KPATKA XAPAKTEPHCTHKA HA ITPOIYKTA

1. HME HA JJEKAPCTBEHHA ITIPOAYKT

Hypogen 3a aena ¢ BKyc Ha nop'mm 100 mg/ Sml nepopanna cycnensus
Nurofen for Children Orange 100 mg/5 ml oral suspension

2. KAYECTBEH H KOJIMUMECTBEH CbCTAB

Hbynpoden (lbuprofen) 100 mg/5 ml (exBuBanesnTen Ha 2,0 % W/v )

HomoluHE BELeCTBa ¢ H3BECTHO NIelCTBHE:

HImeHWYHo HHImeECTe (CHALPHkKAINOG IITyTeH): 11 mg nineHWYHO HMIIECTE, CHABPAKALIO He nopeue ot 0,225
1g COyTeH 3a 5 ml.

Harpwuit: 9,08 mg satpuii, (0,39 mmol) 3a 5 mi
Teuen ManTUTON (XMAPOreHUPAH rMMOKO3EH cCHpon): 2226 mg 3
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4. KAHWHHUYHHA JAHHHA

4.1 TepaneBTHUYHHE HOKAIAHHN

bes nexkapcko npemucanue.

3a 6bp30 ¥ edeKTHBHO NMOHMXKABAHE HATEMIIEPATYPA, BKINOUHTENHO CHEJ WMYHW3aLMU H 33 Obp3c u
edeKkTHBHO O0JICKYABaHE Ha JieKa KO yMepeHa Gonka NpH BE3NaNeHHe Ha I'bpIIO, HAKHEHE HA 3LOKH,
3600001, 6onku B ymmTe, rnaseboHe, ciabu 6oNIKN U HAaBIXBAHKA.

4.2 /A 03BpOBKA H HATHH HA HPHJIOKEHHE,

Ho3apoBka

Camo 32 kpaTkocpodHa ynotpeba.

IlpenopbuBanata AHEBHaTa no3a € 20-30 mg/kg/ Terno pasnpeneneHa Ha OTIAEIHH JIO3U HA UHTEPBAIH OT

6 — 8 4aca. /la He ce nperMINaBa npenopbYBaHara Ao3a. C NoMoIITa Ha MEPHTEIHATa CIIPUHLIOBKA TOBa
MOJK€ /ia C€ OCTHTHE MO CeAHNA HaYHH:

Brnipacrt Terao (kg) HpenopnuBana A03a

Kbpmadera 3- 6 Mecena,

TErNO Moseye ot 5 kg: 5-7,6 50 mg (2,5 ml) no 3 mbTH JHEBHO 3a 24 Yaca.
KnpmMmauera ot 6-12 Mecena: 7,7-9 50 mg (2,5 ml) no 3 — 4 mbTH AHEBHO 3a 24 yaca
Heua Ha 1-3 roguam: 10-16 100 mg (5 ml) mo 3 obTH AHEBHO 3a 24

Hena na 4-6 romuaM: 17-20 150 mg (5 mI+2.5 ml) no 3 nvT™H aHe



Heua Ha 7-9 roguuw: 21-30 200 mg (2x5 ml) no 3 meTi 3a 24 yaca
Hena 10 —12 roaunn: 31-40 300 mg (3x5 ml) ao 3 meTH 33 24 yaca.

Ha He ce naBa Ha xepmadera noj 3-MeceyHa B3pacT OCBEH aKO HE € NPEANMCAHO OT JIEKap.
Jla He ce u3noM3Ba MPM KbPMAYETa PH TErNO mox S kg.

IIpa xbpmavera (BL3pacToBa rpanana: = 3 mecena A0 < 5 Mecena) ¢ TejecHo Terjio nosede ot 5 kg:
[Ipu xepMavera Ha BB3pacT 3 — 5 Mecena TpAOBAa [a MOTBHPCH JIEKAPCKH CHBET aKO CHMITTOMHTE C€
BJIOIIAT MJTH HE MO-KBCHO OT 24 4aca ako CHMIOTOMHTE NpOTRKABAT.

Iips Aena (Bn3pacToBa rpanBRa: > 6 mecena 1o < 12 roanH#) M/HIR IOHONIM (BH3PACTOBA IPaHHNA:
2 12 ropman j1o0 < 18 rogenu): Ilpu fena Ha BR3pacT HaA 6 MECENA WIH IOHOIIM TO3H JEKAPCTBEH
NPOAYKT € HeOOXONMMO Na Ce H3MON3Ba 34 NOBEYE OT 3 ZIHM WIM CHMITTOMHTE ce BlIomuar, Tpabsa aa ce

KOHCYNTHpATE C JIEKAp.

Coennajnn rpyngR naAnHenTH:
- llpu pema ¢ lOBenunen Peemaroupmen Aprpur: Juesnara fosa e Ao 40 mp/kg/mHeBHo
paznpejeiieHa B OTAETHY JO3H.
- Ilpwn nupexcus cien umynusanus (2-6 Mecena): nperiopbYBaHATA JHEBHA 1034 OT NpoaykTa € 1 X
50 mg (2,5 ml) no3a, axo e HeoOxoauMo mo3zata 1 x 50 mg (2,5 ml) moxe na ce nosropuchaen 6
Yaca. /la He ce npesHinasat nose4e ot 2 a03M X 50 mg (2,5 ml) 3a 24 gaca. Ako Temneparypara

HC CE NNOHMIKABa, KOHCY/TTaliuaTa C JICKap € 3aAb/IKHTCIIHA.

Ha#-nuckara edexrusHa fo3a TpaGBa fa ce M3M0/138a 33 B3MOXKHO Hal-KpaTKoTO BpeMe, HeoOXOAMMO 3a
ofuteK4aBaHe Ha CHMITTOMHTE (BXK. Touka 4.4).

Haunn Ba npanoxenne
ITpneMa ce nepopaHo.

Ilpy maumeHTH ¢ Yy BCTBHTENIEH CTOMAaX MPOAYKTHT MOXKE Aa CE€ PHEMa [0 BpEME Ha XpaHEHe.
4.3 IlpornBonokasamHy
CBPBXUYBCTBHTENHOCT KEM HOYNIPOGEH HIH HAKOE OT IIOMOIHHTE BEINECTBA H3GpOeHH B TO4Ka 6. 1.

[laueHTH ¢ IaHHH B AHAMHE3ATA 33 aCTMa, PUHHT, aHTHOEAEM HITH YPTHKAPHS, CBBP3aHH C TEPaIHi ¢

ALECTHIICAIMLIIMIIOBA KHCE/IMHA WIH APYT'H HECTEPOMAHY IIPOTHBOBEINANMTEITH JICKAPCTBEHH NPOAYKTH
(HCIIBC).

flaimeHTH C aKTHBHA WITH AHAMHE3a 33 PELHIMBAPAIIA NIETTHYIHA 3Ba/KPHBOHIIHE (Ba HIH 1I0BEYE
OTYCT/INBH €NHM300a Ha AOKA3aHa yIIliepalya WA KbPBEHE).

[TauHEeHTH ¢ JaHHM 33 KbPBEHE OT CTOMAILHO — YPEBHHA TPAKT WK nepdopauus Ha 1382 CJI/ IPHEM Ha
HCIIBC.

ITarpenT ¢ TeXKa yepHOAPOOHa, OL0peuHa 1 chpeuHa HegocTaThunocT (Buk 1. 4.4.).
Ilocneaen TpumecTsp HA OpemennoctTa (BHX T. 4.6.).

4.4 Croenuanan npeaynpexicnus A NpeNa3an MepKa NPH ynoTpeba




Hexcesrannte peakidn Morar Aa 6bjaT CBEieHH 10 MHHHMYM 4pe3 yiioTpeba Ha Hali-HMcKaTa eEeKTHBHA
A03a 3a BB3MOXKHO HaH-KpaTKO BpeMe, HeoOXOAMMO 3a OBIafdBaHe HAa CHMTOMHTE (BIK HO-IOIY
CTOMAIIHO-YPEBHH H CBPACYHO-CHIOBH PHCKOBE).

IIpH nanmpeHTHTE B HaNpeHANA BE3PAcT YECTOTATA HA HAGUTIOABAHHTE HEXETaH! peaxuuH ot HCTIBC ¢
ITO~BHCOKA, OCODEHO HA CTOMAINHO-YPEBHHTE KPHBOMIIHBH H NEPGOPaLiME, KOMTO MOraT fa 6baar

~ ¢atanym.

Pecnnparopau:

Moxe na 6na¢ MpoBOKMpaH OpOHXOCNA3bM MPH NALMEHTH CTPARAMM OT OpOHXHMANHA acTMa WIH
ANCprHuHM 3a00N9BaHMA.

Apyra HCIIBC siekaperBenn npoayKbH:

EnnospemenHara ynorpeba Ha ubynpodien ¢ apyrd HCTIBC, BKIIOUMTENHO CEEKTHBHY HHXHEHTOPH Ha
OHKIOOKCHTeHa3a-2 TpadBa Aa ce n3barsa (Bx. 1.4.5).

CrcTemen JTynyc epHMAaTO3yC H CMECEHO CheAHHHTEIHO-THLKANHO 3a60,19Bane:

CHCTeMeH JIyIyC €pHMATo3yC M CMECEHO CHEAMHHTENHO-THKAHHO 3a00JABaHE - YBENIMYEH PHCK OT
acenTHYEH MCHHHTHT (BHX T.4.8.)

byopeunn:

brbpeuno yepexnane, Thil kato GuOpedHaTa (pyHKLMs Moxe Ja Obie OIMWIHHTENHO HapyimeHa (BHK
T.4.3 u T7.4.8).

ChliecTByBa pHCK OT OB0peyHO yBpexkaaHe NpH JEXHAPATHPAHH LA H IOHOIH.

Yeproapobnn:

Yepuonpobua aucdyskima (Bux 1.4.3 1 T.4.8).

Cepiie1HO-CBAOBH H MO3BYHO-CHIOBH ¢(PEKTH:

Heobxommmo ¢ nosuineno BHuManie (06ChXKaHe ¢ Jiekap WiH (apMaLesT) NpeH 3a04BaHe Ha JICUYEHHE
NpH NMaLKCHTH ¢ AHAMHE3a 32 XHIICPTOHUA H/UIIHM CBPAEYHA HEIOCTATBYHOCT, THi KaTO UMa ChOOLIEHHA 3a
3apBKKa HA TCUHOCTH, NIOBUIIIEHO apTEPHATHO HAIATAHE H OTOK, CBEp3aHH ¢ jgeuernrero ¢ HCIIBC.
Hapyuien ¢epTranTeT NpH XKEAHTE:

KMma ¥3BeCTHH BaHHM, Y€ JICKAPCTBATA, KOUTO HHXHOHPAT IMKIIO-OKCHTeHA3HATa/

NpOCTaryIaHAMHOBA CHHTE3a MOXKE [1a IIPSAH3BHKAT HAPYIIaBaHe HA KCHCKHA (DEPTUIHTET Ype3

BE3NCHCTBHE BLPXY OBYyJaumaTa. Tosa e o6paruMo cies NpekpaTaABaHe Ha JICYCHHETO.

Cromamuo-upeBnn edekrn:

HCTIBC niexkaperBenH npoayKTy TpsAGsa Aa ce MPHAraT BHUMATEIHO IPH MAMEHTH ¢ aHAMHE34 34
CTOMAUIHO-9PeBHM 3a00ABaHNs (YMIepO3cH KonuT, bonect Ha Kpon), Thi karo Tesu 3adonasanua Moxe
Aa ce oboctpar (puxk 1.4.8).




Cpobmana ce 3a CTOMaIIHO-YPeBHH KPHBOHAIHBH, S3Ba MITH Hepdopans, KOUTO MOXE Ja 3aBbpIIaT
(paranuo, npn ynorpeGara xa scuuxu HCIIBC, no Besako BpeMe Ha JICUSHHETO ¢ WA Ge3
MPEXYNPSANTE/IHA CHMIITOMH, HJTH NIPeMINHA aHaMHe3a 33 CEPHO3HH CTOMAITHO-IPEBHH CHOMTHA.

PHCKBT OT CTOMAINHO-4peBHH KPBBOM3ITHBH, A3Ba WIIH Nep(opaliyi € No-BHCOK NPH YIIoTpeda Ha no-
sucokH o3 HCIIBC, npH naimeHTH ¢ aHaMHe3a 3a A3Ba, 0COOEHO € YCJIOKHEHHA OT KPHBOM3IMB HITH
nepgopanus (BIK T. 4.3), KaKTO M NPH NALKEHTH B HaNpeanana sp3pact. Takupa nmauueHTH TpaGBa na
38[10YBAT JICYCHHETO C HAH-HUCKATA BE3MOXKHA J1034.

ITaipieHTHTE ¢ aHaMHe3a 38 CTOMAIIHO-YPEBHA TOKCHYHOCT, 0COOEHO TE3H B HAIIPEHANA Bh3pacT, Tpiabsa
Aa ChOOLNABAT 3a BCUYKH HEOOHHAITHH CTOMAILHY CHMITTOMH (TI0-CHIEUMATHO 33 CTOMAIIHO-YPEBHH
KPBBOH3/IHBH), 0OCOOCHO B HaYamHHTE (ha3H Ha ISUEHHETO.

[TaienTrTe TpOBa KA GbAaT NOCHBETBAHH /1A YIIOTPEOABAT BHUMATENHO TO3H NPOAYKT € JAPYTH
JICKAPCTBCHH NMPOAYKTH, KOMTO MOTaT 14 YBEJIUYAT PHCKA OT YAIEpallHi HWIH KbPBEHE KATO NepOopaIHH
KOPTHKOCTEPOM/IH, aHTHKOAT'YJIAHTH KaTo BapgapuH, CEICKTHBHH HEXHOHTOPH Ha 0OpaTHOTO 3axBaiiaHe
HA CEPOTOHMHA HIIH IIPOTHBOTPOMOOTHYHH CPECTEA KATO ALCTHICATTHITHIOBA KHCenHHA (BiK T.4.5).

Koraro ce noiy4s cCTOManIHO-4peBeH KPhBOHSIINB HiIH CE NNOABH A3BA NPH MALHEHTH, PHEMAIIH
HOynpodeH, neuenreTo TpadBa Aa ce Npexpary.

TeXRKH KOXKHH PeAKIHH:

CepHO3HH KOXHH PEaKIMH, HIKOH OT KOUTO JICTAHH, BKJIIOUHTETHO €KC(OIHATHBEH ASPMATHT, CHHAPOM
Ha Stevens-Johnson B TOKCHYHA eTHASpMAaNHa HEKPOITH3a ce ChoOIIABAT PANKO BBB BPB3Ka ¢ ynorpebara
Ha HCTIBC (B:x. Touka 4.8). [TanmeHTHTe M3I7IEXkKa ca H3IOKEHH HA HAli-BHCOK PHCK OT TE3H PEAKUHH Ha
PaHEH €Tal 110 BpeMe Ha JISYCHHETO, KATO HACTHIIBAHETO HA PeaKHATa ce Had0/1aBa B [I0BEYETO CIY4aH
B PAMKHTE Ha TBPBHA MeCell OT JiedeHHeTo. Cro0masa ce 3a 0cTpa reHepanu3upanHa €K3aHTeMaTo3Ha
mycTyno3a (acute generalised exanthematous pustulosis, AGEP) BbB BpB3Ka C POAYKTH, ChABPIKALIM
ubynpogen. Hoynpoden tpabra na ce npekparH npu WLpBATa NOABA HA MPH3HALA K CHMITTOMH Ha TEKKH
KOKHH PeakiMH KATO OOPHB MO KOXKATa, JIE3HH Ha JIMTABHLATA WIKH APYT NPH3HAK Ha
CBPBXYYBCTBHTEIHOCT.

B M3KkII0YMTENHH CiTydan, BApHIIENATa MOXKe /1a NPESAH3IBHKA TEXKH KOXKHK MH(PEKLIMH U YCIIOXKHEHUA B
MEKHTE ThKaHH.

Hanocneank pomara Ha HCITBC nekapcTBeHH POAYKTH NIPH BIIOINABAHE HA Te3W WHpEXLMM He €
H3KIOYEHA. 3aT0Ba ce MPenophuBa NPH Bapuiiena aa ce u3barsa ynorpebara sa HOynpodeH.

HadopmanusaTa 3a DanHEeHETA BKJII0YBA:
[IpoueTere NpunokeHaTa MHCTOBKATA, TIPEAM A 3ATI0YHETE A 0JI3BATE TO3H JICKAPCTBEH MPOAYKT.
He npHeMaiiTe jekapcTBeHMs IPOAYKT aKO:
- Hmare (W cTe MManH OBa WIM MOBEYE elM30]a Ha) A3BA HA CTOMAaxa, nepdopanus HIH
KBPBEHE
- Cre anepruveH xeM HOynpodeH WIM HAKOS OT JAPYTHTE ChCTaBKM Ha TPOAYKTa,
alleTHICATTHLMIIOBA KMCEMHHA HIH oa0bHu GONKOYCIIOKOABALTH.
- Ilpuemare apyrn HCIIBC GonkoycnokoaBaimy HIH alETWICANKLMIOBA KMCEIHHA B JJHEBHA
mo3a Hax 75 mg

KoncynTHpaiiTe ce Bammsa nekap wiH gapManesT npeiy Aa IPUEMETE TO3H TIPOAYKT aKo:
- HMeTe HWIH CTe HMamy acTMa, Auaber, BHCOK XONecTepO, BUCOKO KPBEBHO HaJiAraHe, yaap,
CBHPACYHH, YEPHOAPOOHH, OLOPEUHH HITH YPEeBHH NPoOJICMH.

To3u npoaykr € nDpenHasHaueH 3a Aella Ha BE3pacT oT 3 Mecena o 12 rogusm.
KoraTo IeKapCTBEHMAT NPOAYKT C€ NPHEMA OT BB3DACTHH:




Koncynrupaiite ce Bamus siekap wis ¢apMalesT npead Aa IpHEMATE ASKAPCIBCHMSA [IPOAYKT aKO:
- ¢T¢ OpeMeHHH
- onmMrTBare ce na 3abpeMeneere
- CTE B HANPEAHANA BBHIPACT
- CTe NylIadd

AKO CHMITTOMMTE NPOILIKABAT [I0BEYE OT 3 IHH, KOHCYJITHPAIATE Ce ¢ BAIUHS JIEKap.
IIpn xppmadera Ha BB3pacT 3-6 Mecena MOTHPCETE JEKAPCKH CBBET, ako cnen 24 yaca ynotpeba (TpH
HO3H) CUMITTOMHTS IIPOXL/DKABAT.

Macknpane Ha CHMITOMHTE HA NOAICKAMATE ARQEKIHE

HypodeH 3a aena ¢ BKyc Ha NOPTOKaN MOXKeE AA MacKHpa CHMIITOMHTE Ha WHQEKLHA, KOETO MOXe Ja
foBefie 10 3a0aBgHE Ha 3all0YBAHE HA MOAXCAAOIO JIEUCHHE MW IO TO3H HAYHH fia BIOINH HM3XOAa OT
uH(ekimaTa. ToBa ce HabMoOAaBa Npu GaKTEpHATHA THEBMOHHS, IPHAOOUTA B OOLIECTBOTO, KAKTO M IIPH
bakrepuanuure ycnoxuenns Ha sapunena. Koraro HypodeH 3a fena ¢ BKyC Ha HOPTOKAT ce Mpruiara 3a
JICYCHHE HA MOBHIIICHA TEMOEpaTypa unv 3a oliexkuaBaHe Ha Oonkara BBB Bpb3Ka ¢ HHQeEKUus, ce
npenopyrisa Habmogeane Ha WHpekuwsTa. [IpH H3BBRHOOIHMUHH YCIOBHS NMANMEHTHT TpAbGBa fa ce
KOHCYJITHPA C JIEKap, aKO CHMIITOMUTE MEPCHCTHPAT HWIH C€ BIOIIABAT.

Cnenadrann 3a JekapcTBeHHE NPOAYKT NpeXynpexIenHs:

To3u nexapcTBeH NpoMyKT ChIbpXKa MIEHHYHO HHINECTE.

[TmeH4HOTO HHIlleCTE MOXKE 1A ChABpPKa TIYTEH, HO CaMO MHHHMAMHH KOJMYECTBA, MOPAH KOETO Ce
CYHTa 3a 0e30MaceH 3a Xopa ¢ LboMHAKUA (TIYTEHbT B MIICHAYHOTO HHIIECTE € OrPAHMYEH 9pe3 TecTa 3a
onpeJieliiHe Ha o010 CHABPKAHHE HA IPOTEHH ONMUMcaH B MoHorpadusa Ha EBponelickara dapmakones).

To3u nekapcTBed mpoaykr chAbpxka 9,08 mg uarpuii 3a 5 ml, kouTo € exBHpanenten Ha 0,45% ot
MpENopbYHTENHATa MAKCHMANHE HeBHA 1034 0T C30 ot 2 g HaTpHii 3a BE3PACTEH.

To3u sekapcTBeH NMPOAYKT CHAbPKA TEUSH MAITHTON, MALHEHTH ¢ PEKK HACHEACTBEHH MPoONIeMH Ha
HETIOHOCHMOCT KBbM (PpyKTO3a HE TpSOBa 1a MpHEMaT TOBA JIEKAPCTBO.

4.5 BzanMoaelcTBES ¢ IPYIH JeKapCTBeHH NPOAYKTH H APYrA GOopMHE HA BIaHMoOJelicTBHN
Hoynpoden ve TpuabBa na ce H3M0/I3Ba B KOMORHEANNA C:

ANETHIICATRIH/IOBA KHCEeJHHA: OCBEH aKo ymoTpedaTa B HHCKH J034 He € MPEAMEcaHa OT JieKap, Thi
KATO TOBAa MOJKE Jia TIOBHIIIH PUCKA OT HEXKEJIAHU peaknnH (BHK T.4.4).

ExcrniepuMenTanHK AaHHH [10Ka3BaT, 4e HOynpodeH MoXe Na OTHCHE eeKTa HA HUCKHTE 1034
AUCTHICATHLIHIIOBA KHCETHHA BLPXY TPOMOOLIMTHATA arperaiysi, KOraro ¢e rpHeMaT €THOBPEMEHHO.
Benpexu TOBa, OrpaHHYEHUATA Ha Te3H AAHHH H HECUTYPHOCTTA NPH €KCTPAIOIMPAHETO Ha JAaHHH OT eX
VivO NIPOYyUYBaHHA BEPXY KIMHHYHH CTy4au MOKa3BaT, Ye HE MOraT ia ¢€ HAIPaBAT OKOHYATE IHH
3aKMIYCHHS OTHOCHO obHuaiiHaTa ynorpeda Ha uOynpodeH H He € BE3MOXKHO Aa ¢e Habmoxapa
KIHHUYHO 3HAYMM edeKT npH ynorpebara Ha uGynpoden. (k1. 5.1)

Apyra HCIBC nexapcrBeHH DPOAYKTH, BKIIOIATEAHO MHKI0-0OKCHErena3a-2-cnenaduann
HAXEOuTOpH: EanoBpemennara ynorpeba ¢ apyriu HCTIBC nexapcTeeHM IMPOAYKTH YBEIHYABA PHCKA OT
HEXENaHH peakius (B T.4.4) H Tpabra 1a ce m3barsa.

Hoynpoden Tpuabea qa ce H3M0/13B2 ¢ BHAMAHHE B KOMORHAIAY C:




AnraxoarynaaTa: HCIIBC nexapcTBeHM npoayKTH MOTaT Aa 3aCHAT Ha e(eKTa Ha aHTHKOAryJTaHTH
KaTo BapgiapHH (Buk T.4.4).

AaTrxanepreasasai (ACE npxaGHTopH B ANTATONRCTH HA anrRorensnn-11) m auypernna:
HCIIBC nexapcTBeHH NMpOAYKTH MOKe fa MOHFKAT e(heKTa Ha TE3H IeKAPCTBEHH NpoayKTH. [TpH Hakon
DALMCHTH C KOMIIpoMeTHpaHa 610pedHa QyHkIma (IeXuapaTHpaHH HIIM B CTapyecka Bh3pacT ¢ yBpeleHa
0B0peuna dynxuma) enHospeMernaoTo npwioxkenue Ha ACE uaxuGHTops, 6eta-Gniokeps Mtk
aHTArOHMCTH Ha aHTHOTeH3UH-11 ¢ nexapeTBa, KOUTO HHXHOMPAT IMKIOOKCHIEHA3ATA MOXE 13 OBEJE 10
AOITBITHUTEJIHO BlIoIaBaHe Ha 0bOpeyHaTa QyHKIMA, BKITIOYHTERHO ocTpa OL0pedHa HeloCcTaThYHOCT,
KOeTO 00MKHOBEHO ¢ 0bparimMo. CresoBaTtenHo koMOuHalKaTa TpaGRa a ce Npuiiara BHHMATENHO,
0cOOEHO NPH NalMEHTH B CTapyecKa BhapacT. [TampenTure TpabBa Aa ca aAlcKBaTHO XHMAPATHPAHH U J1a CE
oOMMCIH HeOOXOAHMOCTTA OT NpociessBaHe HA GrOpeyHaTa GyHKIMA B HAYATOTO Ha KOMOHHHPAHOTO
NIEYCHHE U IEPHOAMYHO cJiefl TOBA. [IMypeTHIMTE MOTaT J1a NOBHINAT PHCKE 0T HePPOTOKCHYHOCT
cebp3ana ¢ HCIIBC.

KopTHkocTeponan: Thii KaTo MOXeE [1a YBeJTHYAT PHCKA OT CTOMALIHO-YPEBHH A3BH H KPBBOH3IIHB (BIDK
1.4.4).

AHTHATPEranTH H ¢eJIeKTHBHE HHXHOHTOPH Ha 00PATHOTO 3axBamane Ha cepoTonnna: [lopuinen
PHUCK CTOMAIIIHO-YPEBHH KPHBOU3JIMBH (BHXK T.4.4).

Copaeuns raaxosnau: HCIIBC Morar 1a 060CTpST CHPAEYHATA HEAOCTATEYHOCT, /1a HAMAJIAT
TIOMEpYJiHaTa QUITPanM ¥ Ja NOBUILAT MIA3MEHHTE HUBA HA ChPACYHHTE MTHKO3HIN.

JIaTR#: UMa navHu 33 noTeHUHATHO MOBUMILEHHE Ha TUIa3MEHMTE HUBA H3 JIATHIA.
MeTtorpekcar: HMa nanas 3a MOTEHIHATHO MOBHINABAHE Ha IUIA3MEHHTE HHBA HA METOTpEKCAT.
Iuxjgocnopan: [ToBHieH pUcK oT HEPPOTOKCHYHOCT.

Mugenpucron: HCIIBC tpabpa ve na ce npwiarat xo 8-12 aHE ciea NpHIokeHHE Ha MHQENpPHCTOH,
ThH KaTO MOHHKABAT ¢(peKTa Ha MHPENPHCTOH.

Taxpoaamye: PECKET OT HE()POTOKCHYIHOCT € MOBHINEH MpH eaHospeMenHa ynorpeba Ha HCIIBC u
TaKpOIUMYC.

3apoByaas: PACKBT 0T XeMaTOJIOTHIHA TOKCHYHOCT € HOBUIICH NpH eHOBpeMenHa ynorpeda Ha
HCIIBC u sunoByaus. MMa naHsay 3a yBEJIHYEH PHCK OT X€MapTPpO3H U XeMaromu ripd HIV+
XeMO(QHJIHIIM, JIEKYBAHH €HOBPEMEHHO CHC 3HIOBYIHH M MOynpodeH.

XHHO/JI0HOBH aATHOROTHNK: /[aHREH OT IPOyYIBaHHA BLPXY AHBOTHH codart, 9¢ HCTIBC morar ja |
YBCIHYAT PHCKA OT KOHBYJICHH, CBBP3aHH ¢ XHHOJIOHOBHTE aHTHOROTHIM. | laienTu nmpuemainu HCIIBC
M XMHOJIOHH MOXKE Ja Ca W3NOKSHH Ha MOBHIOEH PHUCK OT NOABA HA KOHBYICHH.

4.6 ®epraanrer, 6pemMennccT # KbpMeEHe

Bpemennoct
[loTHcKaneTo Ha npoCTarnaHAWHOBATA CHHTE3a MOKE A3 NOBJIHAE HeBIAronpUATHO OPEMEHHOCTTA W/HIH
eMOpHO/(PeTaANHOTO Pa3BHTHE.




OpeMeHHOCT. AGCOMOTHHAT PHCK OT CHPAEUHO-CHIORH MATTOQOPMALIHK ce TIOBMIaBa oT 1 % 10
npublsmTento 1,5 %. Cyura ce, ue PHCKBT C€ MIOBHINARA IPY BUCOKH 103U M NPOABIDKWTEIIHO JISUeHMe.
I1pn ONHTH ¢ XKHBOTHH NIPIIOKEHHETO HA HHXMOMTOPH HA NPOCTArTIAHIMHOBATA CHHTE3a BOJH J10 Mpe- K
IOCT-HUMIUVIAHTAIHOHHA 3aryba H emOpHo-terasneH nerainrer. OcBeH T0Ba c¢ cH00MAaBa 3a MOBHILEHA
HECTOTA HA BPOJICHHTE MAI(OPMALHH, BIUIIOUATETHO CHPACIHO-CHAOBH, TIPH KHBOTHH TIONYHHIH
HHXHOHTOPH Ha NPOCTAMIAHAMHOBATA CHHTE3a 10 BpEME Ha OpraHOTEHE3ATA.

Ot 20-TaTa ceamuLa oT GpeMEHHOCTTa HATATEK yNoTpebara Ha HOYIpodeH MOXe A2 NPHIHHE
OJIMI'OXMIPAMHHOH B pe3ynrtat Ha 6p0peuHa macynkuma Ha ninoga. ToBa MOXeE Aa ce CIIYUH CKOpO Clie]
HaYaIOTO Ha JICUCHHETO W OOMKHOBEHO € OOpaTHMO IIPH NpEyCTAHOBABAHETO MY. B JonmmiHeHHe ce
chODIIARA 3a CJTyYaH HA KOHCTPHKIMA HA YKTYC APTEPHO3YC ClIe]l ICUCHHE BB BTOPHA TPUMECTBP, KAaTo
MOBEUETO Ca paspellcHH el NpeycTaHoBiBaHeTo My. CrenosarelHo uOynpoden He Tpabea fa ce
H3IO/3BA 11PE3 TEPBHA H BTOPHA TPUMECTHD Ha OPEMEHHOCTTA, OCBEH aKO HE € KATErOPHUHO HeODXOIHM.
Axo MOYTIpOQ)eH ce H3MOM3BA OT KEHH, KOHTO Ce OITMTBAT /13 3a6peMEHEAT HiTH NPe3 TBPBHA H BTOPHA
TPHMECTHD Ha OpeMeHHOCTTa, Ro3aTa TpAOBa Aa Obae MAKCHMAIHO HHCKa M IIPOLIDKMTEIHOCTTA Ha
Ne4eHHE Bh3MOXHO Hai-kpaTko. HeobxomnMo e 1a ce 0OMHECIM npeHaTanHo HabmoaeHue 3a

~ OJIMTOXHAPAMHHOH ¥ KOHCTPHKLMA Ha AYKTYC apTepHO3YC Clie]] HalaraHe Ha HOynpodeH B NpoaL/DKEHHE
Ha HAKOJIKO JHH OT 20-TaTa recTaiMoHHa cenmMuiia hataThK. Jleuenuero ¢ uGynpodeH Tpabra aa 6nae
[IPeYCTAHOBEHO MPY HATHYHE HA OJIMTOXHIPAMHHAOH B KORCTPHKIMA Ha AYKTYC apTepHO3YC.

B nocnequus TpUMECTED Ha OpeMEHHOCTTa BCHYKH HHXMOHTOPH Ha IPOCTATNMAHAHHOBATA CHHTE3a MOTAT
Ja W3IOXKAT:

. I1nona Ha puck ot:

0 KapAMOMHUONATHS (NpeXAeBPEMEHHA KOHCTPHKIIHS/3aTRapsHe Ha detanans ductus arteriosus u
GenoapodHa xuneprensH);

0 O1OpeyuHa auCchHYHKUNS, KOATO MOXKE /1a IPorpecupa o GrOpedHa HeJOCTaTHYHOCT ©
OJIMIOXHJIPAMHUOH (BHBKTE NO-TrOpe).

. MatikaTa ¥ HOBOPOJIGHOTO B Kpad Ha GPeMEHHOCTTa Ha PHCK OT:

0 BBE3MOXKHO YARDKABAHE Ha BPEMETO HAa KbPBEHE, aHTHATperaiTeH edekT, KoHTo Moxke Ja ce
HabMmosaBa IOpH B MHOTO HHUCKH JIO3K:

0 NOTHCKAHE Ha MATOYHHMTE KOHTPAKLHM, BOACIHO 10 3a0aBeHO WIH YALDKEHO paKIaHe.

CrepoBarenHo ubynpoden e mpoTHBoNoKasaH 1pe3 NOCASAHAA TPHMECTHD Ha GpeMEHHOCTTa

KnpMmene

B orpannuen 6poii npoyuBaHus, uGynpodeH ce YCTAHOBABA B MHOT0 HUCKH KOHLICHTPALHH B MAYHHOTO
MJIAKO H € MaJIKO BEPOATHO a MMa HeOJIaronpHaATHO BIMAHKE BEPXY KbPMAyeTo.

PeprHANTET
Herrpunoxxumo.

4.7 E¢exrn BBpxy ciocofaoCcTTa 38 IopEpane H paGoTa c MAIMEAR

He ce ovaksaT TakHBa B NPENOPHYAHMTE J03H H NPOTR/DKHTEHOCT Ha Je4cHHE.

4.3 Hexenans nekapcTBend peaknin

H3bpoennTe No-a0iy HexXenaHH peakimy ca Habmonasanu ¢ H6ynpoden mpu OTC no3u (MakcHMYM
1200 mg Ha neH), Npu KpaTKOTpaiiHo MpwioxkeHue. [Ipu nedeHHe Ha XPOHHYHH CHCTOSHMA W

NPOABDKUTCTHO INPHITOKCHHE MOIaT /1a C€ NOABAT JOITHJIHMTEIHH HEXKEITaHH PCaKiIHH.

Hexenannure peakiii KOMTO ce CBBP3BAT ¢ ynoTpebaTta Ha HGynpodeH ca NOAPEIEHH 110 CHCTEMO-
OpPTraHHH KJIACOBE H TAXHATA YECTOTA CBHIJIACHO CNEAHATA KOHBCHLIHA.




Mmuoro gectu (>1/10); Yectu (>1/100 g0 <1/10); Heuectu (>1/1,000 no <1/100); Penxu (>1/10,000 no
<1/1,000); Muoro peaxu (<1/10,000); ¢ Heu3pecTHa YecTOTa (OT HATAYHHTE AaHHH He MOJKe J1a GBIe

HallpaBeHa OLICHKA).

B OTACITHHTE rpyIi# 110 9eCcTOTa, HEKEIAHHUTE PCAKLIMH Ca NPEACTAaBCHH B HHU3XO A1 pe,u Criopes CTericHTa

Ha CEPHO3HOCT:

Tabunna ¢ HexejianATE peaKnHnA

CHcTema-opran Kiac YecToTA Hexeann peaxnng
Hapymienns Ha «kpeBra H | MHOro Hapyinenna na xemomnoesara
JIHM(PHATA CHCTEMA pEAKH
Hapyiienus Ha uMmyHHara | Hegectn Peakilii Ha CBPBbXIYBCTBHTEIIHOCT BKJIKOUBALNH:
CHCTEMA Ypruxapus 1 OpypuTYC
Mmuoro Texkr peaknu HAa CBPBXYYBCTBHTEITHOCT.
peaKH CHMITTOMHTE BKIIIOYBAT OTOK Ha JIHLETO, €3UKA
W JiapuHKca, 3aAyX, TaXWKapIud, XOIOTEH3HA,
(aHadHNaKCHs, RHTHOENEM HIIH TEKEK IHOK)~.,
Hapymenun HA HepBHara | Hedectn I'napobosme
CHCTEMA MHoro AcenTuaeH MEHWHTHT
peaxH
ChpAedHU HADYLICHHS Henspecta | ChpaeuHa HEAOCTATHIHOCT H OTOLIA'
Ch/10BH HapyIeHns Hemssectna | AprepHaina XHIEpTOHHS
PecrivparopHy, TPBAHH u | Henssectna | [foBumena peakTHBHOCT Ha PpecMpaTOpPHHA
MEJTHACTHHAIHH HapyUICHHA TPAKT, OTHACAIL C€ JO ACTMA HJTH 3
CTOMaNIHO-9pEBHH HAPYLICHHS HeuecTn Kopemna Goka, rageHe H AUCTENCHA’
Penxu Juapus, (naTyneHLHA, KOHCTHIAIMA H
[OBpPBILAHE
MHoro [lenTuvuna A3Ba, nepdopanps HITH
peaKu FaCTPOMHTECTHHANEH  KPBBOM3JIMB, MEIICHA,
xeMaTeMe3a.” VYILEpo3eH CTOMATHT, FACTpMT,
obocTpsre Ha kouT H Gosect Ha Kpon’
Xenaro-OMNMUapHH HapYLIEHHS MHoro YepHoapobHo yBpeKAaHE
peaxu
Hapymienws Ha koxara u | Heuecrw Koxan 06pHBH’
MOAKOXKHATA ThKaH Mmnoro byno3san o0puBH, BKIIOYBAIA CHHIPOM Ha
| PenKH CtuBbHC-/DKOHCEH, epHTEMa MYITHU(QOpME H
TOKCHYHA EIHASPMAITHA HEKPOJIN3a’
C JIekapcTBeHa peakmHid ¢ CO3HMHOQWIMA H
HeH3BecTHa | cMcTemuM caMrTomu (DRESS cuaapom)
4eCTOTa Octpa reHepaJu3HpaHa €K3aHTEMAaTO3Ha
nyctyno3a (AGEP)
Peakimn Ha (HOTOYYBCTBHTEIHOCT
Hapymernua na O6n6penmre H | Maoro Octpa 61L6peuna HeOCTATEYHOCT®
NIHKOYHUTE ITETHINA peaKH
Hscnenpanus MHoro INonwxeHn HEBa Ha XeMOIJIO0MHa
pEeaKH
HUndexumm u nadecranmm HemssectHa | O6ocTpaHe Ha BBINAIEHHA, CBBP3aHH C

HH(eKIMA (Halp. pa3sBHTAC Ha HEKPOTH3HpaALl
draciMT), N0 HBKTIOYCHHE, TEXKKH e
YCIAQXKHEHHA  OT

KO¥KaAra M




NOAKOKHHTE THKAHH MOraT [ia ce MOSBAT 10
BpeMe Ha BapHIIENAa.

' [IpUMepHTe BKIIOYBAT aHEMHS, JICBKONEHHS, TPOMGOLIATONIEHHS, TAHLIMTONCHMS, AIPaHy IILHTO3a.
[IbpsuTe npHU3sany ca Temneparypa, GONKM B MBpPJIOTO, NOBLPXHOCTHH A3BH II0 YCTATa, IPHITONONOCHM
CHMITTOMH, CHJIHA OTNAZHAJIOCT, KPHBOUIIMBH OT HOCA H TIO KOXKATA.

? JIOK/1aIBaHKTE PEaKLMU Ha CBPHXYYBCTBHTETHOCT [IPH JISYEHHE C HOyrpodeH ce OTHACAT 10:
(a) vecnenHIHM aNIePrHYHA PEaKUHH, CAHHHYHH CTy9aH Ha aRa(DHAaKCH;

(6) moBMIICHa PEAKTHBHOCT HA PECIMPATOPHHA TPAKT, OTHACHIN CE A0 acTMa M BJIOHIABAHETO i,
OpOHXOCHa3BM, WIH 3a1YX;

(B) pa3sHOBM/IHH KOXKHH TPOSABH, BKIKOYHTEIHO OOPHBH OT palIMUEH THIL, DPYPHTYC, YPTHKADHS, ypHypa,
aHTHOCACMa H MHOIO pAOKO eKC(PoNHaTHBHM W OYyNO3HH AepMarto3H (BKIIOYHTENIHO TOKCHYHA
CIHACPMATHA HEKPOIIM3a, CMHAPOM Ha CTHBBbHC- [DKOHCHH M epHTEMa MY.TTHdOpME).

*[IATOTeHETHIHMAT MEXAHHIHM HA NIEKAPCTBO-HHLY IMPAHHA ACCTITHYEH MEHHHIHT HE € HAITRTHO M3ACHEH.
Bunpeku TOBa HamHYHMTE JaHHK 3a cBhp3aHua ¢ HCIIBC acerrmyueH MEHHHIMT HACOYBAT KBM peaKL(us
Ha CBPBXYYBCTBHTENHOCT (IIOPaJM CHLBIIANICHHWE N0 Bpeme ¢ ynorpebara Ha JIEKAPCTBOTO U NPEMUHABaHe
Ha CHMIITOMHMTE Clie[l NpekparABaHe Ha Jie4eHHeTo). TpabBa na ce oTOenexu, de ca HabmoaaBaHH
€IMHAYHA CHMIOTOMH Ha aceNTHYEH MEHMHTHT (KATO BpaTHa PHTHAHOCT, TNaBoOonMe, rajeHe,
NOBpDLILiANe, TPECKa WIH [C30PHCHTAlMA) IO BpeME Ha JieyeHHe ¢ UOynmpodeH 0OpH HALMCHTH C
4aTOMMYHHH HapyHIeHHs {KaTo CHCTEMEH JIYITyC €PHTEMATO3YC, CMECEHA Che/lHHUTEIIHO-ThkaHHa Gonecr).

* KnuHuuru npoyusaHus nokaspar, ye ynorpe6ara Ha uGynpoben, ocobeHo BEB BrcoKa 103a (2 400 mg
AHEBHO) H MPH MPONABILKHTENHO MPUIOKEHHE MOXe 12 ObJie CBEp3ana ¢ JIEKO TIOBHIIEH PHCK OT
apTepHaTH! TPOMOOTHYHH CHOMTHS (HanpuMep MEOKapAEH MHGApKT wiM HHCYT). Hanuaawure
CTIHICMHUOJIOTAYHH NPOYYBaHWA HE [TOKA3BAT, 46 HUCKHU A03H HOynpodeH, (Hanp. <= 1200 mg axeBHO)
Ce CBBP3BAT C YBEIMYCH PACK OT MHOKap/IeH HHOAPKT.

> TIoBeUETO YCTAHOBEHH YECTH HE/KeaH peaKiMH ca CTOMAIIHO-YPSBHH.

® Honsxora ¢aTanna, No-CNEUHATHO MPH DALMEHTH B HANPSAHANA BH3PacT.
" Biok 1.4.4.

® Ocobeno npu ABLATOCpOYHa ynioTpeba, CBbp3aHa ¢ HOBHIIEHA CEpyMHA KOHUEHTpPALHA Ha Ypes H OTOLIH.
Cul0 BIOYBA TIAHIapHA HEKPO3a.

Crofmanane Ha DOA03MPAHN HEXKEJIAHH ICKADCTBEHH PECAKIHA

CpobImaBaHeTo Ha IONO3MPAHUTE HEXKENAHH JICKAPCTBEHK PEAKIHH CIICH Pa3pelnaBaHeTo 34 ynorpeba Ha
ICKapCTBeHUS NPOAYKT € BAXHO. TOBa M03BONABA NMPOAKDKHTENIHOTO HAOMIOACHHE HA CHOTHOLIEHHETO
10J13a/PUCK OT JIEKAPCTBEHHA TIPOAYKT.

MemmmHuckuTe cnendanydcTH Tpabea 1a cr00MABAT 32 NOAO3UPAHMTE HEXKEJIAHH JIEKAPCTBEHH PeaKLMH
J0:

HarnaAMTe HA AreHnns 0o JEKapeTBaTa

yi. ,,Jdaman I'pyes” Ne 8

1303 Codms

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

4.9 IIpeno3upane




[1pw neua npuemsT Ha noseue ot 400 mg/kg Moxe na goBene Ao NOABATA HA CUMITOMM. 11pH BL3pacTHU

e(JeKTET N033-0TTOBOP € MO-MAIKO OTYCT/INB. EJTMMMHALIMOHHHA TIOMYKHUBOT- MPH Tipeaosupane e 1.5-3
qaca.

CHMOTOMH OpH DpeaO3HPAHE:

[ToBeueTo MaLHEHTH, NPHENH KIMHHYHO 3HaYHMH kojmuecTsa HCTIBC pazpHBar Hal-MHOTO rajieHe,
NOBPbIIAHE, enuracTpaiHa O0JIKa HITH O-PAAKO AHapHi. BB3MOXKHH ca IIyM B YIIHTE, [71ABO0OIHE H
KBPBEHE OT CTOMALIHO-4YPeBHUA TPAKT [IpH mo-cepro3HM oTpaBaHKA MOXE 14 ¢¢ HaOMIoaaBaT HapyIICHHS
OT CTpaHa Ha LIeHTPATHATA HEPBHA CACTEMa, H3Pa3ABallH CE B 3aMaiHOCT, IOHAKOra Bp30yna u
Ae3opueHTalug unv Koma. [lonskora ce nabmozapar repdose. HpH cepHO3HO OTpassHe MOXe J1a
HaCTBITH MeTaboNMHMTHA alao3a. Bh3MOXKHO € Aa ce MOABH YALDKABAHE Ha MPOTPOMOHHOBOTO

speMe/INR, cpbp3ano BepoaTHO ¢ HaMeca BLB dyHKIMKMTE HA HEpKyMpanmwTe Paxropy Ha
KpPbBOCBCHPBAHETO.

Moixke aa ce Habmoaapa OE0pedHa HENOCTATEYHOCT H YBpPEXKAAHEe Ha YepHAA apod. BramoxHo obocTpiHe
Ha aCTMATa MPH aCTMAaTHIIN.

TepaneBTHUNN MEPKH RPH NPeAOIHPAHE

JledueHueTo TpAOBa Na Ob/le CHMITTOMATHYHO H [OUTHPKALIO KATO BKJIFOYBA NOATHPIKAHE IIPOXOAMMOCTTA
Ha JHXATEJIHUTE IThTHIIA H MOHHTOPHpAHE Ha CHP/ICYHHTE M KH3HCHH NOKA3ATENH A0 CTAOMTH3HPAHETO.
Jlo eHH uac cen MpHeM Ha NOTEHIMAIHO TOKCHYHO KOJIMYECTBO MOKE 214 Ce IIPWIOKH aKTHBEH BEITIEH.
YecTrTe H NPOALDKHUTENHH KOHBYJICHH TpAOBa fla ce TpeTHpa C HHTPaBEeHO3EH AHA3CIaM HIIH 1opa3enam.
IIpn acTMa ce mprutaraT OpoHXOAHIATATOPH.

5, PAPMAKOJIOTHYHHA CBOMCTBA

5.1 PapMaKogHHAMETHH CROHCTBA

(apmakoTepaneBTH4Ha rpyna: HectepuoHu NpOTHBOBB3NAKTENHY H AHTHPEBMATHYHH IIPOIYKTH,
JEPHBATH Ha NPOTIHOHOBATA KHCEJIHHA.

ATC xon: MO1AEO1

HbéynpodeH e HecTeporAEH MPOTHBOBB3NANATENCH- JTekapcTBeH npoAykT (HCIIBC) npoussoaHo Ha
MPOTIMOHOBATA KHCEJIHHA, JoKa3amo eQekTHBHOCTTA CH Ype3 HHXHOHApaHe Ha pocTarjlaHiMHOBATA
curresa. [Ipu xopa nGynpoden namanasa Gonkara, 0TOKA M TeMNiepaTypara NPHYHHEHH OT BB3MAJICHHE.

OcpeH ToBa HOyIipodeH 0OpaTHMO HHXMOHPa arperaluaTa Ha TpOMOOLUTHTE.

ExcniepuMeHTa oW JaHHH MOKa3BarT, Ye HOynmpoghen MoxKe Jia TOTHCHE e(eKTa Ha HHCKHTE J03H
ALETHICATMLIIOBA KUCEHHA BBPXY TPOMOOILMTHATA arperalus, KOraro c¢ npueMar eiHoBpeMeHHo. B
eAHO MPOYYBaHe, KOTaTo eHHHYHA 1033 HOynpoden 400 mg ¢ npuera B paMKuTe Ha 8 waca npeAn Wi
30 muH. cnex fo3a oT 81 mg anerwicanuiunona kucenuxa (ACK) ¢ HenocpeacTBeHO 0CBOOOMKAABAHE, C&
Habiroasa noHmwkeH edpexkt Ha ACK BupxXy oOpasysaHeTo Ha TpOMOOKCAH WM TPOMOOILIHTHATA
arperaiua. BeIpeku ToBa, OrpaHHYCHHATA Ha T€3H JaHHU H HECHT'YPHOCTTA NIPH €KCTPanoJIHpaHeTO Ha
JaHHH OT €X VIVO TIPOYHBAHHA BBPXY KIHHHYHH CIy4YaH OKA3BAT, Y€ HE MOTaT Ja € HaNpapaT
OKOHYATEJIHH 3aK0YCHHS OTHOCHO o0HvaiinaTa ynorpeba Ha HOynpodes B He € BE3MOXHO J1a ce
Ha0JoIaBa KIMHHYHO 3HaY¥M edekT npH ynorpebara Ha nbynpodeH.

5.2 DapMAKOKHHETHIHH CBOHCTBA

Hb6ynpoden ce pesopbupa Obp30 cnea npuiaaraie M 6sp30 ce paanpe,uena B LI€JIUsi OPTAHH3BM.
Exckpetgra npes Ou6penure e 6bp3a H NBIHA.




Maxcumansn cepymH# KOHLIEHTpaLuK ce HabNIoAaBaT 45 MUHYTH cJie/] IIpHeM Ha IaaHo H 1-2 yaca, ako
MPOXYKTHT € NPHET C XpaHa. BpeMeTo 3a NoCTHTaHe Ha MAKCHMAJIHH CEPYMHH KOHIICHTPALHM MOKE J1a
BapHpa B 3aBUCUMOCT OT NpHETATA J034.

Bpeme Ha monyxuBoT € okono 2 yaca.
Orpannyens npoyyBaHHs 1I0Ka3BaT, 4e HOYNpodeH MPEMHAHARA B KBPMATa B MHOTO HHCKH
KOHLICHTpALIHH.

3.3 IIpeakjHHAYRE A2HHH 32 6c30maAcCHOCT

Hsama crienmaniy (apMakoKWHETHYUHM H3CNCABAHAA, KOWTO ca OHIIH IPOBEJICHH C JELa.
HesaBHcHMO 0T T0Ba, PpapMaKOKHHETHYHHTE NAPaMETPH Ha HOYNpodeH NpH Aewa ¢a CHIOCTaBHMH C Te3H
TIPH BB3PAacTHH.

6. OAPMAIEBTHMHM JAHHH

6.1 Cnuchk Ha DOMOIHATE BEMECTBA
JIMMOHEeHa KUCEJIHHA

IluomacopGar 80
Harpues uutpar
TedweHn MaTHTON
Hatpures xnopup
KcaHTaHoBa ryma
JaxapuvH HaTpuii
ApoMaT Ha noprokan
HomudeH 6poMun
Fmanepon
[Tpeuncrena Boga

6.2 (PDH3AK0- XHMAYHH HECHBMECTAMOCTH
Hama

6.3 Cpok Ha rogHocT
100 ml — 3 (Tpu) ropuum
6 Mecela ciiel OTBapsaHE Ha ONAKOBKATA.

6.4 Coenuantn yC/IOBHA 38 ChXPAHEHHE
Hama

6.5 JaHan 32 onakoBKaTa

Kexnubapeno ouperena OyThinka ot nonuerwieH repedranatoso (PET) — 100 ml, cbe 3ammTeHa ot gena
3aITyIIAKE, ChC 3alHTEH NPBCTEH OT NOIHETHIEH ¢ BHcoKa ITkTHOCT {HDPE).

Jlo3upalio ycTpoicTBO:

5 ml nepopaliia no3upama CIPHHIIOBKA, cHabaeHa ¢ opankeBo Oyrano ot nomeriiicH (PE) u Gesnperen
HAMHHILP OT noaunponuned (PP).

OnakoBkara, ChABpsKaIH JO3Upalla CIPHHIIOBKA ¢ cHabieHa ¢ momueTHneHoea (PE) Tana, nmocraBeHa B
TBpNIOTO HA OyTHNIKaTa.

6.6 Crenpajnn npeanany MEPKH IPH A3XBLPINHE
Hsama crienaiay H3HCKBaHHA.

7.  HME H AJIPEC HA IPUTEXATEJIA HA PASPEIIEHAETO HA YIIO




Reckitt Benckiser (Romania) S.R.L.
48 Tancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, Pymbuus
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9, HATA HA IOBPBO PASPEINABAHETIONHOBSABAHE HA PA3SPENMIEHHETO 3A
YIIOTPEBA HA JEKAPCTBEHHUSA NMPOAYKT
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