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1. NUME HA JEKAPCTBEHHWA IIPOAYKT

2. KOJUYECTBEH U KAHECTBEH CLhCTAB

Enna edepecuentHa Tabnetka ¢babpka 800 mg aueruncanvuunosa kucenra (acetylsalicyiic acid) w 480
mg acKopOWHOBA KMcenHa (ascorbic acid).

[ToMOUIHO BELLIECTBO C H3BECTHO BB3JIeHCcTBUE: EnHa eepsecuedTHa TabneTka cbabpxa 474 mg HATPHHA.

34 NBAHKA CMUCHK C MOMOLIHH BELIECTBA, BUXKTe TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

bBenu no nouru 6enu, kpbrau edepsecueHTHU TabneTku, 0003HaUYeHU ¢ KpbCTa Ha Bayer B Kpbrr B ropHara
cTpaHa Ha TabneTkara.

4. KIHHHUYHU JAHHHA

4.1 TepaneBTHYHH NOKAIAHHSH

3a CUMITOMAaTHYHO MNOB/IUABAHE HA IeKa A0 yMepeHa bosika, HanpuMep rnasodonue, 300001 U
MEHCTPYaIHH DOJKU.

[Ipu cUMNTOMH Ha NIPOCTYAA UK TPHUI 3a CUMNITOMATUYHO O0nekuasaHe Ha 00JIKa U MOBUILIEHA TENTeCHa
TeMneparypa.

AcnupuH C ®opTe e npegHazHaueH 32 Bb3PACTHU K IOHOLWMW HA Bb3PpacT HaA 12 roanHu.

4.2 /Jo3HpOBRKA M HAYHH HA NPHI0KEHHE

Jo3UpoBKa

ALCTHIICATMLIN/IOBA KHCENIMHA HEe TpaAOBa na OBAE fIpyMemMaHa nosedye OT 3 JHW (3a MOBHLUEHA TeIecHa
TeMIeparypa) v 3a noeede ot 3-4 AHH (32 O0MnKa), OCBEH aKO He ObE YKA3aHO OT JIeKap.

Bb3pacTHu:

] edbepBeclieHTHA TabneTka KaToO eAHOKpaTHa 4033, KOATO MOXE Aa C€ NOBTOPH Clie] MUHUMYM 4 vaca, ako €
HeoOxoaumMo. MakcuManHata AHeBHa Jo03a He TpaOBa sa mnpesuinaBa 3 edepBeCUEHTHU TabaeTku,
OTroBapfllK Ha MakCHMallHa AHE¢BHA A03a oT 2400 mg aueTuicaIMUMIOBA KUCENHHA.

[leouampuuna nonyiayus

FOHowu (Ha Bb3pactT 12 W NoBeye roiuHu):

Tpsabea aa ce u3non3ea Hal-HHckaTa epEKTHUBHA J103a.
[TpenopbunTenHaTa AHEBHA [03a aueTWICATHMUWIOBA KUcenWHa 3a acua € 60 mg/kg A
pazaeneHa Ha 2 10 3 103u, paBusaBaliM cv Ha 15 mg/kg Ha Bceku 6 vaca.
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Cunara na aosara Ha Acnupus C Poprte (800mg aueTuncanuuunopa kucenvna/480mg ackopbuHosa
KUCEJIMHA) MOXKE [a HE € MOAXOAALLA 32 JICUEHHUE TPH HOHOLIH.

JIpyryl MPOAYKTH, ChABPKALLHK alleTUNCATHUMIOBA KUCENMHA C NO-MAJIKa CHIA, €A HATMYHH 33 NIPUTTOKEHHE
MPHU Ta3u NOMYyJaLHU.

Heua (Ha B»3pacT noa 12 roAMHu):
Acniupun C dopre He Tpadea 1a ce U3M0N3Ba NP AcLa Ha Bb3pacT noxd 12 roauun. B ciyyah na cnyyacH
npueM, Buxkrte Touka 4.4, , ,Crneyuaniu npeaynpexxacHus 1 npeana3Hy Mepku npu ynotpeda” n Touka 4.9,

Sl Ipeaoszupane”.

BbipacTiy nauyenTy (Ha Bb3pacT 63 U noBeye roAIMHU) M aUHEHTH ¢ HUCKO TEIECHO TEMNO:
ALETHICANILHAOBATA KNCEUHA TpaORA Aa ¢€ W3NOI3BAa BHUMATENHO MNPY Bh3PacTHH NALHEHTH C
[MOTEHUHAJIHU ChITLTCTBALLM 3a00A2BaAHUA MM HUCKO TEIECHO TerIo (BWikTe Touku 4.3 1 4.4.).
[TpenopbUYHTENHO € W3MON3BAHETC HA HAaH-HUCKaTa eeKTUBHA 103a.

[TayueHTH ¢ YepHOApOOHA HEAOCTATHLYHOCT:
ALETHWICANULIMIOBATA KUCE/IMHA CIEBA [1a C€ M3MON3BA BHUMATEITHO NMPU NAUMEHTH C JICKA UJIKW YMEpPEHa
yepHOApoOHa HeA0CTaThUHOCT (BUXTE TO4Ka 4.4.). [IpenopbyuBa ce HaManABaHe HA 103aTa WIH YAb/XKaBaHe

Had HHTCPBAJIKMTE HA J1O3HPAHE.
AH&THJ]CMHL[HHOBHTH KHCCJIHHA € TIPOTHBOIMNOKA3HA [MPH IMALHCHTH C OCTPA HEPHDHPOﬁHa HCAOCTATBHYHOCT

(BroKTE TOUKA 4.3).

[lalieHTH ¢ OBLOpeyHa HENOCTATLYUHOCT WM YBpPEJeHa ChPACHHO-CHA0BA LUMPKYIaLus.
AUeTUICATMLIMIOBATA KHCEAWHA Ce/IBa A C€ M3MON3Ba BHUMATEIHO MPU NALHUEHTH C JIEKA WITH YMEPEHA
OLOpeyta HEAOCTATLYHOCT MK YBPEACHA CbpPACUHO-CBAORA UMPKYnaums (BKTe Touka 4.4.). [ Ipenopbysa
ce HaMa/IaBaHe Ha /103aTa WM YIbLJXKaBAHE HA HHTEPBAJIMTE Ha 103HpaHe.

AUETHICANTHLINIOBATA KUCETHHA € TIPOTHBOMOKA3HA MPH NMalMEHTH ¢ ocTpa ObOpeUHa HEAOCTATBYHOCT HUITH
OCTpa HEKOHTPONHPAHA ChpAeUHA HEAOCTATBYHOCT (BUXKTE TOUKa 4.3).

HauunH Ha npunoxenue

3a nepopanyo npunoxedde. EdepBecuenTHaTa TabiieTka ce pa3rBaps 8 4alla ¢ BOAA NPEAH NMpUEM.

EdeprecuenTHara Tabnerka He Tpabera aa 6bae npueMaHa Ha npa3eH CTOMAax, ¢ e HaMaNgBaHE Ha
CTOMALLIHOTO Apa3HeHe,

4.3 IlpoTHBOnOKaA3aHHA

AUETUIICANTHLIMIIOBA KUCEMUHA C aCH(}pﬁHHUBﬂ KHUCEITHHA HE TpﬂGBE‘l Aa C€ HU3TOJ3BaAT B CINCAHUTC CliyHadH.

® CBPbXYYBCTBUTEIHOCT KbM aKTHBHHTE BELIECTBA AUCTUICATULIWIOBA KUCETMHA, aCKOPOUHOBa
KUCENHHA WIH HAKOE OT MOMOLHHTE BEILECTBA HA NPOYKTa, H30pOoeHHU B ToUka 6.1. uau kbM Apyru
HECTePOHAHHK NMpoTUBOBb3NaTUTENHH cpeacTBa (HCIIBC) (kpbeTOcaHa peak TUBHOCT),

® NallMeHTH ChC CHLIECTRYBALLA MACTOLIATO3a, MPH KOATO yroTpebara Ha alueTHIICATTMLUUIIOBA KMUCEMHA
MOJKE J1a JIoBe/ie A0 OCTPH peakUMH Ha CBPhXUYYBCTBUTENHOCT ( BKIIOUUTEMNHO LUMPKYJIALIHOHEH LLOK
ChC 3a4YepBABAHE HA IMUETO, XHIOTCH3NUA, TAXHKAPAUA M MTOBpbLIAHE).

® NIPH HAJIMUKE HA JaHHY 33 acTMa, NpeN3BMKaHa OT pUlaraHe Ha aueTHICAHLWIOBH WK
cyGcTaHUMK ¢ NoA0OHO AeHCTBHE, NPEdH BCHUKO HECTCPOUAHHW NPOTHBOBBINATUTENHH JIEKApCTRA

AKTHBHH NENTUYHHU A3BH,

NMpyuaoOUTH UK BPOAEHN XEMOPArUYHHU [JUATESH,
TexKa ObOpeyHa HEAOCTATBYHOCT,

TeXKa yepHOoApPOOHA HEAOCTATLYHOCT,

TEXKa HEKOHTPOIUPAHA CHhPACYHA HEAOCTATLYHOCT,



¢ KOMOMWHALMA C METOTPEKCAT NPH A03H |5 mg/ceAMUUHO UK NOBeYe (BUIKTE TOYKA 4.5),

e kKOMOHHALIMA ¢ NIEPOPATTHA AHTHKOATYJIAHTH C aUETU/ICANIMLUMAOBA KUCE/IHHA NPH MMALHEHTH C
racTPOAYOAECHAIHHU A3BU (BUXKTE TOYKa 4.5),

e HedpONUTHA32 WK AaHAMHE3A 34 HepONUTHA3E,

® XUNEPOKCATYypHH,

® XEMOXPOMATO3a.

4.4 Cnenna/jHH NpeAyNpexacHus H NpeANasHA MEPKH IIPH YNoTpeda

ALleTHACAIHLWIOBATA KUCENHHA TpAOBa Na Ce U3NO0J3Ba MPH CIEAHUTE CiIyvan ¢ OCOOEHO BHHMaHHE!

e B ciay4yad Ha KOMOWHALMA C JAPYrd NICKApCTBEHW NPOAYKTH, 3a /Ja <€ MOpeAOTBpaTH PHUCK OT
npeao3vupaHe, NMpoBepeTe Jand APYruTe JIEKAPCTBEHW MPOAYKTH HE CHALPXKAT aUeTHICAIMLIMAOBA
KMCE/IMHA

® B Cliyyai Ha ABJIrOCPOUEH NMPUEM Ha aHANNETHUH BbB BUCOKM [O3HM, MMOABaTa Ha rnasobonue He TpaOBa
Ja ¢e JIEKyBa ¢ NO-BUCOKH JO3H

e peloBHATa ynoTpeba Ha aHanreTHuu, ocobeHo KOMOHWHAUMHM OT aHAITeTHLH, MOXE Aa AOBEAE 1O
TpaitHu OBLOpeUHH Ne3ny, ¢ pUCK OT OBOpEUHa HEAOCTATBUHOCT.

B cneanure cnydau cneara aa 6bae ynpakHABAHO HAOMIOAEHHME BbPXY JICYCHHETO:

® [pU MMALMEHTH C AHAMHECTUYHU JAHHU 32 CTOMAIUHHU WIH OYOJEHAIHH S3BH WIH CTOMALIHO-YPEBHH
KPbBOM3/UBH, FACTPHT

¢ IpyM NAUMEHTU ¢ HapyuieHa ObOpeyHa (QyHKUMA WIKM NAUMEHTH € HapylweHa CbpAEYHO-CBLAOBA
uapkynauus (Hanp. OBOpeuHo cbaoBo 3abongBaHe, KOHNeCTHMBHA CHbpAEYHA HEAOCTATBLYHOCT,
XHNOBOJIEMHS, TOJiIAMa ONepalus, CENCUC UMM ToNeMH XEMOparu4HH CbOMTUA), ThH KaTo
aUETIICATUUHKNOBATA KUCEIHHA MOXKE JOMBJIHUTEIHO A3 NOBULUK pUCKa OT ObOPEUHO yBpexIaHe Ml
ocTpa ObOpetHa HENQOCTAaTBYHOCT

® [pPH MALHECHTH C HApYLIEHA YEPHOAPOOHA PYHKLIHS,

® [IPH MALMUEHTH C aCTMa: MOSBATA HAa acTMATH4YEH HIOK MpPM HAKOW MALMEHTH MOXKE Ja € CBbp3aHa ¢
aneprus KbM HECTEPOUAHH NPOTHBORBINANHUTEIHU MPOAYKTH KWK KbM aUETHICAIHLKIOBA KHCEIUHA;
B TO3U CJY4aH JIEKAPCTBOTO € MPOTUBOMOKA3HO (BHXKTE TOUKa 4.3 ).

® [IpH MAUMEHTH C METPOPArHS WM MEHOparusa (PUCK OT yBeJHYaBaHe HA 00EMa U NpOABHKHTEIHOCTTA
Ha NepUoaUTE)

® KOMOHHHPAH MNPHEM ¢ AHTUKOArYIaHTH (BWKTE TOUYKA 4.3.).

ALETHACATHLHAOBATA KUCE/IMHA MOXKE 1a MPHYHMHK OpOHXOCNa3bM U Aa UHAYUHpPa acTMatTHYHK aTakKH WIH
APYrH peakLiMK Ha CBPBLXUYBCTBUTETHOCT. PUCKOBM hakTOpH ca cbliecTBYBallia OpOHXHAIHA acTMa, CEHHa
XpemMa, HazaJHH NOJUNH WM XpOHUYHO OenoapobHo 3abongsane. ToBa ce OTHAcS CBUIO W 3a NALMEHTH C
aJIEPrudHy peakliMK (Hanp. KOXHH peakuuH, CbpOex, YPTUKAPHs) KbM JPYry BELLEeCTBRa.

CToMalllHO-4peBHO KbpBEHE WM 43BU/ nepdopaluu, HAKOU ¢ araneH Kpai, MOXKe 1a HACTBIAT BbB BCEKH
eIMH MOMEHT MO BpeMe Ha JieueHueTo, De3 Aa vuma 3aabMKUTEIHO MPEeABAPUTENIHH [PU3HALM WITH
AHAMHECTHUYHH JJaHHU NPHU NalLUEHTa.

OTHOCUTE/THUAT PUCK C€ YBEJIMMABa € YBECJHMYABAHE HA JO3HMTE MPH NALMEHTH C aHAMHECTHYHM JaHHH 3a
CTOMALLIHO-YPEBHH A3BU, OCOOEHO NPH YCIIOKHEHUA C KbPBEHE WJIH Nepdopauuy, NpH Bb3pacTHU LA, [1PH
qdilla ¢ HUCKO TENECHO TErMO W [MpH [MAUMEHTH, MNpUHeMalld aHTHKOAaryjaaHTH WIA WHXHMOUTOpU Ha
TpoMOourTHATa arperaumns (BWx To4ka 4.5). B chyya#l Ha CTOMaUWHO-4YPEBHO KbpPBEHE WK A3BA, JICHEHHETO
TpaOBa aa Ov/1e He3abaBHO NPEYCTAHOBEHO.

[lopany WHXHOUTOPHUA €EKT BbPXY TPOMOOUMTHATA arperaums, KOWTO MPOABIKABA HAKONKQ JLHL
NPHUIOKEHHE, aUCTUSICATULMIIOBATa KHCEIHHA MOXKE Ja A0BEAE A0 TEHASCHUMA 32 nnaume g
BpEME M CIE/] XHPYPruuecku onepaundu (BKIIOUMTETHO MAJIka XUPYpPrus, Hanp. 360HU EKCTY .-

ALETHACATMUWIORA KUCENIMHA NMOHWKABA €KCKPELIMATA HA NMUKOUHATa KUcenuHa. Toea
nojarpa npu naudeHTH ¢ TEHJACHLHSA 32 HUCKA eKCKPELMA HA NHKOYHA KHCEIIMHA.



[leanaTpryHa nomyanus

Cungpom Ha Peii - MHOTO pAaKO, HO NOTEHLMATHO XKUBOTO3acTpalllaBalllo 3abonasare, € Hab/I0JaBaHO 1Py
flela M FOHOWMK ¢ MPU3HALM Ha BUpPYcHa MH(peKkUuHs (B 4aCTHOCT, BapHLUE/a U PHUNONOA0DHH ChCTOAHMA),
MpUeMallli aueTWICanuuunoea kucenuHa. [lopaan ToBa, B TakHBa CUTyallMH auETHICATMLINAIOBA KHCC/IMHA
TpAOBa ga ObAE MpPUEMaHa OT Jela H IOHOLIM Camo C JIEKapcKa KOHCYITalusl, KOraTo ApYrUTe MEPKH ca ce
OKazanu HeycrneuHsu. B cayuail Ha npoab/HKUTETHO MOBPBIIAHE, CMYLUEHHS B Ch3HAHHETO U HEOXKHUYAHHO
[MOBEACHHE, JISHEHHWETO C ALUETHICANHLMIIOBA KUCeinHa Tpsabsa na 6uae npeyCTaHOBEHO.

M3noa3BaHeTo Ha CA/IMLIMNATH 3a ¢POK OT & CEAMHUM e/l BaKCHHALUWA CPELly BMPYyCa Ha BaphLENa CbUIO
TpsiOBa 1a Obae uzbAresaHo.

[Tpy nauMeHTH, CTPAaLLK OT TEXBK INOK030-6-pocdar aexnaporeHasex aepuumt (G6PD),
AUETWICATHLUMIOBATA KHCEIIMHA MOJXKE /14 Ipeau3BUMKa xeMonuza. QakTopu, KOUTO MOraT Aa yBeJiM4aTt pucka

OT XEMOJIM3a Ca HANp. BUCOKK JO3H, TPECKa WK OCTPH UH(PEKLIMH.
B cnyuaii Ha G6PD aeduiumT, aueTuncanmumnoBaTa KHcenrMHa Tpa0dBa 1a Obae npuiarana roj JIieKapeko

HaONKAEHHE.
XeMoJ13a ¢hllo € HabaaasaHa NpH BUCOKH 103U acKOPOMHOBA KUCEIHHA.

U3rmon3BaHeTo Ha TO3H JIEKAPCTBEH MPOJYKT HE Ce NMPEenopbUBa M0 BpEME HA KbpMeHe (BUKTE ToUKa 4.6).

CblUecTBYBAT HW3BECTHM OOKA3aTENCTBA, Y€ JIGKapCTBa, [MOTHUCKALIM LHUKIO-OKCHIEHa3’aTa/CUHTE3a Ha
NpOCTArIAHAWH, MOraT Ja MPUYMHAT YBPEXKIAHE HA KEHCKaTa (PEPTHIHOCT 4pe3 BB3OCHCTBHE BBPXY
oBynauuaTa. Tosa ¢ 00paTUM NpoUEC NPU NPEKPATIBAHE Ha JIEUEHHETO.

[To oTHOLIEHHWE HA ACKOPOUHOBA KHCE/THHA!

[TpenopbyBa ce Aa ce 00bpHEe 0COOEHO BHUMAHKE H NPKW NAUHEHTH C HAPYLUEHO YCBOSIBAHE Ha XKEJA30
(TamaceMusn, XeMOXpOMATO3a, CUAepobiacTHA aHEMU).

Tosu nexapcTBeH NMPOAYKT cbAbPXKA 474 mg HaTpuil Ha edepBeclieHTHa TabneTka, EKBUBAJIEHTHO Ha 23,7%
oT nipenopbyuTenHus oT C30 MakcUMalleH AHEBEH XPaHUTENEH NMPUEM HA 2 g HATPHH 3a Bb3PACTEH.

4,5 B3auMoaedcTBHE ¢ APYIH JJEKAPCTBEHH NPOAYKTH 4 APYIrd GOpPMH Ha B3IRHMOJCHCTBHE

Hsakowu BelecTBa B3aMMOACHCTRAT Nopaau CBocTBaTa UM Aa HHXuOMpaT TpOMOOLUTHATA arperaums:
aburkcHMa0, alleTHACANHUIKIOBA KUCEIMHA, KITOMMMAOTPesl, €NONPOCTEHON, enTUdHUdATHA, HNONPOCT H
HAOMPOCT TPOMETAMOJ1, TUKNONUAUH W TUpodnOaH.

M3non3BaHeTo HA MHOXECTBO MHXUOUTOPH Ha TpOMOOLIMTHATE arperauys yBenuyasa pucKa OT KbpBEHE,
KAKTO MpaBy TAXHATa KOMOWHALMA ¢ XeMapyUH UITK CBbP3aHN MOJIEKYJIH, OPA/IHM AHTHKOAryJIaHTH WK ApYTH
TpOMOOJUTHLHK, W TpAOBa 1a Obae B3€TO NpeaBU Hpe3 NMOAABPIKAHE HA PEAOBEH KNUHHUYEH MOHUTOPUHT.

[IpoTHBONOKA3ZAHH B3aHMOAEHCTBHA (BHKTE TOuKa 4.3):

MeToTpekcar, H3MOJA3BAH B 1034 OT 1S mg/ce MHUHO HIITH NTOBeYe:
[ToBHlIEHA TOKCHYHOCT HA METOTPEKCAT , B YACTHOCT XEMAaTOMOrHYHA TOKCHYHOCT (MMOpaan MOHKXKAaBaHE HA
ObOpeyHUs KIHMPBHC HA METOTPCKCAT OT allETHICATMUANOBA KUCENWUHA).

[ToBHlIEH PHUCK OT KPbBOH3/IHUB.




KoMOHHAIIHH, KOKTO HE C€ NPEeNnopPLYBAT:

OpanHn AHTHKOATYJIAHTH HPH NMAUHEHTH ¢ AHAMHECTHYHH JAHHH 32 racTPOAYOJNEHAIHH A3BH:
[ToBrineH pHUCK OT KPbBOHU3JIHUB,

JIpyru HecrepoMaAHH NPOTHBOBBb3NAJNTEIRY cpeacTBa (NSAIDs):
[ToBHLIEH PUCK OT CTOMAILHO-YPEBHH A3BH U KPbBOUZIIWBH.

XenapuHH ¢ HHCKO MOJIEKYJHO TErJ10 (M CBLP3aHUTE MOJIEKYJIH) H He(ppAKUHOHHPAHH XeNApPUHH B
Je4eOHH K03H HJIH NPH BL3PACTHH MAUHEHTH (> 05 rooHHH), HE3ABHCHMO OT 03ATA HA XeMapPHH:
YBenu4yeH pUcK OT KpbBOU3JINB (MOTHCKAaHE Ha TPOMOOLIMTHATA arperauys 1 arpecus Cripsmo
racTpOAyOAEHANHATA AMTaBALIA MOpa/M alleTHCAMLUMAOBaTa Kucenuda). Heobxonnmo € na ce usnonsea
APYroO NMPOTHBOBBL3NAIUTE/IHO JEKAPCTBEHO CPEACTBO WKW APYT AHAIATETUK WIH AHTHITUPETHK,

Knonuporpes (M38bH 0A00peHUTE NOKA3aHUA 32 Ta3KW KOMOHHALMSA NNPH NALMEHTH C OCTbLP KOPOHApEH
CUHAPOM }:

[TosMwieH puck OT KPbBOU3ITUB. AKO HE MOXKE A2 ObJe H3DerHaT KOMOUHUPAHUAT MPHUEM, CE NPENOPbLYBRA
IKSTHHHYEH MOHMUTOPHHT.

Ypuxkozypuunu cpeactna (0eH30poMapoH, npobeHeuua):
HamaneH ypuko3sypuueH epekt nopaad KOHKYPEHUNS 3a eIMMHHUPAHE Ha MUKOYHATA KUCENHHA B
bbOpeuHnTEe TYOYIH.

TukIonUuANH;

[ToBHIIIEH PUCK OT KPbBOM3NUB. AKO HE MOXe /1a ObAe M3berHaT KOMOMHUPAHUAT NpHUEM, CE NPENnopbLYBa
KJIMHHYEH MOHUTOPHHT.

KombOupnanuy, H3HCKBALH MPeANA3HH MEPKH NPH (IPHJIArane:

MetoTpekcar, npsjaaras B 1034 noa 15 mg/ceamuuHo:
[ToBulIEHA TOKCHYHOCT HA METOTPEKECAT, B YACTHOCT XE€MATOJIOTHYHA TOKCHYHOCT (ITOpadn NOHKUKABAHE HA
OBLOpEeYHUS KITUPBHC HA METOTPCKCAT O AUETHIICATTHLIKIIOBA KUCEIHHA).

Heobxonymo e kpbBHATA KapTUHA Aa OBAE NpocneasiBaHa €XXEeCeAMHYHO NPE3 MbPBUATE CEAMHULUM HA
koMOWHUpaH rpueM. M3uckBa ce cTpor KOHTPO NpU NaUMEHTH ¢ OBOPeYHH YBpEXKAaHUA (AOPH JIEKH),
KaKTO W [PH Bb3paCTHH MNalLMEHTH.

K.IIBIIH,[H]FPEJI (HSB']:-H 0ﬂ06p3HHT€ MNOKd3dHHUA 38 Ta3H I{GMGHHHHHH NpH NALUHCHTH C OCThpP KOPOHAPCEH
CHH,[[[JOM)Z [TopuLueH PHCK OT KPbBOHU3JIHE. HpEl’]Dp’hl{Bﬂ € KITHHHYEH MOHHTOPHHT .

CroMamHo-4YpeBHM TOMHKAIHH NPOAYKTH, AHTHAIH/IH B BBHIJIEH!

{loBuicHa 6bOpetHa eKCKpeLIMs HA aUETUICATUUMIOBA KUCENUHA, NOPAAn AKATH3UpaHe Ha YPUHATA.
[IpenopbyBa ce NpUEMBT HA CTOMALUHO-YPEBHH TOMUKAIHA MPOAYKTH H aHTHALUMAH Na C€ U3BBPLIBA MNOHE 2
4aca fpean WM clie]] AaueTHICATULIMI0BA KHCENHHA.

XenapHHH ¢ HHCKO MOJEKYJIHO TerJi0 (M CBbP3aHHTEe MOJIEKY/IH) H HePPAKUHOHHPAHH XCMIAPUHH B
NPpeBAHTHBHH A03H NPH BB3PACTHH HANHEHTH MOA 65-roanuIHa Bh3pact

KOMOWHHpaRUAT npuvem, ACHCTBALL Ha pa3/IMYHK HUBA OT XEMOCTa3ara, yBE/IH4aBa PUCKa OT KPbBOM3/IUB,
[lopaau ToBa, NpU nauyeHTy Noa 65-roguiliHa Bb3pacT, KOMOUHUPAHUAT MPHEM HA XeNapUHU B
NpOPUNAKTUYHH 103U (WIIU CBbP3aHH MOJIEKYJTH) U ALETHIICAIMUMIIOBA KACENHHA, HE3aBHCUMO OT [034Ta,
cneasa na Obe B3eT NpeaBuA Ype3 NOoAAbPKaHE HA KIIHHWYEH MOHUTOPUHT H J1adOpaToOpPeH M
KOrato € HeoOXoaUMO.

TpomboauTuuy, CTenToKHHA3A:
[ToBuLIEH PUCK OT KPBbBOH3IIHB.




Ce/leKTHBHHM HHXHOHTOPH HA 00pPATHOTO 3aXBALUAHE HA CEPOTOHHH (LHTAJIONPaM, eCIIHTAIONpaM,
bayoxceTHH, JIYBOKCAMHH, NAPOKCETHH, CEPTPAJIHH):
[ToBUIlIEH PHUCK OT KPBBOH3JIHMB.

JAMIroKCHH:
[TnazMeHUTe KOHLIEHTPALMH HA AXWFOKCHHA CE€ MOBUILABAT MOPaJl HamalsBaHe Ha OLOpeyHaTa EKCKpeLH.

Hp@ﬂﬂp’h‘{ﬂﬂ CE MOHUTOPHHD HA TJ1asMECHATA KOHUCHTpAaUrad Ha AUTI'OKCHH H, AKO € HEG6XU}1HMD, peryJIMpdaHC
Ha 103aT4d.

AHTHIHA0ETHH, HAND. HHCYJIHH, CYJIPaHHITYpeHHM NPOAYKTH:

[ToBHLLEH XUTIOrTHKEMHYEH ePEeKT OT BUCOKH J103H aUETHIICATULIMIOBA KUCETIHHA NOCPEACTBOM
XUMOMTHKEMHYHOTO AEHCTBHE Ha ALIETHICATMLIMIIOBATA KUCE/IMHA H U3MECTBAHE Ha cyndaHuIypeitnu
NPOAYKTH OT MACTOTO HA CBbP3BaHE C MU1a3MeHUTe NpoTerHH. [IpenopbuBa ce MOHUTOPHHI Ha KPbBHATA

3axXap.

T IIOKOKOPTHKOHAH (€ H3K/II0YEHHE HA XHAPOKOPTH3OHO-3aMeCTBALA TEPANHKA):

[ToBHLIeH pHUCK OT KpbBOU3AWB. [TOHMKEHHU HHUBA HA CATTULMIIATH B KPBLBTA N0 BPEME Ha KOPTHKOCTEPOUTHO
JE€YEHHE U PUCK OT calulMiaTHA NPEJO3UpaHe ClIE/] CIMpaHe Ha TOBA J€YEeHHE, NopaaH YBETHUYEHO
EJIMMUHHPAHE HA CATUUMIIATH OT KOPTHKOCTEPOU/IH,

JIHYPEeTHUH, HHXHOHTOPH HA AHTHOTEH3HH-KOHBepTHPAMHA eH3UM (ACE) n anrnorensnn 11
pelenTOPHH AHTATOHHCTH: BH3MOXHA € ocTpa Ob0pevHa HEAOCTATBhYHOCT NPH AEXUAPATHPAHH MALMEHTH
nopajayd HaMafiaBaHe Ha FMoMepyJHaTa pUATpaLMs MOCPEACTBOM IMOHWKEH ObOpeyeH cuHTe3 Ha OBOpeUeH
npocrarnasauHi. Hapena ¢ ToBa € Bb3MOXKHO HaMalisiBaHe Ha aHTHXUIMEPTeH3UBHUA e(eEKT. YBeperte ce, 4e
MAUMEHTBT € XUAPATHPaAH v ObOpeuHaTa GyHKUMA C€ KOHTPOIMPa B HaYallOTO HA JISYEHHETO.

Bannpoesa KHucelIHRA:
[ToBMilieHA TOKCHYHOCT Ha BaINpOeBaTa KUCEMUHA MOpagn U3MECTBAHE OT MECTATa Ha MPOTEHHHO
CBbP3BaHE.

Ankoxoa: [ToBHIIEHO YBpEXAaHE HA CTOMANIHO-YPEBHATA JIMTABHLIA H YIbJKABAKE BPEMETO Ha KbpBEHE
nopaau aAuTHBHUTE €(DEKTH HA aLIeTUICAIIMLMIIORA KMCEIMHA U ankoxol. KomOuHupanusaT npuem tpadBa na
Obae u30sreaH.

KomMOHHanHH, KOHTO ¢JieBa 1a 0bAAT B3€TH NpeaBHA:

Hedepacupokc:
[ToBHIIEH PUCK OT CTOMALUHO-YPEBHU A3BU U KPHBOH3/IHB.

HedepokcamuH:
EAHOBPEMEHHOTO MY NPUIOXKEHHE C ACKOPOMHOBA KMCETUHA MOXKE 1A NIPEAU3BUKA TOKCHYHOCT HA TbKAHUTE
C XKeJs130, 0COOEHO B CbPLETO, NPUUYNHABAWKU CHPACYHA JEKOMIIEHCALIHA.

AKeia30 1 ATYMHHHH:

[TpneMbT Ha acKOpOHHOBA KYCEIWHA YBeJIn4yaBa cToMalHo-upeBHarta abcopbuus. Tosa ciensa pa 6wae
OTYETEHO MPU NaLMEHTH ¢ 6bOpEeUHa HEAOCTATBLYHOCT, B CIyYail Ha 3aMECTBaHE Ha JKeNA30-ChbAbpKallU U
NpUEM Ha ATYMUHUH-CbIbPKAWU aHTHALHAH.

BiaumojaeiicTBHe ¢ 1a00paTOpHH H3CIE1BAHHS:
AUETHACAIMLIMNOBATA KHCENHHA U aCKOPOMHOBATA KMCE/WHA BBB BUCOKH 03U MOXKE J1a MNOBJIMAE [IPH HAKOH
nabopaTopHU H3c/e/IBAHUA, HATpUMeEP (EKAICH TECT 3a OKYITHH KPbBOUINTUBH, (YHKLMOH
4epHOAPOOHH N3CeABaHHS.

Toi kato BuTamuH C e peayuunpall areHT (T.€. eJIeKTPOHEH JOHOP), TOH MOXKe Na NpU4dH
CMYLIEHHs B N1abOpaToOpHY TECTOBE, KOMTO BIUIIOYBAT OKUCAKTENHO-pPEAYKLIMOHHH peak
Ha MIKKO3a, KpeaTHHWH, KapbamazernuH, MHKOYHa KUCE/IMHA B YpHUHaTa U cepyma. But
NOB/AKAE HA TECTOBE, KOUTO U3IMEPBAT [JIKOKO3aTa B YPHHATA U KPBBTA, KOETO BOAM 10 ¢
BBIPEKH Y€ HAMA €(EeKT BbpPXY HUBATA HA KPBBHATA 3axap.




4.6 @eprHaHTET, OPEMEHHOCT H KbPMeHe

bpeMeHHOoCT

MHxubupaHeTo Ha MpocTarfaHAWHOBUA CUHTE3 MOXKE J1a MOBJIHsIE HEONAronpUATHO Ha DPEMEHHOCTTA M/ UITH
eMOPHOHAIHOTO/heTanHO pa3sBUTHE. JJaHHH OT eNUAEMUOJIOIHYHH MpOyYBaHWA NPENoNaraT yBejad4icH
PUCK OT aBopT W ¢ChpaedHu Man(opMaLnK ¥ racTpocxHsa ciesl ynorpebdara Ha MHXUOUTOp Ha
NPOCTArIAHAXHOBHSA CHHTE3 B paHHA OPEMEHHOCT. AOCOIIOTHHAT PHCK OT CbPAESUHO-CHAOBH MaNhopMaLiny
ce yBeNnuuH oT no-mManko ot 1% go npubnuzurendo 1,5%. PUCKDT U3rnexaa ce ypennuasa ¢ 103ata u
NpOABKUTETHOCTTA Ha IEYEHHE.

[IpH )KHBOTHHU aAMUHUCTPUPAHETO HA HHXHOWUTOpP HA NPOCTArNAHAMHOBUA CHHTES BOAH A0 YBEIUYEHA
saryba npeau W cnea UMNIaHTHpaHe U eMOpuo-detanHa cmbpT. Hapen ¢ Toa, Oelille ZoK/1aaBaH YBEIHYEH
Opoii pazHooOpazHu MandopMaliH, BKIKOYHTEIHO ChbPACYHOCHA0BH MaiOpMaLMH, ITPH XHBOTHH,
[IPUEMAJIN HHXHUOUTOP Ha NPOCTArIAHAWHOBUA CUHTES MPe3 OPraHOreHETUYHATa reCTalluoHHa (a3a.

Ot 20-Ta ceaMuLla Ha OPEMEHHOCTTA HATAThK ynoTpedara Ha alleTHNCATHLMIOBA KUCEIMHA MOXe Ja
MPUYHUHK OIMTOXHAPAMHHOH B pe3yNnTar Ha ObOpeuHa auchyHKumMs Ha itoaa. Tosa Moxe aa ce CiydH
CKOPO CJIEA 3aloUuBaHe Ha JICUEHKETO U OOMKHOBEHO € 00paTHMo ciel npeycTaHoBasade. B nonbaHeHue,
MMa CLOOLLEHMA 3a CTECHABAHE HA AYKTYC apTepUO3YC CIIE] I€YEHHE PE3 BTOPUA TPUMECTBP, MOBEUETO OT
KOHWTO OT3BY4YaBaT cJief NpeKpaTsBaHe Ha fieueHHeTo. ClieJOBaTENIHO, OCBEH aKO HE € a0CONTHO
HeOOXOAMMO, ALECTHICATHLIMIIORA KMCEeNUHA He TPpAOBaA a ce U3MMON3BA 10 BPEME Ha [TbPBUA H BTOPUS
TPUMECTHD OT OpeMEHHOCTTa. AKO alleTUICATMLWIOBA KUCE/IMHA C€ U3MOJI3Ba OT XEHA, ONUTBAaLla CE Aa
zabpemMeHee, UK Mo BPEME Ha MbPBHA U BTOPHA TPUMECTHP 0T OpeMeHHOCTTa, Ao3aTa TpsAOBa na e
BB3MOXKHO Hal-HUCKA M NPOABJDKHTEIHOCTTA HA JICUEHHE 14 € Bb3MOXKHO HaH-KpaTKa.

AHTEHATaTHO Ha0JIIoAeHHe 3a OIMFOXKUAPAMHUOH W CTECHABAHE HA AYKTYC apTepHo3yc TpabBa aa ce
oOMUCIIH ciief] ynotpeda Ha alleTUACATULMIOBA KUCEINHA B NPOAB/HKEHUE HA HAKOAKO JHH OT FreCTallHOHHA

ceamuua 20 HaTaTbK. AUETHACAIUMLUNIIOBA KHCEIHHA TpAOBa 1a ce NMpeyCTaHOBH, aKO C€ YCTAHOBU
OAUTOXH/IPAMHUCH WJIH CTECHABAHE HA JYKTYC apTEpPHO3YC.

[To BpeMe Ha TpeTHA TPUMECTBP BCUYKH HEXHOWTOPH Ha CHHTE3a Ha NMPOCTariaHANH MOraT Aa H3MOXKaT

MjioJa Ha:

- KapJHOMYJIMONaHA TOKCHYHOCT (NPEKAEBPEMEHHO CBUBaHe/3aTBapsHe Ha ductus arteriosus ¥ 6enoapobHa
XUTEPTOHKA).

- OBOpeUHOo yBpEHKAaHe (BXK. Mo-rope).

B nHanpennanute eTany Ha GpeMeHHOCTTA NPU MalikaTa U HOBOPOAEHOTO MOKE Nia C€ NMpPOosiBU:
- YABIKABAHE HA BPEMETO HA KbPBEHE MOpaan NOTHUCKAaHE Ha TPOMOOLIMTHATA arperauus, KOeTo MOXe Aa

HAaCTbIIK JOPH CIEA [TPHCM Ha MHOT'O HHCKH J103H dLICTHICAITHLWII0BA KHCCJTHHA.
- MOTHCKAHE Ha MATOYHHUTE KOHTPAKLWU, KOCTO Ada JOBEAC OO0 3a0aBEHO HIIH YABIKCHO P daHC.

CnenoBarenHo, alleTHICANWLMIIOBAaTa KHCEANHA € MPOTHBONOKA3aHa No BpeMe Ha TPETHUSl TPUMECTHP Ha
OpeMmeHHOCTTA. (BXK. TO4UKH 4.3 1 5.3).

KtpMmeHe
ALETHICANTHLMAOBATA KUCE/IMHA MPEMHUHABA B KbpMaTa.
ALETHICAIMIUIIORATA KUCETHHA HE Ce NPENOpPbLYBRA NO BPEME Ha KbpMEHe (BIHKTE TOUKa 4.4) .

OepTUnuret
CbUIeCTBYBAT MU3BECTHH 10KA3ATEJICTBA, Y€ JIEKAPCTBATa, KOMTO NOTUCKAT LIMKIO-OKCUIreHa3a/ CUHTe3a Ha

oBynauuaTa. ToBa ¢ obpaTUM npouec npy IMpeyCcTaHOBABAHE Ha JICUEHHETO.
4.7 EdexTH BHpPXY CH0CO0OHOCTTA 32 IN0GHPaHe H PAdoTa ¢ MALIHHH

He ca nabniogaBany edekTi BbpXy cnocoBHOCTTA 3a wodgupaHe U padoTa ¢ MallIUHK.




He3aBUCHMO OT TOBa, UMAWTE NpeBUA, Y€ € Bh3MOXKHA MOABA HA rNaBoOONIHE HITK 3aMasHOCT.

4.8 HexellaHH JIeKAPCTBEHH PEeaAKIHH

M306poeHUTE HEXKENAHU JIEKAPCTBEHH PEaKLIMA C€ OCHOBABAT HA CMTOHTAHHH MOCTMAPKETUHTOBH AOKIaAM 3a
BCHUKH OPaHH Pa3HOBHUAHOCTH HA ACNHMPHH, BKIIOUHTENHO 34 MEPOPAITHO KPATKO-H ABJTOCPOUHO JIEUEHHE.

YecToTaTa Ha HEXKeNlaHHUTE ehekTH € Knacu(prMUHpaHa KakTO creBa;

Muoro uectu: >1/10

Yeetn: >1/100 to < 1/10

Heuectu: =1/1,000 to < 1/100

Peaku: >1/10,000 to < 1/1,000

Muoro penkn: < 1/10,000

C Heu3BeCcTHA YecToTa: OT HAJIHUHHWTE JaHHH HE MOXKe J1a Obae HanpaseHa OlCHKA

HapymieHust HaA KPpbBTA H AHM$HATA CHCTEMA

C HEM3BECTHA YEeCTOoTa:

AHEMHS HIIH XKeN930-Ae(PUINTHA AaHEMHKSA CbC CHOTBETHUTE NabOPaTOPHU W KIHHHWYHH NPH3HALU H
CUMNTOMHU B pe3yNTaT Ha KPLBOU3JIUB

XeMoJiM3a M XEMOJIMTHUHA aHEMMUSI TIPH TIALIMEHTH € TEXKH POopMHU Ha rHOK030-6-docdaTaexuaporeHaseH
(G6PD) nedpuunt

TpombouuTOneHus

HapylieHuss HAa HMYHHATA CHCTEMA

C HEU3BECTHA YECTOTA:

PeakUWu Ha CBPbXYYBCTBUTENHOCT, aHA(HUNAKTHHHU PEAKLIUH, aCTMa, aHTHOEZEM

Peakuunte Ha CBPBLXUYBCTBHTEHOCT CbC CHOTBETHUTE Na0OPATOPHH U KIMHUYHU ITPOSIBH, BKIKOYBAT
peakLyH, 3acATally KOXara, AUXaTe/IHY MhTHUINA, CTOMALIHO-YPEBHUA TPAKT, KAKTO U CbPAECYHO-CBAOBATA
cucTeMa, ocodeHo npu nauydelTH ¢ actMa. CUMNTOMUTE BKJIIOYBAT OOpPUB, YPTHKAPHUL, OTOK, Chplex,
crniajaHe Ha KPLBHOTO HalAraHe, CHHAPOM Ha acTMa, JWUCIHES, PHHUT, 3allyLIBAHE HA HOCA, KapaHo-
pEeCnUPaTOPEH JUCTPEC, U MHOTO PSAKO, TEXKU PeaklMH, BKJIIOUYUTENHO aHAQUITAKTHUEH LWOK WIK
aHrMoeaeEM

Hapymienus na meralo1H3Ma H XpaHEHETO

MHOrO peaKu:

AUETHICAMHUMIOBATA KUCETHHA NMOTHCKA EKCKPELIMATA HA NMMKOYHA KucenuHa. Tosa moxe na noseae no
noaarpa npy MauueHTH, NpH KOMTO EKCKpEeLUATa Ha IHKOYHA KUCEIMHA € BEYE HUCKA.

C HEHU3BECTHA 4ETOTA:

XHUMOrJIMKEMHUS

Hapymenus Ha HEpBHATA cCHCTeMA

C HEU3BECTHA 4E€TOTA:

[naBoGonue, 3amaliBane, ycenjaHe 3a 3aryba Ha ciyxa, lIyM B YUIUTE, KOUTO OOMKHOBEHO €a NOKA3aTE/THM
32 Npeo3upaHe.

BbTpeuepeneH U MO3b4E€H KPbBOHU3JIHB

CbaoBH HApYIIEeHHN

C HEeH3BeCTHa 4eCTOoTA:

XeMOparnyHu CHHAPOMH (€NUCTAKCHC, KbPBEHE HA BEHUUTE, MypPIypa, YPOreHUTATHO Kbp
yBEIHYaBaHEe Ha BPEMETO Ha KbpPBEHE. PUCKBT OT KBPBEHE MOXKE J1a NPOAbLIXKYA 4 10 8 AHH
MPEeyCTaHOBSABAHE HA NPHEMa Ha aueTHICanMUWIoBa KucearHa. Toea MOXKe aa A0BEAE J10
KPbBOU3JIMB B C/ly4aid Ha onepauus. Bb3MOXKHO € Aa ce NoABH BLTPEHEPENneH W CTOMALUH
KpbBOU3NHB. BbTpeuepeniuTe KpbBOMNIUBYA MoraT Aa Obaat ¢patantHu, ocobeHo koraTo Ha
HarnpeaHana BL3pacrT.




JToknansaHM ca Cly4yad Ha CEPHO3HO KbPBEHE, MO3BbYEH KPBBOHU3NHMB (OCODEHO MPH NALMEHTH C
HEKOHTPONHPAHA XUMEPTEH3UA U/ UITH KOMOUHUPAHO JIEYEHHUE C aHTHKOArYJIAHTH), KOUTO B €AIHHUYHH
cydan Moxke aa ObJlaT NOTEHLNANHO XKWBOTO3acTpalllaBalLiH.

JIMXaTe/iHH, TOPAKAJIHH H MEeHACTHHAJIHH HAPYLIECHHS

Penku:

CuMNTOMH Ha CBPBXUYBCTBUTEHOCT, KaTO CUHAPOM Ha aCTMa, PUHHT, 3allyLUBaHE HA HOcA.
C Heu3BeCTHA YECTOTA:

HekapasoreHeH DenoapobeH oTok ¢ XpoHHUHa ynoTpeda ¥ B KOHTEKCTA Ha peakuus Ha
CBPBLXUYYBCTBHTEIHOCT, Ib/MKalla C€ Ha aUETHIICATTUUMIOBA KHCENWHA

CroMalHoO-upeBHA HAPYIIEHHA

HeeTu:

HapyuweHus Ha ropHaTta v A0JHATA YacT HA CTOMALLUHO-YPEBHHUA TPAKT, KATO AUCNENCHUS, peIyKC, AHapHA,
raacHe, MOBPbLIAHE.

HeuecTu:

CToMauwHO-YpeBHa U KOpeMHa Ooska

Penxu:

HapyweHus Ha ropHaTa 4acT Ha CTOMALIHO-YPEBHUSA TPAKT: €30(haruT, €epo3MBEH 1yOAEHHUT, €PO3UBEH
raCTPHT, A3Ba Ha XpaHONpoBoda, nepdopalus.

HapyweHus Ha goiHATa 4acT Ha CTOMAIUHO-UYPEBHUS TPAKT: A3BH HA MAJIKUTE (HEIOHYM U UITIEYM) U
rojieMute (Ha Ae0e10TO YEPBO H PEKTYMA) YEPBA, KOJIUT.

MHOro peaxy:

OKyITeH WU ABEH CTOMALUHO-YPERBEH KPbBOUZIMUB (XeMaTeMe3a, MeJieHa, U T.H.) B PE3YJITAT Ha XKEIA30-
Ae@UUMUTHA aHEMHUS. PUCKDBT OT KbpBEHE 3aBHCH OT A034aT4.

CToMallHK A3BH U CTOMALWHO-UPEBHU NepdhopaLiH.

Te3u peakuun Morat Aa 6bAaT CBbP3aHH C KPbBOU3JIMB H MOXKE J1a C€ MOABAT NpPH BCAKa A034
alETHICAIHLUWIOBA KHCENWHA ¥ NPH NALWEHTH ¢ MU 0€3 NpeaynpeaAnTeSIH CUMITTOMH WIH aHAMHECTHYHH
NAHHH 3a CEPUO3HU CTOMALLHO-YPEBHHU CHOUTHA.

C Heu3BECTHA YECTOTA:

UperHa guadparmera donect (0cobeHO NpU NPOABIDKATENHO JICHEHHE).

Xenaro-OHIHaApHH HAPYHIEH NS

C HeM3BeCTHa 4ecToTa:

[ToBuluaBaHe Ha YEPHOAPOOHHTE eH3UMH (TPaHCAMHHA3H), HepHOAPOOHO CMYLLIEHUE, YBPEXKNAHE HA YEPHUS
Apo0, NpeAUMHO XeMaToUenRyJapHO.

Hapymenns Ha KOXKATa H NOAK0KHATA ThKAaH
HedecTn:

Yptukapus, oOpye, chpbex

C Hen3BeCTHA YECTOoTA:

KoXXHH peakiyu

Hapymenus Ha O0bOpennTe H NTHKOYHHTE MTHLTHLLA

C HEM3BECTHA YeCTOoTA:

brOpeuno yBpexaaHe, ocTpa ObOpedyHa HeAOCTATHYHOCT.

Hedponurnasa (kanuues okcanar), Ab/XKalla ce Ha aCKOpOWHOBATA KUCE/IMHA

Obwn HapyuieH!A U e(DEKTU HAa MACTOTO HA NPUIGKEHHUE
C HEU3BECTHA YECTOTA:
Cungpowm Ha Peit (BrikTe TOUKa 4.4)

CrobluaBaHe Ha MOOO3UPAHN HEXKEAAHH PCAKLIUK
Cuo0ljaBaHeTO Ha NOAO3HPAHU HEXKE/IAHW PEaKUMHU clieql pa3pelliaBaHe 3a ynoTped
NPOAYKT € BaKHO. TOBa MO3BONABA Ja NPOABLIKHU HADIIOAEHUETO HA CHOTHOLUCHHUET
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neKapcTBeHus NMpoayKT. OT MEAMLMHCKUTE CELMATHCTH CE U3UCKBA 1a ChOOIIABAT BCAKA NOAO3KPAHA
HexxenaHa peakuus upes Usnbnudrennara areHUMs Mo JieKapcTeara

yi. ,, Jlamsau ['pyes” Ne 8

1303 Codust

Ten.: +35 928903417

yebcanT: www.bda.bg

4.9 Ilpeno3upane

Anemuncanuyilosa KuCeuna.
PUCKBLT OT mpeno3upaHe € ChLUEeCTBEH IMPH Bb3PACTHHA NALUMEHTH H 0cO0EeHO NMpu Masiki geua (TEpaneBTUYHO

NpeaO3MpaHe WK, NO-4E€CTO, CYYAaHHO OTPaBsAHE), MPU KOUTO MOXKe aa Opae datanHo. BeaMoxHo € aa ce
MOSIBH HEKapAHOreHeH 0enoapobeH OTOK NPH OCTPO WK XPOHHUYHO NPEIO3HPaHE Ha alleTUNCANIMLIMIOBA
KucenuHa (BMkTe Touka 4.8).

CamnTomu

YMepeHO OTpaBsHe:

CUMNTOMUTE KATO HANPUMEDP WYM B YUIUTE, YCellaHe 3a BJIOWEH CNYX, U3NOTABAHE, raJicHe U MOBPbIIAHE,
rn1aBobOMe M 3aMasgHOCT, Ca NPU3HALIK 3a MPeao3upate U Morat Ja 0baatT KOHTPOJMpaHH Ype3 HaMmansBaHe
Hd 103aTa.

TexxKo oTpaBsiHE:
CUMNTOMUTE BKJIKOYBAT: TPECKA, XMIIEPBEHTWIHMPAHE, KETO3a, AMXATENHA alKano3a, MeTaboIUTHA auHu103a,
KOMa, CbpJA€4YHO-CBAOB KONANcC, AMXaTeHa HEOCTATbYHOCT, TEXKKA XHIOITTUKEMHUS.

[Tpu neua npenozupaHeTo Moxke aa Obae (atanHo npu Ao34 oT eaea 100 mg/kg npy eaHokpaTeH npuem.

CnemHn Mepku

- He3zabaBHO TpaHcdep B crieuranu3dpaHo OOJIHUYHO OTAENEHHE

- CTomatiHa NPOMHUBKA M [IPUIOKEHHUE HA AKTUBEH BbIJICH

- KoHTpOn BLPXY KHUCENHHHO-ANIKANHHA DanaHc

- AIKanu3upaHe Ha ypMHaTa ¢ MOHUTOpHHT Ha pH na ypuuara

- XeMOJHaIKu34a B TEXKH CiTydyau

- KoHTpON BBEPXY CEpYMHUTE €NEKTPOJUTH U 3aMECTBAHE HA JACXHApaTalus
- CuMOTOMATHYHO JIEYEHHUE

Ackopbunoea xuceauna:

OCTPOTO WIH XPOHUUYHOTO MpeAo3rpaHe Ha MPOAYKTa MOXE CbLLO Aa NMPUUHHU CrieUM(pUUIHA TOKCUYHOCT,
CBRBP3aHa ¢ ackopbuHoBa kucenuHa. Cnea eIHOKpPATHY 103U acKOPOMHOBA KUCENWHA OT MOBEYe 0T 3 g Ha
J€eH, € Bb3MOXHO /1a €€ NOABAT OCMOTHYHA AHAPUS U CTOMAUIHO-YPEBHU HADY LLIEHUA, KATO HANPUMED rajeHe
WK FACTPHT.

KAWHUUYHHUTE NpU3HALIK U CUMITTOMHM, 1a00paTOpHUTE JaHHU W MOCNEAULMTE OT MPEA03UPAHETO 3aBHCST OT
YYBCTBUTEHOCTTA HA HHAMBHAA U OKONHHUTE 00CTOsTENCTRA (T.€. 103a, MPOABLIKHTEIHOCT Ha yrnoTpeda,
BpEME A0 AUArHOCTHUKATA).

AKO ce NnogBaT CUMIOTOMH HA NMpeAo3upaHe, NPpoAyKTbT TPAOBA Aa ¢ CNpPe M a C€ NOTbPCH KOHCYATALUSA C
MEIMLUNHCKH CNELHAIUCT.

OcTpoTo WM XPOHUYHO Npeao3upade ¢ BUTaMUH C (> 2g / 1eH Npy Bb3PacTHU) MOXKE 3
MOBHLIM OKCAllaTHUTE HWBA. B HAKOM cnyyau TOBa BOAM J0 XUMEPOKCANTYpH4, KpHcT
okcanat, obpazyBaHe Ha KaMbHU B ObOpeuuTe, OTNaraHe Ha KanluWeB OKcCanar, Tyﬁy o
HedponaTus U ocTpa ObOpeyHa HEeAOCTATBLYHOCT.
[Ipepo3upakie ¢ BUTaMKHH C TPy NPU NALMEHTH € MTIOKO30-6-PochaTaeXHAPOreHs PHEE
Npy geua v > 15 g/neH npyu Bh3pacTHA) MOXKE 1@ A0BEAE 10 XEMOJIN3A HA epHTPOLIAY e
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5. ®APMAKOJOIHNYHU CBONCTBA
5.1 ®apMaKoJHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHa rpyna:
HepBHa cucTema, Apyrd aHANTETHIM 4 aHTHIIMPETHULH, CANULIMIIOBA KUCE/WHA H NPOH3BOJHH,
ALUECTUNICATHLIMIOBA KHCENTHHA, KOMOHUHALIMHK C H3KIIIOYEHHUE HA MCHXOMENMTULIU

ATC kon: NO2BASI

AULETHICATHLIMIOBATA KUCEIMHA MPUHAANIEKH KbM rpylara Ha KUCEITHHHUTE HECTEPOUIHU
NPOTHBOBB3MAIKTENHH JIEKAPCTBA C AHAJITEeTHYHH, AHTUTTUPETUYHH U POTHBOBB3NAIMTEIHH CBOHCTBA.
HeltHuatT MexaHH3bM HA JICHCTBHE C€ OCHOBABa Ha HEODPATUMO MHXHOUpAHE HAa UUKJIOOKCUIEHA3ZHUTE
EH3UMH, BKJIFOYEHHU B CHHTE3a HA NPOCTarnaHaMHH. ALETHICAIMLHAJIOBA KUCEMHHA ChELO MOTUCKA
TpoMOOLUTHATA arperauus ypez 6aoKUpaHe Ha CUHTE3a Ha TpoMOOKcaH A2 B TpPOMOOLIMTHTE.

[Tepopannure a03u oT 300 mg 1o 1000 mg aueruncanMuunoBa KMCENMHA CE U3MOA3Ba 33 00JIEKYaBAHE HA
NeKa A0 ymepeHa Ooska u Jiekv eOpuiHd CbCTOSHUA, KaTO NPOCTYAH M FPUIL, 33 MTOHWKABAHE HA

TEMIEpaTypara.

BDHHOP%FBDPHMHHT BUTAMHH ﬂCKDpﬁHHOBa KHUCEITHHA € HacT OT 3alllUTHaTa CHCTEMA Ha OpraHH3Md CpCLLY
KUCJIOPOAHHUTEC paJHKalAHn U ApYTH OKCHAAHTH OT €HAOICHEH KU CK30I'CHCH IPOHU3X0A, KOUTO ChHIO UI'PaAT
CricUHaJIHa pOJist BbB BbL3IIAIUTCIIHHA T1IpOLUCC U B ACBKOLUHUTHATA Q)yHKH,HH.

U in vitro, v in vivo eKCNEPUMEHTH NMOKA3BaT, Y€ aCKOPOMHOBATa KUCEJIMHA MMA MOJIOKHTENEH €PEKT BhPXY
JIEBKOUMTHUA UMYHEH OTIOBOP IPH XOpa.

AckopbuHoBaTa KUCeINHA € OT 0co0eHO 3HAYEHHUE 3@ CUHTE3a HA MHTpaLEeNyJapHU OCHOBHH CYOCTaHLIUH
(MyKOMONH3aXapKn), KOWTO 33€1HO C KoJlareHOBUTE (hUOPK OCUIypSABAT 3aMEHATBAHE HA KANWIAPHUTE
CTEHMU.

JobarsHeTo Ha aCKOPOWHOBA KMCE/IMHA KbM aUCTUNCATHUMIOBA KHCENHHA [TOA00OPABA MEPKUTE CPELLY
CTOMALIHO-YPEBHH YBPEXKAAHHS U OKCUOATHUBEH CTpec. Te3u Mnon3u Morart na AoBeaaT 40 nogoopsasaHe
npoguia Ha MOHOCHMOCT KbM MPOAYKTH, ChAbPKALlM alleTHICATMLNIOBA KUCEJIMHA B KOMOHHALIHA ©
acKOpOUHOBA KHCENHWHA B CPARHEHHUE C MPOAYKTH, ChABPKALLIA CaMO aLETHICATHMUIHIOBA KHCETHHA,

5.2 dDapMaKOKHHETHYHH CBOHCTBA

Abcopbuus:

Caen nepopanHo NpUAOKEHHUE aUETH/ICANALIMIIOBATA KMCeIHHa ce abcopbupa OBbpP30 W HAMTBIHO OT racTpo-
UHTEeCTHHAMHUA TpakT. [lo BpeMe Ha v cnel abcopbuMs aLEeTHICATIMLHIOBATA KUCENNHA CE KOHBEPTHPA B
CBOf TJIaBEH aKTHBEH MeTabOJMT canvuMaoBRa Kucenrda. Kato ugno MakCUMaiHATE Niia3MeHU CTOHHOCTH ce
gocturat cieg | 5-30 MUHYTH 32 aueTHACATULIMI0ORATA KHCENHHA U ¢bOTBETHO cnea 0,72-2.0 yaca 3a
canaunaoBara kucenuHa. JlobapsHeTo Ha aCcKOpOMHOBA KMCESIMHA BOJIM [0 Majika NPOMEHIIMBOCT MJIU NuKMca
Ha PK napameTrpHd Ha aueTHICANHLMIOBATA KHCEIMHA.

Crien nepopajieH npuem ackopbuHoBa KucenrHa ce abcopdbupa B HOBELLKUTE YEPRA YPe3 aKTUBHA HATPHH-
3aBHCHMA TPAHCTIOPTHA CUCTEMA, Hali-e)eKTHBHO B MPOKCHMANHOTO YepBO. ADCOpPOUpPAHETO HE
[POrNOPLUOHAJIHO Ha Ao3ara.

PasznpeaeacHue:

AUCTHICATULIUNOBATA Y CAJIMLIWIOBATA KUCEIHMHA Ce CBbP3BAT U3KIIOUATENHO 3[1PaBo ¢
NPOTCUHU 1 CE pasnpedenaT 0bp3o B TeleCHUTE TeHHOCTH. CallMUnIoBaTa KHUCEJIHHA Ce
M NpeMUWHARBA Mpe3 INJaleHTaTa.
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C yBeNnuuyaBaHETO Ha AHEBHATA NEPOPANIHA 1032 aCKOPOWHOBA KHCEIMHA, KOHLICHTpaLHATA B nia3Mara u
APYrdTe TENECHH TEYHOCTH HE C€ YBENMYaBa NPONOPLUHOHANHO, a TEHAEHUHATA € 4a JOCTHra ropHaTa
rpaHHia.

buoTpaHchopmaums:
CanuuMioBaTa KUCENUHA Ce EMUMHHUPA OCHOBHO 4Ype3 uepHoapobeH metabonusbm. MerabonutHre H
BIJTIOUBAT CANMLUMJIOBA HA KUCEIMHA, CalHLW (PEHONOB MIOKYPOHHU], CANTMUMIIOB [VIIOKY POHHA,

reHTH3WHOBA KHUCEJIMHA U MEHTU3HHNHKOYHA KUCEANHA.
OcHoBHUTE MeTAaOOMHTH HA ACKOPOMHOBA KMCEIMHA €A OKCAIaT ¥ AUKETOTITIOKOHOBA KHCENUHA.

EnumMuHUpaHe:

EAHMUHALMOHHATA KMHETHKA HA CATMIMIOBATE KUCENIMHA € 3aBUCUMa OT 103aTa, Thi KaTO METaDONMU3IMDBT €
orpaHu4eH OT KanaluTeTa Ha YepHOAPOOHUTE eH3UMH. EJTMMHUHALIMOHHUAT NONYKHBOT Bapupa MEXay 2 10
3 yaca clieq MPUEM Ha HUCKHM JO3U M A0 OoKkONo 15 vaca 3a BUCOKHTE A03H. CanuuMI0BaTa KUCEINHA U
HeliHUTEe MeTabOHTU Ce eKCKPETHUPAT rJlaBHO upes 6bpdpeuure.

AcKopOMHOBaTa KHCETMHA CE€ EKCKPETHPa OCHOBHO upe3 ObOpeuuTe.

5.3 IlpeakIHHHYHH JAHHH 32 0e30NACHOCT

[TpeAKNHHHUYHHUTE JaHHH 3a 0E30MACHOCT Ha aUETHIICATMUMWA0BATA KHCE.IHHa H aCKOpOHHOBATA KHCE/IMHA ca
no0pe JOKYMEHTHpPaHH.

B npoyuBaHus npy xXKUBOTHH CAIMLMAATUTE MPUYHHABAT YBpEXKaAaHe Ha ObOpeLUTE pH BUCOKH A03H, HO
0€3 Apyrd OpraHuy Ne3nH. ALETUICATULHIIOBATA KHCENWHA € LIUPOKO U3CIEIBAHA I1 VIIFo U 11 VIVo 3a
MYTAreHHOCT U KaHLEPOreHHOCT: HE € YCTAHOBEHO 3HAYUMO ACKA3ATENCTBO 33 MYTAar€HEH WM
KaHUeporeHeH noteHuMan. CbUOTO BAXKH M 32 U3MUTBAHKATA HA KAPLUHHOTIEHHOCTTA.

CanvuuiaTydre NposBiABaT TEPATOreHH! €PEKTH MPU U3CIEABAHUA BLPXY Pa3/IMYHH BHU/OBE KUBOTHH,
OnuycaHM ca Cy4an Ha HAPYLISHUS NPW UMITIaHTalus, EMOPHOTOKCHYHHU U (PETOTOKCHUYHH ePEKTH H
yBpeXKaaHe Ha cNOCOOHOCTTA 3a YUEHE B TMTOKONEHUETO CNell MPEHATAIHA EKCMNO3KHLIUS.

XpOHHYHOTO OTPAaBsHE CbC CATTULUAIATH MOXE NPOTHYA CKPUTO, ThH KaTO MPH3HALUTE K CUMIITOMHUTE MY Ca
HecneuudpUuHH. Jleka XpoHHYHA CATHLMNATHA HHTOKCUKALIUA, HITH CATHLMIN3BM, OOMKHOBEHO CE NMOsABABA
caMo ¢fiel MHOrokpaTHa ynotpeda Ha roneMu 1o3u. CUMIITOMUTE BKJTIOYBAT 3aMalBaHe, CBETOBBbPTENK, LIYM
B YLIMTE, [yX0Ta, H3MO0TABaHE, rajeHe H MoBpbllaHe, rnagobonue U oObpKkBaHe, U Morart aa obaar
KOHTPOJIMPAHU 4ype3 HaMansiBaHe Ha ao3ata. LLyM B yluuTe Moxe aa ce nojiyqu npy njiasmeHu
koHueHtpauuu ot 150 1o 300 meg/ml. Ilo-cepro3Hu HEXKENAaHHU PEaKUMH Ce MPOoSBABaT NPH KOHLUEHTPALHH

Haa 300 mcg/ml .

[TpeakIMHAYHHKTE JaHHH 32 aCKOPOMHOBA KHCEIMHA HE pa3KpHBAT 0coOeH pHCK 3a XOopaTra Bb3 OCHOBA Ha
KOHBEHLIMOHATHUTE NPOYUYBAHUA HA OCTpa TOKCHUYHOCT H IMOBTapsAlla ce £03a, TeHOTOKCHYHOCT,
KaHLUEPOT€HEH NOTEHHHAT W TOKCUYHOCT 34 Bb3NPOUIBOACTBO H PA3BHUTHE.

6. OPAPMAIIEBTHYHHU 1AHHH
6.1 ChoHcbK HA IOMOIIHHTE BEUleCcTBA

Hatpuer xuaporenkapdoHat (Moauduunpan)
JIuMoOHeHa KHcelMHa

[[oBuaoH

CunuuueB JUOKCUI, KOJIOWOEH Oe3BoAEH
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6.2 HechbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roguocTt

3 roauHH

6.4 CneuHa/iHH YCJIOBHS HA ChXpAHEHHE

Tos3u nekapcTBeH OPOAYKT HE U3UCKBA CTIELMAIIHU YCIOBHUS Ha ChXpaHEHHUE,

6.5 BuaucbabpkanHe Ha ONMAKOBKATA

JleutH ¢ 4 cnos (xaptusa/PE/anyMuHuit/lioHoMep) B KAPTOHEHHW ONAKOBKHU, chabpkaluy 10 unu 20
e(pepBeCLEHTHH TabAETKH.

He Bcuuku BUAOBE OMAKOBKHU Morar aa ObJaT nycHatu B npoaaxbda.

6.6 CroennajaHy npeaANa3sHH MEPKH NPH H3XBLPJIAHE

Hama crieumasiHM U3HCKBAHKA.

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

batiep bwarapusa EOO/]

Oya. ,,[lapurpancko woce™ Ne | 1 5M, naprep

1784 Codus

bbarapus

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEL A
Per. Ne 20170100

9. JATA HA IIBPBO PAZPEIITABAHE/IMTOAHOBABAHE HA PAZPEINEHUETO 3A
YIIOTPEBA

JlaTta Ha nBPBO paspewuasade 3a ynorpeba: 13 mapt 2017 r.
JlaTa HA NOCNEAHO NOJHOBABAHE!

10, JATA HA AKTYAJIUIUPAHE HA TEKCTA

06/2024
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