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KPATKA XAPAKTEPUCTHKA HAHP

1. HME HA JIEKAPCTBEHUWA ITPOAYKT PaspeweHue Ne’

Acrrpur Komnnekc Tornya Hamarka 500 mg / 30 mg rpasyna gi”ﬁgﬁﬁpﬁﬁﬁaﬁycnemnﬁ -

Aspirin Complex Hotdrink 500 mg / 30 mg granules for oral suspension

2. KAYECTBEH H KOJTMYECTBEH CbhCTAB

Besiko caine chappka 500 mg aneTnincanuumMioBa kucennHa (acetylsalicylic acid)
1 30 mg nceBaoedeapHHOB Xunpoxsopux {pseudoephedrine hydrochloride)

IIoMOIIHO BEIECTRBO C H3BECTHO ASHCTRHE:
Beako carie crIbpia 2 g 3axaposa.

3a MBJIHHA CIIMCHK Ha NOMOIHHATE BEIIECTBA BHGKTE TOYKA 6.1

3. JIEKAPCTBEHA ®OPMA

I'panynu 3a nepopaiia CyCreH3Hs

Benu 1o #bATEHHKABH rPaHyIH

4. KJIHHHYHH JTAHHU
4.1 TepaneBTHYHH NOKA3AHHA

CHMNTOMATHYHO JIEYSHHE HA HA3aJIHA/CHHYCHA KOHIeCTHsS (PHHOCHHYHT) ¢ OoONka H NOBHILIEHA
TeMIepaTypa, CEbp3aHH ¢ OOILH IPOCTYAHH W/HAK IPHIIOTION00HH CHMIITOMHE.

42 Jlo3upoBKA H HAMHH HA IPHICKEHHE

EOBHQOBK&

Buo3pacmuu u tonowu (16 200unu u no-zonemuyj:

ChIobpkaHHeTo Ha 1-2 camnera (cworsercTBawo Ha 500-1000 mg aueTicammuiosa kueeanna / 30-
60 mg ncernoedeApHHOB XHIPOXIIOPHA)

Axo e HeoOXoaHMO, eJHHHYHATA [032 MOXKE Ja Ce TMOBTAPH, CIIOpell HYXKAaTa, Cliejl MHHUMAJICH
nepuog ot 4 vaca. He TpaGea na ce Haax®Bepns MakcHMallHa [HEBHA /032 OT 6 camieta
(cvorBercreaina Ha 3000 mg aueTwicammpwiosa kuceimHa / 180 mg  mcepnoedenpHHOB
XHIPOXJIOPHA).

Acnupun Komivteke Tona Hamirka se TpaGea fa ce npdeMa moseue oT 3 gHH 6e3 KOHCYATaUms ©
neKap.

KoraTo efluH OT CHMIITOMHTE € CHJIHO H3pa3cH, ¢ DO-MOIXOAAIO JIEYeHHE C MOH!

Heouampuyna nonyaayus



Acnupun Kommneke Torna Hanurka He ce npenopnuea 3a ynoTtpeba nps feua | I0HOIIH HA BB3pacT
nox 16 romuEH oceeH Mo cHBET OT nekap. Ilopagu orpanuuenus onut ¢ Acrpud Kommneke Tonna
Hanvrka npy nena 1 1oHOmM He MOXKe Ja ce paje chnelM(iyYHa Mpenopeka 3a J03HpaHe.

MManuenTy ¢ yepHoapobHO yEpEKaaHe
ALCTUACANTMIMIORATA KACSJIMAA TpAOBA Ja ce M3NON3BA BHHMATEIHO TIPH MALHEHTH ¢ YBPCACHA
yepHoapobHa GyHKLMA. (BXK. ToOuKa 4.4)

ITauuenTH ¢ 6E0peuHO YBpekaaHe
AneTHncanHUMIOBaTa KHCeNMHa TpAOBa [a ce H3MOA3BA C NOBMUICHO BHUMAHMC TIPH MALMEHTH C

yEpeseHa 6E0peuHa (PYHKIHMA HIHM YBpEdeHa ChpAeUHO-ChA0Ba LHpKynatua. (BX. Touka 4.4)

Hauun Ha nprioxenne

Ilepopanno nprnoxenue.

Acimupun Komivieke Tomwna HanuTka TpsaOea Oa ¢ CyCIeHMpa B Yalla [opeina, HO He KUNAA BONA.
Jla ce mpHema camo ¢JIe]l OXNKAAHE A0 TEMNEpaTypa, NOAXOAsfina 3a NHeHe. ['panylHTe He ce
pasTBapAT HAIILITHO,

43 IIporHBOmOKA3ZARHA

. CBpPBXUYBCTBHTEAHOCT KBEM MCEBAOe(epHH, KbM AlCTWICATHIMIOBA KUCETHHA HIIH
NPYTH CATMLIIIATH, HITH HAKOE OT NIOMOLIHHTE BelecTBa, #u30poeHH B TouKa 6.1;

e  AHaMHe3a 32 acTMA, MPEJM3BHKAHA OT NMPHJIOKEHHETO Ha CaafLWIATH HITH BELIECTBA C

nonobHo peiicTBHe, 0c00EHO HECTEPOMIHH NPOTHBOBB3IIAITHTEIHH CPEACTRE;

AKTHBHH S3BH Ha CTOMAIIHO-YPEBHHA TPAKT;

Xemoparauna guartesa;

bpeMmeHHOCT;

Knpmene;

Tezxka yepHoApoOHA HELOCTATEYHOCT;

Texka 61.0peuna HENOCTATEYHOCT;

Texxa cepaeyHa HEIOCTATEYHOCT;

Kom6HHaLms ¢ METOTpeKcaT B 03 OT 15 mg/ceqMULIA HITH TIO-BUCOKH; TOUKa 4.5.

Texra xUnepToHHs;

Texko 3abonaBane Ha KOPOHAPHHUTE APTEPHM;

Jleuenne ¢ HHXHOKMTOPH HA MOHOAMMHOOKCH/IA3a Iipe3 NpeIeCTBALHTS IBE CeAMULIH;

TecHOBIBIHA TIayKOMa,

3aabpiKaHe HA YpHHA.

44 CHoenHaNHu NpeiynpexaeHAs H NPeANa3HA MEPKH HPH yHoTpeba

CHIOBTCTBAIND AeYEHAE ¢ AHTHKOATYJIaHTH; ToUKa 4.5,
AHaMHe3a 3a CTOMAINHO-UPERHHM A3BH, BKJIFOUHTENHO XPOHHYHA HIIH pelMAHBUpAINA
s3peHa DONeCT, WIH aHAMHE3A 33 CTOMALTHO-YPERHO KBPBEHE;

e  [lammeHTn ¢ yBpeneHa 6nbpeunHa ¢byHKUMA WM OONMHH C YBpeleHa ChpPACYHO-ChAOBA
¢yHkuus (Hanp. 6u0peuHo cpaoBo 3abonspaHe, 3aCTOMHA CHPACYHA HENOCTATHYHOCT,
HaMmalied o0eM HAa KPLBTa, TOJSAMA onepauus, celcHc WIH TOJeMH XEMOparuyHH
CHOMTHS), Thii KATO MPOMYKTA MOXE JOMBIHHTENHO [a YBSJIHYM pHcKa OT Onbpeuno
yBpeKIaHe U ocTpa OB0pevHa HeHOCTATHYHOCT;

*  VppeneHa uepHoIpoOHa yHKIUS;

. brbpeuna TyOynHa amunosa nmopand HarpyneaHe Ha PSE n noeuiue
peaKLum;

. CBpBXIYBCTBHTETHOCT KBM AHANTeTHITH / TPOTHBO!
TIPOTHBOPEBMATHYHH JICKAPCTREHH NMPOIYKTH HITH IPYTH aJlepreHH;

"



¢  XUNepTApeoHOH3BM, JIeKa JI0 CPETHO TEKKA XWIIEPTOHMS, 3aXapeH JHabeT, McxeMUuHa
GojlecT Ha CHPIETO, MOBHMINGHO BBTPCOYHO HansraHe (rnaykoma), xuneptpodua ma
TIPOCTATATA WAH YYBCTEHTEIHOCT KbM CHMIIATHKOMHMETHYHH CPe/CTBa,

. TTaLMEHTHTE B CTAPYECKA BB3PACT MOKE J1a Ca 0cOOEHO UYBCTBUTENHN KBM €(DEKTHTE Ha
ncepJoedepHH BEPXY USHTPAIHATA HEPBHA CHCTEMa.

ANETHNCATHIMIIOBATA KHCEITHHA MOJKE NIa OTKIIICYH OpOHXOCIA3bM H Aa IPeJHM3BUKA NPHCTHIIH Ha
aCTMa WM JPYTH PeakiMH HA CBPBXUYBCTBHTEIHOCT. PHCKOBH (akTOpH ca HAMYHe Ha GPOHXHAIHA
4CTMA, CEHHA XPeMa, HAa3alHM TONMIM WK XPOHMMHO pecrimpaTopHo 3afonseane. Topa ce OTHacs
CHINC M 38 MALMEHTH ¢ ANEPrHYHH PCAKUMH (HATIP. KOYKHH PEakIMH, ChpOex, YPTHKapHs) KbM ApYTH
BellECTBa.

[Topamu MHxHOHTOPHUS edeKT BBPXY arperalaTa Ha TPOMOOLMTHTE, KOATO MEPCHCTHPA HAKONKO
JAHA CIel NpHACKEHHETOAUETIHICAIHIMIIOBATA KHCETHHA MOXC Ja JoBefie A0 TeHAESHIHA KbM
3aCHIIEHO KBPBEHE 1O BpeMe Ha W Cliel XHPYPrHYHH onepalu (BKIIOYMTENHO MAIKH ONepaitiy,
HATP. €KCTPAKIA Ha 350).

B uwrckn nozu aleTHICATHUIHIOBATAa KHCEIHHA HaMalliBa €KCKPCLHATA Ha THKOTHATa KHCCIHHA. Tora
MOXKe Ja OTKIKOYH Ioaarpa NpH MalHeHTH, KOHTO HMAT CKIIOHHOCT KbM MOHEDKCHA CKCKPEUHA Ha
NMHKOYHA KHCCIIHHA.

XponnyHata ymoTpe6ba na avanreTHuM (ocofeHo KOMOMHauMM Ha pasnuaan  0GesbonABally
JiekapcTBa) Moxke TpaliHo Ja yepeau Os0peunTe (aHanreTHYHa HedponaThs).

Acrupun Kommnekc Tomna Harmurka ceaepska 2 g 3axaposa B came (exeupaneHtHa Ha 0,17
BBITIEXMAPATHH eMHAIM). Tora Tpafiea fa ce AMa NIPEABUA NpPH NALMCHTH OB 3axapen nnaber.
INauueHTH C© pefKH HACNEACTREHH MPOOIIeMH Ha HEMOHOCHMOCT KbM (pyKTO3a, TITIOKO30-TalaKTo3Ha
ManabcopOuua HITH CyKpasa-H30ManTa3zHa HeZIOCTaTEHHOCT He TpOBa Ja NpHeMAaT TOBA IeKapcTRO.

[lpu maummeHTH, CTpajamy OT TEKKa TTIOK030-6-pocdar aexupporenasna (I'6M]]) HenoCTaTRYHOCT,
alleTIICATHLMIOBATA KHCEIMHA MOXKEe J[a MPCOM3BHKA XEMOJIH3a HIH XEMOJMTHYIHA aHCMAL.
q}aKTopH, KOHTO MOKEe [a YBCIHYAT PHCKa OT XCMOJH3a, ¢a Hallp. BHCOKH [O03H, MOBHUIICHA
TEMNIEPATYPA Wiu OCTPY mHbekipn.

Texxku KOXHH PeaKLHH KaTo OCTpa NeHepanu3HpaHa ex3aHTeMaTo3Ha myctynosa (AGEP), moxe na
BB3HHKHE [IPH MPOAYKTH, ChABpKaw neesaoedenpud. Tozs ocThP MycTyno3eH o6puB MOXe Jia ce
MOABH B PAMKHTE HA ITBPBUTE 2 IHH OT JICYEHHETO, C IOBHIICHA TeMIIEPaTypa H MHOroOpoHHu Mankwy,
NpeIUMHO He(ONHKYTAPHH MYCTY)IH, Bh3HHKBAIIH BEPXY ODIIHPEH €IEMAaTO3EH EPUTEM H
JIOKAMTH3HPAHH IJIABHO B KOKHUTE I'EHKH, O TOPCa M ropHATe KpaiHAIH. [TaupenTuTe Tpsabea aa ce
HabmoaaBaT BHUMATEHO. AKC ce MOABAT IPH3HALM M CHMITTOMH KaTO IMUPEKCHS, EPATEME HITH
MHOKECTBO MAIKH IIYCTYIH, NpUiokenneTo Ha Acnupun Kommeke Torna Hamrka TpatGea na ce
NPCYCTAHOBH M aKO € HeOGXO0IMMO, A4 Ce B3eMaT NOAXONAIH MEPKH..

HcxemudeH komHT
CrobmeHH ca cryyad Ha HCXEMHYEH KONTUT npH ynotpeba Ha ncesjoedeapuH. AKO Ce pasBHe
BHe3aITHa kopeMHa 60/Tka, peKTalHO KbPBCHE WIH APYTH CHMITTOMH Ha HCXeMHYEH KOJTHT,

JIEYEHHETO ¢ ncerioedenpuH TpaOBa fAa ce MpeyCTAaHORH H Ja & MOTEPCH KOHCYIITAllHs C Jiekap.

Hexemutina omrmiyHa HEBPOIIATHA

Homy4enn ca croBmeHHA 33 CTydau Ha HCXeMHIHA OIITHIHA HEBPOIIATHA TIPH NCEB
IlceBaoedenpuH TpaOBa na ce TpexpaTH, aKko ce MOABH BHe3arHa 3aryda Ha 3peHH!
HaMalleHHE Ha 3PHTE)IHATa OCTPOTA, KATO CKOTOMA.



CrnopTHCTHTE Tpa0Ba JIa 3HAAT, Ye TO3M JIEKAPCTBEH MPOLYKT MOXKE Ja MpeTH3BHKA MOJIOMUTENHA
cakIiHa Ha "aHTH-IOTMMHTORH" TeCTOBE.
p

TeapaTpHyHa NonoyIamus
ChlneCTRYBa BE3MOIKHA BPH3Ka MEKILY aLETWICAIMLIOBATA KMCEIHHA H CHHApoMa Ha Reye, Koraro
ce TIpHara IpH JeLa | KOHOIIY 3a BUpPyCcHa HHDEeKIMS CbC WK 6e3 IOBHINCHA TEMIIepaTypa. Tlopanu

TOBa, He HaBaiite Acnupun Komnneke Tonna HanuTka Ha felia i FOHOIIH mox 16-rogMmuia Bu3pacT
OCBEH 10 CHBET Ha JieKap.

45 BiaumopeiicTBHE ¢ IPYTH NeKAPCTBeHH NPOAYKTH M ApYyrd (opME Ha B3auMoJeciicTBHE

[IporrBONOKa3AHH KOMOHHAIMK {BIK TOYKA 4.3):

MeroTpekcar, mpunaras B 03 OT 15 mg/ceIMHIIa HIH TIO-TONEMH:

[ToBKIIEHA XEMATOIOTHYHA TOKCHYHOCT HAa METOTpeKcaT (HaMmaneH Op0peyueH KIMPBHC Ha
METOTPEKCAT OT NIPOTHBOBE3MAIMTEIHETE CPEICTRA TIO IPHHLIMII M H3MECTBAHE HA METOTPEKCAT OT
CBBP3BAHETO MY ¢ [LIa3MEHHUTE NPOTEHHH OT CATHLIAIATHTE).

[TpunoxeHHe Ha HHXUOUTOPH Ha MOHOAMHMHO okcHasara (MAOQI) npe3 npeAmecTBALIATE 2 CEMHLM
IIOBHINABA PHCKA OT CHPASHYHO-CHAOBH HEXKETAHH CHOMTHS (Hamp. APHTMHESA, XHIICPTCH3HBHH PeaKiiHy)

KomOuHanyy, Hanaramm Npenna3zHd MCPKH I1pH yrioTpeda:

MeToTpekcar, MpHiaran B 1034 o4 15 mg/ceMHna;

IMosuiIeHa XEMATONIOMHYHA TOKCHYHOCT Ha METOTpeKCaT (HamarneH Gp0peueH KIHPHHC Ha
METOTPEKCAT OT NPOTHBOBL3NANUTEIHHTE CPEICTBA IO IIPHHITHIT H H3MECTBAHE HA METOTPEKCaT OT
CBBP3BAHETO MY C IUTa3MEHHTE MPOTEHHH OT CATHIULTATHTE).

AHTHKOAryJIaHTH, TPOMOOIHTHIH/IPYTH HHXHOUTOPH Ha arperaliiaTa Ha TpoMOOIHTHTE /
XeMOoCTazarTa:

[ToBHILIEH PHCK OT KBPBEHE.

Jpyru HecTEpOMIHHA NPOTHBOBLIIATHTE/IHE CPEICTBa ChC CATHIHIATH
TTOBHIIEH PHCK OT A3BH H CTOMALIIHO-UPEBHO KBPBEHE MOPAIH CHHEPrHYeH edexT.

CeneKTHBHH HHXHOHTOPH Ha 06paTHOTO MoeMaHe Ha cepoToHdHa (SSRIs):
IToBuuIeH pHCK OT KEPBEHE OT TOPHKTE OTAETH HA CTOMALIHO-YPEBHHA TPAKT MOPaIH EBEHTYaICH
CHHEpraueH eexT

JMroxcHH:
ITnazmMeHuTre KOHIICHTpPAaMH Ha JUIOKCHH Ca MOBHINCHH NMOpaaH HAaMalICHa Gbﬁpetma EKCKpEenns.

AHTHIAAOETHH CPEACTBA, HAND. HHCYJHH, CYN(haHITypeiHH IPOMYKTH:

3acHeH XUNOITTUKEMHYCH edekT npsd BHCOKH 03 Ha ALECTHICATHIHMIOBATA KHCEIHHA TOCPCICTBOM
XHIIOCTHKEMHUYHO AeHCTBHE Ha alieTHICATMIHIOBATA KHCEIMHA H H3MECTBAHE Ha CyJIpaHHTypeHHHS
HPOIYKT OT CREP3BAHETO MY € IUTA3MEHUTE IIPOTEHHH.

JKypeTHIIH B KOMOMHAIMSA ¢ aLETHICAIHLMIOBA KHCEAHHA:
Hamanena riaomepyiiHa ¢untpaus nocpescTBOM HamaneHa Os0peduna CHHTE3a Ha Npog;

CHCTEeMHH TIIOKOKOPTHKOHAH ¢ H3KIIOYEHHe HA XHAPOKOPTH3OH, H3TION3BaH KaTo 3
Tepanya NpH AAMCOHOBA BoecT:




Hamanenu KP'BEHH HHBA Ha CATHITHIIATHTE 110 BPEMe HA JIEYEHHE © KOPTHKOCTEPOHIH H PHCK OT
OpeO3Upale HA CATHUMIIATHTE Cllel] KaTo ¢¢ Cpe TORA JIEUEHHE [IOCPESACTBOM 3aCHJIEHO
CIIHMHHHPAHC Ha CATHIHIATATE OT KOPTHKOCTCPOHINUTE.

Huxubutopu Ha aHrHOTEeH3UH-KoHBepTHpauKa eH3HM (ACE) B koMOHHAIKS ¢ aUeTWICAIHIUIORA
KHCEJIMHA:

Hamanena raoMepy/iHa QUATpaLys HOCPEICTROM HHXHOHpaHe Ha Ba30/MIATATOPHHTE
npoctarnanaiHd. OcBeH TOBA, HAMAJIEH AHTHXMIICPTEH3HBEH ¢(eKT.

Bannpoera kucenuna:
INopHIIeHa TOKCHYHOCT HA BANINPOSBATA KUCEHHA NOPaJH H3MECTBAHE OT CBBP3BAHETO C ILIA3MCHHTE
TMPOTEHHH.

Anxoxon:
[lorHIIeHO yBpeXkaaHe HA CTOMALTHO-YPEBHATA JIMTABMLIA H YABDKEHO BPEME HAa KBPBEHE I10pald
agUTHRHY €(eKTH Ha aleTHICATUIMIOBATA KHCETHHA M AJTKOXOIIA.

VYpukozypuim, kato Harp. ben3dpomapoH, npodenerma:
HamaneH ypukosypuueH edexT (KOHKYpHpaHe 3a eNTHMHHHpaHe Ba MMKOUHATA KHCE/IHHA Mpe3
6B6peuHuTe TYOYIH).

AnGyrepon TabneTku:
3acuneane Ha edexTHTE (eKk3auepOallHa Ha CBPASTHO-CHAOBHTE HExKeNaHH e(eKTH); TOBA HE
H3KJII0YRA TIpeANa3inBa YIoTpeda Ha aepo30/cH 6pOHXOIHIATATOP OT afApeHePriHIcH THIL.

AHTHAEIPECaHTH
3acunenu edexTy.

Apyrd CHMIATOMHMETHYHH JIEKapCTBA.
3acuneHu edexTH.

AHTHXANEPTCH3MBHH JIEKapCTBa KATO TBAHETHIMH, MeTHIIONa, B-6mokepw:
Hamanenu edexty.

4.6 PepTEIHTET, (peMEeHHOCT H KLPMEHE

bpeMenHocT

Toil KaTO HAMA JaHHH OTHOCHO KOMOWHALMATA Ha ABETE JIEKAPCTBEHH BelecTBa, AcnupiH Kommeke
Tomna Hanvrka € IpOTHBONOKA3aH MpH GpeMEHBOCT.

WuxubupaHe Ha MOpOCTAINIAHIMHOBATA CHHTE3a MOXKE Ja MORTmdAe HeOmaronmpHaTHO OpeMeHHOCTTa
WumA eMOpHo/(eTanHoTo pasBurie. JIaHHHTE OT ENMHASMHOIONMMHHTE NpPOYYBaHMA IIOKa3BaT
HOBHUICH PHCK OT a0OpT M OT chpAeYHa MaN(OpPMaLHa M FACTPOCXM3HC cnen ynorpeba na HHXHOUTOp
Ha NpOCTAaINIaHIUHOBATA CHHTE3a B paHHaTa 6peMeHHOCT. AGCONMIOTHHAT PHUCK OT CHPASYHO-CBIOBH
MandopMaIiii ce yeenprdasa ot nog, 1% go npubausurento 1,5%. Cyura ce, 4e pHCKET CC YBCIIHUABa
¢ JI03aTa H TMPOOBDKHTETHOCTTA HA TepanmusTa. [IpH JKHBOTHH € NOKAa3aHO, 4¢ NMPHIIOKEHHETO Ha
UHXHOWTOP HA NPOCTACIAHAMHOBATA CHHTE3a BOAH JAC YBEJIMUYEHH Npel- H NOCTHMINIAHTALHOHHH
3ary6u u emOpuo-deranHa cmupr. OcBeH TOBa, ce ¢hO0MAaBa 3a MOBMIIEHA YECTOTA HA PA3ITHYHH

npocTarnaHHHOBaTA CHHTC3A MPE3 NCpHoLa Ha OPTaHOTCHE3a.

Ilo BpCMC Ha IIBPBOTO K BTOPOTO TPHMECCHHE Ha GpeMBHHOCTI'a alneTHICAN
TpﬂGBa Ja €€ TIpHJara, OCBEH aK0O HE € KareropH4iHoO HGOGXOJIHMO. Axo
KHCCITHHA CC€ H3IOJ3BA OT AKCH4, OIKTBALLA CC [a 3a6pemel{ee, HI¥ o BpeMe Ha



TpUMecedre Ha OGpeMeHHOCTTa, Mo3aTa TpAOBRa na 6bje Bh3MOXKHO Hal-HHCKA, a MPOIB/DKHTEIHOCTTa
HA AEYEHUE BPE3IMOXKHO Hal-KpaTxa.

ITo BpEME HA TPETOTO TPHMECCUYHE Ha GPGMGHHOCTIH BCHYKH Hl-[XHﬁHTOpH Ha [pOCTarlaHAHHOBATA
CHHTE3a MOXC Td H3JIOKAT IL10da Ha.

®  KapAHO-ITyJIMOHAPHA TOKCHYHOCT (C MpeKIEeBPEeMeHHO 3aTRapaHe Ha ductus arteriosus
OenonpoGHa xunepTreH3u),;

. 6uOpeuna muchyHKIHA, KOATO MOXKEe Ja nporpecHpa mo OpOpevnHa HENOCTATBYHOCT C
CIHTOXHIPAMHHOH;

MaHKaTa H HOBOPOJIEHOTO, B Kpad Ha 6pemMeHHOCTTa, Ha:
*  BBIMOKHO YOB/DKABAHE HAa BPEMETO HAa KHPBEHE, AHTHATPEraHTeH eEKT, KOHTO MOKE 11a
Ce MPOABH AOPH [TPH MHOTO HHCKH J03H.
e  uHxuOHpaHe Ha MAaTOMHHTE KOHTPAKIHWH, BOASHIO A0 3aDaBEHO HITH YAR/DKEHO DAXK/IaHe.

Ilopagw ToBa, MPOAYKTHT € MPOTHROMOKA3aH fpe3 TPETOTO TPHMECETHe Ha OpeMeHHOCTTA.

OrpanvyeHHTEe JaHHH OTHOCHO MceBAoedeapHH NpH OpeMeHHOCT HE NOKA3BAaT JAHHH 33 MOBHIUCH
puck oT MandopMaiiMi. Brnpeku ToBa, nceBpoedeapHH He TpsOBa Ja ce TIpHEMa MO Bpeme Ha
6peMeHHOCT.

B u3cnenBaHWATa BHPXY SKHBOTHHM [BETE IIEKAPCTBEHH BewlecTBa Ca IOKa3alH pelpodyKTHBHA
TOKCHUHOCT (BHDK TOuKa 5.3).

KbpMeHe

U cammimnarure, | nceoedeApHHBT NPeMUHABAT B KbPMaTa B MAJIKH KONMM4ecTBa. Thil Kato HiAMa
IaHHH 3a KoMOHHALMATA Ha NBeTe NekapcTBeHH BemecTBa, AcrmupAH Kommnexce Tonnma Hanwmrka e
NPOTHBOMOKA3aH NPH KbPMELIM KE€HH. IIpoydYBaHHATAa NPH JKHBOTHH TOKa3BaT HebGraronpusTHH
eeKTH BEPXY (PePTHAKTETA [IPH MEXETE H JKeHHTE (BXK. TouKa 5.3).

DepTHIHTET

Hma HAKOH JaHHH, Ye JIeKapCTBEHHMTE BeIEeCTBAa, KOMTO MHXUOMPAT MPOCTarlaHIHHOBATA CHHTC3A,
MOXE Ja NpeIu3BHKAT yBpexjaHe Ha (epTIHTETa NPH KCHHTE MNOCPEACTBOM €HEKT BBPXY
osynauuaTa. Tol ¢ obpaTHM NpH NpeyCcTaHOBABAHE HA JICYEHHETO.
4.7 Edexrn BLpxy cnocobuoctTa 32 modpHEpane H padora ¢ MAIIAHH
Actpun Kommeke Tona Hammurka HMa HE3HaUHTETHO JI0 YMEPEHO BIIHSHAE BBPXY CTIOCOOHOCTTA
3a modHpane 1 paboTa ¢ MalHHKU. PUCKET MOJXKe [a Ce YBEIHYH AOITBIHHTENHO TPH €IHOBPEMEHEH
npueM Ha aJIKOXOI.
4.8 Hexenann JieKapCcTBEAR PEAKIHH
YecToTa: ¢ HEHIBECTHA 9ECTOTA (0T HANHYHATE JAHHH He Moxe Ja ObJe HaNpaBeHA ONEHKa)
B13MOKHH HEKENTAHH PeakLiMK Ha atleTHICATHIMIOBATA KHCETHHA ca:
Hapymiesusa Ha AIMYHHATa CHCTEMA

BKJIICYHTENHO PECIMpaTOpHO 3a001ABaHe, 000CTpeHO ¢ acIUpPHH, JICKH 10

NOTEHIHATHO 3acAralni KoXaTa, peCITHPaTOPHHASA TPaKT, CTOMALTHO-YPEBH
ChPOCYHO-CBIOBRATA CUCTEMA, BKIIIOUHTCIHO CHMIITOMHA KaT(O HAIIP. OGPKB,




cbpﬁenc, PHHHT, Ha3a7THa KOHT'e€CTHA, KapaHO-peCcTHPaTOpPCH AUCTPEC H MHOTO PANKO TCHKKH
PEAKIHH, BEKIIOYHTEIHO aHachnmnqu LIOK.

CTOMAIIHO-YPEBHH HAPYUICHHS
CroMalHO-AyOoeHATHH OIUTAKBAHKA (TaCTPAIrHs, JUCIENCHS, FTACTPHT);
I'ageHe, NoOBpHIIAHES, THAPHS,
CTOMB.]J.IHO-‘-IPGBHH A3BH, KOMTO MOraT ga JoBeJaT ao nequopaan B H3IOJIHPAHH CITyYaH.
Bonect Ha nuadparmara ¢ upeBHM HapyiueHus (0coOeHO NIpH MPONBIDKHTEIHO JIEYEHHE ).

Xenaro-OHTHApHH HAPYHIEHHS
HPGXOJIHO qepﬂonpoﬁno YBpEKOaHE ¢ NOBHINABAHS HA TPAHCAMHHAZHTE.

Hapyirenns Ha KpBBTa ¥ immGHATa cHCTEMa
TosHinarane Ha pUcka OT KbpPBEHE, KPLBOUAIHB KATO HANP. KPhBOUATHE IIPH
MPOLETYPH, XEMATOMH, EMMHCTAKCHC, KPBBOU3IHB OT [KOUO-MOJIOBHTE [IFTHINA H
KBPBEHE OT BCHITHTE;
XeMonHM3a H XeMOTUTHYHA aHEMES TIPH NAIMEHTH ¢ TEXKH GOPMH Ha TIIHOK030-6-
¢docdar nexunporenassa (60 ]]) HenocTaTBYHOCT;
KpBEOHNIHBEET MOXKE JIa IOBEJIE IO XEMOPATHYHA aHEMHS / SKelsI30/Ie IMTHA aHEMHA
(Hanp. nopagH OKYJITHO MHKPOKBPBEHE) ChC CHOTBCTHHTE 1aGOPATOPHH H KITHHUYHH
NPU3HALH H CHMITTOMH, KATO Halp. aCTEHHs, OneaHoCT, xunonepdy3us,

Hapymenns Ha HepBHaTa cHcTeMa H HAPYIICHUA Ha yXOTO H TabupHATa
CreTORBPTEXBT MOXKe a Obe CHMIITOM Ha MpEIo3Hpane.

Hapyiuenusa Ha yxoTo u nabupuHTa
IIyMET B yminTe Moxke 1a Ob1e CHMIITOM Ha NIPeO3HpaHe.

Hapyiuerns Ha 6B0penyTe v IMKOYHUTE TETHINA
Hma crobmenns 3a 656peyHo yBpexkaaHe, ocTpa OBOpedHa HEIOCTATBYHOCT.

Br3MOkHA HEXKEITAHH peakuuH Ha TcepIocdeIpHH ca:

CuA0BH HapylmeHHs
3auepBaBaHEe Ha KOKATA;
INTopHinaBaHe Ha KPBBHO HANATAHE, MAKAp H HE B KOHTPOJIHPAaHA XMIIEPTOHH.

CoplieuHn HapyleHHs
Coprevnan eeKTH (Hanp. TAXHKAPHSA, ChpueOUeHe, apHTMEH).

Hapywenus Ha HepBHATA CHCTEMA
CrumMynupaHe Ha LIEHTPAJIHATA HEPBHA CHCTeMa (Hanp. Ge3ChHHE, PAAKO XATIOLHHAIMH).

Hapynenus Ha 656peLiTe U MHKOYHHTE ITETHIA
3anpmpikKa Ha yPHHA, 0co0eHO NPH NALMEHTH ¢ XunepTpodus Ha NpocTaTaTa.

HapyuieHHs Ha KOKATA M [OJKOXKHATA THKAH
Edexru Bepxy koxaTa (Hanp. o6puB, YpTHKapHI, CBPOSK).
Texxu KOKHH peakIdH, BKIMIOUHTEIHO OCTpa FeHepaTH3UpPaHa €K3aHTEMATO3
(AGEP) npu npoayKTH, CBIBPIKAIIN AceRI0eheIpHH.

CroMalHo-4peBHH HAPYTNEHHA
Hexemuuen komur
Cyxota B ycTara



Hapymienns na ounre
Hcxemuuna onTHYHA HEBPOIATHA

CrobmaraHe Ha TOMOIHPAHH HEIKETAHN peaKHUA

CrobLuaraneTo Ha NOO3HPAHH HEXENAHH PeaklHH Cle]| pa3peliaBate 3a ynotpefa Ha IEKapCTBeHUs
MPOAYKT € BaXKHO. TOBa MO3BOMNABA 1A NPOALLKH HaOMOAEHHETO Ha CHOTHOIIEHHETO TION3a/PHCK 3a
NEKapCTBEHHs NPOAYKT. OT MEIHUMHCKHTE CIELHANIMCTH Ce H3UCKBa ja ChoOIaBAaT BCsKa
MONO3HpaHa HeXXelaHa peaKklda 4pe3 H3mbIHHTeHATa areHIKA [10 JICKapCTBaTa

yi. ,,Haman I'pyes” Ne 8

1303 Codusn

Tem.: +35 928903417

yebcaiir: www.bda.bg

4.9 TIpexo3mpane

ANETHICATTMITHIIOBA KHCEJIHHA,

HMa paznuka Mex/ly XpOHHYHO Npeo3HpaHe ¢ npeobianasaiy HapyIIeH s Ha LeHTpalHaTa HepBHa
cucteMa ("calHIWIM3BM") H OCTpPa MHTOKCHKAIIHA, OCHOBHATA XapaKTCPHCTHKA Ha KOATO € TOXKKO
HapYIIEHKUE HA KHCENHHHO-aMKAITHOTO PABHOBECHE.

OcBeH HAPYLIEHMS HAa KHMCEIHHHO-AIKAJIHOTO M Ha €JICKTPOIMTHOTO PaBHOBECHE (HAmp. 3aryba Ha
KaJHH), XHUTOTTIMKEMHS, KOKHH OOPHBH M KPBBOW3JIMB OT CTOMAIIHO-YPEBHHA TPAKT, CHMITTOMHTE
MOKE [1a BKJIIOUBAT XHIIEPBEHTHIIAIINA, LITyM B YIIHTE, raJieHe, MOBpPHIIAHE, YBPEXKIAHE Ha 3pSHHETO H
cryxa, riapobonne, 3aMaiiBare W 00bpKBaHe.

[Ipu Texxka MHTOKCHKALMA MOXKeE Ja RE3HHKHAT JETHD, TPEMOP, AHCIIHEA, H3TIOTABAHE, JeXH/paTalik,
XUNepTepMus B koma. IIpH HHTOKCHKALM C NIeTaJleH M3XOA CMBPTIA OODHKHOBEHO € JBLDKH HA
JMXaTeTHA HEAOCTATHYHOCT.

[Ncernoedenpun:

Clieql MHTOKCHKALHS MOMKE 2 BR3HHKHAT 3aCHIEHH CHMIATOMHMETHYHH PeaKliHy, HANp. TaXHKapIHA,
6onka B rEpAWTE, AKHTALIMA, XHIIEPTOHHSA, CBMPKAINH XPUIIOBe WIH HEMOCTHI HA BB3MYX, I'bPUOBE,
XATFOUMHALMA.

HaunnbT Ha neueHme Ha HHTOKCHKAUATA ¢ AcnipHH Kommneke Tonna HanuTKa 3aBUCH OT CTENICHTA,
CTa[¥sl M KIKHMYHHTE CHMIITOMH Ha MHTOKCHKALMsTa. Te ChOTBETCTBAT Ha OOMuaHHMTC MCPKH 3a
HamansBaHe Ha abcopOumATa HAa JEKAPCTBEHOTO BEUIECTBO: YCKOPABAHE HA CKCKPEIHATa,
npocnendBaHe Ha BOJHO-CIEKTPOJNMTHHA OamaHc, HapyllenaTa peryJlalds Ha TeMIeparypara,
JHINAHETO H CHPAEYHO-CHIOBATA H MO3bYHATA (hYHKIIMSA.

Heza6aBHOTO MENWIIHHCKO BHHMaHHE € KPHUTHYHO, NOPH KOTaro HAMA BUIUMH INPU3HALH HITH
CHMIITOMH.

5. ®APMAKOQJIOTHYHA CBOHCTBA
5.1 DapMaxkoIHHAMHYHH CBOHCTBA

hapmakorepaneBTHuHa rpyna: Auanrerauu, Jlpyrd aHanreTHoH W amTunMperTdim, C
KHCETTNHA W IPOH3BOJTHH
ATC xop: NO2B A01

DapmakorepanesTuviHa rpyna: Hazanuw npenapard, Haszanuu pexonre
npunoxkeHne, CHMIaTOMUMCTHLN
ATC xon: ROIB A02



AIICTHﬂcaJTHLIHJIOBaTa KHCCIIMHA IIPpHHALIEeXH KBM TIpylara Ha KHCEIIHTC HECTCPOHAHH
AHATTCTHI/IPOTHROBLIANWTENHM  cpenetsa ¢ ofcsConsABaniy, — AHTHIMpETMHH |
MPOTHEOBL3NAIMTENHE CBOMCTBA. MeXaHM3MET Ha JelicTBHeTO H Ce OCHOBaBa Ha HEoOPaTHMO
PIHX.PI6PI[)3.HG of IHKJICOKCHICHA3HHTE CH3UMH, YUacTBAllH B NPOCTar. JIAHOHUHOBATA CHHTE3A.
AleTHICaTHIMIOBATa KHCEMHHAa WHXGUpa cpiio TpombowpTHATa arperanua upes GrokupaHe Ha
CHHTe3aTa Ha TpoMOOKcaH Ay B TpoMOOLMTHTE.

TcepnoedeApMHET € CHMMATOMWMETHYHO CpPEACTBO ¢ anda-aPrOHMCTHYHA AaKTHBHOCT. TOH e
AEeKCTPOM3OMEPET Ha ed)efipMHa, KAaTo JBETe CPCACTBA Ca eAHAKBO e(EeKTHBHH Karo HA3aIHH
JekoHTecTaHTd. Te cTHMyIHpar anda-aapeHepruYHUTe PELENTOPH HA CHI0OBATA IV1aJIKa MyCKyIaTypa,
KaTO IO TO3H HAYMH CBHBAT PasLIHPEHHTE apTepHONH B HA3aIHATA JIMMABHIIA H HaMaJlaBaT KPBBOTOKA
KBM H3ITBJHEHHTE C KPEB YYAaCThIIH.

5.2 MDapMaxoKHHEeTHYHH CBOHCTRA

AleTWICATHITHJIOBA KHCEIMHA:

Cres nMepopallHO NPHICKEHHE, ALETHICAIMIMIOBATA KucenuHa ce abcopbupa 6Bp30 M HaIIBIHO OT
cToMaliHO-4peBHHA Tpakr. [To BpeMe Ha H cien abcopblLMATa AUETHACATHMIMIOBATa KHCEIHHA ¢
NMPEeBphIIa B OCHOBHHMA CH MeTabONHT camMuunoBa kuceqHHa. MaKCHManHH IlasMEHH HABA CE
nocturar ciep 13 - 16 MuHyTH (MManazoH Ha MeHaHH) C MAKCHMATHH IJIA3MEHH KOHLEHTpallHH OT
11 mo 15 pg/mL (AuanazoH Ha TEOMETPUYHH CPEIHH CTOHHOCTH), KAKTO € MOKa3aHO B IPOY4YBAHWATA
Ha Bayer. Kakro anerwncamaipnopata KHCenAHHa, TAKA M CANMLAIOBATA KMCENHHA, Ca CBBHP3aHH B
ronsMa CTEIEH ¢ IUIa3MEHMTE TpPOTeHHH M OBp30 ce paszmpedesiaT BBB BCHUKH YacTH Ha TAJIOTO.
CanMupnosara KACE/THHA ¢e [I0ABABZ B KhpMaTa M [IPpeMUHARA B IUTALIEHTATA.

CanMunioBata KHCEIMHA Ce eJJHMHHHMpA INIaBHO upe3 uepHoupoOeH MeTafomuzbM. MeTaboHTHTE
BKJIIOUBAT  CAIMLHINHKOYHA  KHCENHHA, CUIMOWIQEHONOB  TNMIOKYPOHHN,  CANHIHIALHWIOB
TTIOKYPOHHJ, TCHTH3HHOBA KUCEJTHHA H TEHTH3HHIIMKOUHA KHCEIHHA.

KuHeTHKaTa HA ETMMHMHHPAHC HA CATHLIIOBATA KHCEHHA € 030-32BHCHMA, THI KaTO METabONUIMBT
€ OrpaHH4YeH OT KanalWTeTa Ha 4YepHOAPOOHHTe eH3HMH. Taka, CJTMMHHAIMOHHHAT IONYXXHBOT
BapHpa MEXKAY 2 10 3 yaca Clell HHCKH JO3H J0 OKOJIO 15 yaca MpH BHCOKH A03H. CanHumioBara
KHCENMHA ¥ HelfHHTe MeTaboNHTH ce SkeKPeTHPAT ragHo upes GubpernTe.

Tlcepnoedenpun:

JIekapcTROTO ce pe3opbupa 6bp3o. MakcHMANHU [U1a3MeHH HEBa ce AocTurat ciex 40 go 50 MHHYTH
(OuanazoH Ha MEHAHKTE) ¢ MAKCHMAIHH TUTa3MeHH KoHueHTpauuy ot 122 no 147 pg/L. (nuanason na
T¢OMCTPHYHHTE CPEHM CTOMHOCTH), KaKTO € TOKasaHo B npoyuBaHuaTa Ha Bayer. OGembT Ha
paznpegenenue Ha ncesgoedeapun ¢ 2 ao 3.3 L. Ipubmusarento 70% no 90% ot ncepaoedenpHH ce
eKCKpeTupa HempoMeHneHo B ypuHara. OCHOBHHST akTHBeH MeTabomuT HoprcesaoedeapHH ce
eKCKpeTHpa B yPHHATa B OKOJIo 1% OT Jozata Ha niceBpoedepHHa IPH HOPMAJIHH JTHIIA, HO MOXKE 12
Onme okoio 6% OT NMpuIcKeHAaTa /1032 MPH MALMEHTH ¢ XPOHHYHO &JIKaTHA YPHHA. AJIKAIK3UpAHETO
Ha YpHHATA MOXe J]a HaMallk eKckpelwaTa, ocobeHo npu pH Han 5.5. IlcesroedespuH ce ekckperupa
B KBPMaTa MPH YOBEKA.

Tomy#HBOTET Ha JIeKapcTBOTO € 5 A0 6 9aca mpu pH Ha ypumara 5 no 6. llonyxuBoTHT Ha
nekapcTBOTO 0Oade 3aBHcH ot pH Ha ypuHata: croOinaBa ce 3a 50 4aca IpH MAlMEHT ¢ NEPCHCTAPAIID
allkajiHa YPHHA 4 1,5 yaca npu marmeHT ¢ MHOTO KHCETa ypHHA.

KOHBCHLIHOHATTHATA XCMOAMANIM3Aa € CaM0 MHHMMAMHO e(EeKTUBHA 3a OTCTpaHsBaHe Ha
ncepaoedenpuHa.

5.3 IlpegknEHAYHY JAHHH 332 Ge30NACHOCT

IMpemwrHnyunHaAT npodun Ha O€30MACHOCT Ha ALETWICATHIIHIOBATA KM
nokyMerTHpaH. IIpH H3ciensanns Ha )KHBOTHH CATHLIHIATHTE YBpexkaaT 6ubpe
CTOMAINHO-PERHN $3B1, AUCSTHICAMITHNOBATA KUCETHHA ¢ aAC¢KBATHO TECTBAH
KaHLeporeHHoct. He ca yctaHOBeHM PENeBAHTHH AaHHHM 34 MYTATEHEH HITH KaHIE




VCTaHOBEHO €, Y€ CANMIUIATHIC MMAT TEPATOreHHM ¢hEeKTH B PefiHLA MXKMBOTHHCKH Buacee. Mma
ChOOIIEHHA 32 HApYINIEHHA HA WMIUTAHTALMATA, eMOPHOTOKCHYHH M (DETOTOKCHYHH e(DeKTH M
HapYIIEHHA Ha BE3MOXKHOCTHTE 32 00yUeHHE Ha MOTOMCTBOTO CIIE MPEHATAIHA EKCIIOZHITHA.

TlcernoedenpuH € HasaleH AEKOHTECTAHT C MPONB/DKHTENEH OIUT OT NPHIOKEHHE Npy YoBeka. Hama
[IAHHH 3a MyTAT€HEH MOTeHIMAN Ha nceBaoedenpui. B Tokcuuna 3a MaiikaTa Jjo3a MceBaoe(eapUH

HHAYLIMPa GETOTOKCHEHOCT (Hamaneno (eTanto Terno U 3abarena ocuduKarma) npu rwkxose. He ca
NPOBEKAAHH MPOYYBAHHA Ha (PEPTIIHTETA HITH NIEPH-TIOCTHATAIHE H3CIEBaHHA C ICEBAOChEPUH.

6. CAPMAINEBTHYHM JAHHUN

6.1 CHOHCBHK HA NOMOIMHHTE BelllecTBA

3axaposa

Xunpomenosa

Cykpanosa

Banunop apomar

ApoMaTr MEHTA-MEHTOI-eBKAJHIT (CHIRPKA MEHTON K ITMHEOI)
6.2 HecsBMecTEMOCTH

Henpunoxxamo

6.3 Cpoxr na rognoct

3 roguHH

6.4 CpoenHainH yCJIOBHA HA CEXpaHeHHe

Tosu nekapcTBeH NPONYKT He H3HCKBA CIISLHATHE YCIOBHA HA ChXPaHEHHE.

6.5 BujaH chabPXKAHHE HA ONAKOBKATA

10 u 20 camera (CECTABEHH OT XaPTHA-ATYMWHHH-NIOIMETHISH), ONAKOBAHY B KAPTOHEHH OTIAKOBKH.

He BcHYKH BUAOBE ONMAKOBKYW MOraT Aa Opaat mycHaTH B niponakoia.
6.6 CpensanHH BpeANa3HH MEPKH NPH HIXBLPJIAHE
Hem3nomBaHHAT NeKapCeTBEH NPOMYKT WIH OTNAFUHHTE MATEPHAIH OT Hero TpsabBa Ja ce W3XBBPJIAT
B CHOTECTCTBHE ¢ MECTHUTE M3HCKBAHUA.

7. IIPUHTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Baitep brirapas EOO/

V. “Pesbapcka”™ Ne 5

rp. Codmsn 1510, Benrapus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20130361




9. JATA HA IIBPBO PA3PENIABAHEMIOAHOBSIBAHE HA PA3PEMIEHHMETO 3A
YHOTPEBA

Jata Ha TepPRO paspemiarate: 29 oxromepn 2013 1,
Jara na mocnegno rnoanoeseane: 05 cenremppu 2018 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2021




