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KPATKA XAPAKTEPUCTUKA HA IMTPOJIYKTA

UME HA JEKAPCTBEHHUS ITPOJYKT

Crpencuiic Untensus Men v Eskanunt 6e3 3axap 8,75 mg tabnerku 3a cMyyete

Strepsils Intensive Honey and Eucalyptus Sugar Free 8,75 mg lozenges

KAYECTBEH U KOJIMMECTBEH CHCTAB

Besika Tabnetka 3a cMyyene cvabpika 8,75 mg durypounpoden (Flurbiprofen).
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HUzomant (E 953) 2032,18 mg/rabnerka 3a cMyueHe K\pamxa xapakmepucmuxa Ha npogyxme - IDUACKEHUE
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JIEKAPCTBEHA ®OPMA

Tabnerka 3a cmyueHe.

Kpbraa, ceemiokadsasa 10 xbiata TabieTka 3a cCMyudeHe c aMaMeTsp 19 mm, ¢
MapKupaH 3HaK OT JIBeTe CTPaHu Ha TabsieTkaTa 3a CMy4eHe.

KIUMHHYHHU TAHHHU

TepaneBTHYHHM NOKa3aHHuA

Crpencunic TabneTKu 3a CMyueHe ca MOKa3aHM 3a KPAaTKOCPOYHO CHMITOMATHYHO
JICYEHHUE NPU 3a4E€PBEHO M OOJIE3HEHO BB3MNAIEHO I'bPJIO MPH B3PACTHH M FOHOLIM Ha
1 HaJ |2 roauHM.

J/lo3HpoBKa H HAYHH HA NPHJIOKEHHE

o3upoBka

HeoOxoammo e na ce npunara Haii-nuckara eeKTHBHA /1034 332 Bb3MOYKHO HaW-KpaTKo
BpeMe, HeOOXO0/IMMO 3a OBJIa/IIBAHE HA CUMIITOMMUTE (BHK TOYKa 4.4).

Bb3pacTHH M roHOIIM HA ¥ HAaZ 12-rouiIHa BB3pacT;
Enna tabsietka 3a cMyueHe ce cMyue/pastBaps GaBHO B ycraTta Ha BCekH 3-6 uyaca
criope HeoOxoaumocTTa. Makcumym S tabieTku 3a cmyyeHe 3a 24 yaca.

[IperiopbuBa ce TO3M MPOAYKT Ja Ce M3MO.3Ba MAKCUMYM TPH JIHH.

Jleua: He e nokasaH 3a aeua noj 12 roguHm.



4.3

4.4

Mopajgyd ChIIECTBYBAILMA OrpaHHuUEH KIMHHMYeH onuT. llalMeHTHTE B CTrapuecka
Bb3PacT ¢a ¢ MOBULICH PHCK OT CEPHO3HH NOCICACTBHA OT HEMXKEIAHH pPeaKlKH.

Hapymena uyepHoapobHa ¢pyHxuua: [1pu nauyeHTH ¢ 1eKo 10 YMEPEeHO HapyIICHHE Ha
yepHOZPoOHaTa PYHKIMA HE Ce Halara KOpPEeKUMs Ha A03vpoBkarta. [1pH nauneHTH ¢
TeXKa YepHoApoOHa HeaocTaTbhuHOCT QuiypbunpodeH e NMpoTHBONOKa3aH (BxK TOUYKa
4.3).

HapyuieHa 610peuna ¢pyHkumsa: IIpu naiueHTH C JIEKO 10 YMEPEHO HAPYIIEHHE Ha
OBOpeuHaTa GyHKLMA HE CE Hajlara KopekuHs Ha o3uposkata. I1py nauyeHTH ¢ Texkka
61OpeuHa HexOCTaTHHHOCT NypOunpodeH € NPOTUBONOKA3aH (B TOuKa 4.3).

HayuH Ha npunoxeHue

3a OpOMYKO3HO NMPHWIOKEHHE K CAMO 33 KpaTKocpouHa ynorpeda.

Kaxro npu BcHukd TabneTku 3a cMydeHe, 3a Aa ce M30erHe JNOKajlHOTO ApasHeHe,
¢ypGunpoden 8,75 mg Tabnerku 3a cMyueHe TpsOBa a ce ABWIKAT B YCTATA, IOKATO
ce CMyHar.

IIpoTRBONOKA3aAHS

» CBpPBXYYBCTBUTENHOCT KbM GuypOMnpodeH WIH KbM HAKOE OT TMOMOILHMTE
BelllecTBa, H3GpoeHH B Touka 6.1.

e JlanMeHTH, KOUTO B MUHANOTO Ca TOKA3BaAJIH PEAKLHHU Ha CBPBXYYBCTBHTEIHOCT
(Hanp. acTMa, OHPOHXOCIIA3bM, PHHHT, aHTHOEAEM HIH YPTHKApHs) B OTrOBOp Ha
alieTHACANHIMIOBa KHcenuHa uin apyru HCIIBC.

e AKTHMBHA WIY NMOBTApAUIA C€ B MHHANOTO NEMTUYHA A3BA/KPBBOH3IMBH (ABa WIH
NoBeye eNnU3OAHN Ha A0KA3aHa %3Ba) H HHTECTHUHAJIHA YJIUepaLus.

¢ CTOMAILIHO-4YPEBHO KBPBEHE WIH nNepdopauHs B MHHAJIOTO, TEXBK KOJIIHT,
XEMOPAarHyHH HWIH XeMONOSTHYHH HAapYLICHHSA, CBBbP3aHK C MpeMiliHa Tepanus ¢
HCIIBC.

e [locneaHnsa TpuMecTbp Ha 6peMEHHOCTTA (BXK TOYKaA 4.6).

e Texka cbpaeyHa HeAOCTATHIHOCT, TEXKa OBLOpeYHa HEZOCTATHUHOCT HIIH TEXKKa
yepHOAPOOHA HELOCTATHUHOCT (BXK TOUKa 4.4).

CnenHaiRH NpelynpeXIcHAS H NpeANa3HH MePKH OpH ynorpeba

HexxenanuTe peakumy Morat Aa 6baaT CBEOSHH A0 MUHMMYM 4pe3 ynotpeba Ha HaM-
HHCKAaTa e(eKTHMBHA J[03a 38 Bb3MOXKHO Ha#i-kpaTkO Bpeme, HeoOXoguMmo 3a
OBNaAABAHE HA CHMITTOMHTE.

Ilayuenmu ¢ cmapvecka ev3pacm

ITaupueHTHTE B CTapuecKa BB3PACT MOMYYaBAT I10-UECTO HEXKCIAHHM peakiiMH KbM
HCIIBC nekapcTBeH# NPOAYKTH, 0COOEHO CTOMALIHO-YPEBHO KbpPBEHE M nepdopanus,
KOWUTO Morart Ja ObaaT garanu.




Pecnupamopnu napyuenus:

bpoHxocniazsm MOXE fa HACTBIM NPH TALMEHTH, CTPAJALLHM OT MK ¢ aHAMHE3a 33
OpoHxHaHa acTMa unn aneprus. Oaypbunpoden TabneTku 3a cMydeHe TpaGa aa ce
M3MO3BAT C NOBHIIIEHO BHHMAHME MPH TAKHBA TIALIHEHTH.

Hpyeu HCIIBC:

Heobxoaumo e na ce usbarea ynorpebara Ha drypbunpoden TabneTku 3a cMyueHe
eanospeMenno ¢ HCIIBC, sxmounTenHo cenekTMBHH  HHXWOMTOpM Ha
LHKNOOKCHIeHasa-2 (B Touka 4.5).

Cucmemen 1ynyc epumemamosyc u cMeceno CoeOuHUMeRHO-MyKaKKO 3a6086aHe

[TauMeHTn ChC CHCTEMEH IYNYC E€PHUTEMATO3YC M CMECEHO ChENMHHTENHO-THKAHHO
3a00/15BaHEe MOI'aT /la HMaT YBENHUYEH PHCK OT acelTHYeH MEHHHTHT (BXK Touka 4.8),
HO TO3H e(eKT OOMKHOBEHO He ce HaGmojaBa NP JeKApCTBA ¢ KPaTKOCPOUHA

orpaHH4eHa ynotpeda, kato ¢urypoHnpogeH Tabnerku 3a cMyuene.

Covpoeuro-cv0o6u, 6vOpeuru u 4epHoOPOBHU HaADYUWEHUR:

HWima nanny, we HCTIBC npuuMHaBaT HEPOTOKCHYHOCT B PaziM4HH GOPMH B TOBA
YHCJI0 HHTePCTHHANICH HE(PPHUT, HePPOTHUEH CHHAPOM M 6LOpeuHa HeNOCTATHYHOCT.
[Ipunaranero na HCIIBC Moxe Aa nNPHYMHM  103038BHCHMO TIOHIDKCHHE B
o0pa3yBaHEeTO Ha NMpOCTAMMAHAMHH M /12 TpelM3BHKa 6HOpevyHa HemOCTATEYHOCT.
[MaumeHTHTE B Hali-roiAM PHCK OT TAKAaBAa PeaKLMd, ca Te3W ¢ HapylieHa 61Gpeuna
yHKLMA, ChpAEUHH HapyIleHH, YepHOaApoOHa muChYHKUMA, NAUNEHTH, NpHEMalIH
AWYDECTHLH U TE€3H B CTapPYeCKa BB3PACT; TO3H eekT, obaue, OOMKHOBEHO HE Ce
HabmiojaBa MNpM KpaTKOCPOWHa OrpaHHWYEeHa ynotpeba Ha NPOAYKTH KaTo

¢aypbunpoden TabneTku 3a cmyueHe.

Copoeuno-cv006u u MO3vUHO-CHO08U ehexmu:

Heobxoxnmo e nopHilieHo BHUMaHKe (0GCHXKaaHe © Nekap WM dapMaLesT) npeau aa
3aMOYHE JICHCHHETO Ha MALMEHTH C AHAMHE3a 33 XHMEPTOHHA W/WIM ChbpaedHa
HEAOCTATBYHOCT KATO 3a[PbXKKA HA TEHHOCTH, XMIEPTOHMS W €AeM, 3a KOMTO ce
cboOi1laBa BB BpB3Ka ¢ JeueHue ¢ HCITBC.

KAMHWYHM U3NUTBAHKSA M MUAEMHOIOrHYHM JAHHH COYAT, Y€ [PIIATAHETO HA HAKOM
HCIIBC (ocobeno BeB BHCOKH [103H M NPH NPOAB/DKUTESTHO JIEYEHHE) MOKE Na Obae
CBBP3AHO C JIEKO MOBUIIEH PHCK OT apTepHaiHi TPOMOOTHYHHM chOMTHA (HanpHmep
HHQAPKT Ha MHOKapaa wiM HHcynt). Hama noctaThyHO JaHHH, 3a Na ce M3KITIOYH
TAKBB PHCK [PH NPUIOKEHHE HA Qurypbunpoden B 1033 A0 5 TabneTku 3a cMydeHe
JHEBHO.

Heproopobruu napyuenua.
Jleka no ymepena uepHoapobHa nHchyHkUM (Bk Toukn 4.3 U 4.8).

Egpexmu na nepernama cucmema:

I'nasobonue HAyLUMpaHo OT ananreTHuM: B cmyyam Ha npoasmkUTenHa ynorpeGa Ha
aHAJINeTHLM WM ynoTpebaTta UM H3BBLH NPENOPLUBAHHTE MPEANHCAHHA, MOXKE A
HACTBNH r1aBOOONHE, KOEeTO He TpaBa Aa ce JIeKyBa ¢ MOBMIIEHH A03H OT TO3M

JIEKapPCTBEH NMPOAYKT.

Cmomawno-upesnu egpexmu.

aHaAMHE3a 33 CTOMALUHO-YpEeBHH 3abongaBaHuA (yiauepo3eH xonut, Gongg
TbH KaTO Te3H 3a00onaBaHHs Morat Aa ce 00ocTpaT (BXK Touka 4.8).

HMma cboOLIeHHs 3a CTOMALIHO-YPEBHH KPHBOHIIMBH, YILIEPALHA W)
KOHTO Morar aa Obaar ¢araniu, cebp3aHd ¢ BcHukH HCIIBC nol




JIEYCHHETO, C WIH 0e3 MpenynpeaHTeNHH CHUMITTOMM, WM NpeJuillHAa aHAMHe3a 3a
CCPHO3HH CTOMALTHO-YPEBHH NpobieMH.

PHCKBT OT CTOMAIIHO-4YPEBHU KPLBOMANUEH, YIILEPaLds HiH nepdopauus e mo-BUCOK
MpH ynotpeba Ha no-Bucoku Ao3u HCITIBC, npu naumedTs ¢ aHamHesa 3a 1383,
OCOOEHO C YCIIOXKHEHHA OT KPbBOH3IIHB WIH nepdopatis (BK TOUKa 4.3), KakTO ¥ npH
MALHeHTH B CTApYECKa Bb3pacT, obade To3u edekT 0GHKHOBEHO He ce HabmoaaBa mpu
KpaTKOCPOYHa OrpaHH4eHa ynotpeba Ha NpoRyKTH Karo ¢uypbunpodeH TabiieTku 3a
cmyueHe. [aiuenTuTe ¢ aHaMHe3a 3a CTOMAIIHO-YPEBHA TOKCHYHOCT, OCOBEHO KOraTo
Ca B CTap4yecka BB3pacT, TpAOBa Ja choOLIABAT HAa MEAMIIMHCKHMTE CIELMANMCTH 34
BCUYKH HeOOMYaHHM CTOMAIIHH CHMITOMH (MO-CHELHAHO 3a CTOMALIHO-YPEBHH
KPBRBOH3JIHBH).

[Taupentnre Tpabea na GbAaT nOCHBETBAHM A3 YMOTPeGABAT BHHMATENHO TO3M
MPOAYKT C APYr# JIEKAPCTBEHH TNPOAYKTH, KOHTO MOXKE Ja YBeSlH4YaT PHCKA OT
YILEPpalnA WK KbPBEHE, KaTO NepopaHH KOPTHKOCTEPOMIM, AHTHKOATYJIAHTH KATO
Bap(apHH, CENEKTUBHW HHXMOMTODH Ha oOpaTHMA 3aXBaT Ha CEPOTOHMHA WM
POTHBOTPOMOOTHYHH CPEACTBA KATO ALETHICATMLIAIORE KMCEJIMHA (BXX TOUKA 4.5).

AKO HACTBIIAT CTOMALUHO-YPEBEH KPLBOHATHE WM yauepanis Npy nNalMeHTH, KOUTO
npueMar ¢urypbunpoden, neyenuero Tpabea ga 6nae cnpsHo.

Hepmamonozuunu egpexmu:

MHoro paako ce crobiuaBa 3a CEPHO3HH KOXKHH PEaKLMH, HAKOW OT THX ¢aTanuu, B
TOBA YHCNO eKCHONHATHBEH AEPMATHT, CHHAPOM Ha CTuBbHC-JKOHCHH H TOKCHUHA
CIIMACpPMANHA HEKPOJTH3a, BbB BPE3Ka ¢ npuioxenHero Ha HCIIBC (Buxk Touxa 4.8).
IlpuembT Ha Qurypbunpoder Tabnetku 3a cMyueHe TpsaGea aa 6uae NpEeYCTAHOBEH MNPH
TbpBAaTa MOABA HA KOMCH OOPHB, IHrABMYHH JIC3UH WM HAKAKBB JADYr NPH3HAK Ha
CBPBXYYBCTBHTEIHOCT.

Kvpmene u napywen pepmunumem npu sicenu: Bx Touka 4.6.

Hugbexyuu:

T'sii KaTO ca NOKNAABAHK H30TMPAHH CITy4an Ha OBOCTPSHE Ha BL3INANEHHE, CBBP3aHO
C HH(peKUHS (Hanp. pasBHTHE HA HEKPOTH3MpaLl (GACLMHT), CHBNANALIM 1O BpeMe ¢
ynotpebara Ha HCIIBC, 3a CHCTEMHO NpHIOKEHHE KATO KJIAc, MpenopbLYBa €€ Ha
NALHCHTHTE Na C€ KOHCYJITHpAaT ¢ Jiekap He3a0aBHO, ako Ce MOMABAT WIM BJIOLIAT
NpH3Hallk Ha OakTepHanHa WHQEKUMS 1[I0 BpeMe Ha JieYEHHE ¢ daypbunpogern
TabneTkH 3a cMyueHe. Tpabra aa ce o6chaAKn HEOBXOIUMOCTTA OT npuUnaraHe Ha aHTH-
HHQEKLHO3IHO AHTUOHTHOTUYHO JIEYEHHE.

B ciryuai Ha rHoeH OakTepHaneH GapUHIHT/TOH3MIIMT, MPENOPHYBA C& HA NALHMEHTHTE
Aa C¢ KOHCY/ITHPAT C JeKap, Thit Karo € HEOOXOOWUMO 1a ce HanpasH [PEoLICHKA Ha
JE€4E€HHETO.

Mackapane Ha CHMOTOMHTE HA NOANGKAMMTE HEGeKIAR

EnMaeMHONOrMYHKHTE  NPOYYBAHHA IOKA3BaT, Y€ CHCTEMHHTE HECTePOHHHM
POTHBOBB3NANHTENIHKH cpeacTea (HCIIBC) Moratr na MackupaT CMMITOMHTE Ha
HH(eKIMA, KOETO MOKE Aa AOBeAe A0 3a0aBide Ha 2aNouBAHETO Ha MOIXOAALIO

JIEYCHHE M B PE3Y/ITAT Ha TOBa — A0 BJIOLIABAHE HAa M3XOAa OT uUHbe 1"“« ?EP

HaOo#aBaHO npH OGakTepHanHa MHEBMOHMA, npuaoGuTa B OHE0s \
GaxTepuanay ycnoxHeHus ot bapuuena. Korato ce npunara Crpencund/Mstpe T AN
H EBKa/IMNT M NAUMEHTHLT MMa NOBHUIEHA TEMNeEpaTypa Wik GOKR =

HH(eKLHA, Ce NIPENopBUBa NPOCIEAIBAHE HA HHOEKLMATA.




HpoabmkuTeNHOCTTa Ha NIe4eHHeTO TPAGBa Aa 666 MAKCHMYM TPH [IHH.

Xemamonozuunu echexmu:

[Tonobuo Ha apyru HCIIBC, ¢mypbunpoden moxe na uHxubupa TpomMGouuTHaTa
arperaima H 1a yAwDKH BpEMETO Ha kbpBeHe. Dimypbunpoden Tabnerku 3a cMyueHe
Tp40Ba Ja ce npunarat ¢ NOBHIIEHO BHHMAHHE MPH MALMEHTH ChC CKIOHHOCT KbM
aOHOPMHO KbpBEHE.

Henonocumocm xom 3axapu:
[lauMeHTH ¢ penxyu HacneACTBeHH NpobJIEMM KaTO HEMOHOCHMOCT KbM dpyKTO3a He
TpAOBa Aa npuemar ToBa JIeKapcTBO.

AKO CHMITTOMHTE CE BIOLIAT W/IH BB3HUKHAT HOBH CHMITTOMH, JICYEHHETO TpsaOBa fa
Oble nNpeoleHeHo.

AKO Ce NOoABH [APa3HEHE B YCTATa, ICYEHHETO TPAOBA /1a Ce NPEeyCTAHOBH.

Hpyau npedynpesicoenun

[lopanu CbABLPKAHHETO HA TEYEH MAITTHTOJN W H3OMANT MOXKE J1a UMa ¢1a6o H3pa3EHO
cnaburenHo nelcTame.

HM3omanr H TeueH mantuTon umar Edepruiina croiinoct 2,3 kcal/g.

Tosa nekapcteo cvabpxa 0,00169 mg Benswio ankoxon BLB Beska Tablerka 3a
CMYUEHE.

I'onemn obemu TpaGBa Ja ce M3NON3BAT C MOBHMIIEHO BHUMAHHE M CAMO aKO e
HE00X0AMMO, 0COGEHO N0 BpeMe Ha GPEeMEHHOCT WM KbpMeHe (BHX T.4.6) WIH npu
MaLMEHTH C YCPHOAPOOHO MiH 61bOpeUHO yBpexIaHe MOPaty PUCKA OT HATPYNEAHE W
TOKCUYHOCT (METa0OJIMTHA al[H/03a).

beH3HIOBHAT aNKOXOJ1 MOXKE 12 MPHYHHH JIEKO JIOKATHO Jpa3HEeHe.

Tora NekapCTBO chABpKA OBKYCHTEN ¢ AHM3WIOB ANKOXON, BEH3WIORB &IKOXO011,
bensunbensoar, beHsunuuHamar, beHsuncanuumar, Lunaman, [lunamunos ankoxon,
Hyrtpan, I'epaunon, JIumonen u Jlunanoon.

Te3u cheTaBki MOTaT f1a MPHYMHAT AJIEPIUYHH PEAKLMM,

4.5 Biaamoaelicteue ¢ APYrE J1eKApCTBEHH NPOIYKTH H ApPyra dopmMa na
B3AHMOAEHCTBHE

®aypbunpoden Tpubsa na ce n3bursa komGEEANHY c:

Hpyeu HCIIBC, | H3bsrpaiiTe cOHOBPEMEHHO TIPHNIOKEHME HA B2 WIH [IOBeve
BKIOYUIMENHO HCIIBC, Tl kaTo TOBa MOXE /1a MOBHIIH PHCKE OT HEXENaHH
CeReKMmusHU unxubumopu | peakuuu (0cob0eHO Ha CTOMALIHO-YPEBHH HEXeTaHH peaKiiuM KaTo
HO YUKROOKCU2emasa-2; S3BH H KbpBEHE) (BXK TOUKa 4.4).

OcBeH aKko feKkapiT HE € [IPEenopbYal HMCKH  NO3M

Ayemuncanuyunosa ALCTHIICATMLUHIIOBA KHCE/IHHA (HE NOBeye OT 75 mg AHEBEND) 3k |
KUceauna (Hucka 003a): KATO TOBa MOKE /14 YBEJIHYH PHCKA OT HEXKE/MAHM [ ¥
4.4). 7/

Paypoupiaoden Tpabsa Ja ce IPHIATa ¢ BHHMARHE B KoMORHANHAS C: { g




HCIIBC nekapcTBeHH npoayKTH MOTaT na 3acHigT eeKTHTE Ha

Anmuxoazyraumu: aHTHKOATy/1aHTH KaTo BapdapuH (B TOuKa 4.4).
Aumumpombomuunu [loBHILIEH PHCK OT CTOMAUIHO-YPEBHH S3BH WIH KPbBOWMIMBH (Bx
cpeocmea. Touka 4.4).
HCIIBC morar na HaManar edekra Ha AHYPETHLMTE H Ha JPYrH
AHTHXMNCPTCH3WBHU  NeKapcTBa. [Ipy HAKOM nauMeHTH C
koMnpomerupaHa OwvOpeuna ¢ymskums (Hanp. ACXHAPATHPAHH
MAaLMENTH HIH MALKEHTH B CTap4ecka BB3PacT ¢ KOMIPOMETHpaHa
Anmuunepmenzuenu ObOpeuHa QyHKUMA) enHOBpPEMEHHOTO mnpunoKeHHe Ha ACE
nexapcmsa WHXMOMTOp WM  aHTaromumcT Ha aurumoteHsuu-II che CPECTBa,
KOUTO HHXHOMpaT UMKIOOKCHIEHa3aTa, MOXKE 1a [oBexe 1o
(duypemuyu, ACE | nombanurento Brourasane Ha OBOpeunara gpyHkuHA, BKMOUMTENHO
uHxubumopu, H BL3MOXHR 0CTpa OB6peyHa HEXOCTATBYHOCT, KOATO OBHKHOBEHO €
aumazoHucmu Ha

anzuomensun-Ilj:

obpatima. Te3n BzaumonelicTBus TpabBa 1a ce BIUMaT noxn
BHAMAHHE [IpH  NAUHEHTH, KOMTO npHemaT ¢uypSunpoden
e¢AHOBpeMEHHO ¢ ACE MHXMOHTODM WIM aHTaroHMCTH Ha
aHrHoTeH3uH-11. 3aroBa koMOWHaumara Tpabea ma ce Apunara c
NOBUIICHO BHUMAHKE, 0CODEHO NPH MALHEHTH B CTApYECKa BH3PACT.
[lauventure TpaGBa na 6baaT amekBaTHO XMApPATHPaHU M
HabnionaBaHH.

Moxe na noBMUIM PHCKA OT HEXENaHH peakiiMi, ocobeno or

Anxoxon:
KbPBCHE B CTOMALIHO-YPEBHHA TPAKT.
HCIIBC wmorar pa ofocrpar chpaeunara HEJOCTATBYHOCT, [a
moHwxaT GFR u A2 noBHiuaT HUBaTa HA nIa3MeHuUTe rIMKOZHUAM —
Cypoeynu enurozudu:
TIPENOPHHBA C€ afNeKBATEH KOHTPOJ H NPU HEOOXOAUMOCT, KOPEKLIHSA
Ha O3MpOBKATA.
Luxnocnopun: [1oBHIlIEH PHCK OT HEPPOTOKCHUHOCT.
[ToBuLIeH pHCK OT CTOMALIHO-YPEBHH A3BH WIIH KPBBOM3/IHBH (BXK
Kopmuxocmepouou:
TOYKa 4.4).
Moxe [1a NOBHIUM CEpYMHMTE HMBA Ha JIMTHI — npenopwLyBa ce
STumui 4/ICKBATCH  KOHTPOSl M  KOpeKuMs Ha [JO3MpOBKaTa Mpw
HEO0OXOAUMOCT.
Ipunaranero va HCIIBC B cpok or 24 uaca NpeaH HIH ciaen
Memompexcam: MPpHUIOKEHUE Ha METOTPEKCAT MOXE Aa JoBede A0 MNOBHIICHH
KOHUCHTPALIMH Ha8 METOTPEKCAT H NOBULIEH TOKCHYEH e(eKT.
HCTIBC ne tpa6Ba na ce npunarat B npoms/keHse Ha 8 — 12 aum
Mudhenpucmon: CleA npunaraHe Ha MHpenpucToH, Thit kato HCIIBC Morart na
HaManaT eexra Ha MHPENPHCTOH,
Ilepopannu
Cwolwasa ce 3a npomMsHa B HMBaTa Ha KPBBHATA [JIIOKO3a
npomusoouabemiiu (npenopbuBa ce no-yecra nposepka)
cpedcmaa: penops HPOBCpKa).
Moxe j1a NOBHIIM CEPYMHHTE HUBA HA hEHUTOMH — NpenopbYBa ce
Denumoun: 4/ICKBATCH KOHTPOA W TNpPH HEOOXONHMMOCT, KOpeKLHS Ha

AO3HPOBKATA.

Kanuti-coxpannsaiyu
ouypemuyu.

EnxospemMenHara ynorpe6a moxe Aa npeamssuka XHIIEPKAITHEMHAL.

Ipobenuyuo
CYAPUHRUPAZOH:

JlexapcTseHn  npomykTH,  ChOBpKAWLM
CYIPHHIIMPA3OH, MOTAT Aa 3a6aBAT eKCKpe




Jauuu or npoyuyBaHUs ¢ JKMBOTHM nHokaszpaT, 4e HCIIBC

NIEKapCTBEHH NPOAYKTH MOTaT Jia MOBHILUAT PHCKA OT KOHBYJICHH,
AXunonorosu

CBEP3aHM C XHHONOHOBH aHTHOMOTHUH. [laumenTtn, npuemainm
anmubuomuyu.

HCIIBC 1 XHHONOHK, ca H3NOXKEHH HA MOBHIIEH PUCK OT TIOABA HA

KOHBYJICHH.
CenexmugHu [NoBuiteH pUck OT CTOMAINHO-YPEBHH A3BH WM KPBBOUIIIHBH (BXK
UHXUbUMOpU Ha | Touka 4.4).
obpamuus zaxeam Ha
cepomornun (SSRI):

BB3MOXKHOCT 32 MOBHIIEH PHUCK OT HEPPOTOKCHYHOCT IIpH
Taxpoaumyc:

eaHoBpemeHHO npunoxeHne Ha HCIIBC u takponumyec.

[ToBHILEH PUCK OT XEMATONOrHYHA TOKCHYHOCT MPH €HOBPEMEHHO
3uooeyoun:

npunarase Ha HCIIBC u 3upoByanH.

Mo cera HiMa NMpoy4BaHMA, KOMTO fa MOKA3BAT HAJHU¥e HA B3AMMONEHCTBHA MEXITy
¢aypbunpodeH  TondyTaMyUR MM aHTHALMM.

IleawaTpyuHa nomynanus

Hsama Hanu4Ha JOMBIHHTENHA HH)OpPMAIIHS.

4.6 PepTHaTeT, {pEMEHHOCT H KBPMEHE

bpeMeHHOCT

HMnxubupanero Ha mpocTarnaHAMHOBaTA CHHTE3a MOXE Ja HMMa Hebnaronpuires
edekT BBpXy OpemeHHOCTTa W/ eMOpHOHANHOTO/beTanHO pasBuTHe. J{aHHM OT
CITMICMHONIOTMYHH MPOYYBAHHA MOKA3BaT MOBHIUEH PHCK OT CMOHTaHeH abopr,
CbPACYHH Mal(pOpPMAaUMM M TacTPOUIM3A CJiel MpPWIATdHE HA MHXHOMTOP Ha
MPOCTarnaHAuHOBUA CHHTE3 B PaHHA OPEMEHHOCT. AGCOMIOTHHAT PUCK OT ChPAECHHO-
CBIOBHM MajipopMalinK ce NMOBHILABA OT MO-Malko oT 1% 0 npubnuswurento 1,5%.
CMmsiTa €, 4e PUCKDBT Ce MOBUIIABA B 3aBUCHMOCT OT JI038Ta H MPOAB/DKUTENHOCTTA Ha
neyeHnero. Ilpu XMBOTHM WMa naHHH, HYe NPHNOKEHHETO Ha HHXMOHTOpP Ha
NpocTarfiaHtHHOBATa CHHTE3a BOAM A0 NOBHUICHA 3aryba npeay | clex UMILIaHTaLMg
H 0 emMOpuo-eranna cmuprHOCT. OCBeH TOBa ca HabmopapaHM MOBHIEH Gpoii
Pa3IHYHH MaN(OPMALMH B TOBA YHC/IO CHPIEHHO-CBAOBH, MTPH KHBOTHH, HA KOWTO €
AaBaH MHXHOMTOP Ha NPOCTArTaHAHHOBATA CHHTE3A IO BPEME Ha opraHorenesarta. 1o
BPEME Ha MbPBHA M BTOPHA TPUMECTBP OT OpemeHHocTTa QurypOunpoden e Tpabpa
fla ce Mpuiara OCBEH B CJy4auTe, KOTaTO TOBa € HAIOXKHTENHO. AKO GhnypGunpodeH
C€ H3MOJI3BA OT XKEHA, KOATO Ce ONHTBA a 3a0peMeHee WIH € B ITbPBHA WIIH BTODHS
TPUMECTBP Ha OpemeHHoOCTTa, Ao3ara TpaOBa fa Obae BBIMOXKHO Hal-HUCKA M
MPOAB/DKHTCIHOCTTA Ha ICYEHUETO BB3MOXKHO Hall-KpaTKa.

[lo Bpeme Ha TpeTus TPUMECTbD OT OpPEMEHHOCTTA, BCHMUKH MHXHOHTOPM Ha
NPOCTArJaHAMHOBATA CHHTE3a MOTAaT Aa H30XKAT

¢ (eryca Ha:
O KapAHOMyNMOHAIHA TOKCHYHOCT (C MpPEX/EBPEMEHHO 3aTBAPSHE HA JYKTYC

aprepHo3yc H OenoapobHa XHNepTOHUA);

O OnOpeuna aumchyHkuME, KOATO MOXke Ja mnporpecupa o Ob
HECIOCTATBYHOCT C OAHIO-XHAPOAMHHO3A.

® MaHWKaTa H HOBOPOACHOTO, B Kpas Ha OpeMEHHOCTTA, Ha;
O BB3MOXKHO YAB/DKABAHE HA BPEMETO HA KBPBEHE — aHTH
KOHTO MOXE Ja HACTBIIH U MIPH MHOTO HHUCKH JO3HK;



O HHXHOMpaHeé Ha MATOYHHTE KOHTPAKLMH, KOETO BOAM 10 3abaBeHa WM
YABDKCHA POAWIHA ACHHOCT.

Cneposarento, ¢aypOunpodeH € npoTHBOMOKAa3aH N0 BpeME HA TPETHS TPUMECTBD OT
bpemMeHHocTTa (BX TOouka 4.3).

KbpMmeHe

B orpaHuueHH nmpoyuBanus ¢urypOHnpodeH ce nosBARa B KbpPMaTa B MHOIO HHUCKH
KOHLICHTPALIMH H MAJIKO BEPOATHO T€ /12 BIIMAAT HEONArONPHATHO HA KbPMAayero.

Bee nak, nopaau BB3MOXHU HexenaHu edexrn va HCIIBC BLpxy Kbpmauero,
¢mypbunpodeH 8,75 mg TabneTkH 3a cMydeHe He Ce NPeNnopbYBAT 32 KbPMELUH MaMKE
(Bx TOuKa 4.4).

DePTHIIUTET

MMa u3BeCTHM naHHM, 4Ye NeKapcTBaTa, KOMTO MHXHOMpAaT LMKNOOKCHreHasa /
NpocTarjlaHAHHOBATA CHHTE32 MOXXE Ja NpPEAU3BHKAT YBpEXJaHE Ha KCHCKHA
epTUaMTET Ypes BH3AeHCTBHE BbPXY OBYNALIMATA.

To3u edexr € oOpaTuM cien mpexkpaTsBaHe HAa NeYEHHETO.

4.7 EdekTH BLpPXY cnocobnocTTa 33 modrpane B pabora ¢ MAMHNKA

He ca nposexnanu npoyusaHua BBPXy CnocoGHOCTTa 3a mo(HpaHe W paboTa c
MallHHH. BB3MOXHHM HeXenaHM peakuud cnex npueM Ha HCIIBC Bimoupat
3aMadHOCT, CBHJIIHBOCT H 3pHUTENIHM HapylwieHHA. [Ipn HabmiogmaBanHe Ha Takupa
PeaKUMH NIALHEHTHT He TPpAOBa Ja wodupa uam paboTH ¢ MALIUHM.

4.8 HexelaHH JieKAPCTBERN peaKHH

NMa cpobuieHns 3a peakumu Ha cBpbXxduyscTBMTEnHOCT kbM HCIIBC, koMTO MOrar na
BKJTHOUBAT:

(a) He-cmeunduyuHH anepruvnm peakuuu v aHadunakcus.

(0) Peakuum Ha pecniMpaTOpHHA TPaKT, Hamnp. acTMa, BJIOLIABAHE HA ACTMATA,
OpoHXOCTIa3bM, JUCTTHE.

(B) PasnnyHM KOXHM peakuMH, Hanp. NPYPUTYC, YPTHKAPHUS, aHTMOEEM M No-pAaKo
eKCPONMATHBHH M GYNO3HH JIepMaTO3H (BIJIIOYHMTENHO eNMAEpMaNHa HEKpPONH3a H
epuTemMa Myntudopme).

Bee Bpbika ¢ neyenne ¢ HCIIBC ce cpobuiaBar cityyan Ha eeM, XMIEPTOHHS M
ChPACYHA HEAOCTATHYHOCT.

KAnHHYHH M3MUTBAHUS WM eNMAEMHONOTHYHH AAHHH TMOKa3BaT, 4e ynorpeGarta Ha HAKOM
HCIIBC (ocobeHo BbB BHCOKM JO3M M TIPH NPOXBIDKHTENHO JIEHEHHE) MOXKE 1a ObAae
CBbp3aHa € JICKO NOBUILIEH PHCK OT apTepHaNHH TPOMOOTHURY CHOUTHA (HanmpuMep HHOAPKT
Ha MMOKapAa WM WHCYAT) (B Touka 4.4). JlaHHHMTE ca HEAOCTATHYHH, 33 A3 ce M3KIOYH
TaKkbB PUCK 3a urypbunpodeH 8,75 mg TabneTku 3a cMyueHe.

CHHCBLKBLT HA HEXEJTAHM JICKAPCTECHH peaKNBH NMO-JOJY cé OTHACH 34
ynoTpeba na ¢puypbunpoden B 103upoBka xaTo 38 OTC npoayxr.




Ilo-nony ca naaeHH HexeNaHWTE PeakuWH, CBbP3aHH ¢ (pnypbunpodeH, rpynupaHu mno
CHCTeMa-OpraH Kjiac KiacHpHKauxaTa 4 4ectota. Yectorara ce onpeaens Karo:

(MHoro yectu (21/10), yectu (=1/100 go <1/10), Heuectu (>1/1000 mo <1/100), peaxw
(21/10000 no <1/1000), MHoro peaxu (<1/10000), ¢ Heu3BecTHA YecTOTa (MECTOTATA HE MOYKE
Ia ce OLEHH OT HAIMYHHTE AAHHH))

Cucrema Opran Kaac YectoTa | Hekes1anH peaknnn
Hapyimenus na kpbsra W Heuseectna AHeMHS, TPOMOOLIMTONEHNS
IUM¢pHATA CHCTEMA
HapymeHnus Ha | Penkwu AHaHIaKTHYHA peaKLus
UMY M
HHaTa cHCTeMa HeuspecTHa CBpBXYYBCTRHTEIHOCT
IIcuxHyHH HapyLIeHHS Heuectu besctHue
HapyuieHns Ha HepBHaTta | YecTu 3aMasgHoOCT, rnasobonue, mapecresus
cHCTeMa Heuectu ChHIMBOCT
CohplevyHd HapyLIEHHUA Heu3pectHa ChbpaeyHa HEJOCTATLYHOCT, e1eM
Cba0BH HApYLUCHHA HeuspecTna XHUnepToHKA
PecriupaTopuu, rppaHH B | YecTH Pasnpasueno roprno
H
Meﬂmﬂ“‘;&“ HeyecTu ObocTpsaHe Ha acTMa MMM GpOXOCMasbM,
H
apy LIcHH aMCnHes,  opodapHHIeanHH  MeXypH,
(hapHHIreanHa xunoecresus
K TOMalIITHO- ypeBHd | Yecrn Juapui, 138K B yCTaTa, raacHe, 6onku B
HapylHEHUs YCTHATa KyXHHa, OpaJiHa [1apecTe3uy,
opodapHHreanHa bonka, opaneH
AMCKOMQoOpT (ycelllaHe 3a 3arpsapaHe,
MapeHe WIH H3TPBIIBAHE B yCTAaTa)
Hevectu PasnyBaHe Ha kopema, kopemHa 6onka,
KOHCTHIIALMA, CyXO0Ta B YCTaTa, JHCHICNICHA,]
GaaTyneHums, TNOCOAWHHA, JAMCrey3us,
OpaJiHa AMCECTE3U, NIOBPBIIAHE
XenaTobHnuapHu HeussectHa XenaTur
HapyUWIEHUA
Hapyuienus Ha koxkatau | HeuectH [Tpypurtyc
HaT
TOAKOKHATA ThKaH HewsBectHa TexxkH QOpMH Ha KOXHH PpeakilMd KaTo
OyNIO3HH peaklUMH BKIIIOUHTEIHO CHHAPOM
Ha CrusbHC-J/DKOHCEH, EPUTEMA
MYITHQOPM, H TOKCHMHA enHAEpMAIHA
HEKpOJIH3a
Hapywmenus or  obuy Heuectu [Tupexcus, Gonka
Xapakrep M edekrH Ha
MACTOTO Ha IIPHIOKEHHUE

CrofLaBaHe Ha NOJO3UPAHH HEXENAHHU PEAKIMU
CbobwaBaHeTo Ha MOAO3MpAHM HEMENaHH PeakiUMH Cledl paspelliapaHe 3a ynorpeba Hﬂ\

JICKADCTBEHHs TMPOAYKT € BaXHO. ToBa MO3BOJABA Ja MNPOAWDKH Habo ASHAG \

5% «
CHOTHOLIIEHUETO MOM3a/PUCK 3a JIEKAPCTBEHMS NMPOAYKT. OT MeIHUMHCKHTE créudueTy \
W3HCKBA 12 ChOOIIABAT BCAKA MOAO3UPAHa HEXENAHA PEAKIIUA Ypes: =
M3mb/iHUTEIHA areHUKMA 110 IeKapcTBaTa § T

yn. ,,JkaMsaH ['pyeB” Ne 8 = \ S AT
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4.9 IIpeno3mpane

Cumnmomu:

[ToBeyeTo nauUMeHTH, KOMTO ca MOTBJHAIH KIHHHYHO 3Ha4YMMHK konudectea HCIIBC, me
pa3BHAT HaH-MHOTO rajieHe, NOBPBILAHE, STHTACTPATHA GOJIKA WIH B NO-PEAKH CITyHaH JJHAPHS.
Bp3moiHH €a CHILO THHHTYC, rMaBoboNTHE H CTOMAILHO-YPEBHO KbpaeHe. [IpH no-ceprosHo
orpassHe ¢ HCIIBC, ToxcuiHocTTa 3acara LieHTpanHaTa HEpBHA CHCTEMA, KOSTO Ce TIPOABKBA
KaTO CBH/IMBOCT, MOHAKOTA MpeBL30yna, 3aMbIIEHO BHKAAHE H AE30pPHEHTALMA WIH KOMa.
Ilonskora nanMeHTHTE pa3sBHBaT KOHBYNCHH. B ciyuam Ha cepuosHo orpaBsane ¢ HCITBC
MOX€ Jig HacTbNH MeTabONMTHA alMA03a B YABL/LKEHO nMpoTpoMOunoso BpeMe/INR, BepoaTHo
ABDKAIIO C€ HA CMYLUEHHs Ha HHTepdepeHuHaTa ¢ (pakTopH Ha KoaryaanusTa. Be3mMoxHo e
Jia HaCTBILAT ocTpa OBOpeYHa HEAOCTATEYHOCT K YBpeXIaHe Ha yepHus apob. [Tpu acTMaTHim
€ Bb3MOXXHO ODOCTPAHE Ha acTMara.

Tepaneemurtnu mepxu npu npedosupane:;

Jlewenuero TpaOBa na ObAe CMMNTOMaTHYHO H MOMABMKAWIO, H BKIIOYBA MOJIbPKAHE HA
CBODOAHH JMXATENHH MBTUILA U MOHUTOPHHT Ha CHPACYHHTE M KH3IHEHMTE IOKA3aTETH IO
cTabunu3npaneTo UM. Mose Jja ce MOMHCAHM 32 IEPOPAHO NMPHJaTaHe HA AKTHBEH BbIJIeH, a
MPH HEOOXOAMMOCT KOPEKLMA Ha CEPYMHHTE eJIEKTPONIHTH, AKO NALMEHTLT NOCTBIH B pAMKUTE
Ha €HH 4ac OT MOTTBIIAHETO HAa NOTEHUHANTHO TOKCHYHO KonnuecTBO. KoHByncuuTe Tpsibpa
ia OBIAT JIEKYBAHK C HHTPABEHO3HO MPUICKEHHE Ha JMA3ETIAM W JIOpa3enam, ako ca YecTd
WM npoABUKHTENHH. [Ipy actma ce npunarar Gponxoawnararopu. Hama cneumucuyen

aHTUIOT Ha dhaypbunpodeH.

5 G®APMAKOJOIHYHU CBOHCTBA

3.1 PapmMaKoIHHAMHATHH CBOHCTBA

(DapmakoTepaneBTH4Ha rpyia: AMXATEIHA CHCTEMA, NPEMapaTy 3a rbpio, APYrH NpenaparH 3a
r'bPJIO.

ATC xomo: RO2ZAX01

@aypbunpoden e HCIIBC, npon3sonHo Ha NpONHOHOBAaTAa KMCENMHAa, KOWTO AeicTBa upes
HHXHOMpaHe Ha mpocraraaHavHoBaTa cuHTe3a. [lpu xopa ¢uypbunpoden nposessa cHiHm
AHANrCTHYHH, aHTHIIHPETHYHH K MPOTHBOBB3IAIHTE/IHH CBOHCTEA, a 8,75 mg Ao3a pasteopena
B M3KYCTBCHA CJIIOHKA NOKa3aHO MOHWXKABA NPOCTATJIAHAMHOBATA CHHTE3A B KYJTHBHpPaHH
YOBELUKHM PECITHPATOPHH KIIETKH. CropeR MpOoyYBAHMATA, M3NOI3BALM aHAJIH3 Ha nepHdepHa
KpbB, Qrypbunpoden e cMecen COX-1/COX-2 HXMOUTOP ¢ M3BECTHA CENEKTHBHOCT KBM
COX-1.

[lpenknMHUUHATE TpoyuBaHMs mnokasBaT, 4e¢ R (-) eHaHTHOMepa Ha dQnopbunpyden u
cepp3anuTe HCIIBC ofaexyasar Gonkara, xato peficTBaT BBPXY LEHTpanHaTa HepBHa

HHBOTO Ha rPpBOHAYHHA CTRIO.

v/
Enxokparna nosza ¢urypSunpoden 8,75 mg nocraseHa JIOKAIHO B I'bpOTO ) ¢ %
cMyueHe, ofsiexuaBa GONE3HEHOTO BB3MAIECHO I'bPIO, BKIIOYMTENHO MO Lo s
boiesHeHo repsio upes 3HauMTenHO HamanseaHe (LS cpeaHa paziuka B mm)
Ha HonkaTa BLB BL3ANAICHOTO I'bPJo OT 22 MAHYTH (-5.5 mm), ROCTHraliKu M




MHHYTH (-13.7 mm) 1 ocTaBaiik¥ 3HaYMTETHA B NPOABDKEHHE 10 240 MuHYTH (-3.5 mm),
BIJTIOWATEIHO H NALMEHTHA ChC CTPENTOKOKOBH H HE-CTPENTOKOKOBH HHPEKLIMH, HAMaNABaHe
Ha 3aTPYAHCHOTO mperyrbliaHe oT 20 MHHYTH (-6.7 mm), gocturafiki MakcuMym mpd 110
MHHYTH (-13.9 mm) 1 B nponskenue 10 240 MuHyTH (-3.5 mm) ¥ HaManNsABaHe Ha yCelLAHETO
3a NoAyTO repio npu 60 MuHyTH (-9.9 mm), focTHraiiku MakcumyMm npe 120 manryTH (-11.4
mm) ¥ B npoAs/kenue 10 210 MuHyTH (-5.1mm) npe3s 6-uacoBHs nepHoON Ha OLIEHKA.

/lBe MpoyuBaHHs 32 €(MKACHOCT C MHOTOKPATHH A03H H3MepBaT CyMara OT pa3fiMKHTe B
HHTeH3UTeTa Ha 6osKaTa (SPID mm*h) 3a 24 yaca, KOMTO MOKAa3BAT 3HAYHTENHO HAMAISIBAHE
Ha MHTeH3WTeTa Ha OoskaTa npH sp3nwleHo repao (-473.7 mm*h go -529.1 mm*h),
3aTpyAHCHOTO npernsilane (-458.4 mm*h no -575.0 mm*h) u nogyro repno (-482.4 mm*h no
-549.9 mm¥*h) cbC¢ CTATHCTHYECKH 3HAYUMO MO-TOJAAMO CYMapHO HaMaNieHHe Ha GONKAaTa Ha
BCCKH IMOYaCOB UHTEPBaN HaX 24 yaca 3a TPHTE napaMeThpa B CpaBHEHHE ¢ nauebo.

Jloka3saHa € 1 epHKacHOCT Ha MHOIOKPaTHH 103K ciel 24 uaca W Hax 3 JHHU.

3a NalMEeHTHTEe, NPHEMALIH aHTHOHOTHLH MPH CTPENTOKOKOBa MHOEKUMA, € HAGMONARaHO
CTATUCTHYECKH 3HAYHMO NO-TONIAMO 00NEeKYEHHE B HHTEH3UTETa Ha 6ONKaTa NpH BL3NANEHO
FbpJ1o, koraTo ca npueMany ¢urypounpodex 8,75 mg ot 7-us yac M cnes ToBa cel Mp1Uema Ha
aHTHOMOTHUH. AHANreTHYHUAT edexT Ha GnypGunpoden 8,75 mg He e HaMaNeH OT MpUeMa Ha
aHTHOMOTHLIM 32 JICYEHHE HA MALMEHTH ChC CTPENTTOKOKOBA HHGEKLHNS M BE3TANEHO CbpJIo.

2 4aca cjieq mbpBaTa A03a, ¢mypOunpoden 8,75 mg TabneTkn 3a cMyueHe OCHIypsBa B
3HAYMTE/IHA CTENEH HAMAIABAHE HA HAKOH OT CBbP3AHMTE CHMITTOMH C BB3MAJICHO IbpJio, B
TOBA YKCJIO0 Kauutuua (50% vs 4%), sary6a Ha anerur (84% vs 57%) u nosuineHa TeMneparypa
(68% vs 29%). Tabnerkara 3a cMyyeHe ce pa3TBapa B ycTara 3a 5 - 12 MHHYTH H OCHrypsBa
H3MEPHM YCMOKOABALL M MOKPHBALL eexT ciell 2 MUHYTH.

HeanaTpuvna nonyanus

He ca nmposexnanu crienuguynd npoyusaHus npu geua. [IpoyusanusTa 3a eduxacHOCT
OesonackocT Ha GaypGunpoden 8,75 mg Tabnerkn 3a cCMyueHe BKTIOYBAT IOHOUIH Ha BL3pacT
12 — 17 roguHu, BbNPEeKH Y€ MAIKHAT pasMep Ha W3BAJKATa 03HAYABA, Y€ HE MOTAT A2 Ce
NPaBAT CTATHCTHYECKH 3HAYHMH 3aKIIOYEHHA.

3.2 PapMaxkOKHHETHYHH cBoiicTBa

Abcopbuua

Qnypbunpoder 8,75 mg Tabnerkm 3a cmyueHe ce pasTBapaT 3a 5 — 12 MMHYTH W
¢rypounpoden necHo ce aGcopbupa, KaTo ce OTKPHBA B KPBBTa Ha 5-Ta MHHYTA, a HHKOBE
NIasMeHa KOHUEHTpaLUms ce pocTHrar 3a 40 - 45 MUHYTH clle/l IPWIOXKEHHE, HO OCTABaT Ha
CPeAHO HHCKO HHBO OT 1,4 pg/ml, xoero e npubnusurento 4,4 msTH NO-HHCKO OTKOJIKOTO 50
mg TabneTka 3a no3a. A6copGumsta Ha GuypSunpodeH Moxke Aa HACTLIM OT YCTHATA KYXHHA
MocpeACTBOM nacHBHa Audysud. CkopocTra Ha abcopGLma 3aBHCH OT iekapcTeeHaTa Gopma,
KaTO NMAKOBUTC KOHLCHTPALHH C€ NOCTUraT no-0up30 OT Te3U, NOCTUIHATY CJieq NMOMTbIaHE
Ha €KBHBAJICHTHA 1034, HO HMAT NOACOHU CTOMHOCTH.

Pasnpeaenenue

@nypbunpodeH 6bp30 ce pasnpenens U3 TAIOTO H € CBHP3aH B rojIAMa CTENEH C IUIa3MEHUTE
[IPOTEHHH.
Meraboauzbm / Exckpeliis

(birypbunpoden ce Metabonusupa riaBHO 4pe3 XMAPOKCHIMPEHE H ce eKCKpETap
Op6peumre. UMa eIHMHHAUHOHEH NONYKMBOT OT 3 40 6 uaca. dmypﬁunpocbeu n
B MHOT'O MaJIKH KONTH4ECTBA B KbpMaTa (no-Manko ot 0.05 pg/ml). [pubnusure

nepopainHara A03a ¢urypbunpodeH ce ekcKkpeTHpa B HENPOMEHEH BH.




CrneuranaHu rpyns

He ce nabmiomapa paznnka no orHoleHHe Ha (hapMaKkOKHHETUUHMTE napamMeTpH Mexay
MaUMCHTH B CTapvecka BB3pacT M MIaJH JOOPOBONUM ciiej| NEPOPATHO NPHIOKEHHE Ha
duypbunpoder Tabnerkn. He ca nonmyuyenn ¢apMakOKHHETHYHH NAHHU npy aeua noxy 12
FOAHHHM CNEA NpHIokKeHHe Ha Gumypbunpoden 8,75 mg; npunoxenuero Ha ¢ypbunpoden
CHpPONT H CYNO3HTOPHH HE MOKAa3BaT Pa3ziv4HA MO OTHOLWICHHE Ha (PAPMAKOKHHETHYHMTE
napamMeTpH B CPaBHEHHE C TE3H NPHU BL3PACTHHUTE.

5.3 IIpeakanHE9HM ZaHBH 3a GezonacHoOCT

Hama npeaxknvHHYMHW JaHHM OT 3HaYeHHE, OCBEH HHPOPMALIHA, KOATO BeYe € BKIIOYEHa B
APYTHTE CbOTBETHH PA3AEH.

6 ®APMAUEBTUYHH JAHHH

6.1 CnHChK HA DOMOIMAHATE BEIMecTRA

Maxporon 300,

Kanunes xuapoxcun (E 525),

AmonsgueH kapamen (E 150c¢),

Kypkyma (E 100) (cbappka nponunen ramkon (E1520) u [Tonucopbar 80),

Bryc Ha Mea M eBKanMnT (ChABPXKE apoOMaTH3MpaLIM npenapatv, HATYpPaJTHH
4pOMATH3HPAINM NpenapaTtd, apoMaTH3Wpalld BeulecTBa, TpdauetuH (E 1518),
nponuaeH rankoi (E 1520), Auusuno ankoxon, bensunos ankoxon, bensunbensoar,
bensunuuHamar, BeHswicanvumnar, I{uHaman, Llunamunos ankoxon, Llurpan,
I'epanmon, JlumoneH u Jluuwanoon ),

Auecyngam kanwuii (E 950),

Manturon teueH (E 965),

Hzomant (E 953).

6.2 HecnBMeCTHMOCTR

Henpunoxxumo

6.3 Cpox Ba rogaocr

3 roXHHU

6.4 Cueunajny yc/I0BHY 33 ChbXpaHeHHe
Jla ce cexpaHsBa npu TeMneparypa nog 25°C.

6.5 Bua B chabpkanue HA ONAKOBKATA

bsn, Henpo3spayeH 6nucrep PVC/PVAC/Al donuo. OnakoBku o 8, 16, 24, 32 wnu 36
TabNeTKH 3a CMYyYEHe.

He BcHuku onakoeky iiie 6baaT npeanarany Ha nasapa.

6.6 Creudansu npeanasHe MepKE NpA R3XBLPJIsHE H paboTa

Heusnon3saHUAT NeKapCTBEH MPOAYKT HIIH OTNAABYHMTE MaTepHanu
Jla C€ H3XBBPIAT B CHOTBETCTBHE C MECTHHTE M3HCKBAHMA.
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48 lancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PymbHus

HOMEP(A) HA PASPEINIEHHETO 3A YIIHOTPEFA
Per. Ne 20210329

JATA HA IIbPBO  PA3IPEHIABAHE/MONHOBSIBAHE  HA
PA3PEIDEHHUETO

17.11.2021

JATA HA AKTYAJIMIUPAHE HA TEKCTA
}OHH, 2025




