KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA




| N3NLITTEAHA ATEHLING 1O NEKAPCTBATA

. UME HA JIEKAPCTBEHUSA ITPOJIYKT Kpamxa xapaxmepucmuna Ha pogyKma - [puAoxenue 1

ACITMPHH C ®OPTE 800 mg/480 mg edeprecueHTHH TableTKH

ASPIRIN C FORTE 800 mg / 480 mg effervescent tablets PaspeweHUe N ' e e
B MAMP - ... S EL U3 -06- 2016
OGoEROHUE NP ...cvcvvviisirivisinrsirine Firreossrsnaossrnsanssnsssstsansy

2. KOJIMYECTBEH U KAYECTBEH CHCTAB

Enna edepsecuentna Tabnerka cbhabpka 800 mg auerniacanvumiosa kucenuna (acetylsalicylic acid) u 480
mg ackopOuHOBa KucennHa (ascorbic acid).

[TomolHo BelecTso ¢ u3BecTHO Bh3/ieiicTBHe: Etha edepsecuienTHa Tabnerka cuabpska 474 mg HaTpHil.

3a MBbJIHKS CITHCHK C MMOMOIIHM BELeCTRA, BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

beaun 10 noutn Genu, kpbrin edeppecueHTHH TabneTku, o6o3HaveHn ¢ KpbeTa Ha Bayer B kpbr B ropHata
cTpaHa Ha Tabaerkara.

4. KJIUHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

3a cuMNTOMaTHYHO MOBJIMABAHE Ha Jieka /10 yMepeHa 0olika, HanpuMep riapobosue, 3660601 U
MEHCTpYaHH OOJIKH.

[Ipu cMMNTOMM Ha NPOCTY/1a MK I'PHI 32 CHMITTOMATHYHO o6JieKuaBaHe Ha 6oska M MOBMILIEHA TellecHa
TeMrneparypa.

Acnupun C dopre € npeiHa3HaYeH 3a Bb3PaCTHH W IOHOLIM Ha BL3PacT Haj 12 roauHu.

4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE

ﬂO:alOBKa

AUETH/ICATMUMIOBA KMCENHHA He TpsbBa na Obae npueMaHa noeede OT 3 JHM (3a TNOBHIIEHA TeNECHA
TeMmrnepaTypa) u 3a noseue ot 3-4 1Hu (3a 6osika), OCBeH ako He Objie YKa3aHO OT JieKap.

Bb3pacTHu:
1 eeprecuieHTHA TabNeTKa KaTO €IHOKpaTHA 1033, KOSATO MOXKe J1a ce MIOBTOPH Clle/I MUHUMYM 4 yaca, ako e

HeoOXoaumo. MakcumanHata faHeBHa 1032 He TpsaOBa na npesumasa 3 edepBecleHTHH TablneTKH,
OTrOBapslI{ HA MAKCHMaJlHAa AHEBHA 103a oT 2400 mg aueTHIcanHIMI0OBa KHCEITHHA.

Ileduampuuna nonyrayus

KOHoWM (Ha Bb3pacT 12 ¥ NOBeYE rOAMHK):

Tpsbsa na ce u3non3ea Hali-HUCKaTa eheKTHBHA 103a.

IIpenopbunTennara aHeBHa n03a aleTHICANIMIIMIOBA KHCeNHHa 3a feda e 60 mg/kg ot
pasjeneHa Ha 2 10 3 1103, paBHsBaLM cd Ha 15 mg/kg Ha Bcekw 6 yaca.




Cunara nHa nosara Ha Acniupud C ®opre (800mg auetuncanuuunosa kucenuHa/480mg ackopbunoa
KMCENMHAa) MOXKE [1d He € MOAXOALIA 32 eHeHHE TIPH IOHOLIH,

Zlpyru npoayKTH, ChObpAALIH ALETHICATHLIHIOBA KHCENHHA ¢ [T0-MaJIKa CHJa, €4 HAIMMHY 33 NPUIOXKEHHe
NpH Tazx NOMyauus.

Heua (Ha pu3pacT 004 12 roauHu):

Acoupun C @opre He TpAOBa fa ce M3MONI3BA MPH ACLiA HA BB3PAcT Moz 12 roauHd. B cnydaii Ha ciyyaeH
npHeM, BHXTe Touka 4.4. ,,CrneuManHi npeaynpexaeH1a U Npeana3Hy MepKH NpH ynotpeda” u Touka 4.9,
»lIpeno3npane”,

B’b3paCTHH naryeHTu (Ha BH3pACT 65 1 noseue FOOWHH) U NAIHEHTH ¢ HHCKO TENECHO Terno:

Aueruncanduunopara KAcenHHa TpAbBa a ce H3MONI3Ba BHHMATENHO MPH BE3PACTHH MALMEHTH C
MOTEHLHANHY CBITBTCTBALLH 3a00MABaHHA HITH HUCKO TeJIeCHO Terno (BixTe TOUKH 4.3 M 4.4.).
IIpenopruHTEnHO € W3NON3BaHeTo Ha Hal-HUCcKaTa edeKTHRHA 1034.

INaunenTy ¢ YepHoapo6HA HEAOCTATHHHOCT:

AueTuncanMuMIoBaTa KHCENMHA CIe1Ba /1a CE H3MO0JI3Ba BHHMATEITHO MPH [ALKEHTH C JIeKa WK yMepeHa
4epHOApOOHA HENOCTATRYHOCT (BHATE Touka 4.4.). [Ipenopruea ce HamMansBaHe Ha 03aTa WIH YARDKABAHE
Ha HHTEPBANMTE Ha 103HpaHe.

ALETHICATHIIOBATA KHCEIHHA € MPOTHBOMOKA3HA NPH NaLMEHTH ¢ 0CTPa YePHOAPOGHA HEAOCTATEYHOCT
{BuxTe TOUKA 4.3).

Ilauuem"u C 6‘[:696'-IH3 HEAOCTATEYHOCT HIIH YBpEAcHa ChbpAEYHO-CHIORA LIMDKYJIALIHA.

ALETHICATHLHIOBATA KMCEJIMHA CIEABA N2 C€ U3MON3Ba BHUMATENTHO NIPH NALHEHTH C JIeKa WIH yMepeHa
616peuHa HEIOCTATBLHHOCT HIH YBpEEeHa ChPAEYHO-ChA0BA IHPKYalHs (BHAkTe Touka 4.4.). [Ipenopbusa
C€ HamansBaHe Ha J03aTa WIH YAB/KABAHE HA HHTEPBANIUTE HAa AO3HpaHe.

ALETHICANTMMNOBATA KHCEHHA € NMPOTHBONOKA3HA NPH NaLMeHTH ¢ ocTpa 6b0peuHa HeAOCTATEYHOCT HITH
OCTPa HEKOHTPOJIHPAHA CBDACYHA HEAOCTATHYHOCT (BHKTE TouKa 4.3).

HauHH Ha npuioxeHHe

3a nepopanuo npunoxeHue. EdeppecuenTHara Tabnetka ce pa3Tsaps B 4alia ¢ BOAa NPeH IpHeM.

EdepaecuenTHaTa Tabnerka He Tpabea aa 6bae npuemaHa Ha MpaseH CTOMAX, € LI HaMaJlABaHe Ha.
CTOMALIHOTO Jpa3HeHe.

4.3 TIpoTMBONOKA3AHHA
ALETHICATHLMIOBA KHCENHHA ¢ acCKOpOHHOBA KHCENHHA He TpabBa [a ce U3MON3BAT B CNIEAHHTE CITYYaH:

¢ CBPbXYYBCTBHUTE/IHOCT KbM AKTHBHHMTE BELIECTBA ALIETHICATHLIMIOBA KUCENHHA, aCKOPOHHORA
KHCEJIHHA WK HAKOE OT MOMOIIHHTE BELIECTBA HA NPOAYKTa, H3GPOeHH B TOYKa 6.1. WM KBM Npyru
HECTEPOHAHH NpoTHBOBE3INANHTENHH cpeacrea (HCIIBC) (xprcTocana peakTHBHOCT),

¢ NAIMEHTH ChC ChLIECTBYBALNA MACTOLHTO3A, [PH KOATO YIOTpe0aTa Ha aIeTHICANHIWIOBA KHCEMHHA
MOXe ia IOBEJIE IO OCTPH PEAKIMH Ha CBPBXYYBCTBHTEHOCT (BKITIOUHTETHO LIUPKYJIALHOHEH LUOK
CBC 324epBABAHE Ha JIHLETO, XHNOTEH3UA, TAXHKAPANS H MOBPEHLIAHE).

® MpH HATHYHE HA JaHHH 3a aCTMA, NPEIU3BUKAHA OT NPUNIaraHe Ha aLETHICANULIUIOBH HITH

CyOcTaHIIMH ¢ noA0GHO AEiCTBHE, Mpeny BCHUKO HECTEPOHIHH NIPOTHBOBB3NAIHTENHH JIEKAPCTBA

NOC/IEACHO TpUMeceuse Ha OpeMeHHOCTTa (Ha 24 recTallHOHHH CeaMHIM (BHXKTE Touka 4.6),

AKTHBHH MENTHYHH A3BH, i

NpHAOGHTH HIH BPOJEHH XEMOPArHUHH AHATE3H,

Texkka 6pOpeuHa HeaoCTaTHYHOCT,

TeXKa 4epHOAPOOHA HEAOCTATLYHOCT,

TeMKA HEKOHTPONHPaHA ChpASYHA HEMOCTATLYHOCT,




* KOMOMHALMSA ¢ METOTPEKCAT MPH 103K 15 mg/ceAMHUUHO MK NoBeYe (BIDKTE TOYKA 4.5),

* KOMOHHALMA C NEPOPAIHH aHTHKOATYJIAHTH € ALETHICATHLIWIORA KUCETMHA NPH NALKEHTH C
racTpoayONEHANHH A3BH (BUKTE TOUKa 4.5),

¢ Hed)ponMTHAa3a WIH aHAMHe3a 3a HedponuTHaza,

® XHIIEPOKCATYPHA,

* XEMOXpOMATO3a.

4.4 CnendaJnn npexynpeKAeHHS H NpeANa3HH MePKH NpH ynorpeba

ALIeTHICANIHUMNOBATA KHCENHHA TPADBA a ce U3MOM3BA MPH CEAHHTE CTYHaH ¢ 0CO0EHO BHEMAHKE!

® B ciyuad Ha koMOMHaLMA ¢ JOpYrH NeKkapcTBeHH MPOAYKTH, 33 Ja C€ MpPeNOTBPaTH PHCK OT
Npefo3MpaHe, NPOBEPETE JalH APYTHTE JNEKapCTBEHH NMPOIYKTH HE ChABPKAT AUSTHICATHLWIOBA
KHCEIIMHa

® B Cily4aif Ha ALArOCPOYEH MPHEM HA AHANTETHLH BbB BUCOKH 103H, NoABaTa Ha rnasobonue He Tpabea
Aa ce JIeKyBa C NO-BHCOKH 03K

* pelloBHaTa ynotpeba Ha aHaNTeTHUH, 0co0eHO KOMOWHAUMH OT AHANFETULM, MOXKE Ja AoBele 10
Tpaiinn 6b0pevHn ne3nH, ¢ puck OT 6LOpeUHa HETOCTATLUHOCT.

B cnenaure cnyuau cnespa na Obae ynpaxHaBaHo HabMOIEHHE BhPXY JIEYEHHETO:

® IpY MALUUEHTH ¢ AHAMHECTHYHH IaHHH 34 CTOMAIUHH WIH AYOACHAIHH S3BH WM CTOMAIIHO-YPEBHH
KPBBOHAIUBY, FACTPUT

® NpU MAUKEHTH ¢ HapyweHa 6nOpeuHa (yHKUMA HNM NMANHEHTH ¢ HApYLUEHA ChPAEYHO-CHIOBA
uMpkyiauus (nanp. OuOpeuHo cbAOBO 3a00NsBaHE, KOHTECTHBHA CBPAEYHA HENOCTATHYHOCT,
XHMOBOJIEMHA, TIONsAMa OMepalHs, CENCHC HJIM TONEeMH XeMOparMyHH CbOHTHA), TbA KaTo
AUETH/ICANMHLHM/I0BATA KHCENHHA MOXKE ACITbIHHTENHO J]a NOBHIUK pHCKa OT Gb0peuno yspexaaHe wiu
ocTpa 61L6peyHa HemOCTATEYHOCT

® MpH NIALHEHTH ¢ HapylleHa YepHoApoOHa QyHKUMA.

® MpH NALMEHTH ¢ aCTMa: NOABATA HA ACTMATHYEH LIOK MPH HAKOH ITALMEHTH MOXE [d € CBBP3aHa C
afeprus KbM HECTEPOHIHH NPOTHBOBL3MNANHTENHH NPOAYKTH HITH KM AlIETHICATHIIMIOBA KHCEIHHA,
B TO3H CJIY4aH NEKapCTBOTO € [IPOTHBONOKA3HO (BUIKTE TouKa 4.3).

® NpU NAUUEHTH C METPOPArud WM MEROparus (PUCK OT yBelMYaBaHe Ha o0eMa W MPOIbIKHTENHOCTTA
Ha NepHOJHTE)

* kOMOWHHpaH NpHEM ¢ AaHTHKOAryNaHTH (BIDKTE Touka 4.5.).

AUETHIICATHLIMNOBATA KHCETHHA MOYKE 1a NPHYMHH GpOHXOCNa3hM M Ja WHAYLMpa acTMATHYHH aTakH HIH
ApYTH peakuuy Ha CBPBXYYBCTBMTENTHOCT. PHCKOBH (hakTOpH ca chinecTBYBalla OpOHXHANHA aCTMa, CEHHA
XpeMa, Ha3alHH NOJMIK WIA XpoHKWYHO GenonpobHo 3abonsaeane. ToBa ce OTHACH CBHINO H 33 MALMEHTH C
aNepryuiya peakHH (Hanp. KOXKHH peakuuH, cbpbex, ypTHKapHi) KbM APYIH BELIECTBA.

CpofuapanH ca ciry4aH Ha OCTpa MHOKAPHA HCXEMHA Cbe Hid Ge3 MHdapKT Ha MMOKAapAa KATO YacT OT
peakuus Ha CBPBLXUYBCTBHTENHOCT (cHHApoM Ha KyHuc). B cryyaii Ha cuHOpoM Ha Kyunc no Bpeme Ha
NieueHHe C aueTHICATIMIMIOBA KHCENMHA, He3abaBHO npekpaTeTe npueMa Ha Acnupur C Qopre.,

CToMalliHO-YPEBHO KBPBEHE HIH 53BH/ nepdopaumu, HAKOH ¢ daTaneH Kpai, MOXe Ja HACTBIAT BbB BCEKH
€HH MOMEHT Mo BpeMe Ha JieyeHHeTo, 0e3 Ja MMa 3aIb/DKUTENHO MpeaBapHTENHM NpPU3HALUM WIH
AHAMHECTHYHH AaHHH NPH NaLKHeHTA.

OTHOCHTENHUAT PUCK Ce yBETWYaBa C YBEMHABAHE HA NO3HMTE IPH MALMEHTH ¢ aHAMHECTHYHH JAHHH 3a
CTOMALUHO-YPEBHH A3BH, 0CODEHO NMPH YCIOKHEHHS ¢ KbPBEHEe WIH nepdopauyu, npy BE3PACTHH JTHUA, NIPH
JHUAa C HHCKO TENECHC TerNo W MNpH TMAlMEHTH, NPHEMAINH AHTHKOAryNAHTH WIH HMHXUOHUTOpH Ha
TpoMOoLyTHATA arperauus (Bix Touka 4.5). B cnyuyaii Ha cTOMauIHO-YPEBHO KbPBEHE HITH A3Ba, NIEYCHNETO
TpADBa na 6vae He3abaBHO MpeyCTaHOBEHO.

[lopann HHXMOHTOPHHA edeKT BBPXy TPOMGOLMTHATA arperauMs, KOWTO NPOIbIDKAaBa
NPHIOKEHHE, ALETHICATHLMNOBATA KHCENMHA MOXe 13 AOBeAe A0 TEHAEHLHS 3a MOB|
BpeMe U /e[l XHPYPrHUYECKH OnepaLyi (BKIIOMHMTENHO MaJIKa XUPYPIHs, Hanp. 3bOHH eKé



ALeTHICATHOMIOBA KHCENHHA MOHHKABA CKCKpCUHMATA Ha MHKOYHATA KHCCITMHA. ToBa Moxe ma NpOBOKHpa
noaarpa npH NaoueHTH © TEHACHUHA 3a HHCKA €KCKPELHA HA MTHKOYHA KHCEIIHHA.

[TepuaTpuuna nomynanus
Cunnpom na Peit - MHOTO psaiko, HO NOTEHUMANHO JKMBOTO3AaCTpamaBallo 3abonsBane, € HabmoxaBaHo npu

JeL@a W IOHOLIM C MPU3HALA HA BAPYCHA WH(EKUMA (B YACTHOCT, BapHLEAA H MPHNONIONOOHH CBCTOAHHA),
npUeMally aleTHIcanMIunoBa kucenuHa. [Topaau ToBa, B TaKMBa CHTYyallMH ALIETHJICANALMIOBA KHCENWHA
TpabBa Aa Gbje npuemMaHa OT Jelia M IOHOLIH CaMoO C JIEKapcKa KOHCY/TALHA, KOTaTo APYTHTE MEpKH ca ce
OKa3anu HeycrnelrHd. B ciyvait Ha NpoaBIKHTENHO MOBPbLUIAHE, CMYLICHHA B CH3HAHHETO B HeOXHUalHO
MOBefleHHE, IEUSHUETO ¢ ALETUICATHLIMIORA KHCSTHHA TPAORa 14 ObAe MPEeyCTAHOBEHO.

Hanomn3saHeTo Ha caJlMLUKNATH 33 CPOK OT 6 ceAMHLM Clel BAKCHHALIMA Cpellly BUpYCa Ha BapMlena ChLlo
TpaGBa ga Obae H3BArBaHO.

TIpH NauueHTH, CTPaAALH OT TEXbK IIoKo30-6-docdar nexunporeHazen nedwnyr (G6PD),
ALETHIICATTHLIWIIORATA KHCETHHA MOXKE Ja NPEeIM3BHKA XeMoIn3a. DaKkTOpH, KOHTO MOTAT Ja YBeaHUaT PHCKA
OT X€MOJIM3a Ca Hanp. BUCOKH JI03H, TPECKA HIIH OCTPH HH(pEKLMH.

B cayvahi Ha G6PD aedHuMT, aLeTHICANTMIHIOBATA KHCEHMHA TpAOBa Aa Gbae IparaHa rnoj 1ekapcko
HabnoaeHue.

Xemonusa ceuio € HabmogaBaHa NP BUCOKH A03H aCKOPOHHOBA KMCEIMHA,

Hanon3paHeTo Ha TO3M JIeKapCTBEH NPOAYKT HE C€ MPENOPBUBA MO BpeMe Ha KbpMeHe (BHKTe Touka 4.6).

CobluecTBYBAaT H3BECTHM JIOKA3aTEJNCTBA, Y€ JIeKapCTBA, MOTHCKAINM IMKIIO-OKCHIeHa3aTa/CHHTe3a Ha
NpocTarjasidH, MOraT fAa MpPHYMHAT YBpexk/JaHe Ha jKeHcKara (epTHIHOCT 4pe3 Bh3[eHCTBHE BBLPXY
oBynauuaTa. ToBa € 06paTUM NMpoLiec NPH NPEKpaTABAHE HA JIEUEHHETO.

ITo oTHOWEHHE Ha acKOPOHHOBA KHCETHHA:

Ipenopwusa ce 1a ce 06bpHe 0c0OeHO BHUMAHUE H MPH NALMEHTH ¢ HapYILEHO YCBOABAHE Ha JKeNA30
(Tanacemus, xeMoxpomarTo3a, cHaepobnacTHa aHeMHA).

To3n nexapcTeeH npoayKT chAbpkKa 474 mg HaTpuH Ha edepBecueHTHA TabeTKa, eKBMBANEHTHO Ha 23,7%
OT mpenopbyHTeNHug oT C30 MakcHManeH AHEBEH XPaHHUTENICH NPHEM Ha 2 g HATPHil 3a BLIpACTeH.

4.5 B3aumopaeHcTBRE ¢ APYrH JeKAPCTBeHH NPOAYKTH H ApYrH GOpPMH Ha B3aHMoJeficTBHE

Haxow BelecTBa B3aMMoieficTRAT NOPaRH CBOHCTRATA UM 1a HHXMOHMPAT TpoMOOLIMTHATA arperaums:
abunKkcnMab, aLeTHNCANHLIMIOBA KHCEMHHA, KIIONKIOTPEN, eNoNpocTeHoN, entudHbaTH, HIONpocT U
HJIONIPOCT TPOMETAMOJ, THKJIONHAHH H THPOubaH.

H3non3saHeTo Ha MHOMKECTBO HHXHOHTOPH Ha TPoMOOLIMTHATA arperauys yBeJHYaBa PUCKa OT KbPBEHE,
KaKTO NPABH TAXHATa KOMOHHALIMA C XErapvH WIH CBbP3aHH MOJIEKY/IH, OPAlTHH AHTHKOATYIaHTH WK IPYTH
TpoMOOIHTHLHM, H Tps6Ba na 6bae B3eTO NPeABHI Ype3 MOANBPKAHE HA PeOBEH KITHHHYEH MOHHTOPHHT.

IlpoTHBONOKAZAHM B3aEMOIcHCTBAS (BHkKTE TouKa 4.3):

MeToTpexcar, H3MOA3BAH B A03H OT 15 mg/ceAMUTHO HIIH NOBEYe:
[ToBHLIEHA TOKCHYHOCT Ha METOTPEKCAT , B YaCTHOCT XEMATOI0THYHA TOKCHYHOCT (TTOpaaH NOHHXaBaHe Ha
6BOpevHHS IWTHPBHC Ha METOTPCKCAT OT aUETHIICAIHLMIOBA KHCEHHA).

OpaiHR AaHTHKOATY/IAHTH NPH NAHEHTH ¢ AHAMHECTHYHH JAHHH 33 FACTPOAYOALHAT
TNoBHLIEH PHCK OT KPLBOH3NIHB.




KomOunannn, KOATO HE ¢ NPenophb4YBAT:

Opa.mm AHTHKOATrYJIAHTH NPH OANHECHTH ¢ AHAMHCCTHYIHHA JAHHH 34 FACTPOoAYOACHANHH AIBH!
[Mosnien PHCK OT KPBEBOM3IIHE.

JPYrH HeCTEPOHHH NPOTHBOBRLINAJIHTEIHH cpeacTBa (NSAIDs):
TToBHMLIEH DHCK OT CTOMAILHO-UPEBHH S3BH H KPBROHM3IIHBH.

XenapHHH ¢ HHCKO MOJIEKY/IHO TErNo (B CBbP3AHATE MOJICKYIH) H HeQPAKIHOHHPAHH XeNAPHHH B
Jiede0HH J03H UM PR BH3PACTHH NAanBenTH (> 65 rognsn), HE3ABHCAMO OT J03ATA HA XCNMAPHH:
YBe/nuueH pUCK OT KPbBOMIIUB (MOTHCKaHE HA TPOMOOUMTHATA arperalis | arpecus crpsaMo
racTpoAyO€HaTHATA JIMraBHLia MOPAAH aLEeTHICANMLIHNOBATA KucenuHa). HeobxonmuMo e oa ce u3nonzea
IpYTro NMPOTHBOBL3NAINTENHO JIEKAPCTBEHO CPEACTRO WIIH APYT aHANTETHK WIH aHTHITHPETHK.

Knonuporpen (H3sbe 0n00peHHTe NOKa3aHua 3a Ta3H KOMOHHALMA NPH NaLHEHTH C OCTBP KOPOHApeH
CHHIPOM):

[ToBuiueH pUCK OT KPBROKM3NUB. AKO He MoXke Aa 6bae u3iberHaT KOMOMHHPAHUAT NMPHEM, CE NPenopHYBa
KAHHUYEH MOHHTOPHHT.

Ypuxozypuunn cpeacrea (6eH36pomapon, npobeneuun):
HamaneH ypHko3ypHueH eekT nopagy KOHKYPEHLUHA 33 eTHMHHHpPaHE Ha MUKOYHATA KMCENIHHA B
616peunnTe TYGYnH.

THKJIOMHAHN:

IToBHLIEH PHUCK OT KPLBOHATHE. AKO HE MOXKe Na Obae H3bernar KOMOHHUPAHUAT IPHEM, C€ TIPEopbYBa
KJIMHAYEH MOHHTOPHHT.

Komfmnagnn, HIUNCKBAINH NpeANa3IHA MepKH DPH NPAIATARE:

MetoTpekcar, Ipuaarad B o34 noj 15 mg/cexmuuno:
[NoBHWIEHA TOKCHYHOCT HA METOTPEKCAT, B YACTHOCT XEMATOJIOTHYHA TOKCHMHOCT (MOpaal NOHIKABAHE HA
6BOpEUHHS IWIMPBHC HA METOTPCKCAT OT AUCTHACAJIHIUHIIOBA KHCETHHA).

HCOGXOHHMO € KPLBHATA KApPTHHaA Aa 61:}18 nmpocienspaHa €KeCCAMHYHO ITPE3 MbPBUTE CEAMHLHA Ha
KOMOWHHpaH npHeM. HM31CKBa ce CTPOT KOHTPOS NPH NalkeHTH ¢ 6b6peyHn yBpexciaHHs (JOpH ekH),
KaKTO ¥ MPH BbL3PACTHHU MALHEHTH.

Knonuporpesn (43sbH ono6peHyTe Moka3aHHA 3a Ta3k KOMOHHALIMA TIPH MALMEHTH ¢ OCThP KOPOHApeH
cunapom): [losumen puck ot kprrouMHE, [Ipenopryusa ce KTMHWYEH MOHHTOPHHT.

CromamHAo-4peBHH TONHKANHHE NPOAYKTH, AHTHALHIH H BBIJIeH:

FloBuineHa 60peyHa eKCKpELHs Ha ALIETHICANHLMIOBA KHCETHHA, IOPaaH ajKalM3HpaHe Ha YpUHATA.
[Ipenopbusa ce NPHEMBT Ha CTOMALIHO-YPEBHH TONMKAJTHH IPOLYKTH M aHTHALMAH [ Ce W3BBPLIBA NOHe 2
yaca NpeaM Wik CAEA aUETHICATTHLIIIOBA KHCE/THHA.

XenapHHH ¢ HHCKO MOJIEKYJTHO TerJo (H CBbP3RHATE MONEKY/IH) H A pAKIHOHAPAHH XeNAPHHH B
NpPEBAHTHBHHE A03H IPH Bh3PACTHH NANHEHTH NOA 65-rofHMHA BH3pPACT

KoMOMHHpaHHAT NpHeM, NeHCTBAIL HA PA3TMYHM HHBA OT XEMOCTA3aTa, YBEJHYABA PHCKA OT KPBLBO3E.
Iopaay ToBa, Npu NalKMEHTH 1104 65-rOAMINHA BE3PACT, KOMOHHHPAHHAT MPHEM HA XENAPHHY, B8 e “:‘:»\
NpobHNAKTHIHH 103K (UMK CEBP3aHH MONTEKYIIH) H ALIETHICANMIMIOBA KUCEITHHA, HE3ABHC
crieaBa na Obae B3eT NpeaBKA Ypes MOATbpKaHe HA KIIMHUYEH MOHHTOPHHT U laGopaTop
KOTAaTo € HeoBX0aHuMO.




TpomGonarunn, CTenToKkHRa3a;
IToBumeH pHCK OT KPbROURIHB,

CenexTHRRM HAXHOHTOpH Ha 06paTHOTO 3aXBalane HA CEPOTOHHH (IHTAIONPAM, ECITHTANONPAM,
¢payokceTHH, hI1yBOKCAMHH, MAPOKCETHH, CEPTPAJIHH):
[loBHIlIEH pHCK OT KPLBOU3HE,

Juroxkcun;

Ina3MeHHTE KOHLIEHTPALUMH Ha AMTOKCHHA C& MOBHLIABAT NTOpaay HamMansBaHe Ha OLOpeyHaTa eKCKpeiHs.
Ilpenopr4ra ce MOHUTOPHHT Ha TUIa3MEHATa KOHLICHTPaLMA Ha JIMTOKCHH H, aKO € HeoOXOANUMO, peryupaHe
HA fKo3aTa.

AdTHARAOETHH, HANP. BHCYJIHH, cyIpaHANYpelHA NPOAYKTH:

[loBHuIEH xunornHkeMH4eH eeKT OT BHCOKH JO3H ALETIWICATMUMNOBA KHCEJIMHA TTOCPEACTEOM
XHIOTIIHKEMHYHOTO NeHCTBHE HA ALIETWICATHIIMIOBATA KHCEHHA H H3MECTRAHE Ha Cy/IpaHITypeiiHK
NPOYKTH OT MACTOTO Ha CBBP3BAHE C IUTa3MEHUTE NpoTeuHH. [Ipenopryea ce MOHHTOPHHT Ha KPbBHATA
3axap.

'moxoxopTHKOHIH (€ H3IKII0MEHHE HA XHIPOKOPTH30HO-3AMECTBAINA TEPANNN);

[loBruieH pUCK OT KpbBOK3IHB. IToHWwKeHH HUBA Ha CANHLIMNATH B KPBEBTA 110 BPEME HA KOPTHKOCTEPOHIHO
NleveHHe M PHCK OT CA/IHLUMIATHA NPE03UPaHe ClEM CIIMpaHe Ha TOBA JeYeHHe, TIOPaaH YBEIHUEeHO
e/JHMHHHpaHE Ha CalMLWIaTH OT KOPTHKOCTEPOH/H.

JAmypeTrann, AHXHOATOPH HA AHTHOTEH3HH-KOHBepTHpaman ¢A3AM (ACE) B aurnoreninn 11
pelenTOPHH AHTATOHACTH: Bh3MOXHA € 0cTpa OBOpeYHa HeJOCTATHUHOCT NPH AEXHAPATHPAHH NALMEHTH
nopaju HaMaIABaHE Ha rIoMepyaHaTa GUITPaLMA NOCPeACTBOM NoHWKeH OEOpeYeH CHHTe3 Ha 616peueH
npoctarnaiauHu. Hapeq c ToBa € BE3MOKHO HaMaaBaHe Ha AHTHXMIICPTEH3UBHHA edeKT. YBEpeTe ce, ue
NAUHEHTHT € XUApaTUpaH 1 6uOpeuHaTa GyHKLHSA ce KOHTPOJIUPA B HAYAJIOTO HA JIEUEHHETO.

Baanpoesa Kuce/IHHA:

IloBHIeHa TOKCHYHOCT Ha BaJINMpOSBATA KHCENIHHA NopaaK U3MECTBAHE OT MECTaTa Ha NMPOTEHHHO
CBBLP3BaHE.

Ankoxout: [I0BHILEHO yBpeXiaHe Ha CTOMALIIHO-YPEBHATA JTHTABHLIA H YIB/DKABAHE BPEMETO Ha KbpBEHE
nOpaJy aJHTHBHHTE €EKTH Ha allETWICATHLMNOBA KMCEHHA H ankoxon. KoMbuHupaHuaT npuem Tpsatea fa
b6bae u3bareau.

Komﬁnnagun, KOHTO CieABa 1a G'Lga'r B3ETH NDEABHI

Hedepacnpokc:
[oBH1IEH PHCK OT CTOMALLHO-YPEBHH A3BH H KPBBOH3IHB.

HMedepokcamun:
EnHOBpEMEHHOTO MY MPUIOKEHHE ¢ acCKOPOHHOBA KHCENHHA MOJKE 112 NPERU3BHKA TOKCHMYHOCT Ha TEKAHHMTE
C XeJA30, 0COBEHO B ChPLETO, MPUHHHABANKH CBPAEYHA AEKOMINEHCALIKA.

Kennzo B anNyMHHHIA:

IpHeMBT Ha ackopbHHOBa KHCENTMHA YBETHUABA CTOMALIHO-uYpeBHaTa abcopbuus. Tosa cneapa na 6bae
OTHETEHO NPH NaUHEHTH ¢ 6b0peuna HeoCTaTEYHOCT, B CyyYaii Ha 3aMECTBaHE HA XKENAZO-CHABPKALUH K
NPHEM Ha ANYMHHHA-ChABPKALIM AHTHALIMIH.

BiaumozneiicTeue ¢ 1a6opaTopHn HicieaBannn: P
AUeTHNCanMIMIOBATa KHCEIHHA W aCKOPOHHOBATA KHCETMHA BBB BHCOKH JJO3M MOXKE [1a Af W';té ﬁ‘p‘fi’_ﬁilgg’)f{
nabopaToOpHU M3ceBaHus, HaNpUMep (eKalleH TecT 3a OKYJITHH KphBOM3MMBH, BYHK Qj‘f MY~ N\
4ePHOAPOOHH H3C/IEABAHMA. = [
Twit kato BuTamuH C e peayuypail areHT (T.e. e1eKTPOHEH NOHOP), TON MOXe Ja NPH
CMYLUEHHS B 1a0OPaTOPHH TECTOBE, KOHTO BKJIKOYBAT OKHC/THTENHO-PENYKLHOHHH e
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Ha ITIOKO3a, KPeaTHHHH, kapbaMasenuH, MMKOYHa KHCENTMHA B YPHHATA B cepyMa. Buramun C Moxe la
MOBJIHAE HA TECTOBE, KOHTO H3MEPBAT [JIIOKO34Ta B YPHHATA H KPBHBTA, KOETO BOAH 10 (allIHBH NoKa3aHus,
BBIIPEKH ue HAMA edeKT BbpPXY HHBATA HA KPBBHATA 3aXap.

4.6 @eprHIHTET, OPEMEHHOCT H KbpMeHe

bpemenHocT
Huxubupanero Ha npocTarnaHIHHOBHS CUHTE3 MOXKE Aa NMOBIMse HeONaronpusTHO Ha GpeMeHHOCTTa H/HIK

emOproHanHoTo/heTanHo pasBHTHE. JaHHH OT EMHAEMHONIOrHYHK POYYBAHKS NPEANONAraT yBETHUeH
pHCK OT abopT M ChpaeyHn MandopMalHH M racTpOCXH3a ciell ynotpebara Ha HHXHOHTOp Ha
NpOCTArJIaHAMHOBHSA CHHTE3 B paHHA OpeMeHHOCT. AGCOMIOTHHAT PUCK OT ChPAEUHO-CHAOBH MandopMaLHK
Ce yBenu4H OT no-manko ot 1% o npubnusurenHo 1,5%. PucksT u3rnexna ce ysenuuasa ¢ 0o3ata M
NPOALKHTENHOCTTA Ha NEYESHHE.

[1py »HMBOTHH aAMHHHCTPHPAHETO HA HHXHOHUTOD Ha NPOCTATNAHINHOBHA CHHTE3 BOAM 10 YBEIHYEHA
3ary0a npe/iv ¥ cne AMIIaHTHpaHe B eMGpuo-tderanta cmbpt. Hapen ¢ Topa, 6ewe 10K1a0BaH YBEIHYEH
Opoit pasHooGpa3un MandopMaliH, BKIIOYHTENTHO ChPASHHOCHA0BH MaiGOpPMaLHK, PH KHBOTHH,
NPHEMANH HHXUOUTOP Ha MPOCTArIAHAMHOBHA CHHTE3 NPe3 OPraHOreHETHYHATA TeCTAIMOHHA dasa.

Or 20-Ta cenMuua Ha OpeMEHHOCTTA HATATBK YNOTpeOaTa Ha ALETHIICANHLIOBA KHCETHHA MOKE /13
NPHYHHH ONIHTOXHAPAMHHOH B peaynTar Ha 6u6peuna aucdyHknus Ha nnoga. Toa Moxe na ce Cy4m
CKOpO Crieq 3ano4BaHe Ha NeYEHHETO U 0GHKHOBEHO ¢ obpaTHMO cien npeycraHoBABaHe. B 1onbiHeHMUe,
HMa ChOOLIEHHA 38 CTECHABAHE HA MYKTYC APTEPHO3YC ClIEH JIeYeHHe Npe3 BTOPUS TPUMECTHP, NOBEUETO OT
KOWTO OT3BYUaBAT CJIC] NpeXpaTaBaHe Ha JedeHueTo. CefoBaTeNHO, OCBEH ako He € aGCOMITHO
HEOOXOAHMO, aLETHICATHIHIOBA KHCETHHA He TpA6Ba Aa Ce U3M0M3Ba N0 BpeMe Ha ITPBHA H BTODHA
TPUMECTBP OT GpeMeHHOCTTa. AKO alleTHICATMLIWIOBA KHCEITMHA Ce M3MOJI3Ba OT JKEeHa, ONTHTBALIA CE Ja
3abpemeHee, WK M0 BPEMe Ha ITHPBHA H BTOPHS TPUMECTHP OT GpeMEeHHOCTTa, Jo3aTa TpabBa na e
BBL3MOXHO Hall-HHCKA W NPOABDKHTENIHOCTTA Ha JIEHEHHE [1a € Bb3MOXKHO Hali-KpaTKa.

AHreHaranHo HabniofeHKe 33 OJIMTOXHAPAMHHOH M CTECHABAHE Ha QyKTYC apTepHO3yC Tpabea lia ce
0BMuCTH cnep ynoTpeba Ha aueTHICATHLIANIOBA KHCENHHA B IPOA/DKEHHE Ha HAKOMIKO IHH OT recTalHOHHA
ceamuua 20 HaTaTBK. AUECTWICATHLIHIOBA KMCENHHA TPAOBa [1a Ce MPEYCTaHOBH, aKO Cé YCTAHOBH
OJIMIOXMIPAMHHOH H/IH CTECHABAHE HA JYKTYC apTEpHO3YC.

1o BpeMe Ha TpPeTHA TPHMECTBP BCHUKH HHXHOWTOPH HA CHHTE3a HA MPOCTATNAHAMH MOTAT Aa UIIOKAT

n1oja Ha:

- KApAMOMY/IMO/IaHa TOKCHYHOCT {MpexKAEeBPEMEHHO CBHBaHe/3aTBapsHe Ha ductus arteriosus u 6enoapobHa
XHINIEPTOHHS).

- 6B0peuHO yBpexkaaHe (BK. MO-TOpeE).

B nanpeaHanuTe etanu Ha 6peMEHHOCTTA NPH MaiKaTa H HOBOPOJEHOTO MOXE J1a Ce POABH:

- YABJDKABaHE Ha BPEMETO Ha KbPBEHE MOPaJH NOTHCKaHe Ha TPOMOOUMTHATA arperauus, KOETo Moxke Ja
HaCTBITH AOPH CNEl IPHEM Ha MHOTO HHCKH JO3H aUETHICATHLIWIOBA KHCEIHHA.

- MOTUCKAHE Ha MATOYHHTE KOHTPAKUMH, KOETO N2 N0BeE 0 3a0aBeHO WM YB/LKEHO paXkaaHe.

Crenosarento, aueTHIICATMIANOBATA KHCEHHA € IPOTHBOTIOKA3aHa 110 BPEME Ha TPETHA TPHMECTBP Ha
OpeMeHHoCTTA. (BXK. TOukH 4.3 1 5.3).

KnpMeHe
AUCTHNCATMLMIOBATA KHCENTHHA TIPEMHHABA B KbpMaTa.

ALIeTMICANHUMIIOBATA KMCEIHHA He Ce NPENnopbYBa [0 BPpEMe HA KbpMEHe (BIbKTe Touka 4.4) .

Depruamrer
CrluecTByRaT M3BECTHH NOKA3ATENCTBA, Y€ NIEKAPCTBATA, KOMTO NOTHCKAT LIHKIO-OKCHIEHA3a/
NpocTarnaHi{H, MOTaT [a A0BEAAT /10 YBPEXKNAHE Ha XKEHCKATA INIOAOBHTOCT Ype3 Bh3aekcT,
oBynauusaTa. ToBa e 06paTHM Npollec NP NpPeyCTaHOBABAHE HA JICUSHHETO.




4.7 Edexrn Bbpxy cnocobnocrTa 3a mopupane 1 pabora ¢ MAIHHEA

He ca HabniogasaHu edekTH BEPXY cNocOGHOCTTA 3a WogHpaHe K paboTa ¢ MAIMHY,
He3zasucuMo OT ToRa, HMaiiTe MpeaBK, Ye € Bb3MOXKHA 1101Ba Ha rapobosiMe WK 3aMasgHOCT.

4.8 Hexenauu JieKAPCTBEHH PeaKIHA

HM30poennTe HexeNnaHH JIEKapCTBEHH PEaKUHM ¢ OCHOBABAT HA CMIOHTAHHH MOCTMAPKETHHIOBH JOKJIAOM 34
BCHYKY OPanHH pPa3sHOBHHOCTH Ha ACITHPHH, BIUTIOUHTEITHO 32 NEPOPATHO KPATKO-H ABITOCPOYHO JICHEHHE.

YectoTaTa Ha HexenaHurTe eekTH e ktacupuuMpaHa KakTo ClieaBa:

Mmuoro yecta: >1/10

Yectn: >1/100 to < 1/10

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

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

MmHoro penku: < 1/10,000

C Hem3BeCTHA YECTOTA: OT HATHYHKTE AHHH He MOXe [a Obie HanpaBeHa OLleHKa

Hapymenns Ha KPbBTA H JHMQHATA CHCTEMA

C HeuzBecTHa vecToTa;

AHEMHS HJIH XKeNA30-IeQHLUHTHA AHEMHS CbC CHOTBETHHTE Nab0PaTOPHH W KNHHWYHH NPH3HALH H
CHMITOMH B PE3Y/ITAT Ha KPLBOH3JIHB

XeMOoH3a H XeMOTMTHYHA AHEMHA NPH NALIHEHTH C TEXKH (hOPMH HA IITIOK030-6-GochaTaeXuaporeHaseH
(G6PD) pedmumr

TpomGounTtoneHus

Hapymwienna HA HMYHHATA CHCTEMA

C HeM3BECTHA YECTOTA!

Peaxiyu Ha CBPBXYYBCTBUTENHOCT, aHA(QMNAKTHYHH PEaKLHH, ACTMA, AaHTHOERAEM

PeaxLiMure Ha CBPBXUYBCTBHTENHOCT ChC ChOTBETHHTE Ja0OPATOPHH M IJIHHHUHM MPOABH, BKIOYBAT
peaKuuu, 3acArallid KOXarTa, AMXATeTHH METHIIA, CTOMAalLHO-YPeBHHA TPAKT, KaKTO H ChpAeYHO-ChJ0BATA
cHcTeMa, 0coOeHO NpH NalMeHTH ¢ acTMa. CHMNTOMHTeE BKJIOYBAT OODHB, YPTHKAPHS, OTOK, ChpOex,
crnajaHe Ha KPbBHOTO HAJIAraHe, CHHAPOM Ha aCTMA, JIMCIIHEA, DHHHT, 3aITyLIBaHe Ha HOCA, KapIHo-
pecnHpaTopes JUCTPEC, M MHOIO PAJKO, TEXKH pPeaklUHH, BKIIIOYATENHO aHadWIaKTHYEH 110K WY
aHTHOEAEM

Hapywmenns Ha MeTabo1H3Ma 1 XpAHEHETO

MHoro penxu;

ALETHICANHIKIOBATA KHCENTMHA NMOTHCKA €KCKPELIMATA HA NHKOYHA KHCeTHHa. ToBa Moxe [a AOBeAe N0
nojarpa npy NalHeHTH, NP KOUTC eKCKPeLMATa Ha MHKOYHA KHCE/IHHA € BEUS HUCKA.

C HeW3BECTHA YeToTA:

XHNOrTHKEMHSA

Hapymennn na HepBHATA CHCTeMa

C HeW3BecTHa 4eToTa:

I'napobonue, 3amaiiBane, ycellate 3a 3ary6a Ha Cyxa, LUYM B YILINTE, KOUTO 0OHKHOBEHO Ca NOKa3aTe/IHH
3a Mpeao3upaHe.

BLTpeuepeneH H MO3bYEH KPLBOH2IHE

CrpaevHn napywenns
C Hen3BeCTHa 4ecTOTa:

Cungpom Ha KynHc (ocTpa MHOKapoHa HCXEMHS Cbhe WM 6e3 HH(bAPKT Ha MHOKAp/a K:
YaCT OT peaKLHs Ha CBPbXUYBCTBHTENHOCT) C HEM3BECTHA MeCTOTA (BXK. Touka 4.4).




CbaoBH HAPYIIEHHS

C HEHM3BECTHA YecToTa:

XeMoparuyHH CHHAPOMH (eNMHCTAKCHUC, KLpBEHE Ha BeHUMTE, YPITYpa, YPOTSHUTATHO KLPBEHE U T.H.)} C
yBeJIMUaBaHe Ha BPEMETO Ha KnpBeHe. PUCKELT OT kbpBeHe moxe aa npoasioku 4 0o 8 oHu cnen
I'lpeyCTaHOBHBaHC Ha npHEMa Ha alUCTHNCATHLHI0BA KHCCIIHHA. Tosa Moxe Ja noBcae 10 NOBHINEH pHCK oT
KPBBOH3JIHB B cnyqaﬁ Ha onepauuﬂ. BLBMO)KHO € 0a ¢ MOABRH BLTpeqeperleH H CTOMall]HO-"IpeBeH
KPbBOWITHB. BrTpeuepenHuTe KPHBOMITHBH MOTAT Aa ObaaT haTanHi, 0coGEHO KOraTo HaCThIAT B
HanpeaHasa Bb3pacr.

JloknagpaHu ca ciiy4yan Ha CEPHO3HO KbPBEHE, MO3bYEH KDBBOMIIHUB (0COGEHO NPy MalMeHTH ¢
HEKOHTPOJIMPaHa XUIEPTEHZHA W/HITK KOMOHHUPAHO JiedeHHe ¢ AHTHKOATyTaHTH), KOMTO B €IHHHYHH
cnyuam MoxXe Ja 6bJaT NOTEHLHATHO KHBOTO3aCTPAlLABALLH.

JuxaTe AN, TOPAKAIHHE H MeIHACTHHAIHH HAPYLICHHA

Penku:

CuMNTOMH Ha CBPBLXYYBCTBHTENIHOCT, KATO CHHIPOM Ha aCTMa, PUHHT, 3aMyNIBaHe HA HOCA.
C HEeM3BECTHA YeCTOTA!

HexapnauoreneH 6enoapober 0TOK ¢ XpoHHYHA YNOTpeGa K B KOHTEKCTa Ha peakliyus Ha
CBPBXMYBCTBHTETHOCT, IB/DKAILA CE HA AaleTHICATMLIMIIOBA KHCETHHA

Cromamuno-4peBHH HAPYUIeHAN

Yecru:

Hapywenus Ha ropHata W A0JIHATA 9aCT HA CTOMANIHO-YPEBHHA TPaKT, KATO JUCHENcHs, pediyke, Auapus,
rajeHe, MoBpbLIaHe.

Heuecru:

CTomauiHo-4peBHa W KOpeMHa 6onka

Penxn:

HapylueHsa Ha ropHaTa 4acT Ha CTOMALIHO-YPEBHUA TPAKT: e30(aruT, epO3UBEH OyOAEHHT, EpPO3HBEH
FACTPMT, #3Ba Ha XPaHOMPOBOAA, Nephopaumi.

HapylueHus Ha [onHAaTa 4acT HA CTOMAUIHO-YPEBHUA TPaKT: A3BH HA ManKHTe {HEIOHYM U HIEYM) ¥
rojieMuTe (Ha nebenoTo YepBo H PEKTYMa) YepBa, KOJHT.

MHoro peaku:

OKynTeH WIH SBeH CTOMALIHO-YPEREH KPbBOH3NTHE (XeMaTeMe3a, MeIeHa, H T.H.) B Pe3y/ITaT Ha sKenda30-
nedUUHTHA aHeMHA. PHCKBT OT KbpBeHe 3aBUCH OT J03aTa.

CToMalIHH A3BU M CTOMALLHO-YPEBHH Nepdopalvi.

Teaun peakuuu Morat iia 6bAaT CBBbP3aHH C KPBBOH3IIMB U MOXKE J1a Ce MOABAT NIPH BCAKA 1032
AUETHICATHLIWIORA KHCENHMHA M NPH MALMeHTH ¢ WK De3 NpeIynpeIUTe/IHH CHMITTOMH HIIH aHAMHECTHYHH
JaHHH 3a CEPHO3HH CTOMAILIHO-YPEBHH CHOMTHA.

C Heun3BeCTHA YeCTOTA:

UpesHa auadparmeHa Gonect (0co0eHo Npu MPOABIDKUTETHO JIEYEHHE).

Xenaro-GHAHADHH HADYLIeHHH
C HeH3BECTHA YecToTa:

[NoBHLIaBaHe Ha 4epHOAPOOHHMTE EH3MMH (TPAHCAMHHA3H), YePHOAPOOHO CMYILIEHHE, YBPEXKAaHe HA YEPHHA
ApoG, NpeUMHO XenaToLenyIapHo.

HapymeHus Ha K03KaTa H NOAKOKHATA ThKAH
Heuectn:

Yprukapus, o6puB, cepbex

C HeW3BeCTHA YecToTa:

KoxHH peaxuun

Hapymienns na 61.0penure 1 NHKOYHHTE NLTHINA

C Her3BecTHa 4ecToTa:

brbpeuno yspesxnaHe, octpa 6L6peyHa HENOCTATEYHOCT.

Hedponuruasa (kannues okcanar), Ap/oKaila ce Ha acKOpOMHOBATA KUceTMHA
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OO0y HapyleHHs ¥ eeKTH Ha MACTOTO Ha NPHIIOKEHHE
C Heu3BeCTHA YECTOTA:
Cunapom Ha Peii (BHokTe Touka 4.4)

Crofuasane Ha MONO3MpPAHH HEXENAHH PEAKIIHH
C1obuwaBaHeTo Ha NOAO3UPAHA HEXENAHH PeakLHH cliea paspeluaBaHe 3a ynoTpefa Ha IEKAPCTREH!S

NpOAYKT € BaxHO. TOBRA M03BOMABA Na NPOAL/DKH HabJIOAEHHETO HA CHOTHOLIEHHETO T10/138/pHCK 32
JIeKapcTBeHUs NPOAYKT. OT MEHLIHHCKHTE CIIELMATHCTH C& M3HCKBA 1a chOOLIAaBAT BCAKA MOAO3UpaHa
HexeNnaHa peakuHs upes ManmsiHuTeHaTa areHUMA Mo NeKapcTeaTa

vi. ,Jlaman ['pyes™ Noe 8

1303 Codun

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpenosmpane

Ayemurcanuyunosa xucenuna.

PHCKBT OT npesto3HpaHe € ChLUIECTBEH IIPH Bb3PacTHH MALKEHTH W 0COGEHO NMPH MANKH AeLia (TepaneBTHYHO
Npeo3uPaHe HITH, MT0-4€CTO, CITy4aiHO OTpaBiHe), NPH KOWTO MOXeE Ia 6bae daranHo. BraMoxkHO € 1a ce
NOA8H HEKapAHoreHeH GenoapobeH OTOK MPH OCTPO WITH XPOHHYHO MPEeAO3HPaHE Ha alleTHICANHIAIOBA
KHCeTHHa (BrKkTe ToYKa 4.8).

Cuamoromu

YMepeHo OTparaHe:

CuMnToMHUTE KAaTO HAlPHMEP Iy M B YIMTE, YCELlaHe 32 BIIOIIEH CITyX, U3MOTABAHE, rafieHe W IOBPhILAHE,
raasobonu1e U 3aMasHOCT, Ca MPH3HALM 3a PEO3HPaHe H MOTaT 43 GBAAT KOHTPONIMPAHH YPE3 HAMANABAHE
Ha 103aTa.

Texxko oTpassne:
CumMnToMHTE BKITIOUBAT: TPECKA, XHIEPBEHTHIHPaHEe, KET03a, IMXATE/IHa aKa103a, MeTaboNMTHa auuro3a,
KOMa, CbpJIEYHO-CBA0B KONANC, JHXaTesIHa HeJOCTATBYHOCT, TEKKA XHIOTTHKEMHSA.

Ilpu peua npenosupaHeTo Moske Na Obae daTanHo npu Ao3H OT eABa 100 mg/kg NpH €AHOKPATEH MPHEM.

Cnemins MepKH

- HeaabasHo TpaHcdep B cneuuanuzupado COMHUYHO OTAEEHHE

- CromalliHa NPOMKMBKA H MPWIOKEHHE HA AKTHBEH BHIJIEH

- KoHTpon pupxy kHcenHHHO-ankanHusa GanaHc

- ANlkanHM3upaHe Ha ypHHATa ¢ MOHHTOPHHT Ha pH Ha ypunara

- XemMoaHan13a B TeXKKH ClydYan

- KonTpon Bbpxy cepyMHHTE €IEKTPOIHTH M 3aMECTBAHE HA IeXHAPATALIUS
- CHUMITTOMATHYHO JISYEHHE

Acropburosa xuceayna:

OcCTpoTO MM XPOHHYHOTO NpPEAo3HpaHe Ha NIPOJYKTA MOXE CHIUO Ia IPUYMHH cielH(HYHA TOKCHYHOCT,
CBbp3aHa ¢ acKopOMHOBA KucenuHa. Cnejl eIHOKPaTHH J03H acKOPOHHOBA KHCENHMHA OT MoBeYe OT 3 g Ha
ACH, € BB3MOMKHO A CE NOABAT OCMOTHYHA AHAPHA W CTOMALIHO-YPEBHH HAPYLUEHHA, KATO Hanp
HJIH TaCTPHUT.

KnMHHYHKTe NpU3HALK B CUMITTOMK, 1a60PaTOPHHUTE JaHHH H [IOCIENUIMTE OT MPELO3UD.
YYBCTBHTETHOCTTA Ha WHOMBH/]A H OKOJTHMTE 06CTOATENCTRA (T.€. 1033, IPOABIDKHTETHO
BpEMeE O JHArHOCTHKATA).

AKO Ce MOABAT CHMITTOMH Ha NPEA03HpaHe, NPOAYKTHT TpAGBa a ce CIpe U Aa e NOThp
MEAHLIHHCKH CTIELIHANKCT.
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OcTpoTo HIIH XpOHHYHO NpeAo3HpaHe ¢ ButamuH C (> 2g / aeH Npy BB3PACTHH) MOXKE 3HAYHTENHO Ja
NOBHLUK OKCaNaTHHTE HHBA. B HAKOM ClTyyaH ToBa BOIH A0 XHMNEPOKCATYpHs, KPHCTANIM3ALMA HA KaliLlHeB
OKcaJiaT, obpasyBaHe Ha kaMbHH B 6B0OpeLMTe, OTaraHe Ha KaJLUeB OKCanaT, TyOyJIOHHTepCTHLMATHA
HepponaTHa K ocTpa 6B0pedHa HeOCTaTHYHOCT.

[Tpenosupane ¢ BuTamuH C npu NpH MAUKEHTH ¢ M0K030-6-hocdaTaexuaporenaser qeguuur (> 3 g/neH
npH feua 1 > 15 g/neH npH BB3pacTHH) MOXE a IOBEE A0 XEMONTH3a Ha ePHTPOLIMTHTE.

5. ®APMAKOJIOTHYHY CBOHCTBA
5.1 PapmakogHHAMHYHE CBOHCTRA

QapMakoTepanebTHYHA Cpya:
HepBHa CHCTEMA, ley]"l‘l AHANTETHIH H aHTHl‘ale’THLlH, CATHLHNOEA KHCEJIHHA K lTpOHSBO,E[HH,

ALIETHICATHIIHIOBA KHCEIHHA, KOMOHHALIMH C WAKTIOUEHHE HA NICHXOJICTITHIIH
ATC xono: N0O2BAS1

ALETHICATHUMIOBATA KHCE/THHA NPHHAUIENH KbM IPYNAaTa HA KUCETHHHHUTE HECTEPOHIHH
NPOTHBOBBL3NAMTEIHH JIEKAPCTBA C AHANITETUYHY, AHTUITHPETHYHH H MPOTHBOBL3MAIHTEHH CBOMCTRA.
HefiHuAT MexaHH3BM Ha HeifcTBHE ce OCHORaBa Ha HeoOpaTHMO MHXHOKMpPaHE Ha UHKIOOKCHIEHA3HUTE
€H3HWMH, BKIIOYEHH B CHHTE3a Ha NPOCTArNAaHAWHH. ALETHICATHLIWIOBA KHCEIHHA ChLIO NOTHCKA
TpoMOOUHTHATA arperalus upe3 GOKMpaHe Ha CHHTE3a Ha TpoMGokcaH A2 B TpoMGOLMTHTE.

[lepopanuute ro3u ot 300 mg no 1000 mg aueTHNCANMUMIOBA KHCEIMHA CE M3MOA3Ba 32 001eKuYaBaHe HA
Jieka N0 yMepeHa 6oJika U eky dbebpHnHu ChCTOSHHMA, KaTO NPOCTYAH W IPHIL, 33 MOHIKABAHE Ha
TeMIepaTypara.

Boanopa3rBopdMHAT BUTaMHH aCKOPOHHOBA KHMCENTHHA € HACT OT 3aUIHTHATA CUCTEMA HA OPraHu3Ma CpelLy
KMCIOPOAHHTE PaAMKANH M IPYTH OKCHIAHTH OT EHIOI€HEH U eK30TEHEH MPOH3XO0J, KOMTO ChLIO HIPasT
CreuranHa posis BbB B3MATHTETHHA MPOLIEC W B IEBKOLMTHATA (DYHKLIHS.

U in vitro, v in vivo eKCTIEPHMEHTH NOKa3BaT, Y€ acKOpGHHOBATA KHCENHHA HMA MONIOKHTENEH eeKT BBPXY
JEBKOLMTHHA HMYHEH OTIOBOP NpPH XOpa.

AckopbrHoBaTa KHCE/THHA € OT ocobeHo 3HaUeHHE 32 CHHTE3a Ha MHTPALIETYIApHH OCHOBHM CYGCTaHUMK
(Mykononusaxapmis), KOMTO 3aelHO ¢ KonareHoBHTe HHOPH OCUIYPABAT 3ameyaTRaHe Ha KAHIAPHHTE
CTEHH.

HoGapaHeTo Ha aCKOPOHHOBA KUCETHHA KbM aLETHICATHLIMIOBA KMCEIHHA MOA05pABa MEPKUTE CpeLiy
CTOMALIHO-YPEBHM YBPEXKIAHHA H OKCHIATHBEH cTpec. Te3H NoM3Hu Morar ga A0BeAaT A0 nofobpasaHe
npoduia Ha NOHOCHMOCT KbM IMPOAYKTH, ChAbPXKALIH aALETHICATHIHIOBA KUCENMHA B KOMOHHAIMA ©
ackopOHHOBA KMCENMHa B CPABHEHHE C MPOXYKTH, ChABPKAILM CAMO ALETHIICATHIMIOBA KHCEHHA.

5.2 dapmakoxAHeTHUYHH CBOficTBA

AGcopbups:
Cren nepopainHo NPHIOKEHHE ALETHICATHLIWIOBATA KMCENHHA ¢ abcopOupa GBp30 M HANBIHO O
MHTeCTHHaNHHUA TpakT. [lo Bpeme Ha 1 cnen abcopbius aLETHICATHLIMTOBATA KHCEIHHA Ce KgHBe
CBOs FNABEH AKTHBEH METADOMHT CANMHLIMNOBA KHCeTHHa. Kato Lano MakCHMainH1Te a3 Vg
noctvrar caea 15-30 MMHYTH 32 aLleTHICATHIMIOBATa KUCENMHA K CBOTBETHO ciiel 0,7242 8
canvuMiIoBara kKucennHa. Jlo6aaHero Ha ackopOMHOBA KHCETMHA BOAH 10 MATKa MPOM
Ha PK napamerps Ha anerwicanMunioBaTta KUCeaHHa.
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Cnen nepopaneH npHeM ackopOHHOBA KHceNnHHa ce abcopbupa B HOBEIIKUTE YEPBa Ype3 aKTHRHA HATPHIA-
3aBUCHMAa TPAHCHOPTHA CHCTEMA, HaH-€)EKTHBHO B NPOKCHMANHOTO YepBo. AGcopOHpaneTo He €
MPONOPLUOHATIHO Ha J103aTa.

Pasnpeaenenue:

AI.I,CTP!HC&I[HIJ,HJ‘IOB&T& H CAJTHLHMITOBATa KHCE/IHHA €€ CB’bp?.BaT H3AKMKOYHATEITHO 3}1])3.30 C NMNa3sMCHHTS
NPOTEHHH H CE pasnpe):lenﬂ'r 6’bp30 B TENIECCHUTEC TEHHOCTH, Ca.uuuunonaTa KHCCJIWHA CC TIOABARA B KbpMara
H NIPpeMHHABA Npe3 TUTalleHTaTa.

C yBeN{4aBaHeTO Ha JAHEBHATA MepopaiHa 1032 aCKOPOHHOBA KHUCETMHA, KOHLIEHTpALMATA B IJIa3MaTa v
JpYTUTE TENECHH TEYHOCTH HE CE YBEJIHYaBa MPONOPLHOHAITHO, a TEHAEHLMATa € A3 JOCTHra ropHara
rpaHHLA.

BbuoTtpancdopmarus;

CannumnoBarta KHCE/THHA Ce ETHMHHUpPa OCHOBHO upes uepHoapobeH Merabonuzsm. MetabonuraTe i
BKJTKOUBAT CAJIMIIM/IOBA HA KHCETHHA, CATHUWI (EHOTIOB MNIOKYPOHUN, CANHLIMIOB ITTIOKYPOHHL,
FeHTH3HHOBA KHCEIHHA M MeHTH3HHMTHKOYHA KHUCEJTHHA.

OcHopHuTe MeTaboaHTH Ha acxopﬁuﬂoaa KHCCJ/IHHA Ca OKCATAT U AHKCTOITMMKKOHOBA KHCEIHHA.

EnumMunupane:
EAHMHHALMOHHATA KHHETHKA HA CATHL{H/IOBATA KHCE/IHHA € 3aBKCHMA OT A034TAa, Thil KaTo MeTaGoNU3MBbT e

OrpaHHYeH OT KanaluxTeTa Ha YepHOAPOOHHTE eH3MMH. ENHMIHALMOHHUAT NOMYKHBOT BapHpa MeXay 2 10
3 uaca cries NpUeM Ha HACKM J03H M 10 OKONO 15 4aca 3a BucokuTe Ao3u. Canuupnorara KHCeIHHA H
HeHHHTE META0OJTUTH ce eKCKPETHPAT TaBHO 4pe3 6b0peLTe.

AckopOHHOBaT2 KHCENMHA Ce eKCKPETHPa OCHOBHO upes GrbpeninTe.

5.3 peaxknAHHYHH ASHHH 3a OejonacHOCT

[IpeawinHnuHATE AaHHK 33 5€30MacCHOCT Ha ALIETHACATHIMIOBATA KHCETHHA U ackopOMHOBATa KHCENTHHA Cca
Jobpe NOKyMeHTHpaHH.

B npoyusanns npH )KHWBOTHH CalTMLHIATHTE NPHYHHABAT YBpEKAaHe Ha OBOpEeLIMTE NpH BUCOKH JI03H, HO
€3 IpyrH OpraHHM Jle3uH. ALETUICATHIIHIOBATA KUCEMHA € IMPOKO H3CJEABAHA in Vilro U in vivo 3a
MYTAr€HHOCT H KaHLIEPOr€HHOCT: HE € YCTAHOBEHO 3HAYHMO JOKA3aTENCTRO 324 MyTareHeH WK
KaHUEPOreHeH noteHuuan. ChloTo BaXKH H 3a H3NHTBAHHATA Ha KapIHHOTEHHOCTTA.

CanvuunaTiTe NpoABABAT TEPATONSHHH eEKTH NIPH H3CNENBAHMS BLPXY Pa3IHUHH BUAOBE SKUBOTHH.
Onucanu ca cily4aH Ha HapyLIEHHS MPH UMIIAHTALIHA, eMOpHOTOKCHYHH M (eToTOKCHUHH edeKTH U
YBPEXK/IaHE Ha CNIOCOOHOCTTA 32 YUEHE B MOKOJICHHETO Cllel PEHATATHA SKCIIO3HLIAS.

XPOHUYHOTO OTpaBAHE CbC CAIHLKIATH MOXKE [POTHYA CKPHTO, Thil KATO MIPH3HALIMTE H CHMIITOMUTE MY Ca
HecnieLgHYHH. Jleka XpOHHUYHA CATHIMIATHA HHTOKCHKALIHA, WK CATHIMIH3BM, 0GUKHOBEHO Ce MOABABA
caMo CJiel MHOrokpatHa ynorpefa Ha ronemH Ao34. CUMITTOMHTE BKJIIOYBAT 3aMaiiBaHe, CBETOBBPTEX, LUYM
B YLIHTE, [NIYXOT4, HAOTABAHE, FaJicHe H NOBpblUAHE, rMaBoGoNHe B 00bpKBaHe, H MoTaT jaa Obaar
KOHTPOJIMpaHH 4pe3 HamanapaHe Ha fo3ara. lllym B yinuTe Moske Ja ce MOTyUH NPH MTa3MEHH

KoHUeHTpauuH ot 150 ao 300 mcg/ml. TMo-cepHo3HU HEkeNaHN PeakLHH Ce NPOsSBSBAT [IPH KOHLEHTPAUHH
Han 300 meg/ml .

KaHLCPOreHeH NMOTeHLKAN H TOKCHYHOCT 3a Bb31IPOH3BOLCTBO H pa3sBHTHE.
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6. ®APMAIEBTHYHHM JAHHH

6.1 CpHcbK HAa NOMOIHHTE BENECTBA
Hatpuer xunporenkapboHat (MoguduumpaH)
JluMoHeHa KucenHHa

IMosugoH

CHIMIHeR THOKCHA, KONToHAeH Oe3pofieH

6.2 HecnBMecTHEMOCTH

Henpunoxumo.

6.3 Cpox Ba roaHocr
3 ropunu
6.4 CnensajJHH yCJIOBHA HA ChXpaneHHe

To3u nexapcTBEH MPOLYKT HE H3MCKBA CIELUANIHH YCITORHS Ha ChXpaHEeHHe.

6.5 BugHcnanpKAHEE HA ONAKORKATA

Jlentu ¢ 4 cnos (xapTus/PE/anymuHmi/lioHoMep) B KapTOHEHH ONAKOBKH, CHALPAIIH 10 Han 20
edepBecLIEHTHH TabneTKH.

He pcuuxy BHAOBE onakoBky mMorar ga 6baaT nycHatu B npogaxéa.

6.6 CneunaJnAn npeana3HH MepKHA NPH H3XBBPAAHE

HsamMa cneumanHd M3HCKBaHKS.

7. INPHTEXATEJ HA PASPENIEHUETO 3A YIIOTPEBA
Baliep bwnrapus EOOJ]

6ya. ,,Lapurpagcko woce® Ne 115M, naprep

1784 Codns

Brnrapus

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEEB A

Per. Ne 20170100

9. JATA HA ITBPBO PASPENTABAHE/TIOAHOBABAHE HA PAPENIEHHUETO 3A
YIIOTPEBA

Jata Ha mbpBo pa3pelnaBane 3a ynorpeba: 13 mapt 2017 r.
Jata Ha nocnenHo nogHossABaHe: 23 sHyapw 2024 r.

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

04/2026
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