KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
ARt 366

1.  HWME HA JIEKAPCTBEHUS ITPOJIYKT L 19 -06- 2025

£5/8%

[TapanieraMakc Excnipec 500 mg ¢unamupanu tabnerku 6 3.21 e
ParacetaMax Express 500 mg film-coated tablets pf 6 17 -06 2025

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Besika gpunmupana tabnerka chanpka 500 mg napaueramon (paracetamol).

[lomouinu BeulecTBa ¢ U3BECTHO JieiicTBHE |
Besika punmupana tabnerka chanpika 12 pg rimokosa copOuUTOJI.

3a NBJHMA CIIHUCBHK HA TTOMOILHUTE BELIECTBA BHIKTE TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA

Dunmupana tabnerka

bsna 10 nourn 6ana, eNMNCOBHUIHA, IBOMHOM3IbKHANA TabIeTKa ¢ e/ IMTeHA yepTa OT e/IHaTa CTpaHa
Ha TabJIeTKaTa W rnaaka ot apyrara. PasmepsT Ha Tabnerkara e npuodM3nTesnHo 7,9 Ha 17,1 mm ¢
BHCOYMHA NPpHOIU3UTENHO 5,0-6,5 mm.

Tabnerkara moxe 1a 6b1e passiesiena Ha jBe paBHH J103H.

4. KJIIMHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHUS

CHMITOMaTHYHO JieueHKe Ha Jieka J10 yMmepeHa 601Kka u/uin TemIneparypa.

[TapaneraMakc Excripec e nokaszan rpu Bb3PACTHH, IOHOIIIK K ella Ha 6 U MoBeYe TOJUHH.
4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

HMndopmalns 3a no3uposkata e nocouena B cieapamara TabLa.

/losupoekara 3aBucu ot BB3pacTTa M TECCHOTO TerI0; OOHYANHO ce npuemar no 10 go 15 mg/kg
TCJIECHO TCTJIO KaTO €/IMHHYHA /1034, /10 MakcuMyM 60 mg/kg TenecHo Terno obiua JIHEBHA J1034.

MHTepBaIBT HA 103MPaHE 3aBUCH OT CUHMIITOMHTE M MAKCHMAJTHATA O6LIA AHEeBHA 1032 U MpH
BCHYKH Ci1yvau TpsaOBa na Oblie He no-kpaThk oT 4 yaca.

3a ieua noj 6-roJiMIIHA BB3PacT ca HATMYHH M10-TIOAXO/ISLLH JIEKapCTBEHHU (HhOpMH.

AKO CUMNTOMHMTE NPOIBIIKABAT 1OBEYE OT 3 AHU € HeoBXOIUMa KOHCYJITallMs C JIeK
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Tenecno Terso (Bb3pacr)

Eaumauuna no3a

MaxkcuMaJina

MuHauMaJieH

(Bb3pacTHH H IOHOLIIH Ha
Bb3pacT |15 W nmoseue
OJAUHH)

(1-2 TabneTku)

(MakcuMyMm 6
TabneTku/3-6
npuema)

(eKBHBAJIEHTHA AHeBHA 1032 (24 h) HHTEPBAJI MEXKAY
1032 napaueramMo’i) | (EKBHBAJIEHTHA 103a | J03HTe
(Opoii Tab1eTKH) napaueramo.) (oOpoi
Ta0J1eTKH/103H)
22 kg — 30 kg 250 mg 1 000 — 1 500 mg 4 - 6 yaca
(nena Ha Bb3pacT OKOJIO (nosioBuH Tabnerka) | (MakcumMym 2-3
6 — 9 roguHH) TabneTku/4-6
npuema)
30 kg- 40 kg 500 mg 1 500 -2 000 mg 4 - 6 yaca
(aeua Ha BB3pacT OKOJIO (1 Tabnerka) (MakcumMym 3-4
O — 12 roAUHH) TabseTKkH/ npuema)
40 kg - 55 kg 500 mg 2 000 — 3 000 mg 4 - 6 yaca
(neua Ha BB3pacT OKOJIO (1 Tabnerka) (MakcuMyM 4-6
12 - 15 rogunu) TabsIeTKH/ npuema)
>55 kg 500 -1 000 mg 3 000 mg 4 - 6 yaca

MakcumasiHaTa JiHeBHa J103a (3a 24 yaca), nocoyeHa B Tabinuiiata He TpAOBa /1a ce Ha/IBHILIaBa MNpH

HUKAKBH 00CTOsITE/ICTBA.

Tpaba aa ce u3nos3Ba Haii -HUCKAaTa /103a, HEOOX0/IMMa 3a MOCTUraHe Ha €(PUKACHOCT.
MakcumaiHa npoAb/HKMTETHOCT Ha ynoTpeda 0e3 KOHCYTauus ¢ Jiekap: 3 JIHH.

[launeHTH B cTapyecka Bb3pacT

He ce Hanara kopekius Ha J03aTa B crapuecka Bb3pact. TpsOBa na ce uma npeasua, obaue, ye
ObOpeuHaTa WM YepHOApoOHATA HE1IOCTATHYHOCT Ca MO-4YE€CTH B CTap4yecKa Bb3pacT (BXK.

Touka 4.4).

bsOpeuHo yBpexaHe

[Ipu Hannuue Ha 6BLOpeYHA HELOCTATHYHOCT, NapaueTamosl TpAOBa /1a ce U3MoJI3Ba C NMOBULICHO
BHMMaHHE W B C/Iy4yaH Ha TeKka ObOpeyHa HeOCTaTbYHOCT C€ MpenopbyBa yBEJIHYEH HHTEPBAJI
Mex 1y jo3ute. Korato kpeaTHHUHOBUAT KJIMpbHE € Mexay 10-50 ml/min, MUHHUMaHUAT HHTEPBA

MeK1y npuemute TpadBa aa 6bae 6 yaca. [1pn kpeatuHuHOB KaMpbHC noa 10 ml/min, MUHHMATHUAT
MHTEPBAJl MEXK/1Y JIBa npueMa TpsOBa 1a Obae 8 yaca.

YepHoapoOHo yBpexaaHe

[lapaueramon TpsGBa Jia ce U3IM0JI3Ba C MOBULIEHO BHUMAHHWE MPH HAJIMYKE HA YE€PHOAPOOHA
He1I0CTaThYHOCT WM cuHApoM Ha Gilbert. Jlo3ara TpsabBa na ce NOHWKHU UK /1a C€ YBEJIHYH

HHTCPBAJIBT MEKY AO3UTE.

He TpsabBa na ce npeBuiuaBa qHeBHa /103a o1 2 000 mg npu Bb3pacTHH, 06€3 KOHCYJITALMA C JIeKap.

MakcumasiHaTa JHeBHa j103a ot 60 mg/kg renecHo terno (10 makcumyM 2 000 mg/nen) e tpsdsa na
ce npeBUilaBa 0€3 KOHCY/ITalMs C JIeKap B CIyyal Ha:

- TenecHo Tersio noa S0 kg
- 4epHOAPOOHO yBpexk1aHe

- cunapom Ha Gilbert (pamuaHa HEXEMOJUTHYHA XK BJITEHHLIA)
- XpOHHYHa 3710ynoTpeda ¢ aIKoXoJ1

- JAexuaparaums
- XpPOHHYHO HeJIOXpaHBaHE

X POHHYHATA KOHCYMALIHSA HA AJKOXOJ1 MOKE /1a IOHHKH 1Para Ha TOKCHYHOCT Ha napaje Msoye T i

TE3M MALMEHTH, HHTEPBAIBT MEXKY JIBE 103 TpAOBa 1a Obae MUHHUMYM 8 yaca. \ <
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HauyuH Ha npuaoxeHue
[TepopanHa ynotpe6a. Tabnerkarta TpsbBa na ce norsijHe ¢ yalla BOAA.

4.3 IlpoTuBONOKA3AHHA

CBpBbXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTBO flApaLEeTaMos WIH KbM HAKOE OT NOMOLLHHTE
BeLlecTBa, H3OpOeHH B ToUKa 6.1.

4.4 ChneunajH¥ npeaynpexaends H npeAnaiHu MepKH NpH ynorpeba

3a na ce n3berHe pyucKbT OT Npeao3upaHe, TpAOBa Aa ce€ rapaHTHpa, Y€ ChITLTCTBALLO NPWIAraH|Te
NeKapcTBa HE ChABbPXKAT NapaLieTaMoll.

B cneanuTe cnyyan napaueramon TpadBa aa ce n3non3ea ¢ 0cobeHo BHUMaHUe, TOECT € NO-TOAAM
MHTEpPBaN MEXAY AO3HTE WIH B MNO-HUCKA 03a (BXK. TOUKa 4.2) ¥ 1o MEAULIMHCKO HabmoaeHHe:
- xenarouenynapHa HegzoctaTbyHoCT (Child-Pugh < 9)
- XpOHHWYHa 310ynorpeda ¢ aKoXoJ
- ObOpeyHa HeaOCTaTBYHOCT (KpeaTHHHHOB KIHPBHC < 10 mi/min )
- cunapom Ha Gilbert (bonect Ha Meulengracht)
- Texxa MH(PeKUMA, Thil KaTo MOXKE Aa NOBUILM PUCKA OT MeTabonuTHa auuao3a. [Ipu3naumre Ha
MeTabOMUTHA AaUKMA03a BKIIOYBAT:
- ABAOOKO, YUECTEHO, 3aTPYAHEHO AULliaHe,
- rageHe, NOBPBIUAHE,
- 3ary0a Ha aneTMr.
-  OCTBp XenaTur
- CBITBTCTBALUO JEHYEHHE C JIEKAPCTBEHH MPOAYKTH, 3acArallly YepHoapobHaTa dyHKLUMA
- neduuUMT Ha roko30-6-docdar aexuaporeHasa
- Ie(HUMT Ha rYTaTHOH
- X€MOJMUTHYHA aHEeMUA
- gexuaparauus
- XPOHHYHO HEIOXpaHBaHE
- CTap4ecKa Bb3pacT

JIONBIHUTENTHH Npeana3Hy MEPKH (BXK. TOUKa 4.2)

[TpoavmxuTennara win yectata ynorpeba He ce npenopbusart. [laumeHnture Tpabea aa 6baar
NOCBHBETBAHH J1a HE MPHEMAT €JHOBPEMEHHO APYIH NEKApCTBEHU NPOAYKTH, ChABPHKALLH
napaueramon. IlpyeMbT Ha AHEBHHTE A0O3H 338 MHOTOKPATHO NPHJI0KEHHE HABEIHEX MOXKE CEPHO3HO
Aa yBpeaH uepHusa Apod, B TAKLE Clly4ai He HacTLNBA 3ary0a Ha Ch3HaHHe.

Bunpeku ToBa, B Cy4ai Ha npeno3upane, TpabBa He3aDaBHO Ra ce ROTBPCH MEAHLIHHCKA NOMOIIL,
JOPH KO NaLUEHTHT ce 4yBCTBa Ao0pe, Nopaau pucka oT HeoOpaTHMO YBpeXAaHe Ha YepHUA apod
(BXK. TOuKa 4.9).

[Nponob/okuTeNHaTa ynoTpeba, OCBeH Nnoa Jekapcko HabmoaeHue, Moxe na 6bae Bpeana. Ipu aeua v
FOHOLLH, JieKYBaHH ¢ 60 mg/kg AHeBHO napaueTaMon, KOMOMHALIMATA C APYI AHTUITHPETHK HE €
onpaB/iaHa, OCBEH B cny4ai Ha Hee(peKTHBHOCT.

He T'pﬂﬁBa Aa ce ymrrpeﬁsma AJIKOXOA [10 BpEME Ha JICHCHHC C NapaucTaMoOll.

PUCKBT OT npeao3npaHe € No-rojiaM Npy HHAWBHAH C HELUMPOTHYHO anKOXOJMHO YEPHOAPOOHO
yBpexkaaHe. M3nckea ce MOBUIICHO BHHMAaHHE B Cly4auTe Ha XPOHHUCH aNKOXOJIHIBM, [Tpu
NauMeHTH, 310ynorpebapaily ¢ aNKoxos, 103aTa TpnﬁBa na 6bvae noHH}lceHa (Bk. TouKa 4.2). B Te3u
CAy4aH JHeBHaTa 03a He TpsAOBa Aa HaJBMuUIaBa 2 rpama.

C.nytlan Ha HHAYLHPpaAHA OT NapaucTaMoll XernaToTOKCHYHOCT, BKJIKOHHTCITHO l:I)ﬂT
cbOOIABaHH TIPH NALKUCHTH NMpHEMaALLIK NapaueTaMoll B 103U B I'PAHULIMTE HA TEP
AHAMNa3oH.
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Te3u cyuan ca noknanBanyu Npy NAUMEHTH ¢ e0UR KAY NIOBEYe PUCKOBH (aKTOPH 3a
XCTATOTOKCHYHOCT, BKIHOMHTEIIHO HUCKO TeNecHO Tero (<50 kg), 0BOpeuno u uepropobHo
YBPCKIIAHE, XPOHHUER AJIKOXOIU3BM, CLITLTCTRANI [IPHEM Ha XCMAaTOTOKCHYHH JIEKapcTBa U npy
OCTPO M XPOHUYHO HEe/IOXpaHBaHe (HHCKW pe3epBy HA 4epHOZpodeH rayTtaruoH). [TapaueTamon
TpsAbBa 12 ce npusara ¢ MOBUIIEHO BHUMAHHE NPy TMALHCHTH ¢ Te3n pUckoBH (aktopu. penopbusa
CC MOBNIICHO BHUMAHME CBILO W NPH NAUHEHTH HA CHITBTCTRALLO JIeYEHHE ¢ JICKapCTBa, KOUTO
MHIYUHPAT YEPHOAPOOHH EH3UMMU, U IPH CHCTOSHUE, KOUTO MOTAT Aa npeapasnonokKatT KbM HEOCTUT
Ha rayTaTHoH (Bxk. Toukd 4.2 n 4.9). Ha inHuuno NOAXOAAUIN MHTEPBAJIU € HEOOXOAMMO Ja ce
HPCreka 103MpOBKaTa Ha NAPALETAMON UM MALUEHTUTE TPsOBa J1a cC NpoCcheasBaT 3a MOABA HAa HOBK
PHCKOBH (DaKTOPH 3a XEMaTOTOKCUYHOCT, KOUTO MOraT Ja HaJ10XKaT KOPEKIIMA Ha A03aTa.

Ha naunenrure ¢ napyuien CTATYC Ha XpaHeHe, NPUHHHEH OT 3/10yNoTpeba ¢ anKkoxod, aHOPEKCHS MITH

HCTPABUITHO XpaHEeHe, ce nperopbusa a He MPHaraT MpOAbIKUTENHO 1 B MAKCHMANHM RO3H nopanu
PUCK OT TOKCUYHH YePHOAPOOHH peaxiiuw, |

B cayqali Ha BHcoka TEMNICPATypa, NPU3HALK HA BTOPUYHA HH(MEKLIHA WIH 2KO CUMITTOMMTE
[IEPCHCTHPAT MTOBEUE OT 3 AHM € HeoGXoauMa KOHCYJITAlMS ¢ neKap.

bes npenoptka or nekap win 3p00IEKap, IeKkapeTBEHn NPoayKTH, ChABPKAIIMY TAapaLeTamo,
0ONKHOBEHO TPAOBa [1a Ce M3MON3BAT CaMo 3a HAKONKO AHHU U HE BhB BUGOKH J103H.

Ipy npoabmxurenya, nenpasunua ynoTpeba Ha AHANTETHLH BB BUCOKH 103U MOJXKE 114 e IIOSBU
rnasobonue, KoeTo He TpAGBa Na ce IeKyBa ¢ MOBUILIABAHE Ha JI03UTE HA JIGKAPCTBEHHS NIPOAYKT.

[To npunLMn, pegoBuusT npuem Ha aHaNIreTUlN, 0coB€HO Ha KoMOHUHALME OT HAKONIKO 00e30onaBatiy

RCLLECTBE, MOXMe 1a noBeae 10 TpakHo 6BOpeyno yBpexknane ¢ pUCK OT 6BOpeyHa HenoCTATBYHOCT
(aHanreTHuna nedponars). |

BHesanHoTo npekparsapane Ha npvema cnep MPOABJDKUTENHE, HeTIpaBUWIHa ynoTpeba Ha aHANTETHIM
BhLB BUCOKA 11032, MOxe A1 AoBeae 10 rarobonue, OTNaqHaI0CT, OOJIKK B MYCKYJIUTE, HEPBHOCT M
BETETATHBHA CHMNTOMATHKA. Te3H CHMNTOMM Ha OTHEMAHe MPeMHHABAT B PaMKUTE Ha HAKOJIKO AHH.
[To BpeMe Ha TO3H NEPUOR, MO-HATATBILHO NPHEMAHC Ha aHalireTUUH TpabBa na ce uz64rea U n1a He ce
BB30OHOBABa 6€3 KOHCYNTaLMs C JleKap.

Crobiueny ca cnyyan na MetabonuTHa a1u103a rofifiMa aHWoHHa npa3Hiia (HAGMA), nxmxawa
¢C ha THPOTJ1y TAMMHOBA alKM/103a N1PH NALMEHTH ¢ TEXKO 3a60M1BaNe KATO TEXKa CTeleH Ha
OBOpeuHO yBpeXaHe 1 Cencuc, Uau MPY MAIMEHTH C HEJOXPAHBAHE WITH C APYIH H3TOUYHHLIM Ha
ACPULIMT HA MIYTATHOH (HAMP. XPOHHYel AlIKOXOJM3BbM ), KOUTO Ca IEKYBAaHHW C NAPAlETAMON B
TEPANCBTHYHA /1032 3a NPOAB/DKUTENIEH NEPHOj MK KOMOMHALHS OT napaneTaMmon u
(uryknoKcauuianH. AKO ce nonosupa HAGMA nopaau nupornyraMHuoBa aimmosa ce npenops»4ea
He3aDaBHO CrIMpaHe Ha napaLleTaMmos U CTPHKTHO npocnendsade. MsmepsaneTo Ha S-okconposnun B

ypHyHata Moxke aa Obie nosiezHo 3a HACHTH(HUMPaHE Ha THPOrTYTAMHHOBA aLMA03a KaTo OCHOBHA
iprunna 3a HAGMA npu naumedT ¢ MHoxecTBO pPHCKOBH hakTopw.

lapaueraMakc Exenpec chabpxa riokoza
[TauMenTH ¢ panka roko3o-ranakTosya manabcopbLms He TpaGea na npuemar To3u NeKapcTBeH
NPOAYKT.

OMOHANMYHOCTTA Ha JIpyr| MEPOPATTHH JIEKAPCTBEHH MPOIYKTH, KOUTO Ce npuar
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4.5 Bsaumoneiicraue ¢ Apyry JIEKAPCTBCHH NPOAYKTH # APYrH opMH Ha B3anmogeicTBHE

- lpuemsT Ha npobeneunn nHxubupa CBBP3BAHETO Ha MapaLleTamMon ¢ MKOKYPOHOBATa KUCENHHA,
HOETO BOIM 10 NONMKABAHC HA KIIHPBHCA Ha JlapaleTamMon NpUEIMsKuTento 2 meTu. [lpu
CAHOBPEMEHCH NPHEM Ha NPpoOeHELKM, 103aTa Ha MapaleTaMolt Tpabea aa 6bae NOHMKENA.,

- Hsucksa ce nosuiueno BHUManne 0cobeHo NMpy €AHOBPEMCHHHUA NPHEM HA NEKAPCTBA, KOMTO
BOAAT 10 €H3WMHA NHAYKINA, KAKTO U ¢ MOTEHLMANHO XeNATOTOKCHYHY BEILECTRA (BK.

Touka 4.9). MetabonusmbT Ha napanetamon ce YCKOpPsBa Mpy NaL{eHTH, PUEMALLIN JIEKAPCTBEHH
POAYKTH, KOUTO Ca eH3IUMHU HHIYKTOPH, Hanp. (eHUTOUH, kKapBbaMasenuH, (eHobapburan,
NPUMHIOH U pudamnuunH. Usonupanu cpoblieHus onucsar Heodakpana XeMaTOTOKCHUYHOCT MPH
MallNCHTH, NPHEMAaILN JIEKADCTBEHU NPOLYKTH- EH3HMHHU HHAYKTOPH.

- llpu ennoBpemenHoTo npunarase na napaueramon U AZT (3Ma0BYAMH) ¢ce 3aCHIBA CKJIOHHOCTTA
KbM TI07Ba Ha HCYTPONCHHUS K XeNaTOTOKCHYHOCT. ITpONBIKHTENHOTO/MHOIOKPATHO [IPHIIOKEHHE
Ha TIdpalleTaMO)l NpH NAUMEHTH Ha Tepanus CbC 3UAOBYANWH TPAOBA 1a ce u3GArsa U na ce npunara
CaMo 1A XOoHCynTauns ¢ nekap. Ako obaqe ce Hasara XpoHuuHa ynotpe6a na NapaueTamMon u
SHIIOBY/IMH, TpAOBa J1a Ce NPOCNEABAT KOJMUECTBOTO Ha JIEBKOLMTHTE M YepHOIPOOHHUTE
(PYHKLMOHATHH TECTOBE, 0COBCHO NMPU MALIMEHTH ¢ HEJOXpaHBaHe,

- llpn eanoBpemMener npuemM Ha JICKAPCTBEHH CPCACTRA, KOUTO 3a0aBAT M3NpPa3BaHETO HA CTOMAxa,
MOKE Ja ce 3a0aBaT pe3opOUUATA U HAYANOTO Ha JIeHiCTBHE Ha napaueTamol.

- EanoBpemennnaT npuem va nexapcreenu CPeACTBa, KOMTO BOJAT 110 YCKOPEHO M3Npa3BaHe Ha
CTOMaxa, Harp. MeTOK/I0NpaMKA 1 IOMNEPHIOH, YCKOpABa abcopBLMATA ¥ HAYATIOTO Ha feHCTRHE
Ha MapaLeTaMon. |

- XonecTupamHH Hamanspa abcopbiusTa Ha napaneramor. Korato e neobxonumo xonectupamus u
apalcTaMon fa ce MpuaraT e{HOBPEMEHHO, napaueTamon Tpsbea na ce npHeMa MUHUMYM | yac
Npe/id WK 4 yaca cnen npHeMa Ha XoIecTHpPaMHH,

- AHTHKOarynaHTHuAT e)eKT Ha Bapdhapun u ApPYTH KyMapHHH MOXe [a 6bae 3acuiieH npu
MPOAB/DKHTCIHA peoBHA yNioTpeba Ba NapaleTaMoN C MOBUILEH PUCK OT KbpPBEHE; EAUHNUYHUTE
AO3H HAMAT 3HAUYNM edeKT.

- Heobxoanmo e noBruieHo BHUMaHNE IPY CHLITLTCTBALLA ynorpeba Ha GyKIOKCALMINH 1
NapaneTaMmon, ThH KaTo AHOBPEMEHHUAT NPHEM CE CRBP3BA C METAGONUTHA ALMI034 C FONIMAa
AHUOHHA TIpasHUHA MOPA/H NHPONTYTAMKHHOBA ALMA033, 0COBEHO MPU NALMEHTH ¢ PHCKOBU
(paxTopu (Bk. Touka 4.4). .

- AHTaroHUCTH Ha BUTaMuH K: Moske n1a ce NosiBH 3acHiBaHe Ha C(PEKTA HA AHTATOHUCTUTE Ha
BUTaMUH K, ocobeHo nipu pejiosen npyueM Ha BUCOKH 103U napaucramMon. B TakbB ciyuaii ce
"PETIOPBRHBA PENOBHO POC/ICAABAHE HA MEX/1Y HAPOJHOTO HOPMATH3UPAHO CLOTHOLICHHE (INR).

- JlamoTpwxuH: mapaueTaMon Moxe 1a HaMaTH GHOHANHYHOCTTA HA NAMOTPHIKHH, C Bb3MOXHO
HaManABAHE Ha HErOBUTE S(ICKTH, MOPAIH Bb3IMOXKHO HHAYLIMpaHe Ha MeTaGonu3Ma MY B HEPHUS
Apob.

Edhexmu evpxy naopamopuume wscnedsanus
Ilapaueramon Moxe ga nosnuse J1abOPATOPHUTE TECTOBE 3a OMNpeJIeIsAHE HA NUKOUYHA KUCETHHA B

CCpyMmd, 1IpH KOUTO ce H3noN3Ba hocdo-sondpaMoBa KHCeNMHA U TECTOBE 34 onpenensHe Ha KPhBHA
3aXap "pes riHoKo30-0KCHAA30-IICPOKCHAA3eH MEeTO.

4.6  ®epTuanuter, GpeMeNHOCT H KbpMene

bpemenHocT

3HAYUTCIHO KOMMHECTBO JAHHHM NPU GPEMEHHH KeHH HE MOKAIBAT HUTO MasihopMaTHBHA, HUTO
beTo/neoHaTanBa TokcHuHOCT. Pe3yaTaTHTe OT eNHIEMHOMOFHYHHTE MPOYYBaHUA BBPXY
HEBPOJIOTHYHOTO pasBHTHE Ha [I€11a ¢ CKCIO3HLMA HA NApaLeTaMon in utero ca HeyGenuTentu. Ako e

HEOBXORMMO OT KIIMHKMYHA IIeHa TOYKa, napaLeTamoll MOXKe 1a ce npunara no Bp T
OpemceHHocT, Ho Tpsa6Ba 1a ce H3NON3Ba Hali-HUCKaTa edeKTHBHA 11032 34 BLBMD}I{ B XenariQl
BPEMC M C BB3MOXKHO Hall-HUCKATA 4eCTOoTA. & L
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Ktpmene
Ilapaueramon ce CKCKPETHpPa B MRHUYHMHOTO MJISKO, HO HE M B KJIHHHYHO 3HAYHMH KOJIMYECTBA, KOraTo

CC IIpUEMa B IpeNopbunTeNHNTE 1034, Hannunwre ny6iankysaHu naunu ve BoasT 1o
NPOTHBOTIOKA3AIUE TIPH KbPMELE,

QepTuauTer
Hama noctaTbuno HUIMYHK KNHHHYHY DaHHY 32 MBYKUS WM XKCHCKHUA depTunuTer.

4.7 EdexkTn Bbpxy cnocoGHocTTa 32 mopupane 1 pabora ¢ MaUINHY

INapaneraMaxe Excnpec He noBAMsSBa WK MOBHABA HpeHeOpexxumMo crocobHoCTTa 3a odHpaHe 1
paboTta ¢ MaluUHK.

4.8 Hexenanw nekapcrBenn peakuum

Hexenanunre peakumu ca usbpoenn IMO-10J1y 0 CHCTEMO-OPraHen Knac M yecToTa. Yectorara e
onpenenera karo: Muozo wecmu (21/10); Yecmu (21/100 1o <1/ 10); Hevecmu (=1/1 000 no <1/100):

Peoxu (21/10 000 no <1/1 000); Muozo peodku (< 1/10 000), C neuszsecrna vecmoma (ot HannuHure
AaHHH HE MOX(e J1a ObJie HaNpaBeHa OLIEHKa).

baza naHuu 110 CUCTEMO-0praliy Kiacore Hexenanu peakuuu u uecrora

Hapyuienus Ha kpuera v numdinara cucrema | Miozo peoku. TpOMOBOUNTONEHUS, TERKONEHNS,
NAaHUUTONEHNUA, HEYTPOIIEHHA, XEMOJTITHYHA AHEMUA,
arpaHyJiounTosa

C neusgecmna vecmoma: aneMus

Hapywmenus Ha uMmyHHaTa cucTema Mnozo pedxu: anadmnakcus (M3uckeala
MPEeKpaTABaHE Ha JICHEHHETO), KOXKHHU PEAKLIMH Ha
CBPBX1YBCTBHTEIIHOCT, BKJIIOUBAILN OCBEH APYrO U
KOXXHW OOpHBH

Chobuasann ca MHOIO pesky cyuau Ha CEPHO3HH
KOXCHH peaKlnK (JIEKapCTBEHO MHAYLHPAH CHHAPOM
Ha Stevens-Johnson (SJS), Tokcuuna enuaepmania
Hekponnza (TEN), u octpa renepanusupana
CK3aHTeMaTo3Ha nycTyo3a (AGEP))

Hapyuretns ua meraGonmama u xpauerero C neusgecmna vecmoma: MeraGonuTHa auMuo3a ¢
ronsaMa aHHOHHA THPa3HHHA

Pecnupatophu, rpbaHK ¥ MearacTHHANHYU Muozo pedxu. 6poHxocnasbm npu nauueHTy,

HapyueHus HyBCTBMTEJIHY KbM aLSTUJICAJIMLIMNIOBA KMCENIUHA U
Apyru HCHIBC

XenatobunmnapHm HapyIeHHs | Mnoz0 pedxu: XenaTroTOKCUYHOCT

Pedxu: noBulIaBaHe Ha YepHOUPOBHUTE
TpaHCaMHUHa3H, YepHOApoOHa auchyHKLHS,
HEPHOAPOOHA HENOCTATBUHOCT, YEPHOAPOGHa
HEKPO3a, XK bATEHH LA

C neuseecinna wecmoma: XenaTur

HapyweHns na xoxara v noakoxHara TbkaH | Pedxu. npyputyc, oOpuB, U3NIOTABaHE, AHTHOEAEM,

YPTHKaPHA
| C reuzgecmna vecmoma: ekzanrema
Hapyuienns Ha HepBHara cucteMa __| Pedxu: ranasobonue
CTOMAIuHO-YPEBHHU HapyLLIEHUS Pedxu: kopeMua 6onka, auapus, ragene, MoBpbllaHe
W KOHCTHUMALMA = - 2T
Hapywienns na 61.6peunre ¥ nukounuTe Muozo pedxu: crepunna nuypus (M i"ﬂ &
NBTULLA . C neuzgecmna wvecmoma: nedpona 1 '

O61uu HapylieHns U eheKTH Ha MACTOTO Ha | Pedru. 3AMasHOCT, HEpPa3IloI0XKeH
NPHJIOKEHUE |
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Hapanssanus, otpaBanus ¥ yciokHeHus, Peoxu: npenosupare 1 MHTOKCUKALIUA

BBE3HUKHA/INA B PE3YNTAT HA HHTEPBEHLIMH

Ouucanue na n3GpaHn Hexenany peaxkuuy

MerabonuTHa auunosa ¢ ronsma aHMOHHA MpasHuHa

Cnyyau Ha MeTaGosiuTHA auMA03a ¢ roNAMa aHWOHHA lpazHHHA, B/IXKaLla Ce Ha NUPOTJIyTaMHHOBA
altnj103a, ca HabnroaaBaHk NpY NaUMEHTH ¢ PUCKOBH (haKTOpH, H3M0/3BAIY NApaLleTaMON (BX. TOYKA

4.4). Tlpy Te3u NaUMEHTH ¢ Bb3MOXKHO 114 Bb3HUKHE MUPOrIYTAMUHOBA allMA03a BCJICACTBUE HA HACKH
HUBa HA INYTaTHOH.

Crobuiasate Ha No03UpaHK HexeNanu peakuuu

Crobuiapalero Ha Mo03Upany Hexenanu peakuuu ciien paspeliaBaie 3a ynorpeba Ha JIEKapCTBEHUSA
NPOAYKT € BaXXHO. ToBa No3BonABa Aa NPoabaKH HABAIOAEHHETO HA ChOTHOLICHHETO noN3a/pUCK 3a
JICKapCTBeHHA NPOAYKT. OT MEZIMUMHCKUTE CNIEHHANKCTH CE W3MCKBA /1a ChOOIABAT BCAKA

'OA03MpAHA Hexellana peakiusa Ypes Manbiuutenna arenuns no aekapcrsara, yi. ,, Jlamss ['pyes” No
8, 1303 Coipus, Ten.: 02 8903417, yebcait: www,bda.bg.

4.9 [lIpenosupane

[lpenosupanero Ha mapareTamMon MOXe 1a MPHYHHU YepHOAPOOHA HEAOCTATHLYHOCT, KOSTO [a J0Bee
10 YePHOAPOOHA TPAHCMINAHTALIMA WITH CMBPT.

ChlilecTBYBA PUCK OT MHTOKCHKALIMA 0cOBEHO [pH NAaLUEHTH B CTapPYECKa BL3IPACT, MAJIKH Jlelia,
NMALKEHTH C YepHONPOOHO 3a00/1aBaHe, B CIy4aUTe ¢ XPOHUUEH ATKOXOJINIbM M [1pH NALMEHTH
XPOHHUHO HenoxpatBane. [Ipy naunenTy npueMaiti eH3MMHK HHAYKTOPH M NIpH BBh3PACTHH C
Teaecko Terio noa 50 kg. Ipenosnpanero B Tean cnyyau Moxe na 6bae hatanto.

CuMnToMuTe OGMKHOBEHO CE MPOABABAT B PAMKHTE Ha NMbpBUTE 24 Yaca U BKIIOYBAT: rajiexe,
NOBpbULIAHE, AHOpPEeKCcHS, ONIEAHOCT U KOpeMHa 6OJIKa WK NanHeHTHTE MOTaT Ja ca 6e3CUMNTOMHMU.

ITpesro3npatero Ha napalieTaMon Npu eaHOKPATHO MPUITOXKEHRE IPY BB3PACTHHU MU ITPU eLia MOXKE
1a NPpAYMHA HEKPO3a Ha YEPHOAPOOHHUTE KIETKH, KOSTO MOXKE Na Npeiu3BrKa IThJIHA X HeoOpaTHMa
HEKPO34, BOACLIA N0 XEnaTouenynapHa HEAOCTaTEHYHOCT, MeTabONMMTHA auMI03a | eHuedanonarus,
KOMTO MOTAT A NpeN3BUKAT KOMa U CMBPT. EAHOBpEMEHHO ¢ TOBa ce HabIIiogaBaT MOBHIIEHU HHBA
Ha uepHOApoOHHuTe TpaHcamutasm (AST, ALT), nakTat AEXUApQreHasa U OUAUpPYOHH 3ae1HO C
NOBMILCHH HH{BA Ha NPOTPOMOHHA, KOMTO MOraT ja ce noaBsT 12 1o 48 yaca cien MPHJIONKCHHETO.
Ipy BB3pacTHH, KOMTO ca NMpHeENH NoBeue ot TPENOPBLYUTENHUTE KOJIMYECTBA MapaleTaAMO €
BBHIMOIKHO yBpeXKaaHe Ha yepHHs Apod. CMATa ce, Ye eKCLECHBHUTE KOJIMYECTBA TOKCHYEH
MeTabOoINT (KOUTO OBKHKHOBEHO ¢a aneKBaTHO AETOKCHKNPAHU OT IITYTATHOH, KOTAaTO €& MpHeMar
HOpMaHK 1031 napaneTaMon), CTaBaT HeoOpaTUMO CBLP3aHH ¢ 4YepHOApoOHAaTa THKaH.

Hakou naumenTs Morar na ca ¢ noBMuieH puck ot YBPeXKAaHe Ha YepHHUs Apod nopagyd TOKCHYHOCT OT
HapaleTamoll.

Modxe na ce passue u ocTpa 6b6peyHa HEIOCTATBYHOCT ¢ OCTpa TyOyJiHA HEKPO3a.
Crobuiapann ca cbIO U NAaHKpeaTHTH U CbPACHHH apUTMHUH.

Puckosute axTopu Bkmousat: B ciyuait ve naLmeHTbT:

- € Ha AbArocpoyHa tepanus ¢ kapbamasenuH, henobapbuton, Gennrony, npuMuon,
PUOAMNHLKH, A(BIT KAHTAPUOH MITH APYIH NICKApCTBa, KOUTO HHAYLIMPAT YePHOAPOD

- ME€CTO 3710ynoTpebsasa ¢ aKOXO0/ B KOJIMYECTBA, HAAXBbPIIALLK NpernopbLYRTENIHHUTE

- © BBIMOXKHO J1a € C M3Yepran ryTaTHOH, Hanp. XPaHUTENIHH Pa3CTPOHCTBA, MYKO
HH(CKLUA, IaflyBaHe, KaXeKeHs

)

['opecniomenartyre puckoBn hakTopn MOraT na roHIpKaT para Ha XernaToTOKCUUHO
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[Ipouienypa 3a cnewHu ciyvau:
HeszabaBHOTO nleueHue € OT CLUIECTBEHO 3HAYEHHE MNpH OBNASBAHE HA NPEAO3ZUPAHETO C

napaueramoit. [lannenrure Tpabea cnewHo na Gbaat npexsbpieHn B onHMULA 32 HezabasHa
MEAHLIMHCKA MOMOLII,

Tpsbsa na ce o6MUCTH NpUNOKEHHE HA aKTHREH BBITIEH, aKo >150 mg/kg napaueramon e 6un npuert
B pamKHTe Ha | yac. |

[1nasmenaTa koHleHTpauua Ha mapaueTamon TpsidBa fa € U3MEPH Ha YETBBPTUA YAC UM HO-KBCHO
CNEA MONILIIAKE B ClIyYaHd Ha €JHOKPATHO OCTPO npexnosupade. TpsGpa 1a ce U3NoN3Ba KPbBHA
npoba 3a onpenensHe Ha MbPBOHAYAIHATA [U1A3MEHa KOHLCHTpaLMg Ha napaLeraMon.

Jlewenne ¢ N-auetunumcreun, Tpstaa na 6nae NPHIOKEHO BB3MOXKHO Hall-CKOPO B ChOTBETCTBHE C
HaUHOHAJIHWTE PHKOBOACTBA 3a JIEUEHHC. |

Tpabsa n1a ce npunoxu cuMnTOMaTHUHO eueHNe.

5. ®APMAKOJIOI'HYHHU CBOMCTBA
5.1 dapmakogMHaMH4YHM CBOliCcTBA

®apmakoTeparnesTHuHa Fpyna: aHaNreTHUH,; APyTH aHANITETHUM W aHTHITUPETHLM, aHuuau, ATC
ko/1;: NO2B EO] |

[lapaueramon nMa aHaNreTM4HO M aHTUNMPETHHHO NEHCTBHE. AHANFETHUHMAT U aHTUITHPETHYEH
MEXaHHW3bM Ha MACHCTBME Ha MAPAaLETAMON HE € HAMBIHO H3ACHEH. BeposTHO € ueHTpanHo u
nepugepo  peidcteue.  JlokazaHo € u3paseHo HHXHOMpaHe Ha uepebpanHMi CHHTE3 Ha
NPOCTarIAHAMHH, KOKATO MEPUPEPHHUAT CUHTEI HA NPOCTArNAHIUHHM € cabo HHXHOupaH. OcBeH ToBa,

napaueTamMon HHxuOUpa edekTa Ha CHAOreHHUTE MAPOTCHH BBPXY TeMIlepaTypaHaTa peryjialHs oT
Xunoranamyca. |

5.2 (MapMakOKMHETHYHH cBOHCTBA

L

Iapaueramon ce aGcopbupa 6Bp30 U HOUTH HANBIHO OT CTOMAUIHO-YPEBHUS TPAKT.

(PapmMakoKHHETHYHNTE JaHHM NP XOPa NOKA3BAT, ye paHHata abcopbuus Ha napaueTamon (4acT ot
flo3aTa npes mupeuTe 60 MUHYTH) € ¢ 32% no-BHcOKa NpH [MapauetaMakc Excripec B cpaBHEHMe Che
CTanaapTHa Tabnetka napaneramol (p <0,0001) u ¢ no-manka WHTEPUHAHWBHAYAJIHA H

MHTPauH BNy anka BapuabunHocT (p <0,0001) npu panna abeopGums na napalieTamon npu
[NapaueraMakc Excnpec B cpaBHenue cbe CTAHJAPTHH TaOJETKH napaueTamol,

DapmakOKHHETUUHUTE JJAHHH NIPH XOpa NoKa3BaT, Ye MaKCHMATHATA NJla3MeHa KOHUCHTPAUUA Ha
Napaileramon ce rocrura ¢ noHe 25% no-6wp3o npu INapaneraMake Excnpec B cpaBHEeHME Cbe
CTAHAAPTHUTE TAONIETKU MapauneTaMos Ha IanaHo U cien xpaHeHe (p <0,01). Konuenrpauusra B
nnasmMata JOCTHra MUK 10 25 MUHYTH.

Obwara crenen Ha aGeopbums Ha napaueramon npu [apaneraMaxe Ekcnpec e eksuBanentna Ha Ta3u
NPV CTaHJapTHUTE TabNeTKH napaleramMmos.

rnpoaykt Ianapon dunmupann rabnerku * Homep Ha w3cnensanero: BE-1967-19):

3 nacnenpane 3a GHOECKBUBANEHTHOCT Cca [OJIYHYEHH CIEIHATE PE3YIITATH CIIPAMO pedep W L %
é‘} '\ 2
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- Pedepenuten npoayxr (R) Tect npoayxr (T) R &; VF Q s

QapMAKOKHHETHUHH Cpeano Cranpaprao CV Cpeano Crannaprno = " ‘-**,,_‘!ﬁ‘ /-

" TApAMETPY APHTMETUIHO | OTKJIOHeHHE (Yo) |apurmeriuno | oriconenne \ % | ‘H /‘$§~
*Tonax (1) 0,68 0,25-2,25 0,42 0,22-1,33 ;\"’{,:é“



*cpoOUICHH MeSHaHa & aHana3on

JaHHuuTe oT cuuHTHrpaduaTa npu xopa nokassart, ue [lapaneraMakc Excrnipec oOHkHOBEHO 3anoyBa
Aa ce pa3najna 5 MUHYTH cief rpHeMa. (PapMakOKHHETHYHHTE AaHHH [IPH XOpa MoKa3Bar, ue
napauetaMmon 06HKHOBEHO MOXe Aa Obae OTKpHT B IjtazMara cien 10 MuHyTH.

CBBbp3BaHETO C JIA3MEHHTE NPOTEHHH e npoMenanBo. [liasMeHnar nonyxusor e 1-4 yaca.
MakcuMmanHaTa naa3sMeHa KOHLIEHTpaLKMA Ha napaneramon ce goctura no-0mwp30 3a IlapaueraMaxke
Ekcnipec B cpaBHeHHE CbC CTaHAapTHATa TabJieTKa napaueTamon Ha rnaaHo M cien xpavene (p <0,01).

[MapaueTamos ce pa3npeacns OTHOCHTEIHO PABHOMEPHO B NMOBEYETO TEJECHH TEYHOCTH.
Exckpeunsra e nouTd W3KMouHTeNHO 660peyna, noa popmMarTa Ha KOHIOTHPAHH METaboNUTH.
53 IlpeakAHHHYHH JaHHH 3a Oe30macHOCT

OGLIMpPHHTE NPOYUYBAHHA HE MOKa3BaT AaHHU 33 peJeBaHTEH NEHOTOKCHYEH PHCK INPH napaLeramMmon B
pPaMKHTE Ha TepaneBTHYHMSA, T.€. HETOKCHYEH, JO30B JHAMNa30H.

L[LJIFOCPO'-IHHTB NPOY4YBAHHA BLPXY ILTHXOBC H MHLIKH HE NMOKA3BAT HUKAKBH 3HAYUMH TYMOPOIrCHHH
ed)exm MPH HEXCITATOTOKCHYHHU O3HU NapancTamMoll.

JIMNCcBaT KOHBEHLUHOHAHH NpOY4YBaHHA, H3IMON3BALIH NPHETUTC nonac*roamerui CTaHAapTH 34 OLUCHKA
Ha TOKCHYHOCTTA 3a PENPOAYKTHBHOCTTA U PA3BHTHCTO.

6. OPAPMAILIEBTHUYHH JTAHHH
6.1 CnHchK Ha MOMOLIHHTE BEIICCTBA

Anpo na TabneTkara:

[IpexenaTHHU3MpaHo HUllecTe (LApEeBHYHO)
Kanuuner kapboHat

[Tosnaon (K-25)

Kpocnosunos (tun B)

ANruHoBa KMCENUHA

KonouneH, O0e3801eH CHIHLHEB AHOKCHUS,
Marne3ueB creapar

QWIMOBO NMOKPUTHE:

Xunpomenosa

[MonuaexkcTposa (cbaAbpxka copOUTON H IHOKO03a)
CpeaAHOBEPHKHH TPHUITIHLEPHAH

Makporon 3350

Kanuuer kapOoHar

Ob6e3MmacneH cbHYOrAea0B neunThH (E322)
Makporon 400

6.2 HecrBMECTHMOCTH
Henpuinoxumo
6.3 Cpok Ha roguocr

30 Mecena
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6.4 CnenuajJHH yCI0BHA HA CHXpaHeHHE
To3u nekapcTBEH NPOAYKT HE HU3UCKBA CNELMATHM YCNIOBHUA 33 ChXPaHEHHE.

6.5 BnaHchabLpKaHHE HA ONAKOBKATA

PVC/PVdC-anymunuii 6nucrepu 1 OPA/A/PVC-anymunuit 6aucrepn.
Bugose onakoeku: 10, 20, 30, 50 u 100 dpunmupanu tabnerku.

He BcuukK BHAOBE ONAKOBKH MOrat Aa 6baaT MyCcHaTH Ha nasapa.
6.6 CrneunajHH NpeANAIHA MEPKH NPH HIXBLPJIsAHe H paboTa

Hewnznon3BaHuar JICKAPCTBEH NNPOAYKT HJIH OTTNIAADYHHTE MaTCpHaJii OT HETO Tpaﬁna Ad CC H3XBBLPAAT
B CHOTBECTCTBHE C MECTHHTE U3IHCKBaHMHA.

7. MNMPHUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

Teva B.V.

Swensweg 5

2031 GA Haarlem

Hunepnanaus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20210364

9. JATA HA ITBPBO PASPEIIABAHE/TIOAHOBABAHE HA PAZPELIEHHUETO 3A
YIIOTPELBA

Hata Ha mbpBo paspewasane: 08.12.202]
Jlata Ha nocneaHo NOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10 -
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