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2, KOJIMYECTBEH U KAYECTBEH CBCTAB

Enna edepsecuentHa TabneTka cbabpika 800 mg auernncanuumaosa kucenuna (acetylsalicylic acid) wn 480
mg ackopbuHOBa KHcenuHa (ascorbic acid).

[ToMoIIHO BELIECTBO ¢ H3BECTHO Bh3aeHcTBUe: Eana edepreclienTHa TabieTka cbabpxa 474 mg HATPUH.

3a ITbJTHUS CMTHCBK ¢ MOMOLLHH BELIECTBa, BHXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

benu go noutu 6enM, KpBriu edeprecUSHTHH TabneTkH, 0003HaUEHN C KpBCTa Ha Bayer B KpBI' B ropHaTa
CTpaHa Ha TabneTKara.

4. KJIMHHUYHHA JAHHHU

4.1 TepaneBTHYHH NOKAZAHHS

3a CHMIITOMaTHYHO TIOB/IMABAHE Ha JieKa J0 yMepeHa 6oaxa, HanpyuMep raasobonue, 36060 1
MEHCTPYAJIHH DOJTKH.

[Tpy cuMNTOMK Ha NPOCTYAa WK I'PHII 32 CHMIITOMATHYHO 00nekyaBaHe Ha OOJIKa U MOBHILICHA TeJIeCHa
TeMneparypa.

Acnupui C DopTe € npegHa3zHaveH 3a Bb3PaCTHHU M IOHOUIH HA Bb3pacT HAX 12 roadHMu.

4,2 JI0O3HPOBKA H HAYMHH HA NPHIOKEHHE

Jlo3upoBKa

ALIETWICATHUWIOBA KUCEIIMHA He TpsbBa ga Obae npHemaHa roBeye oT 3 AHW (32 TOBHIUCHA TENECHa
TEMIEPATYPA) K 3a NOBeYe OT 3-4 AHH (3a DoJiKa}, OCBEH aKO He ObJe yKa3aHO OT JjIeKap.

Bh3pacTHu:

| edepBecueHTHa TabneTKa KATO €AHOKPATHA 1034, KOATO MOXKE Ja ce [IOBTOPH el MMHUMYM 4 4aca, ako ¢
HeoOxonHMo. MakcuManiHaTa JHEBHa A03a He TpsAOBa na npesumaBa 3 edepBecLEHTHH TaOJIeTKH,
OTrOBapsLIH Ha MaKCUMaJIHA AHEBHA J03a oT 2400 mg aneTHicaTMLM;10Ba KHCETHHA.

Heduampuuna nonyaayus

IOHOoWM (Ha BB3pacT 12 ¥ NOBEYE TOAKHH):

TpsabBa na ce u3non3esa Hal-HHCKaTa epeKTHBHA N034.

IlpenopbunTenHaTra JHEBHA [03a aLETHICAIMLIMIOBA KUCENIMHA 33 Jeua ¢ 60 mg
pasaeneHa Ha 2 [0 3 1034, paBHsBallyM cd Ha 15 mg/kg Ha BcekH 6 waca.




Cwunara Ha no3ata Ha AcniupuH C Qopre (800mg aueTrncanuuunnosa kuceauHa/480mg ackopOMHOB2
KUCETMHA)} MOXKE 14 HE € MOAXOAAIIA 34 JIeYEHHE TIPH IOHOLIH,

JApyru NpooyKTH, CbAbPAAIIH ALIETUICATIMIUIOBA KUCETHHA ¢ MO-MAJIKA CHIT4, ca HAJIUMHHU 32 [IPHIIOKEHHE
IIPH TA3H MOMYJaLHA.

Jena (Ha Bs3pacT noa 12 rouHH):

Acnupun C Popre He TpadBa na ce H3MNOJ3Ba NPH Jela Ha Bh3pact noa 12 roguuu. B cimyvaii Ha ciiyyacH
[IPHEM, BIDKTE Touka 4.4, ,,CrieuManyy npeaynpekKIcHHs W NPSANa3HH MEpKH TipH ynoTpeda™ H Touka 4.9,
.1 l[peno3vpane’.

Bw3pacTHH nanuenT! (Ha BB3pacT 65 W NMOBEUE IOAHHM) W MALHEHTH ¢ HUCKO TEJICCHO TELJIO:
ALETHIICAITHLIMIIORATA KUCETTMHA TPAORA 1A ce M3M0I3Ba BHUMATE/IHO MPH Bb3PACTHU NALIMEHTH C
NMOTEHUHATHH ChIILTCTBAIIM 3a00/BAHHS WM HUCKO TEJIECHO Teri1o (BHKTe ToukH 4.3 1 4.4.).
[TpenoppUHATENHO € U3NMOIZBAHETO HA Hal-HHCKATa epeKTHBHA 4034,

[faliMeHTH ¢ YepHOAPOOHA HEOCTATHLYHOCT:

ALIETHIICAITMLIHIIOBATA KMCEIHHA CIEIBa A CE M3MNOJ3Ba BHUMATETHO MPH NMALMEHTH C JIEKa WIH yMEpEHa
YEPHOAPOOHA HEAOCTATHYHOCT (BHKTE Touka 4.4.). [Ipenopbuea ce HaManABaHe Ha 103aTa WK yAb/DKABAHE
Ha UHTEPBAITMTE HA JO3HpPaHE.

ALETHICATULIIOBATA KACETTHHA € ITPOTHUBONOKA3HA MPH NMALIMEHTH C OCTpa YepHOAPOOHA HEAOCTATHYHOCT
(BIOKTE TOUKA 4.3).

[lanpeHTH ¢ 6L0pedHa HEAOCTATHLYHOCT MK YBpEIEeHa ChPAEYHO-ChAOBA IIUPKYTAITHA:
ALICTHIICAJIMLIMIOBATA KHCEIHHA CJIEJBA Ja C€ W3IMOJI3BA BHUMATEIHO MPH NALUMEHTH C JIEKA WM YMEpeHa
OLOpeuHa HEJOCTATHEYHOCT UAH YBPeJeHa ChpAeUHO-ChI0BA LHPKYTauua (Buxkre Touka 4.4.). Ipenoprusa
Cc HaMaIgBaHe Ha JI03aTa WIH YABIXKABAHE Ha HHTCPBAIMTE Ha JO3IUPAHE.

ALETHIICATHIIHIOBATA KUCE/THHA € IIPOTUBONOKA3HA HPH MAIHEHTH C OCTpa ObOpeyHa HEAOCTATEYHOCT WM
OCTpa HEKOHTPOJIHUpaHa ChpAcUHA HENOCTATHYHOCT (BHKTE ToUuKa 4.3).

Ha4yuH Ha OpUAGKEHUE

3a nepopanno npunoxenue. EdeppecuentHara TabiieTka ce pa3TBapa B 4yallla ¢ BOJa NIPEaH NMpHEM.
Edeppecuenrnara tabnetka He Tpabepa fa ObAe NpHEMaHa Ha Npa3eH CTOMAX, C LS/ HaMalsBaHe Ha
CTOMAUIHOTO JpazHeHe.

4.3 IIporuBonoxKazaHusd
ALSTHICATHUIIOBA KHMCEIIMHA C ACKOPOMHOBA KMCENHHA He TPaOBa Ja ¢ce U3MOJIZBAT B CIETHHUTE CIIyHaH:

® CBPBXUYYBCTBHTETHOCT KbM aKTHBHUTE BEIIECTBA AUCTUICATHIHUIIOBA KHCETHHA, AaCKOPOHHOBA
KUCEJIMHA WKW HAKOE OT TIOMOLHUTE BEIIECTBA Ha NMPOAYKTA, H3OPOEHH B TOUYKE 6.]. HITH KBM OpYTH
HECTEPOMIHH NMpoTHBOBB3NanuTenHu cpeactea (HCIIBC) (kpweTocaHa peaKTUBHOCT),

® MAIMEHTH CbC ChLIECTBYBALLA MACTOLIMTO34, IPH KOATO yrnoTpedara Ha aleTUICATULIMIOBA KUCETHHA
MOJKE J1a JOBEE A0 OCTPM PeaklMy HA CBPBXYYBCTBHTECIHOCT ( BKITHOUKTETHO UHPKYIALHOHEH LIOK
CBhC 3a4YEPBABAHE HA JIMLIETO, XMUIOTEH3HS, TAXMKAPAHA U NOBPBIIAHE).

® JIpH HAJIMYHE HA JaHHH 34 acTMa, MPeIU3BHWKAHA OT pUIaraHe Ha alleTWICATHUHIOBH HIH
CyOCTaHLIMU C NOAOOHO NEeHCTBHE, NPeAM BCHUKO HECTEPOHIHM [IPOTHBOBB3MAIMTE/IHH JIEKAPCIBA

* MOCJEIEHO TPUMECEUHE Ha OpeMeHHOCTTa (Had 24 recTallMOHHU CeAMMUIM (BHKTE TO

® AKTHBHH MENTHYHH A3RH,

® NIPHIOOUTH WIHA BPOJICHU XEMOPArHIHH JHATESH, §
* TeXKKaA OBOpeuHa HeNOCTATEYHOCT, S

® TEXKa YepHOApOOHA HEJOCTATHUYHOCT, %

® v

TEXKA HCKOHTPOJHPAHA ChpACYHA HEJOCTATBYHOCT, o




® KOMOHHALIMA C METOTPEKCAT NMPH A03H 15 mg/ceIMUUHO HNK NoBeue (BIKTE Touka 4.5),

* KOMOMHALMA C NEPOPATHH AHTHKOATYIaHTH ¢ aUETHACATMLIMIOBA KUCEIMHA TIPH NMAlMEHTH C
racTpoAyOAECHAIHH A3BU (BHXKTE TOUKA 4.5),

¢ HedpOMTHa3a WIH aHaAMHe3a 3a HepoIuTHA3A,

¢ XHNEPOKCATYpHUS,

¢ XEMOXPOMATO34.

4.4 ChnenHaJHu npeaynpe:kJeHun H NPeINa3Hl MepPKH IIPH ynoTpeda

AUETHNCATULMNIOBATA KUCENUHA TPAORA Ja Ce H3MO013BA NMPH CASIHUTE CIYHaH ¢ 0COOEHO BHUMAaHHE:

® B CAy4al Ha KOMOMHauusi ¢ APYrH JIEKApCTBEHW TNPOAYKTH, 3a Ja ce MPeOTBpaTH PHCK OT
Npeao3rpaHe, MPOBEpeTe NI LPYTrHTe JIEKAPCTBEHU MPOAYKTH HE CBABPKAT ALETHUICAIHUHJIOBA
KUCE/IMHA

® B Cllyyait Ha ABJTOCPOUEH NPHEM Ha AHANIFETHLIM BB BHCOKH JIO3H, MOABATa Ha rinaBobonue He Tpa0Ba
Ja C€ JICKYBA C MO-BUCOKH A03H

® pelOBHATA ynotpeda HAa AHAITETHUH, O0co0eHO KOMOMHALMHM OT aHAITETULIM, MOXKE Aa J0BeAe N0
TpaiHu 0BOpeyHn fie3un, ¢ pucK OT OLOpEUHA HEAOCTATHUYHOCT.

B cneanuTe cnyyau cnensa na 0se ynpakHsIBaHO Hal.110aeHUE BLPXY JIEYEHUETO:

® [IpH NAUHCHTH C AHAMHECTHYHH AaHHH 34 CTOMAallHW WKW AYOACHAJIHH A3BH HIIA CTOMALUHO-YPCBHH
KPLEOH3JTHBH, TAaCTPHT

®* NpH MAaMEHTH ¢ HapyuleHa ObOpeyHa (QYHKUMS WIM MALUMEHTH C HapylleHa ChpASYHO-CHLAOBA
LHpKynauus (nanp. OBOpeyHo cbaoBo 3abonsiBaHe, KOHrECTUBHA CBPASYHA HEAOCTATBYHOCT,
XWUMOBONIEMHUS, TONAMa ONepalHd, Cencuc WIH TOleMH XeMOparu4HH ChOWTHA), TbH KaTo
ALETHICATHLWIOBATA KUCENWHA MOXE JOMBJIHUTENHO /12 MOBUIIN PUCKa OT OBOpEUHO YBpEXKIAHE HIH
ocTpa 0b0peuHa HegOCTATEUHOCT

® [1pH NAUHEHTH C HApYUIEHA YEPHOAPOOHA DYHKUUA.

¢ TIpY MAaLHEHTH C acTMa: II0SIBATA HA ACTMATHHEH LWMOK MNMPH HAKOMU MAILMEHTH MOKE Ja € CBbp3aHa ¢
ANEPrusA KbM HECTEPOUAHH MPOTUBOBBINAIIUTENHH NPOAYKTH HIIH KbM ALETHICAIHULINTIOBA KUCEIHHA,
B TO3H CJly4aH JIEKapCTBOTO € MIPOTUBOMOKA3HO ( BUXKTE TOUka 4.3).

® [IPH MNALUEHTH C METPOPArua HWIIH MeHOparua (pUCK OT yBeJIHYaBaHe Ha oOeMa M NMPOABIHKHUTENHOCTTA
HAa NEPUOIUTE)

¢ KOMOMHHUpAH [PHEM C aHTHKOAryJIaHTH (BHKTe Touka 4.5.).

ALETHACATHMLIMIOBATA KUCEIIMHA MOXKE A NPUYMHY OpOHXOCNAa3bM U Aad MHAYIMPA aCTMATHYHHK aTakH HIIH
APYrd peaklHd HAa CBPbXYYBCTBHTECAHOCT. PUCKOBH daKkTOpH ca ChbuIeCTBYBAllla DpOHXHAIHA aCTMa, CEHHA
XpeMa, Ha3aJlHH NOJIMITH UK XPOHUUHO OenoapoOHO 3abonsaBaHe. ToBa ce OTHACH CBINO H 34 MAUHEHTH C
aJIePrHYHH PEAKUHH (HaMp. KOXKHHU peaklWH, CbpOex, ypTHKapHs) KbM JPYTH BelIECTBA.

CToMallHO-UPEBHO KbPBEHE WIH A3BW/ Niepdopallii, HAKOH ¢ ¢aTasieH Kpail, MOXKe /1a HACTBIAT BbB BCEKH
€lMH MOMEHT MO BpeMe Ha JieyeHueto, 0e3 Ja HMMa 3a0b/KMTESIHO TNPEOBApPHTETHH NPH3HALK WM
AHAMHECTUYHHK JJaHHHU NPH NalHeHTAa.

OTHOCHTENHHUAT PUCK CE YBEIM4YaBa ¢ YBEJIMUABAaHe Ha JO3UTE TNpPH MALHMEHTH ¢ aHAMHECTHYHM AaHHM 34
CTOMAIUHO-4YPEBHU SA3BH, OCOOCHO IPH YCJIIOKHEHHA ¢ KbPBEHE WIH Mephopaliy, [IPH BL3PACTHH NHLA, NTPH
JHIA € HUCKO TEJECHO TErNlO W NPH MNAUHEHTH, NPHEMALUH AHTHKOAryJlaHTH WIM HHXUOWTOPH Ha
TPOMOOUUTHATA arperauud (BUXK Touka 4.5). B ciyuait Ha cTOMALIHO-4PEBHO KBPBEHE WIH A3Ba, JICUEHHETO
TpadBa ga Obae He3abaBHO MPEeyCTAHOBEHO.

[lopann WHXHOMTOpHHA edexT BbPXY TPoMOOUWTHATA arperailus, KOWTO NMPOOb/KaBa HAKOJIKO AHH Cliel

ALIETHHCEJ]HHHHGB& KHCCJIHHA NMTOHHWXAaBa CKCKPEeUHUATA HA MHKOYHATA KHCCIIHMHA. Tosa
rnogarpa npy nNalHeHTH € TEHACHLIMA 3a HHCKA €KCKPEeLUA Ha NMUKO4YHa KUCCITHHA.




[ leapaTpruHa nonynauus

CuHapom Ha Pell - MHOro psoko, HO MOTEHUHATHO XKHBOTO3aCTpalliaBao 3abongaeane, e HabaonaBaHO NpU
JA€UA Y IOHOIIHM C MPH3HALM Ha BHPYCHA MHEKUHS (B YAaCTHOCT, BApHLEIA M PUMONON00HN CHCTOAHNA),
NMPpHEMAIH alleTHICANULMIORA kKuceinHa. [lopaay ToRa, B TAKMBA CHTYallMH ALIETHICAJMLILIOBA KHCEIHHA
TpaOBa fa ObAe MpUeMaHa OT Aelia M IOHOIIH CaMO C JeKapeKa KOHCYIITALMS, KOraTo APYTHTE MEPKH ca Ce
OKazallM Heycnemun. B cayyail Ha MPOABIKUTEIHO NOBPBILAHE, CMYIICHHS B Ch3HAHUETO H HEOKHYAMHO
MOBEAEHHE, JICUCHHETO C allSTHICAIMIMAOBA KHCENTHHA TpAOBa na ObJe MpeyCcTaHOBEHO.,

HMano3BaHeTo Ha CanHLMIIATH 3a CPOK OT 6 CEAMMULM CNeil BAKCHHALIMS CpPElly BUPYCa Ha BapHLE/ia ChILO
TpAbBa na Obje U30TBaHO.

[lpu mamueHTH, CTpasauln OT TEKBK MHOK030-6-hocdart pexuaporenazeH aeduuur (G6PD),
AUETUIICATTAIUTIOBATA KHCEMHHA MOXKE 14 MPEIH3BHKA XeMO/1H3a. DAKTOPH, KOUTO MOTaT Ja YBEIHYAT PHCKA
OT X€MOJIM3a Ca HATIp. BUCOKH J03H, TPECKA WIH OCTPH HH(EKLIHH.

B ciyuait Ha G6PD nedpyumT, aueTHncanuuuiosara KuceauHa Tpadsa aa Oue prUIarasa rnoj JeKapeko
HaOMIOAeHHUE.

XemMoJHu3a ChIIO € HAOMIoaapaHa MpyU BHCOKHK J03H aCKOPOUHOBA KUCEIIHHA.
HM3nonspaneTo Ha TO3H JIEKAPCTBEH MTPOAYKT HE ¢e MPENopLuBa MO BpeMe Ha KbpMeHe (BHXKTe TouKa 4.6).

CBUIECTRYBAT M3BECTHM JIOKA3aTENCTBA, HE JICKAPCTBA, IMOTHCKAIIM [MKIO-OKCHI€HA3aTa/CHHTE3a Ha
NpoCcTarfaHAWH, MOratr Aa TPHYKMHAT YBPEKIAHE Ha >KEHCKaTa (PEepTHITHOCT 4pe3 BB3AECHCTBHE BLPXY
oByauMATa. Toea € o0paTM npouec NMpH NpekpaTIBaHe Ha TSUYEHHETO.

[To orHOWIEHHE Ha acKOpPOUHOBA KHCEHHA:

[IpenopsuBa ce aa ce 00bpHE 0cOOEHO BHUMAHHE W TIPU NALIMEHTH ¢ HAPYIIEHO YCBOABAHE HA JKEJAN30
(TamaceMHs, XeMOXpoOMaTo3a, CHIEpOOJIACTHA aHEMHS ).

To3u nekapeTBeH IpoaAyKT cbabpika 474 mg HATpHit Ha epepBecLEHTHA TabIeTKa, eKBHBAJICHTHO Ha 23,7%
OT NpenopbUMTENHHA OT C30 MakcUManeH AHCBCH XPAHUTE/ICH MPUEM Ha 2 € HATPHH 3a BB3PACTEH.

4.5 B3auMoIeHCTBHE ¢ APYTH JIEKAPCTBEHH NPOIYKTH H Apyru ¢gopmMu Ha B3auMoeHCcTBHE

Haxou BelecTra B3aHMONEICTBAT NTIOPaAH CBOHCTRBATA UM 1@ HHXHOUPAT TPOMOOITUTHATA arperays:
a0UMKCHMA0, aLETUIICATHIHIORA KHCETHHA, KICMUIOTPEL, EMNONPOCTEHON, enTHGUOATH I, LIOMPOCT U
WJIOMPOCT TPOMETAMOI, THKNONHAHH H THPODHOaH.

HM3ron13BaHeTO HA MHOXKECTBO HHXUOUTOPH Ha TPOMOOILMTHATA arperalis YBeJIHUaBa PUCKA OT KbPBEHE,
KaKTO MIpaBy TAXHATA KOMOMHAIUS ¢ XENIAPHH WIH CRBP3aHH MOJIEKYJIH, OpajIHM AHTUKOATY.TaHTH WK IpYrH
TPOMOOIHTHLIH, U TpAOBa Aa Objie B3eTO NIPeBH Upe3 NOAAbpKAHE Ha peJOBeH KIMHUYEH MOHHTOPUHT.

1IpOTHBONOKA3AHH B3AHMOACHCTBHA (BHKTE Touka 4.3):

MeToTpeKkcar, H3IOJI3B2H B {03H 0T 15 mg/cefMHUYHO HIIH NOBEYE:
lloBHIIEHA TOKCHYHOCT Ha METOTPEKCAT , B YACTHOCT XEMATONOMMYHA TOKCHYHOCT ([TOpaad MOHHKABAHE HA
OBOpeYHHs KTUPHHC Ha METOTPCKCAT OT alleTHACATHLIMIOBA KMCETHHA).

OpaaHH aHTHKOATY/IAHTH APH HANHEHATH ¢ AHAMHECTHYHH JAHHH 32 racTPOAYOAEH
TToRHIIEH PUCK OT KPBBOM3JIHB.



KoMOHHAHH, KOHTO He Ce MPENnophIBAT:

OpajJHH AaHTHKOATYJJAHTH NPH N2NAECHTH ¢ AHAMHECTHYHH 1AaHHH 32 TACTPOAYOACHAIHH A3BH:
[ToBHIIEH PHCK OT KPLBOH3ITHB.

JIpyra HecTepOHIHHN NPOTHBOBBL3NANKTEAHH cpeacTBa (NSAIDs):
[loBHLIEH PHCK OT CTOMAIIHO-YPEBHH S3BH B KPBBOH3JIHBH.

XenapHHH ¢ HHCKO MOJIEKYJHO TErJI0 (H CBhP3aHATE MO.1EKYJ/IH) H HeppAKNHOHHPAHH XeNAPHHH B
JeueOHH N03H HIIH NIPH BL3PACTHH NANHEHRTH (& 65 roannn), HE3aBHCHMO OT J03aTA HA XeIIAPHH:
YBENUYEH PUCK OT KPBBOU3NHKB (IOTHCKAHE Ha TPOMOOLIMTHATA arperauns ¥ arpechs CripsaMo
racTpoayoOJcHanHara JJMraBuua nopaam aueTHICanMinIoBaTa kucennda). Heobxoanmo € 1a ce nanosspa
APYro MPOTHBOBBL3NATHTEIIHO JIEKAPCTBEHO CPEACTBO MM APYT aHANTETHK WA aHTHITHPETHK.

Kironuaorpena (M38bH 0000PEHUTE NOKA3aHUS 33 Ta3H KOMOUHALMS NPH MALMEHTH € OCTHP KOPOHapEH
CAHAPOM):

lloBHLIEH PUCK OT KPBBOU3NHUB. AKO He MOXKeE Aa ObAe u30erHaT KOMOMHUPAHHUAT [PUEM, CE NIPENOPBUBA
KIIMHU4EH MOHUTOPHHT.

YPpHKO3YpHUHH cpencTBa (OeH30poMapoH, NnpoOeHEUNR):
HamaneH ypuko3ypHueH e(eKT nopagy KOHKYPEHUHMA 32 €IMMHHYUPAHE HA NTHKOYHATA KUCEJIHHA B
ObOpedHHTE TYOYIH,

THKJIONHAUH:

[IoBHLIEH PUCK OT KPBLBOUZIHB, AKO He MOXKe f1a Oble u3berHat KOMOWHUPAHUAT ITPHEM, CE MPENOpPbLYBa
KJIUHAYEH MOHHUTOPHHT.

KomOHHANKH, H3HCKBAIIH NpeANAZHH MEPKH IPH NPHJATAHE:

MeroTpexkcar, NIpHJIaras B A03n nojg 15 mg/ceamndno:

[ToBHLIEHA TOKCHMYHOCT HA METOTPEKCAT, B YACTHOCT XEMATONOrMYHA TOKCHYHOCT (ITOpaay OHWKABAHE HA
ObOpevHHA KIHPBLHC Ha METOTPCKCAT OT ZLIETHJICATHLHIOBA KHCE/IUHA).

Heobxon1Mo € kpbBHATA KapTHHA Aa Objie NpocneNsBaHa exxeceAMUYHO Npe3 MbLPBUTE CEAMHLH Ha

KOMOHWHHpaH npyueM. U3uckBa ce cTpor KOHTpo NMpu NaUHeHTH ¢ OBOpeUHn YBpeXaaHus (I0pH JIEKH),
KaKTO U NPH Bb3PaCTHH NAUMEHTH.

Kaonngorpes (M3BbH 0100peHUTE NOKA3aHUA 34 Ta3W KOMOWHALIMS NIPH NMAUHEHTH C OCTBP KOPOHApEH
cuHApoM): TlosuiueH puck ot kpbBou3auB. [IpenopbuBa ce KIWHMYEH MOHHTOPHHFT .

CToMAMIHO-YPEBHN TONHKAJHA NPOAYKTH, AHTHANHIHA H BbIJICH:
[Tosriiena 6E0peyHa eKCKpELHs Ha aLeTHICATMLMIIOBA KHCENNHA, NOPaIH ANKATH3HPaHe Ha ypHHATA.
[[penopbuBa C€ NPpHEMBT HAa CTOMAIITHO-YPEBHH TOMHKANHK NMPOAYKTH ¥ aHTHALIMAHY J1a C€ U3BLPLIBA MOHE 2

Haca IpciH WiH CNC]] dUCTHICAITHIHHI0BA KHCCIIHHA.

XenapHHH ¢ HUCKO MOJIEKYJIHO TEIVI0 (M CBLP3aHATE MOJIEKYJIH) H HePppaKIUHOHAPAHK XeITAPpHHH B
NPE€BAHTHBHH J03H NPH BL3PACTHH NANHEHTH nojg 65-rogumnua Bu3pacT

KoMOHHUpaHUAT NpUem, AeicTBall HA pa3IMYHH HMBA OT XEMOCTa3aTa, YBE/IHYaBa PUCKA OT KPHBOM3.THB,
[Topanu ToBa, Npy NauveHTH Noa 65-roUIIHA Bb3PacT, KOMOHHUAPAHHAT MPUEM Ha Xenap
NPO(PHIAKTHYHH 103U (MM CBBP3aHK MOJIEKYJIH) M ALIETWICAIMLMAORA KUCEIHHA, HE3

cnensa aa Obae B3eT NMpeaBUa Ype3 MOAAbLPKAHE HA KTHHUYEH MOHUTOPHHT H J1abop
KOraTo € HeoDX0auMo.

TpombonaTnun, CrenToxnnaza:
lloBHIUEH PHCK OT KPLBOU3JIME.



Ce/IeKTHBHH HHXHOHTOPH HA OOPATHOTO 3aXBAlUAHE HA CEPOTOHHH (IIHTAJIONPAM, €CHHTAJIOMPAM,

payoxkceTHH, PIAYBOKCAMHH, NAPOKCETHH, CEPTPATHH):
[ToRHIIIEH PUCK OT KPLBOM3ITHR.

JAMroKCcHH:

[TnasMeHuTEe KOHUEHTPALWK HAa AUIrOKCHHA Ce MOBHIIABAT NMOpaAgH HaMalsiBaHe Ha ObOpeUHATa EKCKPEIHA.
[IpenopreuyBa ce MOHMTOPUHI Ha IUIA3MEHATA KOHLEHTPaLKMa HA JIMTOKCHH M, aKO € HEOOX0OUMO, peryjvpase
Ha Jo3ara.

AHTHAHA0ETHH, HANP. HHCY/JIHH, CYAPAHNAIYPEHHH NPOIYKTH:

[ loBuinen xUnornukeMuUYeH ehexT 0T BHCOKH JO3H alleTHICATHLINIOBA KHCEJIMHA NOCPEeICTRBOM
XHIIOITTHKEMUYHOTO JeHCTRHE HA allETHICATMIIUIOBATA KUCETHHA W H3MECTBAHE Ha CYJI(PaHWIypeHHU
NMPOOYKTH OT MACTOTO HA CBBP3BAHE C [UIA3MEHUTE NMpoTerHHK. [ IpenopbyBa ce MOHHTOPHHI HA KPBBHATA
3axap.

I' TIOKOKOPTHRONAH (€ H3K/IIYEHHE HA XHAPOKOPTHIOHO-3AMeCTBAINA TEPaNHUA):

HoBuweH puck ot KppBOU3IKB. [ToHMXEHN HUBA Ha CATMUMIIATH B KPBBTA 110 BPEME Ha KOPTHKOCTEPOHIHO
JledeHHEe H PHCK OT CANWLIWIATHA NPEIO3MPaHe CNea CIIMpale Ha TOBA JICUEHNUE, TIOpaaH YBETHYEHO
CITHMUHHPAHE Ha CAJIMIIWIATH OT KOPTHKOCTEPOUIH.

JHYpeTHIH, HHXROUTOPH HA AHTHOTeH3HH-KoHBepTHpaus eH3uM (ACE) n anrnorensun 11
pPelenTOPHM AHTATOHHCTH: REIMOXKHA € ocTpa OBOpeuHa HeIoCTaTBUHOCT NPH NeXUAPaTHPAHU NALIHEHTH
Mopaj¥ HaMalliBaHe Ha TNIOMEPYIIHATA (PUITpALHs TIOCPEeICTBOM MOHKeH OBOpeueH cuHTe3 Ha ObOpedeH
pocTarfiaHauHK. Hapes ¢ ToBa € Bp3MOXKHO HaMasiBaHE Ha aHTHXHUIIEPTEH3HBHUA €(PEKT. YBEpeTe ce, Ue
MALMEHTET € XHAPATUpaH B ObOpeyHaTa (hyHKIMA C€ KOHTPO/IMpa B HAYAIOTO Ha JICYEHHETO.

BannpoeBa KHCeHHA:

loBHiIEHA TOKCHYHOCT HA BANIPOEBATa KMCENHHA [I0Paad H3MECTBAHE OT MECTATa HA MPOTEHMHHO
CBbP3BAHE,

Ankoxou: [TOBHIIEHO YBpEeKIAHE HA CTOMAIIIHO-YPEBHATA WTABHIIA H YIB/DKABAHE BPEMETO Ha KhPBEHE

NOpaJH aJIMTHBHUTE €QEKTH HA AlIETHICAIMLUI0BA KHCEJIMHA U aJIkoXxon. KoMOHHUpaHHUAT npueM TpsaOBa na
OBle U3bsIreaH.

KoMOHHANNK, KOATO caeABA A3 0BIAT B3€TH NPEIBHA:

Hedepacupokc:
[lopHiIEH PHCK OT CTOMALUHO-UYPEBHH S3BH U KPBBOW3IJIHB.

Hedepoxcamun:
ETHOBpEMEHHOTO My NIPUIIOKEHHE ¢ aCKOpPOHHOBA KHCETHHA MOXKe /1a IPESAN3BHKA TOKCHYHOCT HA THKAHHUTE
C HKENA30, OCODEHO B CHPUETO, MPUUHHABAHKM CHPACYHA JEKOMIICHCALHA.

AleIA30 N ATYMHHHH:

IIpreMBT Ha ackopOHHOBa KMCENHHA YBEIHYABA CTOMALIHO-4YpepHaTa abcopbumsa. Tosa cnensa na Owje
OTYETSHO MpH NMauMeHTH ¢ OBOpeUYHa HEAOCTATHYHOCT, B C/Tyvali Ha 3aMECTBAHE Ha KEJII30-ChALPKAIIH H
[pyeM Ha aTYMHHUH-ChIbPKALIW aHTHALMIH.

B3anmoaencTBHE € J1A00pPATOPHH H3CIEIBAHKA:
ALETHIICATHIIMIOBATA KMCETUHA U aCKOPOHHOBATa KHCE/IMHA BB BUCOKH JI03H MOXKE 1A MTQBAMAE-FH)
nabopaTOpHH H3CICABAHHSA, HanpuMep (deKajleH TeCT 3a OKYITHH KPBBOW3ITHRH, (DYH G
4epHOAPOOHH H3CIeIBaHuA.
T'sl xaTo BuTamuH C e peayuupaill areHr (T.€. eJIEKTPOHEH JIOHOP), TOH MOXKE A4 M
CMYLUCHHA B JJADOPATOPHA TECTORE, KOHTC BK/IIOUBAT OKHC/IMTENHO-PEeAYKLHOHHH
Ha NTIOK033, KpeaTHHUH, kapbaMa3enuH, MMKOYHA KHCe/lMHa B YpHHATa H CEPYMa.
MOBJIMSE HAa TECTORE, KOUTO H3MEPBAT IJIOK03aTa B YPUHATA U KPHBTA, KOETO BOIH MY W tiis
BBIIPEKY Ye HAMA e(DEKT BbpXY HABATA HAa KPBLBHATA 3axap.




4.6 @epTHIHTET, OPEMEHHOCT H KbPMeEHE

bpemeHHOCT

MuxubupaHero Ha MpoCTarIaHAHHOBHS CHHTE3 MOXKE /14 NOBAWAE HEGNAronpUATHO Ha OpeMEeHHOCTTa W/ WK
eMOpHOHATTHOTO/(heTanHo pa3zBUTHE. JlaHHH OT ENUAEMHOJOTHUYHH NIPOYYBAHUA NPEANO/IAraT yBeIHYEH
PHCK OT a00pT H ChpAeUHH MaPOpMALIHK M racTpocxXu3a ciell ynotpedara Ha MHXHOUTOD Ha
NpoCTarJaHAMHOBUS CHHTE3 B paHHa OpeMeHHOCT. AGCOTIOTHHAT PUCK OT ChPASHHO-CHAOBH MaN(pOpMaLUH
C€ YBCJIUUH OT NO-MaNKo oT 1% 10 npubnusurenno 1,5%. PUCKBT H3rnexaa ce yseaMyana ¢ 103aTa U
NPOAL/DKHTETHOCTTA Ha JICUYEHHE.

[1py XKUBOTHHM AIMHUHHCTPHPAHETO HA MHXHOHUTOP Ha NpoCcTarjaHAMHOBHSA CHHTE3 BOAM [0 YBEIUUEHA
3aryba rpea M ciied UMNUIaHTHpaHe 1 emOpuo-deranna cmbpt. Hapen ¢ Toa, Oelne noxiaagaH yBelHyeH
Opoi pazHooOpa3Hu ManipopMaliuK, BKIIIOUHTETHO ChPAESUHOCHI0BH MAT(OPMALIHH, TPH KUBOTHH,
pYeMaIdi HHXHOUTOP Ha NPOCTarNaHAHHOBHSA CHHTES pe3 OpraHOreHeTHYHAaTa recTalldoHHa (pa3a.

Ot 20-Ta ceamMuua Ha 6peMEHHOCTTA HaTaThK ynoTpebara Ha aueTHACATHLUMITIOBA KHCENTMHA MOXeE Jla
IIPUYMHHU ONMTUIOXUAPAMHUOH B pe3ynTaT Ha ObOpeyuHa AUCPyHKUUA HA noga. ToBa MOXe 4 ce CIIYYH
CKOpO CJI€] 3alI0YBaHE HA JICYEHHETO U OOUKHOBEHO € 0OpaTuMo ciel npeycTaHoBsBaHe. B nonk.iHeHue,

MMa CbOOLLUEHHMA 32 CTECHSIBAHE HAa AYKTYC apTEPHO3YC CIEM JIEYEHHE MPE3 BTOPUS TPHMECTDP, NOBEUETO OT
KOHTO OT3BYUABAT CJjIe/ [peKpaTaBaHe Ha nedyeHreTo. CnenoBaTenHo, OCBEH ako He € adCONTHO
HEOOXOOMMO, AUETHCAIMLMIIOBA KHCE/IHHA He TPpAOBa 14 ce U3Mo.13Ba MO BpeEME Ha MbPBHS H BTOPHS
TPHUMECTBP OT OPEMEHHOCTTA. AKO aLIeTH/ICATULHIOBA KHCETHHA Ce M3MO0J3Ba OT KEHA, ONMTRALla Ce Ja
3abpeMeHee, UITH MO BpeMe Ha ITbPBHA W BTOPHA TPHMECTBLP OT OpeMEeHHOCTTa, Ao3aTa TpadBa Ja e
BB3MOXKHO HaH-HUCKA H MPOABL/DKUTETHOCTTA Ha JICYEHHE 1a € Bb3MOXHO Hak-KpaTKa.

AHTEHATAIHO HAONKACHHE 33 OTMIOXHIPaMHHOH H CTECHABAHE Ha IYKTYC apTepHosyc TpadOBa aa ce
obmuciH cien ynotpeba Ha aleTHACATHLMIOBA KHCEHHA B NPOAB.DKEHHE HA HAKOJIKO JHU OT reCTalliOHHA
ceIMHUa 20 HaTaTbK. AUCTHACATULIMIOBA KHCEIHWHA TpsaOBa Aa ce NpeyCTaHOBH, KO C€ YCTAHOBH
O.IMFOXHAPAMHHUOH HJIM CTECHABAHE Ha AYKTYC apTe€pHO3YC.

Ilo Bpeme Ha TPETHS TPUMECTBP BCHUKH HHXUOHUTOPH HA CHHTE3a HA NPOCTArjaHAHH MOTAT /ia U3JIoXKaT

[UIOJAA Ha:

- KApAHOITYJIMOJIAHA TOKCHYHOCT (NpexxaeBpeMeHHO CBUBaHe/3aTBapsiHe Ha ductus arteriosus u 6egoapodna
XUNEPTOHUSA ).

- O0bOpedHO yBpekaaHe (BXK. No-rope).

B nanpeananure etany Ha OpeMEHHOCTTA MTPH MaKaTa H HOBOPOAEHOTO MOXKE Ja CE MPOABH:

- YAB/KaBaHE Ha BPEMETO HA KbPBEHE Nopanu MOTHCKaHe Ha TpoMOOLUIMTHATa arperauus, KOeTo Moxe Ja
HacTbIH AOPH CJIeA IPHEM HA MHOTO HUCKM N03M AUETHIICAITULIUIOBA KUCETHHA.

- IOTHCKAaHE HA MATOYHHTE KOHTPAKUHH, KOETO [1a JOBEAE A0 320aBEHO WIH YABIKEHO pPaXKIaHE.

CrnegoBaTe/THO, alETHIICANTHLIWIOBATA KUCEIMHA € MPOTUBOMNOKA3aHa Mo BpeEMe Ha TPETUS TPUMECTHP Ha
OpeMeHHOCTTA. (BK. TOUKH 4.3 1 5.3).

KtpMeHe
AUCTHNCATTHLIMIIOBATA KUCENHHA TPEMUHABA B KbPMATa.
ALICTHNCATIMIHIIOBATA KMCEIWHA HE Ce NPENnopbYBa 1o BpeMe Ha KbpMeHe (BHXKTE Touka 4.4) .

Deprunuret
ChILECTBYBAT M3BECTHH 10OKA3aTENCTRA, Y€ JIEKAPCTBATA, KOUTO MOTHCKAT LUK/IO-OKCHIE€HA3
MpOCTarjaHAMH, MOraT J1a IOBEOAT 10 YBPEAAAHE HA KEHCKATA MJIOA0BUTOCT Ype3 Bb3
oBynauMara. Toea € 00paTUM npouec NpH NpeyCcTaHOBABAHE HA JIGUEHUETO.

4.7 EdexkTH BLpXy cnoco0HOCTTA 32 IohHpaHe H padoTa ¢ MALIHHH

He ca nabmogaeanu edexti Bbpxy crnocobHOCTTa 32 wiodupane U paboTa ¢ MaLLKH



HezaBHCHMO OT TOB&, UMaHTE npcasKui, 4 € Bb3MOXHA I10ABA Ha rnaroOoIMe HIHY 3aMAasgHOCT.

4.8 Hexeanu J1eKAPCTBeHH PEAKIHA

M30poeHHTE HEXeaHU NeKapCTBEHM pPeaKkliMH ce OCHOBABaT Ha CMIOHTAHHHM MOCTMAPKETHHIOBH JOKJI3AH 3a
BCHUYKHU OPaiHU Pa3HOBUIHOCTH HA ACITHPHH, BKIKOYHTETHO 33 NEPOPAIHO KPATKO-H ABJIFOCPOUYHO NEUYEHHUE,

YecroTaTa Ha HexkenauuTe edekTH € KnacHgHUMpaHa KaKTO ClienBa:
Muoro vectu: >1/10

Uecrn: >1/100 to < 1/10

Heuectn: >1/1,000 to < 1/100

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

Muoro peaxu: < 1/10,000

C Heu3BecTHa 4eCTOTA: OT HAJIMYHHUTE JJAHHHU He MOsKe J1a ObJe HarpaBeHa OllCHKA

Hapymiennsn Ha KpbBTa H AuMdnaTa cHCcTEMA

C HeM3BEeCTHa 4ecToTa:

AHEMHS HITH XKeNq30-1e(UIMTHa aHEMHA CbC ChOTBETHHUTE TA0OPATOPHH U KJIMHHYHH MPH3HALH H
CUMIITOMH B PE3YJITAT HA KPbBOH3JIMB

XEMOJIH3a U XEMOMUTHYHA aHEMHUS NPH MALMEHTH C TEKKH GOPMH Ha MIIOK030-6-hocdaTaexuaporeHaseH
(G6PD) aepuumt

TpoMObouuTOneHUA

HapymeHnuna Ha HMYHHATA CHCTEMA

C HEeuzBeCTHa YECTOTA:

PeakliMH Ha CBPBbXYYBCTBUTEIHOCT, aHAQUIAKTHYHH PEAaKLUMH, aCTMA, AaHTHOEIEM

PeakuyuTe Ha CBPBXYYBCTBHTEIHOCT ChC CHOTBETHUTE J1a00paTOPHHA U KJIHHHYHH NPOABH, BKJIIOYBAT
peakLHy, 3acArallld Koxara, JIRXaTeJIHH MhTUILA, CTOMAUTHO-UYPEBHHUA TPaKT, KAKTO H CHP/ACUHO-CBAOBATA
cucTeMa, 0coOeHO NMpPH NalUeHTH ¢ acTMa. CUMMNTOMHUTE BKJIIOUBAT OOPUB, YPTUKAPHS, OTOK, ChPOEK,
crajgaHe Ha KpbBHOTO HAIAraHe, CHHAPOM Ha acTMa, JIMCITHEA, PUHHT, 3alylIBaHe Ha HOCA, KapJHO-

pPECHPATOPEH AHCTPEC, H MHOIO PAAKO, TEOKKH PEAKIIMH, BRIIFOYHTENIHO aHAQHIaKTHUYEH THOK MIIH
AHTHOEAEM

Hapymennus Ha MeTaGoTH3MA H XPaHEeHETO
MHOTr0 penku:
AULETUICANTHUMITOBATA KHCENMHA NMOTUCKA €KCKPELIHATA Ha TMKOYHA KUCETMHA. TOBa MOXKE Ja JOBCAE 10

Nnogarpa rnpu NAUKMEeHTH, [TPU KOMTO EKCKPEeIMATA Ha NMKOYHA KHCEIIMHA € BEYE HUCKA.
C HeM3BeCTHA YeTOoTa:

XHUMIOrMHKeEMUHA

Hapymensn HA HCPBHATA CHCTEMA
C Heu3BECTHA 4YeToTa:

['maBobone, 3aMaliBaHe, ycelllaHe 3a 3aryba Ha ciiyxa, liyM B YLUIMTE, KOUTO OOMKHOBEHO €A [TOKA3ATETHH
33 NPEeAO3UpAaHE.

BLTPEHEPEI’IEH H MO3BYCH KPBBOH3JIHUB

CbA0BH HAPpYIIEHHS
(C HEeM3BECTHA 4YeCTOoTa:
XEMOparuiHu CHHAPOMHM {€NHUCTAKCUC, KbPBCHE HA BEHIIUTE, NYPIYPa, YPOreHUT

KPBLBOH3/IMB. BbTpeuepenHnuTe KpbROU3IMBH MoraT Aa Obaar gatanHu, ocobeH

HanpeaHajla Bb3pacT. & .



JIOKnanaBaHK ¢a Cliyyau Ha CEpUO3HO KBPBEHE, MO3BYEH KPbBOH3JIHB (0COOEHO NMPH NAUMEHTH C
HEKOHTPOJIMpaHa XHMNEPTEH3UA W/ UITH KOMOUHUPAHO JIeUeHHE C AHTHUKOAryJIaHTH), KOUTO B €AMHHYHH
CIY4YaHd MOXeE J1a ObAaT NOTCHUHANHO KHBOTO3aCTPALLABALLH.

JHXaTe/IHH, TOPAKAJIHHA H MEAHACTHRAJIHA HAPYIIeHHSA

Penku:

CHUMITOMH Ha CBPbXYYBCTBHTETHOCT, KATO CHHAPOM Ha ACTMA, PHHWT, 3aMyLIBaHE HA HOCA.
(C HeM3BeCTHA 4eCcToTA:

Hekapanorenen 6enogpobeH oTok ¢ XpoHuyHa ynotpeba ¥ B KOHTEKCTA HA PeaKLMs Ha
CBPBXYYBCTBHTE/IHOCT, Ab/IKALIA CE€ HA aLETHUICATMIWIOBA KHCETUHA

CToMamno-4peBHA HAPYIUEHHHA

UecTn:

Hapyieuus na ropHara M Jo/1HaTa 4acT Ha CTOMAalllHO-UPEBHUSA TPaKT, KATO JUCTIENCHS, pedhinyke, nvapus,
rajcHe, NoBpbLILAHE.

HeuecTu:

CToMallHO-upeRHa 1 xopeMHa boska

Penxn:

Hapyinenna Ha ropHara 4acT Ha CTOMAIITHO-UPEBHHUA TPaKT: €30(arut, epo3uBeH AYOAECHHUT, EPO3UBEH
racTpHUT, I3Ba HAa XpaHOIIPOBOAA, Nepdopalns.

HapyineHysa Ha 10/HATA 4acT HA CTOMAUIHO-YPEBHHS TPAKT: A3BH HA MAJIKHTE (HHEIOHYM U WIEYM) U
rosieMuTe (Ha 1e0eloTo 4epBO H PEKTYMA) YEPBa, KOJIHT.

MHoro peaku:

OKyJITEH WK ABEH CTOMALLIHO-YPEBEH KPBBOMU3IUB (XeMaTeMe3a, MeNleHa, U T.H.) B Pe3yJTaT Ha Xe1930-
NEQUIMTHA aHEMHS. PUCKBT OT KbpBEHE 3aBHCH OT J034aTa.

CTOMALIHH SA3BH H CTOMAIUHO-YPEBHU NepdopaLivH,

Te3n peakunn MoraT ga 6b1aT CBbP3aHH C KPBOWAIWB M MOXKE J1a C€ MOABAT MpPH BCAKA J1032
aUEeTH/ICATHLMIIOBA KHCEJTHHA U NPU NALUEHTH ¢ WK 0€3 NpeAyNPEAWTEAHA CHMITTOMH WUJITH AaHAMHECTHYHH
JaHHH 3a CEPHUO3HU CTOMALLIHO-YPEBHH CHOUTHA.

C HEeM3BECTHA YECTOTA:

Upesna nuadparmena Gonect (0coGeHO TIpH NPOABIKHUTEHO JIEUeHHE).

Xenaro-OHaHAPHH HAPYLICHHS

C HEM3BECTHA YECTOTA!

[loBHIaBaHE HA YEPHOAPOOHHUTE EH3IUMH (TPaHCAMHHA3U), YEPHOAPOOHO CMYIIIEHHE, YBPEXKIAHE Ha YEPHHUS
Apo0, MPpEAHMHO XENaTOLETYIapHO.

HapyumieHus Ha KoKaTa H NOAKOKHATA THKAH
HeuecTu:

Yprukapus, oOpue, cbpbex

C HEH3BECTHA YECTOTA:

KoxxHH peakiiuu

Hapymenns Ha 0b0pennTe H NHKOYHHTE MBTHINA

C HEHU3BECTHA YECTOTA:

brOpeuHo yBpexnaane, ocTpa 6bOpeyHa HELOCTATBLYHOCT.

HedponutHaza (xatuer okcanar), Ab/oKALa C€ HA aCKOPOMHOBATA KUCEIHHA

O61H HapylweHUd U e)eKTH Ha MACTOTO Ha MPHIOKEHHE
C HEH3BECTHA YECTOTA:

Cunapom Ha Peil (Buxre Touka 4.4)

CpoOInaBaHe Ha NOJO3UPAHH HEXKENIAHH PeaKiHH
Crob11aBaHeTO Ha MOZIO3UPAHH HEXKeJIaHH peakliiu Clie]] pa3peluaBaHe 3a yIo i
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JIEKapCTBEHHA NMPOAYKT. OT MEAUIMHCKUTE CIEUHUATHUCTH C€ H3UCKBA Ja CLOOLLABAT BCAKA [MOXO3HPAHA
HeXXeNaHa peakums upe3 U3nbaHUTeNHaTa areHius no JekapcTaaTa

yi. ,,Jlamsan I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeGcaiT: www.bda.bg

4.9 Ilpeaozupane

AHEHIIUICRHHHIWQGH Kuceauma.
PUCKBT OT Npefo3Mpane € ChLIECTBEH NPH BH3PACTHH NMaLHEHTH H 0CODEHO MPH MaJIKM Jieua (TepaneBTHHIHO
NpeAO3UpPaHE HIIH, MO-YECTO, CIyYaHO OTpaBsHe), NpH KOUTO MOxKe na 6bae daraliHo. Br3MoXKHO € na ce

[OsiIBA HEKapAHOreHeH 0enoapodeH OTOK NMPH OCTPO HIH XPOHHYHO NPpEAo3HpaHe Ha alleTHIICATHLIMIIOBA
KHceHMHa (BHKTe TouKa 4.8).

Cuamnromnu
YMepeHO OTpaBsHe;
CHMNITOMMTE KAaTO HAaIpPUMED LIIYM B YLIHTE, yCEll[aHe 3a BIIOWIEH CIYX, U3MOTABaHE, raJIcHE U NOBPbILaHeE,

rnaBo0OIHE W 3aMasHOCT, Ca MPU3HALIM 34 MpeAo3UpaHe U MOraT Ja ObJaT KOHTPOJIHPAHHU Ype3 HaMaT9BaHE
Ha J034Ta.

Texkko oTpaBsgHe:
CHMNTOMWUTE BIJIIOYBAT: TPECKA, XUNMEPBEHTHIIMPAHE, KET03a, AUXATEHA ajikayio3a, MeTaboINTHA auna03a,
KOMa, ChPACYHO-CBHA0B KOAMNC, AUXaTenHa HEA0CTATBYHOCT, TEXKKA XHMOTIMKEMHSL.

Ilpn neua npenosupanero moke aa 6biae dataHe npu no34 ot ¢aBa 100 mg/kg npu eJHOKpaTeH MpUeM.

Cnemnu MepkH

- He3abaBHo TpaHcdep B cneliMaIn3HpaHO OOTHHUHO OTACNICHHE
- CToMaliHa NpOMMBKA W NPUJIOKEHHE HAa AKTHBEH BbIVIEH

- KonTpon BepXy KAUCENMUMHHO-aNKATHHUA BanaHc

- AJIKanM3upaHe Ha YpUHaTa ¢ MOHMTOpUHT Ha pH Ha ypHHaTa

- XeMOJHAIIH3a B TEXKH C.Tyuau

- KOHTpON BbpXYy cCepyMHHTE EIIEKTPOMUTH M 3aMECTBAHE HA AcXHApaTauus
- CUMIITOMATHYHO JIeUcHue

Ackopbunosa xuceruna.

OCTpOTO HIIK XPOHHYHOTO NMpelo3Hpate HA MPOLYKTa MOXE ChLUIO Ja MIPHYHUHY CrieUHMHUHA TOKCHUHOCT,
CBbp3aHa ¢ acKopOHHOBa kucenuHa. Ciea eIHOKpaTHH J1031W ackOpOMHOBA KHCeTHHA OT MoBeye OT 3 g Ha

ACH, € Bb3MOKHO [Ia C€ MNOSBAT OCMOTHYHA NTHapHa U CTOMAUIHO-4YPCBHH HApPYILICHHWA, KATO HANpyUMep rajcHe

HJIM TaCTPHT.
KNHHUYHHTE MPH3HALHK H CHMITTOMH, IA00OPATOPHUTE OJaHHU H NMOCASIHLHTE OT NPEAO3UPAHETO 3aBUCAT OT

UYBCTBHTEJIHOCTTA HA MHAHBUAA K OKOJIHMTE OOCTOATENCTBA (T.€. 1034, NPOJABIKHTE/THOCT Ha YNoTpeOa,
BpeMe 10 JUArHOCTHUKATA).

AKO C€ NOABAT CHMITOMH HA Npeao3upaHe, MpoAYyKTHT TpAOBa Jia ce CNpe W JId C€ MOTBPCH KOHCY/TALHs C

MEAHUHHCKH CTICLIHAJIHCT. e
OCTpPOTO HIIH XPOHHYHO Npeao3upaHe ¢ BUTaMuH C (> 2g / eH NpH Bb3pacTHH) M{} TEHENDO,. \
lré 1A He 5k DUNGLS

MOBHILUH OKCAJlaTHHTE HHUBA. B HAKOHW Ciydad TOBA BOJH A0 XUNEPOKCATYDHS, KPUCZAT] | A
okcanar, 00pasyBaHe HA KaMbHH B OBLOpeLMTe, OTNaraHe Ha KajllHeB OKCalaT, Ty i .__'"-f*' thich
HedponaTus U ocTpa OBLOpeUHa HEZOCTATHLYHOCT. 2

Ilpenosunpane ¢ BuTaMuH C NpH MpH NAUMEHTH ¢ NNIOK030-6-pochaTaexuaporets
NMpH Aeua 4 > 15 g/neH Npy BL3pacTHH )} MOXKE [1a A0BEAE OO XEMOIM3A Ha epHTpoli
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3. OAPMAKOJOIMYHU CBOUCTBA
5.1 <PapmMaxkolIHHAMHYHH CBOHCTBA

(PapMaKOoTEpaANCBTHUHHA I'PYIIA:
HepBHa cucTeMa, ApYrv aHANTETHIIA W AHTHITUPETHUM, CAJIMLIMIIOBA KUCEJIMHA H MPOU3BOAHH,

AUSTUICATHLIMIIOBA KHCETHHA, KOMOHHALMM ¢ W3KJIFOYEHHUE HA TICUXOJIENTHIIH
ATC koa: NO2ZBASI

ALCTWICATULWIIOBATA KUCETMHA MPHUHALICKH KbM I'PyTIaTa Ha KHCEIIMHHHUTE HECTCPOUIHH
MPOTHBOBB3MAIMTETHU JICKAPCTBA ¢ AHAJINTETHYHH, AHTUNHPETHUHHU U MPOTUBOBB3NAJIMTEIHH CBOHCTRA.
HelHuaT MexaHH3bM Ha JeHCTBHE ce OCHOBABA Ha HeoDPaTHMO HHXHOHPAaHE HA IIHKIOOKCUTeHA3HATE
€H3WMH, BKIIIOYEHH B CHHTE3a HA NpOCTArJaHAMHK. ALETH.ICATTUIIAIIOBA KUCEJTMHA CBLIO TTOTHCKA
TpoMOOLIMTHATA arperanus 4pes GJIOKUPaHE Ha CHHTe3a Ha TpoMOokcaH A2 B TpOMOOLIMTHTE.

[Tepopanuute po3u or 300 mg no 1000 mg aueTuncanMuMIOBa KACEJIMHA C€ U3MOJI3Ba 3a obnexyapaHe Ha

JieKa 10 ymepeHa 00/ika 1 Jiekn QeOpHiiHK CBCTOAHHUA, KaTO NPOCTYIU M I'PHIL, 32 NOHHXABAHE Ha
TeMIepaTypara.

BoaHOpa3reOpUMHUAT BHTAMHH aCKOPOMHOBA KMCEJIHHA € Y4acT OT 3allMTHATa CUCTEMAa Ha OpraHu3ma cpeuy
KHC/IOPOOHHUTE PAdMKAIIH ¥ IPYTH OKCHIAHTH OT €EHAOTEHEH U €K30T€HEH NMPOH3XO0M, KOHUTO CBIUO UIPaAT
CNEUAIIHA POJIA BbB BL3NATUTEHHA NMPOLEC W B JICBKOUMUTHATA PYHKUHUS.

U in vitro, v in vivo eKCIEPUMEHTH TTOKA3BAT, 4€ aCKOPOMHOBATA KHUCETHHA UMAa MOJIOXKHUTENIEH €PEKT BBPXY
JIEBKOUHMTHHA HMYHEH OTTOBOP TMPH XOpa.

AckopOHHOBATA KHCEITHHA € OT 0CODEHO 3HAUEHHKE 3a CUHTE3a HA MHTPALETYIapHA OCHOBHH CyOCTaHIINH

(MYKOMOJM3aXapuaH), KOUTO 3a¢IHO C KoJareHoBUTe PUOpHU OCUrypdBaT 3aneyaTBaHe Ha KalWwIApHHUTE
CTEHH.

JobapsiHeTO Ha aCKOPOMHOBA KMCEIHHA KBM aUETHACATMIIMIOBA KHCE/THHA NOA00psABa MEPKHTE CpeLly
CTOMALIHO-YPEBHH YBPEXKIAHUA U OKCHIATUBeH cTpec. Te3u moJizy Morar Ja ioeaar 4o noaodpsaBaHe
npodua Ha MOHOCUMOCT KbM NPOAYKTH, ChABPKALLM AUETUICATHLIMIOBA KHCETMHA B KOMOYHALHA C
aCKOopOHHOBA KHCENMHA B CPABHEHHE C NPOAYKTH, ChAbP/KALIM CaMO aleTHICANTHIIMIOBA KHCE/IMHA.

5.2 (@apMAKOKHHETHYHH CBOHCTBA

Abcopbiug:

Coiea nepopaiBo NPWIOKEHHE aLETHICATHIIMIIOBATA KHcelHHa ce abcopbrpa OBp30 K HANBJIHO OT racTpo-
MHTECTHHA/IHUS TpaKT. [1o BpeMe Ha u cnepn abcopOiins aueTUIcanuniIoBaTa KHCEIMHA C€ KOHBEpTHpa B
CBOS ITaBE€H aXTHBEH MeTabOJIMT CATHLLIOBA KHcenruHa. KaTo us10 MakKCHMaTHUTE TTa3MEHH CTOHHOCTH Cée
nocturar cieq 15-30 MUHYTH 3a aLleTHACATHUHIOBATA KHCeTUHa M ¢boTBeTHO ciaen 0,72-2.0 yaca 3a
canvuwioBara kucenvHa., JlobaaHeTo Ha acKOPOHHOBA KMCEJTHHA BOAM 10 MallKa NpOMCHIHWBOCT HITH JIHIICA
Ha PK napamerpu Ha aueTHICaTMUWIOBATA KUCEIIMHA.,

Cnen nepopaneH npyuem ackopOUHOBA KHCceNUHa ce abcopOupa B 4OBELIKHTE YepBa Ype3 aKTHBHA HATPHH-

MPOTNOPLMOHAITHO Ha J03aTa.

PasnpenenieHue:

AlLleTUICAJTHLIUIOBRATA U CATTHLIUIOBATa KHCEJIHHA ce CBEP3BaT U3KJITHOYHUTCIIHO 3]

MPOTEHHH U CC Pa3NpPEAEnaT Obp30 B TEJECHUTE TEUHOCTH. CanvuUIoBaTa KUCel
H NNPEMHUHABA NPE3 [U1alleHTATa.
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C yBeJIMYAaBAHETO HA JHECBHATA NMEPOPASIHA 103a aCKOPOHHOBA KHCENMHA, KOHUEHTPAlMaTa B NnnasMara u
APYTHUTE TEJIECHH TEYHOCTH HE CE€ YBEIMYABA MPONOPUHOHANIHO, & TCHACHLMATA € J1a AOCTHIa ropHara
rpaHMLA.

buoTpaHchopmMauus:

CannuunoBara KHCE/IHA ce eTMMUHHPA OCHOBHO Ype3 YepHoApoGeH MeTabonusbM. Merabonurure i
BKJIIOUBAT CATMLIMJIOBA HA KHCEJIMHA, CATHULIMI PEHOJIOB IIHOKYPOHHA, CATHLIKIOB ITIOKYPOHHI,
reHTH3HWHOBA KHUCEJIUHA H NTeHTU3WHNHUKOUYHA KHCEJIHHA.

OcHOBHUTE METAOONHUTH Ha aCKOPOMHOBA KHCETHHA Ca OKCANAT U THKETOMKOKOHOBA KHCE/THHA.

EnuMUuHUpaHe:

EnMMHHAIIMOHHATA KHHETHKA HA CAIMI[UIIOBATA KHCENUHA € 3aBUCHMA OT 103aTa, Thil KaTo MeTaboIU3MBT €
OrpaHWYEeH OT KaNauMTETA HA YEPHOAPOOHUTE €H3UMH. ENMMHUHALIMOHHHUAT NOMYKUBOT Bapupa MEXIY 2 10
3 yaca cie] PUEM Ha HUCKHM JO3H K A0 OKOJIo 15 uaca 3a BUCOKHTE N03K. CaluiiioBaTa KHCeMHa U
HEHHHTE METADOINTH Ce EKCKPETHPAT TJIaBHO upe3 OnbperuTe.

AckOpOUHOBATA KHCETTHHA CE EKCKPETHPA OCHOBRHO 4pe3 OuOpeumre.

5.3 Ilpeak/IHHHYHH JAHHH 32 6€30NMACHOCT

I [pe K IMHHYHHTE JaHHH 3a 0€30MacHOCT Ha ALIETHACATHLIMIOBATA KHCEJIMHA U ackopOMHOBaTa KMCETHWHA ca
a00pe NOKYMEHTUPAHH.

B npoy4YBaHHs NpH XXUBOTHH CANTMLNNATHTE NPHYHHABAT YBpEXIaHe Ha ObOpeluTe IpH BUCOKH A03H, HO
6e3 Ipyry OpralHu Ne3un. ALeTHICATIMIIMAOBATA KHCETHHA € LIHPOKO W3CIEABAHA in Vitro W in vivo 3a
MYTArc¢HHOCT W KAHUEPOTE€HHOCT: HE € YCTAHOBEHO 3HAUYMMO JI0KA3aTEeNCTBO 3& MyTar¢HEeH WM
KaHleporeHeH noteHuuan. CohlI0TO BAXKU H 38 M3MMUTBAHHATA HA KAPLIMHOTEHHOCTTA.

CanMuMIaTHTe NpOABABAT TEPATOreHHH eheKTH NPH H3C/IEIBaHH BEPXY PA3NIHYHH BUIOBE HBOTHH.
OmnucaHy ca cnyvyaM Ha HapYIIEHHS NPYW WMILIAHTALUA, EMOPHOTOKCHYHH M (PEeTOTOKCHUHH edekTH U
YBPEXIaHe Ha CIOCOOHOCTTA 3a YUeHE B NOKOJAEHHETO Clle/l PeHaTaIHA EKCITO3HIHA.

XPOHHYHOTO OTPaBAHE CbC CAJTMLMIATH MOXE MTPOTHYA CKPHTO, ThH KATO MPH3HALMTE H CHMIOTOMHUTE MY ca
HECIIELHU(DHUYHH. JIeKka XpOHHYHA CATHLMIATHA HHTOKCUKALIMA, WIK CATHUHIU3BM, OOMKHOBEHO C€ NOABIABA
caMo cJie), MHOIOKpaTHa ynorpeda Ha rojieMu 103u. CUMOTOMHTE BKIIFOUBAT 3aMalBaHE, CBETOBRBPTEN, LLIYM
B YIIHUTE, INTYX0T4, U3MOTABAHE, raAcHE W MOBpPBIIAHE, r1aBo0oIHe H 00BbPKBaHe, U MOTraT aa Obaar
KOHTPOJTHpPAaHH 4pe3 HaMaIsiBaHe Ha Ao3aTa. Lllym B ywuuTe Moxe Ja ce nojiydu NpH riasMeHH

kKOHUEeHTpaLuuK oT 150 10 300 mcg/mi. [lo-cepro3Hu HexenaHu peakiliu ce MPOABABAT [IPH KOHUEHTPALIUM
Hag 300 mcg/ml .

[ IpeaK. IMHHYHHTE NaHHH 32 aCKOPOWHOBA KHCETHMHA HE pa3KpUBAT 0COOEH PUCK 3a XOpaTa Bb3 OCHOBA Ha
KOHBEHLIMOHAJTHUTE TIPOYYBAHHA HA OCTpa TOKCHUYHOCT U NOBTap4lia ¢e 103a, ’eHOTOKCHYHOCT,
KaHLEPOIreHEH MOTEHUHAN H TOKCHYHOCT 3a Bh3MPOU3BOACTBO H PA3BHTHE.

6. OAPMALIEBTUYHHA JAHHA

6.1 CoHcbK HA NOMOINMHHKTE BelleCTBA

Harpues xuaporeHkapOonar (Moguduigpan)
JIMMOHEeHa KHCceuHA
[lorumoH

CUIULMEeB JHOKCHA, KOJIOWIEH 6e3B0oaeH
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6.2 HeCLEMEeCTHMOCTH

Henpunoxumo.

6.3 Cpok HarogHocr

3 rOOHHH

6.4 CrheuuajJHH yCJIOBHS HA ChXpaHEHHE

Toszu nexapCTBEH NPOJYKT HEe U3NCKBA CMELHAIHH YCJIOBHS HA ChXpaHeHHe.

6.5 Buau cbABpKAHHE HA ONIAKOBKATA

Jlentu ¢ 4 cnoa (xapTus/PE/amyMunmii/iioHOMEp) B KapTOHEHH ONakoBKH, ChABpskaid 10 wiu 20
epepBeClIeHTHH TabIeTKH.

He Bcuukd BHAOBE ONaKoBKM Morar 1a ObAaT MyCHATH B Ipoaaxoda.

6.6 CrnenuaJiHu npeaNa3sHH MEepPKH NPH H3XBbJIAHE

Hama crnetManiHy H3HUCKBaHU.

7. IIPUTEXKATEJI HA PASPEHNIEHHETO 3A YIIOTPEBA
baiiep bbarapua EOQO/I

yi, “Pesbapcka”™ Ne 5

1510 Codmus, buarapus

8. HOMEP HA PAZPEINIEHNETO 3A YIIOTPEB A

Per. Ne 20170100

9.  JATA HA ITBbPBO PABPEIIABAHE/IIOJHOBABAHE HA PABSPEIEHUETO 3A
YIHOTPEBA

ATa Ha [TLPBO paspeluasaHe 3a ynorpeda: 13 mapr 2017 r.
aTa Ha TIOCHeHO TIOAHOBIBAHE:

™~ I

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2024
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