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1. HFME HA JEKAPCTBEHHSA IIPOJYKT | azysuicHue __

IMTapaneraMaxc Excnpec 500 mg dbunMupann TabreTkn AR
ParacetaMax Express 500 mg film-coated tablets
2. KAYECTBEH 1 KOJIMYECTBEH ChCTAB

Besaka dunmMupana tabnerka chabpaxka 500 mg napaeraMon (paracetamol).

[1oMONIHH BeriecTBa ¢ M3BECTHO neticTBHe
Beaka grimupauna tabnerka chabpka 12 g rokosa H COpOHTON.

3a ITIHHA CIIHCHK HA MOMOLIHHTE BELIECTRBA BIDKTE TOUKa 0.1,

3. JIEKAPCTBEHA ®OPMA

®dunMupana TabneTka

Bana Ao novTy Gaa, eMHNCOBKAHA, NBOHHOM3ITEKHAA TA0IETKA C JeIMTETHA YepTa OT eAHATA
cTpaHa Ha TabJeTKaTa M rianka ot aApyrata. PasMepsT Ha TabneTkara e npubamsntento 7,9 ua

17,1 mm ¢ BacoynHa npubanaurenHo 5,0-6,5 mm.

Tabnerkata Mmoxe na 6bae pasfeneHa Ha JBe PABHHU TO3H.

4. KJIMHAYHH JAHHH

4.1 TepaneBTHYHEH NOKAIAHEY

CHuMITTOMAaTHYHO JieueHHe Ha fieKa IO yMepeHa GoJlka H/HIH TeMmeparypa.

MapaneraMaxc Excnipec e noka3aH NpH Bb3pacTHH, IOHOWIN H Jelia Ha 6 1 noseye rOAMHH.

4.2 JI03HpOBKA H HAMHH HA OPpHICKeHHE

gOBHpOBKﬂ

Hudopmanma 3a no3upoBKaTa € NocodeHa B clieaBalliaTa Tabiuua.
Jlo3upoBKkaTa 3aBHCH OT BE3PacTTa H TeJIECHOTO TeTIIo; 00H4aiiHo ce mpuemar no 10 no 15 mg/kg
TEJIECHO TETTIO KaTo eAHMHMYHA 1033, A0 MakcuMyM 60 mg/kg TenecHo Terno ofma AHEBHA no3a.

HuTeprambT Ha no3UpaHe 3aBUCH OT CHMITTOMHTE M MAKCHMANHATa 00Iia AHSBHA J103a H [IPH
BCHYKH clIy4au TpabBa Ja 6b1e He no-KpaTEK OT 4 Jaca.

3a nena noj 6-ronMIIHA BB3PAcT ¢a HATHYHH MO-TIOIXOAAIIM JIEKAPCTEEHH GOPMH.

AKO CHMNTOMHTE MPOAB/LKABAT NOBEYE OT 3 IHH € HeOOXOAMMa KOHCY/ITALHA © JIKA
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Teaecno Terno (Bb3pacr) | Exnanuna xosa Makcumanna Munnmanen
(exBHBANIEHTHA AHeBHa 103a (24 h) HHTEePBAJ MeKIY
1032 napaueramo.i) | (eKBHBAJIeHTHA 1032 | I03HTe
(6poii TabaeTkn) napauneramoa) (Gpoii
Ta06.1eTKH/N03H)
22 kg -30kg 250 mg 1 000 -1 500 mg 4 - 6 yaca
(nmeua Ha BB3pacT OKOJIO (nonoeuH Tabnetka) | (makcumym 2-3
6 — 9 roaunm) TabneTkn/4-6
nprema)
30 kg- 40 kg 500 mg 1 500 - 2 000 mg 4 - 6 yaca
(neua Ha BB3pacT OKONO (1 Tabnerka) (makcumym 3-4
9 — 12 roauum) TabeTkH/nprema)
40 kg — 55 kg 500 mg 2000 - 3 000 mg 4 - 6 yaca
(neua Ha BB3pPACT OKOJIO (1 Tabnerka) (MakcumyM 4-6
12 - 15 rogunu) TableTKH/ npHema)
>55 kg 500 -1 000 mg 3 000 mg 4 - 6 yaca
(BB3pacTHH M FOHOLUH Ha (1-2 Tabnerku) (MakcumyM 6
Bb3pacT 15 1 noeeue Tabnetku/3-6
TOJIMHH) npuemMa)

Makcumannara qHeBHa j103a (3a 24 yaca), nocodeHa B TabauuaTa He TpAOBa 1a ce Ha/IBULIABA MPH
HHMKaKBH 00CTOATENCTRA.

Tpsabra na ce u3non3ea Haii -HUCcKaTa 1033, HeOOX0MMa 3a NMOCTUraHe Ha ePUKACHOCT.
MaxkcumanHa npoAbIHKUTENIHOCT Ha yroTpeda 6e3 KoHCy/ITalLMs ¢ jiekap: 3 AHH.

[laleHTH B cTapUecKa Bb3pacT

He ce Hanara kopekums Ha 03aTa B cTapdecka Bb3pact. TpaOBa 1a ce uma npensuna, obave, ue
O6BuOpeuHarTa W/uiK YepHOAPOOHATA HEAOCTATEYHOCT Ca M0-YECTH B CTap4ecKa Bb3pacT (BikK.
To4Ka 4.4).

brOpeuno yBpesxaaHe
ITpH HanmnuMe Ha 6BpOpevHa HeOCTaTBYHOCT, apaLeTaMon TpsAGBa 1a ce H3MON3Ba C MOBHLIEHO

BHHMAaHHE W B CTy4aH Ha Texkka 6b0peuHa HeIOCTaTBEHHOCT Ce NMPenopbYBa YBeIMUeH HHTEPBal
Mexkay nosure. Koraro kpeaTHHHHOBHAT KIHpBHC € Mexay 10-50 ml/min, MUHUMaJTHHAT HHTEpBAa
Mexy npuemure TpsabBa na 6bae 6 yaca. [Ipu kpeaTuHuHOB KnHpbHC noa 10 ml/min, MUHUMaTHUAT
HHTEpBall MeX/y /1Ba npueMa Tpsdea na 6bae 8 yaca.

YepHoapobHO yBpexaaHe

IMapaueramon TpaGBa a ce U3M013Ba ¢ MOBHLIEHO BHUMaHWE NPH HAJIIMYHe Ha YepHOApPOoOHa
HEJOCTaTbYHOCT WK cHHApoM Ha Gilbert. Jlozara TpsabBa na ce MoHWXKH WIH Ja ce YBeJH4YH
MHTEPBANLT MEKAY JIO3HTE.

He TpabBa na ce npesumasa qHesHa no3a ot 2 000 mg npu Bb3pacTHu, 6e3 KOHCYaTaLMs ¢ JeKap.

Makcumannara AHeBHa aA03a oT 60 mg/kg TenecHo Terso (1o makcumym 2 000 mg/nen) He TpsabGBa aa
ce npepHLIara 6e3 KOHCYJTALMA C JIeKap B CTyvaii Ha:

- TenecHo Terno noa 50 kg

- 4epHOAPOOHO yBpekaaHe

- cuHapoM Ha Gilbert (hamMuIHa HEXeMOJIMTHYHA JKbJITEHHLA)

- XpOHMYHa 3n10ynoTpeda ¢ ankoxon

- JeXuapatauus

- XPOHHYHO HeJOXpaHBaHe

XpOHUYHATA KOHCYMAaLMA Ha aJIKOX0J MOXKE J1a TOHWXKH Npara Ha TOKCHYHOCT Ha [T
TE3W NALMEHTH, HHTEPBAILT MEXK/Y JIBE 103U TpaOBa ja Ob1ie MuHMMYM 8 Yaca.

2
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Hauny na nipwiokenue
Nepopanna ynorpeGa. TaGnerkara TpAdGBa fa ce MOrEaAHE ¢ Yaina BoAa.

4.3 IIpornBonmoKA3aAHAN

CBpPBXYYBCTBHTENTHOCT KbM AKTHBHOTO BEINECTBO NAPALIETAMOJI HWIH KbM HAKOE OT MOMOIIHHTE
BelllecTBa, M30poeHH B Touka 6.1.

44 Cpeumanmy npelynpe’kAeHus H npeAna3HA MepKH mpH ynorpeba

3a fa ce u3GerHe PHCKBT OT NPefO3UpaHe, TpAORa a ce rapaHTHPA, Y€ CHITETCTBAILO NpHIaraHHTe
NeKapCTRa He ChABPHKAT NapalleTaMol.

B cnemnwTe ciryuan napaueramon TpA06Ba aa ce H3NOM3Ba ¢ 0COGEHO BHUMAHHE, TOECT C O-TOIAM
HMHTEPBAll MEXAY AO3MTE HITH B TIO-HHCKA 033 (BK. ToWka 4.2) H noj MeAKLMHCKO HabmoaeHHe:
- xematounenynapHa HeaocrarsuHoct (Child-Pugh < 9)
- XPOHHYHA 310yNOoTpeda C ANKOXOM
- 6B0OpevHa HEAOCTATEIHOCT (KXPEaTHHHHOB KAKPHHC < 10 ml/min )
- cuHapoM Ha Gilbert (6onect Ha Meulengracht)
- TeXKa MHpeKuHs, ThH KaTO MOXKe A2 NOBULIM PHCKa OT MeTabonnTHa ampno3a. [IpusHanpTe Ha
MeTaboNHTHa alia03a BKIKOYBAT:
- ABAGOKO, YUECTeHO, 3aTPYAHEHO AHILIAHE,
- TafenHe, NOBPBIAHE,
- saryba Ha aneTHT.
- OCTBp XENaTut
- CHOBTICTRALLIO JICUEHHE ¢ JIEKAPCTBEHH NPOAYKTH, 3acArally IepHOAPOOHATA GyHKLHA
- JedHulHT Ha rmoko30-6-Qocdar qexuaporenasa
~  JedHNLHT Ha rIyTaTuoH
~  XeMOJIATHYHA AHCMHS
~  Aexwaparaius
~  XPOHHYHO HEJOXPEHBAHE
~ cTapyecka BB3pacT

JIOITBITHHTEHHM IPEANAa3Hi MEPKH (BiK. TouKa 4.2)

ITpoas/oxkuTenHATA HIH 9ecTATA yroTpeda He ce npenopbusar. [lanpentaTe TpaGea na 6vaar
NOCHBETBAHM Ja HE NPHEMAT €XHOBPEMEHHO IPYTH JeKapPCTBeHH NPOAYKTH, ChIbDIKAUIHK
napaiietamojl. IIpHeMET Ha JHEBHHTE 1034 32 MHOIOXPAaTHO NPHIIOAKEHHE HaBeTHBK MOKE CEPHO3HO
J1a YBpeAH YepHHA ApoO, B TAKEE CIIYYai He HACTBITEA 3aryda Ha Ch3HAHHE.

Bwnpeku Tosa, 8 CTy4ail Ha TIpeflo3upane, TpsOBa He3a0aBHO Aa ¢e MOTHPCH MeTHIIHHCKA NTOMOLL,
JIOPH aKO NAlMEHTET ce JyBCTRA Ao0pe, Nopaay pHCKa 0T HeoGpaTUMO YRpeXKIaHe Ha YepHHA Npos
(Bxk. TOuka 4.9),

Tponwmxurentata ynotpeba, ocBeB Mox eKapcko HabmoaeHue, MoXe aa 6bae epeana. Ilpu aeua n
IOHOILH, JieKyBaHH ¢ 60 mg/kg aneBHO NapatleraMon, KOMOHHANMATA C APYT aHTHITHPETHK HE €
ofpaBlaHa, OCBeH B cyual Ha HeedeKTHBHOCT.

He Tpabea pa ce ymorpeGaBa ankoXol Mo BpemMe Ha JIeUeHHe ¢ NapaleTamo.

PucKbT OT Dpeno3Hpane e [0-roJiAM NPH HHIVBHIH ¢ HELIUPOTHYHO ANTKOXOHO YSPHOX
yBpexaane. Hanuckpa ce noBMuUEHO BHHMaHHE B CITY4aHTe HA XPOHHYEH ANKOXONUZB
natHeHTH, JOYNOTpebARAGIH ¢ aTkoX0d, fo3ara Tpabsa aa O'bRe NOHMKEHA (BAK. TO
ciy4ayl IHEBHATa /1034 He TpAGBa Na HaaBHIlaBa 2 rpaMa.

HAHAIa30H.
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Tesu cryyan ca JOKIaBaHM MPH NALMEHTH ¢ SAMH WIH NoBede PUCKOBH (akTopH 3a
XeMATOTOXCHYKOCT, BRIIOUMTETHO HHCKO TelecHo Terno (<50 kg), 656peuno H YeproApoGHO
VBpexaaHe, XPOHHYCH AKOXONH3bM, CHI'ETCTBAL NPHEM HA XeNaTOTOKCHYHH JICKAPCTBA ¥ TIpH
OCTpO H XpOHHMYHO HEZlOXpaHBaHe (HHCKH PE3epBH Ha YepHoApobeH rmyraTuoH). TapatieraMon
TpaGBa Ja ce MPWIATa ¢ MOBHIICHO BHUMAHHE NIPH MALMEHTH ¢ Te3H pucKoBH dakTopu. [Ipenoprusa
€€ NOBHINEHO BHUMAHHE CHINO H NIPH MAlHEHTH HA CHITBTCTBALLO ICYEHHE C JIEKAPCTBA, KOHTO
HHAYLIHPAT YEPHOAPOCHH EHIUMH, U TIPH ChCTOAHMA, KOHTO MOTAT 54 NPEApasioJoiKaT KbM HeIOCTHT
Ha IIyTaTHOH (BK. ToUkH 4.2 ¥ 4.9). Ha KIHHHYHO NOAXONAIN HHTEPBATH € HeOOXOMNMO Ja ce
nperiexaa A03UpoBKaTa Ha NapaneTamon B NalHeHTHTe TpAOBa Ja ce MpocnedBar 3a NoABa Ha HOBH
PHMCKOBH (aKTOpH 38 XENATOTOKCHYHOCT, KOMTO MOTaT Ja HaloKaT KOpeKus Ha J03aTa.

Ha naipienTHTe ¢ HApYLIEH CTATYC Ha XpaHEHe, MPMYHHEH OT J10YNOTpe0a ¢ AKOXOJ, AHOPEKCHA
HJTH HETIPABWITHO XPaHeHe, ce MPenopbuba Aa He NMPWIAraT NpOALIDKHTENHO H B MAKCHMATTHH I03H
TIOpaaH PUCK OT TOKCHYHH YePHOAPOOHH peaxkumu.

B ciyudati Ha BHCOKa TeMriepaTypa, Ipu3HALlH HA BTOpHIHA HHeKIH WIH ako CHMITOMHUTE
TIEPCHCTHPAT MOBeYe OT 3 AHH € Heo0XoAHMa KOHCYITALIUA C JieKap.

Bea npenoprka oT Nekap Wil 3660seKap, TeKapcTheHH MPOMYKTH, ChIBPKAIIH NIApateTaMol,
OGHI(HOBeHO TpSIGBa 74 ¢€ H3MON3BAT CaMO 34 HAKOIKO JTHH H HE BBB BHCOKH A03H.

Ipu npoxrbKHTENHA, HeNpaBWiHa ynorpeda Ha aHANTreTHLHN BHB BUCOKH NO3H MOXKE Ja ce NOSBH
rasofoNue, KoeTo He TpabBa Ja ce IeKyBa ¢ NOBUIIABAHE HA JO3HTE Ha JISKAPCTBEHHA NPOAYKT.

Tlo npuHUMn, peAOBHUAT NpKEM Ha aHANTETHIM, 0co0eHO Ha KoMOHHAaMA OT HAKONKO 06e36onaBamu
BEIUECTBa, MOXe Ja JoBeae A0 TpaiiHo 660peuno yBpexknane ¢ puck ot GLOpedHa HEAOCTATBYHOCT
(ananreTwyHa HedponaTHa).

BHezanHoTo npekpaTAeaHe HA NIPUEMAa Cliel NMPOAB/DKHTENHA, HEIPAaBWIHA YNoTpeba Ha aHANTeTHLM
BBB BHCOKA 71033, MOXe Jia A0BEAE 7o MrapoGosnue, oTnaaHanoct, GONKkH B MyCKY/IHTe, HEPBHOCT H
BereTaTHBHA CHMITOMATHKA. Te3W CHMIITOME Ha OTHEMAaHE MPeMMHABAT B PAMKMTE Ha HAKOJIKO JHH.
ITo BpeMe Ha TO3H NEpHO, MO-HATATHIIHO NMPHEMAHE Ha aHANTeTHIM TpAOBa Aa ce H364TBa H 1a He ce
pB300HORABA Ge3 KOHCYJITALHA C JIeKap.

INopagu ysenuyeHHs puCK OT MeTabONHTHA aUMAO3a ¢ TosMa aHHOHHA pamuka (HAGMA) ce
MpenopbyBa MOBHIICHO BHUIMAHUE TPH CHITETCTBALLG TPHIOKEHHS Ha (GIyKIOKCAIHIHH H
NapaleTaMon, 0co0eHO MPH TIALMEeHTH ¢ TEXKA CTeNeH Ha Op0pedHo yBpexXIane, cencuc,
HeJIOXpAHBAHE W APYTH H3TOYHHL HA A¢QHUMT Ha CTYTATHOH (HATp., XPOHHYCH &IKOXOJHIBM),
KAKTO H IIPH TE3H, KOHTO K3MOJI3BAT MAKCHMANTHATA THERHA J03a napaneramoi. [penopsuea ce
CTPHKTHO MPOCIIEAABAHE, BKTIOUHTENHO H3MEPBAHE Ha S-OKCOMPONNH B YPHHATA,

TMapaneraMakc Ekcripec cpOBpIka rTioko3a
IMaipenTH ¢ pajika CIOKO30-rajlakTo3Ha Manabcopbuus ve TpaGBa Ja mpHeMaT TO3H JeKapcTREH

ApPOAYKT.

HapanieraMaxke Exciipec ¢sabpxa cOpOHTON
TpsabBa ma ce uMa NpeaBHa ATATHBHAAT eeKT Ha CHITHTCTBALLO MPUIAraHy NPOLYKTH, ChABPKAlIM
copbuton (win Gpyxrosa), KaKTo H XPaHHTEITHUAT NpHeM Ha copbuTon (Mnu dpykToza
Crabpikandero Ha copOMTON B IeKAPCTBEHH MPOAYKTH 34 MepOpatHO IPHIOKEHHE M

6GuoHaNHYHOCTTA Ha APYTH NEPOPAJIHH NEKapCTBEHH IPONYKTH, KOHTO C€ NpHiara;
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4.5 BisammojedicrBue ¢ APYIH JdeKAPCTBEHH OPOIYKTH H APYTH (popMH HA B3anMoaeiicTBRe

- IIpueMbT Ha MpobeHeLH A HHXHOHPa CBLP3IBARETO HA MapalieTaMo ¢ DIFOKYPOHOBATA KHCEHHA,
KOeTO BOJM /10 NOHIKABAHE Ha KIMPBHCA HA NTApaneTaMon npubnusurenro 2 osty. [Ipu
€NHOBPEMEHEH IPHeM Ha npoGeHelH, 103418 Ha napaueTaMost Tpabea aa 664¢ NOHIKeH],

- Hsucksa ce noBHIIEHO BHHMaHWE 0coOeHO NPH eAHOBPEeMEHHHA MPUEM Ha JIEKApCTRa, KOWTO
BOJAAT 00 €HIMMHA HHIYKIHA, KAKTO H ¢ NOTeHUHAIHO XeIaTOTOKCHYHH BEINESCTBA {BXK.

TouKa 4.9). MeTaGonu3MET Ha flapaneTaMon ¢ YCKOpABA NPH NaUMeHTH, MPHEMAIIH JIEKAPCTBeHH
NPOAYKTH, KOMTO ¢a €H3HMHH HHIYKTOPH, Hanp. deHuTonH, kapbaMasemud, perobapOuTan,
npuMHIOH H padaMnuume. Msonnpann chobmeHns oniucsaT HeOUaKBaHA XeMATOTOKCHYHOCT MPX
NALMEHTH, NPHEMAIIH JICKAPCTBEHH MMPOIYKTH- @H3HMHH HHAYKTOPH.

- Ilpu eHOBpeMeHHOTO NpriaraHe Ha napaneTaMol M AZT (3HACBYAMH) Ce 3aCiTBa CKIOHHOCTTA
KEM TIOABA HA HEYTPOTICHHUS H XENATOTOKCHYHOCT. IIpoXB/DKHTENHOTO/MHOTOKPATHO IPIITOKEHHE
Ha napaLeTaMoJI MpH NMALHESHTH Ha Tepanus ¢bC SHIOBY/AME TpAOpa Aa ce n3Garsa u ja ce
npHaara camo cliel KOHCy/Tanus ¢ Jekap. Ako ofade ce Hamara xpoHH4Ha ynorpeba Ha
NapaleTamMo] H 3HIOBYAWH, TpAOBa Ia ce mpocieAaBaT KOJIMUECTROTO Ha JICBKOLTHTE K
gepHOAPOOHHTE (PYHKIMOHANHH TECTOBE, 0COOEHO NMpY MAUHEHT! ¢ HeAOXPAHBAHE.

- IIpu emHOBpeMEHSH TIpHEM Ha TEKAPCTBEHH CPEACTBA, KOHTO 3a0aBAT HINPasBaHETO Ha CTOMAXA,
MoX¢e aa ce 3a6aBAT pesopOLHATa H HAYANOTO Ha JefCTBHE Ha NapaueTaMoll.

- EnHOBpeMEHHMAT NIpHEM HA IEKAPCTBEHH CPEICTBA, KOMTO BOIAT A0 YCKOPEHO H3MpPa3BaHE Ha
CTOMAaxa, Hanp. METOKJIONPaMHK/L, H JOMIEPH/OH, YCKOpaBa afcopOLMaTa H HAYATOTO Ha JCHCTBHE
Ha [apaleTaMo.

- XonectHpamun Hamaasa abcopOlmaTa Ha napaneramon. Korato € HeOGXOOHMO XOIECTHPAMEH H
TAPALIETaMONI Na Ce MpHAaraT eJHOBPEMEHHO, NTapaLieTamos TpAdea Aa ce MpUeMa MHHHMYM | Jac
npeas WIH 4 yaca cllelk npHeMa Ha XONeCTHPAMEH.

- AHTHKOArynaHTHMAT eeKT Ha BaphapuH U APYTH KyMapHHH Moxke Aa Ob/e 3acHieH IpH
NPOJB/DKHTENHA PelOBHA YNOTpeta Ha NapalieTaMon ¢ MOBHIIEeH PHCK OT KbpBeHS; eANHHYHUTE
HO3H HAMAT 3HA4YHM e(eKT.

- Heobxoaumo e moBHImeHo BHUMaHKE NPH CHITBTCTBAIIA YIOTpe6a HA (ITyKNOKCAUNIMH W
napaleTaMon, ThH KaTo e THOBPEMEHHMAT NIPHEM CE CBBP3BA C MeTabONMTHA aLMA03A C roNIMa
AHHOHHA paziuKa, ocobeHO MPH MAlMEeHTH ¢ puckoBu dakropu (Bx. Touka 4.4).

- AmnraronncTH Ha BHTaMuH K: MoXke fa ce nosBH sacuIBaHe Ha edeKTa HAa AaHTArOHHCTHTE HA
sutaMuH K, ocobeHo npu penoBeH npHeM Ha BHCOKH 103U napalieraMoll. B Takbs citydaii ce
Npenopr4Ba peAOBHO MPOCIENIBAHE HA MEKTYHAPOAHOTO HOPMATH3HpaHO choTHomeRue (INR).

- JIaMOTPIDKMH: MapaueTaMoll MOXe A2 HAMATH CHOHANMMYHOCTTA HA JIAMOTPHXXHH, ¢ BE3MOXKHO
HaMaNngBaHe Ha HETOBHTE eeKTH, opaH Ph3MOKHO HEBAYIpaHe Ha MeTabonu3Ma My B YepHHSA

npob.

Edexmu evpxy rnabopamoprume uzcnedeanus

IMapaueramon moxce a NorHAe JaBOPATOPHHTE TECTOBE 32 ONPEAC/IAHEe Ha THKOUHA KHCEIHHA B
cepyMa, IIpH KOHTO C¢ u3non3sa Gocdo-sondpaMoBa KHCEITHHA H TECTOBE 38 ONpEICHAHS Ha KPBBHA
3aXap 4Ypes rIoKo30-0KCHAA30-NIEPOKCHIAICH METOA,.

4.6 @eprTnianTeT, 6PEMEHHOCT ¥ KbpMEHe

BpeMeHHOCT
3HAYHTENHO KOMMYECTBO JaHHH NPH OpeMeHHH XKEHH He NOKAa3ZBAT HUTO MAan(OpMATHRHA, HUTO

deTo/HEOHATATHA TOKCHYHOCT. PesynTaTire 0T eNnaeMMOIOriMHUTE IPOYUBAHHA BLPX
HEBPOJIOTHYHOTO Pa3BUTHE Ha JIELA ¢ EKCTIO3HMIMA Ha NapaLeTaMod in utero ca He
HeoOXO0AMMO OT KINHMHHYHA [NIeIHA TOUKaA, AapalleTaMoll MOXKE Ad ce npHilara mno
OpeMeHHEOCT, HO TpAGBa Ja ce H3MOJ3Ra Hal-HHCKaTa eeKTHBHA 032 32 BB3
BpEMe H C BB3MOKHO Hali-HMCKATa 9ecToTa.

Kxupmene
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IapatieTaMoiT ce eKCKpeTHpPa B MAHMHHOTO MJIKO, HO HE H B KIIHHWYIHO 3HAYHMH KOJIMMECTBA, KOTaTo
ce TIpHEMa B MPenopsYHTEHATe 103K, Hannuuure myGnpkysani aHHu He BOOAT 10
[IPOTHBOIIOKA3aHHE TIPH KEPMEHE.

Geprunrer
Hsama A0CTaTEYHO HATHYHHA KITHHHNHHA JAHHM 32 MBKKHA Wi JKeHCKHS QepTHIHTET. ’

4.7 EdexTtn sppxy cnocobBocTTa 32 modapane 1 pabora ¢ MAIIAHA

INapaneraMaxc Excripec He NOBMABA HIM MOBMHABA NPEeHEOPEIKMMO CNIOCOGHOCTTA 3a BIodHpaHe H
paboTta ¢ MamuHH.

48 Hexenann JexapcTBeHR peaKIHE

Hexenanure peakiiuy ca 136poeHH NO-ROTY N0 CHCTEMO-0praHeH Kiac B vectora. YecTorara €
onpenaeneda kato: Muozo vecmu (>1/10); Yecmu (21/100 ao <1/10); Hevecmu (Z1/1 000 go <1/100);
Peoxu (21/10 000 g0 <1/1 000); Muozo pedxu (< 1/10 000), C neuzeecmua vecmoma (OT HATHUHHTE
JaHHH He MOXe aa ObJe HampaseHa OLEeHKA).

Baza gaHH# 0O CHCTEMO-OpraHHH KNacoBse Hesxenanu peakny H yecToTa

Hapywenus Ha kpbeTa 1 imMdbHaTa cuctema | Muozo pedxu: TpOMOOLHTONIEHHS, TeBKOTIEHHS,
TIAHIHTONeHMA, HEYTPOTIEHHA, XEMOJIHTHYHA AHEMHS,

arpasynonMTo3a
C neuszsecmua yecmomad; aHeMHs

HapyieHns Ha HMyHHATA CHCTEMA Muozo peorxu: anaginakcus (M3NCKBALIE
MpPeKpaTABaHe Ha JICYEHHETO), KOXKHH Peakiii Ha
CBPBXYYBCTBHTETHOCT, BICIIOYBALIM OCBEH JPYTO H
KOXHH OGpHBH

Crolmasaun ca MHOTO peikK CITyUaH Ha CEpUO3HH
KOXHH peakiiH (JIeKapcTBeHO HHAYLMPAH CHHAPOM
Ha Stevens-Johuson (SJ8), TokcHuHa enuaepManHa
Hekpomuza (TEN), 1 ocTpa reHepanusupaHa
eKksaHTeMaTo3Ha mycrynoza (AGEP))

PecrinpaTopHu, rpbhaHM H MeTHACTHHAIHH Mhnoz0 pedxu: GpoHXOCNIA3BM [PH NALMEHTH,

HapyIeHHs YyBCTBHTEIHH KbM SHETHACATHLIIOBA KHCSTHHA H
apyrs HCIIBC
XenaroOWIHApHH HAPYUICHUA Mnoz20 pedxu: XenaToTOKCHYHOCT

Peoxu: nosulIaRaHe HA YCPHOAPOCHHTE
TpaHCaMHHA3H, YepHOApoOHa TNChYHKIHS,
4epHoApoGHa HeJOCTaTBYHOCT, YepHOApobHa
HEKPO3a, JKBITeHHIIA

C neusgecmna yecmoma. XenaTuT

Hapymenus Ha koxkaTta H NOAKOKHATA ThKaH | Pedxu: NPpYpUTYC, OOpUB, H3MOTABAHE, AHTHOCAEM,

VPTHKapus
C neuszsecmna wvecmoma: ex3aHTeMa

Hapyillenus Ha HepBHATa CHCTEMa Pedxu: rmaobomue

CToMailiHO-4peBHA HAPYLIeHHS Peoxu: xopemna Gonka, uapus, rajaeHe, NOBPbIIaHe
Y KOHCTHIALAA

Hapymenus Ha 6b0pewTe U MUKOYHHTE Muozo pedxu: crepunua nuypus (|
TETHINA C neuzgecmua yvecmoma: Heponap
(uHTEpcTHIHANICH HedpuT, TYOY.
NPOTBKATENHA YIoTpeba Ha BACRD

O61mM HapyeHHs H edekTH Ha MACTOTO Ha | Pedxu: 3aMasgHOCT, HepasMoNORERNE ¢
TPHIOKEHHE 3

HapansaBanug, OTpaBSHUA B YCIOKHEHHA, Peoxu: Npefo3upaHe H HHTOKCHRRIMAS,

S
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s _6\
6 Q’w‘ /
DE/H/B508/001/B/001 —— 18



| PB3HHKEANH B PE3YIITAT HA MHTEDBEHIMH |

CrobliaBaHe Ha HOAOIMPAHN HEMETAHH PEAKLIHH

CrobiapateTo Ha NONO3MPAHH HEKENAHH PEAKIMH CIel pa3peluaBaHe 3a ynorpeba Ha JIEKApCTBEHHA
MPOAYKT € BakKHO. ToRa Mo3BOJIABA Jia POTBIDKH HaGMIONEHHETO HA ChOTHOMIEHHETO M0J13a/pHCK 3a
JIEKapCTBEHHA MPpoAYKT. OT MEAMLIMHCKMTE CIICLMAIHCTH € H3HCKBA Ja ¢hobImasar Beaka
MORo3MpaHa HedkenaHa peakims upez Hanbauurensa areHims no nexapersara, yi. ,.Jlamsa ['pyes” Ne
8, 1303 Codms, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpemozdpane

Ilpexo3npaHeTo HA MAPALIETAMON MOXeE Aa NPUYHHE YepHOAPOOHA HEIOCTATEYHOCT, KOATO Aa AOBENE
IO YepHOAPOGHA TPAHCILTAHTALIAA WM CMBPT.

CrinecTByBa pHCK OT HHTOKCHKALMA 0COOEHO NPH NaleHTH B CTapyuecka Bb3pacT, MAJIKH Jeua,
MAaLHEHTH ¢ YepHOapobHO 3ab0qBane, B CIYUAHTE ¢ XPOHHYEH ATKOXOMH3IBM M NPH MALHEHTH C
XpOHH4HO HeJoxpanBare. [IpH nalHesTH NpHeMaluy eH3UMHH HHAYKTOPH H TIDH BB3PACTHH C
Tenecno Terno nox 50 kg. TIpenosrpaneTo B Te3H cnyyan Moxe aa 6vae daTammo.

CuMnromuTe 00MKHOBEHO CE IPOABABAT B PAMKWTE Ha MBPBHTE 24 yaca M BKJHOYBAT: rajicHe,
MOBPLINAHE, AHOpeKcua, GneJHOCT M KopeMHa 60/Ka WK MALMEHTHTE MOTAT Ja ¢a 6e3CHMITOMHM.

IIpeno3npaHeTO Ha NAPALIETAMON NPH eAHOKPATHO MPHIMKEHHE NMPH BL3PACTHH WIH NPH J6La MOXKe
Ja Npa4HHY HeKpo3a Ha 4epHOAPOOGHHTE KIETKH, KOATO MOXe 22 ITpeAM3BBKa IThIHA B HeobpaTHMa
HEKpo3a, Bofella [0 XenaroleTyapHa HeJOCTaTBYHOCT, MeTaboNMTHA aluao3a ¥ enledanonarus,
KOWTO MOTaT Ja NpeAH3BHKAT KOMA H cMBPT, EnHOBpeMEeHHO ¢ ToBa ce HabmogaraT MOBHIICHH HHBA
Ha yepHoapoOHuTe TparcamuHasn (AST, ALT), naktar aexuaporeHa’a v GIUIHPYGHH 3a€1HO C
[OBHILIEHN HHBA HA NMPOTPoMOHHA, KOHTO MOTAaT Jla ce noasart 12 ao 48 yaca cnen NPHAMKEHHETO.
ITpu BLIPACTHH, KOHTO ¢4 MPHENH [IOBEYE OT NPENOPHUNTETHHTE KOTHYESCTEA MAPALISTAMON €
RE3MOXKHO YBpEXKAaHe Ha YepHHA fpob. CMATa ce, ve eKCISCHBHHTE KOJTHYECTBA TOKCHUCH
MeTabolHT (KOHTO OOGHKHOBEHO Ca aJeKBaTHO ACTOKCHKHPAHH OT IIIYTATHOH, KOTATO C¢ TIPHEMAT
HOpPMAIHH JO3H NMAapalieTaMol), CTaBaT HeOOpaTHMO CBBP3aHH ¢ yepHOApoOHaTa ThKaH.

Hsxou NaHeHTH MOTAT Ja ¢4 ¢ MOBHILEH PUCK OT YBPEKIaHe Ha YepHHA APO6 MOpaaH TOKCHYHOCT
OT apaLeTamMoll.

Moke aa ce pasene H ocTpa 66pedHa HeXOCTATEUHOCT ¢ OCTpa TYOyITHAa HEKpo3a.
Crob1aBasy ca ChILIO U AHKPEATHTH H CHPAEYHM apHTMHH.

PuckoBrre dakrops BrmouBat: B ciyyvait ye manmeHTHT:

- € Ha ABITOCPOUYHA Tepanus ¢ kapbaMasemiH, GpeHOOApOHTOH, PEHUTOHH, NPHMHAMIOH,
pHaMITHITHH, XXbIT KAHTAPHOH WIH IPYTH JIEKAPCTBA, KOHTO HHIYIHPAT YepHOAPOOHHTE SH3HMI.

- 4YecTO 310yNnoTpebaBa c aNKOXON B KOMHYECTBA, HAOXBHPILIILH NPeTIOPBYHTETHHTE

- € BBE3MOXKHO A2 € ¢ H34€piiaH ITyTATHOHN, Halp. XpaHHTENMHH pascTpoiicTra, MyKOBRHCIHo3a, HIV
uH(eKLHA, rnagyBaHe, KaxeKcHus

ereCl'IOMeHaTHTC PHCKOBH (balcropu MOTaT Aa NOHIKAT Mpara Ha XEMaToTOKCHYHOCT.

Tlpouenypa 3a coelinn cIydau:
HezabaBroTo NeueHMe € OT CHIECTBEHO SHAMEHHE NPH OBJIaAABAHE HA MpeRO|Pqne

napaueramol. ITanpenTute Tpabea cnelHo na 6uaaT NPeXBBEpIeHH B GOTHA b Fral e ‘
MeIMLMHCKA TIOMOILL. 5 R AN
N 'é e
] L . .:_.-, ) [
Tps6ea na ce OOMUCIH NIPRITONKEHHE HA AKTHBEH BBIVIEH, aKo >150 mg/kg napier X0 e o1 npyer
B paMKkHTe Ha | uac. N, Ly
p o>
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IlnazmeHaTa KOHLIGHTpAIMA HA NapaleTaMol TpAOBa Ja ce M3MEPH HA UeTBBPTHA YAC HIH I0-KBCHO
Clieq DOrNBIaHE B CIy4ail Ha eHOKPaTHO ocTpo NpepozupaHe. Tpabea na ce M3non3ea kpbBHa
npoba 3a oNpejeIsHe Ha TbPBOHAYATIHATA IUIA3MEHA KOHUEHTPAIHA Ha MapaleTaMo.

Jlguenne ¢ N-aueTHnuncTenH, Tpadsa aa Gbie NPUIOKEHO BE3MOXKHO HAl-CKOPO B CHOTBETCTBHE ¢
HAIMOHAHHTE PEKOBOACTEA 34 NeUeHHe.

Tpabea na ce MPUAOKK CHMITTOMATHIHO JICUEHHE.

5. ®APMAKOJOTHYHH CBOHCTBA
5.1 ®apMaAKOIHAAMHYHH CBOHCTRA

DapMarkoTepaneBTHIHA MPYTIA: AHANTETHLIA; APYTH aHANTETHLM H aHTHITMpeTHUY; anmway, ATC
Kox: NO2B EQ1

INapaneraMon HMa aHANTETHHHO H AHTHIHPETHYHO ASHCTBHe. AHANTETHYHHAT M AHTHIHPETHYCH
MEXaHH3bM Ha NeHCTBHE Ha MapalleTaMol HE € HAaBJIHO K3ACHCH. BepofTHO e ueHTpamHO H
nepudepHo amefictene. JlokazaHo e M3paseHo MHxuOHpaHe Ha lepeCpannus CHHTE? Ha
MPOCTArTAHAWHH, JAOKATO NEPUEPHHAT CHHTE3 Ha TMpocTarnaHIvum e cnabo maxubupad, Oceel
TORA, MapalieTaMol HHXHOMpa edekTa HA eHIOreHHHTE MUPOTeHH BBPXyY TeMIIEPATYpaHATA PeryanHs
OT XHIIOTaNIaMyca.

5.2 @apMaKOKHHETHYHH CBoiicTBa
INapaueramon ce aGcopOupa 65p30 M NOYTH HAITEIHO OT CTOMAITHO-UPEBHUA TPAKT.,

DapMakOKMHETHYHHTE AAHHU [IPH X0pa TIOKA3BaT, ue paHHaTa abcopbuua Ha mapaneramon (dact ot
A0zaTa npe3 wepeHTe 60 MUHYTH) € ¢ 32% mo-BrcoKa oT [lapatieraMaxe Excnipec B cpaBHeHHE Che
craHzapTHaTa Tabnerka napaueramon (p <0,0001) ¢ mo-manka MexxIyBHAORA H BETPEBHIOBA
rapuaburrocT (p <0,0001) npu paHHa abcopbuug Ha napaneramon or [TapaneraMaxc Excnpec B
CpaBHeHME ChLC CTaHAAPTHH TabneTKH napaneTamoy.

DapMaxOKHHETHYHHTE JAHHH NP XOpa MoKa3BaT, 46 MAKCHMATHATA TU1a3MeHa KOHIIEHTpaLAa Ha
NIapaleTaMon ce JOCTHTA ¢ rioHe 25% no-6sp3o npu [NapaneraMakc Excnpec B cpaBHeHHE ¢be
CTaHIapTHHUTe TabNeTKH apalleTaMon Ha MaaHo U cnef xpaHeHe (p <0,01), Konuexrpauusra B
TIa3MATa JOCTUTA MUK 0 25 MUHYTH.

Obmata creneH Ha abcopbius va napaneramon Opu ITapaneraMaxke Excripec e eKBHBaNeHTHA Ha
Ta3U NPH CTAHJAPTHHTE TabNeTKY MapaueTaMon.

B m3cneasane 3a OHOCKBHBANIEHTHOCT CA MOMYYEHH CIEAHUTE PE3YATATH CIIPAMO pedepeHTHHAT
nipoaykT Iananon ¢unmupany Tabnerku * Homep Ha wacnensanero: BE-1967-19):

Pedepenven npoaykr (R) Teer mpoaykr (T)
D2 pMAKOKHHETHIHH Cpenno Cranmaprre | CV Cpeano Cranaaprio Ccv
NIAPAMETPH aput™Mernuno | orxxomenne | (%) |apurmerswmo | orknomenue (%)
*Tmax () 0,68 0,25-2,25 0,42 0,22-1,33

*cpobfieHd Merana & IHana3oH

Hannute oT cuMHTHIrpadyaTa NpH Xopa 1oKa3sar, 4e [lapaneraMake Excrpe
Iia ce pasnajia 5 MEHYTH cliel npueMa. DapMaKOKHHETHUHHTE JAHHH TIPH XOpR
napaueTamon oOHKHOBEHO Moske Aa 6hie OTKPMT B rna3Mara ciien [0 M
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CaLp3paHeTo ¢ I1a3MeHHTE TPOTEHHM € NPOMEHITHRO. [T1aiMeHnAT NonyKHBOT € 1-4 yaca.
MaxcuManHaTa IIA3MeHa KOHLGHTPALHA Ha TIapalieTaMol ¢e JocTHTa mo-0ep30 3a [TapaneraMakc

Excrnipec B cpaBieHMe cbe cTaHaapTHaTa TableTka NAapaueTaMoll Ha TNAHO H CNiejl XpaHeHe
(p <0,01).

INapaneramMon ce pa3npeena OTHOCHTEHO PABHOMEPHO B TIOBEYETO TENIECHH TEUHOCTH.
ExckperuaTa e novTu H3KmouuTeHo 6s6peuna, moa GpopMaTa Ha KOHIOTHPaHH METa0ONMTH.
5.3 Ilpeaxauanaan JaHHR 33 GezonacHOCT

O6mHpHATE MPOYIRAHKA HE NOKA3BAT JaHKHH 33 PelleBaHTeH FEHOTOKCHYEH PHCK PH NapaneTaMon B
PaMKHTE Ha TepalleBTHIHHA, T.€. HeTOKCHYEH, 10308 AHaNa30H.

JLArocpouHHTE MPOYYBAHHA BLPXY TTEX0BE H MULIKH He TOKA3BAT HUKAKEH 3HAYHMH TyMOPOTEHHU
e(eKTH NPpH HeXeNaTOTOKCHYHH JO3H NapaLieTaMON.

JIunceaT KOHBEHIMOHATHH TIpOYYBaHHA, H3NIOMIBALN MIPHETHTE TIOHACTOAINEM CTAHLAPTH 34 OLICHKA
Ha TOKCHYHOCTTa 3a pelIPpOAYKTHBHOCTTA H PA3BUTHETO.

6. GAPMALIEBTHYHHA JAHHHA
6.1 CnHEcbK HA IOMOIHATE BEIIECTRA

Anpo na Tabnerkara:

I[MpexenaTMHH3HpaHO HHINECTE (IAPEBHYHO)
Kanuues kapGonar

Tosnaon (K-25)

Kpocnoeunos (Tun B)

AnNruHoBa KHCEIHHA

KononaeH, Ge3poAeH CHIHIHER AHOKCH
MarHesmes creapar

OUIMOBO MOKPHTHE:
Xunpomenosa

INonnpexcTposa (ChIBPKA COPOHTON H NIIOKO3a)
CpeIHORSPIKHH TPHITTHLIEPUAH

Makporon 3350

Kanuuer kapOoHar

O6e3macneH crsH40rNeR0B neurThH (E322)
Makporon 400

6.2 HecnBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogsoCcT

30 Mecena

6.4 CroenuajHBE yc10BHY HA CbXpABEHHE

Tosn JCKApPCTBCH NPOAYKT HE HRHCKBA CTICITHANHHA YCIOBHA 334 CBXPAHCHHE.

6.5 Bua B cLAbpXAHEE HA ODAKOBKATA
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PVC/PVAC-anymunnmii 6nucrepu 1 OPA/AYPVC-anyMunnii 6aucTepn.
Bupose onakoskw: 10, 20, 30, 50 1 100 ¢punmupanu Tabnerky.

He scHukn BHAOBE ONakoBKA Morar Aa GBAAT MyCHATH Ha nasapa.

6.6 Cnennannay npeANa3HH MePKH NP H3XBbpague H pabora

HensnonssanusT JeKAPCTBEH NPOAYKT MM OTIATEYHHTE MaTepHalii OT Hero TpsaOBa 1a ce MIXBBPIAT

B CHOTBETCTBHE ¢ MECTHUTE HIUCKBAHWMS.

7. IPATEXATEJI HA PASPEIIEHMETO 3A YIIOTPEBA

TevaB.V.

Swensweg 5

2031 GA Haarlem

Hunepinanzns

8. HOMEP(A) HA PAJPEINIEHHETO 3A YIIOTPEBA

Per. Ne 20210364

9. JATA HA ITHBPBO PA3PEIIABAHE/TIOJHOBABAHE HA PAZPENNIEHHETO 3A
YIIOTPEBA

Jara Ha mepeo paspemasane: 08.12.2021

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA
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