KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

1. HME HA JJEKAPCTBEHHA ITPOAYKT

HUBYPAITUJ KUAC 100 mg/S ml nepopanna cycneHsns
IBURAPID KIDS 100 mg/5 ml oral suspension

2. KAYHECTBEH U KOJIHMYECTBEH CBbCTAB

AKTHBHO BelecTBO B 5 ml nepopanHa cycnensud: 100 mg nbynpoden (ibuprofen).

ITomoniHK BewlecTBa ¢ M3BECTHO AeicTBUHE: ChAbpKa TeueH Mantuton (2,3 g B 5 ml).

3a NBJHHA CNHCHK HA MOMOIUHHUTE BELIECTBA, BHXKTE TouKka 6.1.

3. JIEKAPCTBEHA ®OPMA

W 31ibJiHMTEAHA ATEHLMA N0 NEKAPCTBATA
[lepopanna cycnieHsus. rr— PP —— OO
bana no nouTH 6ana BUCKO3HA CYCNEH3UA C apOMaT Ha Aroza.
Kost Pos. Ne . /EJ‘Z&&’/"‘?&, .........................
| PaspeiueHue Ne
. 1 AAHHH BG/MA/MP - 6-_$4’40 ......
4.1. TepaneBTH‘lHH NOKA3IaHHHA Danue . PR 7

3a NOHHWKABaHE Ha MOBULICHA TeJIeCHA TEMNEPATYPa, BKIAIOUYUTEIHO CNel UMYHH3AUMU U 3a
obsiekuaBaHe Ha JieKka 20 ymepeHa 60nka npu Bb3Naj¢HHE Ha MbPAO, HUKHeHe Ha 3b0KkH, 3b60601,
00nKkY4 B yUInMTe, rnapodonue, ciabu DONKH U HABAXBAHHA.

4.2. /03MpPOBKA B HAYHH HA NPHJIOKEHHE

03UPOBKA
[loaBaTa Ha HexXeNaHHW NEKAPCTBEHHU PEAKLIMK MOXE Ja Ce CBeAe A0 MMHHMYM NPH M3MOJI3BaHe HA
Hal-HUCKATa Bb3MOKHA 1034 32 HAH-KPATKHA Bb3MOXKEH NEPHO OT BPEME, 3a MOCTUraHe Ha
aNEKBATEH KOHTPOJ HA CHMNTOMMTE (BX. ToYka 4.4).
MbYPAIINA KUAC e npeaHa3zHaueH 3a KpaTKOCPOHHO NPHUNOKEHHE.
[lpenoprvuBanara aHesHa no3a € 20-30 mg/kg TenecHo Terno, pa3aeaeHd Ha paBHH 103H, C HHTEPBAH
Ha go3upaHe oT 6 a0 8 uaca. MHTepBansT Ha MpuUnoXeHKe He TpaOBa ga 6bae no-Manbk oT 4 yaca M

He TpaOBa Aa ce npHema No-BUCOKA A03a OT npenopbyaHaTa 3a 24 yaca. C noMolura Ha
AO3UPOBBLYHATA CNPHHLIOBKA TOBA MOYKE /1 C€ MOCTUTHE MO CNEAHUS HAYHH:

Brn3pacrt TesecHo Teryio IlpenopnuBana nHeBHAa 7032 (3a 24
(xg) yaca)

Kbpmasera 3-6 meceua, 5-7,6 50 mg (2,5 ml) no 3 mpTH OHEBHO
Terno Han S kg ~
KbpMmauera 6-12 meceua 7,7-9 50 mg (2,5 ml) no 3-4
Heua 1-3 roanHu 10-16 100 mg (5 ml) no Yy RBHO, 2,
Heua 4-6 roauHH 17-20 150 mg (5 mi+2, i‘ﬁﬁ ﬁ‘: : * _:'fj.i \ 2

NHE N ]
Tleua 7-9 roannnu 21-30 200 mg (2x5 ml) a8 Fuhriiesne” |
Heua 10-12 roagunnu 31-40 300 mg (3x5 ml) 10\& ﬁ';ﬁ‘ﬁ }.‘lHEBHO '-'3'*",,;;;




[IpyunoxeHHeTo Ha NEKapCTBEHHS NPOAYKT HE €€ NPenopb4Ba Npy Aela noa 3-MeceuHa Bb3PacT M NpH
neua c terno nox S kg.

[1py kppMaueTa Ha BB3pacT 3-6 Meceua TpAbBa Aa ce NOTBPCH CHBET OT JIEKap, aKO CUMIITOMHTE Ce
B/IOLLAT HJIW HE NMO-KBCHO OT 24 yaca, ako CUMITTOMMTE NEPCHCTHPAT.

Ilpy neua Ha BB3pacT Haja 6 mecela TpAGBa Aa ce MOTLPCH CLBET OT JASKap, ako € HEOOXOAMMO
NEeKApCTBEHHUAT NPOAYKT Aa CE NMpUiara 3a nepuoa fo-AbJIblr OT 3 AHH WIH aKO CHMIITOMUTE Ce
BJIOLLIABAT.

[1py neua Ha Bb3pacT Haa 6 Mecelia TpAOBa Aa ce NOTHPCH CHBET OT JIeKap, aKO CUMITTOMHTE ¢€
BNOLUABAT ¢chiea ynoTpedara Ha 3 a034 3a 24 yaca.

CneuyanHu rpynu rnauHeHTH
¢ Jleua c ioBeHusieH peeMaTronaeH apTpur: [Ipenopbusa ce npueM Ha oOxuaiiHaTa qHEBHA 1032

oT 30 no 40 mg Ha kg TenecHo TErNo, pa3sesieHa Ha 3 o 4 ao3u.

¢ [lpv nOCT-UMYHHU3ZLHOHHO MOBHLLIABAHE HA Temneparypara: [IpenopbuBa ce na ce npueme |
ao3a ot 2,5 ml, cneapaxa ot HoBa 03a ot 2,5 mi 6 yaca cnen NpHICXKEHHETO Ha TbPBAaTa
no3a. [la He ce npueMar noeeye oT 2 o34 no 2,5 ml 3a 24 yaca. Ako BUCOKATa TeMnepaTypa
HE Ceé MOHWXaea, TpabBa Aa ce NOTbpCH nekap.

Ha4yuH Ha NPHUITOKEHHUE
[lepopanto npunoxenue. I[launeHTuTe ¢ YyBCTBUTENEH CTOMaX TPAOBA Ja NMPHEMAT TO3H JIEKAPCTBEH
MPOAYKT MO BPEME HA WK Clea XpaHeHe.

4.3. IIpoTHBONOKA3AHHA

. CBPBEXUYYBCTBHTENHOCT KbM HOYNpPOdEH UMTH KbM HAKOE OT MOMOLLHUTE BELLECTBA, H3OpOCHHU B
TOouka 6.1,
. NAaLMEHTH C JaHHK B aHaMHe3aTa 32 NPCAUIUHM PeaKUMH Ha CBPBbXYYBCTBUTENHOCT (HanNp.

acTMa, PUHHT, AHTHOEAEM HIIH YPTUKApHA) B OTrOBOP Ha uOynpodeH, aueTHacaIuiIuI0Ba
KHCENHHA (ACMHPHH) HNH APYTH HECTEPOHIHH NpOTHBOBb3NanuTenHH aekapctsa (HCIIBC);

. AKTHBHA WJIM aHAMHE3Aa 3a PeLMAHBUApALLA NIENTHYHA A3Ba / KPbBOUIIKB (/1Ba WIH NOBEYE
€MU30/1a Ha A0KA3aHa YAUCpalng U KbpBeHe),

. AaHHHM B aHaAMHE3aTa 3a raCTPOMHTECTHHANIHO KbPBEHE WiH nepdopaliid, CBbP3aHH C JIEUEHHE
¢ HCIIBC B MuHanoro;

. TEXKKa YepHOAPOOHA HEAOCTATBHHOCT, ObOpeuHa HeAOCTATBLYHOCT WIH ChpACYHa
HEAOCTATBYHOCT {BK. TOUka 4.4);

. nocaeeH TpPUMECTLP Ha OpemenHocTTa (BXK. TOUKa 4.6).

4.4. Chneunannn npeaynpexAeHAs W NPeANa3HH MEPKH HPH ynoTpebda

[lossara Ha HEXENTAHM NEKAPCTBEHU PEAKLIMH MOXE A2 Ce CBelle IO MUHHMYM TPH H3MOJ3BaHe Ha
HaW-HWCKATA BE3MOXKHA 1032 3a HaH-KpaTKHs Bb3MOXKEH NEPHOJI OT BpPEME, 3a NMOCTHIaHe Ha
a/ICKBATEH KOHTPON Ha CHMITTOMHTE (BHXKTE MO-40J1y CTOMALIHO-YPEBHU K CHPAE€UHO-CHIOBH
PUCKOBE).

[TauneHTHTE B CTapyecKa BB3pacT €a € MOBHILEH PUCK OT NOABA HA HEXE/IaHH JIEKAPCTBEHH pPeakiHH,
0COOEHO racTpoO-HHTECTHHATHO KbpBeHe U nepdopaliud, KOMTO Morart aa Osaar datantu.

Pecnnparopun:

Moxe aa 6bae npoBokHMpaH OpOHXOCNA3bM MPH NALMEHTH, CTPaJallii OT OpoHXHan
anepruuHu 3adbosIgBaHHUA.



Hpyru HCIIBC:

EanoBpemeHnHaTa ynotpeda Ha ubynpodex ¢ apyru HCIIBC, Bka. cenekTHBHU HHXHOMTOPH Ha
UMKJTOOKCUTreHa3a-2 TpabBa na ce u3barea (BX. Touka 4.6).

CucTeMen Jynyc epHTEMATO3YC B CMECEHO ChHEe/IHHHTEIHO-THKARHO 3a00/19Bane:

[lpy cUCTEMEH JTyNyC EPUTEMATO3YC H CMECEHO ChEAWHUTETHO-ThbKaAHHO 3a00NsABaHe € NOBHILEH
PHCKA OT aCeNTHUYEH MEHMHIUT (BXK. TOuka 4.8).

C'I:pIIE'IHl}-C'BHOBH H MOIBYHO-CBHI0BH eIlIEKTH:

[ToBuieHO BHUMAHUE € HEOOXOAUMO NPEAN 3aMOYBAHE HA JICYCHHETO NPH NALIMEHTH ¢ JaHHH B
aHaMHe3aTa 3a XHIMEPTOHUA H/WTH CbpACUHA HEIOCTATbYHOCT, KaTo 3a/pbXKKa Ha YPUHA, MOBHLLIABaHE
Ha KPBLBHOTO HaNAraHe v otok ca Habmonpasanu npu neuenue ¢ HCIIBC.

[1p1 nauueHTH, NekyBanu ¢ HOynpodeH, ce cboduiasa 3a cnyvau Ha CHHApoM Ha Kounis. CHHAPOMBT
Ha Kounis ¢e onpeaens Kato BTOPUYHUA CHPACYHO-CHAOBA CUMNTOMH Ha afleprudHa peakuus Hiu
peaKLus Ha CBPbXHYBCTBHUTEAHOCT, CBbP3aHN C KOHCTPUKLIUA HA KOPOHAPHUTE apTEPHH,
NOTEHUMATHO BOAELLA A0 MUOKApAEeH HHGAPKT.

JIaHHH OT KIMHWYHH M3MKTBAHUA U ENMUMISMUONIONHYHK JaHHM NpeAanoarar, ye yrnorpedara Ha
HoynpodeH, no-cneunasHo BUCOKH a034 (2400 mg AHEBHO) H NPOABHKUTENHO ICHEHHE € Bb3MOXHO
Na ca CBbP3aHH C JIEKO MOBULIEH PUCK OT aTepOTPOMOOTHUHM CHOMTUSA (Hanp. MUOKapaeH HH$apKT
uiu MHCYAT). KaTo uano, enuaeMHONOrHYHKUTE JaHHHY HE NOTBBPXKAABAT MOBHLUEH PUCK OT
MHOKapAEH HH(ApPKT NPU NpHEM HA NO-HUCKU 103K bynpodeH (< 1200 mg nHeBHO).

bnbpeunn:

brOpeuno yepexxaaHe, Thid kaTo ObOpeunaTa (pyHKUMA MOXKe 1a ObJe BAOLISHA AOMBIHHTENHO (BX.
To4ka 4.3 ¥ Touka 4.8).

CoLuecTByBa prcK OT 6BOpeYHO yBpeXKaaHe NPU AexuapaTipany acua (Bxk. Touka 4.3 v Touka 4.8).
Yepuoapobuu:

YepHoapobHa auchyHkuma (Bx<. Touka 4.3 U Touka 4.8).

I'acTpo-HHTECTHHANIHH ePeKTH:

HCIIBC Tpa6Ba na ce npueMaT BHUMATENHO OT MALMEHTH ¢ JaHHH 3@ raCTPO-HHTECTHHATHO
3abonaBane (ynuepaTrHBeH KOnuT, bonect Ha KpoH), nopaau Bs3MOXKHO BJIOIIABAHE HA CHCTOAHUETO
(Bx. TOuka 4.8).

["acTpOMHTECTUHANHO KLPBEHE, YiUEpalug WIH Nepdopauud, KOUTO Morart ga Obaart U gatanHu, ca
cboOllaBaHH BbB Bpb3ka ¢ ynorpebarta Ha scuuku HCITIBC no Bcsako Bpeme Ha JICHEHUETO, ChC HIU

6e3 nNpcayrnpcinuTcini CHMAOTOMH UKW JaHHH 34 MpEeJHULLIHH CEPHO3HK raCcTpO-MHTCCTHHANIHHA cbOHTHA.

PUCKBT OT racTpo-MHTECTHHATHO KbPBEHE, YLUCpaUMa WK nepdopauus HapacTBa ¢ YBEIHYaBaHE Ha
no3ara Ha HCIIBC, no-cneuManHo npM NalWeHTH ¢ JaHHHU B AHAMHE3aTa 3a 1384, 0CO0EHO ako €

[launeHTHTE ¢ aHaMHE3a 3a racCTpO-HHTECTHHAIHA TOKCHUYHOCT, 0COOEHO B cTapye
na croblasaT Bceky HeobuyaeH abaoMUHaNEH CUMIITOM (NO-CNEUMANIHO 3a FracTp
KbpBeHE), 0co0eHO B HayanHUTe (a3H Ha JIeHEHHETO.




[ToBHIIEHO BHUMAHHE € HEOOX0AUMO NPH NMALIMEHTH, KOUTO MPOBEXAAT CHITBTCTBRALLO JIEYEHHUE, KOETO
O MOTJIO 1a MOBHIUKW PHCKA OT YJILEPaUMd K KbPBEHE, KATO HanpUMep MepopaIHH KOPTHKOCTEPOHIH,
aHTUKOArynaHTu (Hanp. apdapuH), CENCKTHBHH HHXMOUTOPH Ha 00paTHOTO 3axBalllaHE Ha
CEPOTOHMH WJTU JIEKAPCTBA C AaHTUTPOMOOTHUYHO AEHCTBUE, KATO HAMp. aLUETHIICANTHLIIIOBA KHCETMHA
(acnupuH) (BXK. Touka 4.5).

[IpyembT HA NeKapcTBEHUA NPOAYKT TpAOBa a ce NpeKkpaTH Npu NosABa Ha racTpO-HHTECTHHANTHO
KbpBEHE HIIM yalLepauuns No BPEME Ha JieueHHueTo ¢ HOyrnpodeH.

Texxa KoKHA BexenaHH peaknun (SCAR)

Texxun KoXKHU HexxenaHH peakumu (SCAR), BKIIOYHTENHO eKC(PONHATHBEH AEPMATHT, EPHTEMA
MylITHdopMe, cHHAPOM Ha Stevens-Johnson, TokcuuHa enuaepMaHa HEKPOJIH3a, N1eKapCTBEHA
PEAKLUs ¢ CO3UHOPHNHSE U cHcTeMHM cumitromu (cuaapoM DRESS) u ocTpa reHepanuzupana
eKk3aHTemaTo3Ha nyctynosa (AGEP), kouto morar na 6baar xkusoro3acTpaluaBalid WiM aa AOBEAAT
N0 JIeTaneH uU3Xoa, ce chodliaraTt BB Bpb3ka ¢ ynorpedara Ha HCIIBC ubynpoden (k. Touka 4.8).
[ToBeueTo OT TE3M peakUHH HACTBLNBAT Npe3 Mbpeua Mecell. [Ipy nosea Ha NPH3HALM U CUMITTOMH,
NOKa3aTe/IHH 3a TE3W peakunH, ubynpodeH Tpabea na ce cnpe He3abaBHO 4 Aa ce 0OMHCIH ApYro
neuyeHue (cnopen HeobxoaumocTTa).

B M3KTIOUHTENHH Clly4aH € BbIMOXKHO YCIIOKHABAHETO HA TEXKH KOXKHH H ChbeZHHUTENHO-ThbKaHHH
HHpeKkUMH nopaau Bapuuena. [lopaau roea, ynorpebara va UBYPAITU]J] KUJIC He ce npenopbuBa
npy BapHLUENna.

To3u nexkapcTBeH MPOAYKT ChABPKA T€HEH ManTUTON. [TlauueHTy ¢ peaku HacneacTBeHH MpobneMH Ha
HEMOHOCHUMOCT KbM (PpyKTO3a He TpAORa Aa pHEMAT TOBA JISKAPCTBO.

4.5 B3aumoaeHCTBHe C APYIH JIEKAPCTBEHY NPOAYKTH B ApYrH JopMH HA B32HMOJCHCTBHE

HOynpoden ne TpabBa Aa ce npHeMa B KOMOHHANAA CHC:

Hpyeu HCIIBC, swn. yuxnookcuzenaza-2 Heobxoaumo e pa ce uzbarsa ynorpedara Ha 2
CeNeKMUBHU UHXUOUMOPU. WK AOBeYe JiekapcTsa oT rpynaTa Ha HCIIBC,
Tbi KAaTO TOBA MOXE [a YBENHYU PUCKA OT
HEXENIaHU peakuuk {ocoDero OT cTpaHa Ha
racTpO-HHTECTHHANHMA TPAKT, KATO HAMNp. S3Ba
UITH KbpBeHe) (BxK. Touka 4.4).

Ayemuwicaruyunosa kuceauna (Hucka oosa) OcBeH ako He € npeanucaHa HucKa 103a
aLETHICATTMLIMIIOBE KMCEIIMHA (HE noBeYe oT 75
Mg AHEBHO), Tbi KATO MOXE 43 YBEJIHUYH PUCKA OT
HeXeJlaHU peakuuu (Bx. Touka 4.4).

Hoynpoden Tpabra aa ce H3D0/1382 ¢ NOBAIEHO BHHMAHHE B KOMOHHANHS CLC:

Anmuxoazyranmu HCIIBC moxe na 3acuaaT JeHCTBHETO Ha
AHTHKOATYJIAHTHUTE, KATO Hanp. BapdapHH (BxK.
Touka 4.4).

Aumuxunepmenzuena mepanun HCTIBC moxe na HamansT AeHCTBHETO Ha

(Ouypemuyu, ACE unxubumopu, aneuomen3un — | AMYPETHLIMTE H IPYTH AHTHXHMNEPTEHU3HH

[I-anmazonucmu) CpeacTBa H [1a 3aCUJIAT HePPOTOKCUUHHOCTTA,

MPHYMHEHA OT HHXHOMpaHeTo Ha
IHK/IOOKCHI €Has3aTa, 0COOEHO NPH MAUHEHTH ¢
KOMIpOMeTHpaHa ObOpevHa QyHKLIHS

Kopmurxocmepouou Moske [a 3aCHIIAT pHCKa OT HeXeNa TN
0CODEHO racTpO-UHHTECTHHANHH AN
Huxubumopu na mpomboyumnama azpecayus u | [loBuiieH puck oT racTpo-uHTe gﬁ 7 S \
cerexmugeHu unxubumopu na obpamiomo YJLEPALMY WIH KbpBeHe (BXK. TORR R ¥ E \
3aX6QUAHE HA CEPOMOHUH T T VT Al I
Cvpoeunu eauxo3uou HCTIBC moxe na Bnowar CLm&EM@%* ok 45;-";




Cbple4Ha HEAOCTATLYHOCT, J1a NOHKXKAT CTENneHTa
Ha [JIOMepyaHa QUATpaUus U 1a yBenu4ar
[UTa3MEHHTE HHBA HA IMIKMKO3Ma.

Jlumuu B1b3MOXKHO € Aa ce MOBHLIAT CEpYMHHTE HUBA HA
JTIUTHH.
Memompexcam [lpuemsbT Ha HCIIBC g0 24 yaca npeau wiau cnen

yrnotpeba Ha MeroTpeKcaT MOKe 1a NOBUILY
KOHLUEHTPAUHHTE HA METOTPEKCAT W 1a 3aCHJIH
TOKCHYHHTE SHEeKTH

Huxnocnopun [ToBuuIEeH pHCK OT HEBDPOTOKCHYHOCT

Mughenpucmon HCIIBC He Tpabea na ce ynorpebsapar B
npoAbL/KeHHE Ha 8-12 oHH cnien ynoTpebara Ha
MHQENPUCTOH, Thit KATO MOFAaT Aa HaMansT
HETOBOTO JEHCTBHUE

Anmubaxmepuannu cpeocmea om cpynama #a | JJaHHHM OT NpOy4BaHHUA NPH XKHBOTHH JABAT
XUHOAOHUME OCHOBAHHE 1A C¢ NPSANONCKH MOBHIIEH PUCK OT
KOHBYJICHH, CBBP3aHM ¢ NMPUAAraHeTO Ha
XHHONOHOBU aHTHOAKTEPHATHH CPEACTRA.

Taxporumyc B13M0XHO € MOBHLIABaHE HA PUCKA OT
He(POTOKCHYHOCT NPU €IHOBPEMEHEH NPHEM Ha
HCIIBC ¢ Takpoaumyc

Judoeyoun [ToBMiIEH PHUCK OT XEMATOMOTUYHA TOKCHUYHOCT
npy eaqHospemeHed npuem Ha HCTIBC cne
3HJOBYAHH.

4.6 DepTRAHTET, OPEMEHHOCT H KbPMEHE

bpemennoct

[ToTuckaHeTo Ha NpocTarNaHAMHOBATA CHHTE3a MOXE A NOBIHAC HebnaronpuaTHo OpeMeHHOCTTa
U/ Mnu geTanHoTo passuTue. JlaHHH OT eNUIEMHUOATMYHH APOYUYBAHMSA NOKA3BAT MOBHILEH PUCK OT
cnoHTaHeH abopT WK CbpaeuHH MalipopMaLMH M racTPOCXHU3HC caea ynorpeba Ha uHxubuTOopH Ha
NPOCTArjaHAWHOBATA CUHTE3A B PaHHA OPEMEHHOCT.

Hbynpoden ve Tpsabea aa ce M3NON3Ea Npe3 MbPBHA H BTOPHA TPHMECTBP Ha OpeMEeHHOCTTa, OCBEH
aKO HE € KaTeropuuHo Heobxogum. B cayuail, ye ce W3nonssa npes mbpBU HIIH BTOPU TPHMECTHP HA
OpeMeHHOCTTA OT JKEHH, KOUTO Ce ONMUTBAT Aa 3a0peMeHesT, Ao3ara TpaOra 1a Obe MaKCHMAITHO
HHUCKA, 8 NPOAB/HKUTENHOCTTA Ha JICYCHHE BL3MOXKHO HAH-KpaTKo.

[1o Bpeme Ha TpeTH TpUMECTEP HA OpeMeHHOoCTTa, ynoTpetara Ha HOynpodeH € NpoTUBONoOKa3aHa,
TbH KaTO BCHYKH HHXHOMTOPH Ha MpoCcTarnaHAWHOBATA CHHTE3a MOraT Aa H3/TOKAT HA PUCK:
® [10Aa OT KapAHOMY/IMOHANHA TOKCHYHOCT (C NPEXAECBPEMEHHO 3aTBapaHe Ha ductus
arteriosus 4 6enoapobHa xunepToHus), 6uOpeuna AuchyHKUHA, KOSTO MOXE Aa NPOorpecHpa
Ao 6bOpeuHa HeAOCTATHEHHOCT C ONHIOXHAPAMHHOH;
® MakKara H HOBOPOAECHOTO, B Kpas Ha OpEMEHHOCTTA, OT Bb3MOXKHO YABIKABAHE HA BPEMETO
HA KbPBEHE WK NMOTUCKAHE HA MATOUYHHUTE KOHTPAKLMH, KOETO Aa AoBeae 10 3abaBsiHe Wan
yABLIKABAHE Ha PaXKIaHeTo.

Knpmene
HUbynpodeH ce eKCKpeTHpa B KbpMaTa B MHOIO HHCKH KOHLIEHTPALIMK, KOMTO € MAJIKO BEPOSTHO Aa
OK@XKAT HAKAKBO HeONaronpusTHO Bb3ACHCTBHE BBPXY KbPMAYETO.

QepTHAMTET
HMMa paHHM, ye 1EKapCTBEHH NPOAYKTH, KOHTO NOTHCKAT LHKIOOKCHreHaszHaTa /
CHHTE3a, MOTAT Ja NOBIAUAAT HeONAronpHATHO (pepTHIIMTETA NOCPEACTBOM Bb3
oBynauuaTa. To3un edpekt € o6paTUM MpH NPeyCTAHOBABAHE HA JCUEHHUETO.




4.7 EdexTn sBpxy cnocofnocrTa 3a modupane B pabora ¢ MalllHHA

[1pn npuem Ha NeKapCTBEHUS NMPOAYKT B NPEMOPbYAHUTE 03U HE CE OYAKBA /i OKAXKE
HeOJaronpUATHO BB3AECHCTBHE BLPXY ¢NocobHOCTTA 32 Wwodupane 1 paboTa ¢ MALLIHHH.

4.8. Hexelanu JekapCcTBeHH peakHH

M3nonzpaHa e cneaHaTa KOHBEHLMA 32 KIacH(ULMPAHe Ha HEXEIAHHUTE JIEKAPCTBEHH PeaKLIMH B
3aBHCHMOCT OT 4YeCTOTaTa;

. Yectu: >1/100 go <1/10,

. Heuecru: >1/1 000 no <1/100,

. Penku: 21/10 000 no <1/1 000 u

o Mmnoro peaxu: <1/10 000

. C HEH3BECTHA YECTOTA: OT HATHYHHUTE JaHHH HE MOKe Aa ObJe HanpaBeHa OLCHKA.

COHCBKBT € BL3MOXKHH HEXKENAHM JIEKAPCTBEHH PEaKLMH MO-J0JY C€ OTHAcA 3a ynorpeba Ha
OynpodeH, B npenopbuaHute 1034 (Ao 1200 mg Ha JeH) U NPOABIKUTENHOCT Ha JIEUeHHe 3a
NEKApCTBEH MpoayKT Oe3 nekapcko npeanucadue. [Ipy npoabaxUTeNHO leyeHHe Ha XPOHUMHH
CbCTOSHWUA MOTAT /A C€ NOABAT AONBIHUTEIHU HEXKENAHU PLAKLIMM.,

Hapywenns Ha KPLBTA H JEMQHATA CHCTEMA

C HeHW3BEeCTHA YECTOTa HapylwieHus Ha XeMonoe3aTa, BK/1. aHEMUs, JIEBKONEHUH,
TpoMOOLIMTONEHHS, IAHLIMTONEHUS, ArPaHyJIOLMTO3a’

Hapyuienns Ha HMYHHATa cHCTEMA

HeuecTH CBpPLX4YBCTBHTENHOCT, BKJI. YPTHKapHs H NPYPHTYC

MHoro penku Texkkyu peakUMK Ha CBPbXUYBCTBUTEIHOCT, BKJI. OTOK HA JIULETO,
€3UKa U I'bPJA0TO, AUCTTHEA, TAXUKAPAMA U XHITOTOHHSA
(anagunaKcHs, aHTHOEAEM H TEXDBK LHOK)

CohbpaeunH HapylieHHs

C HeHu3BeCTHA 4ecToTa CopaeuHa HEAOCTATBYHOCT H OTOK, CHHIpPOM Ha Kounis

CroaoBn HapyLICHHA

C HEU3BECTHA 4EeCTOTa XHNEPTOHUS

HapynieHnsi Ha HePBHATA CACTEMA

Heuyectn [ narobosue

MHOIo penKH ACENTHYEH MEHHHTHT

PecnHpaTOpHH, rPbAHE H MEAHACTHHAJIHH HADPYIICHHS

C Hen3BECTHA YeCTOTA [loBHIIEHA pEaKTHBHOCT HA PECNUPATOPHHUA TPAKT, BKIHOYHTENHO
acTMa, OpOHXOCNAa3bLM WK JUCTIHES

CToMaIBO-YpEBHE HAPYIICHUSA

HeuecTH KopeMHa bonka, raaeHe ¥ AUCHENCHs
Peaku Jnapus, noiyBaHe, 3aneK WiH NOBPBHLUAHE
Muoro penkwu [lenTuuHa 9383, nepdopaUus HIKW KbpBeHEe B CTOMALIHO-YPEBHUS

TPAKT, MeNeHa, XeMaTeME3a, YJILEPO3eH CTOMAaTUT WIH FacTPHT,
obocTpAHe Ha KOAMT W Oonect Ha Kpou

XenaroOHAHADHE HAPYIICHHS
C HeHn3BeCTHa 4eCcToTa YepHoapoOHH HapylLUeHH

Hapywenns HA K0XKATa H DIOAKOKHATA ThKAH
HeuecTn Koxxen obpHB




MHoro peaku Texku KoxkHH HexxenaHu peakuuu (SCAR) (BkmouuTesiHo
epHTeMa MyaTudopme, ekChoiMaTUBEH AEPMATHT, CHHAPOM Ha
Stevens-Johnson ¥ TOKCHYHA enUaepMalIHA HEKPOJIH3a)

C Heu3BecTHA YecToTa JlekapcTBeHa peakims ¢ €e0O3MHOGHINAS H CHCTEMHH CUMINTOMM
(DRESS cunapom)

OcTpa reHepanu3npaHa ek3aHTeMaTosHa nycryaosa (AGEP)

Hapymenus na 0b0peunTe H NHKOYHHTE MHTHINA

MHoro peaku OcTpa 6L0peyHa HeAOCTATBEYHOCT
Hichenpanun
MHoro peaku [ToHW»XeHU HHBA HA XeMOornobuHa

Hadexnnn v angecraunn

C Heu3BecTHa yecToTa Mma cboblueHns 3a BiiolaBaHe Ha CBbP3aHO ¢ HH(EKUHH
Bh3NaJEHHE, B M3KTIOMUTENHY ClTyYaH € Bb3MOXKHA NOABA Ha
TEXKH HHPEKLHMH HA KOXAaTa U MEKHUTE ThKaHM NPH BapyliEna.

' [TbpBUTE NpU3HaLM ca TeMNepaTypa, GOJIKH B MbPIIOTO, NOBLPXHOCTHH adhTH, rppHNonoao6HY
CHMNTOMH, CHJTHO M3pa3eHa OTNaAHaNnoCT, HeoOSICHMMA NOABA Ha KbpBEHE WIH CHHUHM.

CholiaBaHe Ha MOAO3HPAHU HEXKENAHH PEaKLIMH
Cbo0IaBaHeTO HA NOAO3HPAHH HEXKENTAHH PEaKUHH Clle pa3peulaBaHe 3a ynorpeda Ha J1EKapCTBEHHA

NPOAYKT € Ba)KHO. ToBa NO3BO/IABA /12 NPOABLIDKH HabNIOAEHHETO Ha ChOTHOIIEHHETO TON3a/PUCK 34
JeKapcTBEHUS NpoaykT. OT MEAULUHCKUTE CIELHATHCTH C€ U3HCKBa Ja ChoOLaBar BesKa
MOJO3MpAHA HEXKENaHa peakLns upe3:

M3nbaHuTENHA areHuMs no eKapcTBaTa

yi. ,,JamMad I'pyes® Ne8

1303 Codus

Ten.: +35928903417

yebcaiiT: www.bda.bg

4.9. Ilpeposnpane

[TpuemsT Ha noseye ot 400 mg/kg npu acua Moske Aa AoBeae A0 NosBaTa Ha cumMrrtomu. [pu
Bb3PacTHH €EKTHT 103a-0TrOBOP € NO-MalKO OTYETIIMB. BpeMeTo Ha NOMYKMBOT MPH NPEIO3IHPAHE €
1,5 — 3 yaca.,

Cumnmomu

Ipu noBeyeTo NauMeHTH, KOUTO Ca NPHENIH KIMHHYHO 3HaYMMHM konvdecTBa HCIIBC, ce nposBsaBa
Hail-Beue raaeHe, NOBphHILAHE, enUracTpanya O00ka v B Mo-peakH caydau auapra. Bu3MoskHO € Chlio
Aa Ce€ MOABAT I1aso00aKe, IyM B YUIMTE H FACTPOUHTECTHHANIHO KbpBeHe. [IpH no-TexkuTe ciryyan
Ha oTpaBaHe ce Habmongasa LIHC TokcuuHocT, nposBsaBaia ce ckC CbHAWBOCT, NOHAKOTa BL30ya U
AC30PHEHTALIMA HIH koMa. Bb3MoxkHa € 1 noseaTa Ha koHByACHH. TIpH Mo-TeXXKHTE cliyyan Ha
OTpaBgHe MOXe a ce pa3Bue MeTabOIMTHA aLn/03a M 21a € YABDKH NpoTpoMOHHOBOTO Bpeme/ INR,
KOETO BEPOATHO C€ AB/IKH Ha MOBJIHABAHE Ha AefCTBHETO Ha (aKTOPHUTE HA KPbBOCHCHPBAHETO.
Moxe na ce HabnrogaBar cbuio ocTpa 6L0peuHa HeIOCTaTHLHUHOCT, YEPHOAPOOHO YBpEXKIaHe,
BJIOLLIABAHE HA aCTMa MPU aCTMATHLIH.

Tepanesmuynu mepru
Jleuenueto TpabBa na ObAEC CHMIITOMATHYHO H MOAXBLPXKALIO W 12 BKIIOYBA MOAAbPIKAHETO HA

crabunu3upanero. Moxe j1a ce NpUNOXKH aKTUBEH BBIVIEH, aKO HE € H3MHHAI N0
pHeMa Ha NMOTEHUHAIHO TOKCHYHOTO KOJIHMYECTBO. [IpH YecTH WK npoab/IKUT
Tps0Ba Na ce NpUIoKH UHTPABEHO3HO AMazenaM WK nopasenam. [1pu actma
Opouxoaunararop.



5. ®APMAKOJIOI'MYHH CBOHCTBA
5.1 dPapmMakoaIHHAMHYHH CBOHCTBA

QapmakoTepaneBTHYHA rpyna; HecTeponaHM NPOTHBOBB3NANIMTECAHA U AHTUPEBMATUYHH NPOLYKTH,
NPOU3BOAHH Ha NMPONKOHOBATA KMCEITHHA.
ATC kon: MOTAEOI

H6ynpodgen e HCIIBC, nponzsoaHo Ha NpONMOHOBATA KHCENHA, KOETO AeHCTBa KaTo KaTo
UHXHOHpa npocTarntaHaAKHOBaTa CHHTe3a. HaMangsa Bb3NancHUETO, OTOKa K TpeckaTta. OCBEH TOBA,
noynpodeH o6paTiMo UHXHUOUPA arperauuaTa Ha TpoMbouuTHTE.

5.2 ®apmMakoKHHETHYHH CBOHCTBA

Ubyrnipoden ce pezopbupa 6bp30 ciien nepopanHo NpUIOKEHHE U OBbP30 ce pasnpeaens B Leus
opraHu3bM. ExckpeTupa ce 6bp30 ¥ nhjiHO upe3 OuOpeunte.

MakcHuManHu NIa3sMeEHH KOHUMHTPALUH CE JOCTHraT 45 MHHYTH CJIE MEPOPAJIEH TIPHEM HA MIaHO
uny ao 1-2 yaca, ako ce npuemMe ¢ XpaHa. BpemeTo 3a 1ocTHraHe Ha MAKCHMAIHHU CEPYMHH
KOHLIEHTPALIMK MOXKE 2 BAPHPA B 3aBUCMMOCT OT NPHETATA A03A.

BpemeTo Ha nosTy:xUBoT Ha HOynpodeH € okono 2 yaca.

MMma orpaHHueHy HaHHH OT NPOY4BaHus, Ye HOynpodeH ce ekcKkpeTHpa B MHOIO HUCKH
KOHLICHTpaLHH B KbpMarTa.

5.3 IIpeak/mHHYHHA JAHHA 33 0€30MACHOCT

Hsima peneBaHTHHM NPEeAKNMHUYHMA AAHHH OT MPOYYBAHHUSA NPH AcLA.

6. PAPMAIEBTUYHHA JAHHHA
6.1 ChHnHCbK HA IOMOIMHHTE BEIMECTBA

TeueH MasnTHTON
[ nuuepon
JluMOHEeHa KUceTHHA
Hatpues uutpar
Hatpues xnopua
3axapHH HaTpHiA
HaTtpues OeH3oar
[Monucopbat 80
KcanTaHoea ryma
Apomar siroja
[Tpeuncrena BOA

6.2 HechbBMECTHMOCTH
He ca v3BeCcTHM.
6.3 Cpok Ha roaHocTt

2 TOAUHH.
Cpok Ha rogHOCT cnej MbpPBO OTBapAHe Ha HyTunkara: 6 Meceuna.




6.4 ChneunajiHH yCJIOBHA HA ChXPAHCHHE
Ha ce cbxpanssa noa 25°C, B OpHruHanHaTa onakoBka.

6.5 BuAH cLALPKAHHE HA OMAKOBKATA

Kagsea 6yrwika ot nonueruieH tepedranar (PET) ¢be 3aiunTeHa OT Aeua Kanauka Ha BHHT WIH
ka¢sapa cTeiiieHa 6yTunka (knac I11), ¢ ynrbTHSBala Kanayuka Ha BUHT. Bytunkara ceaspxa 100 ml
unu 120 ml cycnensua. 1 (eaHa) 6yThiaka, 3aeqHO C JIHCTOBKA 34 NaLMEHTa W AO3HPOBbYHA
CIPHHUOBKA OT 5 ml, ca nocTaBeHH B €0HHHYHA, CrbBaeMa KapTOHEHA KYTHA.

He BcHuku BHaoBe onakosku Morar Aa Obaar mycHaTH Ha nasapa.

6.6 CpennanHr NpeiNa3AA MEPKH NPH H3XBLPJIAHE H pabora

He ca n3pecTHM.

7. TIPUTEXATEJ HA PAZPENIEHUETO 3A YIIOTPEBA

XUMAKC ®APMA EOO/

yn. 'opuua Ne 8A

1618 Codus, brarapus

Ten.: 02 955 6298

umein: office@chemaxpharma.com

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20200126

9. HJATA HA ITBPBO PA3PELIABAHENIOAHOBSABAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jlara Ha mbpBO pazpewnarane: 28.07.2020 r.
Jara Ha nocaeaHoO MoaAHOBABAHE:

10. JATA HA AKTYAJ/IMZUPAHE HA TEKCTA

Mapt 2025 r.




