auMoJeHCTBHS C APYIH JIEKAPCTBEHH NPOAYKTH H ApYru ¢opMH HA B3auMOaeiHCTBHS
HOynpoden He TpsaOBa Aa ce H3M0J13Ba B KOMOHHALIMA C:

ALETHJICATHIIH/IOBA KHCEJIHHA: OCBEH aKo ynorpedara B HUCKH 1034 HE € NpeAnucaHa ot jiekap, Tbi
KaTO TOBa MOXKE /1a MOBHILUM PHUCKA OT HEXKEJIAHU peakuHH (Bx. T.4.4).

ExcriepUMeHTalIHM JaHHHU MOKa3BaT, 4ye HoynpodeH Moxe /1a MOTUCHE eheKTa Ha HUCKUTE J03H
aleTHJICAIMLIMIIOBA KHUCEIMHA BbPXY TPOMOOLMTHATA arperaius, Korato ce npueMar eIJHOBPEMEHHO.
Bbrnpeku TOBa, OrpaHHYEHHUATA HA T€3H JJAHHH U HECHT'YPHOCTTA MPH €KCTPanoJIMPaHeTO Ha JaHHH OT eX
VIVO MPOy4YBaHUs BbPXY KJIMHUYHH CJly4aHd MOKa3BaT, Y€ HE MOrarT Jla C€ HarpaBAT OKOHYATETHH
3aKJIIOYEHHUS OTHOCHO oOHyaiiHaTa ynotpedba Ha HOynpodeH U He € Bb3MOXKHO /ia ce HabntoaBa
KJIMHHUYHO 3Ha4uM edeKT npu ynorpedara Ha ubynpogeH. (Bx. T. 5.1)

Apyrn HCIIBC niekapcTBeHH NPOAYKTH, BKJIIOYHTEIHO LHHKJ/I0-OKCHIeHA3a-2-ClieH(PHYHH
HHXHOHTOpH: EaHoBpeMeHnHara ynorpeda ¢ apyru HCIIBC yBennyaBa pucka OT HEXEJIaHW peakLuH (BX.
T.4.4) 1 TpsiOBa Aa ce u3dArsa.

Hoynpoden TpsabBa Aa ce H310J/13Ba ¢ BHHMAHHE B KOMOHHaIHA C:
AnTHkoaryaanTiu: HCIIBC nekapcTBeHUTE NpOAYKTH MOraT Jia 3aCHJIST Ha €(PeKTa Ha aHTHKOAryJaHTH
kato BapdapuH (Bx. T.4.4).

AnTuxunepren3uBHH (ACE HHXHOHTOPH H AHTArOHHCTH HA aHrHOTeH3uH-1I) U AuypeTHIM:
HCIIBC nekapCTBEHHUTE NPOAYKTH MOXKE /1a TOHWXKAT €(PeKTa Ha Te3H JIEKAPCTBEHH NPOAYKTH. [Ipu
HSIKOMW MaLMEHTH ¢ KoMnpoMeTUpaHa ObOpeuHa GyHKUMS (AeXUAPAaTUPAHU MK B CTapyecKa Bb3pacT C
yBpeaeHa 6b0peyHa pyHKUHs) eAHOBpEMEHHOTO npuioxeHue Ha ACE unxuburopu, 6era-6nokepu unu
aHTArOHUCTH Ha aHrHOTEeH3UH-11 ¢ 1ekapcTBa, KOUTO HHXUOUPAT LIMKJIOOKCUI€HAa3aTa MOXe 1a J10BEAE 10
JOIMBJIHUTENIHO BJiOLIaBaHe Ha ObOpeyHaTa QyHKLHUs, BKJIIOYHTEITHO OCTpa ObOpeyYHa HEOCTaATbYHOCT,
KOeTO 0OOMKHOBEHO € obpaTtumo. CienoBarenHo koMOMHaUMsATa TpsAOBa 1a ce mpuJlara BHUMATEJHO, .f’-;'"fk}
0COOEHO NpH MaLMEHTH B CTapuecka Bb3pacT. [lauueHTuTe TpsadBa 1a ca aicKBaTHO XUApAaTUPaH >

o ce




0OMHUCIIH HEOOXOAMMOCTTA OT NpociieisiBaHe Ha ObOpeuHaTa PyHKIUHUS B HA4aJI0TO HA KOMOMHHUPAHOTO
NIEYEHUE U NMEPUOJUYHO Clie]] TOBA. JIHypeTULIMTEe MOraT J1a MOBULLIAT PUCKA OT HEPPOTOKCHYHOCT
cebp3aHa ¢ HCIIBC.

KoprukocTeponau: Thil KATO MOXE J]a yBEJIMYaT PUCKA OT CTOMALLIHO-YPEBHH A3BH U KPbBOM3JIUB ( BIXK.
T.4.4).

AHTHATPEraHTH H CeJIEKTHBHH HHXHOHTOPH HA 00OpPaTHOTO 3aXBalllaHe HA cepoTOHHHA. [ToBHILIEH
PUCK CTOMALIHO-YPEBHU KPBbBOMU3JIUBH (BX. T.4.4).

Cobpaeunn raukosuan: HCIIBC nekapcTtBeHUTE NpOAYKTH MOraT aia 000CTpAT CbpAeyHaTa
HEAOCTAaTbYHOCT, Jla HAMAJIAT rJIOMEpYyJIHaTa GQUITpaLMs U [a NOBULUAT MJIa3MEHUTE HUBA HA ChPACYHHUTE
FJTAKO3U/IH.

JInTrii: UMa 1aHHH 32 NOTEHLIHAJIHO NMOBUIIIEHHE HA MJIa3MEHUTE HUBA Ha JIMTHH.
MetoTpekcar: Uma 1aHHH 3a NMOTEHIIHAJIHO MOBUILIABAHE HA MJIa3MEHUTE HUBA HA METOTPEKCAT.
HuKI0CnOpHH: NOBHLIEH PUCK OT HE(PPOTOKCHYHOCT.

Mudgenpucron: HCIIBC nekapcTtBeHuTe npoaykTu TpsOBa He na ce npuJarart a0 8-12 aHu cien
MPUJIOKEHHE Ha MU(ENPUCTOH, Thbi KAaTO MOHHXKABAT e()eKTa Ha MU(ENPUCTOH.

Takpoaumyc: PUCKBT OT HEPPOTOKCHUYHOCT € NMOBHLLIEH NpH eaHoBpeMeHHa ynorpeda Ha HCIIBC u
TaKpOJUMYC.

3Ha0BYAHH: PUCKBT OT XEMaTOJOrH4Ha TOKCUYHOCT € MOBHLLICH NMPH €AHOBPEMEHHA ynoTpeba Ha
HCIIBC u 3unoByiMH. MMa faHHU 3a yBEJIMUYEH PUCK OT XEMApTPO34 U XxeMaTtoMH npu HIV+
XEMO(DHIIMLIH, JIEKYBAHH €IHOBPEMEHHO CbC 3U10BYAUH H HOYTNpodeH.

XHHOJIOHOBH aHTHOMOTHIH: J[aHHM OT NpoyuYBaHUs BbPXY *KUBOTHHU couat, ye HCIIBC mMorar na
yBEJIMYAT PUCKA OT KOHBYJICHH, CBbP3aHH C XUHOJIOHOBUTE aHTUOMOTHUHM. [ lauuenTn npuemain HCIIBC
M XMHOJIOHH MOXE /1a Ca U3JI0XKEHHU Ha MOBHUILIEH PUCK OT NOsBa HA KOHBYJICHH.

4.6 DepTHAHTET, OPEMEHHOCT H KbpMEHe
bpemenHocT

[ToTuckaHeTo HA NpoCTarjiaHAMHOBATa CHHTE3a MOXE /1a MOBJIUsAe HEDIAaronpuaTHO OPEMEHHOCTTA W/ UK
eMOpHO/(PETATHOTO pa3BUTHE.

JIaHHH OT ENUAEMHUOJIOTHYHH NPOYYBAHUSA NOKA3BaT MOBUILEH PUCK OT HEJOM3HOCBAHE M CHP/ICHHH
MajadopMalMu U raCTpoLIM3HUC ciell ynorpeba Ha HHXHOUTOPH Ha NMpOCTarjaHJAMHOBaTa CHHTE3a B paHHa
OpeMEHHOCT. AOCOJILITHUAT PUCK OT CbPACYHO-CbA0BH MasioopMaliu ce noBuuansa ot | % 10
npuOnausuTenHo 1,5 %. Cuura ce, 4ye pUCKBT CE NMOBHULLIABA IPH BUCOKH 03U H NIPOABIDKUTEIHO JIEYEHHE.
[Ipu ONUTH C KUBOTHH MPHUITOKEHUETO HA HHXHOUTOPH HA NMPOCTArjaHAUHOBATA CUHTE3a BOJM J10 Npe- U
NoCT-UMILIAHTALIMOHHA 3aryba u emMmOpuo-(eranieH neraiuter. OCBEH TOBa ce CbOOIIaBa 3a NOBUILIEHA
4YECTOTa Ha BPOJAEHHUTE MaJipOpMaLiMU, BKIIKOUUTENHO ChbpACYHO-CHA0BH, MPH XKUBOTHHU TMOJTYUYHJIU
MHXHOMTOPH Ha NMpOCTarjiaHJAMHOBAaTa CHHTE3a MO BpEME Ha OpraHoreHesara.

Ot 20-TaTa ceamuua oT OpeMEHHOCTTA HATATBK yroTpedara Ha HOynpoeH MOXKE 1a MPUYHHH
OJIMFOXHUJPAMHUOH B pe3yaTaT Ha ObOpeuHa JuchyHKLUA HA nyioaa. ToBa MOXeE aa Ce CIIYy4YH CKOpPO Cll
HA4yaJ0TO Ha JIEYEHUETO U OOUMKHOBEHO € 00OpaTUMO NPH MPEYCTAHOBABAHETO MYy. B 1onbHEHHE




CbOOLIIaBa 3a CJIy4yaH Ha KOHCTPUKLUS HA IYKTYC apTEPHO3YC ClIE JICYEHHE BbB BTOPHS TPUMECTBP, KaTO
MOBEYETO Ca pa3pellUeHH Clie]l MpeycTaHoBsaBaHeTo My. CiieioBaTeslHO HOynpodeH He TpsOBa na ce
W3I10J13Ba Npe3 MbPBUS U BTOPUSA TPUMECTHP Ha OPEMEHHOCTTA, OCBEH aKO HE € KaTErOPUYHO HEOOXOAUM.
Axo uOynpodgeH ce U3noJ3Ba OT KEHH, KOUTO Ce OMMUTBAT Jla 3a0peMEeHEAT WK NPe3 MbPBUS H BTOPUS
TPUMECTbP Ha OPEMEHHOCTTA, A03aTa TpsAbBa Aa ObAe MAKCUMAIHO HUCKA U NPOABDKMTEIHOCTTA Ha
Jie4YeHHEe Bb3MOXXHO Hai-kpaTko. Heobxoaumo e 1a ce oOMHUCIM npeHaTalHO HabJoiIeHue 3a
OJIMFOXUAPAaMHHUOH U KOHCTPUKLIMA HA AYKTYC apTepUO3ycC ciie/l u3jiaraie Ha ubynpodeH B npoabiiKeHue
Ha HAKOJIKO JHM OT 20-TaTta recTalMOHHA ceAMULA HaTaTbK. JleueHueTo ¢ ubynpoden Tpsadsa ga obae
[NpeyCTaHOBEHO MPH HAJIHYHE HA OJIMFOXUAPAMHHOH U KOHCTPUKLIMSA Ha AYKTYC apTepHO3YC.

B nocneaHus TpUMECTBP HA OPEMEHHOCTTa BCHYKH MHXHOMTOPH Ha MpocTariaHAWHOBAaTa CUHTE3a MOraT
11a U3J10¥KAaT:

. [1nona Ha puck OT:

0 KapaAuoMHONaTHs (NMpexaeBpeMeHHa KOHCTPUKLUs/3aTBapsHe Ha (eTannus ductus arteriosus u
oenoapodbHa XUunepTreH3us);

0 ObOpeuHa AUCHYHKLHSA, KOATO MOXE J1a nporpecupa 10 ObOpeuHa He10CTaTbYHOCT C

OJIMTOXHAPAMHHOH ( BHXKTE 10-Irope).

. Maiikata ¥ HOBOPOJIEHOTO B Kpasi HAa OpeMEHHOCTTa Ha PUCK OT:

0 Bb3MOXXHO ybJDKaBaHE Ha BPEMETO Ha KbpPBEHE, aHTHArperaHTeH eekT, KOHTO MOXe 1a ce
Ha0J110/1aBa IOPH B MHOT'O HUCKH J103H;

0 MOTUCKAHE HA MATOYHUTE KOHTPAKLMH, BOAELLO A0 3a0aBEHO UM YIBJDKEHO pak/iaHe.

CnenosaresnHo HOynpodeH € NpoTHBONOKa3aH npe3 nocieHus TPUMECThp Ha OpeMeHHOCTTa

KbpMmene

B orpanuuen Opoii npoyuBaHus, uOynpodeH ce yCTaHOBABA B MHOIO HUCKH KOHUEHTpALIMK B MAH4YUHOTO
MJISIKO M € MaJIKO BEPOSATHO Jla KMa HeOaronpusTHO BIHAHUE BbPXY KbpPMaueTo.

OepTHIIHTET

HenpujioxuMmo.

4.7 EdexTn BbpXy cnocobHocTTa 32 IIodpHpaHe H paboTa ¢ MALIHHH

He ce oyakBaT TakKMBa B MPENOPbUYAHUTE A03U H MPOIbJHKUTETHOCT HA JICYEHHUE.

4.8 Hexe1aHH JieKapCTBEHH peaKIHH

N30poeHuTe Mo-/10J1y HEeXeNaHu peakuuu ca HabmoaasaHnu ¢ ubynpoden npu OTC no3u (MakCUMyM
1200 mg Ha aeH), NpH KpaTKOTpanHO npuiaoxkeHue. [Ipu neyeHne Ha XpOHHYHH CbCTOSHUS H

NPOABJDKHTCIIHO MPHJIOXKCHUE MOraT 1a C€ NOABAT AOMbJIHUTEJIHH HEXCIIAHH PCAKLIHMH.

TabdauIa ¢ HeXKeJIAHUTE peaKIHH

Cucrema-opran Kjaac YecToTa HexeJIaHH peaKiHH
Hapyuienus Ha  kpbBrTa U | MHoOro HapyuieHus Ha xemonoe3sara
JIHUM@HATa cucTeMa | peaKH
HapyieHnus Ha WMyHHaTa | HeyecTu PeakLiMH Ha CBPbX4YBCTBHUTEJHOCT BKJIFOYBALLIH:
cucrema YpTHKapus U npypuTyc
MHoro Texkn peakuMu Ha CBPbXYYBCTBUTEJHOCT.
pEIAKH CUMNITOMHTE BKJIFOYBAT OTOK Ha JIMLIETO, €3
M _JIapMHKCA, 3a]lyX, TaxHKapAus, XOIMoTe "
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(aHadusIaKCHs, aHTHOEIEM WITH TEXBK LIOK) .

HapyeHus Ha HepBHaTa | Heuectu [ naBobosne
cUcTema MHoro AcCeNnTHYeH MEHUHIHUT’
pEIKH
CbpaeyHH HapyLUEHUS HeussectHa | ChpaeuHa HEJOCTATHLYHOCT H OTOLM”
C Cunapom Ha Kounis
HEW3BECTHA
4eCTOTa
Cb0BH HapyLIEHHS | HeusBectHa | AprepuaiiHa XMIepTOHUs'
Pecnuparophu, rpbAHHU M | HeussectHa | [loBUlIEHA PpEAKTUBHOCT HAa PECNUPATOPHHUS
ME/IHACTHHAJIHH HApYLUEHHS | TpakT, OTHacsLL Ce 10 aCTMa MJIM 3a1yX’
CroMallHO-4YPEeBHU HapYILIEHUS Heuectu KopemHa 6ouika, rajieHe u aucnencus’
Penku Juapus, ¢natyneHuMsi, KOHCTHNALUUS M
[MOBPbIIIAHE
MHoro [lenTuyHa s3Ba, nepdopauus WU
peaKu raCTPOMHTECTHUHAJIEH  KPBBOM3JIMB, MeEJICHA,
xemaremesa.” VYIlepo3eH CTOMATHT, TFacTpPHT,
obocTpsiHe Ha KOIHT U 6onect Ha KpoH’
XernaTo-OuuapHu HapyLIEHHU S MHoro YepHoapoOHO yBpexaaHe
pEIKH
Hapywienus Ha  koxara M | Heuyectu | Koxxuu 06puBH?
MOJAKOMHATA ThbKaH MHoro Texkn koxHM HexenaHun peakuud (SCAR)
peaKH (BKJTFOUMUTEIHO epuTeMa MYJTHHOPME,
ekconuaTiBeH  JIEpMaTHT, CHHAPOM  Ha
Stevens-Johnson M TokcMYHa enuaepmasnHa
HEKPOJIH3a)
C JlekapcTBeHa peakuUus ¢ €03MHODUIUS U
Heu3BeCTHa | cucTeMHH cuMmnToMu (DRESS cunapom)
4YeCcToTa Octpa reHepasju3upaHa €K3aHTEeMaTO3Ha
nycrtyJyos3a (AGEP)
_ Peak1iuu Ha GOTOYYBCTBHTEIIHOCT
Hapymenus Ha OwnOpeuute u | MHoro OcTtpa 6L0peyHa HEAOCTATLYHOCT®
MUKOYHUTE MbTHULLIA peaKH
H3cneasanus MHoro [loHHW>xeHH HMBA HA XEMOrJIOOMHA
peKH
Mudexumnu u nHdecralmu Heus3BectHa | OOocTpsHe Ha Bb3Maje€HUs, CBbP3aHH C

UH(pexuus (Hanp. pa3BUTHE HA HEKPOTU3MpaLLl
(aCLUMT), MO U3KIOYEHHE, TEXKH HHPEKLIUK Ha
KO)XKara M  YCJIOXHEHUS OT CTpaHa Ha
MOAKOXHHUTE TbKaHW MOrar ga ce€ IMOSBAT IO
BpEME Ha BapHULEna.

: HPHMEPHTE BKJIOUBAT aHEMH A, JICBKOIICHHUA, TPOMSGHHTOHEHHH, MAHUUTONCHHUA, arpaHyJIINLHUTO34a.

[TbpBHTE NpU3HaLKM ca TeMnepaTtypa, 00JKH B rbpJjOTO, MOBLPXHOCTHH A3BH O yCTaTa, MPUMONO00HH

CHUMIITOMH, CHJIHA OTNIAaAHAJIOCT, KPbBOHU3JIMBH OT HOCA U 110 KOXATa.

2 JlIokJ1aJIBAHUTE PeaKLii¥ Ha CBPbXYYBCTBUTEIHOCT MPH JieueHHe ¢ HOynpodeH ce OTHACAT J10:

(a) HecneuH(PHUYHHU AJIEPrUiYHH peaKLIMi, €AMHUYHHU Clly4yau Ha aHauIaKCHs;




(6) noBHMIllEHA PEAKTUBHOCT HA PECNHUPATOPHUS TPAKT, OTHACALl CE€ J0 acTMa M BJIOLLABAHETO i,
OpOHXOCNAa3bM, UK 33y X;

(B) pa3HOBHIHHW KOXHH MPOSABH, BKJIKOYHTENTHO OOPHBH OT pa3JIMYEH THII, IPYPHTYC, YPTHKAPUS, Nyprnypa,
aHruoeemMa MU MHOro PpsaaAKO €KCHOJHATUBHM M OyJIO3HM JAepMaTo3d (BKJIKOYMTEJHO TOKCHYHA
enujiepMaliHa HeKpoJiu3a, CHHAPOM Ha CTuBbHC-/DKOHCHH U epuTemMa MyaTHdOpME).

‘TTaTOreHeTHUHHUAT MEXaHNU3bM Ha JIEKAPCTBO-MH/IY IUPAHHS ACENTHYEH MEHHHTHUT HE € HAIThJIHO M35CHEH.
Bbrpeku ToBa HAJIMYHUTE AaHHU 3a cBbp3aHus ¢ HCIIBC acenTM4eH MEHHMHIMT HaCOYBAT KbM peakLus
Ha CBPBXYYBCTBUTEJIHOCT (MOPaJMU ChbBIAACHHUE MO BpeMeE ¢ ynoTtpedara Ha JIEKapcTBOTO U MPEMHHABaHE
Ha CMMNTOMHMTE CJiel MpeKpaTaBaHe Ha Je4yeHHeTo). TpsdBa na ce orbenexu, ye ca HabJrOnaBaHH
€AMHUYHH CHUMIITOMH Ha AacenTHYeH MEHUHIUT (KaTo BpaTHA PHUrHAHOCT, TraaBoOOJIME, TrajieHe,
NOBpBLIAHE, TPECKa HJM AE30PHEHTAaLUs) MO BpEeME Ha JieYeHHe ¢ UOynpodeH MNpH MalUeHTH C
aTOMMYHHH HapylLIE€HHs (KaTO CUCTEMEH JIYIlyC EPUTEMATO3YC, CMECEHA CbEAMHUTEIHO-TbKaHHa 60J1ecT).

* KnuHH4YHM Npoy4BaHMs NoOKa3sar, 4ye ynorpedbara Ha ubynpodeH, ocodeHo BbB BUcoka 103a (2 400 mg
JHEBHO) M TIPHU MPOABIDKUTENHO NPUIIOKEHHE MOXeE 1a Obae CBbp3aHa C JIEKO MOBUILIEH PUCK OT
apTepHaAJIHK TPOMOOTHUYHH CHLOUTHS (HanpuMep MHOKapAeH HHGAPKT WK HHCYAT). HanuunuTe
€NUEeMHOJIOTMYHHU MPOY4YBaHUs HE MOKA3BaT, Y€ HUCKHU 1034 ubynpodeH, (Hanp. <= 1200 mg nHeBHO)
C€ CBbP3BAT C YBEJIMYEH PHCK OT MHOKap/lIeH HH(apKT.

> [ToBeueTo YCTAHOBCHH HYCCTH HCXKCIIAHH PCAKLIHH Ca CTOMALUHO-4YPCBHH.

°*[Tonsikora (l]ﬂTaHHEl, no-CriCUHaJHO MPpH NALUUEHTH B HAIIpEHAJIA Bb3pPacT.

"Bux 1.4.4

® OcobeHo npu ABJIrocpoyHa ynorpeda, cBbp3aHa ¢ NOBHIIEHA CEPYMHA KOHLIEHTPALIMs HA ypes H OTOLIH.
Cb1110 BKJIKOYBA ManujiapHa HEKpo3a.

Cho0maBaHe HA NOAO3HPAHHHEKEIAHH JIEKAPCTBEHH PeaKUHHu

CpoO1aBaHeTo Ha NOAO3UPAHUTE HEXEJIaHH JIEKAPCTBEHU PEaKlMU Clie]l pa3pelaBaHeTo 3a ynorpeba Ha
JIEKapCTBEHMS MPOAYKT € BaXXHO. ToBa Mno3BoJjisiBa NMPOABKUTEIHOTO HAONOAEHHE HA CbOTHOLUEHHETO
[0J13a8/PUCK OT JIEKAPCTBEHHUS MPOAYKT.

MeauuMHCKHTE criequalucTi TpsAbBa Aa cboOLaBaT 3a NOAO3UPAHUTE HEXKENAHU JIEKAPCTBEHU peaKLUH
710:

HM3nbaHHTE/IHA areHIHS 110 JIeKapCcTBaTa

ya. ,,JlamsaH [ pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417 yebcaiit: www.bda.bg

4.9 Ilpeno3upane

[Ipu neua npuemsT HA noBede oT 400 mg/kg Moxe aa aoBeae 10 nosBata Ha CHMNTOMM. [Ipu Bb3pacTHH
e(peKTHT 103a-0TrOBOP € MO-MAJIKO OTYETJIMB. EJTMMUHALIMOHHUS NOJYKUBOT IMPH Nipeao3upaHe e 1.5-3
yaca.

CHMIITOMH NPH Npe03HpPaAHE:

[loBeyeTo NauMeHTH NpUuev KIMHUYHO 3HauuMu kosindectBa HCIIBC pa3BuBar Hall-MHOro rajieHe,
MOBpbLIAHE, ENUracTpajHa 00Jika HJIH NMOo-pAAKO AHapus. Bb3MOXHHM ca LIyM B YLIHTE, IJ1aBOOOJIHE U

KbpPBEHE OT CTOMALLIHO-YPEBHUS TPaKT. [Ipu no-cepuo3Hu oTpaBsHUS MOXeE Jia ce HabtoaaBar

HapyLUEHHUs OT CTpaHa Ha LIEHTpaJIHaTa HEPBHA CUCTEMA, M3PA3saBallU CE€ B 3aMasiHOCT, NMOHsAKOra Bb30y1a

M ae30pueHTaums Wik Koma. [loHskora ce HabronaBar ropyose. [1pu CEpUO3HO OTpaBsiHE MOXE Ad _—— —




HACTbINX MeTabOIMTHA auu03a. Bb3MOXHO € /1a ce NOsBU yb/KaBaHe Ha NpoTpoMOUHOBO BpeMe/INR,
CBbP3aHO BEPOSATHO C HAaMeCa BbB (PYHKLMHUTE HA UMPKYJIHpalIHTe ()AaKTOPH Ha KPbBOCHCHPBAHETO.
Moxe na ce HabonaBa ObOpeyYHa HEOCTaTbYHOCT U YBPEXIaHe Ha YepHUs 1po0. Bb3MoxHO e
000CTpsAHE Ha acTMaTa NMpU aCTMAaTHLH.

TepaneBTHYHH MEpPKH NPH NMpe03HpPaHe

Jleuenunero TpsOBa na Obe CHMNTOMATHYHO U NOJABPXKALLO KATO BKJIHOYBA MOUIbPKaHE NPOXOAMMOCTTA
Ha IMXATEJIHUTE MbTULA H MOHUTOPHPAHE HAa CbPAECYHUTE U KHU3HEHH NOKa3aTeNu 10 CTaOUIU3HpaHETO.
J1o equH yac ciel npueM Ha NMOTEHLHMAIHO TOKCHYHO KOJIHYECTBO MOXKE J1a C€ TIPUIIOKH aKTHUBEH BbIJIEH.
YecTuTe W NPOABIKUTENHU KOHBYJICMM TPAOBA /1a C€ TPETUPAT C HHTPABEHO3€EH JHa3€eNnaM UJIH
nopasenaM. [Ipu actma ce npunarat OpoHXOQUIATATOPH.

5. GAPMAKOJIOTUYHU CBOMCTBA
5.1 PapMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: HectepuoaHu NnpoTMBOBBL3NAIUTETHH U AHTHPEBMATHYHHU MTPOJIYKTH,
JIEpMBATH Ha NMPOIMUOHOBATA KUCEJIMHA.

ATC koa: MO1AEO]

HOynpodeH e HecTeporaeH npoTHBoBb3nanuTeseH JekapcrseH npoaykt (HCITBC), npou3soaHo Ha
[NPOMHOHOBATa KHCEJIMHA, JI0Ka3a/io e(peKTUBHOCTTA CH Ype3 HHXWOWpaHe Ha MpocTarjiaHiuHoBaTa
cuHresa. [1pu xopa ubynpogen HamansBa 6oskaTa, OTOKa U TEMIEpaTypaTa NPUYHHEHH OT Bb3MaJIEHHE.
OcgeH ToBa HOynpogeH obpaTuMo HHXMOKMpa arperauusaTa Ha TPOMOOLIUTHTE.

ExcriepMMeHTaIHU JaHHU 10Ka3Bart, 4e ubynpodeH Moxe 1a noTHCHE epekTa Ha HUCKUTE J03H
alETHUJICAJIMIIMIIOBA KHCEJIMHA BbPXY TPOMOOLIMTHATA arperaius, Korato ce npuemMar eJHoBpeMeHHo. B
€/IHO NPOYYBaHE, KOraTo eAMHU4YHa 103a uoynpogen 400 mg e npuera B paMKUTe Ha 8 yaca npeaud Ui
30 muH. cnea no3a ot 81 mg aueruncanuumnnoba kucennHa (ACK) ¢ HenocpeacTBEHO OCBOOOXK 1aBaHe, ce
HaOmonaasa noHwxeH epexr Ha ACK Bbpxy oOpa3yBaHeTo Ha TpPOMOOKCAH HJIM TPOMOOLIMTHATA
arperauus. Benpeku ToBa, OrpaHHYEHHUATA HA T€3W IaHHU W HECUTYPHOCTTA NIPH €KCTPANOJIMPAHETO Ha
JIaHHH OT €X VIVO MpOy4YBaHHs BbPXY KJIMHHYHH CITy4au MOKa3Bar, Y€ He MOraT Ja Ce HanpassT
OKOHYATEJIHH 3aKJIFDYEHHs1 OTHOCHO oOH4aiiHaTa ynorpeba Ha MOynpodeH U He € Bb3MOXHO Jia Ce
Ha0J101aBa KJIMHHYHO 3HA4YUM e(eKT npH ynorpebdara Ha ubynpodeH.

5.2 PapMaKOKHHETHYHH CBOICTBA

Hoynpoden ce pesopbupa Obp30 cnea npusiaraie U Obp30 ce pasnpeesis B LEIUS OPraHUu3bM.
Exckpeuusara npe3 0b0peuurte € Obp3a U mbJHAa.

MakcHMaJIHi CEpPYMHHU KOHLEHTpALMK ce HabmoaaBaT 45 MUHYTH clie]l MPHEM Ha riaaHo U 1-2 yaca, ako
NPOAYKTBT € MPHET € XpaHa. BpeMeTo 3a 10cTUrane Ha MaKCUMAaJIHH CEPYMHH KOHLIEHTPALIMM MOXe J1a
BapHpa B 3aBUCUMOCT OT MpHEeTaTa J03a.

Bpeme Ha nonyXuBOT € 0K0J10 2 yaca.

OrpaHu4yeHH npoy4yBaHHs NOKa3sar, 4e HOynpodeH npeMuHaBa B KbpMara B MHOIO HUCKH
KOHLECHTPALUH.

5.3 IIpeAK/IHHHYHH JaHHH 32 0e30MacHOCT




Hsma cneuranHu papMaKOKMHETHYHH M3CJE/IBAaHUSA, KOUTO ca OMJIM npoBeneHH ¢ aeua. HeszaBucumo or
TOBa, (papMaKOKHHETPHUYHHTE mnapaMeTpu Ha HOynmpodeH npu aeua ca CbNOCTABUMH C TE3H IPH

Bb3pPAacTHH.
6. ®APMAIIEBTUHYHHU JAHHH

6.1 CnucbK HA NIOMOIIHHUTE BelllecTBa
JINMOHEHa KuceuHa
[Tnonucopbar 80
HarpueB uurpar
TeyeH manTuTON
HarpueB xnopu
KcaHTaHoBa ryma
3axapuH HaTpU#
AronoBa eceHUUS
Jlomuden O pomun

[ nuuepon
[Ipeyucrena Boja

6.2 PU3HKO- XHMHYHH HECHLBMECTHMOCTH
Hsama
6.3 CpoK Ha roaHoCT

100 ml — 3 (Tpu) ronuuu
6 Mecela cJjieJ OTBapsiHe Ha ONaKoBKaTa.

6.4 CneuHaJjiHH YCJIOBHA 32 CbXpaHEeHHe
Hsma
6.5 JIaHHH 32 ONMaKOBKATA

KexnubapeHo ousereHa Oytuinka ot nonuerusien tepedranaroso (PET) — 100 ml, cbe 3ammreHa ot geua

3aIy1laiKa, CbC 3alMTEH NPBLCTEH OT NOJIMETHIIEH ¢ BUCOKa nuibTHOCT (HDPE).

J1lo3upaino ycTponcCTBO:

5 ml nepopajiHa no3upalla CipuHLOBKA, CHabieHa ¢ opaHxeBo OyTano ot nosuerunel (PE) u be3useren

LHJIMHIABP OT nojmnponuieH (PP).

OnakoBkara, ChbAbpXKalllK J03Wpallia CipuHIIOBKa € cHabaeHa ¢ noauernieHosa (PE) tana, nocrasena B

bPJIOTO HA Oy THJIKATA.

6.6 CrneuuajiHu npeana3Hu MepKH NPH H3XBbPJIsiHE

Hsama cneuuyaJilHu U3BUCKBaAHUA.

7. UME U AJ/IPEC HA IIPUTEXATEJIA HA PASPEIIEHHUETO HA YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower

1 1th Floor, District 1, Bucharest, PymMmbHus

8. HOMEP PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20060193

9. JATA HA II'bPBO PA3PELLIABAHE/MIOJHOBSBAHE HA PASPELLIEHHUETO |
YIIOTPEBA HA JIEKAPCTBEHHUA ITPOAYKT




mai, 2006

10. JATA HA AKTYAJIM3AIIUSA HA TEKCTA
HOeMBpH, 2023




