KPATKA XAPAKTEPUCTHKA HA IIPOJIYKTA

1. MME HA JIEKAPCTBEHHS ITIPOJIYKT [ AL i HMTENHA ATENWARA NG IEKAPCTBATA
If ORMKA XaPAKMEPUGTTIUKA HA NDOGYKTRE - [TpusoKeHUe 1
OBBO @ 400 mg nepopan EH3MA B callle :
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OWWO Forte 400 mg oral suspension in sachet
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2. KAYECTBEH M KOJHYECTBEH ChCTAB {*’G’ i
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Besiko cawe cuabpia 400 mg ubynpoden (ibuprofen) 8 10 ml nepopanna cycrensus.
| ml ot nepopanHara cycnensus chabpka 40 mg ubynpoden.

[TomoIHM BelllecTBA ¢ M3BECTHO JAeicTBHE

Teuen manturon (5 000 mg/caie)
Harpues 6enzoar (10 mg/caiue)
bensunop ankoxon (0,001652 mg/caine)

3a TBIHAA CTIHCHK HA [IOMOILHATE BEIECTRA BHIKTE Touka 6.1,

3. JEKAPCTBEHA ®0PMA

[NepopanHa cycneH3us B caule.
bsna 10 moury 6sna BuCKO3HA CycNeH3Hs ¢ XapakTepeH apoMar Ha Aroja.

4, KJHHHYHH JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHUSA

To3u npoayKT e nokasaH 3a:
* CHMIITOMAaTHYHO N€YEHHE Ha JieKa 10 yMepeHa Goka;
® CHMIITOMATHYHO JIeYeHHE HA MOBHILEHA TEMIIepaTypa.

OBBO ®@opte e nokasan 3a Bb3pacTHH ¥ WOHOI Haj 12 rogunn (40 kg v noseye).

4.2 [lo3MpoBKa H HAYHH HA NPHIOKEHHUE
Ho3upoeka
Bb3pactay u roHomy Haj 12 roguau (40 kg v noseye):

[IpenopbunTennara no3a e 400 mg (1 caiue) MbPBOHAYATHO U BIOCIEICTBHE AKO & HEOOXOIHMO
400 mg (1 cauwe) npubnusnTenHo Ha BeekH 6 1o 8 yaca. MakcuMallHaTa JHeBHA 103a He Tpa6Ba 1a
Hajaeumasa 1 200 mg (3 camera).

I1pu roHOWIH Ha BB3pacT Haj 12 rOMHY, aKO C€ H3UCKBA TO3M JIEKapCTBEH MPOAYKT 1a ce MpHIara 3a
TnoBeve OT 3 JIHH HJIH CHMIITOMHTE C€ BJIOIMIAT, TPsAOBa /ja ce MOTBPCH KOHCYITALMA C TeKap.

[Tpu BB3pACTHH, AKO Ce H3MCKBA TO3H JIGKAPCTBEH MPOIYKT Aa Ce PUJIAra 3a noseyue OT 3 JTHU NpH
TeMIIepaTypa WK 3a NoBeYe OT 4 JIHM NpH D0JIKa HIH aKo CUMIITOMUTE ce Biowart, Tpa6ra 1a ce
NOTBPCH KOHCY/ITALMSA C JIeKap.

Hesxenanute peakuun Morar 1a 6baT CBe/IeHH 10 MHHIMYM upe3 NPUJIarase Ha Haii-H
edexTiBHA 103a 32 BE3MOKHO Hafi-KpaThK NEPHOJ OT BpeMe, HEOHXOTMM 3a KOHTPOI H
(Bx. Touka 4.4),




[leauaTpyyHa momynams

IMopamu BrcOKOTO chiABPXaHKE Ha MOYTpodeH B e1Ha 1032 (calle) yroTpeGaTa Ha TO3M JeKapcTBeH
NMPOJYKT He Ce NPETopEHBa NpH Aelia oA 12 rogunn wim roHowm nog 40 kg,

CrennanHy nomyJianny

Bv6peuno yepescoane

He ce n3nckBa kopekiys Ha 103aTa py NAUHEHTH C JIEKO WM yMepeHo G6peuno yBpeskaane.
H6ynpoden e npoTMBONOKa3aH MPH MALKEHTH ¢ TexKa GBGPeYHa HEOCTATBYHOCT (BX. TOuKH 4.3 1
4.4).

Hepnodpobro yepexcdane

He ce u3ucksa kopekuys Ha 103aTa MPH MALMEHTH C 1EKO WIIH YMEPEHO YePHOAPOOHO YBpeKIaHe,
HU6ynpodeH e npoTHBONOKa3aH NpU NALMEHTH C TeXKA 4epHOIPOOHA HEOCTATBYHOCT (BXK. TOYKH 4.3
u4.4).

Haunn Ha npuiaoxkenue

3a nepopanHoO NPUIIOKEHHE.

Ilpu nauueHTH ¢ TyBCTBUTENEH CTOMANIHO-YPEBEH TPAKT Ce MPENOPBYBA TO3H JIEKapCTBEH NPOIYKT
Jia ce TIPHEMA TIO BpeMe Ha XpaHeHe.

OBBO ®opre ce npuema/npunara B yeTaTa JMPEKTHO OT CAlleTo, ITOCTE/ABAHO OT Yama BOJI.
Cawrero Tpabea na ce pasmauka npean ynotpeba. [loapoGHH ykasaHus ca IpeoCTaBeHH B TOUKa 6.6.
4.3 IIporuBonokazauus

To3u nekapcTBEH MPOYKT € MPOTHBONOKA3AH TIPH MAIHEHTH:

- CBC CBPBX1YBCTBUTENHOCT KbM AKTHBHOTO BELUECTBO HJIH KbM HAKOE OT MOMOILHHUTE BeleCTBa,
u30poeHH B Touka 6.1,

- KOMTO B MHHAJIOTO Ca HMAJTH alleprH4HH CHMIITOMH (HanpuMep PUHHUT, YPTHKApHs, aHTHOETEM
HIIH OpOHXHAIHA acTMa) CJie/l IIPHEM Ha alleTHIICATHIIOBA KHCETHHA HITH JPYTH HECTEPOMIHH
npotuBoBb3nanuTentu cpeactea (HCIIBC),

- C aHaMHe3a 33 CTOMAIIHO-YPEBHO KbPBEHE HITH Tlephopaliud, CBEP3aHH ¢ MPEUIIHO JIeYEHHE C
HCTIBC,

- C aKTHBHA WIIM aHAMHe3a 3a PelAMBHpaLIA IENTHYHA 138/ KPBOM3/IME (J1Ba HITH NOBEYE
YCTaHOBEHH OT/JIHY eMH30/1a Ha Y/ILEPaIiA WIH KPbBOH3IIHE),

- ¢ LepedPOBACKYIapHU HIH APYTH aKTHBHH KPHBOM3IIHEH,

- ¢ TeXkKa YePHOAPOOHA HEAOCTATBYHOCT HIIK TeXKKA GBOPEUHa HEMOCTATHYHOCT,

- C TekKKa CbpAeYHa HeocTaTRYHOCT (Kiac IV no NYHA) (Bx. Touka 4.4),

- B TPETHA TPHMECTBP Ha OpeMeHHocTTa (BK. ToYKa 4.6),

- ¢ XeMOparu4yHa quaresa Wi ApYru KOaryJlalMOHHH HapyIIeHuUs.

- ¢ HEM3ACHEHH HApYLISHHSA B XeMaTOl0e3ara,

- C TeXKKa Jlexuparauus (MPHINHEHa OT NOBPBILAHE, IUAPHS HIIH Hel0CTATBYECH NPHEM Ha
TEYHOCTH),

4.4 CneumaiHW NpeaynpexIeHHsi H NPeANa3HH MePKH NPH ynorpeta
Hesxxenanure peakuuu mMorar Jja ce cBeJaT 10 MUHMMYM KaTo ce H3MO/I3Ba Hali-HUCKATa edexT

F103a 3a BB3MOKHO Hal-KPaThK [IEPHOJ OT BpeMe 3a ofliekyaBaHe Ha CUMITOMHTE (BXK. pHC
CTOMALIHO-YPEBHHSA TPAKT U ChPAEYHO-CHAOBATA CHCTEMA MO-I0MY).

S
[laupenTy B cTapyecka Bb3PACT: YECTOTATA HA HEXKENAHU PEAKIIHH, CBBP3AHH C YIOTpeOdTE:]
HCIIBC npy nauueHTH B cTapyecka BB3pacT ce yBe/IH4aBa, 0COGeH0 CTOMALTHO-YPEBH
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u nepdopainu, KOMTO Morar 1a Obaat dparanuu. I1pyu Te3n MALMEHTH € [OBHILEH PUCKBT OT
TOC/IE/ICTBHSA OT HEXENaHUTe PeaKiiy.

Heobxomumo & moBHIIEHO BHUMAaHKE NPH MAlMeHTH:

- ChC CHCTEMEH JYTYC ePUTEMATO3yC U CMECEHA KOJIareH03a MOpajH MOBHILEH PUCK OT
acenTUYeH MEHUHTUT (BxK. TOuKa 4.8),

- C BPOJICHH HapYIIEHHsA Ha 0PYUPHHOBHA METabONIU3BM (HAMp. OCTPa HHTEPMUTEHTHA
nopupus),

- ¢ aHaMHe3a 32 3a00/1ABaHKA Ha CTOMAIIHO-YPEBHHS TPAKT H XPOHUYHO Bb3NATUTENHO
3abossiBane Ha 1e6e10TO 4epBo (YILeposeH KoauT, GonecT Ha KpoH) - Bb3MOKHO e obocTpsHe
Ha 3abonsABaHeTo (BX. Touka 4.8),

- C aHaMHe3a 3a apTepHaHa XUIEPTOHHA H(MIH) ChpAeYHA AUChYHKIHS,

- ¢ 6b0peyHa TMChYHKLMS - CBIIECTBYBA PUCK OT TI0-HATATHIIHO BIOMIABAHE HA OnbpevHara
dyHkuna (Bx. Touka 4.3 ¥ Touka 4.8),

- ¢ 4epHOApoOHa nuchyHKIHA (BXK. TOUKa 4.3 u Touka 4.8),

- ¢ Koary/TallHOHHH HapylICHHs HENOCPEACTRBEHO Cliejl ronsama onepauus (ubynpoder Moxe aa
YIBJDKH BPEMETO Ha KbPBEHE),

- CBC CeHHA XPeMa, Ha3amHH NOJIHITH /I XPOHUYHH OOCTPYKTHBHH PECIIHPATOPHU 3a6015BaHus,
Thi KaTo 3a TAX CHLIECTBYBA [IOBUIIEH PHCK OT I04BA Ha aNepridHa peakuus. Tesn aleprudny
PeaKLHn MorarT J1a ¢e IpeJCTaBAT KaTO aCTMATHYHH NPHCTBIIM (T.HAp. dHANTeTHYHA ACTMA),
enem Ha Quincke umm yprukapus,

- C aJlepri4HH Peakliy KbM APYTH BEIECTBa, Thil KaTo 3a TAX CHIIECTBYBA MOBUILEH PHCK 32
PEaKUHH Ha CBPBXYYBCTBHTENIHOCT NIPH YNOTpebarTa Ha TO3H MPOIYKT.

PecrniypaTopHy HapylueHus

[Tpu naunenTy ¢ aHaMHe3a WM ¢ aKTHBHA GPOHXHATHA aCTMA M ANEPrHYHH 3a00/ABaHNS, TIPHEMBT Ha
TO3H IEKAPCTBEH TPOAYKT MOKe /1A TIPeAH3BHKA BPOHXOCTIATHM.

Hpyru HCTIBC

TpabBa na ce u3bsrea ynorpebata Ha OBBO ®opre 3ae/1H0 ¢ apyru HECTePOHIHH
TNPOTHBOBB3IIANUTENHH CPE/ICTBA, BKIIOUHTENTHO COX-2 HHXHOUTOpH.

Puckose 3a CTOMAITHO-YPEBHHA TPAKT

ChlecTByBa PHCK OT CTOMAIIHO-YPEBHH KPHBOMIMHBH, YJILEPALIHH 1 nepdopanys, KOUTO MOTAT aa
Obaar daTanHu ¥ He3a BIIKHTEITHO TIPeIX0XKAAHH OT aJlapMHpaly CHMIITOMH, HITH J1a € NOSBAT NpH
TALHEHTH € NIPOABH Ha TaKHBA aJlapMUpAllH CHMIITOMH. B cilyyan Ha cToMalllHO-YpeBeH KPLBOH3IHB
HITH yJIepaLus, NpHeMeT Ha IEKapCTBEHUS NMPOAYKT TpAOBa Aa ObJe He3abaBHO NpeycTaHOBEH.
[launentu c anaMHesa 3a CTOMALIHO-YPEBHH 3a60NIBAHNA, 0COOEHO X0pa B CTapyecka Bb3pacT,
Tpsi6Ba fa 6b4aT NockBeTBaHH Aa MHGOPMHUpAT JleKap 3a BCHYKH ATHITMYHH CTOMAIIHO-YPEBHH
CHMNTOMH (Haii-Be4e KbpBEHe), Mo-CMeIHaNIHO B HAYaIHaTa (ha3a Ha TepanuaTa. Te3u namHeHTH
TpAGBa 1a H3MON3BAT BB3IMOXKHO Half-HHCKATa 1032 OT IeKapCTBEHHs MPOIYKT.

Tos3u nekapcTsen NpoyKT TpAORa fa ce ynoTpe6sasa BHUMATEIHO TIPH MALMEHTH, KOUTO npHeMar
CIHOBPEMEHHO JIPYIH JIEKapCTBEHH MPOLYKTH, KOMTO MOTAT /1 MOBHUIAT PUCKA OT CTOMALIHO-YPEBHH
HapyUIeHHs WIIH KbPBEHE, HaNpHMepP KOPTHKOCTEPOH/IH 1 AHTHKOATYJIAHTH KaTo Bap(apHH WilH
aHTHATPEraHTH KaTo alleTH/ICATHLMIOBA KHCEIHHA.

Texxu koxxHU Hexenanu peakuun (SCAR)

Texku koxHU Hexenann peakuuu (SCAR), BKIIOUMTENHO eKCHOTHATHBEH JEPMATHT, epureMa
MynTH(popMe, cuHApoM Ha Stevens-Johnson, TokcHuHa enuepMaHa HEKPOJIN3a, JIeKapCTBeHa
peakius ¢ eO3HHODHINA M CHCTEMHH CHMITTOMH (cuHapoM DRESS) u OCTpa reHepaan3upaHa
eK3aHTeMaTo3Ha MycTyno3a (AGEP), kouto mMorar a 6b1aT »XHBOTO3aCTpallABALLH HITH J1A 0BE
M0 NETANEH U3XOJ1, Ce ChOOIABAT BbB BPb3Ka ¢ ynoTpebara Ha uGynpoden (Bx. Touka 4.8).
OT T€3H PeaKLUH HACTBIBAT IIpe3 TBPBHA MECEl] Ha IEUeHHETO,

[lpu nosBa Ha MpU3HALM 1 CUMNITOMH, [IOKA3ATETHH 32 Te3H peakuuu, HGynpoder Tpabsa
He3a0aBHO M 1a ce OBMHCITH IPYTO JieYeHue (copel Heo6XoaMMOCTTa),
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Macxugaﬂe Ha CHMIITOMHTE HA MOJJIEHKAMIUTE HHQ!CKQPIH

OBBO ®opre Moxe 1a Mackupa CHMITOMHTE Ha MHDEKITNS, KORTO MOJXKe Ja [0Be/e 10 3abaBiHe Ha
3aro4BaHe Ha MOIXO/ALIO IeYeHHE U 110 TO3M Ha49MH Jia BJIOLIM 3Xo4a oT HHpekuuaTta. Topa ce
HabmoaaBa npyu 6akTepHaIHa THEBMOHHS, NPUAOGHTA B 0GIIECTRBOTO, KAKTO H npu OakTepHanHUTE
ycnokHeHus Ha BapuLena. Koraro OBBO @opre ce npunara 3a neyeHne Ha [I0BHLUEHa TeMIepaTypa
uiH 32 obleKyaBaHe Ha 60/TKaTa BbB BPb3Ka C HH(EKLMS, e MPenopbyuBa HAGMIONEHHE Ha
HHpeKuATa. [1pu H3BBHOOIHHYHH YCIIOBUS ALMEHTHT TPAGBa 1a ce KOHCYNTHpa ¢ JleKkap, ako
CHMITTOMHTE MEPCHCTHPAT HITH CE€ BIIOIIABAT.

Puckoge 3a ChPACUYHO-CHA0BATA CUCTEMA M MO3BYHUTE ChJAOBE

KniHu4HHTe IpOyYBaHKs NOKa3BaT, 4e ynotpebara Ha n6ynpodeH, 0co6eHO BbE BHCOKH 031

(2400 mg/nen), Moxke J1a € CBBP3aHa C IOBULIABAHE HA PHCKA OT apTepHaIHH TpoMOOTHYHE CHOUTHS
(HanpuMep MH(APKT Ha MUOKap/a Wik HHCYNT). KaTo 1o enuaeMHONOrHYHATE IPOYBAHNS He
T0Ka3Bat Bpb3Ka MeKIy nprHeMa Ha ubynpoden B Hucky 1034 (T.e. < 1200 mg/aeH) U NOBHIIABAHE HA
PHCKa OT apTepHAIHN TPOMOOTHYHH CHOUTHS.

[NaupeHTHTE ¢ HEKOHTPONMHpPAHA XUIIEPTOHKS, 3aCTOMHA CHPICYHA HEJOCTATBYHOCT (II-1IT mo NYHA),
YCTaHOBEHA HCXeMHYHA 00JIecT Ha ChpIeTo, nepudepHa aprepuanta 6o1ecT Wi MO3bUYHOCHIOBO
3abonsBane TpabBa fa Gbaat ekyBaHu ¢ HOYNpodeH caMo clie] BHUMATeTHA NpeLeHKa 1 Jia ce
u3barsat BHCOKHTe 1031 (2400 mg/nen).

Tpabea na ce 3BBpPLIBA BHHMATENHA IPELIEHKA U IPE/IH 3aN0YBAHE HA IbJITOCPOYHO JIEYEHHE Ha
NMALKMEHTH € PHCKOBH (YaKTOPH 34 CHPAEYHO-CHIOBH CHOUTHS (HANP. XHIIEPTOHUS, XHIIEPTHITHAEMHS,
3axapeH Juaber, TIOTIOHOMNYLIEHE), 0c0OEHO ako e HeoHXoquM npueM Ha HOynpodeH BEB BHCOKH J03H
(2400 mg/nen).

ITpu nauxenTn, nekysanu ¢ OBBO ®opre, ce crobinara 3a ciyyau Ha cHHIpoM Ha Kounis.
CunzgpomsT Ha Kounis ce onpezens karo BTOpHYHH CBPIEYHOCHA0BH CUMIITOMHM Ha alepruyHa
PEaKIHA WIH PeaKLiA Ha CBPBLXYBCTBHTE/IHOCT, CBBP3aHH C KOHCTPHKIIMA HA KOPOHAPHUTE apTEPHH,
NOTEHLUHMAITHO BOJIELIA 10 MHOKap/eH HH(apKT.

EHYFH

TexkH peakuuu Ha CBPbXYYBCTBHTENHOCT (HANPUMEP aHAQUIAKTHYEH [IOK) MOTAT /12 BB3HUKHAT 1
0e3 mpe/nilIHa EKCTIO3MIIMA Ha IeKapeTBeHMs NPOAYKT,. JlewenneTo TpaGBa aa ce NpeKpaTH npu
I'bPBUTE MPH3HALM Ha PeaKLiA Ha CBPBXYYBCTBUTE/IHOCT clie]l yrnoTpeba Ha ubynpodeH u aa ce
3ar0YHEe CHMITOMATHYHO JICYEHHE.

Hbynpoden mozke o6paTHo 1a HHXHOHpa arperanuaTa H TPOMGOLUTHATA bYHKUMA ¥ 13 yIBIKH
BPEMETO Ha KbpBeHe. [lauueHTuTe ¢ KoarynaluMOHHY HapylIeHHs TpAOBa fa ce HabnromasaT
BHHMATEJTHO.

[Ipn manpeHTH, KOMTO Ca MOUIOXKEHH Ha JBITOCPOYHO JIEUCHHE ¢ ubynpodeH, Tps6Ba 1a ce npopexaa
pelloBeH KOHTpOI Ha Gb0pednaTa yHKIys, YepHOAPOGHATA (hYHKIHSA, XeMATONOTHYHATA (byHKUMS 1
KPbBHATa KApTHHA.

ITo BpEME Ha MPOABJDKUTETHO JICYEHUE ¢ BUCOKH JIO3H1 OGCSGDHHBB.IHH MOXKE [1a C€ NosaABH Fﬂ&BOﬁOHHe,
KOE€TO HE Tpf[ﬁBa Aa C€ JIEKyBa C II0-BHCOKH JO3H OT JIEKApPCTBOTO,

HCIIBC morat ga npeausBukat HapylieHus Ha 3peHHETO. B Takss cry4ai NPUEMBT Ha NeKapCTBEHHS
POAYKT TpsbBa Ja Ob/le IpeyCTaHOBEH M J1a Ce HAIPaBH O(TATMOJIOrHYEH MPeryie/l,

Ilpu enHOBpeMeHHA KOHCYMAUMA Ha A/IKOXOJI, HEXKeJIaHHTe PEaKIliH, CBbP3aHH ¢ aKTHBHOTO BE
0COOEHO TE3H, KOMTO 3aCATAT CTOMALIHO-YPEBHNS TPAKT HITH [IEHTPAIHATA HEPBHA CHCTEMA MO
yBemuuat npu ynorpeba va HCIIBC.



BrbpedHo yBpexaane: EnHoBpeMeHHaTa NPOABIKUTENHA YIIOTpe6a HA pa3/IMYHy AHAITETHIIH MOXKE
Ja JoBejie 10 ObOpedHo yBpekIaHe ¢ puck oT 6b0peyHa He/JOCTaTBYHOCT (aHANTeTHYHA
Heponatus).

HMma puck ot 6b0pedHo yBpexaHe [pH AeXuApaTHpaHH Jela.

[IpenynpexaeHue OTHOCHO MOMOLIHHTE BEIIECTRA

To3u nekapeTBeH NPOAYKT ¢bAbpka 10 mg HaTpueB GeH30aT BBLE BCAKO Callle, KOETO €
eKBHBadeHTHO HAa 1 mg/ml. Tosa Moxe a fonpuHece 3a NOBHIIABAHE HA CTOMHOCTUTE HA
OunupyOuH B KpBBTA, BCIEICTBHE HAa H3MECTBAHETO MY OT MACTOTO HA CBBP3BaHe ¢ aGyMHH, MOKe
J1a BIIOLIH HEOHATAIHATA KBJITECHULA, KOCTO MOXKeE Ja JOBe/e 0 Pa3BUTHE HA KEPHHKTEP (HATpYNBaHe
Ha HeKOHIOrMpaH OMIHpYOMH B MO3BYHATA THKaH).

To3u nexapcTBeH NMPOAYKT chAbpka 57,94 mg HaTpuil Ha cale, KOUTO ca eKBHBAICHTHH Ha 2,9% oT
TMPEMOPBYNTENHHA MAKCHMAJIEH JIHEBEH IIPHEM OT 2 g HATPHii Ha JIeH 33 BB3PacTeH.

To3u nekapcTBeH MPOAYKT ChAbPKA MAATHTOL. [TalueHTH ¢ pefiky HACIeICTBEHH IpOGIeMH Ha
HENIOHOCHMOCT KbM (DpykTo3a He TpAOBa 1a NpHeMaT TOBa JIeKapCTBO.

Tosu nexapcTBeH NpoaykT chAbpxka 0,001652 mg GeH3HI0B AIKOX0J BBB BCAKO Callle, KOETO &
ekBuBaieHTHO Ha 0,0001652 mg/ml. [la He ce mpunara nMpH HOBOPOJAEHH (Ha Bb3PACT 10 4 CEIMMIIN).

ChlecTByBa MOBHIIEH PUCK, KOHTO Ce IBIDKH HA KyMY/THpaHe TIPH MaJKH Jielia (Ha Bb3pacT Moj
3 TOJIMHH.

["onemu 0beMu TpAOBa 1a ce U3MON3BAT C NOBUILIEHO BHUMAHHE M CaM0 aKo € HeoDX0AUMO, 0c0beHO
[IpH JIMLA ¢ YepHOAPoOHO K 6BOpEYHO YRpeXaaHe MOpaiy PHCK OT KyMyJIHpaHe H TOKCHYHOCT
(MeTabonuTHA alum03a).

4.5 BaaumopelicTBHe ¢ APYIM JeKapeTBEHH NPOAYKTH H APYrH GopMH HA B3aHMo/JelicTBHE

Ho6ynpoden (noxobxo Ha apyru HCIIBC) He TpsbBa 1a ce ynorpeGaBa 3aeHO ChC CIEIHHTE

JICKAPCTBCHH MIPOOYKTH!

- ApYTH HECTEPOMIHH IIPOTHBOBL3IIAIMTE/IHA CPECTBA, BKIIOUHTENHO celekTuBHl COX-2
HHXHOMTOPH MOPaJH NOBUIIEH PHCK OT HEXKENaHH PeaKinH,

- ALETUIICATTHIMIIOBA KHCENHHA, H3MOJI3BaHa 32 PO(QUIAKTUKA Ha ChPAEYHO-CHI0BH CHOMTHS.
EnnoBpemenHara ynorpeba Ha ubynpodeH U alueTHICATHIMIOBA KMCEAHHA KATO LIANIO HE ce
NpenopbYBa Nopajy MOBHIIEHHS PHCK OT HEMXKENAHH peakllii. EKcriepuMeHTaNHUTE JaHHH
[I0Ka3BarT, Y€ NpH eAHOBPeMEHeH TIpHeM HOYNpodeH Moxke KOHKYPEHTHO Ja TTOTHCKa edpeKTa Ha
HHCKH JI03M alleTH/ICAIHIMIOBA KUCEIMHA N0 OTHOLIEHHE Ha TPOMOOIIMTHATA arperamus.
BbIipeky ye MMa HEACHOTH OTHOCHO EKCTPAaNoIMPaHeTo Ha Te3d JaHHH KbM KIMHUIHHS CIyqa,
He MOJKe 12 Ce M3KJIKOUH BB3MOXKHOCTTA Pe/IOBHATA IbIArocpodHa ynotpeba Ha ubynpoden aa
HamansBa KapJHoNpOTeKTUBHMA e)eKT Ha AlleTHICATHIIHIORA KHCETHHA B HUCKH 03K, CMATa
ce, 4e HAMa rojisiMa BeposATHOCT oOKyaiiHaTa ynoTpeba Ha HOyrnpodeH na noBee 10 KITMHHYHO
3Ha4uM edekT (BX. Touka 5.1).

Hb6ynpoden Tpabea fa ce H3MON3Ba ¢ BHHMAHKHE B KOMOUHALINA C:

- aHTHXHIIEPTEH3MBHH cpe/icTBa (Oeta Onokepu, ACE-HHXHOMTOPH H AHTATOHHCTH Ha
anrunotensuH II) u anypetuun: HCIIBC Morat fa goreaat 1o HamalieHa e(eKTHBHOCT Ha Te3H
nexapctsa. [Ipu HAKOM MalMeHTH ¢ HapyleHa 6b0peyHa GyHKUMA (Hanp. AeXuApaTHpaHH
NALHEHTH UM TAIMEHTH B CTApUECKa Bb3pacT ¢ HapyLIeHa Ob0peuna GyHKIHs)
eIHORpeMeHHOTO Npuiomkenne Ha ACE unxnubutop wiM aHrmoTeHs3uH I aHTaroHuer ¢
HHXHOMTOPH Ha LHKIookcureHasata (COX-HHXHGUTOPH) MOXKe JIa JIOBeJIE 10 JOMBIHN
BloLIaBaHe Ha ObOpevyHaTa GyHKIHS, BKIIOYHTENHO ocTpa Ob0peyHa He0CTaThuHO
obukHOBeHO e o6paTiMa. [Topajau ToBa koMGuHaUKATA TpAOBa A ce MPUIIAra ¢ [oB
BHMMaHHe, 0COOEHO NPH NalMeHTH B CTapyecka Bb3pacT. [Tanmenture TpsdBa aa
aJIeKBaTHO XHApaTHpaHu W TpabBa na ce oOMuUCIH MpocyesBaHe Ha GbGpeyHara




HAYAJIOTO HA CBITBTCTBALIOTO JIEYEHHE U IEPUOIUYHO clell TOBa. JJHYpeTHIIHTe MOraT Ja
MOBMIIAT pUCKA OT He(pOTOKCHYHOCT, cBbp3aHa ¢ HCTIBC.

- KATNH-ChXPAHABALLY JHYPETHIIH: ¢JHOBPEMEHHOTO NPHIIOKEHHE HAa HOYTIpOeH U KalHid-
ChXpaHABALIH IUYPETHLIM MOXKE /J1a JOBesle A0 XHMepKaniueMus (penopbusa ce ja ce
NpocneasBaT CepyMHHTE HHBA Ha KalHii),

- anTHkoarynauti: HCIIBC morar a ysennuar AeficTBHETO Ha aHTHKOArYJIaHTH, KaTO HAIIPUMEp
BaptapuH (Bx. Touka 4.4),

- METOTpPEKCaT: ChIIEeCTBYBAT A0Ka3aTe CTBa, 3 MOBUIIEHH Naa3MeHH Husa. [Ipuemst Ha OBBO
Qopre B paMkuTe Ha 24 yaca pe/In HITH ClieJl METOTPEKCAT MOXKeE 11a JOBEJIE 10 MOBHILIEHH
KOHLIEHTPAIIMH Ha METOTPEKCAT U YBe/IH4aBaHe HAa TOKCHYHHA MY e(eKT.

- JUTHIA: ChIIECTBYBAT J0Ka3aTe/ICTBa 3a MOBHILECHH I1a3MeHH HUBA. He ce u3uckea ja ce
NpOCNeNABAT CepyMHHTe HUBA HA IMTHIl pH npaBuiIHa ynoTpeba (eyenue 10 3 auu).

- 3H/IOBYJIMH: CHLIECTBYBAT A0KA3aTe/ICTBA 34 MOBHIIEH PHCK OT XeMapTpo3a U XeMaTOMH TpH
XHWB nosuTHBHA XeMOQUINLH, IeKYBaHH €HOBPEMEHHO ¢ HOYNpoQeH U 3UI0BY AHH,

- KOPTHKOCTEPOM/IH: NIOBHILIABA C€ PHCKBT OT HeXeNlaHH CTOMALUHO-YPEBHH Peakiiuy (B, TOYKa
4.4),

- ChpAeYHH MHKO3HAH (aurokcuH): HCTIBC morat fa H30CTpAT ChpeYHATA HEJOCTATEYHOCT, 12
HAaMA/IAT CKOPOCTTA Ha IIOMEPY/THATa (DHITpaLMs H 13 [IOBULIAT MIa3MeHHTE HIHBA HA ChPAEYHH
rnvko3uan. He ce H3McKBa MOHMTOPHHT HAa CepyMHHA AWTOKCHH NPH TPaBIIHA yrnoTpeba
(nevenue 10 3 aHU).

- (penuTonn: enHoBpemeHHaTa ynortpeba Ha HOynpodeH ¢ GeHUTOMH MOJXKe /1a TIOBUIIH
M1a3MEHOTO My HHBO, KaKTO M HEroBaTa TOKCHYHOCT. He ce W3MCcKBa mpoclieiaBane Ha
NJ1a3sMeHHTe HUBA Ha (heHUTOMH NpH TpaBHIIHA YrioTpe6a (ledeHne 1o 3 auu).

- LMKJIOCTIOPHH, [IOBHLIEH PHCK OT He()POTOKCHYHOCT,

- TaKpouMyc: eJHoBpeMeHHUAT pHeM ¢ HCTIBC Mosxe 1a MOBHILH pHCKA OT
He()pPOTOKCHYHOCT,

- AHTHArperaHTH U CEJIEKTUBHH HHXHOMTOPH Ha 0OpaTHOTO 3axBaliaHe Ha cepoToHHHa (SSRI):
MOraT [a NOBHILIAT PHCKA OT KbPBEHE OT CTOMALIHO-YPEBHHA TPAKT (BX. ToUKa 4.4),

- CyIOHMITYpEHiHH XHIOITMKEMUYHN CPEACTBA: KIMHHYHH TIPOYYBAaHHA [OKA3BAT Bb3MOMKHOCT
3a B3auMmoneicTeia Mexay HCIIBC u cyndonmmypeiinute antunnabeTHy cpeactea. Benpeku
4Ye jocera He ¢a OMMCcaHy B3auMolelicTBuA Ha ubynpodeH cbe cynpoHHNypeiiHI CpeacTBa, NPy
eIHOBpPEMEHHA ynoTpeba KaTo Mpe/inasHa MApKa ce Mpenopb4Ba KOHTPOIHPaHe Ha HUBATA Ha
KpbBHATa 3axap.

- npoOeHel ] i CyIHHIIUPA3OH: JIeKAPCTBEHHTE MPOAYKTH, ChABPKAIIM NPOGeHeLMA U
CyJpMHIMPa3oH Morat 1a 3abaBAT ekckpeuuaTa Ha ubynpodeH,

- Gak/oeH: BLIMOXKHO € J1a e MOSBH TOKCHYHOCT CJIe]| 3a04BaHe Ha eveHue ¢ Hoynpoden,

- PHTOHABHP: MOXe Ja MOBHIIH NjasMenuTe HHBa HAa HCIIBC,

- amuHormuko3uan: HCIIBC Morat na noHMxkat eKCKpelusaTa Ha aMHHOTIMKO3HIUTE,

- XUHOJIOHOBH aHTHOMOTHILIM: IAHHHUTE TIPH KUBOTHYU Noka3sat, ye HCTIBC morar ja yBennyar
pHCKa OT I'bPY0BE, CBBP3aH ¢ XHHOMOHOBHTE aHTHOHOTHLH. [larueHTHTE, KOMTO TIpHEMAaT
HCTIBC 1 XMHO/IOHH, MOXeE /1a ca M37I0)KEHH Ha MOBHILIEH PHCK OT Pa3BHTHE Ha IbPYOBE.

- uHxHOuTOpU Ha CYP2CY: eHOBpeMEHHOTO MpUJIOXKeHHe Ha uGynpoden ¢ CYP2C9
MHXHOMTOpPM MOXe J1a TIOBHIIHM eKCo3uLUsTa Ha ubynpodeH (cyberpar na CYP2C9). [lpu
TMPOREJIEHO MPOYUBaHe ¢ BopHKoHa3on H aykonazon (CYP2C9 unxuburopu) e nokaszano 80-
100% yBenuuenue Ha excriozuuuATa Ha S(+)-ubynpoden. Heo6xoaumo e HamManapaHe Ha
nosara ubynpodeH Npy eHOBPeMeHHOTO My npuiarane ¢ Mowuu CYP2C9 unxuburopu,
ocofeHo koraro ce npHIaraT BHCOKH 1031 HOynpodeH e1HOBPEMEHHO ¢ BOPHKOHA30]I U
(hmykoHazol,

4.6 @epruauTeT, GPEMEHHOCT H KbpMeHe

BpemenHocT
Or 20-ara cenMulia ot GpeMeHHOCTTA HaTaThK ynoTpebaTa Ha HGynpodeH Moxke 1a IpHYH

Joknaasanu ca cliy4ad Ha CTecHaBaHe Ha ductus arteriosus ciefi nedeHne BbB BTOPHA T
TMOBEYETO OT KOHTO Ce Bb3CTAHOBSABAT ClIe/l IPeKpaTABaHe Ha nevdeHneTo. [To Bpeme Ha
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BTOpHA TPHMECTHP Ha OpemeHHocTTa HOyNMpodeH He TpAOBA Ja ce MpuUiara, OCBEH aKo € abCONIOTHO
HeoOXoanuMo. Ako HOynpodeH ce H3MOMI3Ba OT XKeHa, KOATO Ce OMATBA J1a 3a4eHe, WM TI0 BPEMe Ha
I'PBHS M BTOPHS TPUMECTBP Ha OpeMEHHOCTTa, o3aTa TpAOBa a Ce MOUIBPKA Bb3MOXKHO Haii-
HHCKA, a TPOJBIDKHTENHOCTTA Ha JIEYEHHETO - Bh3MOXKHO Hali-kpaTka. CleJl eKcrno3uuys Ha
ubynpodeH B MpoabLKEeHHe HA HAKOIKO JHU OT 20-aTa recTalMOHHA CeIMHIIA HATATHLK TPAOBA Ja ce
OOMHC/TH aHTEHaTaIHO MPOC/eAABaHe 32 OJIMIOXHAPAMHHOH M cTecHABaHe Ha ductus arteriosus.
Ynorpebara Ha ubynpoder TpaOBa 1a ce peyCTaHOBH, aKO C& YCTAHOBH OJTMTOXMPAMHHOH MITH
crecHsABaHe Ha ductus arteriosus.

[Ipe3 TpeTua TpuMeCTbP Ha OPEMEHHOCTTA BCHYKH HMHXMOUTOPH Ha CHHTE3a Ha NIPOCTArIAHAHH MOraT
Ia M3J7I0KAaT Toja Ha:

- KapAUoITy IMOHAIIHA TOKCHYHOCT (¢ MpeXIeBPEeMEHHO CTeCHABaHe/3aTRapsiHe Ha ductus arteriosus u
OenoapoOHa XHNepPTOHHA)

- Op0peuna nuchyHKUMS (BXK. MO-TOpE);

MaiikaTa H HOBOPOJEHOTO, B Kpas Ha OpeMeHHOCTTa, Ha:

- Bb3MOXKHO Y/IbJIKaBaHe Ha BpeMeTo Ha KbpBeHe, aHTHarpernpain edexT, KoiTo Moxe 1a ce NposiBH
JIOpH TIPH MHOT'O HHCKH JI03H;

- HHXHOUpaHe Ha KOHTPaKIMHTE HA MATKaTa, BOJELIO 0 3a0aBeHO WIH YIBIKEHO paXIaHe.

Crenosarenno ubynpoden e mpoTHBONIOKA3aH MO BPeMe Ha TPETHs TPHMECTBP Ha GpeMEeHHOCTTa
(Box. Touku 4.3 u 5.3).

Kbpmene
HUbynpoden u HeropuTe MeTaGONNTH NIPEMHHABAT B KbPMaTa B MAIKH KOHIeHTpauuH (0,0008% ot

npunokeHara fo3a). He ce Hanara cniupaHe Ha KbPMEHETO MO BPEME Ha KPaTKOCPOUHO JIEYeHHE ¢
uOynpodeH B 103H, U3M0/I3BAHH 3a JIeueHHe Ha GONKa M Tpecka, Thil KaTo 10 MOMEHTA HAMa
cboOleHHs 3a BpeiHH eekTH Ha HOynpodeH npu Kbpmayera.

DepTHIHTET
ChluecTByBaT J0Ka3aTe/ICTRA, Ue JIEKAPCTBEHHTE IIPOJYKTH, KOHTO HHXUOMpAT NHMKIOOKCHIeHa3aTa

(mpocTarnanaWHOBa CHHTE3a), MOTaT J1a IOBEJAT A0 HapyIIeHHA Ha (epTIIMTETA NPH JKEHH, KaTo
TNOBJIMABAT OBYy/lauuaTa. To3u edeKT e mpexo/eH U H34e3Ba C/lell IPEeyCTAHOBABAHE Ha TepPaluATa.

4.7 EdexTH BLpXy cnocofHocTTa 32 modupaHe H pabora ¢ MAIIMHH

IIpu KpaTkocpoUHa yrnoTpeda TO3H JIeKapCcTBEH NPOAYKT He NOBIMABA WM [OB/IHSBA IPEHeOPEKHMO
crnocoOHOCTTa 3a moupane ¥ paboTta ¢ MalIHHH.

4.8 HexenaHu JeKapcTBeHH peaKiHu

HeskenmanuTe peakiyH, OIMCAHH N0-0MY, BKIIOYBAT BCHYKH H3BECTHH HEXENaHH PeakiHH, KOUTO ca
Ce MOSBIIN 10 BPEME Ha JieueHHe ¢ HOynpodeH, KakTo U NPH MALHEHTH ¢ peBMATHYHO 3aboiABane,
JIEKYBaHH C BUCOKH JI03H NPOJB/DKUTENHO Bpeme. JlaneHHTe YeCTOTH, H3BbH ,,MHOTO YECTH
choOLIEeHHA", Ce OTHACAT 3a KpaTKOTpaifHa ynoTpe6a Ha MaKCHMAIIHA HEBHA 4032 HOYTIpodeH J1o

1 200 mg 3a nepopanuu Gopmu 1 10 1 800 mg 3a cymnosuTopuw.

Hexenanute peakuus, cBbp3anu ¢ uOynpoden, ca omicanu no-aoiy, M36poenu ca no cucremo-
OpraHHH KIacoBe U YeCTOTa.

YecToTata e onpeaeneHa KakTo cjie/Ipa;

Muoro yectu: >1/10

Yectu: >1/100 mo <1/10

Hewectu: =1/1 000 go <1/100

Penxu: >1/10 000 mo <1/1 000

Meuoro pexkn: <1/10 000

C Heu3BeCTHA 4eCTOTA: OT HATHYHHMTE AaHHH He MOKe Ja ObJie HalpaBeHa OLEeHKa.
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IIpy BCAKO rpynyMpase B 3aBHCHMMOCT OT YECTOTATA, HeXeNaHNTe JIeKAPCTBEHH peakiiu ce u3bpossat
B HHU3XOJALI PeJi 110 OTHOIIEHHE Ha T&KECTTa.

Hexenanute peakuuy Haif-4ecTo 3acArar cTOMAalIHO-4peBHUs TPAaKT. MoraT ia ce [OsSBAT CTOMALIHA
/WA TyO/IeHaHa 138, nepdopalus Wik CTOMAIHO-YPeBHO KbPBeHe, oHsAKora (araiHo, 0cofeHo
[Py NalMeHTH B CTapYecka Bb3pacT (BXk. Touka 4.4). Mma cbobiuenns 3a rajieHe, NoBpbIlaHe, AHapys,
(narynenuns, 3anex, J10mo XxpaHocMuIaHe, abJOMHHATHH GOJIKH, MeJIeHa, XeMaTeMesa, S3BeH
cToMaTuT, 060cTpAHe Ha KOMHT H Gonect Ha KpoH (Bk. Touka 4.4) crie/l MPHIOKEHHE HA TO3H
npoaykr. ITo-paako ce HabmoaaBa racTpur.

HMma cbobuienns 3a eaieM, apTepHaiHa XHIIePTOHUA H ChP/IeYHa HETOCTATBYHOCT, CBBP3AHH C
neyenuero ¢ HCIIBC.

Kminu4nuTe npoy4saHHs 10Ka3Bar, 4e ynorpedara Ha nOynpodeH, ocofeHo BB BHCOKH J03H
(2 400 mg/zmen) Moke 1a € CBbP3aHa ¢ IOBHIIABAHE HA PHCKA OT apTepHATHH TPOMOOTHYHY CHOUTHS
(nampuMep WHOAPKT HAa MHOKapJa MK UHCYNT) (BX. Touka 4.4).

MHuoro psako ce chobuiapa 3a 06ocTpAHe Ha Bb3NATUTENHH 3a60NABaHNA, CBbP3aHu ¢ MHMEKIHA
(Hanp. pa3BUTHE Ha HEKPOTHYEH (aclMHT) BbB BPB3Ka C IPHeMa Ha HECTEPOU/IHH
NPOTHBOBEL3NANMUTENHH cpelcTBa. ToBa BEPOATHO € CBBP3aHO ¢ MEXAHH3MA Ha JeliCTBHE Ha
HECTepOUIHHUTE NPOTHBOBL3IATHTEHH CPEACTBA.

[Nauuenture Tpsa6sa 1a 6BAAT MOCHBETBAHH He3abaBHO a ce CBBPIKAT C JIeKap, ako [0 BpeMe Ha
neuenneto ¢ OBBO @opte ce pa3BuAT WK BlOIIAT CHMITOMH Ha HH(ekuua. Heobxomuma e oneHka
Ha MPOTHBONOKA3aHHATA 32 TPOTHBOBB3NANUTENHO IeUeHHe WM AHTUOHOTHYHA Tepanusl.

[Mamuenture TpabBa na ObaaT nockBeTBaHH 1a HHGOPMUpAT He3abaBHO CBO JieKap M 1a
npeycraHoBat npuema Ha OBBO ®opTe npH pasBuTHe Ha CHMITOMH HA peakiys Ha
CBPBXYYBCTBHUTENTHOCT, KOWTO MOI'aT JIa Ce MOABAT IOPH CNe MbpRaTa ynoTpeda Ha MpoayKTa.

[TauuenTure TpaGBa 1a 6bAaT MOCHBETBAHM Jla CIIpaT yroTpebara Ha TO3HM MPOAYKT H He3abaBHO Ja ce
CBBPIKAT C IeKap B cIy4ail Ha CUJIHA enuracTpaiHara 6oJka, XxeMaTreMesa WM MeJeHa.

CroMamiHO-YpeBHH HAPYUIEHHS

HecTH: cToMaIIHO-YPEBHU HApyLIEHHs KAaTO KUCeTHMHH, abIOMHHATHE GOJKH, rajieHe, JUCTIENCH,
noBpbllane, GaaTyleHUus, AHapus, 3anek 1 cnabo CTOMAIHO-UYPEBHO KbPBEHE, KOETO B
H3KJIIOUHTEIIHHE CJly4al MOXKe 1d I0Be]Ie A0 aHeMHA

Heuectu: cromauino-upesHa ynuepaius, neppopaius ik racTPOMHTECTHHATIHO KbPBEHE, Y/ILEpo3eH
CTOMATHT, 000CTpAHe Ha KonuT 1 Gonect Ha KpoH (BX. Touka 4.4), racTpur

Mmoro peaku: e3odarut, naHkpeatut, obpasyBaHe Ha MeMOpaHONo100Ha CTPYKTYpa B 4epBara

Hudexuun u nadecranun

MHoro penku: 060cTpaHe Ha BB3NATHTENHH 3a00/9BaHus, CBbP3aHH ¢ HHQEKLHs (Hamp. pasBHTHE Ha
HEKpOTHYEH (acuuuT), Mo H3KTIOYEHHE TeKKH HHPEKIMH Ha KOXKATA ¥ YCIOKHEHHA HAa MEKUTE
ThKaHH MOTaT /ia ce TOABAT [10 BpeMe Ha BapHLena

Hapymenns Ha KpBpBTa M THM(HATA CHETEMA

MHoro penku: HapyleHHs Ha XeMaTOMOeTHYHATA CHCTeMa (AHEMUsl, JIEBKOTIEHHAs], TPOMOOLHMTONEH A,
NAHUMTONEHNUS, arpaHyiouKTo3a). Hadanuure cuMnToMu BKIIOYRAT: Tpecka, 60JKH B IbpIOTO,
TIOBBPXHOCTHH S3BH B YCTATa, FPUIIONOA0OHN CHMITOMH, 3HAUHTEIHA YMODPA, KPLBOH3IHBY OT HOCA H
10 KoXaTa.

Hapymenns Ha HMyHHATA CHCTeMA
HedecTy: peakiuu Ha CBPBXYYBCTBHTENHOCT ¢ KOXEeH 0OpHB U ChpOeK, KAKTO M acTMaTH
NPHUCTBLNH (C B3MOXKHO CliafiaHe Ha apTepHaIHOTO KPbBHO HAJIATAHE)

MHOr0 peIKH: TeXKH CHCTEMHH PeaklHU Ha CBPbXYYBCTBHTENHOCT, Te MOXe Jia ce 1p
OTOK Ha JTHIETO, €3HKa H JIJADMHKCA ¢ BbTPELIHO CTECHARAHE HA IUXaTeTHUTE IThTHILA,
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OIUIAKBAHMUS, TAXUKAPAUS M CTIAJIaHE HA KPHBHOTO HalAraHe 0 XKUBOTO3aCTPAINABALIO ChCTOSAHUE
(aHa(MnaKkcud, aHTHOEAEM HIIH TEXKBK LIOK).

C HeM3BECTHA YECTOTA: MOBUINEHA PEAaKTHBHOCT HA PECIUPATOPHUS TPAKT, OTHACAIIA Ce IO aCTMA U
BJIOLIABAHETO I, DPOHXOCIA3BM MK JHUCITHES

IlcuxH4HM HApYIEeHHS
MHoro peiku: NCUXOTHYHH PeakIMH, AeTpecHs

Hapymenus Ha HePBHATA CHCTEMA

HedecTy: HapylleHHs Ha LEHTPaIHATa HEPBHA CHCTEMA KaTo rnaBofonue, CRBeTORbPTEX, Oe3chHue,
aKUTUPaHOCT (BB30ya), pa3ipa3HUTENHOCT HITH YMOpa

MHOro peiky: acenTHYeH MEHUHIUT

Tpabea 1a ce orenexu, ye eAMHUYHE CUMIITOMH Ha aceNTHYEH MEHHHIHT C BpaTHA PUIHIHOCT,
rnaBofosiie, rajieHe, MoBpbLIaHe, TPECKa HIH HapyIIeHHA Ha Ch3HAHMETO ca HAab/MI0IaBaHy 110 BpeMe
Ha JIEYeHHETO ¢ MOYNpOdeH NpH MAlMeHTH ¢ ABTOMMYHHH 3a00/ABaHUs (CHCTEMEH JIyTTyC
€pUTEMATO3YC, CMECEHA CheJHHUTEHOTEKAHHA Gonect).

Hapymenuns Ha ounTe
HevecTu: HapyllleHHs Ha 3peHHETO

Hapymenns Ha yXoTo H JaGHPHHTA
Pepku: THEUTYC

CobpaevHH HapyIIeHHs
MHOro pefiki: ChbpAeUHH NANNUTAUHH U eJIeM, ChpAeYHa HeJOCTaTBYHOCT, MHOKAapAeH HHMApKT
C neusBecTHa yectora: Cunapom Ha Kounis

Cb10BH HAPYIIEHHS
MHuoro pesiku: aprepuanHa XMMepTOHHS, BACKYJTHT

XenaroOniHapHH HADYIIEHHTA
Msuoro peku: yepHonpobHa AuchyHKUHA, YepHOIPOOHO yBpesxkaaHe (0cobeHo mpu mo-
NPOABLIDKUTETHO IEYEHHE), YepHOAPOOHA HEAOCTATEYHOCT, OCTBLP XENaTHT

HapymeHns Ha K0KaTa M NOAK0KHATA ThKAH

Heuectn: ko:xHH 00pHBH

MHoro pelKi: TexKH KoKHH Hexenanu peakuud (SCAR) (BKIIOUHTENTHO epUTeMa My ITH(OPME,
ekcoaTHBeH AepMaTUT, CHHApOM Ha Steven-Johnson i TOKCHYHA eNUAEPMAIHA HEKPOJITH3a)
C HeM3BECTHA 4YECTOTA:

. JIeKapcTBeHA peakLus ¢ eosuHodunus u cucteMHH cumnToMH (DRESS cunpom)

° OCTpa reHepani3HpaHa ek3anTemMaTosHa mycryinosa (AGEP)

" peaxkunu Ha GOTOUYBCTBHTEIHOCT

Hapymenns Ha Os0penHTe H NHKOYHHTE NLTHINA

Pejxu: nanunapHa Hekpo3sa (0co0eHO IpH NPOALIKUTENHA YoTpeba), MOBHIIEHH HHBA HA ITHKOYHA
KUCETHHA

MHoro pejku: Morar 1a ce pa3BHAT OTOLH, 0COOEHO NPH MALUEHTH ¢ apTepHaIHa XUIIEPTOHUS HITH
ObOpeyHa HeOCTATEYHOCT, He(DPOTHUYEH CHHPOM H HHTEPCTHIIHANIEH HEPHT, KOETO MOXKE J1a €
CBIIPOBOJEHO OT ocTpa OpbpedHa HeIOCTAThYHOCT.

H3cnenpauus

Penku: moHMXEHHM HHBA Ha XEMOTTIOOHH S BN
SEHUAR 174 ™
# 05N\

e S

Crobuapane Ha NOJ03MPAHH HEMXKETAHH PEaKIHK
CrobiaBaHeTo Ha OJ03MPAHH HEXENaHHW PEakilMH clie]l paspeliaBaHe 3a ynorpeba
NPOAYKT € BaxkHO. ToBa nMo3BoisABa 1a NPOIb/DKH Ha0II0AeHUETO HA ChbOTHOLIEHHET
TIeKapcTBEHHS MPOAYKT. OT MeHUHHCKHUTE CIELHATHCTH Ce H3UCKBA Ja chobuasar
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TI0/103MpaHa HexeNlaHa peakuus 4upe3 H3nbauntennara arennms no fIeKapceTBara, yn. ,,[lamau [pyep™
Ne 8, 1303 Codus, ten.: +359 2 8903417, ye6caiir: www.bda.bg,

4.9 IIpenosupane

Cumnromu

IIpu noeeveto [IALUHEHTH, IPHeMAIlH KIHHHYHO 3HauumMu no3u HCIIBC, morar Jia ce MoABAT
ClEJIHUTE CHMIITOMY: TajieHe, TIOBpPBIaHe, emuracTpanta 6oika u lo-panko auapus. Ceio Taka
MOTar J1a ce pasBHAT: THHHUTYC, [1aBOBOIHE M CTOMAIHO-YpeRrHO KbpBeHe. [To-TexkaTa
HHTOKCHKALMA MOBJIIHABA LUCHTPANHATA HEPBHA CHCTEMa ¢ NPOABH HA CbHITHBOCT M MHOTQ PAAKO

5. ®APMAKOJIOTHYHH CBOWCTBA
5.1 ®apmakosanammynn CBOiicTBa

DapmakoTepaneBTuyna rpyna: Hecrepounau NMPOTHBOBBL3NANUTEIHH 1 AHTHPEBMAaTHIHH TIPOAYKTH.
ATC koa: MO1AEO]

YeraHoBeHO e, ue ananrerHunusT I AHTHIUPETUYHUAT ehekT Ha ubynpoden ce npospssa 15 MUHYTH
CJIEN NPHEM Ha JIeKapCTBEHHA TpoyKT.

AUCTHICANTHLMIIOBA KUCEITHHA B HUCKH [03H. Cwmsra ce, e HaMa ronama BEPOATHOCT 06
ynotpe6a Ha uGynpoden na JOBENE 0 KIMHHYHO 3HaqHM edexT (Bk. Touka 4.5).

@a{%

= /[
o f

10



5.2 ®apmaxkoKHHeTHYHM CBOIicTBa

He ca npoBexasu cnieunaniy GapMakoKHHETHYHH M3CTeBAHMA IPH JELA., JIutepaTypHH 1aHHH
MOTBBPXK/ABAT, Ye abcopOuuaTa, MeTaboIH3MBT H eJIMMUHUPAHETO Ha ubynpogeH ca kato npu
Bb3PACTHHTE.

Cnen nepopanno npunoxenne uéynpoder 6bp3o ce ycBOsBa U pasnpeziens B opraHusMa. [Tukoea
T7a3MeHa KOHUEHTPAIMA Ce JOCTHTa B PAMKHMTE Ha 45 MUHYTH cliej] [IPUeM Ha TTajHO M Ha 1-2 Yaca
ciieq npueM ¢ xpata. Cren metaGonusupane B 4epHus Apod HGYNPodeH H HEroBUTe MeTaGOIUTH ce
CIMMUHMPAT HabITHO M GBP30 OT OPraHA3Ma OCHOBHO upe3 6uOperuTe. [TonyKHBOTHT Ha ubynpoden
€ OKoJIO 2 yaca.

5.3 IpeaxkAHHHYHH ZaHHH 32 Ge30macHOCT

[Ipy u3cnenBaHus BbPXY KMBOTHH e Hab/rogaBaHa CTOMALIHO-YPEBHA TOKCHYHOCT Ha HOynpoden
(IaTONOrHYHK M3MEHEHNs U yuepauun). U6ynpoden He nokassa MYTareHHH CBOWCTBA in Vifro u
in vivo W KaHLIEPOreHHH CBOHCTBA MPH eKCIIEPUMEHTH BbPXY MTBXOBE U MUIIKH,

Hbynpoden Boau 10 moTHCKaHe Ha OBYJIALMATA TPH 3aliLi, KAKTO | 10 HapyIIeHa HMIUIAHTAINS TPU
PasIIHH XKHBOTHHCKH BUJOBE (3aMLlH, IUIbXOBE M MHUIKH). EKCIEpUMEHTATTHH POy YBaHHASA IIpH
UTbXOBE U 3alfIlH N0Ka3Bar, 4e uGynpodeH NpeMuHaBa npes nianeHTara. B TOKCHYHY 3a Malikara
7o3u ce Hab/110/1aBa OBHIIIEHA YECTOTA HA BPOAEHHTE Ma/i(opMaiui (nHanp. nedexTn Ha
BEHTPHKYJIapHaTa Mperpana).

6. DAPMAIEBTUYHHU JAHHH
6.1 Cnucbk HA TOMOIHHTE BellecTBa
Harpues 6enzoar (E211)

JIuMoHeHa kucenHHa

Hatpues nutpar

3axapuH HaTpuif

Harpues xnopug

XunpoMenosa

Kcantanosa ryma

Teued manturon (E965)

muuepon

Apomar Ha Aroja

Taymatuu

ITpeuncrena oma

6.2 HecnBMecTHMOCTH

Henpunosxmmo.,

6.3 Cpok Ha rogsoct

5 rogunu

6.4 Cnenmna/iHH YCJIOBHS HA ChXpPaHeHHe

To3n JIEKApCTBEH MPOAYKT HE U3MCKBA CIIEIMA/IHH YCIIOBHSA 3a ChbXpaHEHHE.

6.5 Bua M chabpRaHHe HA OMAKOBKATA
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Kapronena onakoska, cbabpxara 6, 10, 12, 15, 20, 24 wu 30 cawera (PET/AI/PET/PE) ¢
e/IHOKpaTHH 1034 ot 10 ml.

He Bcuiky BH10Be onakoBKM Morar fa Gbat mycHaTH Ha nasapa.
6.6 Crenuajanu npeanasHu MepPKH NPH H3XBLPIASHe H paboTa

HeusnonspaHuaT JiekapeTBeH MPOMIYKT K OTNAAbYHUTE MATEPHAIH OT HErO TPSGBA Ja Ce H3XBBPIAT
B ChOTBETCTBHE C MECTHHTE H3UCKBaHHA.

Camrero Tps6Ba 1a ce pa3sMayka IpeH Ja ce OTBOPH.

[TpoaykrsT e cycnensus, nopanu koeto TpsaGBa a ce XOMOTeHH3HPA Mpe/y ynoTpeba, KakTo e
OIMCAHO Ha ClejHata (urypa:

1. Haruchere ¢ mpbeTH ropHata u J0JIHaTa 4acT Ha CALIETO HAKOMKO TTHTH.
2. Haruchere otrope u oTA0My H 06paTHO 32 MHHEMYM 30 CEKYH]H.

7. NPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Xeren ®apma Buirapus EOO]]

K.K. Codus Tapk, 61. 118, an. 1, 1766 Codus, Buirapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne

9. JATA HA IBbPBO PA3PEIIABAHE/MIOMHOBSIBAHE HA PAZPEINEHHETO 3A
YIIOTPEBA

JlaTa Ha MbpRO pa3spelnapade:

Jara Ha nocneHo NOAHOBSBaHE:

10. OATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2026
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