KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HAJEKAPCTBEHMA ITPOAYKT

OKJTMC EKCIIPEC 400 mg rpaHynu 3a nepopancH pasTBOp B Calle
OKLYS EXPRESS 400 mg granules for oral solution in sachet

2. KAYECTBEH H KO/IMYECTBEH CHBCTAB
Besaxo caure eoabpka: 400 mg ubynpoden (ibuprofen) (karo ubynpodgen L-aprunus).
[TomMowHY BewlIeCTBA ¢ U3BECTHO OCHCTBHE — 3aXapo3a, acnapTaM.

34 MBJIHUY CITACHK HA MOMOLHHUTE BELUECTBA BIDKTE TOuKa 6. 1.
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4.1 TepaneBTHYHH NOKA3AHHUSA

- [ToHmkaBaHe Ha BUCOKA TeMriepaTypa Nnpu PedpHITHH CHCTOAHUA.

- O6nek4yaBaHe Ha JcKa 10 YMepeHa 601Ka, BKNIOYHUTEHO NIPK MUTpEHa.
- CHMITTOMAaTHYHO JIeYeHHE HA pa3IiYHH GOPMH Ha OCTEOAPTPHT, MyCKY/THH H PEBMATHUYHH

OONIKH H ApYTH HEPEBMATHYHM BH3NAJIMTE/IHH HPOLIECH.
- CuMrrromatuyHO 00NekyaBaHe Ha OOJIKa MPH ITBPBUYHA AUCMEHOpeA.

4.2 [0o3HpOBKA H HAYHH HA NPH/IOKECHHE

Haii-HuckaTa edexriBHa n03a TpadOBa Ja ce M3Mmo3Ba 3a Bb3MOXHO Hail-KpaTKOTO BpeMe,
HeobXxoauMO 3a obiekyaBaHe Ha CUMIITOMUTE (BXK. To4Ka 4.4).

o3upoBka

Bb3pacTHH:
[IpenopbudTENiHaTa A03a NPH BB3PACTHH M IOHOLWH OT 14 10 18 roaunu € eaHo caiue (400 mg) Ha

BCeKH 6-8 yaca B 3aBUCHMMOCT OT TEXKECTTa HA CHCTOAHHETO H OTTOBOPa Ha MALMEHTa KbM
neveHuero. I1Ipu Bp3pacTHH MakCHManHaTa AHeBHa no3a e 2 400 mg, AokaTo npH 10HOWH OT 14 1o
18 rogunm e 1 600 mg. UHTepRaNbT MEXKAY OTACTHUTE 103K TPsOBa Na ObAe Hal-Maiko 4 yaca.
[Tpu xpoHHYHO A03UpaHe, Ao3aTa TpsOBa Aa Obae KopurupaHa 10 MUHUMAITHATA MOJAbpKalia 4034,
KOSATO OCHIYPABAa aICKBATEH KOHTPO. HA CHMITTOMHTE.

Ilpu ev3nanenue, npenopbuntenHara AHesHa fo3a e 1 200-1 800 mg ubynpodoes, pazz
Hakonko npuemMa. [lonabpkawuara go3a obukHoseHo € 800-]1 200 mg. MakcumanHgra @
Tp#6Ba ga Haaeuiuapa 2 400 mg. '
IIpu nexa 0o ymepena boaxa, u eucoka memnepamypa, NpENOPbHUUTENHATA NHERE
1 600 mg, paszeneHa Ha HAKOJIKO NPHEMA, B 3aBHCHMOCT OT TEXKECTTA Ha ChCTOS
JICYCHHETO.




ITpu nvpeuuna ducmenopes ce npenopbyea ao3a oT 400 mg ubynpoden no odnekuasaHe Ha Oonkara
M MakcHMasHa JHeBHa fo03a | 200 mg.

[leaguaTpyyiHa MOMyNalHy
Ynorpebara Ha OKJIMC EKCIIPEC 400 mg rpanynu 3a nepopaJjieH pa3TBOp HE Ce NMPEenopbuyBa MpH

neua nox 40 kg wnu noa 14 ronHHH, Thit KaTo q03aTa HOYNPOgEH, KOATO ce CHABPXA, HE € MOAXOAIIA 3a
Ta3H BbL3PAcTOBA rpymna.

[laiMeHTH B CTAPYECKA BH3PACT
dapmakokruHeTHKaTa Ha HOyTIpodeH He ce MPOMEHs IMPH MalMEHTH B CTapuecKa Bb3pacT, MOPaAH KOETo

HE Ce HaJiara fIpoMAHA B 103aTa WIH 4eCTOTaTa Ha npHeMa. BrnpekH ToBa, KakTo H IPH OCTaHAIHNTE
HCIIBC e HeobxoaumMo NOBUIEHO BHUMAHHE KbM JICYEHHETO HA TE3U NMAllUEeHTH, KOUTO Ca f10-
YYBCTBHMTEAHH KbM HEXKEIAHUTE peaKUFM U NIPH KOUTO € MO-BEPOATHO Ja ¢a HAIKLIE IPOMEHH B
6s06peunuTe, CHPAEUHOCHAOBUTE WIH YEPHOAPOOHHU (PYHKIUWH WIH [TPHEM HA CHITETCTBALLH J1EKApPCTBA.
[Ipu Te3zu mauMEHTH ce MPeropLYBa Aa ce M3M03Ba Hall-HHCKaTa edhexTuBHa no3a. Jlozata MoXe Ja
ObJe yBelH4YeHa A0 JOCTHraHe Ha oOWyaiiHaTa MpenophYMTESIHA K03a CaMO CJIe]] YCTaHOBABaHE Ha
ao0pa nOHOCHMOCT.

brOpeuna HEAOCTATHYHOCT

Heo6xoaxMo € na 6baaT npeaAnpHeTH NpeanasHi MepkH npy ynotpedara Ha HCIIBC npy nauuenTy ¢
On0peuna HepocTaThuHOCT. [Ipy naLMeHTH ¢ Jieka A0 yMepeHa Ob6pedHa IuchyHKUMA
MbPBOHAYAIHATA J03a TpAOBa na 6bac HamaneHa. HoynpodeHn He TpaOra ga ce npHeMa OT MALMEHTH C
Texxka OrOpeuHa HegoCTaThYHOCT (BXK. TOUKa 4.3).

YepHonpoOHa HEAOCTATHHHOCT

Bunpeku ue He ce HabmoOAABAT PazlIMKH BbB (papMaKOKHHETHYHHS Npodua Ha HOynpodeH npu
MaiMeHTH C YepHOAPpOOHA HEIOCTATHYHOCT, € HeOOXOAMMO MOBHILIEHO BHHMAHHUE NpH ynorpeda Ha
HCIIBC npu nauyenT# ¢ uepHoapoOHo yBpexnase. [laumeHrure ¢ 1eko Wid yMepeHO YepHOApPOOHO
yBpexaaHe TpAOBa Oa 3arOYHAT JeUeHHE C HUCKU JA03H HOyTpodien 1 Aa ObaaT noj BHUMATETHO
nabmonenue. Uoynpoden ne Tpabsa aa ce npHeMa OT NALIMEHTH ¢ TEXKKA YepHOAPOOHa
HEAOCTATHYHOCT (BX. TOUKa 4.3).

HauuH Ha NpUIOKEHHE:!

3a nepopanHo npunoxeHue, ChabpKAHHETO HA CALlETO CE H3CHIBA B MOJIOBHH Yallla BOAA M CE
pa3z0bpKBa 2 MUHYTH.

[Ipenopb4HTENHO € NAlHEHTHTE ChC CTOMAIUHK NpobiieMu Aa NpHEeMaT 1eKapCcTBOTO C MIIAKO W/WIH
MO BPEME Ha XpaHEHE.

4.3 IIporaBonoKazaHHus

OKJIMC EKCITPEC 400 mg rpaHy; v 3a nepopaneH pa3TBOp € MPOTUBOIOKA3aH MPH NALHEHTH C:

- CBpBbXYYBCTBHTENHOCT KbM HOYNIPOgEeH WK KbM HAKOE OT MTOMOLIHHTE BELLECTBA, H30POEHH B
Touka 6.1.

- [Ipu nauueHTH, KOUTO ca UMATH ODPOHXOCNA3EM, ACTMATHYEH NPHUCTHII, OCTHP PHHHT,
YpPTHKAPHA, AaHTHOHEBPOTHYEH OTOK WIIH JPYTH &JIEPrHYHH PEaKLHH Clie/l NPHEM Ha JIEKapCTBa ¢
nono6Ho aeiictane (xaro acupux wiu apyru HCITBC).

- KpbBonanue wiu nepdopaiiig Ha CTOMalIHO-YPEBHHUSA TPAKT, CBLP3aHH C NPEHLIHO JIeYEHHe ¢
HCTIBC.

- AKTHBHA WIM aHAMHe3a 3a peliANBAPALLA [TENTHYHA A3BA/KPBBOH3JIHB Ha CTOMAYIHQ-YPEBHHA
TPaxT (ABa WK MOBeYe YCTAHOBEHH OTACITHH €NIH301a Ha YNUEpaLKs MM KpssUliz sl

- Texka cvpaevHa HegocTaTbHHOCT (kmac [V no NYHA). O f‘ﬁ;,;,

- LlepebporacKynapHUu WIH APYTrd AKTUBHH KPBBOH3JTHBH. 2y

- Texka 6p0OpeuHa HeOCTATHYHOCT.

- Texka uepHOApOOHA HEIOCTATHYHOCT.




- XeMopardyHa quaresa Wid Apyrd KoaryJauMOHHY HapylleHHUs.

- Texxka aexuapaTtauus (NpUUMHEHA OT NOBPBILAHE, AUAPHA WM HEAOCTATHYUEH NMPUEM Ha
TEUHOCTH).

- [Tocnenen TpuMecTsp Ha OpeMeHHOCTTA (BX. TOUKa 4.6).

4.4 ChnenHa/IHE npeaynpeXIeHAs H NpeIna3HA MEPKH NPH ynorpeda

Hexxenanure peakiiyd Morat Aa 6bJaT CBEAEHH A0 MHHUMYM upe3 MpuiaraHe Ha Hal-HHMCKaTa

e(deKTHBHA 1032 33 Halt-KpaThK NEPHOAR OT BpeMe, HEOOXOHM 33 KOHTPOI HAa CHMITTOMHUTE (BiK. TOUKa
4.2).

PuckoBe 3a CTOMAIIHO-YPEBHUSA TPAKT

Ynotpebata Ha ubynpoden eqHopeMenHo ¢ apyru HCIIBC, BitounTENHO CENEKTHBHH HHXUOHUTODH
Ha LUKIOOKCHIeHAa3a-2 TpadBa Aa ce u3barea (BXK. Touka 4.3).

Kpveouznusu om cmomMauiHo-4pesHus mpaxm, 1364 uiu neppopayun.

[Tpu neueHue ¢ HecTepoUARHM NpoTHBROBbL3NanuTenHu cpeacrea (HCIIBC), srarouurento ubynpoden,
ce choOl1aBa 32 KPbBOU3JIMBH OT CTOMALUHO-4YPEBHUS TPAKT, A3Ba WIH Nepopauns (KOHTO MOraT aa
0B21aT XKHWBOTO3ACTPALLABALIIH) [T0 BCAKO BPEME HA JICUCHHUETO ChC WK Oe3 NIpeyNpeaHTENHH
CHMIITOMH WIH NMpeAMILIHA aHaMHe3a 3a CEPHO3HH CTOMAIIHO-YPEBHH CHOUTHA.

PHCKBT OT CTOMAIIIHO-YPEeBEH KPLBOUINHB, S3Ba WIH nepdopalya c¢ MOBHILABA, KOraTo € NpUaaraT
no-sucokH Ao3x HCTIBC npu nauyeHTH ¢ aHaMHe3a 3a f3Ba, 0CO0EHO aKO A3BaTa € ¢ YCIIOKHEHHUS C
KPBBOM3IME WIH Nepdopauus (BxK. To4ka 4.3), KAKTo U MPH [IAUMEHTH B CTAp4ECKa BB3pacT. Telu
NalueHTH TpAdBa Na 3an0ovHAT ICYEHHETO ¢ HaH-HUCKaTa Bb3MOXHA A03a. IIpenopruBa ce Ha Te3n
nalyeHTH aa Ope NpeanmucaHo ChITETCTRALLO JIEYSHHE HANMPUMED C MU30MPOCTON WK MHXMOUTOPH Ha
nporoHHara nomna. Takora KOMOMHHPaHO neyeHHe TpaOBa na ce OOMHUCIH NPH MAUKEHTH, KOUTO Ce
HYKJAAT OT HHCKA 1034 aLleTWICATHLWIOBE KHCEIIHHA WM APYTH NIEKApCTBEHHU MPOIYKTH, KOHTO
[MOBHILIABAT PHCKA OT CTOMALIHO-YPEBHH CHOMTHA (BK. I0-A0JTY M TOUKA 4.3).

[TauMeHTHTE C aHAMHE3a 33 CTOMALIIHO-YPEeBHA TOKCHYHOCT, 0COOEHO TE3M B CTAPYECKA Bb3PACT,
TpaOBa 1a UHGOPMHUPAT CBOA JieKap He3a0aBHO 3a BCHUKHM HEOOUYaHHHU CTOMAUIHH CUMITTOMH
(0ocobeHo KbpBEHE OT CTOMALIHO-YPEBHHMSA TPAKT) MO BPEME Ha NIEYEHHETO, OCODEHO B HAYAJIOTO Ha
JACHCHUETO.

CneumasHo BHHMaHHe TpAGBa na ce oObpHe NMpH NALMEHTH, IIPHEMALIY €IHOBPEMEHHO JIEKApCTBa,
KOUTO MOraT Ja NOBULLAT PHUCKA OT A3Ba WIH KbpPBEHE OT CTOMALHO-YPEBHHA TPAKT, HAPHMEP
nepopanHd JHKYMapUHOBUA AaHTHKOAryJ1IaHTH KaTo BapgapHH WM JIEKapCTBa, MOTHCKALLH
TPOMOOLIMTHATA arperalus KaTo aueTHICaTHLMIoBaTa KucesHHa (Bxk. Touka 4.5). C ocobeno
BHUMaHHUe TpAOBa Aa ce npunara uoynpogeH e JHOBPEMEHHO C NMEPOPAIHH KOPTUKOCTEPOHAH H
CeJIEKTHBHY HHXMOUTOPH Ha 00parHOTO 3axXBalllaHe Ha cepoTOHHHA (SSRI).

AKO ce MOSBH KPBBOM3IHUB OT CTOMALIHO-YPECBHUA TPAKT WIH 43Ba NIPH NaUUEHTH, IPHEMALIH
OKJIUC EKCITPEC 400 mg rpaHynu 3a nepopajieH pasTBop, Je4eHHeTo TpadBa fa ce cripe
He3a0aBHO (BXK. TOUKa 4.3).

HCIIBC Tps6Ba na ce npunarat BHUMATENHO NPH MALHEHTH C aHAMHE3a 34 CTOMALIHO-YPEBHH
3abongBaHui (YILEpo3€eH KOIUT, bonect Ha KpoH), Thi KaTO T€3U CbCTOAHHA MOTAaT Aa Ce BIOIIAT

(BK. TOuKa 4.8).

PuckoBe 3a ChpACYHOCHAOBATA CHCTEME H MO3IBYHHTEC ChAOBE

HeobxoaMMo e NOBHIIEHO BHUMAHHE NPEaU 3anoYBaHe Ha JICUCHHETO INPH 0
XUNEPTOHHUA W/WIH JIeKa WIK YMEpeHa ChbpAeUHa HEAOCTATBYHOCT, Thil KATO



3a/ibpikKaHe Ha TEYHOCTH, XUNEPTOHUS U oTouy npH nedeHue ¢ HCIIBC.

KiiMHHYHWTE IPOYUBaHHA NOKA3BaT, ue ynoTpedara Ha ubynpodeH, ocobeHO BbB BUCOKH J03H

(2 400 mg Ha neH) MOXe J1a € CBBP3aHO ¢ MOBUILABAHE HA PUCKA OT apTepUATIHU TPOMOOTHYHU
cbOMTHA (Hanpumep MH(PAPKT Ha MUOKApAa WiIH MHCYT). KaTo usno, enuaeMuoioriyHuTe
NMpOy4YBAHHA HE MOKa3BaT BPb3ka Mexay Npuema Ha ubynpodeH B HUCKH 103U (T.€. < | 200mg Ha aeH)
H NOBHIIABaHE HA PHCKA OT apTEPHATTHU TPOMOOTHYHH CHOUTHS.

[TaumeHTHTE ¢ HEKOHTPOJIMpPaHa XHIIEPTOHHA, 3acTOMHa chpaeqHa HepocTaThyHOCT (NYHA 1I-111
KJIac), yCTaHOBeHa ucxeMudHa fonecr Ha chplLieTo, nepudepHa aprepyanHa 60ecT w/wiH
HEKOHTPOJIHpaHa MO3BUYHO-ChI0Ba HonecT, TpAbBa na 6bAaT TeKyBaHHU ¢ HOYNIpOgEH caMo clef
BHMMATEJTHA NPELIEHKa Ha ChOTHOIIEHHETO PUCK-NI03a, KaTo ce u3bareat BucokuTe ao3u (2 400 mg
H4 JICH).

Tpabpa na ce H3BBPILBA BHUMATEHA MPECLEHKA M NPEH 3aM0UBaHe Ha TBJTOCPOYHO JICUSHHE TIPH
NalUEHTH C YCTAHOBEHH ChPACYHOCHAOBH PHUCKOBH (PAaKTOPH (HANpUMEDP XHOEPTOHKS,
XHITEPIMITHIEMHUS, 3aXapeH AuabeT, TIOTIOHOMYyLLEeHe), 0COOEHO aKo € HEOOXOAUM MpPUEM Ha
nbynpoder BbB BUCOKH 1034 (2 400 mg Ha nen).

Cunopom na Kounis

[lpu maumenTy, nekyBaHu ¢ HOynpodeH, ce crobluasa 3a ciydad Ha cHHapoM Ha Kounis. CHHAPOMET
Ha Kounis ce onpeznenst Karo BTOPUYHU CHPASYHOCHAOBH CHMITTOMHM Ha afiepruyHa peakLna niu
peakiiisi Ha CBPbXUYYBCTBHTE/IHOCT, CBBP3aHH C KOHCTPHKLIKSA HA KOPOHAPHHTE apTepHH, NOTEHLIMAITHO
BOACLIA OO MHOKapIeH HHODAPKT.

PUCKOBE OT CEpPHO3HHU KOXKHH peaKLivu

Texxn Ko:KHH Hexenann peaknnn (SCAR)

Texku koxau HexkenaHu peakidu (SCAR), BUIFOUUTENHO €KCONIHATHBEH JEPMATHT, EpUTEMA
MyaTH(OpMe, CHHAPOM Ha Stevens-Johnson, TokcHuyHa enuaepMantHa HEKpPOJIH3a, JIEKapCTBEHA
peakuus ¢ €03MHOWINA U CUCcTeMHH cumirTromMu (cuHapoM DRESS) u ocTpa renepannsnpasa
eK3aHTemMaTo3Ha nmyctyinosa (AGEP), kouto Morat aa ObaaT >KMBOTO3acTpailiaBallid WK Aa JoBeAaT
710 JIETAJIEH M3X0/1, ¢ ChoOIIaBaT BbB Bpb3Ka ¢ ynorpebdara Ha ubynpogen (Bx. Touka 4.8). [loseuero
OT T€3H peaKLIHX HACTBLIIBAT Npe3 MbPBUA MECeL] Ha JICYEHHETO.,

IIpu nogBa Ha NPH3HALIA U CHMIITOMM, NTOKA3aTeIHH 3a Te3H peakluy, ubymnpodeH Tpabpa na ce cnpe
He3abaBHO M Ja ce oOMHUCIH Apyro JedeHHe (crnopel HeoOXOIMMOCTTa).

Bvbpeuno wunu weprnoopobro yspedicoane

H6ynpoden Tpaba Aa ce W3MOM3Ba BHUMATEHO NMPH MALMEHTH ¢ aHaMHe3a 3a 6u0peyHo WU
yepHopoOHO 3abonsBaHe U ocobero NPH €IHOBPEMEHEH NPHEM ¢ AHYPETHLIH, KATO C€ UMA NpeaBu],
ye HHXHOHpaAHeTO Ha MPOCTArjlaHAWHOBATA CHHTE3a MOXKe [a [PEIU3BHUKA 3aAbpiKaHe HA TEYHOCTH H
yBpexaaHe Ha HpOpeuHaTa QyHKuus.

[Ipy HeOOXOAMMOCT OT JieUeHHe MPH NalMeHTy ¢ O0bOpeyHo yBpeiaane, TpAbBa Aa ce H3oJI3Ba Hak-
HHCKaTa J03a ubynpodeH, a 6b0peunara GyHKUmMs TpadBa na ce HabmonaBsa peAOBHO.

B cayuaii Ha nexuaparainus TpaOBa ga €€ OCHrypH NpHeM Ha AOCTaTBYHO KOJIHYECTBO TEYHOCTH.
TpaGra ga ce BHMMAaBA NPH ZeLa H IOHOLIH C TEXKa AeXHApaTalysi, HAIpUMEP NOPAAH JHapHs, ThH
KaTo JeXWApaTalyara Moxe Ja Oblie pucKoB GakTop 3a pa3BHTHE Ha 6B0peyHa HEAOCTATHYHOCT.

Kato msano penpoBHata ynorpeda Ha aHaNreTHLH, ocobeHO kKoMOHMHALIUATA OT pa3/IHYHY ,-.-_
BELLECTBA, MOKE Ja JOBEAe J0 ObJIroTpaiiHo yepexkaaHe Ha O60peuuTe, ¢ puck ot / NPOME]:
HEJOCTATHUYHOCT (aHareTnyHa Hedponarus). [IaLMeHTHTE B cTapyecka Bb3pacT y 6\ G

HEJOCTATPYHOCT, ChPACYHA HEAOCTATHYHOCT, YCPHOAPOOHA AUCHYHKUHMSA, KAKTO T '
npueMar auypetuum Wid ACE nexHObuTOpH, ca 310KeHH Ha BHCOK PHCK OT Tady




[TpexparaBare Ha Tepammsata ¢ HCIIBC obukHOBEHO BOAH 10 BH3CTAHOBABAHE HA CHCTOSHHUETO
IIpeay JIEYEHMETO.

Kaxkto ¥ gpyrure HCIIBC, ubynpoden moxe aa npeaH3BHKa JIEKO BpEMEHHO MOBHLIABAHE Ha
yepHOAPOOHHTE MOKAa3aTeNnu, KakTo ¥ 3HauuTenHO nopHiuasaHe Ha ACAT u AJIAT. B ciyuali Ha
3HAYUTETHO YBE/IHUEHHE HA TE3H MOKA3ATENH, IeueHHeTo TpaOBa da 6bae npeyCcTaHOBEHO (BXK. TOYKA

4.2 u Touka 4.3).

Ynorpeba Mpy NAUKHEHTH B CTAPYECKA Bb3pacT
[TaumeHTHTE B CTapuecKa BB3PACT MO-YECTO MOTYUaBaT HEXKEJaHH PEAKLMH Mpu yroTpeda Ha

HCIIBC, ocobeHo kbpBeHe U nepdhopaliii Ha CTOMAIIHO-UPEBHUS TPaKT, KOUTO MOrat na 6baar ¢
netaneH u3xof (BxK. Touka 4.2).

[leanaTpuyHa NOMYI1ALHUA
ChbuiecTBYBa pHUCK OT 6BE0PeYHO yBpEKAaHE NIPH AEXHAPATHPAHU FOHOMUIH.

Mackupane na cumnmomume Ha nooaedxcauwjume ungexyuu

OKJIMC EKCITPEC 400 mg rpaHynH 3a nepopaliecH pa3TBOp MOXKe Ja MacKHpa CUMIITOMHTE Ha
HHeKilUa, KoeTo MOXe Aa foBezie Ao 3abaBsaHe Ha 3anoyuBaHe Ha NOAXOIALLO JEHYEHUE U M0 TO3H
HAYWH Ja BJIOLIM U3X0Ja oT HHpexuuaTa. Tosa ce Habmoaasa npu Gaxrepuantia MHEBMOHHH,
npuAoOHTa B 00IIECTBOTO, KAKTO U NMpH GakTepuanny ycnoxxkHeHua Ha Bapuuena. Koraro OKJIMC
EXCITPEC 400 mg rpaHyau 3a nepopaicH pasTBoOp Ce Npuiiara 3a JieueHUe Ha NOBHILIEHA
TemrepaTypa HIH 3a obnek4yaBaHe Ha 00sKkaTa BbB BpB3Ka C MHOEKLMSA, Ce NPENOopbUBa NPOCACAABaHE
Ha HHGeKuMATa. B H3BBHOOTHHYHH YCIOBHMA MALMEHTHT TPA0Ba Ja ce KOHCYJITHpA C JIEKap, ako
CHMITTOMHMTE MPOJB/DKABAT MM C€ BIIOLIABAT.

2[2!1"!&

Kaxro n npu ocrananure HCIIBC, Texku peakilMi Ha CBPBEXUYBCTBHTE/THOCT MOTAT J1a Bb3HHKHAT H
Oe3 npenuIHA eKCIO3HIMA HA JISKAPCTBEHUA NIPOIYKT, HANpHMep aHaGUIaKTHUYHH/ aHa(UIaKTOHIHH
peakuyu, JleuenreTo TpaOBa Aa c€ MPEeKpaTH NpH MbPBUTE MPH3HALK HA PeaKLUA Ha
CBPBXYYBCTBHTENHOCT cjiel ynoTpeda Ha ubynpodeH H 1a ce 3aro4He CHMITTOMATHYHO JIEYEHHE.

H6ynpoden Tpsbea na ce u3nonspa ¢ NOBHIIEHO BHHMAaHHE, KOraTo C€ NpHiara npu nalyeHTH,
KOUTO CTPaAaT Wil ca CTpajanM oT OpOHXHanHa acTMa, XpOHHYEH PHHHT HIH aJICpru4dHH
3abonapaHHg (Hanp. KOXHHU PEAKLHH KbM APYTU MPOLYKTH, ACTMA, CE30HEH allepriUeH PUHHT), ThH
KaTo ce ¢bhoOllaBa, ye HoynpodeH MoXxe Aa npeau3sHKa OpOHXOCHazbM, YPTUKAPpHA WITH aHTHOCAEM
NpPH TE3U NALMEHTH (BXK. TOUKa 4.3).

B rioBeueTo cly4ay, B KOUTO ce chOOIIARA 3a aceNTUYEH MEHHHIUT NpY ynoTpebaTa Ha HOynpoden,
MalHEHTHTE CTPaZaT OT HAKAKBA OPMa HA aBTOMMYHHO 3abonsBaHe (HarpuMep, CHCTEMEH JTYITyC
EPUTEMATO3YC WIH ApYrd 3aDONABaHMS Ha ChEJUHUTENHATA ThKAH), KOETO € NMPEACTARNABANO PHCKOB
¢akrop. [IpenopruBa ¢ce NOBUILLECHO BHUMAHHE [IPH NMALMEHTH CHC CHCTEMEH JTYITYC €PUTEMATO3YC,
KAKTO ¥ NPU NaLIUEHTH CBC CMECEHA CheIHHUTETHOTbKaHHa Honect (BXK. TouKa 4.8).

Kakrto u apyrure HCIIBC, ubynpoden moxke o6patHo Aa HHXHOHpa arperauMara 4 TpoMOOLIMTHATA
dyHKIMS 1 A3 YABDKH BPEMETO Ha KbpBeHe. TpAbBa aa ce 00bpHe CrielHaIHO BHUMaHHe MPpH NpHeM
Ha HOynpogeH €THOBPEMEHHO C NEPOPAIHH AHTHKOAIYNAHTH (BX. TOUKa 4.5).

[Ipy nanueHTH, KOUTO ca MOJIONKEHH Ha FBATOCPOUHO JeueHUe ¢ HOynpodeH, TpabBa aa ce nposeia
penoBeH KOHTpon Ha OpOpeunara GpyHkums, yepHoapobHaTa QyHKLUHKA, XeMaTONOrHYHaTa PyH
KPbBHATA KAPTHHA.

Heob6xoauMo € cneuyatHo MeAHIMHCKO HabmoaeHue npu ynotpebata Ha nbynpode
KOHTO Ca MPETHPIE/Id roAIMa ONnepanHs HENOCPEACTBEHO NPE/AH NPHIIAraHETO MY.




Hexenanure peakul Morat aa ObJaT CBEACHH 10 MUHHMYM 4pe3 MpIWIaraHe Ha HaH-HUCKaTa
edekTHBHA 103a 3a Haf-KpaTbK NEepUO/ OT BpeMe, HEOOXOIMM 334 KOHTPOJ Ha CHMITTOMMUTE.

[To BpeMe Ha NMPOIBJDKUTENHO JieueHHe C BACOKHM 103 0be3bonsgBaliiu MOXKe Aa ce MoABRM riaBodbonue,
KoeTo He TpAOBa 1a ce JieKyBa ¢ MO-BUCOKHU A03H OT JIEKAPCTBOTO.

Panko mo BpeMe Ha BapHiiesa MOTaT [a CE NOABAT TEXKH MHPEKLMU HA KOXKATA H YCJIOXKHEHHUA Ha
MekuTe ThbKalu. PoasTa Ha HCTIBC 3a BnoiaBaHeTO Ha T€3U HHPEKLIHHN HE MOXeE a Obae
yCTaHOBEHA, MOpaJH KOeTo B clyyail Ha Bapuiuiena TpaOBa na ce u3bsarea ynorpeda Ha ubynpodeH.

ChluecTBYBAT HAKOH 1OKA3aTE/ICTBA, Y€ JICKAPCTBATA, KOMTO UHXHOUPAT UIMKJIOOKCHI€HA3HHA CHHTES
Ha MPOCTarIaHAMHK, MOTaT a Npead3BUKAT MPOMAHA B ILVI0IOBUTOCTTA Ha JKEHHTE Ype3 Bb3ACHCTBHE
BHpXY oBynaiusata. Tozu edekt e 0OpaTHM clej MpeycTaHOBABAHE Ha JIeY4EHHETO (BK. TO4Ka 4.6).

[TaumeHTHTE, KOUTO NMOMYYABAT 3PUTETHH HapylUeHHUs O BpeMe Ha JieveHue ¢ ubynpodeH, Tpabsa na
[IPEKPATAT JICYCHHUETO U Aa Ce MOMAJIOXKAT HA OPTAIMOIOTHYEH NPETJIEC/,

H6ynpodeH Tpabra aa ce M3Noa3Ba caMo ¢l CTPOra OLIEHKa Ha CbOTHOLIEHHUETO MOJI3a/PHCK MPH
HAUMEHTH C OCTpa UHTEPMHUTEHTHA MOPPUPHSL.

B3aumodeticmeue ¢ GRATUMUNHI mecmoge

- Bpeme Ha kbpeeHe (MOKe Aa NpoAb/LKU | JeH cnea CnHpaHe Ha TeYEHHETO)

- Huga Ha rioko3a B KpbBTa (MOXKE 1a C& NOBWXKAT)

- KpeaTHHHOB KHPBHC (MOXKE 12 C€ MOHHMXH)

- XeMaTOKpHT Wik XeMornoOuH (Moke 1a ce MTOHKIKH)

- KpbBHH KOHLIEHTpALIMKA Ha ypes H CepyYMEH KPEaTHHHH H KOHLEHTPAaLMH Ha Kanui (MOoKe Ja ce
[IOBH1LIAT)

- [Tpu yepHOApOOHM TECTOBE: MOBHLLECHH CTOMHOCTH HA TPaHCAMHHA3HTE.

[IpegynpemaeHue OTHOCHO MNOMOLIHHUTE BELIECTBA
ToBa nexapcTBO MOKE Aa OBAE BpeHO 3a Xopa ¢ GeHWIKETOHYPHA, 3al10TO CHABPKA acnapraM —
M3TOUYHHMK Ha (peHWTATaHHH.

To3u nekapcTeeH NPOAYKT ChALPKA 3axapo3a. [lauueHTH ¢ peaky HacIeACTBEHH NMPOoOIeMH Ha
HEMOHOCHMOCT KbM (QpYKTO3a, INIIOKO30-FaTakTO3Ha ManadbcopOLMs WM CyKpa3a-u3oMaliTa3Ha
HeIOCTAaThYHOCT He TpAOBa 1a MpHeMaT TOBa JIEKapCTBO.

Tozu nexapcTBeH NMPOAYKT ChABPXA HATPHH, No Manko ot 1 mmol (23 mg) Ha go3a, T.e. NPaKTHYECKH
He ChAbPKa HATPHH.

4.5 BiamMoaeicTsHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aUMOAeHCTBHE

HCIIBC tpsabBa ga ce npueMar BHHMATENHO, €IHOBPEMEHHO C APYIH JEKaPCTBEHH NMPOAYKTH, KOUTO
MOTaT Ja NOBHLUAT PHCKA OT YIILEPALMH H KbPBEHE OT CTOMALLHO-UPEBHUS TPAKT, WK ObOpeuHa
OIUCPYHKUMS.

CrobiieHy ca B3aUMOAECHCTBHA ChC CAEAHUTE JIEKAPCTRA:

- Ayemuncanuyunosa xucenuna. EnnoBpeMeHHaTa ynorpeba Ha HOynpodeH H aneTUncanuuunoBa
KHCEJIMHA OOMKHOBEHO HE € MPENOPBhYMTEIHA MOPaaH ITOBHLICHHA PUCK OT HEXKENaHH PEaKiivH,
ExcriepiMEHTATHATE JAHHH NTOKA3BAT, Y€ NPH €JHOBPEMEHEH NpueM HOynpodeH Moxke
KOHKYPEHTHO Aa MOTHCKA €EeKTa Ha HUCKH O34 aLeTWICATHLHIIOBA KHCEUHA B‘b ).
TpoMOoLUTHATa arperauui. Bonpeky, ye vMa HEICHOTH OTHOCHO excmanonup
JAHHK KbM KJIMHHYHATa CHTYaLMA, HE MOXE [1a C€ H3KITIOYH Bb3MOKHOCTTA P¢
ABJIFOCPOYHA YroTpeba Ha HOYnpodeH na HaMansBa KapAHOTIPOTEKTHBHHUS € 'l'n  fia S
ALICTWICATHLIMIIOBA KUCETHHA B HUCKHU 103U, CMATa ce, Ye HAMA FojisiMa BEpH v:ﬁ%
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obuuaiinaTa ynorpeba Ha uOynpodeH na noeeae A0 KIMHUYHO 3Ha4UM edekT (BiK. To4ka 5.1).
Aumuxunepmenzusuu nexapcmea (bema baoxepu, ACE-unxubumopu u aHmazonucmu Ha
anzuomenzun 1) u ouypemuyu: HCIIBC Morar na nonmxar edexra Ha ZUYyPETHLUWTE H
NPYTUTE aHTHXUTIEPTEH3UBHH JlekapcTBa. [IpH HAKOM MauveHTH ¢ HapyleHa 6s6peuna
¢yHKUMA (Hanp. AeXUApaTUPaHK ALMEHTH WIH NALMEHTH B HANMpeaHaNa Bb3PacT ¢ HapylleHa
6ub6peuHa dyHKUMA) eAHOBPEMEHHOTO npuiokeHue Ha ACE nHXUOMTOP MM aHrHOTeH3uH |1
aHTArOHKUCT ¢ HHXHOHMTOPH Ha uMKnookcureHasara (COX-uHxnOuTOopH) MOXKe Aa AOBEAE A0
IOMBJHHUTEIHO BlIOLIaBaHe Ha 6bOpeunaTa PyHKLIUA, BKIIOUYHTENHO ocTpa OB0peuHa
HEOOCTATHUHOCT, KOSTO 0OHKHOBEHO € obpaTima. Ilopanu Tosa koMOHHalLMaTa Tp2OBa na ce
NpWiara ¢ NOBHILUEHO BHUMaHKE, 0CODEHO NpH NMailjueHTH B cTapuecka Bb3pacT. [lalueHTure
TpaOBa Ja ObAaT AACKBATHO XMAPATUPAHH U TpAOBa na ce OOMUCIH NpocaeasBaHe Ha
OnOpeuHaTa GpyHKUHMA B HAYAJIOTO Ha CHITBTCTBAMIOTO JICHEHHE U [IEPHOAWYHO CIIE/ TOBA.
PucksT o 650peyHH edekTH, KATO HANPUMEDP XHIIEPKATTHEMHA, MOXKE 1a Ob/ie MOBHUILIEH.
EasospeMeHHOTO npuioxkeHne Ha HOynpodeH ¥ KanHH-ChbXpaHABALLH AHYPETHLIM MOXKE A3
AOBENE A0 XUITEPKATHEMHUS.

Anmuxoazyranmu: HCIIBC Morar na nopvuar eekra Ha IMKYMapPHHOBHTE aHTHKOATYJIAHTH
kaTo BapdapHuH (BX. Touka 4.4).

Tpomboyumnu asmuazpezaumu. NOBHLIABAT PUCKA OT KPBBOMSJIMB OT CTOMALIHO-YPEBHHSA
TpaxT {BX. Touka 4.4). HCIIBC He Tpabea ga ce koMOMHHpAT ¢ THKIONHINH, OPAJX PUCK OT
AOMBIARUTENHO AcHCTBHE NpH HHXHOUpaHeTo Ha TpoMboLuTHATA QYHKLIHA.
Kopmuxocmepoudu: Morar 1a NOBULUAT PUCKA OT A3Ba WIH KbpBeHE OT CTOMALHO-4YPEeBHUA
TpakT (BXK. TOUKa 4.4).

Cerexmueru urxubumopu Ha oopamuomo 3axeauiarne Ha cepomonuna (SSRI): morat ¢plo 1a
NOBHLUAT PHUCKA OT KbPBEHE OT CTOMAUIHO-YPEBHMA TPAKT (BXK. TOuKa 4.4).

Hpyeu HCITBC: EnnospemeHHara yrniorpe6a ¢ aApyru HCIIBC tpsabpa na ce u3bArea, Tei kaTo
npuemMbpT Ha pasauyau HCTIBC Moxke na noeuily pyCKa OT 93Ba U KPbROM3IUBH OT
CTOMALHO-4YPEBHUSA TPAKT {BXK. TOuUKa 4.4).

Memompexcam, npueman 6 0oza om 15 mg/ceomuya wiu noseue: Axo HCIIBC n meToTpekcar
C€ MPHEMAT B MHTEPBAJ OT 24 yaca, MOXKe [Ja Bb3HUKHE MOBHIIABaHe HA MJIa3MEeHOTO HHBO Ha
METOTpeKcaT (HeroBuaT O0peyer KIHPBHC MOXKE A2 Obae HAMATICH OT ACHCTBHETO HA
HCIIBC), ¢ nocnexBauo noOBMILABAHE HA PUCKA OT TOKCUYHOCT, NMPEAU3BUKAHA OT
MeToTpekcar., Cneaosarendo, ynorpebara Ha ubynpodeH Tpadbea na ce H30ArBa MPH JIEUEHHE C
BUCOKH 03U METOTPEKCAT.

Memompexcam, npueman 6 nucxu 003u, noo 15 mg/ceomuya: Uo6ynpodeH nosuiaga HEBaTa
Ha MeToTpekcar. Koraro ce u3nosizra B KOMOMHALUA ¢ METOTPEKCAT B HUCKH J03H, KPbBHHTE
MOKA3aTeNy Ha nalueHra TpadBa na ce HabnoaaBaT BHUMATENHO, OCOOEHO NPe3 IThbPBUTE
ceAMHLHM Ha eJHOBpeMEHHUA npHeM. HeoOxonuMo e noBHLIeHO BHHMaHHE B CITy4aid Ha
B/IoLIaBaHe HA ObOpeyHaTa GyHKUMS, HE3aBUCUMO OT CTEMEHTA i, NPH NALKEHTH B CTAP4eCcKa
BB3pacT, KakTo H HabnmoaeHue Ha OpOpedHaTa QyHKUMA ¢ UEN NpeaoTBpaTABaHE Ha €BEHTYAITHO
HaMaJsBaHe HA KJIIMPBbHCA HA METOTpPEeKcaT.

Xuoarmounu u cyngpamuou. ToKCHYHUAT edeKT Ha TE3H BElEeCTBa MOKeE 1a ObJe NOBHUIEH.
[To Bpeme Ha eqHOBpeMeHeH npuveM ¢ ubyrpodeH nnasMeHUTe HiBa Ha (PEHUTOHH MOraT Aa ¢e
NMOBUMLIAT.

Huzoxcun, penumoun, aumuii: EqHospemMeHHaTa ynorpeba Ha ubynpodeH ¢ AUrOKCHH,
(PEHUTOUH HIIH JIMTHEBH NPENAPATH MOXKE J1a NOBULIH I1a3MEHUTE HHBA Ha TE3H JIEKapCTEa,
KaKTO U TAXHATA TOKCHYMHOCT, BBIIPEKU He HE C€ U3UCKBA PeIOBHO NPOCIeasBaHe Ha
NNa3MeHUTE HUBA Ha JIMTUIA, JUrOKCHH U (eHUTOMH NpPH NPaBKIHA ynoTpebda v neueHue,
NPOABLKABALLO NO-MAAKO OT 3 JHH.

Mugenpucmon: HecrepoHaHH NpOTHBOBB3INAIMTENHHA CPEJACTRA He TpAOBa 11a ce nMpHeMaT

8- 12 nuu cnex npuema Ha MUQENPUCTOH, Thil KATO MOTaT Aa NMOTUCHAT HETrOBOTO JEHCTBHE.
Cuvpoeunu nuxozudu (Ouzoxcun). HeCTepOMIHHTE NPOTHBOBB3NANHUTEHU CPEACTBE MOEAT-N¢
BIOWAT CHPACYHATA HEAOCTATHYHOCT, Ja HAMAIAT IJIOMEpyHaTa GUITpaLHs U a7 wm e

HMBATA Ha CHPIECYHU FTUKO3HIH. - N\ ‘t{%
ITenmoxcugpunun: PACKBT OT KPbBOUHB MOJXKE fa Objie N0-BHCOK NpH Naumef T gOrEgnitads %
nexyBar ¢ ubynpodeH B koMOMHaLMA C IEHTOKCH(WIMH, K CJIEI0OBATETHO Ce St dnyE ""'r' SN Y
AN /
c}” e -»é% /
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npocieAsSBaHe Ha BpEMETO Ha KbpPBEHE.

- IIpobeneyuo u cyrgpunnupazon: JlexapcTBeHUTE IPOAYKTH ChABPIKAILHM NpobeHeuu H
cydbHHNUPA30H MOraT Aa 3a0aBaAT ekcKkpeunaTa Ha uoynpodeH.

- Xunononu: JlaHHHTE nipH KHBOTHH Noka3eat, ye HCIIBC morar aa ysenuyar pucka OT IbpyoBe,
CBBP3aH ¢ XHHONOHOBUTE aHTHOHMOTHUH. [laupenTute, kouto npuematr HCIIBC 1 xuHon0HH,
MO2KE [1a Ca M3/I0XKEHH Ha MOBHULLCH PUCK OT pa3sBUTHE HA IbPUOBeE.

- Tuazuou, eewjecmea, NPOU3IBOOHU HA MUABUOU, OPUMKOBY OUYDEeMUYU U KATUU-COXPAHABAUU
ouypemuyu. HCIIBC morar a2 npoTHBOAESHCTBAT Ha AUYPETUUHHA €(EKT HA TE3H JICKAPCTBA, a
enHoBpeMeHHarta ynotpeba Ha HCIIBC u paneH auypeTuk Moke Aa MOBHLIH PUCKA OT
HE(POTOKCHHYHOCT KATO CACACTBHE OT HAMANABAHETO Ha OBOpeyHus KpbeeH NoToK. KakTo M npy
apyru HCIIBC, e JHOBpeMEHHOTO JIeUEHHUE ¢ KAUTMH-CHXPAHABALLM AHYPETHLIM MOXKE J1a TOBEAE
A0 NOBYLIABAHE HA HUBATA HA KAIHH, N0paaH KOETO € HE0OX0AUMO 1A C€ CNIEANT IUIA3MEHHTE MY
HHBA.

- Xunoeauxemuunu cpeocmea. HCIIBC morar fa 3acHNAT XUITOTNTMKEMHYHUA €(EKT Ha
cyndaHuTypeHHHTE NPOAYKTH M HA HHCYJIUH, KOETO MOXKe Ja HAJIOXH KOpEKLMA Ha no3ara. [lpu
eIHOBpeMEHHa yrioTpeda ce npenopbyBa KOHTPOJAKWpAHE HA HUBATA Ha KpbBHATA 3axap.

- Luxnocnopun: HMma orpaniueHn NaHHH 3a Bb3MOKHO B3aUMOIeMCTBHE, BKIIOYBALIO NOBUILICH
PUCK OT HEPPOTOKCUUHOCT.

- Taxpoaumyc: EQAHOBPEMEHHUAT NMpUEM MOXKe [a MOBUIIH PUCKA OT HEQPOTOKCHUYHOCT.

- Tpombonumuyu: Te Morat Aa MOBULLAT PUCKA OT KPBBOUIIIHB.

- Juoogyoun: ChlUeCTBYBAT JAaHHM 32 PUCK OT X€MATOJIOTHUHA TOKCHYHOCT NIPU pUNaraHe Ha
HCIIBC cbe 3unoByauH. CblIECTBYRA ITIOBUIUEH PHUCK OT MOABAa HA XEMAPTPO3a H XEMATOM IPH
XHB(+) xeMopHUIULK, NOTyHABALLM €JHOBPEMEHHO JIEYEHHE CbC 3UIAOBYAUH H HOYIIpodeH.

- Amunoenuxozuou:. HCIIBC mMorar ga noHWXaT eKCKpeLMAITa Ha aMHHOTJIMKO3HIHUTE.

- Huxubumopu na CYP2C9: EnHoBpeMeHHOTO npunoxeHue Ha Hoynpoden ¢ CYP2C9
HHXUMOUTOPH MOXKE 12 MOBULIM eKCrio3nuuaTa Ha ubynpoden (cybctpat Ha CYP2C9). Ilpu
NPOBEACHO MPOYURaHe ¢ BOPHKOHA30M H gurykoHason (CYP2C9 uuxudburopu) e aokazano 80-
100% yBenunueHne Ha ekcno3dduuara Ha S(+)-ubynpogen. Heobxonnmo ¢ HamansBaHe Ha
nosara ubynpodeH nNpH eqHOBpeMeHHOTO My npunarane ¢ MoHU CYP2C9 unxuburops,
0coDeHo Koraro ce npuaaraT BUCOKU A034 HOynpodeH eTHOBPEMEHHO ¢ BOPHKOHA30J U
bIyKOHa301.

- Pacmumennu excmpaxmu:. EnHoBpeMeHHUAT npUeM Ha HOynpodeH ¢ [ uHKko bunoba Moxke na
AOBEAE 0 MOBUIIABAHE HA PUCKA OT KBPBEHE.

- Anxoxon: Ynotpebara Ha ubynpogeH TpsabBa aa ce H30Area npy MailHEHTH, KOMTO ynorpebaBar
XpOHH4HO ankoxol (14-20 nutHera ceAMUYHO WIH MOBEYE) NOpaay MNOBUILIEHUS PHCK OT
CTOMALIHO-YPEBHU HeXeNaHH ePeKTH, BIIIFOUHTENTHO KbPBEHE.

- Xpanu: [puemsT Ha UOynpodeH ¢ XpaHUTEIHY NPOOYKTH 3a0aBs ckopocTTa Ha abcopdums (BxK.
TOYKA 5.2).

4.6 DeprHaRTET, OPEeMEHBOCT H KXbPMEHE

bpeMeHHOCT

IIvpeu u emopu mpumecmuvp Ha bpemennocmma

HuxnbupaHeTo Ha NpocTarfaHAHHOBATa CHHTE3a MOXKE [1a OKaKE OoTpHLaTeNleH eQeKT BbpXy
OpeMeHHOCTTa H/WIH pa3sBUTHETO Ha 3apoAHula/mnoga. HaHHUTE OT ENHASMHONIOrHYHKHTE NPOoyyYBaHMs
MOKA3BaT MOBHLIABAHE HA PHCKA OT CMIOHTaHeH abopT M ChbPACYHH MAPOPMALIMH U FaCTPOCXH3a CleA
ynorpe0a Ha HHXHOUTOPH Ha MPOCTarjJaHAWHOBATAa CHHTE3a B PAHHMUTE €TAllH Ha OPEMEHHOCTTA.
ABCOMOTHHUAT PUCK OT ChPAEYHH Mal(OpMaLIMK Ce YBEJIMYaBa OT No-Maiko ot 1% ao okono 1.5%.
CmsTa ce, Y€ pUCKbT HAPAcTBa ¢ A03aTa M MPOAL/DKHTENTHOCTTA Ha JIeUeHUeTo. I1pu )KUBOTHH
NPUAAraHeTo Ha HHXUOUTOP Ha NPOCTAarfaHAHHOBATA CHHTE3a BOAHW A0 MOBMILEHA Npe- H
NOCTHMILIAHTALIMOHHA 3aryba u embpuoderanua cmbprHocT. Ot 20-Ta ceamuua Ha Ope;}
HaTaTbK, ynorpebara Ha HOYnpodeH MoXkKe 1a NPUUHHH ONTHIOXHAPAMHHOH B PE3yJITE
AUCGYHKUMA Ha riojaa. Tosa Moxe fa HaCTBITH CKOPO CJIeN 3aloYBaHe Ha JICYEHHET
o0paTuMo Clie npeycTaHOBABaHe Ha npueMa. OcBEH TOBA, KMa ChOOLIEHHA 32 CTeC




apTEePUO3YC Cllel JICUEHUE Npe3 BTOPHA TPUMECTBP, IIOBEYETO OT KOUTO €A OTIIYMENH Cle]
peKpaTaBaHe Ha neueHueTo. CnemoparesiHo HOynpodeH He TpaOBa 1a ce MpHeMa Ipe3 MbPBUS U
BTOPHA TPUMECTHP OT OpeMeHHOCTTa, OCBeH ako He € abcontoTHo Heobxoaumo. Ako OKJIHUC
EKCITPEC 400 mg rpaHynu 3a nepopalieH pasTBOP CE H3MOM3BA OT KEeHH, KOMTO TMPABAT ONMUTH 3a
3a0peMeHABaHE WIH XKEHH, KOHTO Ca B TbPBHA W BTOPUA TPHMECTBLP OT OpeMeHHOCTTa, f03aTa TpAOBa
na ObAe B3MOKHO Hali-HHCKA U NPOAB/DKHTENTHOCTTA HA JICYEHHETO TpAOBA /13 € Bb3MOXKHO Haki-
KpaTKa. B cayyail Ha eKCno3uuMsa B IPOABIAKECHHE HA HAKONKO AHU oT 20-Ta recTallMoOHHA ceMHULA
HATaTLK, TpAORa ga ce oOMucau HabnoAeHHE 3a OTUrOXUAPAMHHOH M CTECHSBAHE HA JYKTYC
apTepHO3yC NMpean pakaaHero. Ynorpebara Ha ubynpoden Tpadea 1a ce NpeycTaHOBH, aKO Ce
YCTAHOBY ONTUTOXMAPAMHHOH MK CTECHABAHE HAa XYKTYC apTCPHO3YC.

Tpemu mpumecmop na bpemennocmma

[Ipes Tperua TpHMECTHP HA OPEMEHHOCTTa BCHUKH UHXHOMTOPH HA NPOCTArNTaHAMHOBATA CHHTE3a
MOrarT Ja U3J105KaT Ha PHUCK:

® [lnona or:
- CBEpACYHO-0€M0ApOOHA TOKCUHMHOCT (NpeXKACBPEMEHHO CTECHABAHE/3aTBAPSHE HA TYKTYC
aprepuo3yc 4 OenoapobHa XHUTIEpTOHHS );
- HapylueHa 6u6peuna QyHkuua (BX. No-rope);

. Maiikata H HOBOPOJAEHOTO B Kpas Ha OpeMEHHOCTTA Ha!
- Bb3MOXKHO YIBb/DKABaHE HA BPEMETO HAa KbPBEHE, AaHTHArPEraHTeH e(heKT, KOMTO MoXe
na ce HalJoaaBa AOpH NMPH MHOIO HHCKH JO3M;
- NMOTHCKAHE HAa MAaTOYHUTE KOHTPAKIHH, KOETO MOJXKE Aa A0BeAe AO 3a0aBAHe Ha
PaXKIAHETO WIH X0 NMO-MPOABLIDKUTENHO pakaAaHe.

Cneposarendo, OKJIMC EKCIIPEC 400 mg rpaHysu 3a nepopanieH pasTBop € MPOTHBOIIOKA3aH 1O
BPEME Ha TPETHA TPHMECTEP Ha OpeMeHHoCTTa (BK. TOUKH 4.3 1 5.3).

KvpMmeHe
Brnrnpeku dakra, 4e KOHLIEHTpauuuTe Ha HOYNpodeH, KOUTO MONAJAT B KbPMAaTa ¢4 HE3HAYUTE/THH H

HE C& OYAKBaT HEXKENAHHU PEaKLUHU NPH KbpMaueTo, ynorpebara Ha HOynpodeH no BpeMe Ha KbpMEHE
HE € MPENOPHYUTENHA NMOPAaAH NOTEHUMAIHHA PUCK OT UHXUOHpaHe HA CHHTE3a HAa NPOCTAINIAHIHHM.

OEePTUTHTET

Ynorpebara Ha OKJIMC EKCITPEC 400 mg rpaHynu 3a nepopalieH pa3TBOp MOXe a JoBeae A0
NPOMEHH BLB QepTHINTEeTa MPH XKEHHTE U HE Ce MPEenopbyBa NP KEHHU, KOWTO NPABAT OIKUTH 33
3abpemenaBane. [IpenopsunrenHo e ga ce 0OMHCIH NpeyCTAHOBABAHE HA IIPHEMA Ha TOBA JIEKAPCTBO
OT XKEHH, KOUTO HMAT TPYAHOCTY 14 3a0peMEeHEeAT WK KOMTO ¢e NOAIaraT Ha TeCTOBE 3a (PePTUITHTET.

4.7 Edekrn Brpxy cnocofHoCTTA 32 mIoPHPaHe H padoTa ¢ MAIIHHH

[lauueHTH, KOUTO H3MUTBAT HEPA3MONOKEHHE, CBETOBLPTEXK, 3PUTENIHU HAPYILIEHUA WK APYTH
Pa3CcTPOICTBa HA LICHTpA/IHAaTa HEPBHA CUCTeMa, A0KaTo npHeMaT HbynpodeH, He TpadBa aa
wodHpaT UK 1a paboTAT ¢ MAIIMHH.

He e HeoOxoaumo na Obaat npeanpueMai ¢neHa HU NPEeANa3HH MEPKH NPH NMPpUEM Ha €JHOKPaTHH
A034 UOyripodeH UM NPH KPAaTKOCPOYEH NIPHEM.

4.8 Hexenann JGeKapCTBEHH PeAKIHH

e(EeKT BbPXY CHHTE3a Ha NpOCTarjiaHouHH.
Haii-yecTuTe HexKenaHu peakiliMK ca CTOMAIIIHO-UpEBHU HapylieHHs. Morar aa ce nos
A3BH, nepdopalud WIH KPHBOUINIHE HA CTOMALIHO-YPEBHHSA TPAKT, KOHTO 8 HAKOM CII
XHUBOTO3acTpaulaBallK, 0COOEHO B cTapyecKa Bb3pacT (BXK. Touka 4.4). Habnonaear



MOBpbIAHE, AHAPHA, TOJYBAHE HA KOPEMa, 3aneK, AUCTISNCHS, kopeMHa OOKa, MEJIeHa, XeMaTeMesa,
yleparuBeH CTOMATHUT, 000cTpAHe Ha KOJHT U 6onect Ha KpoH (Bxk. Touka 4.4). [lo-paako ce
HabnioaaBa racTpur. OTOK, XUNEPTOHUA U CHPACYHA HEAOCTATHYHOCT €a AOKIAZIBAHH BBB BPB3Ka C
HCTIBC.

YecToTaTa Ha NpeACTABEHHTE TIO-A0JTy HEXKENaHH peakilHy € ONMpEeAe/IeHa KaKTo ¢IeBa: MHOrO YeCTH
(>1/10); uectu (=1/100, <1/10); veuectu (=1/1 000, <1/100); penxu (> 1/10 000 no <1/1 000); MHorO
peakH (<1/10 000); c Hen3BecTHA YeCTOTa (OT HAUIMMHHTE JaHHH HE MOXeE Aa ObJie HanpaBeHa
olieHKa). [Ipu Bcaxo rpynupaHe B 3aBHCHMOCT OT YECTOTATa, HEXKENTAHHTE JIEKaDCTBEHHU peakiliH ce
M30posBaT B HU3XOAAL pef No OTHOLIEHHUE Ha TEKECTTA.

CmoMauinO-4PegHYU HapYIUeHus,
Yecmu: KUCENNHH, rafieHe, NOBpbllale, KopeMHa 60nka, AUCTIENCUSA, AMapHs, 3anekK, NoAyBaHe Ha

KopeMa
Hevecmu: KPbBOM3IIHBH M CTOMAIUHO-4YPEBHH A3BH, Y/ILIEPATHBEH CTOMATHT, nepdopatiyd, obocTpaHe

Ha YJILIEPATUBEH KOJIMT H 6onect Ha KpoH, MefieHa, racTpur
Peoxu: xemaremesa

Mnoezo peoku. ezodarur, ezogareanHa CTeH03a, MAHKPEATHT
C neuzsecmua yvecmoma. aHOPEKCUSA

Hapyvuenua na xoocama u nOOKOICHAMA MyuKan

Hecmu: KOXeH OOpHB.

Heyecmu: ypTHKapHi, CbpOexX, MypiTypa (BIUTIOUUTEHO AJICPru4Ha IypIrypa), aHrioeaem
Peoxu. anadhWIaKTHYHA peaKLMs.

Mrozo pedxu: TEXKH KOKHH HexenaHu peakudd (SCAR) (BKITIOUHTENHO epUTEMa MY TTHHOPME,
exchoNIMaTHBEH JEPMATHUT, CHHAPOM Ha Stevens- Johnson M TOKCHYHa enUAepMaIHa HEKPOIU3a),
YCJIOKHEHHS HA MEKHUTE ThKaHHU I1PH BapUilena

C neuzeecmuna yecmoma. NEKAPCTBEHA peaKLiUi ¢ €O3MHOPUIMA H CUCTeMHH cUMITToMH (DRESS
CHHAPOM); OCTpa reHepanu3upaHa ek3aHTeMarosta mycrynosa (AGEP); peakuuu Ha
($HOTOUYBCTBUTENHOCT, 000CTPAHE HA KOXKHH pPeakLIMH

Ilcuxuunuy napyuenus

Hevecmu: 0eacbHMe, TPEBOXKHOCT, O€3MOKOHCTBO

Pedxu: ncHXOTHYHA peakLMs, HEBPOTH3ELM, Pa3/ipa3HUTEIHOCT, AeNpecusl, 00BPKAHOCT,
A€30PHEHTaLMA

Hapyuenusa na nepgnama cucmema
Yecmu: ymopa, rnasobonue, HEpa3noaoKEeHUe, CBETOBbPTEXK
Hevecmu: 6e3cpHMe, BL30Ya, pa3ipasHHTEIHOCT

Peoxu: napectesns
Mnoeco pedxu: acenTHYEH MEHUHTUT

Hapywenua na ouume
Heuecmu: 3purenty HapylueHUA

Peoxu: peBepCHBHA TOKCHYHA aMOIHONNA
C nHeuzgecmua yecmoma. Nanuienem

Hapyuwenun na yxomo u sabupunmaq
Hecmu. BEpTUTO

Hevecmu:. THHUTYC

PeOxu: napylleHHsa Ha ciyxa

Hapywenun na xpprema u aumrama cucmema
Peoxu: aniaacTUYHA AaHEMHA




Mnuozo pEE)K'HI aHCMHA, JICBKOIICHHA, T'pOMGUHHTOHGHHH, NAHLHTOINCHHA, ArpaHyYJIOLLHUTO34a,
YALJDKCHO BpEMC Ha KBPBCHC

Cvpoeunu napyuienus
Mmnoeo peoxu: nannuralny, CbpACHHA HEAOCTATHYHOCT.
C neusgecmna yecmoma: CbpACYEH apect, CHHAPoM Ha Kounis

Cv006u Hapyuierus
Mrnozo peoxu: aprepranHa XUNepTOHUA
C neuzgecmua vecmoma. aprepuaina Tpombo3a

Pecnupamopru, 2pbOHU U MEQUACMURIHY HAPYULIEHUS
Heuecmu: actMa, exzauepbaLing Ha acTMa, OpoHXxocnassM, AUCITHES

C Heuzgecmua vecmoma: Npa3HeHE B I'bPJIOTO

Hapywenua na 6vbpeyume u nuxounume nvmuaya

Peodxu: xematypus

Mhnozo pedxu: oTOK, NanuiapHa HEKpO3a, MOBUILIEHH HHBA HAa THKO4YHA KHCEIWHA, HHTEPCTHLHAJICH
HebpuT, HeposzeH cUHAPOM B OBLOpeUHa Hel0CTATEYHOCT

Xenamoburuaprnu HapyuieHus
Peoku: yBpexaaHe Ha yepHUA Apo0, aHOMAIUU HAa YepHOAPOOHATA (PYHKLMSA, XENATUT U JKKITEHHLIA

Hugbexyuu u unhecmayuu
Mhnozo peoxu: exsauepbauna Ha HHPEKUMH (HEKpOTH3Hpalll GacLiUHT)

Hapywenua na uMynnama cucmema

Hevecmu: anepruyHa peaxklus, peakL{sA Ha CBPbXYYBCTBHUTEIHOCT, BKIKYBALLA YPTHKAPHA U
PYPHTYC H ACTMATH4YHH TPHCTHITH

Pedxu: anapunakcus

Mnozo peoxu: TexKa peakuHs Ha CBPbXYYBCTBHTE/IHOCT, BKJHOYBAINA OPOHXOCNA3bLM, AHCIHES,
TaxXUKapAHA, XHITOTOHHA H LLOK

(' Heuzgecmua wvecmoma. aHapUIAKTHYEH LLIOK

Obwyu napyuienus u epexmu Ha MACMOMO HA NPURONCEHUE
Mnozo peoxu: moxe na ce Habmoaasa BiOLIaBaHE H& BB3MAJICHUATA, CBbP3aHHU C MH(EKLIHH.
C neussecmua wvecmoma. OTOK

Hzcnedseanus
Peoxu: npoMsaHa B uepHOApoOHHTE NOKa3aTenH
C neusgsecmua vecmoma: npoMaHa B OuOpeuHUTE rokaszaTenu

JaHHHTE OT KIMHUYHUTE NPOYUYBAHUS NpEANOIarar, 4e yrnorpedara Ha ubyrnpodeH BbB BUCOKH
1034 (2 400 mg acH) ¥ MPOTBIPKUTEHO JICHEHHE MOXKE [1a € CBBHP3aHO C YMEPEHO NMOBHIICHHE Ha
PHCKA OT apTEPHAITHH TPOMOOTHYHH CBCTOAHNAA (HAaTpUMEp, MHQAPKT HA MUOKapAa HIIM UHCYIIT)
(Bk. TOUuka 4.4).

[leguarpuuina nonynauus
HaTpynaHuaT KJIMHHYEH ONUT HE NTOKA3Ba KIMHHUYHO 3HA4YMMa pa3iiuka Mexay npoduia Ha
0e30nacHOCT MpH BH3PaCTHH H NEeAHATPpUYHATA NOIMyJIalMa N0 OTHOLICHHE Ha XapaKTepa,
YEeCTOTATA, TEXKECTTA M 0OpATHMOCTTA Ha HEXKEJIAHHUTE PeaKLHHA.

Crno0maBaHe HA NOA0IHPAHN HEKEIAHN peaKnHn




CrobiuaBaHeTo Ha NMOA03UPAHH HEXENIAHW PeaKLKH cle/l paspelliaBaHe 3a ynorpeda Ha JIeKapCcTBEHHA
NPOAYKT € BaXHO. ToBa NO3BONABA Aa MPOABIKHA HAOMIOOEHHETO Ha ChOTHOLUEHHETO T10J13a/pHCK 3a
JCKapCTBEHUA MpOAYKT. OT MEAHMUIHHCKUTE CIICLIMAJIMCTH C€ W3MCKBA Ja ChoOlIaBaT BCiKa
NoJO3HpaHa HEXXKENaHa peakUuHa upes:

H3nbaauTenaa AreHnus no Jlekapersara
Codwusa 1303, yn. Haman ['pyes 8

Tem: +359 2 8903555; dakc: +359 2 8903434
E-mail:bda{@bda.bg

4.9 Ilpexosupane

[ToBeyeTo OT CIyyauTe Ha Mpeao3HpaHe ca acUMNTOMAaTHYHH. CHMOTOMY MOraT aa ce Habmogasar
npu ao3u ubynpoden Han 80-100 mg/kg.

Crnen npeno3upate CHMIITOMUTE OOMKHOBEHO Ce NOgBABAT B paMKuTe Ha 4 yaca. [Ipu mopeueTo
MaLWEHTH CUMITTOMUTE Ca JIEKH W BKJIKOUYBAT KopeMHa 00JIKa, raieHe, NOBpblUaHe U AHAPHI C KPBB,
KAaKTO M HapylLI€HXAS HAa UEHTPANHATA HEPBHA CUCTEMA KaTO rasodonue, cna3mu, JUILIONHA, IIyM B
YIIHTE, 3aMasHOCT H CBETORBPTEXK. B NONBIHEHHE KBM CIIANAHETO HA KPBBHOTO HaNAraHe MoraT Aa
Ce NOABAT (PYHKLUMOHANKH HapylueHHs Ha ObOpeunte u 3aryba Ha cb3HaHue. Paako ce cpobiasa u
332 HUCTAIbM, XHITOTEPMHUSA, HapylucHa 6p0peyHa pyHKIHA, CTOMAIIHO-YPEBHO KBPBEHE, KOMa,
anHes ¥ aenpecus Ha LIHC u nuxarenHara cucreMa. CrobiiaBalu ca Ciiyyau Ha CbpAEYHO-CHI0BA
TOKCHYHOCT, BKIIIOUHTENHO XUMOTOHKUSA, OpagvKapaus ¥ Taxukapauia. B cayyan Ha ceprosHo
Npefo3upaHe MOXeE 12 HaCThITH OLOpeUHa HEeQOCTATHYHOCT H YEPHOAPOOHO yBpexkaaHe. Hpu
TE)KKa MHTOKCHKALIMA MOXKE Ja Bb3HUKHE MeTab0o/IMTHA auH03a.

JleueHue NpH Npeno3upaHe

JleyeHueToO € CUMIITOMATHYHO M HE CBhUIECTBYBA cneundruyeH aHTuoT. IIp4 norneliaHe Ha
KOJIMYECTBA, [IPH KOUTO HE € BEPOATHO [a CE MPOIBAT CUMNITOMM (1o-Manko ot 50 mg/kg
uOynpodeH) ce npenopbpUBa MpHeM Ha BOJA, 3a Ia ¢€ HAMAIAT AOKOAKOTO € Bh3MOXKHO CTOMALHO-
YpeBHUTE YBpeXXaaHus. Moxe aa ce oOMUCAH NMepopaltHO MPUNOKEHHE HA AKTHUBEH BBIJIEH, aKO
[alUEHTHT € MPUET B paMKHTE Ha | 4ac ¢iea norabLIaHE Ha MOTCHUHAIHO TOKCHYHA A03a. CTOMaxeT
MOKe a ObAie H3Npa3HEH Ype3 MOBPbIiaHe caMo npe3 mbpBHTe 60 MUHYTH criea npuema. CToMallHA
NMPOMHBKA HE CE MPaBH, OCBEH aKO MALUMEHTDT HE € NOr'bJHAJ TAKOBA KOJIMYECTBO OT JICKAPCTBOTO,
KOETO MOXKE 1A 3acTpaliaBa >KMBOTa MY H C/ell MPUEMA He ca U3TEKIIM noBeye oT 60 MHHYTH.
ITpeaumMcTRaTa HA MEPKK KaTo GopcHpaHa AMYype3a, XeMoaHann3a Wik xemonepdysus ca
CHbMHHTEJIHH, ThH KaTo KOynpodeH ce CBLP3Ba 30PpaBo C INJIa3MeHHTE NPOTEHHH.

5. ®APMAKOJOIrHYHH CBOHCTBA

5.1 ®apmMaxkoaHHAMHYHE CBOHCTBA

dapmakoTeparneBTHYHA rpyna: HectepoMaHH NpOTHBOBB3MAIKTENIHHA CPEACTBA
ATC koa: MO1 AEOQO1

HOynpogeH e HecTEpOMIHO CheAHHEHHE, MPOU3BOAHO HA NMPONHUOHOBATA KUCENAHHA, ¢ U3Pa3CHH
NPOTHBOBB3NATHTEIIHH, AHANTETHYHH H aHTUITHPETHYHH CBOKCTRA.

MexaHu3MBbT My Ha AEHCTBHE Ce IbJLKM Ha MOTHCKAHETO Ha NpOCcTarlaHiHHOBATA CHHTE34.
[IpocTarnaHAMHKUTE UIPAAT BaXKHA POJIS [IPH TMOABATA HA BUCOKA TeMnepaTypa, HOKe

ExcrnepuMenTaHUTE JAHHH NTOKA3BaT, Y€ MPH €AHOBPEMEHEH NPUEM HﬁynpodJe -
2 IOTHCKA e(PEKTa Ha HHCKM J03H alLETHICATHIWIOBA KHCENHHA BBPXY TPOMOJL
Hakou ¢apMakogMHaMHUYHHU NPOYYBaHHA MOKA3BAT, Y€ KOraTo ce MpHeMAT e/




noynpoden 400 mg no 8 yaca npenu unu 30 MUHYTH C1ea IPHEM Ha aUETHIICATTHLIMIOBA KMCENMHA C
He3abaBHO ocBoOoxkaaBaHe (81 mg), ce orcnabpa edpekra Ha acnUpyHa BLPXY 00pa3yBaHeTo Ha
TPOMOOKCaH WK TpOMOOLIMTHATA arperalus. Bunpexky ye uMa HEACHOTH OTHOCHO €KCTPamnoJIHPaHETO
Ha Te3W NaHHHU KM KIIHHMYHATAa CHUTYALKA, HEC MOXE A4 C€ U3KITIOUH BB3MOXKHOCTTA peOBHATA
npoABKUTENHA ynoTpeba Ha nOynpodeH na HamansaBa KApAHONPOTEKTHBHHUA €(PEKT HA HHCKH JI03M
aLUETHICATMLIMIOBA KUcenuHa. CMATa ce, ye HAMa rojiiMa BeposATHOCT obuualiHara ynoTpeba Ha
ubynpodeH na noBeae A0 KITHHHYHO 3HaUYUM edekT (BxK. Touka 4.5).

5.2 PapMakoKHHCTRYHH cBOlMcTBa

HoynpogeH npuTexkapa THHEMHH PaPMAKOKMHETHYHH CBOMCTBA 10 403U oT noHe 800 mg.

Abcopbyus

Cnen nepopanto npunoxenue, ubynpoden ce abcopbupa npubmuzuresnno 80% B cromaiuso-
uypeBHUA TPakT. DapMakOKMHETHUYHHTE napaMeTpu Cpax U AUC (0-00), nonyyeHu npu 3gpasu
nobpoponid ¢ HOynpodgeH (apruHuH) FpaHyJiM 33 NEPOPATIEH Pa3TBOP, ¢4 CXOAHHM C MyOJIMKYBAHUTE
B IUTEpaTyparta 3a HOynpodeH B cuinata 103a. Tmax € 21 MHHYTH 3a WOynipodieH (apruHuH) cnpsaMo
1,5 yaca 3a nOynpogeH. [IpueMbT Ha HOYNMpodeH no speMe Ha XpaHeHe 3a0aBA Tmax, BRITPEKH Y€
TOBA HE OKAa3Ba BJIMAHHE BbPXY CTeneHTa Ha abcopbriua.

Paznpedenernue
[1puBuaHuAT 00eM Ha pasnpeneneHue Ha HOynpodeH caea nepopaneH npuem e 0,1 go 0,2 I’kg, ¢
BHCOKa CTErleH Ha CBbpP3BaHe C IUIa3MEHHMTE MPOTEUHU 10 OKoI0 99%.

Memabonuzovm

H6ynpoden ce MeTabonnsnpa OCHOBHO B UepHUA Apod upe3 XMAPOKCHIMpaHe H KapOoKCWIMpaHe Ha
n3o0ytunoeara rpyna nocpeacrsom CYP2C9 n CYP2C8. Merabonuture My HAMAT dapMakooruiHa
akTuBHOCT. UOynpodeH U HeroBuTe MeTabONIMTH Ce KOHIOTHPAT YaCTHYHO ¢ NIKOKYPOHOBA KHCEJHHA.

Emosunupane
HOynpogeH ce erMMUHUpa OCHOBHO B O1pOpeiuTe U ce CUMTa 32 HAITBJIHO €JIMMUHHPAH B paAMKUTE Ha

24 yaca. ITpubnmusurenno 10% ce enumuHBpar HernpoMeHeHo, a 90% ce enuMUHHpAT oA GopMaTa Ha
HEAKTUBHU METADOMTH, [MABHO KATO INTIOKYPOHHIHU.

5.3 IIpeaxnuBRYHH AAHHH 3a DezonacHocT

Ilpy ONHUTH C XKMBOTHH, NPHUAAraHETO HAa MHOTOKPATHHU 1034 HOyIIpodeH BOAH A0 TOKCHYHOCT, KOSTO
¢€ NnposBaBa noj GopmMara Ha JIE3UH H S3BW B CTOMALUHO-YpeBHMA TpakT. [IpoyuBaHuATA in vitro M in
Vivo Noka3Bart, 4ye ubyrnpodeH Hama MytareHeR noreHunan. Cplio Taka, MpH NPOoyYBaHHs TpU
IUTHEXOBE U MHLLUKH HE € OTKPUT KaHLICPOT€HEH MOTCHLMAI.

HUbynpoden Boau A0 MOTUCKAHE HA OBYNALMATA NPH 3aMIH, KAKTO H A0 HApYLIEHA UMILIAHTALHA NTPH
Pa3THYHHK )KHBOTHHCKH BHAOBE (3alliM, ITHX0BE U MHULLIKHK). EXCIepUMEHTANHH NPOYYBAHKSA TIPH
[UTBXOBE M 3afili¥ noKa3Bar, ye uOynpodeH npeMHHaBa npe3 IU1alleHTaTa B TOKCHYHH 32 MalKaTa Jo3H
U ce HabnogaBa NOBHUILLIEHA YECTOTA Ha BPOACHUTE MasipopMaumH (Hanp. aedeKTH Ha

BEHTPUKYJIapHaTa nperpana).

6. DAPMAINEBTHYHH JAHHHA

6.1 Chnachk HA TOMOIMHAATE BemecTBAa

APruHHH,
Acnapram (E-951),
3axapo3sa,




Harpuer 6uxkapbonar,

3axapuH HaTPHi,

Hatpues naypun cyngar,
MenronoBa ecenuus (10.86.4580),
MentoBa eceruus (506041 TP0504).

6.2 HechbBMECTHMOCTH

He e npunoxxumo.

6.3 Cpok naroaHocr

3 roAHHHY.

6.4 ChnennajaHn YCJI0OBHA 32 CHXPAHEHHE
[Tpu Temnepatypa noa 30°C.

6.5 BujancpabpKaHHE HA ONAKOBKATA

OKJIMC EKCITPEC 400 mg rpaHynu 3a nepopaneH pa3TBOp Ce npeasara B callera
(xapTus/aryMUHUH/ nonueTuneH) B KyTuu ¢ 10, 20, 30 u 40 cauwera.

6.6 Chnenuanam NpeANA3HR MEPKH NPH H3XBLPJISHE

Hsama crieHaJlHH H3UCKBaHMA.

7.  TIPHTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

“becta Men” EOO/, yn. “KsH4o Cropuer” Ne8, 5350 Tpasna, brarapus

8. HOMEP HA PAJPEHIEHUETO 3A YIIOTPEBA

Per. Ne 20200024

9. JATA HA IITbPBO PA3SPEINABAHENIOJHOBSABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Hara Ha bpBO pa3peuiaBane: 21 ¢pespyapu 2020
Jara Ha MOJHOBABAHE Ha pa3peLICHHETO 3a ynoTpeda:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2024




