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4.2

UME HA JJEKAPCTBEHMS ITPOJYKT A0 A77 18 -12- 2025

Crpencuiic Uaren3zus Men u EBkanunt 6e3 3axap 8,75 mg Tabnerku 3a cMyueHe

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

KAYECTBEH U KOJIMMECTBEH CBCTAB

Beska Tabnerka 3a cMydeHe cbabpika 8,75 mg daypounpoden (Flurbiprofen).

[ IoMOLIIHM BELIECTBA C U3BECTHO JICHCTBHE:

H3omaut (E 953) 2032,18 mg/rabnerka 3a cMyuyeHe

Teuen manuton (E 965) 509,03 mg/rabnetka 3a cMydeHe
bensusios ankoxon 0.00169 mg/rabnerka 3a cmyyeHe
ApoMarty, CbAbpKaLlH anepreHu™

* BbB BKYCa Ha M€/l U €BKaJIUNT

3a MbJIHKSA CIUCHK HA MOMOIIHUTE BELIIECTBA BWXKTE TOYKA 6. 1.

JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe.

Kpbria, cBemiokapsasa 10 Kbjta TabsieTka 3a cMydyeHe ¢ JguameTsp 19 mm, c
MapKHpaH 3HaK OT JBeTe CTPaHHW Ha TabJieTKaTa 3a CMy4YeHe.

KJIMHUYHH JIAHHUA

TEPHHBBTI‘I YHH NOKA3ZaAHHA

Crpencwic TtableTKH 3a CMy4Y€HE ca IOKa3aHHW 3a KpaTKOCPOYHO CHUMIITOMATHUYHO
JICYEHHE TIPH 3a4EpPBEHO U OOJIE3HEHO BBH3MAJIEHO I'bPJIO TPH Bb3PacTHHU M KOHOLLIM Ha
M Haa |2 ronuHu.

JLO3HPOBKA H HAYMH HA NPHJIOKEHHE

J103MpoBKa

Heobxo1MMO € na ce npunara Hai-HUCKaTa e(heKTHBHA /103a 3a Bb3MOXKHO HaW-KpaTKo
BpeMe, HeOOXOMMO 3a OBJIa/IIBAHE HA CUMITTOMMTE (BHXK TOuka 4.4).

Bb3pacTHHU M FOHOLLIM HA W HaJl 12-roaMiliHA Bb3pacT:
Enna Tabnerka 3a cmydeHe ce cmyue/pa3TBaps 6aBHO B ycTara Ha BCEKHM 3-6 yaca
criope/l HeobxoaumocTra. MakcumyM 5 TabneTku 3a cMmydeHe 3a 24 yaca.

[IpenopbyBa ce TO3M NPOAYKT /A C€ U3IM0A3Ba MAKCUMYM TPH JIHH.

Jleua: He e nokasaH 3a neua noa 12 rouHH.

Crapuecka Bb3pacT: OOIM NMpenopbKH 3a J103UPOBKaTa He MOI¥



4.3

4.4

MOpajii CbUICCTBYBAlUMA OrpaHHYeH KIMHHueH onut. [lauwmenture B cTapuecka
BB3PACT Ca ¢ NOBHINEH PHCK OT CCPHO3HH MOCNEACTBHS OT HEXKEJIaHHW PeaKLMu.

Hapymena uepHoapobua ¢yHkums: [IpH naumeHTH ¢ Aeko 10 yMEpEHO HapylueHHe Ha
4epHOApoOHATA (GYHKLMA HE CE Hanara KOpekUMs Ha NO3MpoBKaTa. [IpH naumenTy c
TEXKA YEPHOAPOOHA HeJOCTATHYHOCT (rypbunpodeH € NpoTHBONOKa3aH (BX TOUKA
4.3).

HapymieHa 6u6peuna gynxuus: [Ipy nawdeHTH c deko 10 yMepeHo HApYLICHHE Ha
6B6peuHaTa GpyHKUMA HE ce HANara KOpPeKUMA Ha Ko3HpoBkaTa. [Tpu naumenTH ¢ Texka
6L0peuHa HepocTaTEYHOCT BaypOUNpPOdEH € NPOTHBOMOKA3aH (BX TOUYKA 4.3).

HauuH Ha npunoxeHue
3a OPOMYKO3HO MPUIOKEHHE H CaMO 38 KPATKOCPOYHa ynoTpesa.

Kakto mpu BcH4kM TaGlleTKM 3a CMyueHe, 3a 1a ce U36erHe JIOKATHOTO Apa3HeHe,
drypbunpoden 8,75 mg Tabnerku 3a cMyueHe TpaGea na ce ABHKAT B ycrara, 4OKaTo
ce CMYYar.

IIpoTRBODOKA3ANAA

® CBpPbXYYBCTBHTENHOCT KbM (UIypOUNpodeH WIM KbM HSKOE OT MOMOLIHHTE
BELLECTBA, H3OPOEHH B TOuKa 6.1,

e IlauueHTH, KOMTO B MHHANIOTO Ca NOKA3BAIM PEaKLMM HA CBPbXYYBCTBHUTEIHOCT
(Hanp. acTMa, 6pOHXOCNA3bM, PUHHT, AHIHOEAEM WIH YPTHKApHA) B OTrOBOp Ha
alleTHJICANHLWIOBA KucenuHa wik apyru HCITBC.

* AKTHBHa WIH NOBTApSHia C€ B MHHAJOTO MEMTHYHA A3Ba/KPBEOUINIMBH (ABa MIIN
[TOBCUE €TTH30/IH Ha KOKA3aHA A3B3) H HHTECTHHAJHA YJILIEPALHA.

e CromalHO-YpeBHO KbpBEHE HAM nepdOpalus B MHHAIOTO, TEXbK KOJIMT,
XCMOpAaruiHK WM XCMOMOCTHYHH HApYIIEHHA, CBbP3aHH C MPEAHIIHA TEpanus C

HCIIBC.
¢ llocneanus TpumecTbp Ha GpeMeHHOCTTA (BX TOUKa 4.6).

o Texxka cbpaeyHa HeOCTATHUHOCT, TexKa GBOpeuHa HENOCTATHYHOCT WM TEXKa
YepHOAPOOHA HEAOCTATBUHOCT (BXK TOUKa 4.4).

Crenuainn npenynpekaeans u Opexnasuy Mepksa nps ynorpeba

HexeNlaHHTe peakUMH MOraT ia GbAaT CBeleHH 0 MHHHMYM 4pe3 yrotpeba Ha Haii-
HHCKAaTa e(QeKTHBHA [03a 32 BB3MOXKHO Hal-KpaTKO BpeMe, HeoGXOAHMO 73a
OBJIAZABAHE HA CHMIITOMHTE.

Iayuenmu ¢ cmapuecka év3pacm

[laueHTHTE B CTapuyecka BBL3PACT MNOJYYABAT MO-YECTO HEXETaHU pPeakIiUd KbM
RCIIBC nexapcTeHH npoyKTH, 0c06E€HO CTOMALUHO-YPEBHO KbpBEHE U nepdopalus,
KOMTO Morar Aa 6baat daraiHm.




Pecnupamopnu napyuwenun:

bpoHxocnazhM MOXe Aa HAaCTHIM NMPH NAlWEHTH, CTPaJallld OT WIH C aHaMHe3a 3a
GponxuainHa actMa wiu aneprius. OypounpodeH TabneTku 3a cMydeHe TpaGBa fa ce
M3MOJI3BAT C MOBHILEHO BHHMaHHKE NPH TaKMBA MMALMEHTH.

Hpyeu HCIIBC:

Heobxoaumo e na ce usbsarsa ynorpebara va durypbunpodeH TabneTku 3a cMyuene
eqnospemenHo ¢ HCIIBC, sxmountenHo cenektuBHM  HHXMOHTOpM Ha
LIMKNIOOKCUreHasa-2 (B Touka 4.5).

Cucmemen aynyc epumemamo3syc u CMeCeH0 CoeOUNUMEHO-MbKARNO 3aborseane.:

[lalHeHTH Che CHCTEMEH JIYITYC epHTEMAaTO3yC M CMECEHO ChEeAMHMTETHO-THKAHHO
3a00NABAHE MOTAT A4 MMAT YBENMYEH PHCK OT aCEITTHYEH MEHMHIHT (BX TOYKa 4.8),
HO TO3H epeKT OOMKHOBeHO He ce HabmogaBa MpH JIEKApCTBA ¢ KPaTKOCpOYHa

orpaHu4cHa ynotpeba, karo ¢urypbunpoden Tabnerxu 3a cMyueHe.

Covpoeuno-cvoosu, 6vbpeunu u veproOpobru napywenus.

Hma nanuu, ve HCTIBC nprunHABAT HEPPOTOKCHYHOCT B pasiHuHK GOPMM B TOBa
YMCJIO MHTEPCTHHANIEH He(PHT, HePpOoTHYEH CHHAPOM H OBOpPEeYHa HeJOCTATHYHOCT.
Ilpunaravero na HCIIBC MoxXe Ha NpHYMHM N0303aBHCHMO TOHIDKEHHE B
00pa3yBaHeTo Ha NMPOCTArNAHAMHM M [a Opeau3BHKa ObOpedHa HEJOCTATHYHOCT.
[TaumeHTHTe B Hal-roNAM PHCK OT TaKaBa peakls, Ca TE3H C HAPYILUEHa Ob0Opeuna
(QyHKUHS, CbpEYHH HapyLUEHHS, YePHOAPOOHA HHCHYHKLMA, ALMEHTH, NpHeMalnu
AMYPECTHLIM U TE3H B CTapuyecka Bb3pacT; TO3M edexT, obaue, OOMKHOBEHO He ce
HaO/MioAaBa NpH KPaTKOCPOYHA OrpaHH4eHa ynorpeba Ha NPOAYKTH KaTo
baypbunpodeHn Tabnerku 3a cMyuene.

CBpOoeyro-cv006U U MOZBYHO-CHO0BY edekmu;

Heobxoaumo € nopuineno sBHuManue (06cnKNaHe ¢ Nexap Wi dapmalieBT) npeau na
3aM04HE JICYCHHETO HA MNALKMEHTH C aHAMHe3a 3a XHWIIEPTOHMA W/WIM ChpAEYHA
HCAOCTATBYHOCT KaTO 3aJphiKKA Ha TEYHOCTH, XMIIEPTOHHA M €AEM, 3a KOMTO ce
c100111aBa BLB BpB3Ka ¢ neyenue ¢ HCIIBC.

KNMHAYHH H3NHUTBAHHA W €MHAEMHONOTHYHH NaHHM COYaT, ue IPUIATAHETO HA HAKOU
HCIIBC (ocoGeHo BbB BUCOKH JO3H H NPH MPOAB/DKHTENHO JIEYEHHE) MOXKeE [a Hble
CBBP3aHO € JIEKO MOBHIUCH PUCK OT apTepualHy TpoMOOTHYHM cbOHTHA (Hampumep
HH(ApKT Ha MHOKapaa wiM MHCYAT). HAMa nocTaThyHo maHHH, 33 N3 ce M3KIIIOYH
TAKbB PHCK MpPH NpHIOKeHHE Ha QaypOunpoden B 1o3a 10 5 TabneTku 3a cMyudeHe
JIHEBHO,

Yepruoopobru napyuenun:
Jleka no ymepeHa yepHoapoOHa auchyHKLMA (Bxk ToukH 4.3 u 4.8).

Ecbexmu na nepenama cucmema:

['naBobonue HHAYLMpaHO OT aHANreTHLH: B ¢lydaH Ha npoaw/oxUTENHA yrorpeba Ha
AHAJITCTHIM HWIK YNOTpefaTa UM HM3BLH NpPENnOpbUBAHMTE NPEANMCAHHA, MOXKE 1A
HacTLOHU riaBobonHe, koeTo He TpabBa Oa ce JieKyBa ¢ NMOBHMILEHM JO3H OT TO3M
NIEKAPCTBEH NPOIYKT.

Cmomawro-«upesnu echexmu:
HCIIBC nexapcrsenn nmpoaykT TpabBa BHHMATENHO fa CE NMPHIAraT J
aHaMHE3a 33 CTOMalIHO-YpeBHH 3a0onaBaHus (YILIEPO3IEH KOJHT, 71
TBHH KaTo Te3u 3abonssanmna Morar J1a ce oGocTpaT (8% Touka 4.8)
HMa cboOieHHS 3a CTOMAIHO-YPEBHH KPBBOM3THBH, Y/ILCPALIMS
KOHTO Morar aa 6vaar daranHu, cebp3aHd ¢ Bcuukd HCIIBC




JICYCHUETO, ¢ WM Oe3 mpedynpedHTeNHH CHMITTOMH, WiH NpeIHllIHa aHaMHe3a 3a
CEPHO3HH CTOMALIHO-YPEBHH MPOOIEMHU.

PHCKBT OT CTOMALITHO-YPEBHH KPHBOMIJTHBH, Y/ILEpaliys WiH nepdopalimg € Nno-BUCOK
npy ynorpeba Ha no-Bucoku ao3u HCIIBC, npu naiMeHTH ¢ aHamHesa 3a A3Ba,
OCODEHO ¢ YCIIOXKHEHHS OT KPbBOHIIIHB WK nepgopanus (BXK Touka 4.3), KaKTo u npu
NaUMeHTH B CTapyecka Bh3pacT; obaye To3H edekt 0OMKHOBEHO He ce Habmoaasa npH
KpaTKOCpOYHa orpaHu4eHa ynorpeda Ha npoaykry kato ¢paypbunpoden tabnerku 3a
cMmyueHe. [lauueHTuTe ¢ aHamHesa 3a CTOMALIHO-YPEBHE TOKCHYHOCT, 0COOEHO KOraro
ca B cTapuyecka BBL3pacT, TpAbBa na ¢cHoOmaBaT HA MEAWLIMHCKHUTE CHELMAJIHCTH 3a
BCHYKH HeoOHYalHH CTOMALIHM CHMINTOMH ([IO-CIIEUMATTHO 38 CTOMANIHO-YPEBHH
KPBbBOHIIUBH).

[laueHtuTe Tpabea na OBAAT MOCHBETBAHM Aa ynoTpeOIBAT BHUMATEIHO TO3M
MPOAYKT € JIpYTH NEKApCTBEHM TMPOAYKTH, KOUTO MOXKE 13 YBEJHYAT PHCKA OT
yAUCpaLHsa WM KbPBEHE, KaTO NEPOpaTHH KOPTHKOCTEPOKAH, AHTHKOATyJaHTH KaTo
Bap(hapHH, CENEKTHBHM MHXMOMTOPH Ha OOpaTHMA 3aXBaT Ha CEPOTOHMHA WIIH
MPOTHBOTPOMOOTHYHH CPEACTBA KATO aLETWICATMLIMIIOB KHCEAMHa (BX Touka 4.5).

AKO HACTBNAT CTOMAWHO-YPEBEH KPbHBOUIIMB WIIH YiILIEpalMs NPH NAaLHEHTH, KOUTO
npHemar ¢Gurypbunpoden, neyennero Tpabaa aa 6bae cnpsHo.

Hepmamonozuunu edpexmu:

MHoro psaako ce cpobiiaBa 3a CEPUO3HY KOKHM PeakuUu, HIKOH OT TaXx daTajiHH, B
TOBA YHUCJIO EKCPOJIMATHBEH AEePMaTUT, CHHAPOM Ha CTHBLHC-IDKOHCBH M TOKCHYHA
CMIHACPMAlTHA HEKPOJIH3A, BbB Bpb3ka ¢ npuioxeHuero Ha HCIIBC (Bmxk Touka 4.8).
[TpneMsbT Ha GurypSunpoden Tabnerku 3a cMyueHe Tpabea aa 6bae NpeyCTaHOBEH IPH
TbPBaTa NMOABA Ha KOXEH OOpHB, JIHraBHYHM JIE3HH WIKH HAKAKBB APYr MPHU3HAK Ha
CBPBbXYYBCTBHTEMHOCT,

Kvpmene u napywen oepmuiumem npu Jicenu. BX ToUka 4.6.

Hugbexyuu:

Tni1 xaTo ca ZOKMANABAHK H30IHMPAHHU CITyHad Ha 00OCTPAHE Ha BB3NANCHHE, CBHP3aHO
C HHQeKIMS (Hanp. pa3BHTHE Ha HeKpoTW3Hpall (acuMHT), CHBNIAAANIY [0 BPEME C
ynorpebata Ha HCIIBC, 3a cHcreMHO npHIOXeHWe KATO Kiac, IpenopbyBa ce Ha
MALMEHTHTE Ja Ce€ KOHCYJATHpaT ¢ Jickap He3abaBHO, ako ce& MOABAT WIH BJOLIAT
MpU3HaUK Ha OakrepuHanHa WHQEKUMA MO BpeMe Ha JieueHHe ¢ Quypbunpoden
Tabnerky 3a cMyuene. Tpabea aa ce 06CHaAM HEOOXOAMMOCTTA OT NMpHIaraHe Ha aHTH-
UHPEKUMNO3ZHO AHTHOUTHOTHYHO JICUEHHUE.

B crry4aii Ha rHoeH 6akrepyuaneH GAapHHIHT/ TOHIWIHT, NIPENOPHYBA CE HA NMAUXEHTHTE
fla ceé KOHCYJITHpAT C JIeKap, ThbH Karo € HeoOXoAUMMO Ja ce HanpaBH NpPeOLEHKa Ha
JIEYEeHHETO.

MackHpane Ha CHMOTOMHTE HA NOMJICKAIMATE HHPEKIHA

ENHACMHONOrHYHHTE NpPOYYBAHMA TNOKAa3BaT, Y€ CHCTEMHHTE HECTEPOHIHH
npoTHBOBBL3NATHTENHH cpeacrsa (HCIIBC) Morar na Mackupar cuMnToMHTEe Ha
HHPEKIMA, KOETO MOXe Ja JOBeAe A0 3abaBiHe HA 3alOYBAHETO HA MOAXOAALIO
JIEYCHHE U B pe3yNITaT Ha TOBA — A0 BJIOLIABAHE HA M3XO0Aa OT HHOEKIPEST: g
HaObmonasaHo npu OaxrepuanHa NHEBMOHMA, nNpHAOOHTA B
DaKTepHaTHH ycI10)KHEHMS OT BapHliena. KoraTo ce npwiara Ctpenc
U EBKaIMNT M MauMEHTHT MMa MOBHIIEHA TeMIeparypa WIH
HHpEKLMA, C€ IpenopbuBa IPOcNeAaBaHe Ha MHGEKIUATA.




Hpoab/OKUTETHOCTTA Ha Ie4eHHETO TpAOBa Ja Ohle MAKCHMYM TPH JHH.

Xemamonozuunu ehexmu.

[lonobuo Ha apyrm HCIIBC, daypbunpoden moxe na uuxubupa tpomMGouuTHATA
arperaiys H Aa yIb/DKH BpeMeTo Ha KbpBeHe. Onypbumnpoden tabnerku 3a cMyueHe
TpabBa Na ce npwiaraT ¢ NOBHILICHO BHHMAaHHME NpPH MALMEHTH CBC CKJIOHHOCT KBM
aDHOPMHO KbpPBEHE.

Henonocumocm xem 3axapu:
HaipenTy ¢ peakM HacaeacTBEHH NMPOGIEMH KATO HEMOHOCHMMOCT KbM pyKTO3a He
TpAOBa a MpUeMaT TOBA JIEKAPCTEO.

AKO CHMNTOMHTE C€ BIIOWIAT WIH BL3HUKHAT HOBH CHMIITOMH, JIEYECHHETO TPAOBa Aa
Obae npeoueHEHo.

AKO ce MosIBH Jpa3sHEeHE B yCTaTa, JieYeHHeTo TPpAOBa [1a C€ NMPEYCTAHOBH.

Hpyzu npedynpexcoernus

[Topanu CbABPKAHUETO HA TEYEH MATHTOJ K H3OMANT MOXE 1a MMa cJ1ab0 H3pa3eHo
cnaburenHo necreme.

H3somanr n Teuen Mantuton umar Exepriina croiinoct 2,3 keal/g.

Tosa siekapctBo chabpika 0,00169 mg Bewsunoe ankoxon BBB Beaka TabiieTka 3a
CMYUEHe.

I'onemn obemu TpsaGBa na ce M3NONIBAT ¢ MOBHINEHO BHUMAHHE H CAMO &KO €
HeohXoaMMO, 0cobeHO MO BpeMe Ha GPEMEHHOCT UNH KbpPMEHE (BXK T.4.6) WiH Npy
NMALMEHTH C YepHOAPOOHO MM OBOPEUHO yBpekaaHe NOpaIH PHCKA OT HATPYNBAHE U
TOKCHUYHOCT (MeTabonuTHa almg03a).

BeH3HJIOBHAT AJIKOXON MOXKE @ MPHYHHHU JIEKO JIOKATHO Jpa3HEHE.

ToBa nekapcTBO ChABPXKA OBKYCHTEN C AHM3WIOB aIKOXOM, BeH3wnoB ankoxon,
benzunbensoar, benswnumnamar, berzuncanuumnar, Lunaman, [{unamanos ankoxon,
[lurpan, I'epanuon, Jlimonen u JluHanoon.

Te3u CbCTABKM MOraT Ja MPUYUHAT &JIEPrHUHH PEeaKLMH.

4.5 BiaumopelicTBHe ¢ JApYyrH JIeKAPDCTBEHH NPOAYKTH H ApyrHA ¢opMH Ha
B3AHMONECHCTBHE

Q.rypornpoden TpabBa na ce n3bgrasa kombananus c:

Lpyzu HCIIBC, | U3barsalite e€QHOBpEMEHHO NPHIIOKEHHE HA JBa WIH [OBEYE
BOYUMENHO HCIIBC, Tt kaTo ToBa MOXe Aa MOBMILKM PHCKA OT HEXEIAaHH
cerexmusHu unxubumopu | peaxuMu (0coGeHO Ha CTOMALIHO-YPEBHH HEKENAHH PEAKIIMH KaTo
HQ YUKAoOKCU2emasda-2: A3BH M KbpBeHe) (BX TouKa 4.4).

OCBeH ako JeKapAT HE € [MpenopsYal HHUCKH 034
Ayemuacanuyunosa ALCTHICATMLIMAOBA KHCEeNHWHA (He NoBeue oT 75k A

KUceauna (nucka 0o3a): KaTo TOBAa MOXE J1a YBEJIMYH PHCKA OT HEXeEJT
4.4).

P aypbuapaoden TpabBa a2 ce nNpRIara ¢ BEHManRe B KOMORHANAS C




HCITIBC nexapcTBEHH NpOAYKTH MOraT Aa 3acCHAST epeKTHTE Ha

Anmuxoazyranmu.

Y aHTHKOAryJIaHTH KaTo BappapHH (B TouKa 4.4).
Anmumpombomuyunu [IoBMIlIEH PUCK OT CTOMALUHO-YPEBHM A3BH HIIH KPHBOMUIIMBU (BXK
cpedcmea: Toyka 4.4).

HCIIBC Morat na Hamaist edekra Ha AHYPETHUMTE M HAa APYrH

aHTUXUNEPTEH3UBHU JekapcTBa. IIpM HSKOM nNaLMEHTH ¢

KoMnpoMeTHpana OBOpeuna oynkuua (Hanp. pexuapaTMpasHH

NALUECHTH WIH NMALHEHTH B CTapyecka Bb3PacT ¢ KOMIIPOMETUDAHA
Anmocunepmensussu Oubpeuna ¢yHxkuusa) enHoBpeMeHHoTO npunoxeHwe Ha ACE
nexapcmaa HHXMOHTOp WM  aHTaroHUcr Ha aHTHOTeH3uH-II cBe cpeacrsa,

KOWTO HHXMOHMpAT LHMKJIOOKCHIeHa3aTa, MOXKE Ja JoBele HO
(Huypemuyu, ACE | nonwinMTeNHO BROIIABAHE Ha 6n6peunara QyHKUNA, BKAIOYHTETHO
UHXUOUMOpY, H Bb3MOXHA ocTpa OBOpevHa HeJOCTATEYHOCT, KOSATO OGUKHOBEHO €
AHMA2ORUCIU Ha

anzuomensun-11):

obpatuma. Teszu B3aumopeiicTBua TpabGBa Aa ce BIUMAT nNoj
BHHMaHHE€ T[MpPH MNAUMEHTH, KOUTO npueMmar ¢aypdbunpodeH
eaHoBpeMeHHO ¢ ACE WHXUOUTOpM WIH aHTAaroHUCTH Ha
aHroreH3un-I1. 3aToBa xkomOunaumsaTa TpsOBa Aa ce npunara c
MOBUIIEHO BHHMaHKE, 0COOEHO NPHU NAaiMEHTH B CTApYECKa Bb3PACT.
[laumenture TpabBa na ObaaT anekBaTHO XWUApPATHpPaHU H
Ha0JIIOxaBaHH.

Moxe 21a NOBMINM PUCKA OT HEXENAHH PEaKIHH, OCOOEHO OT

Anxoxon:
KbPBEHE B CTOMALIHO-YPEBHUS TPAKT.
HCIIBC Moratr na ofocTpaT cbpAeyHaTa HEQOCTATBYHOCT, 7a
noHwxkar GFR 4 aa noBuiiaT HMBa —
Copdeuni 28uxoaudu i Ta HA TUIA3MEHHUTE [JIHKO3HAH
MpenopbuBa C€ aCKBATCH KOHTPOA U NPH HEOOXOAUMOCT, KOpEKLHA
Ha JO3HPOBKATA.
Luxaocnopun: [1oBHuIeH pHCK OT HEPPOTOKCHYHOCT.
ITOBHILIEH PHCK OT CTOMALIHO-YPEBHH S3BH HITH
Kopmuxocmepouou: P pe 3BM W KPBBOIHBH (B
TO4YKa 4.4).
Moxe fa NOBHILH CEPYMHMTC HHMBAa Ha JIMTHH — npenophpuBa ce
Jumui: aNCKBATeH KOHTPOl M  KOPEKHUMA Ha HO3MpOBKATA IpH
HEOOXOAMMOCT.
Ilpunaranero Ha HCIIBC B cpok or 24 vaca npeam Wi cneq
Memompexcam: MPUIOKEHHE HA METOTPEKCAaT MOXKE Aa JOBeAE 0 IOBHILEHH
KOHLIEHTPALIHH HA METOTPEKCAT U NOBUIICH TOKCHYEH edeKT.
HCIIBC ne tpabea na ce npunarar B npoaw/ikedne Ha 8 — 12 auu
Mughenpucmon: cien npunarade Ha mupernpuctod, T kato HCIIBC morar na
HaManAT edexra Ha MUPENPHCTOH.
{epopantu Cwobapa ce 3a npoMsHa
npomusoduaentiu o HI;I 2 e m.ql:,p AHa B Hi){ﬂa'ra Ha KpPBBHATA INTHOKO3a
cpedcmea: peniop® NPOBEPK).
Moxe Aa NOBULIH CEPYMHHUTE HUBA Ha (PEHUTOMH — NPENOpPHYBA CE
DeHumoun: af€KBaTEH KOHTPOJA W TNpH HEOOXOOMMOCT, KOpPEKIMs Ha

JO3HPOBKATA.

Kanuu-cvxpanssawju
ouypemuyu.

EaHoBpeMeHHaTa yrorpeda Moxe Aa NpeAU3BHKA XHUIEPKATHEMHS.

IIpobenuyuo
CYADuUHRUPQ30H:

JlekapcTBEHH  MPOAYKTH, ChIbPKALUH
CYI(PHHITUPA3OH, MOraT Aa 3a0aBAT ekcKpeL




JaHHM OT mpoyuBaHMs ¢ XKMBOTHM nokassar, ue HCIIBC
XUHOROHORY JIEKApCTBEHH NPOXYKTH MOraT [a IOBHILAT PHCKA OT KOHBY/ICHH,

CBBP3aHH C XWHONOHOBH 8HTHOMOTHUM. [lauMeHrTH, npHemalnu
anmubuomuyu:

HCIIBC 1 XHHONOHH, ca M3I0XKEHH Ha MOBULIEH PUCK OT NOABA HA

KOHBYJICUH.
CenexmusHu IloBHLIEH PHUCK OT CTOMAIUHO-YPEBHM A3BH WIH KPbBOM3IHBH (BXK
unxubumopu Ha | Touka 4.4).
obpamuus  3axeam Ha
cepomonut (SSRI):

BB3MOXHOCT 34 MNOBHIIEH DUCK OT HEPPOTOKCHYHOCT NpH
Taxponumyc:

eaHOBpeMeHHO npuiokenue Ha HCTIBC u Takponumyec.

[ToBulIeH PHCK OT XEMATONOTHYHA TOKCHYHOCT MPH €AHOBPEMEHHO
Juooeyoun:

npwiaraHe Ha HCIIBC u 3npoByasun.

Jlo cera HAMa nNpoyuBaHHA, KOMTO A4 MOKA3BaT HalMuWe Ha B3auMOIEHCTBUSA MEXIY
¢urypbunpogeH u TonGyTaMHa WK AHTHALMIH.

[leavarpyuysa nonynauys

HsamMa HalH4YHa JOTHJIHMTENIHA HH(pOPMaLMA.

4.6 DepTHIATET, HPEMEHHOCT H KbPMeHe

bpeMeHHOCT

HMHXHOHpaHeTo Ha NpOCTArIaHAMHOBATA CHHTE3a MOXeE ha HMa HebaronpraTes
edexT BepXy OpeMeHHOCTTa M/MnH eMOpuoHanHoTo/PeTanHo pasBuTHe. JlaHHM OT
CNUACMHONIOTHYHH [IpOYYBaHWA MOKAa3BaT MOBHIUEH PHCK OT CHOHTaHEH abopr,
CbpAEYHH MalQOPMAUXKH M racTpollH3a CJed NpuiaraHe Ha HHXMOGMTOp Ha
[POCTarNaHAHHOBHS CHHTE3 B paHHA OpeMEHHOCT. AGCOMOTHUAT PHUCK OT CHPAEYHO-
CBIOBU MalQOPMallHHK CE NMOBHILIABA OT Mo-Manko ot 1% ao npubnuszurenHo 1,5%.
CmsiTa Ce, Ye pHCKBT C€ MOBHILABA B 3ABHCUMOCT OT J03aTa H NPOABDKHTENHOCTTA Ha
aeucHHeTo. llpd XMBOTHM WMa f[aHHM, Ye NPUIIOKEHHETO HA HHXUOHTOp Ha
ApOCTarIaHAHHOBATA CHHTE3a BOAH 10 MNOBMLIEHA 3aryda npeau v cjiel MMIUIaHTaLUA
H 10 eMOpHo-peTanHa cMbpTHOCT. OcBeH ToBa ca HaGmonaBaHW MoBMILEH Gpoit
PasItiHH ManpopMaLii B TOBA YHCIIO CBPASHHO-CHAOBH, NPH KHBOTHH, HA KOHTO €
NaBaH HHXHOMTOP Ha NMpOCTarIaHAHHOBATa CHHTE3a [0 BpeMe Ha opraHoreHesara. [To
BPCME Ha ITbPBUA M BTOPUA TPHUMECTHP OT OpeMeHHoCTTa QuiypOunpoden He Tpabsa
Aa ce npuiara OCBEH B Cly4aWTe, KOTAaTO TOBA € HATOXHTENHO. AKO ¢nypSunpoden
CE M3MI0JI3BA OT KECHA, KOATO CC ONMHTBA Aa 3a0peMeHce WIH € B IIbPBHA WIH BTOpHA
TPUMECTBp Ha OpeMeHHocTra, mo3ata TpsGea Aa 6bJe BBIMOXKHO Hali-HHCKA M
NPOABDKUTE/HOCTTA Ha JICUEHHETO Bh3MOXHO Hall-KpaTka.

[lo BpeMe Ha TpeTHA TpUMECTBP OT OpeMEHHOCTTA, BCHYKH MHXMOMTOPH Ha
NpoCcTarnaHAWHOBATa CHHTE3a MOTAT [a H3JI0KAT

e eTyca Ha:
O  KapAHOMYJIMOHAJIHA TOKCHYHOCT (C APEXNEBPEMEHHO 3aTBapsHE HAa AYKTYC

apTepuo3yc M benoapobHa XMNIepTOHuS ),

o OwvOpeuna pmMchyHKUMA, KOATO MOXe Jja nporpecupa A0 ObnOpeuHa
HEeIOCTATBLYHOCT ¢ OJIMrO-XHAPOAMHHO3A.

® MaHlkaTa # HOBOPOAEHOTO, B Kpasd Ha OpEeMEeHHOCTTa, Ha:
O BB3MOXKHO YAB/DKaBAHC HA BPEMETO HA KbPBEHE — aHTHAJPATS
KOHTO MOJXKE Aa HACTBITH H [P MHOTO HHCKH JI03H;



O HHXUOMpaHe HAa MATOYHHWTE KOHTPAKLMH, KOETO BOAM [0 3a0aBeHa WIM
YIL/DKEHA POAWIHA ACHHOCT.

CnenosarenHo, ¢paypObunpodeH e NpPOTHBOMOKA3AH MO BpEME Ha TPETHA TPHMECTBP OT
OpemenHocTTa (BXK TOYKa 4.3).

Kbpmehne

B orpannyeHd npoyusaHus ¢uypbunpogdeH ce Mosrssa B KbPMATa B MHOIO HMCKH
KOHIICHTPaUHH U MAJIKO BEPOATHO TE Aa BIHAAT HeDJIaronpuaTHO HA KbpMaUeTo.

Bce nak, nopaau sw3moxuu Hexenann edextn Ha HCIIBC BBpXy KbpMmauero,
(paypbunpoden 8,75 mg TabneTku 3a cMydeHe He Ce NPenopbYBaT 3a KbpMEIiH Maliku
(BX TOuKa 4.4).

QepTUIHTET

Mma u3BecTHU [aHHM, Y€ JIEKAPCTBATA, KOMTO HHXHOHpAT UMKICOKCHreHasa /
NMPOCTArTaHAWHOBATA CHHTE3a MOXKE Ja TMPean3BHKAT YBpEXKIAaHE Ha IKEHCKHA
pepTUIHTET Ype3 Bh3ACHCTBHE BPXY OBYNALIHATA.

Toau edext e 0OpaTuM ciien NpeKpaTABaHe Ha JIEUCHHETO.

4.7 Edexrn BLpxy cnocofHocTTa 32 modupade B paboTa ¢ MAMHAAR

He ca mposexxaaHu npoy4BaHHA BBpXY criocobHOcTTa 3a wodupaHe u paborta ¢
MalllHHH. BB3MOXHH HexenaHM peakuun cnea npueM Ha HCIIBC Brmousar
3aMagHOCT, CHH/IIMBOCT Y 3PHMTEJHM Hapywienus. I[lpu HabmonasaHe Ha Taxkusa
peakiiMH naluMeHTHLT He TpAOBa Aa wodupa wiK paboTH C MalllKHH.

4.8 Hexes1ann JIeKAPCTBEHH PEaAKIHH

Hma cvobimieHus 3a peakuwd Ha CBpbXuyyBcTBHTENHOCT kM HCIIBC, xouro morar na
BKJIIOUBAT:

(a) He-cneuuguunu anepruyiHy peakury H aHaHIaKCH.

(0) PeakuWu Ha pecriMpaTopHUs TpaKT, Hanp. acTMa, BJIOIIABaHE Ha acTMara,
bpoHxocnaibM, JHCITHES.

() PazsiH4yHKM KOXXHHM peakilMn, Hanp. MPYPUTYC, YPTHKAPHS, aHTHOEAEM H [MO-PAAKO
eKChOJHATUBHA M OYyJIOZHH JE€pMATO3H (BKIKOUYHTENHO €NHAESPMAlHA HEKpOonu3a M

epureMa MyaTHGQODPME).

Bee Bpu3ka ¢ neuenue ¢ HCIIBC ce crobiiaBar ciyuau Ha efeM, XWIMEPTOHHA W
ChpAEYHA HENOCTATHYHOCT.

KAMHUYHM U3NHTBAHHMS W CNUIACMHOJOTHYHM JaHHHM MOKA3BaT, Y€ ynoTpebara HA HAKOH
HCIIBC (ocobeno BbB BHCOKH A03H H NMPH MPOABLDKUTETHO JieUeHHUE) MOxe aa Onae
CBbP3aHa ¢ JIEKO MOBHIIEH PHCK OT apTEpHANHH TPOMOOTHYHH cBOUTHSA (HanpuMep HHPApKT
Ha MMOKapZa MWiIM MHCYAT) (BXK Touka 4.4). JlaHHMTE ca HeAOCTAThYHHM, 34 Ja Ce HU3KIIOUH
TAKLB PUCK 3a PaypOunpodex 8,75 mg Tabnerku 3a cMyueHe.

COHCBHKDBLT HA HEXKEJIAHH JICKAPCTBEHH PEeaKNHH HMO-A0JY C€ OTHACH
ynorpeba na ¢purypbunpoden B no3uposka Karo 3a OTC npoayxr.




[lo-gony ca nageHu HekeNnaHUTE peaklLHH, CBEp3aHH ¢ QaypSunpodeH, rpymHpaHy Mo
CHCTEMA-OpraH Knac xknacHpukanysta ¥ yectora. YectoTtaTa ce onpeaens Kato:

(MHoro uectu (=1/10), uectn (>1/100 no <1/10), Heuectn (>1/1000 go <1/100), peaxw
(21710000 po <1/1000), mHoro peaku (<1/10000), ¢ HeM3BECTHA YECTOTA (UECTOTATA HE MOXKE
Ja Ce OLIEHH OT HAIWYHHUTE NaHHH))

Cucrema Opran Knac YecroTa Hexenann peaknnn
Hapywennsa Ha kxpeBra H HeusBecTHa AHeMHs, TPOMOOLIMTONEHHA
NUM{QHaTa cucTeMa
Hapymenus Ha | Peaku AHadunakTHuHa peakLHs
HMYHHaTa CHeTeMa HeussecrHa CBpBXYYBCTBUTEIIHOCT
IlcMxXwHuyHH HapyuwIeHUA HeuectH be3chHue
Hapytienus Ha HepHata | Yectu 3aMagHOCT, raBofonue, napecre3us
chcTeMa Heuectn CwHIUBOCT
Chpaeysn HapylLeHud HewssectHa CbpaeyHa HEJOCTATBYHOCT, EAEM
CbAOBH HapyLIEHHA HenssecTHa XHIIEPTOHMS
PecnupatopHy, rppaHH U | YecTH Pasznpazxeso repio
H
Meﬂ"a‘:{"“';a“ " Heuecty Oboctpsane Ha acTMa WM Opoxocnasbm,
Hapyll HAACTIHEA,  OpOopapHHIealHH  MeXypH,
(apHHreasHa XHNIOECTE3HS
F’mmaumﬂ- ypeBHd | YecTH uapus, 13BH B ycTaTa, raaese, 6ojiku B
HapyIeHUS YCTHATE KYXWHA, OpajiHa TlapecTe3ud,
opodapuHreaiHa bonka, OpancH
auckompopr (ycewaHe 3a 3arpsBaHe,
NMapeHe WIH H3TPbiIBaHE B yCTaTa)
HeyecTu Pasnyeane Ha kopema, KopeMHa Oonka,
KOHCTHIIALMA, CYXOTAa B YCTaTa, JUCIENICHS,
(natysienuns, rIOCOAMHMA, AMUCrEy3Hs,)
OpaJTHa IUCECTE3HUA, NMOBPBIIAHE
XenaToOunuapHu HeuspecTHa XenaTur
HapYLIeHHUH
Hapywenns Ha koxara 1 | Heuectn [Ipypuryc
MOAKOMHATA ThKAH HewussectHa Texxkn ¢opMH Ha KOXKHHM pPeaKUHH KaTo
OyNno3nM peakiiMi BKITIOYHTENTHO CHHAPOM
Ha CtupbHC-JKOHCHH, epUTEMA
MYATH(QOPM, ¥ TOKCHYHA eNuAepMaiHa
HEKPOJIU3a
Hapywenus or  o6uj Heuectu [Tupexcus, 6onka
xapakrep 4 edeKkTH Ha
MSICTOTO HA NPHIOKEHHE

CnofluaBaHe Ha MOAO3UPAHH HEXKEIAHH peakiiny

CpoOluaBaHeTO Ha MOJO3UPAHM HEXENAHH PEAKLHMW CleJl palpeluaBaHe 3a ynorpeba Ha
JCKapCTBCHUA TMPOAYKT € BaKHO. ToBa mno3BonsBa Aa npoamixd Hab ;
CHOTHOWIEHHETO MMOJ13a/PUCK 33 1EKAPCTBEHUA TIPOAYKT. OT MEAHLMHCKUTE
M3WCKBA JIa ChOOLABAT BCAKA MOJO3HPAHA HEXKEJIaHA peaKLHA Ypes:
HambnayTeNHa areHLUs 1o 1€KapcTBaTa
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4.9 Hpenoizupane

Cumnmomu.

IloBedeTo nauMeHTH, KOMTO Ca MOrBJIHANH KIMHHYHO 3HauWMH kommdectea HCIIBC, me
PasBUAT HAH-MHOTO raJieHe, NOBpPbILAHE, EMUracTpanHa 60JIKa WIH B NO-PEIKH CITyyaH AHapus.
B33MOMHH ca CBLIO THHHUTYC, INaBoGo/He H CTOMALIHO-YPEBHO KbpBeHe. [TpH no-cepuosHe
otpasane ¢ HCIIBC, TokcuuHocTTa 38CAra HEHTpaNTHaTa HEPBHA CHCTEMA, KOATO C€ MPOSABABA
KaTo CHHJIWBOCT, NOHAKOra NPepb30ya, 3aMBINIEHO BIOKAAHE H AC30PHUEHTALMA WIH KOMA.
[ToHskora naluMeHTHTe pa3BUBAT KOHBYJICHH. B ciiyyau Ha cepuo3Ho orpassne ¢ HCIIBC
MOX€ 1a HACTBITH MeTabONHTHA AUMI032 H YABDKEHO NPOTpoMGKHHOBO BpeMe/INR, BepoATHO
ABDKAILO CE& HAa CMYILEHUS Ha MHTephEepeHLMATA ¢ PaKTOPH Ha KoarynauHAaTa. Bb3MOKHO €
Ja HACTBILIT OCTPa ObOpeuHa HENOCTATEHHOCT H YBpEXIaHe Ha YepHUsa npob. IIpu acTMaTHIM
€ Bb3MOXHO 000CTpsHe Ha acTMarTa.

Tepanesmuynu meprxu npu npedo3upane:

Jleyennero 1paba na 6bae CUMITOMATHYHO M MOAXBPHKALIO, W BKJIIOYBA NOMTBPKAHE Ha
CBOOOAHM OMXATC/HH MMBTHILA U MOHMTOPHHT HA CHPICYHHTE U >KH3HEHHMTE MOKA3ATEMH IO
CTabWIH3HpaHeTo UM, Moxe na ce MOMMCITH 3a NMEPOPANHO NPHIATAHE Ha AKTHBEH BBIJIEH, 4
NpH HEOOXOAUMOCT KOPEKLIMA HA CEPYMHHTE ENIEKTPOIKTH, aKO NAUHEHTET NOCTHITH B PAMKHTE
Ha €AMH 4ac OT MONTbLIAHETO Ha NOTCHUHANHO TOKCHYHO konuyecTBo. KoHByNcHuUTE Tpabaa
Aa ObAAT IeKyBaHH ¢ MHTPABEHO3HO MPHJIOKEHHE HA AWA3ENaM WITH JIOPa3enaM, ako ¢a YecTH
WM MpOABUKMTENHH. Ilpn acTma ce npunarar Gponxomwiararopu. Hama creumduuen

aHTHAOT Ha ¢urypOunpodeH.

5 GOAPMAKOJIOI'TYHHA CBOHUCTBA

3.1 PapMaKoAHHAMHAYHH CBOHCTBA

DapmakoTepaneBTHYHA [PYTIA: AMXATEIHA CHCTEMA, MPeNapaTy 3a rbpiio, APYTH Npenapary 3a
I'BPJIO.

ATC kon: RO2AX01

Onypbunpoden ¢ HCIIBC, npounsBogHo Ha NMponMOHOBAaTa KHCENIMHA, KOWTO AelicTBa ypes
HHXUOMpaHEe Ha MpocTarnaHauHOBaTa cuHTe3a. [lpu xopa daypSunpoden npossssa cumHy
aHANINeTUYHH, AHTHMMPETUYHH U MPOTHBOBBLINAIHTEIHH CBOHCTBA, a 8,75 mg 103a pa3TBOpeHa
B HU3KYCTBCHA CJIIOHKAa AOKA3aHO MOHWXKABA MpPOCTAalJIAHAMHOBATA CHHTE3a B KYJTHBHPAHW
HOBELUKH PeCnHpaTOpHH K1eTKU. Criopel NpOyYBaHHATA, U3TTON3BAIIKM aHATH3 Ha nepudepHa
kpbB, QirypOunpoden e cmecer COX-1/COX-2 UHXHOHTOpP ¢ M3BECTHA CENEKTHBHOCT KBbM
COX-1.

IlpeaiMHMMHATE TIpOyuBaHWs nokassat, 4¢ R (-) eHawTomepa Ha duopGunpydeH 1
cebp3aHuTe HCIIBC obnexuapar Oonkata, KaTo AeiicTBaT BBpXY LEHTpanHara HEPBHA
CHCTEMA, MPECANOJAracMMAT MEXAHUIBLM € 4pe3 HHXHOMpaHe Ha uHayumpanus COX-2 Ha
HHBOTO Ha rpbOHaYHUSA CTHIO.

EnnoxpatHa nosa ¢aypbumpoden 8,75 mg mocraBeHa JIOKANTHO B I'bPIOTO OT/ZAGINFR:
CMyueHe, obliekyaBa OOJIE3HEHOTO BBH3MNANEHO T'bPIO, BKIIOYHTETHO MO -/ “'

GonesneHo repao ypes 3HauMTeNHO HamanapaHe (LS cpemHa pasnuka B mm) ":..
Ha 00/1KaTa BB BB3NANECHOTO PO OT 22 MHHYTH (-5.5 mm), JOCTHralKH MBKG



MHHYTH (-13.7 mm) ¥ OCTaBaiKH 3Ha4YMTEHA B NpoaBDKkeHHe 10 240 MuHYTH (-3.5 mm),
BKITIOYHTEHO H MALMEHTH CBC CTPEITTOKOKOBH W HE-CTPENMTOKOKOBH MH(EKIIMY, HaMaNaBaHe
Ha 3aTPYAHEHOTO npernbiiade oT 20 MHHyT# (-6.7 mm), nocTUraiky MakcumyM rpu 110
MHHYTH (~13.9 mm) 1 B npoabDkenne Ao 240 MunyTH (-3.5 Mm) H HAMANABaHE Ha YCEMAHETO
3a noAyTo repno npd 60 MunyT (-9.9 mm), gocTHraliky MakcuMyMm npd 120 MuHyTH (-11.4
mm) ¥ B NpoabDkeHye A0 210 MuHyTH (-5. lmm) npe3 6-4acoBHs NEPHO. Ha OLIEHKA.

JBe mpoyuBaHus 3a epHMKACHOCT C MHOTOKpaTHH Q03M M3MeppaT CymaTa OT pa3IMKUTE B
HHTeH3uTeTa Ha Oonkarta (SPID mm*h) 3a 24 yaca, KOMTO MOKA3BAT 3HAYMTEITHO HAMANSBAHE
HA MHTCH3UTCT2 Ha Oonkata npu Bp3naTeHO repiao (-473.7 mm*h mo -529.1 mm*h),
3aTPyAHEHOTO nperybiiade (-458.4 mm*h 10 -575.0 mm*h) u nogyto repno (-482.4 mm*h no
-549.9 mm*h) ¢be CTaTHCTHYECKM 3HAYUMO MO-TOJIAMO CYMapHO HAMAJIGHHE HA GOJKATA Ha
BCEKH 10YACOB HHTEPBAN HaA 24 yaca 3a TPHUTE NapaMeThpa B CPaBHEHHE C IUaledo.

JlokasaHa € ¥ epHKACHOCT Ha MHOTOKPAaTHH 034 ciien 24 yaca H Hag 3 OHM.

3a naLMeHTHTE, NPHUEMAIH AHTHOHOTHLWM TPM CTPENTOKOKOBA MHOEKUHA, € HabI0JaBaHo
CTATHCTHYECKH 3HAYHUMO TIO-TrONAMO 0O/eKYeHHEe B MHTEH3UTeTa Ha GONKATA IPH BBH3NATEHO
I'bpJi0, KOTaTo ca npuemai ¢ypbunpoden 8,75 mg ot 7-ua vac ¥ ciea TOBa cien nNpHeMa Ha
aHTHOMOTHLM. AHANITeTHUHUAT edekT Ha Qurypbunpoden 8,75 mg He e HamaneH oT npuema Ha
aHTHOMOTHLM 32 JIEUEHHE Ha MTALIUEHTH ChC CTPENTOKOKOBA HH(EKIUMA M BL3NAIEHO MbpIIO.

2 yaca cnen mbpeara f03a, ¢urypGunpoden 8,75 mg Tabnerku 3a cMyuene ocurypsea s
3HAYHTENIHA CTCNECH HAMAJIWIBAHE Ha HAKOHM OT CBbP3AHMTE CMMITOMM C BB3MAICHO IbPNO, B
TOBA YKCAIO KalllTHila (50% vs 4%), 3ary6a Ha anetut (84% vs 57%) W noBHllEeHa TeMIiepaTypa
(68% vs 29%). Tabnerkara 3a cMyueHe Ce pa3TBaps B ycraTa 32 5 - 12 MHHYTH K OCHIypABa
H3MEPHUM YCMOKOABALI M NOKpHBaill ePeKT clies] 2 MEHYTH.

Heanarpavysa nonynanus

He ca npoeexcaann cnenmduynu npoyusanus npu aeua. [IpoyusauusTa 3a eHKACHOCT K
OesonacHocT Ha dnypGunpoden 8,75 mg rabieTkH 3a cMyueHe BIUIIOMBAT IOHOLIM HA BBb3pPAacT
12 — 17 roasHy, BLIIPEKH Ye MAJKHMAT pasMep Ha M3BAAKATA O3HAYABA, Y€ HE MOFaT Aa ce
NPaBAT CTATUCTHYECKH 3HAYHMH 3aKITIOUEHHA.

5.2 PapmMakoOKHHETHYHH CBONCTBA

Abcopbliius

Orypbunpoder 8,75 mg Tabnerxn 3a cMyueHe ce pa3TBapaT 3a 5 — 12 MHHYTH H
(pypounpoden necHo ce abcopbupa, KaTo ce OTKPUBA B KPBHBTA Ha 5-Ta MHHYTS, a IHKOBE
1a3MEHa KOHUEHTpalUMa ce AoCTHraT 3a 40 - 45 MHHYTH criea MPUIOKEHHE, HO OCTaBaT Ha
CpeiHO HHUCKO HHBO oT 1,4 pg/ml, koero e npuOiusHTEenHO 4,4 NbTH NO-HUCKO OTKOJIKOTO 50
mg TabneTka 3a 4o3a. AGcopbunara Ha GurypGUTIpodeH MOXKe Aa HACTHIM OT YCTHATa KyXHHA
MOCPECTBOM TaCHBHA AMQy3HA. CkOpocTTa Ha aBCcopOUMS 3aBUCH OT NiekapcTseHaTa hopMa,
KaTO NUKOBHUTE KOHLUEHTPALIMH C€ MOCTUTAT Mo-Obp30 OT Te3W, MOCTHIHATU CJIEA NMOrThILaHE
HA €KBMBAJICHTHA 4038, HO HMAT NOJOOHH CTOIRHOCTH.

Pasnpenenenue

®ypbunpodeH 61p30 ce pasnpenend U3 TANOTO K € CBLP3aH B MONISMA CTENEH C MUIa3MEHHTE
NPOTEHHH.

Metabonusbm / EKckpeitms

OiypOunpodeH ce merabonuzupa IMABHO 4pe3 XHIPOKCHIHDAHE U C& EKCRPE
OBOpewmre. FiMa enMMHHAUHMOHEH NOMYXHMBOT OT 3 A0 6 yaca. Gaypbunpode ’

B MHOT'O MAJIKH KOIMUYECTBA B KbpMaTa (ro-Manko ot 0.05 pg/ml). [Tpuonususes
nepopanHara 103a quiypbunpodeH ce eKCKpeTHpa B HENMPOMEHEH B,




Creumanam rpynu

He ce nabmopnasa paiznuka no OTHOWEHHE Ha (hapMAKOKMHETHYHMTE MNAPAMETPH MEXIY
MAUMEHTH B CTap4ecKa BB3PacT ¥ Miald AcOpoBoaLKM ciel NepopanHo MpHIOKEHAE Ha
¢ypbunpogen Tabnerkn. He ca nomyuenn ¢dapmakoKMHETHUYHH JaHHM NpH aeua nom 12
FOAUHH Clell NpuioxkeHue Ha Qurypounpoden 8,75 mg; npwioxeHueTo Ha GnypSunpoden
CHPOM M CYMO3HTOPHHM HE MOKAa3BAT PA3/H4YMA MO OTHOLIEHHE HAa (PapPMAKOKHHETHYHHTE
napaMerpy B CPaBHEHHE C Te3H NPH Bb3PACTHHTE.

5.3 IIpeaxinaavaaH A2UHA 32 6ezonacHOCT

Hsama npeakiuHM4YHH NaHHH OT 3HA4YE€HHE, OCBEH MHAOPMAlM, KOATO Beye € BKIIOYEHA B
APYrUTEe CLOTBETHK pa3deliy.

6 ®APMAIEBTHYHHA JAHHU

6.1 CuHschLK HA NIOMOIIHATE BeMecTBa

Makporon 300,

Kanues xuapokcua (E 525),

AmonsueH kapamen (E 150c¢),

Kypkyma (E 100) (coawpia nponwien rauxon (E1520) u Ionncop6bar 80),

Bkyc Ha Mea W eBkanunT (CbAbpkKa apoMaTH3MpalllM TIPENapaTH, HATYpaHH
ApOMaTH3HpAallid MpenapaTd, apoMaTU3Wpallld BellecTBa, TpHauetiH (E 1518),
nponuiied rnukon (E 1520), Auusunos ankoxon, beusunos ankoxosn, bensun6enzoar,
bensunuuHamat, bensuncanuuunar, Iiuxaman, LMHaMWIOB ankoxom, Llurpan,
['epannon, Jlumoneu u Jlunanoon ),

Auecyndam kanuii (E 950),

Manturon TeueH (E 965),

Hiomant (E 953).

6.2 HechbBMECTRMOCTH

Henpwnoxkumo

6.3 Cpox na rognoct

3 rOOMHH

6.4 Cnennajnn yeJIOBAS 34 ChXpaHeHHe
Ja ce cexpaHaBa npu TeMnepatypa noa 25°C.

6.5 Bua ¥ chabpAanHe HA ONMAKOBKATA

bsn, Henpoapauen 6nucrep PVC/PVAC/Al donmo. Onakosku no 8, 16, 24, 32 uiu 36
TabyieTKH 3a CMYy4eHe.

He Bcuukm onaxoBkH e ObaaT npeanaraly Ha nasapa.

6.6 Coensainnm npeAna3HH MEPKA NPH H3XBLPASHE B paGora

HeHu3non3paHUsAT JIEKAPCTBEH MPOAYKT WM OTNAABLYHHTE MaTepHAT
A2 CC H3XBBLPJAT B CHOTBETCTBHE C MECTHHTE U3HCKBAHHA.
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