KPATKA XAPAKTEPHCTHKA HA NTPOOAYKTA

1. HME HA JIEKAPCTBEHHUA ITPOAYKT

HypodeH 3a neua ¢ sxkyc Ha aroga 100 mg/5 ml nepopanna cycneH3us
Nurofen for children strawberry 100 mg/5 ml oral suspension

2. KOJIHYECTBEH H KAYECTBEH CBbCTAB
Hoynpoden (/buprofen) 100 mg / 5 ml (exBuBanenTen Ha 2,0 %o w/v)
[TOMOIIIHH BELLIECTBA C H3BECTHO JCHCTBHE:

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

Harpuii: 9,08 mg narpuii, (0,39 mmol) 3a 5 ml

Teuen manTuTon : 2226 mg 3a 5 m

3a NbLJIHUA CITHCBK Ha [TOMOLLIHUTE BELIECTBA BXX. TOYKa 6.1.

5 JIEKAPCTBEHA ®OPMA L <1 AWTEMHA AT ERWHS (10 NEKAPCTBATA
[TepopanHa cycneH3us. | "PATXE XRPAKTGRUOMUNE He % fipwonenue |
[MouTty 64512 BUCKO3HA CYCTIEH3MA, C BKYC Ha Aroja. }:b: fos N’;Wéﬁ/ """"""""""""""""
AIDALUCHL
4  KJIMHWAYHH JAHHH s O30 15 AS
OgoBpeHue Ne ..........ccvveecevvrrane /O

4.1 TepaneBTHYHH NOKA3AHUA

3a Obp30 M €PEKTHBHO MOHHKABAHE HA TEMIIEPATYpa, BKIIOHMTENHO ClEAd WMYHH3aUHH U 3a OBP30 H
eexkTUBHO obnekuyaBaHe Ha neka A0 ymepeHa Oosika MpHM Bb3NAJEHHWE HA T'LPJIO, HUKHEHE Ha 3b0OKu,
3600001, 60NKHU B yuIKTe, riaBobosue, ciabn 60AKH # HABIXBAHHA.

4.2 JAO3HPOBKA H HAYHH HA NPHJIOKEHHE 32 BL3PACTHH H 34 /ieua.

Jo3upoBKa

Camo 3a kpaTKOCpOUHa ynotpeba.

[IpenopbyBaHaTta AHeBHaTa no3a € 20-30 mg/kg/rerno pasnpeneneHa Ha OTAENHH A03H HA HHTEPBAIH OT 6
— 8 yaca. /la He ce nmpeBHIuaBa npenopbyBaHaTa A03a. C noMoluTa Ha MepUTENHaTa CNPHHLIOBKA TOBA

MOJKC Ja €€ [NOCTHI'HE NO CINEIHHA HAYHUH:

Bn3pacr Teruo (kg) IIpenopbuBana A03a

Kbpmayera 3- 6 Meceua,

Terno noseue ot 3 kg: 5-7,6 50 mg (2,5 ml) 1o 3 nuTH AHEBHO 3a 24 yaca.
Kbpmauera ot 6-12 mecena: 7,7-9 50 mg (2,5 ml) 10 3 — 4 nbTH AHEBHO 3a 24 yaca
Heua Ha 1-3 roaunu: 10-16 100 mg (5 ml) no 3 mbTH AHEBHO 3a 24 yaca
Heua Ha 4-6 rofiHHH: 17-20 150 mg (5 ml+2,5 ml) no 3 nbTH AHeHT

Jeua Ha 7-9 roauHH: 21-30 200 mg (2x5 ml) no 3 nbTH 33 74 w&%

Heua 10 —12 roauHu: 31-40 300 mg (3x5 ml) po 3 nbTH 32 t



Ja He ce naBa Ha KbpMauera 1oj, 3-MeCe4yHa Bb3pacT OCBEH aKO HE € MPeRNnMCcaHo OT JeKap.

Jla He ce M3MoJI3Ba [PU KbpMayveTa npH Terno noja 5 kg.

Ilpu kbpMaueTa (BL3pacTOBA MPAaHUUA: 2 J Mecela 10 < 5 Mecela) ¢ TeJIecHO TerJio noseue ot S kg:

[Ipn kbpMadeTa Ha BB3pacT 3 — 5 Meceua TpAOBa Ja NOTHPCU NEKAPCKH CLBET aKO CHMIITOMMTE C€

BJIOLLIAT UJTH HE NO-KBHCHO OT 24 4aca aKo CHMIITOMUTE RPOABLIDKABAT,

IIpy aeuna (BL3pacToBa rpaHHUa: = 6 mecena A0 < 12 roAMHN) /MK WHOMH (BH3PacTOBa rpaHHIIA:

> 12 roannu o < 18 roaunu): [Ipu geua Ha Bb3pacT HaA 6 MECEla WK IOHOLIH TO3H J€KapCTBEH

NPOAYKT € HeOOXOAMMO J1a C€ M3MOJI3Ba 3a MMOBEYE OT 3 AHH HJTH CHMIITOMHTE ce BloluaT, TpabBa aa ce

KOHCYNTUPATE C JIeKap.

Coeunannu rpyns nangHeHTH:

- Ilpu nupekcHa cnea UMYHH3auuda (2-6 Mecela): npenopbuBanara JHEBHA 034 OT NMpoaykTa e | X

50 mg (2,5 ml) no3a, ako e neobxoaumo ao3ara 1 x 50 mg (2,5 mi) Moxe aa ce nosropu cnex 6
yaca. /la He ce npeBuiuaBar noseue oT 2 A034 X S0 mg (2,5 ml) 3a 24 yaca. Ako TeMnepartypara
HE C€ MOHWIKABA, KOHCYNTAMATA C JICKAp € 3aJbIDKHTEIHA.

Haii-Huckara epeKTHBHA 1032 TpAOBa Ja ¢ M3MON3Ba 32 Bb3MOXHO Hal-KpaTKOTO BpeMe, HeOOXOAMMO 3a
obneKyaBaHe Ha CUMNTOMUTE (BXK. Touka 4.4).

Hauyun Ha npuaokeHne

[Tpuema ce nepopaliHo.

[1py mauueHTH ¢ YyBCTBUTENCH CTOMAX NIPOAYKTLT MOXKE 1a CE NPHEMA MO BPEME Ha XpaHeHe.

4.3 IIpoTEBONOKA3AHNA

CBPBXUYBCTBHTENHOCT KbM HOYNpOdeH MM KbM HAKOE OT NOMOLLHHKTE BELIECTBa H30poeHH B TOUka 6.1,

[TanueHTH ¢ BaHHK B aHAMHE3aTa 3a aCTMA, PUHHT, AHMAOEAEM HJIH YPTHKAPHA, CBbP3aHH € TEpanus ¢
aleTH/ICATHLIUIIOBA KHCEJIMHA W APYTHd HECTEPOMAHH MPOTHBOBB3INAINTEIHHN IEKAPCTBEHH CpEeACTBA

(HCIIBC).

[TattmeHTH ¢ aKTHBHA WM aHaAMHe3a 3a PELUHAHBHPaLA NCITTHYHA HBBB/K]J'I:BDHSJTHB (ﬂBa HJIH TTOBCYC
OTYET/IHBH €NM30[a Ha AO0Ka3aHa VYJILUepauua 1 K'prEHe).

[lauMeHTH ¢ JaHHU 33 KbPBEHE OT CTOMAILIHO — YPEBHHSA TPAKT HAH nepdopalks Ha A3Ba Clie/] NPHEM Ha
HCIIBC.

[TauMeHTH ¢ TEXKKA YepHOAPOOHA, OBLOpPEeUYHa H ChbpACYHA HEAOCTATHUYHOCT (BXK. T. 4.4.).
[locnenen TpumecTsp Ha OpeMeHHOCTTA (BX. T. 4.6.).

4.4 CnenHanHH NpeAynpexIACHHA R NpeaNasHH MEPKH NpR ynoTpeba

HexenraHute peakuuyu Morat na OnJat cBeicHU A0 MUHUMYM upe3 ynorpeba Ha Haii-
0033 3a Bb3MOXKHO Hal-kpaTko BpeMe, HeoDXoauMO 3a OBNaAfABaHE Ha CHMTO
CTOMALUHO-UYPEBHH H CbPICYHO-ChIOBU PUCKOBE).



[IpH naLMeHTHTE B CTapyecKa Bb3pacT, YecToTaTa Ha HabnojaBaHuTe HeskenaHn peakuud ot HCTIBC e
NO-BHCOKA, 0CO0EHO HA CTOMALUHO-YPEBHHTE KPLBOU3NHBH ¥ nepdopaildi, KOUTo Morart ga 6baar

(paTasHm.

PecnupaTopHH:
Moxe na Obae npoBokMpaH OpOHXOCNa3bM NPH NAUUEHTH, CcTpajaly oT OpOHXHanHa acTMa HiH

anepru4yHu 3abonsABaHu4.

Apyrn HCIIBC nexkapcTBeHH NPOAYKTH:
EnnospemenHata ynorpeba Ha ubynpoden ¢ apyru HCIIBC, BKnOUNTENHO CENEKTHBHH HHXHONTOPH Ha
UMKNQOKCHIeHa3a-2 TpabBa na ce u3barea (Bx. T.4.5).

CHcTeMeH Jynyc epHMATO3YC H CMECEHO CheIHHNTETHO-THLKAHHO 3abo/1aBane:
CucreMeH JIyNyC €PUHATO3YC H CMECEHO CHEAMHWUTEIHO-TBKAHHO 3abonsgBaHe - YBEJIUYEH DPHUCK OT
acenTHYEeH MEHHHIHUT (BX. T.4.8.)

b1uOpeunu:
bnOpeuno yBpexJaaHe, Thih kato OnOpeuHaTta QyHKUUA MOXe Aa ObAe IOMBJIHHTENHO HapylleHa (BXK.
T.4.3 1 T7.4.8).

CoiuecTByBa pHCK OT OBOPEUHO YBPEXKAaHE NPU AeXUAPAaTHPaHHU A€lua H FOHOLLH,

YepuoapoObuu:
UepHoapoOHa auchyHkums (Bx. 1.4.3 1 1.4.8).

Chbpae4Ho-CbROBH H MO3LYHO-CHAOBH ¢PeKTH

HeobxonvMo e noBHIEHO BHUMaHHe (00chicaane ¢ nekap Wi dbapmMaleBT) Npeau 3ano4yBaHe Ha JICYCHUE
Py NAlLIMEHTH C aHAMHE3a 3a XUMIEPTOHUA W/ WM ChpAEYHa HEAOCTATBYHOCT, ThH KaTO HMA CHOOUIEHN] 32
3a7pbXKKa Ha TEUHOCTH, NOBHUIEHO apTEPHATTHO HANATAHE B OTOK, CBBpP3aHH ¢ neueHuero ¢ HCIIBC.

[Tpu mauueHTH, nekysanu ¢ HypodeH 3a zielia ¢ BKyc Ha froja, ce cho0iiasa 3a cjiydad Ha CHHIPOM Ha
Kounis. CuHApoMBT Ha Kounis ce onpeaens KaTto BTOPUYHH ChbPACYHOCLAOBH CHMIITOMH Ha aJIEprU4yHa
peaKkiLys UK peaklMa HA CBPbXUYYBCTBHUTENHOCT, CBbP3aHH C KOHCTPHKLIUA HA KOPOHAPHHUTE apTepuy,
NOTEHLIHANHO BOACLLA A0 MHOKApJAeH HHOAPKT.

Hapyien @epTHIHTET NPH KEHHTE!

HMa 13BeCcTHH JaHHM, Ye JIEKapCTBaTa, KOUTO HHXHOUpAT LMKJIOOKCUTeHa3aTa/Hapy1aBa ce CHHTEe3a Ha
NPOCTArIaHJIWHA MOXKeE 1A NPeAU3BUKAT HAPYLLABAHE HA WEHCKUA QEPTHIIHTET UPES Bb3ACHCTBHE BbPXY
osyauuaTa. ToBa € o0paTUMO ClieR npeKpaTaBaHe Ha NEUCHHETO.

CroMamHO-"peBHH ePeKTH:
HCTIBC nexapcTBeRHTE NPOAYKTH TpAOBa Aa ¢ MPHJIaraT BHUMATENIHO IIPU NaUHEeHTH ¢ aHaMHe3a 3a
CTOMallHO-4peBHU 3abongBanus (ynuepo3eH KOIUT, OSonect Ha KpoH), Tbi KaTo Te3H 3a00NIBaHHS MOXKE

Ja ce obocTpAT (BXK. T.4.8).

Cnob1iaBa ce 3a CTOMAlIHO-YPEBHH KPbBOM3JIUBHM, S13Ba WJIH Nepdopauds, KOMTO MOXE Aa 3aBbpLuar
daranHo npu ynorpedara Ha Bcuukd HCIIBC, no Bcgako Bpeme Ha JieueHHeTo ¢ UM Oe3
NpeAynpeAUTENHH CHMIITOMH, UK NPEANilIHa aHAMHE3A 38 CEPUO3HH CTOMALUHO-YPEBHHU CHOUTHS.

PUCKBT OT CTOMALIIHO-YPEBHH KPbBOU3NHBH, A3Ba WX NepopaLus € o-BUCOK IPH Y
BucokH no3un HCIIBC nekapcTBeHMTE NPOAYKTH, NIPH NALUEHTH C aHAMHE3a 34 538




YCJIOXKHEHHS OT KPbBOU3NHB HITH nepdopauus (BX. T. 4.3), KAKTO W NPH MALUMEHTH B CTAPUECKA Bh3PACT.
Takusa nalueHTH TpabBa 13 3ano4YBart Ne4YeHNEeTo ¢ Hall-HUCKATa Bb3MOXKHA 1034,

[ManuenTnTEe C aHAMHE3a 3a CTOMALLHO-YPEBHA TOKCHUYHOCT, 0COOEHO TE3H B CTApUECKa Bb3pacT, TpaOBa
Ja cbo0LaBaT 33 BCHUKH HEOOHUYAHHHM CTOMALLUHH CUMITOMH (NO-CNIEUHATHO 38 CTOMAalHO-4YPEBHH
KPbBOH3JIMBH ), 0CODEHO B Ha4anHUTE Pa3H Ha JIEYCHHETO.

[MauuernTute Tpsabsa na 6bAAT NOCHBETBAHM J1a YNOTPeOsABAT BHHMATENHO TO3H NPOAYKT C APYTH
JIEKAPCTBEHM TNIPOAYKTH, KOUTO MOTAT Ja YBEJIHYaT PUCKA OT yJauepaly WX KbPBEHE KaTO NEpopaiHH
KOPTHKOCTEPOMiM, AHTHKOArYJIaHTH KaTO BapdapHH, CENEKTUBHH HHXHOUTOPH HA OOPaTHOTO 3axBalllaHe
HA CEPOTOHWHE WJIH NPOTUBOTPOMOOTHYHH CPEACTBA KATO ALIETHUIICATHLIMIIOBA KUCENHHA (BXK. T.4.5).

Korarto ce nomyuu CTOMallHO-YPEBEH KPBbBOH3IHB UIIH CE€ NOABY A3Ba NTPH MALMEHTH, NPHEMAIIH
nbynpoden, neueHueTo TpsadBa Aa ce NPEKpaTH.

Texxkn xoxHN Hexxenan peakliii (SCAR)

Texkn xoxkHHN HexenaHu peakiiiu (SCAR), BKIOUYUTENHO eKCPONHATUBEH AEPMATHT, epUuTeMa
mynTHdopMe, CHHAPOM Ha Stevens-Johnson, TOKCHYHA EMUASPMATHA HEKPOJIW3a, IEKAPCTBEHA PeaKiiks C
e03HHO(PHITHA K CUCTEMHY CUMNTOMH (CHHAPOM DRESS) 1 ocTpa reHepanusvpana eK3aHTeEMaTO3Ha
nyctynosza (AGEP), kouTo Morat aa 6b4aT HBOTO3aCTPALLABAIM WM Ja AOBEAAT A0 NIETANEH U3X0[, Ce
cbOOLLIABaT BLB BPb3ka ¢ ynorpebarta Ha nbynpodeH (Bx. Touka 4.8). [lopeyeto OT Te3u peakLuu
HACTBLNBAT Mpe3 TbPBHA MECEL.

[Tpyu nosia Ha NpU3HALK K CHMIITOMH, MOKA3aTE/IHK 34 Te3X peakuuu, ubynpoden Tpabpa ga ce cnpe
He3abaBHO U ja ce 0OMUCTH APYro NedeHHe (Cnope HEOOX0AUMOCTTA).

B M3KIIOUYUTENHH CYYaH, BAPKLENATA MOKE /1A [IPEIH3BUKA TeXKH KOXKHH HHPEKLMH M YCIIOXHEHUS B
MEKUTE THKaHH.

Hanocnegwk ponsta Ha HCIIBC nexapcTBeHM npOAYKTH [IPH BAOLLIABAHE HA T€3H HH(EKLUY He e
H3KIlOUEeHa. 3aTOBa Ce NpenopbYBa NPH BapyLena aa ce uibarea ynorpebara Ha ubynpoden.

MacKkHpaHe HA CHMIITOMRTE HA MOAJIeKANHTEe HHPEKIHH

Hypoden 3a aeua ¢ BKyC Ha Sroaa MOXe Ja MAaCKHpa CMMNITOMHTE HA HHEKUMA, KOSTO MOXE J1a JIOBE/E
1o 3afaBsHe Ha 3aMOYBAHE Ha MOAXONALIQ ICYECHUE MU NO TO3M HAYHH A BIOLUM M3X0Aa OT HHQEKLHATA.
Toea ce HabmozaBa npu OakTepranHa NHEBMOHMA, nNpHaoOHTa B OOLWIECTBOTO, KakTO0 W TNpH
OakTepHanHuTe ychoxHeHHa Ha Bapuuena. Korato HypodeH 2a peua ¢ Bkyc Ha sropa ce npunara 3a
NnedYeHHe Ha NMOBHUIEHA TemIepaTypa MM 3a obnexuyaBaHe Ha Oonkata BbB BpPb3Ka ¢ HHQEKLUA, ce
npenopwupa Habmoaenue Ha uHpexkuusTa. [Ipy u3BbLHOONHMYHH YCIOBHS MALUEHTLT TpaDBa Ja ce
KOHCYJITHPA C 1eKap, aKO CHMITTOMHUTE MEPCUCTHPAT UM CE BIIOLLABAT.

HudopmannaTa 3a IALHEHTA BRIIOYBA:
[TpoueTtere npuioKeHaTa JMCTOBKATA, NPEeAN Aa 3aN0YHETE Ja NOJA3BATE TO3H JIEKAPCTBEH NPOAYKT.
He npuemalite nekapCTBEHHUA NPOAYKT aKO:
-  Hmare (nnu Ccre umanud AB2 MM MOBeYe €MHM30Ja HAa) A3Ba HA CTOMAaxa, neppopauns UM
KbPBEHE
- Cre aneprudeH KBM HOYnpodeH #HAH HAKOA OT JPYTHTE ChCTABKM Ha NpPOAYKTa,
aleTHICANHLINIOBA KHCEJIHHA UAH 110oA00HH HONKOYCNOKOoABALIH
- [lpuemare apyru HCIIBC SonkoycnokosBalld WK aUeTU/ICAIMIHIIOBA KUCE/IMHA B JHEBHA
no3a Hag 75 mg

- HMETE HAH CTE HMaJM acTMma, AHaber, BUCOK XONECTEPON, BHCOKO
CBhpAEYHH, YepHoApOoOHH, OBbOPEUHH HITH YPEBHH NMPOOIEMH.




To3u npoAyKT € NpeHA3HAYEH 34 e1a Ha Bb3PacT OT 3 meceua Ao 12 roannn.
Korato JiekapCTBEHHAT MPOAYKT C€ NpueMa OT Bb3PACTHH:
Koncynrupalite ce Bawuna nekap uny ¢apManesT NpeJd Ja IpHeEMaTE JIEKAPCTBEHHS NPOAYKT aKo:
- ¢Te OpeMEHHH
- onMTBare ce Aa 3abpeMeHeeTe
- CT€ B CTapyecka Bb3pact
- CTe MyLLA4H

AKO CHMIITOMHUTE NPOABIDKABAT 1OBEYE OT 3 AHH, KOHCYJITUPAHTE Ce C BalllHA NeKap.
[lpy kbpMauvera Ha Bb3pacT 3-6 Mecela NoTbpceTe JIEKapCkH CbBET, ako caea 24 yaca ynotpeba (Tpw
N031) CHMIITOMUTE NMPOAbJKaBAaT.

CneundnyHHM 3a JIeKAPCTBEHHA HPOAYKT HpPeAYNpeXKACHHS:

To3n nekapcTBeH NPOAYKT chabpxa 9,08 mg HaTpuii 3a 5 ml, koiito ¢ exsusaneHTed Ha 0,45% ot
NpenopbYNTEIHATA MaKCUManHa JHeBHa A03a oT C30 oT 2 g HaTpHil 3a Bb3pacTeH.

To3u nexkapcTBEH NPOAYKT ChAbPXKA TEUYEH MAJITUTON, MALMEHTH C PEAKH HACNEACTBEHU NMpobieMH Ha
HETOHOCHMOCT KbM (PYKTO3a He TpsOBa Aa NpHEMAT TOBA JIEKAPCTBO.

4.5 B3anmoaeHcTBHE ¢ APYIH JEKAPCTBEHR IPOAYKTH H APYTH GOPMH Ha B3IAHMOJEHCTBHE
Uoynpoden He TpabBa aa ce H3N0/3Ba B KOMOHHAIMSA C:

AlleTH/ICA/IHIIHJIOBA KHCEJTMHA: OCBEH aKo ynorpedara B HUCKH AO3K HE € npeanucaHa oT aekap, Thil
KaTO TOBa MOXE Ja MOBKILH PHCKA OT HEXKEIAHN PeakuUnU (Bx. T.4.4).

ExcnepuMeEHTANHH JaHHH NMOKa3BaT, 4e¢ HoynpodeH MOXe Aa NOTHCHE eeKTa Ha HUCKHUTE 103U
alCTUICATUIINIOBA KHCEIMHA BLPXY TPOMOOLUTHATA arperalus, Korato ¢€ npueMar eIHOBpEMEHHO.
Brnpexu T0Ba, OrpaHHYEHHATA HA TE3H AAHHHU M HECUTYPHOCTTA NTPH EKCTPANOIUPAHETO HA AAHHH OT ex
Vivo Npoy4BaHus BLPXY KIMHHYHHM ClydaH [10Ka3BaT, Y€ HE MOraT Ad C€ HANpaBAT OKOHYATENHH
3aKJIIOUEHHs OTHOCHO oOMuaitHaTa ynorpeba Ha ubynpodeH 1 He € Br3MOXKHO Ja ce Habnioaasa
KJIHHHYHO 3Ha4YHM e@ekT npy ynoTpedara Ha noynpoged. (BXx. T. 3.1)

Apyrn HCIIBC nekapcTBeHH NPOAYKTH, BRJIIOUMHTEIHO HHK/JI0-0KCHIeHa3a-2-cneHPHYHH
naxubaTopu: EnnospemerHara ynotpeba ¢ qpyru HCHBC ysennuasa pucka oT HEXKenaHU peakuuH (Bx.
7.4.4) v TpnbBa 12 ce u3dArea.

UO6ynpoden Tpabpa aa ce H3MO/13BA ¢ BHHMAHHE B KOMOHHAIHA C:
AntukoaryaanTu: HCIIBC nekapcTBenuTe npoJyKTH MOraT J1a 3aCH/IAT Ha €(EeKTa Ha aHTUKOary1aHTH
kato BaptapuH (BX. T.4.4).

AnTHxunepTeH3RBHN (ACE vuxAOHTOPH # AHTANOHHUCTH HA AHTHOTEH3AH-11) H ANYypeTHIM:
HCIIBC nekapcTBeHUTE NPOAYKTH MOXE Aa NOHWXKAT eeKTa Ha Te3W NeKapCTBEHH NpoaykTH. I1pu
HAKOH MALKUEHTH ¢ KOMIpoMeTHpaHa 6b0peyHa QYHKUNSA (AEXHAPAaTHPAHU HIIH B CTap4ecKa Bb3pacT ¢
yBpeacHa 6b0pevna GpyHKUHA) eHOBpEeMEHHOTO npunokernre Ha ACE unxubutopu, bera-onokepu Ui
AHTArOHUCTH Ha aHTHOTEeH3HH-1] ¢ nekapeTBa, KOHTO HHXUOHUPAT UMK/ICOKCHICHA3aTa MOXE Ja JOBEAE 0
ROITBJHUTENHO BlolIaBaHe Ha ObOpeuHata QyHKIHS, BKIIIOUHTEIHO OCcTpa OB0peuHa HeaOCTaTbYHOCT,
koeTo OOHKHOBEHO € 00paTumMo. CnefoBaTenHo koMOMHauuATa TpsadBa Aa ce npunara 8
0co0eHO NP NalUUEHTH B CTapyecka Bb3pacT. [lauyenture TpabBa na ca aieKBaTHO
oOMUCIH HEODOXOJUMOCTTA OT npocneaapaHe HA 6bOpeuHaTa QyHKUMSA B HAYAIOTO




JedeHHE W NepHOANYHO cliell TOBA. JIMypeTHLIMTe MOraT Aa MOBHILAT PHCKA OT HEPPOTOKCHUHOCT
cebp3ana ¢ HCIIBC.

KopTHKOCTepOHAH. Thil KATO MOXE [a YBENIHUYAT PACKE OT CTOMALIHO-YPEBHH A3BH U KPBBOU3IHB (BXK.
1.4.4).

AHTHAIPEraHTH H CEIEKTHBHH HHXHOHTOPH Ha o0paTHOTO 3aXBalllaHe HR CepOTOHHHA. [loBHIleH
PHCK CTOMAILIHO-UPEBHH KPbBOU3IHBH (BXK. T.4.4).

Copaeunn ranko3uan: HCIIBC nekapcTBeHHTE NPOayKTH MOTaT Aa 00OCTPST ChpleYHATA
HEeJOCTATLYHOCT, 4d HAMANST IIOMEPYJIHATA QUIITPALIMA U A4 NOBKILAT NJIa3MEHHUTE HHB& HA CHPACYHUTE
FMUKO3UAM.

JiaThii; MiMa AaHHH 3a NOTEHUMATHO MOBHLIEHHE HA IIA3MEHHUTE HUBA HA JIUTUH,
MeToTpekxcaT: MMa JaHHH 32 nOTEHUHANHO NOBHINABAHE HA M/1a3MEHUTE HUBA HA METOTPEKCAT.
IHKA0OCNOPHH: MOBHILEH PHCK OT HEPPOTOKCHUYHOCT.

Mudenpucron: HCIIBC nexapcTBeHHTE NPOAYKTH TpAOBaA HE Aa ¢ npuaarar a0 8-12 aAHnM cael
NMPUJIGKEHHE HA MUQENPUCTOH, Thi KaTO NMOHMKaBat egekTa Ha MUGETPUCTOH.

Takpoanmyc: PUCKBT OT HEPPOTOKCUIHOCT € NOBKLIEH MPH eAHoBpeMeHHa ynoTpeda na HCTIBC u
TAKPOJIUMYC.

3ugoByanH: PUCKBLT OT XEMATOJOrH4YHA TOKCHYHOCT € MOBULIEH NPH €AHOBPEMEHHA ynoTpeda Ha
HCIIBC v 3uaoByauH. Ma naHH#H 33 YBENHYECH PHCK OT XEMApTPO3H H XeMaToMH IpH HIV+
XeMOQUIULY, JIEKY BAHH ETHOBPEMEHHO CbC 3UA0BYANH U MOYnpogeH.

XHHOAOHOBH AHTHOHOTHIK: JlaHHH OT NpOoyUBaHUA BLPXY »HBOTHH covart, 4e HCIIBC morar na
YBEJIHYAT PUCKA OT KOHBYJICHH, CBbP3aHHU ¢ XMHOJOHOBUTE aHTHOHOTHLM. [lannentv npuemawy HCTIBC
U XMHOJIOHH MOXE Ja Ca MJIOXKEHH Ha MOBHULLEH PHCK OT MOSBA HA KOHBYJICHM.

4.6 OepTHAHTET, OPpEMEHHOCT H KhpMEHE
bBpeMenHoCT

[ToTuckaHeTo Ha NpocTariaHAMHOBATA CHHTEA MOXKE 3 NOBAHAS HebaronpUATHO 6peMeHHOCTTa /KWK
eMOpHO/(PEeTaNHOTO pa3BHTHE.

JlaHHH OT eNHAEMHONOMHYHHY NMPOYUYBaHHA MOKA3BAT MOBUALIEH PUCK OT HEAOH3IHOCBAHE H CHPACYHH
Mal(opMallUi ¥ raCTPOLIH3KC CNea ynoTpeda Ha KHHXHOUTOPH Ha MPOCTArIAHAMHOBATA CHHTE3a B PaHHA
OpemMeHHOCT. AGCONITHUAT PUCK OT ChPACYHO-CHI0BH MANOPOpMALMH ¢e MoBHIIaBa 0T | % a0
npubauznurenHo 1,3 %. Cuuta ce, 4e pUCKBT CE MOBUILABA NPY BUCOKH J03H U NPOABIKUTENHO JICUCHHE.
[Ipy ONMHTH C XKUBOTHHU MPUIOKEHUETO HA HHXUOUTOPHU HA NPOCTArNaHAMHOBATA CHHTE3a BOAU 0 Npe- U
MOCT-UMIIAHTALMOHHA 3aryf6a n eMOpuo-geraneH setTalnTeT. OCBeH TOBA Ce Cb0oOLLaBa 3a NOBHILIEHA
4E€CTOTa Ha BPOACHUTE MaAKPpOPMALHH, BKITFOYHTENHO CHPASHHO-CHAOBH, TPU KHUBOTHH MONYHNIIH
UHXHOMTOPH Ha NpocTariaHAMHOBaTa CHHTE3d MO BPEME Ha OPraHOreHesara.

Ot 20-taTa ceamMHLa oT OpeMEHHOCTTA HAaTaThK ynorpedara Ha nbynpoden Moxe na n :
OJINTOXMAPAMHHOH B pe3ynTaT Ha 6b0peuHa JUCPyHKUMA Ha nnoga. ToBa MoXe J1a Ce

HAYyanoTO Ha NeueHHeTO U OOUKHOBEHO e 0GPaTHMO NPH NPEeYCTaHOBABAHETO MY. B fogd
¢1b0O11aBa 3a CyUaH Ha KOHCTPHKLIKA Ha AYKTYC apTepHo3yC ClleA JIeYEHHE BbB BTYPIE

T




MOBEYETO Ca paspellieHH clie npeycTaHoBABaHeTo My. CrenosarenHo Hbynpogen He Tpsabea aa ce
H3N0N3BA [1pe3 N'bPBUA H BTOPHS TPHMECTLD Ha OPeMEeHHOCTTa, OCBEH aKO HE € KATErOpUYHO HEOOXOAHM.
Ako uOynpod)cH Ce W3NOA3BaA OT WEHH, KOUTO C€ ONUTBAT Aa 3a0peMeHesiT UM Npe3 bPBUS H BTOPHS
TPUMECTHLP Ha OpeMEHHOCTTa, Ao3aTa TpsahBa Aa Obae MaKCHMANTHO HUCKA U NPOALIKHUTEHOCTTA Ha
NevyeHue Bb3MOXKHO Hai-kpaTko. Heobxoaumo e na ce oOMUCAH npeHaTalHo HaboAeHHE 3a
OJIMFOXHPAaMHHOH H KOHCTPHKLIHA Ha AYKTYC apTEPHO3YC Cliea u3naraie Ha nOynpodeH B npoaAbIKEHHE
Ha HAKOJKO JHHM oT 20-TaTa recTaliyoHHa ceMUIl2 HaTaTbK. JIcueHHneTo ¢ nOynpodeH TpadBa aa Obje
NPEYCTAHOBEHO NPH HATMUHE HA OIMTOXHAPAMHHOH U KOHCTPHKLHA HA JYKTYC apTEpHO3YC.

B nocnegnus TpUMECTLP HA OpeMEHHOCTTa BCHUKH HHXWOHUTOPHM Ha MpOCTarfaHAnHOBATA CHHTE3d MOTaT
Aa H3N10XKarT:

. IInoga Ha pHCK OT:

- KApAHOMHOMATHA (MPEeXXACBPEMEHHA KOHCTPHKLMA/3aTBApAHE Ha eTanHus ductus arteriosus
OenoapobHa XUNEPTEH3HA);

- ObOpeuHa DTUCPYHKLHA, KOATO MOXE Jla porpeckupa a0 6pbpeuHa HEAOCTATBYHOCT ¢
ONUTOXUIIPAMHUOH ( BHXXTE MO-rope).

. Malikara ¥ HOBOPOJEHOTO B Kpas Ha OpEMEHHOCTTA Ha PHCK OT:

- Bb3MOXKHO YIb/KABAHE HA BPEMETO HA KbpBEHE, AHTHArperaHTeH eekT, KOHTO MoXe Ja ce
Hab/oaaBa 10PH B MHOTO HUCKH HO3H;

- IOTHCKaHe HA MAaTOYHUTE KOHTPAKLMK, BOIELIO J0 3a0aBeHO HIIH YABDKEHO paXIaHe,
Cnenpoarento nbynpodeH e npoTaBonokasaH npes NoCAEAHKH TPHMECTBP Ha OpEMEHHOCTTA

Knpmene

B orpann4eH Opoii npoyuBauus, HOynpodeH ce yCTAHOBSBA B MHOIO HUCKH KOHLIEHTPALMH B MaHYUHOTO
MJISIKO H € MAJIKO BEPOSTHO Aa HMa HeO1aronpHATHO BIMAHUE BLPXY KbpMauero.

QepTHIAHTET

Henpunoxumo.

4,7 EdekTH BLDXY cnnocobHOCTTa 32 WopHpaHe 1 paboTa ¢ MANIHHH

He ce oyakBaT TakuBa B [IPENOPBYaHHTE J03H H MIPOALIKUTENHOCT HA ICUCHHUE.

4.8 Hexenann JeKapcTBeHH peaKHH

H30poeHunTe o-a0ny HexeNaHyu peakuuu ca Habaroaasanu ¢ ubynpodeH npu OTC no3u (MakcCHMyM
1200 mg Ha aeH), npH KpaTKOTpakHO npunoxkeHue. [IpH nedeHne Ha XpOHKYHH CHCTOSHUA H

NPOABIKHTECHO MPHIOXKCHUE MOTdAT Aa CC NMOABAT QOITbJIHUTCIIHH HCXKCIIAHH PCAKLIHH.

Tabnuua ¢ HeKeJAHHTE peaKIHH

Cucrema-opras Kiaac YecToTa HexelaHH peakuun
Hapywennss Ha  kpbBra H | MHoro Hapywienus na xemonoesara
NUMPHATA CHCTEMA | peaku | |
Hapywenus  na  uMyHHarta | HeuecTH PeaKlMH Ha CBPbX4YBCTBHTENHOCT BKJIHOUBALIH:
CHCTEMA | Yprukapus v npyputyc’

MHoro Texky peakuMd HA CBPbXHYBEPE

pEAKH CHMNTOMHTE BKJIFOUBAT OTOK ,- k

W napuHKca, 3ajyX, Taxuka -/
| (aHadunakcHs, aHrmoenemM Wiy X pis




-
Hapyuienus HA HepBHaTa | HeuecTH ['naBobonue
CHCTEMA MHoro AcCenTHYeH MEHHHTHT
| penxu
CbpleuHH HAPYLUEHHUS | HenssectHa | ChbpieyHa HEZOCTaTBMHOCT H OTOLM’
C Cunapom Ha Kounis
HEeH3BEeCTHA
YECTOTa |
Cb10BH HapYIIEHUS HeussecTHa | ApTepyanHa XuneproHus®
PecniupaTtopHu, rpbOHKU U | HenszpectHa | [loBHILEHA peaKTHBHOCT Ha pECNUPATOPHHS
MEAHACTHHANIHH HapYLUEHHUS _ | TPAKT, OTHACSI CE€ [0 aCTMa WM 3a1yX’
CTOMAallIHO-YPEeBHH HAPYLLECHMS Heyectn | KopemHa Goiika, ranete u IMCNENCHS
Penkwu Huapus, (uaTyiiceHuus, KOHCTUNAUMS U
| | noBpBILAHE
MHoro IlenTuna 13Ba, nepdopaius HJIH
pelaKu FaCTPOMHTECTHHAJIEH  KPbBOU3/MB, MEJCHA,

xemMaremesa.® Y/Iuepo3eH CTOMATHT, [acTPHT,
ofocTpsiHe Ha KonHuT M 6onect Ha Kpon'’

XenarobUnHapHu HApYILIEHUS Muoro UepHoapoOHO yBpeKaAaHE
PEAKH |

Hapywenns Ha  koxkara u | Hedectn | KoxHn o6pusn’

MOAKOXHATA ThKaH MHoro Texkn kOoxHU HexenaHd peakudd (SCAR)
peaKH (BKJIFOUUTETHO epUTEMA MYyTH(OpME,

exchonHaTUBeH  JAEpMATHT, CHHApPOM  Ha
Stevens-Johnson W TOKCHYHA enHaepMalHa

HEKPO/H3a)
C JlexapcTBeHa peakuus C  €O3UHOPHIMA U
HeHiBecTHA | cucTeMHH cuMnToMu (DRESS cunapom)
4yecToTa OcTpa reHepaJu3upaHa €K3aHTEMATO3HA
nycrtyno3a (AGEP)
_ | PeakuuH Ha GOTOUYBCTBHTEIHOCT
Hapywenns Ha ©OwOpeudte u | MHOro Ocrpa O6peuHa HeROCTaThYHOCT®
MMKOYHMTE MbTHLLA PeJKH |
Hacneasanus MHoro [TonuxeHn HHBA HA XxeMoriIo0HHa
peaKH F
Uupekunu u HHbecTalinu HeuszpectHa | OOoOCTpsiHE Ha  Bb3NaleHus, CBbP3aHH C

UHpexkUa (Hanp. pa3sBUTHE Ha HEKPOTH3MPALL
dacuuunT), 0 U3KJIKUYEHUE, TEKKH MHPEKLHH Ha
KOXKara M  YCIOXKHEHHA OT CTpaHa Ha
MOAKOMKHUTE TbKaHW MOraT fa C€ NOSABAT N0
BpEME Ha Bapuuea.

' TlpuMepuTe BKIIOYBAT aHEMUS, TIEBKONIEHUS, TPOMOOLUTONEHHS, NAHLIHTONEHHUA, arpadyiLHTO34.
[IbpBHTE MpH3HaALM ca TeMepaTypa, O0JKH B rbpIOTO, NOBbPXHOCTHH A3BH MO YCTATAa, PUNONOL00HH
CHMINTOMH, CHJIHA OTNAJHANOCT, KPLBOW3IIKBH OT HOCA M 1O KOXKATA.

? loknanBaHKTE PeakLHH HA CBPBLXUYBCTBHTENHOCT NPH NeueHue ¢ uBynpodeH ce OTHACIT A0:

(a) HecrieuMPHUHHK aNepriYHH PEaKllUHM, EIWHUYHY Cy4Yad Ha aHadHIaKCH s,

(6) noBHIEHAa pPeaKTHBHOCT HAa pECIHPATOPHHA TPaKT, OTHACALl C€ A0 acTM
OpOHXOCNa3bM, HIIH 3311yX,;



(B) pa3HOBHIHH KOXHH NPOABH, BKIIIOUHTENHO OOPUBH OT pasiMieH THI, NPYPHTYC, YPTHKapHs, Nypnypa,
aHrHoeNeMa H MHOrO pAAKO eKC(OJHATHBHH H OyJIO3HH JAepMaTo3d  (BKJIIOHHUTENHO TOKCHYHA
enuiepMaliHa HEKpOoaun3a, CHHAPOM Ha CTUBBLHC-I[DXOHCBH U epuTeMa MyaTHOPME).

STlaToreHeTHYHHUAT MEXaHH3bM HA JIEKAPCTBO-HHAYUHPAHHSA aCENTHYEH MEHUHIHT HE € HAMMBJHO H3SCHEH.
Bunpekn ToBa HaNMMYHUTE JlaHHU 3a cBbp3anus ¢ HCIIBC acenTHueH MEHHHIHT HACOUYBAT KbM peakiins
H4 CBPBXUYYBCTBHUTEHHOCT (TIOpajy ChbBNAJCHUE NO BpeMme ¢ ynorpedaTa Ha N1€KapCcTBOTO U NpEeMHHABaHe
Ha CHMNTOMHTE Clie] [MpekpaTaBaHe Ha fneucHHero). Tpsabsa nga ce orbenexu, ue ca HabmonaBaHu
eAMHHYHY CHMIITOMH Ha acenTHYeH MEHHMHIHMT (KaTo BpaTHa PpUTHAHOCT, TINaBoOOSIUE, raJeHe,
NOBpPbILAHE, TPECKa HMIM AC30PHEHTAUMA) [10 BpEME Ha NedeHUE ¢ HOYNpodeH npH MNaUHEHTH C
ABTOUMYHHHM HapymEHUS (KaTO CUCTEMEH JIyNyC €pHUTEMATO3YC, CMeCeHa CbEAMHHUTENHO-TbKaHHa
Sonecr).

1 KnuuuyHH NpoyuyBaHus MoKa3par, ue ynotpebara Ha ubynpodeH, ocobeHo BB BUCOKA R03a (2 400 mg
AHEBHO) H MPH NMPOIbIKHTEITHO NIPUAOKEHHE MOXe Ja 6bAe CBbp3aHa C IEKO MOBHUIEH PHCK OT
apTepHaNHi TPOMOOTHUHH CHONTHA (HanpuMep MUOKapaeH HHGAPKT WK HHCYNT). HanuunuTe
eNUAEMHOJIOTHYHH IPOYYBAHNA HE NOKA3BAT, Y€ HUCKU A03U nOynpodeH, (Hanp. <= 1200 mg aAHEBHO)
ce CBBP3BAT C YBEJIMYEH PHCK OT MHOKapAeH HH(apPKT.

> [ToBeyeTo YCTAHOBEHH YECTH HEXEJIaHH PeaklUy ca CTOMALIHO-YPEBHH.
® [Tonsikora datanHa, NO-CNEUNATHO MIPU NALMEHTH B CTAPYECKA BL3PAacT.

" Bux 1.4.4

* OcobeHo npu ABArocpo4Ha ynotpeba, CBbp3aHa ¢ MOBHILEHA CEPYMHA KOHLEHTpAUUs Ha ypesl H OTOLH.
CpInlo BKIKUBA NanyiapHa Hekpo3a.

Coro0masaHe HA TOAO3HPAHH HEXKEIAHH PEaKIHH

CwobujaBaHero Ha TMOAO3UPAHMTE HEXKENaHW peakuuM cne  paspelaBaHeTro 3a ynotpeba Ha
NIeKapCTBEHHUA NMPOAYKT € BaXHO. ToBa no3soAfBa NMPOIBb/DKHTENHOTO HAOMIONCHHE HA CbOTHOLUEHHETO
Moj3a/puck OT JIEKAPCTBEHMA NpoayKT. MeaHLMHCKHTE cneunanucTH TpsbBa na cbhodbllaBat 3a
MOJO3HPAHUTE HEXKENAHN PEAKLMUH J0O:

HimbHHTETHA ANCHIUA 110 JIeKAPCTBATA

vi. ,, JlamaH I'pyes” Ne 8

1303 Cotpus

Ten.: 4359 2 8903417

yebcaiiT: www.bda.bg
4.9 [Ipenozupane

[lpu neua npueMsT Ha noeede ot 400 mg/kg Moxe aa foBeje A0 nosBaTa Ha CHMNTOMMU. [IpH BBL3pacTHH
e(eKTHbT A03a-0TrOBOP € NO-MANKO OTHUETANB. ENHMHUHALHOHHMS NOJTYXKHUBOT NpH npeno3upaxe e 1,5-3
yaca.

CaMnTOMH NIPH NpeJo3IHpaHe:
[ToBeyeTo NMalMEHTH NMpHETH KIKHHYHO 3HaYUMH konHuecTea HCIIBC passuBar Hali-MHOTO rajcHe,
MOBPblaHe, eNHracTpaisa 6oaka 4iu no-psaaxko AMapus. Bb3MOXHH ca LLyM B YILIUTE, IJ1aBoOONIKE H
KbpBEHE OT CTOMAUIHO-UpeBHHUA TPaKT. [Ipy no-cepHo3HH OTpaBAHUA MOXe Ja ce Habnogaear
HapYUIEHHS OT CTPaHa Ha LICHTpAalIHaTa HEPBHA CHCTEMA, H3PA3ABaLlLH CE B 3aMAasAHOCT, [IOHAKOra Bb30yna
W ae3opueHTanus unu koma. [onskora ce Habnogapar repuose. 11pH cepuo3HO qua e RO AR
HACTBIH MeTaboNMTHA auK03a. BL3MOXKHO € 13 ce MOABH yb/DKaBaHe Ha MPoTpoMEHHaRY Bpeme
CBBP3aHO BEPOATHO € HaMeca BbB (DYHKLIMHUTE HA LIMPKY AHMPaLLUTE GAKTOPH Ha KPLAOEHCH




Mpoabmxurennara ynorpeda Ha NO-BHCOKH JO3H OT NPENOPbYHTENHUTE HITH NIPeO3UpaHe MOXe Ja
noBeze no 6bOpeyHa TyOYIHA aLn03a U XHITOKAITHEMHAL.

Moxke pa ce Habnrogasa 6LOpeyuHa HEAOCTATLUHOCT U YBPEXKAaHE Ha UYepHUA I1pod. Bb3MoxHo e
00OCTpsAHE HA aCTMATa NPH aCTMATHLIY.

TepaneBTRYHKR MEPKH NPH Npefo3upaHe

JleuernueTo TpsaOBa Aa ObAe CHMNTOMATHYHO H NOANBPKALIO KATO BKIOYBA NOAAbPXKAHE NPOXOAHMOCTTA
Ha AUXATENHHUTE MbTHUIA H MOHHTOPHPAHE Ha CHPACYHHUTE W XKH3HEHHU NOKa3aTenu A0 cTabuin3HpaHeTo.
Jlo enuH yac cnel npueM Ha NoTeHUHalHO TOKCHYHO KOIHYECTBO MOXKE J1a CE MPUNIOXKH aKTHBEH BBIIIEH.
HecTHTe N NPOABIKUTE/IHW KOHBYJICUM TpA0Ba Aa C€ TPETUPAT ¢ HHTPABCHO3EH AUA3ENaM UJH
nopazenam. [1py acT™a ce npunarat OpOHXOANIATATOPH.

S. ®APMAKOJOIrHYHH CBOHCTBA
5.1 PapMaKkoaAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: HecrepuoaHn NpoTHBOBB3NANUTENHH H AHTHPEBMATHYHH MPOAYKTH,
NEPHBATH Ha NPONHOHOBATA KHCENHHA.

ATC kon: MO1AEQI

Hoynpoden e Hecteponaer npoTUBOBB3NanuTeNneH nexaperseH npoaykt (HCIIBC), npon3BoaHo Ha
PONMUOHOBATA KMUCENHMHA, A0KA3aN0 €QPEKTHBHOCTTA CH Ype3 HHXUOHpaHe Ha npocTariaHIMHOBaTa
cuHTE3a. [1pn xopa uOynpoden Hamanasa SonkaTa, OTOKA U TeMIepaTypara NPHYHHEHH OT Bh3MAJICHHE.
Ocses ToBa nbynpodeH obpatumMo HHXUOUpa arperaiuaTa Ha TpoMOOLIMTHTE.

HypodeH 3a n1eua ¢ BKyC Ha aroja cbaAbpka ubynpogeH, KoiATo B OTKPHTO MPOYUYBAHE € MOKA3aN HAYAIO
HAa aHTUNIMPETHYHO AEACTBHUE ciel |5 MHHYTH M MOHKXKAaBA TEMNEpaTypaTa Npy aeua a0 8 yaca. OcseH
TOBa, 103a o1 5-10 mg/kg ubynpodgeH U nosede MoXxe Xa OCUTYpH obekuaBaHe Ha bonkarta 10 8 yaca.

ExcnepUMeHTaNHH AaHHH NOoKa3Bart, ye ubynpodeH MOXKe Aa MOTUCHE eeKTa Ha HUCKKUTE 103H
alleTHJICANULIMNIOBA KHCENHHA BbpXY TPOMOOLMTHATA arperauus, KoraTo ce npiemMar e1HOBpeMeHHO. B
€AHO Npoy4Baxe, Korato eAMHUHuHa no3a ubynpogen 400 mg € npueTa B paMKUTE Ha 8 yaca npeau uiu
30 MHH. cnea no3a ot 81 mg auernncanuunnosa kucendna (ACK) ¢ HenocpeacTBeHO ocBoOOXKAaBaHe, ce
Habnmonasa nowuxeH epekt Ha ACK Bbpxy obpa3zysaHeTo Ha TpoMOOKCaH MM TpoMOOLIMTHATA
arperauvs. Boopekn T0Ba, OrpaHUYEHHUATA Ha TE3U AAHHHU U HECUTYPHOCTTA MPH EKCTPANONUPAHETO Ha
JAHHH OT ex vivo NPoYy4YBaHHA BbPXY KIHHHYHH CNy4au MOKa3BaT, Y€ He MOrar Jia ¢€ HANpaBAaT
OKOHYATEJHY 3aK/IHOUEHHA OTHOCHO oOuuaitHaTa ynotpeba Ha HOynpodeH U He € Bb3MOKHO Jia ce
HaOnoAaBa KIMHHYHO 3HaYuM edekT npu ynorpedara Ha nOynpodeH.

5.2 dapMaKOKHHETHUHM CBOHCTBA

Hb6ynpodeH ce pesopbupa 6bp30 cnen npunaraie ¥ 6bp30 ce pasnpenens B UEIUS OPraHUu3bM.
ExckpeunsTa npe3 OnOpeuuTe e 61p3a v nbiHa.

MakcHMaJIiHH CEpYMHH KOHLEHTpALMH ce HabmoaaBaT 435 MHHYTH CJI€A MPHEM Ha ragHo M 1-2 vaca, ako
NPOAYKTLT € NPHET ¢ XpaHa. BpeMeTo 3a A0CTHraHEe HA MAKCHMANHH CEPYMHHM KOHLICHTPALUKH MOXe 1a
Bapypa B 3aBUCHMOCT OT PUETATA J032.

BpeMe Ha Moy XUBOT € OKONO 2 Yyaca.

OrpaHyM4eHy NPOy4BaHis NOKa3BaT, ye UOyNpogeH NpeMHHaBa B KbpMaTa B MHOTO
KOHUEHTpALIHH.




5.3 [MpeakTHHAYHK aHHH 34 6e30MacHOCT

Hsima cneunanin (papMaKkOKMHETHYHH W3CAelBaHMA, KOWTO ca OMNH MnpoBeleHH ¢ Jelia. HesaBucumo or
TOBa, (papMakOKHHETpHUHUTE napaMerpd Ha uOynpodeH nNpH Jeua ca CbLNOCTABHUMU C TE3W MpPH
Bb3PACTHH.

6. PAPMAILIEBTHYHH TAHHH

6.1 CrHchbK Ha NTOMOIIHHUTE BelllecTBa
JInMOHEeHa KHCenuHa

[Tnonucopbar 80

Harpunes uutpar

Teyen mantuTon

Hartpues xsopua

KcaHTaHOBa ryma

3axapuH HATpUi

SAronona eceHnHs (CbABbPKA MPONUIEHITTHKON)
HomubeH Opomun

[ mnuepon

[Ipeuncrena Bona

6.2 HeChBMECTHMOCTH
Hama
6.3 CpoOK Ha roHOCT

3 (TpH) rogunu
CpoOK Ha rOgHOCT CeA OTBAPSIHE HA ONAKOBKaTa: 6 Meceua

6.4 ChnennanHH yCJIOBHA 32 ChbXpaHeHHe
bez crieuManHu YCIOBHUA 3a ChXpaHEeHHE

6.5 BHA # CHALPXKAHHE HA ONAKOBKATA

TomHua 6yTunka ot noaveruned repedranaropo (PET) — 100 ml, cbe 3amdreHa oT Aena 3anyuaika, cbe
3ALEMTEH MPLCTEH OT NOMUETUNEH ¢ BUCOKA NTBTHOCT (HDPE).

OnaxkoBkaTa CbAbpKa A03UpaALLO YCTPOHCTRO:
5 ml nepopanHa ao3upailia CpuHLOBKA, CHabaeHa ¢ opaHxeBo 0yTano ot nonkwetunes (PE) u Ge3usereH
LHJIHHABLP OT noannponuicH (PP).

6.6 Cneunaanu npeaAnasHH MEPKH NMPH H3XBLPAAHE
Hama cneuyanHy U3MCKBaHHUA.

7. HUME H AJIPEC HA TIPUTEXATEJA HA PAZPELLIEHHETO HA YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 [ancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PyMbHus

8. HOMEP PA3ZPEIHNIEHHETO 3A YIIOTPEBA

Per. Ne 20060193




9. JATA HA IIBPBO PA3PEHIABAHETIOJHOBSABAHE HA PA3PEHIEHHMETO 3A
YHOTPEBA HA JIEKAPCTBEHHMSA INTPOAYKT

Jlata Ha MepBO pa3peluasane: mai, 2006
JlaTa Ha MocieAHO NOAHOBABAaHE: OHH, 201 |

10. JNATA HA AKTYAJIM3AILIUA HA TEKCTA
aekeMBpH, 2025




