KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHWUA IIPOOYKT

Kapanocannu Ilpo 75 mg croMaluno-ycToRYHBEN TabNETKU
Cardiosalin Pro 75 mg gastro-resistant tablets

Kapauocamus IMpo 100 mg ctomMamHo-yeToMUBY TabneTkH
Cardiosalin Pro 100 mg gastro-resistant tablets

2. KAYECTBEH H KOJIMYMECTBEH ChCTAB

W3NBLAHWUTENHA ATEHLUWA NO NEKAPCTBATA

KpAMmKa XapaKmapucrmung Ka Apogyxma - Npuscxenus 1
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1 Tabnetxa Kapnauocanuu [po 75 mg ceabpxa: 75 mg aneTHICATHEHAOBA KHCCAHHA {acetylsalicylic

acid).

| Tabaerka Kapmuocamin Tlpo 100 mg cerspika: 100 mg aneTrncamumiosa kacenuna (acetylsalicylic

acid).

3a NEAHUA CIOIMCHK HA MOMOLITHKTE BelleCTBa BYUXKTE TOUKA 6.1.

3.  JIEKAPCTBEHA ®OPMA
Cromatnno-ycroiunpa Tabnerxa.

Onucanue:

Kapruocamus ITpo 75 mg - #ceITH, KpBrH, JBOAHOM3NLKHANH, CTOMAINHO-YCTOHIHEH TaONeTKN.
Kapmuocanus Tpo 100 mg - Geiu, Kpbriu, IBoRROM3TbKHATY, CTOMAUTHO-YCTOHUHBH Ta0neTKH.

4, KJIWHWUYHH JAHHH
4.1. TepanentHunn noKazanus

Kapawnocanuu [1po e mokasas 3a:
- Bropuuna npodunakTHka Ha MHOKapaeH HHGapKT,

- MNpounakTrra HA CHPACUHO-CHAOBH 3a601ABAHHA [IPH TTAIHEHTH Che CTAOUIHA AHTMHA NEKTOPHC,

- ABaMHe3a 33 HecTaBUaHa aHTHHA IEKTOPHC, OCBEH IO BpeMe Ha ocTpa (asa;

- Ipesenums Ha okinysns Ha rpadta ciex aopTo-koposaped Gaitnac (CABG);

- KoponapHa aHrROIIIACTHKA, OCBEH O BpeMe Ha octpata ¢asa;

- BTopnuHa npodH/IaKTHKA Ha NPeXoiRK uexeMuunn ataki (TIA) 1 HCXEMUIHH MO3BARO0-CBA0BH
uHIHACHTH (CVA), IpH yCTIOBRKE, Y€ ca M3KIIIOUEHH HHTpaLepeOpaiIHi XeMOoparit,

Kappuocanur [po cromatmso-ycToRuBH TabaeTky He ce NPENOopbLYBa NPH CICUTHN CHCTOSHHISL.
VnotpebaTa My e OFpaHi4aBa 10 BTOPHYHA NPOGHIAKTHKA IIPH XPOHHYHO JICYEHHE.

4.2. Jo3nporKa 1 HAYHH K3 ynoTpela

Brapactay

Bmopuuna npogunarmuxa Ha Muokapoen ungapkm
INpenopbuntennara gosa e 75-150 mg BeHbXK AREBHO.




Tpogunaxmuxa va copdeuno-cvoosu 3aHONREANILL NPU NAYUERMU CoC CIMAGURRG aHZURA REKMOPUC
Hpenopeunrendara goza € 75-150 mg BefnEX AHEBHO.

Anamuesa 3a necmabunia anzuna REXMopuc, 0Céex no 8peme Ha ocmpa gasa
[TpenopwHuTentHaTa noza ¢ 75-150 mg BeAREXK AHEBHO.

Tpesenyun na oxnysus va 2pagpma cred aopmo-xoponapen 6ainac (CABG)
[penopeunTennara 103a € 75-150 mg BeAREK JHEBHO. '

Koponapna aneuonnacmuxa, oceen no gpeme Ha ocmpama gasa
MpenopraiTennara o3a e 75-150 mg BeaHBHK AHEBHO.

Bmopuura npodunakmutra na npexodHu ucxemuunu amaiu (TIA) u ucxeMusnu Mo3puHo-Co008U
unyudenmu (CVA), npu ycaosue, ue cd uskniovenu unmpayepebpaniu xemopazuu
[TpenopwunTtenHara no3a € 75-300 mg pedHbIK JHERHO,

IManyenTy B CTAPYECKa Bp3PACT

KaTo 0610 MpaBuio, ateTHICANHLMIOBATa KIACEIHHA TPAGBA Aa cC NIpHNara ¢ NOBHINEHO BHUMAHHE MPK
MALMEHTH B CTAPYECcKa BB3IPAcT, Thil KaTo Te ¢a M0-NPeAPazNOT0KeHE KbM HeKEAAHH JIEKApCTBEHN
peakuyu. Tlpenopruga ce Aa ce npHnara obuvainara 103a 32 Bb3PaCTHY, IPH YCIOBHE HC HAMA TEXKKA
brOpeyHa 1AW 4epHOAPOOHA HEJOCTATHYHOCT (BXK. T. 4.3 n 4.4). JleueHHeTO NPH TE3H NAIHEHTH TpaGBa
Aa ce Mpepasrnexa NeproIuyHo.

[TegnaTpu4Ha NOTYAALMA
AneTHacanHiuI0Ba KMCEIMHA He TpAGBa Jja ce IIpUiiara Npy Acha M IOHOIUK TOA 16 roquiiEa Bh3pacT,
OCBEH B CITy4aH, KOTaTO NEKAPAT MpPEleHH, Ye ION3aTa HaBHLIasa pucka (Bx. T 4.4).

HauuH Ha DTpUIOXKENHE

Kapanocanis [1po e npeaHasHaveH 3a NEPOpaNHO NPUIOKeHKE.

IMpenopbuuTeaHO € CTOMAlIHO-yCTouKBATE TabNeTky a ce B3eMaT none 30 MUHYTH IPEJH XpaHeHe ¢
ROCTATBEYHO KOJIMUECTBO TeqHOCT (1/2 yawa Boaa). CtoMallHo-yCTORUMBHTE TabNeTKH €€ BATAT NENH U
He TpﬂﬁBa Aa € MayKat, YYIAT WK ThEBYAT.

4.3. Hporusonokaszanusn

»  CBPLXUYBCTBMTETHOCT KbM CHEIMHERMS HA ALETHICAIMLMNOBA KHCENMHA UM KbM MHXHGHTOPH Ha
NPOCTAINAHAXHOBHA CHHTE3 (Hanp. HAKOH TMIALWEHTH C 4CTMA, KOHTO MOTaT 1a NOMY9aT NIpHCTRI WK
MPHIAABK H HAKOM NALMEHTH, KOHTO MOTAT Ja cTpajnar oT BPORX0CnasbM, pHHHT B YPTHKAPHA ) HAH
KBM HAKOE OT MOMOLIHHUTE BeluecTra, WiGpoenu B Touka 6.1;

»  AKTMBHA MW aHAMHE3a 32 PELHJMB HA NENTHYHA £382 H/WIH CTOMALIHO-YPEBHO KHPBCHE WIH JIPYTH
BWIOBE KHPBCHE, KATO MOILYHO-CHAOBH XEMODAarky; o :

* Xemoparuuxa Auatesa; napyLIeH s B KOATyNauHATa KaTo XeMOGHIHT ¥ TPOMOOLHTONCHHS;

Texio yepHonpobHO yBpexknane;

Texkko OEOpedHo yBpekane,

Josu vag 100 mg/nen no BpeMe Ha NOCTE/HAS TPUMECTB Ha GpemennoctTa (X. T. 4.6
KoMOHHAIMA ¢ METOTPEKCAT, NPHIAraH B 103H 15 mg/cefMHUURO HIH NOBEHC (BXK. T. 4.5).




4.4. Cneunainn npeAynpexienis H npeINa3Hg MepKH upy ynorpeba

Kapsinocanan [1po ctoMamuo-yeToHunsy TabNeTKH He e IOAX0/IA1] 33 ynoTpeda Kato NpOTHBOBBINANHTENHO,
aHANTETHYHO UK AHTHIMPETHHHO CPEICTRO.

[Ipenopbku 3a ynoTpe6a NpH BH3PACTHH H IOHOWH #a 16 i noseye roauun, To3y EKapcTBeR MPOAYKT HE ¢&
apenopsYBa NpH WHOIA H Aela nojl 16 rogHHH, OCBEH B CJIy4auTe, KOT4TO 04aKBaHaTa [10J133 NpeBHIlapa
TOTEHIHANHEA PUCK. ALSTHIICANHIMIOBATA KACENKHA MOXKE /13 IOTIPHHECE 32 IPEAH3BHKBAHE HA CHHAPOMA Ha
Reye npu nakou fea.

ChILECTBYBA [IOBHIIEH PHCK OT KPbBOH3IHB, 0CODEHO o BpeMe Ha ONEPAaTHBHEA NPONEIYPa UM CAe] TOBa
(aopu npu no-Mankyu npoueayp, karo 3u0Ha excTpakima). Heobxonumo € a ce nphiara ¢ OBUIIEHO
BHUMAHHE TIPEAM XHUPYPrU4Ha HHTEPREAIINA, B TOBA YUCIO ¥ 360Ha excTpakimsa. Moxe fa ce HaloxH
BPEMEHHO NPEYCTAHOBABAHE HA JICUEHHETO.

[MpunaraHeTo HA AUETHACATHUAIORA KHCEIHHA IO BPEME HA MCHOPATHA MOXKE J1a 3aCHIA MEHCTPYalHoTO
KBbpBEHE.

Kapauocanun [po cTomamuno-ycToHuuBy TabneTki Tpabpa ia ce npuniara ¢ NOBHIICHO BHHMAHHE 1IpH
XMNEPTOHUA W IIPH TAlUEeHTH ¢ aHaMHe3a 3a IpeIHIHH 3a601ABaHHs, KaTO 4382 HA CTOMa8Xa HIIH
JABAHAAECETONPBCTHHRKA HAH XEMOPArHMHY €NH30IH KIH €3 NOAI0KEHH HA TEPATHA ¢ aHTHKOATYTaHTH.

Tlanuentute TpsifBa na choBmAaBaT Ha neKaps 3a CUMITOMH Ha HeoOuualiHO KhpheHe. AKO C€ NIOSBAT
CHMNTOMH HA CTOMAIIHO-YPEBHO KBPBEHE MM ynuepawus, JeucnreTo Tpaésa aa 6s4e MpeyCTaloBEHO.

ANCTHACATHIHIOBATA KHCENUHA TpIORA Aa ce IpLsara ¢ BHHMaKHKE NPY NAHeHTH ¢ YMEPEHO yBpecHa
OBOpeuna unK YepHoApoOHa QYHKIMA (IPOTUBONOKAIAHKUE, AKO YBPEKAAHETO € TEKKO) RIH IPH IAUHEHTH,
KOMTO Ca AeXMApaTHpaHk, Thil karo ynorpebara va HCIIBC moxe na posexe fo BroiaBane Ha GnOpetdHara
dyuknus. HeoOXoaRMO € fa ce NpoBEXAaT PSIORHO YePHOAPOOHH QYHKIHOHAMHN TCCTOBE TPH NALHEHTH C
JeKa A0 YMEPeHa YepHOoapoOHa HeOCTATRIHACT.

ALETHICANHIIAJIOBATA KUCEAMHA MOXe 12 IIPOBOKKpPa GPOHXOCTIa3hM H aCTMATHYIHH NIPHCTHIIM HIH APYrH
PEaKUNH HA CBPBXUYBCTRHTENHOCT, PHckoBH (haKTOPH ca CBHILECTBYBAILA ACTMA, CEHHA XpEMa, HOCHH TIONHIIR
WM XPOHHYHAM PECTHPATOpPHH 3a00nABaHKA. CHILOTO C& OTHACA H 32 [TAHEHTH, KOHTO IIPOABIBAT ACprUatM
peaKi(uy KM ApyrH cybeTaniuu (Hanp, KOXHH PeaKiiH, Chphes IH ypTHKAPpHS).

PajiKko ce ch0BIIaBa 32 CEPHO3HH KOKHH PEakIIMK, BKIIOYHTEIHO cHiApoMa Ha CTHBLHC-IDKOHCEHH, CBBP3aR0 C
ynoTpebata Ha aueTHICATHIMNOBA kKucennHa (Bk. T.4.8). Jleuenueto Tpabea fa 6bae NpeKpaTeHo MpH MBPRATa
IOSRE HA KOXEH OOPHB, TUIABHUHH JIE3HH WITH APYT IPH3IHAK HAa CBPBXHYBCTBHTCIHOCT.

TanueHTHTE B CTAPYECKA BH3PAcT ca ocobeHo nojarnuBy Ha Hexenann edexru ot HCIIBC, BKMIOIUTENHO H
aNeTHACATHITHNOBA KHCENHHA, 0COGEHO racTPOMHTECTHHAIHO KbpBeHE W NepdopauMs, KOHTO MOraT fa uMat
(haTanen w3xond (BX. T. 4.2). Ako ce Hanara NPOALDKHTETHO NIEHEHUE, NAaNMEHTHTE TpaOBa da 6bFaT 004
peioBCH KOHTPOL.

Ennonpemennoto nevenne ¢ Kapauocanun [1po cromamno-yctoliyush 1abeTk U Apyrd AEKAPCTRa, KOUTO
IIPOMEHAT XEMOCTA3aTa (HAIp. AHTUKOATYJIAHTH KaTo BapdapuH, TPoMBOTUTHLM K AHTHTPOMOOTHYHH
CPEACTBA, MPOTHROBBL3NATHTENHH CPEACTBA ¥ CENEKTHBHM HHXHOUTOPH HA 06paTHOTO 3axsallane Ha
CEPOTOHHHA) HE CE NPenOpPhUBba, OCBEH MO CTPHKTHY QOKA3AHHA, 321I0TO MOTAT Jia 3aCHE T’W%MPQHC
e 3a n

Ha KbpBEHE.



IpenopttBa ¢¢ TOBHIIEHO BHAMaHHE [1PH NALKEHTH, [IpUEMallld eIHOBPEMEHHO IEKapCTRa, KOMTO MOTaT 1a
3aCHJIHT PHCKE OT YUEPALMd, HATPUMED NEPOpATik KOPTHKOCTEPORAH, CENEKTHBHH MHXUDHTODH Ha
06paTHOTO 3aXBalllaHe Ha CePOTOHKHA U Jledepasipoke (BXK. Touka 4.5).

ALETHACANHIHIOBATA KHCEMHHE B HHCKH J03H HaMa/ldpa EKCKPeNATa Ha NHKOYHA KHCE/IHHA. Hopa,nu TO3H

QJaKT, MauueHT ¢ HaMAaJIEHa CKCKPCU,HH Ha NHKOYHA KHCEIMHA MOraT A4 11oJiy4daT NPHCTHRIIN Ha moaarpa (B}K. T.
4.5). -

Puck®T OT xuNoraukeMudeH edekT Npu ipHeMa Ha cyigaHBnypefny cpeicTsa 1 HHCYIMH MOXKE Na ce
NOTEHLIHPa NPH IPEAO3Npane ¢ aleTHACATMIMIORA KHCeIMHa (BXK. T. 4.5).

Kapauocanuu Ipo croMamHo-ycTolyiBY TabneTki TpsOBa Aa ce M3I0A3BA C NOBHLIEHO BRUMAHKE NIPH
MAHeHTH ¢ TIIOK030-6-(ocdar nexuaporenasna (G6PD) HelOCTATHYHOCT,

4.5. BaamMopeiicTBHE C ApYrH JIEKAPCTBEHH NPOAYKTH H ApyrA GOpPMH Ha R3aUMOJeRCTEHE

IIpoTuBONOKa3AHH KOMOMHAIIMY

Memompexcam (npunazan e 0o3u >15 mg/ceomuya)

KomGHHHpaREAT OpHEeM Ha METOTPEKCAT # aNeTHICATHUMAIOBA KHCEIHHA TIOBHILABA XeMAaTONOrHYHATa
TOKCHYHOCT Ha METOTPEKCAT, Opaiy HaMaNeHHs OBOpeHeH KNHPBHC Ha METOTPEKCAT OT
aleTHACANMIMI0BATA KuceliHa, ETo 3anio, efHORpeMenHaTa ynorpeba Ha MeToTpexcar (8 2031 >13
Mg/CeAMHYHO) H AUETHACATHIIMI0Ba KHCETHHA € NPOTHROIOKA3aHa (BX. T. 4.3).

KomfuHalIHH, XOUTO He ce NPenopbyBaT
Vpurosypuunu cpedemea, nanpumep npobeneyud
CanuuunaTiTe MOraT aa npeofbpHat edexTa Ra npobenenus. KoMGuHanumaTa TpsGea fa ce U304IBa.

KomGunanni, KonTo TpgOBa Ia ce M3MOA3BaT ¢ NOBHIIEHO BHUMAHKE

ARMUKoazyAGHmU, HANP. KYMAapuK, Xenapus, sappapun

TloBRILIEH PHCK OT KbpBeHe, opaad HHXnGupane Ha TpomGounTHaTa GyHKINA, YBpEXJaHe Ha
JTUTaBHITATA HA JIBAHAZECETONPLCTHUKA U H3MECTBAHE HA OPAJHHTE AHTHKOATYJIAHTH OT TEXHHTE MECTA Ha
CBBp3IBaHE C NasMeHuTe NpoTenyH. HeobxoauMo e Aa ce crienu BpeMETo Ha KbpeeHe (BX. T. 4.4).

Aumumpombomunnu cpedcmaa (wanp. KIonudozpen, t OUNUpUOaMOR) U cerexmuau unxXHGUMOP HA
ofpamnomo 3axeauane ra cepomonuna (SSRI - Hanp. cepmpanuy Wik nApoKcemun)
INoBHIIEH PHCK OT FACTPOMHTECTHHATHO KbpBeHe (BXK. T. 4.4).

Anmuduabemnu cpedcmaa (Hanp. cyapanurypeting npodyxmuj
CayuLUMNaTHTe MOraT Aa 3aCUNIST XHNOTNIMKEMUYHAA edexr Ha cyndaHHAypeHHHTE TPOIYKTH.

Juzorcun u numuie ‘

AueTUcaTHUMIOBATA KACENHA HapyllaBa Hb0peyHaTa exckpeus Ha JUrOKCHH H IUTHH, KOeTO BOAM 10
IIOBHILIABAHE HA [Na3MEHUTe HM KOHIEHTpaluy. [Ipenopbusa ce MOHHTOPUpAHE HA MA3MEHHUTE
KOHLUECHTPAWNWH Ha THIOKCHH M THTHH B HAYAJ0TO H B KPad HA NEYSHAETO C AUeTHICATMUNIOEA KHCENHHA.
Moxe [1a ce HaNoXH KOpHrupane Ha J03aTa.

Luypemunu & aumiiunepmen3uanit cpeocmed
HCIIBC Morar 1a HAMansT aHTHXHNEPTEH3HBHUS e)eKT Ha HYPETHIHTE B APYTUTE aHT.
cpeactra. [ogobue Ha gpyrn HCTIBC, eHOBpeMERHOTO TIPHICKEHHE HA ALETHICAT
ACE-yuxn0OnTopy noBHItaBa prcka T o¢Tpa Ob0peuHa HEfOCTATHYHOCT.




JlnypeTHUy: pHCK OT pa3BHTHEe Ha OCTpa OBOpevHa HenOCTATLYHOCT, IOPAAH HaMalleHa TIOMEpYiHa
GuITpAURS Ype3 HAMANCH CHHTes Ha ObOpeunKTe NMpocTarnanaudu. [IpenopbyBa ce XuapaTnpaHe Ha
[IAWHEHTA ¥ Ipoche/(ABane Ha Op0peyHata QyHKIAS B HAUANOTO HA NEYCHHETO.

Huxubumopu na xapboanxudpazama (ayemasonamuo)
Moxe na foBene A0 TeXKA auu103a i AOBHILEHA TOKCHYHOCT Ha LIEHTPAIHATA HEPBHA CHCTEMA.

Cucmemmnu Kopmuxocmepouou
BB3MOKHO € /12 ce TOBHIIM pHCKa OT FAaCTPOHHTECTHHANIHY YILEPAHMH H KbPBEHE KOraTo
ALETHICATHINIOBATA KHCENKHA C¢ IPHJIAra EJHOBPEMEHHO C KOPTHKOCTEPOUIH (mX. T. 4.4).

Memonipexcam (npunazan 8 0o3u <15 mg/cedmunno)

KoMOWHMpaHHAT NpHEM HA METOTPEKCAT H AllETHNCATHI[HIOBA KNCEIHHA OBUIIABA XEMATOI0THYHATS
TOKCHYHOCT Ha METOTpeKcar, mopajny Hamanends OpbpeueH KIMPBHC HA METOTPEKCAT OT
ANETHICAIHIMIOBATA KHCcennHa. HeobxonuMo e exece IMUYHO a ¢ [IPOBEPABA KPBbBHATA KapTHHA Npe3
bPBUTE CE/IMHLIM HA KOMOHHMPAHOTO NeueHHe. 3acuieHo HaGmoaeHue Tpa0Ba 12 ce npoBese Npy
HanW4He Ha KOpH Jieko HapylueHa 6u0peuHa QyHKIHA, KAKTC u [IPH HALHEHTH B CTAPYECKA BE3PACT.

Hpyeu HCIIBC
TTOBHUICH PHCK OT YJILIEPALMH H FACTPOMHTECTHHANHO KbPBCHE [IOPANH CHHEPrudHy ehekTH.

Héynpogpen

JlauHHTE OT NPOBELEHH NPOYUBAHHS COYAT, 4e MOYNPOPEH MOKeE Ja HHXKHOHPA eiekTa Ha
ALETH/ICATHLHIOBATA KHCENHHA, IPHIATAHA B HHCKH J103M, BhpXy TPOMOOIMTHATA arperauts, KoraTo ce
[IPUEMAT eJHOBPEMeHHO. Bee nak, orpaHMIeHOCTTa Ha TE3H JaHHH U HECHT'YPHOCTTa OTHOCHO
€KCTPAMONAIMATA HA IAHHATE eX Vive BBPXY KIIMHHYHHE CHTYAllHH 03HA4aBa, Ye He MOraT Ja e npaBAT
KATErOPHYHH 3aKIIOYEHHS 38 peaoBHAaTa yroTpeba Ha ubynpoden u e BepOATHO HAMA KIIHHHIHO 3HAYHM
ed)eKT IIPH HepeAOoBHATA ynoTpeba Ha ubynpoden (Bx. T. 5.1).

Memamuzon

MeTamMu3on Moske A2 HaManu eexTa Ha AUeTHIICAAUIUIOBATA KMCE/THHA BbPXY arperauuara Ha
TpoMGOLMTHTE NIpH eAHOBpeMeHHaTa M Ynotpeda. [Topany Toea, Ta3k KoMOMHALUS TpabBa Aa ce
M3[10/13Ba ¢ IOBHIUEHO BHHMAHWE NPH NALMEHTH, TPHEMAIIH HHICKA 1032 alleTUNICATHIUIOBA KHCENHHA 33
KapAHOTIPOTEKLHA, '

Huxnocnopun, maxporumyc

EnnoepeMennara ynorpeba na HCIIBC 1 nuxnocnopHH HIH TAKPOIHMYC MOXKE 1a 3aCHITH
HehpOTOKCHYHMA edeKT Ha [IMKIOCTIOPHH U Takpolumyc. be6peunara Gpyskius Tpabsa ja ce ClIelu B
cnyvaii Ha e[HOBPEMEHHO NMPUIIOKEHHE HA Te3N CPEACTBA H ALETHIICAIHIMIOBA KHCEIHHA.

Bannpoam
HMma chofimenns, Ye aueTUNCATHLHIOBATA KHCETHHA HAMANABA CBbP3BAHETO HA BANNPOAT ChC CEPYMHHA
aMOYMHH, KaTO [0 TO3H HAYMH [TOBMIIARA HErOBUTE CBOOOIHY MIA3MEHH KOHUECHTPAIHH B CTALHOHAPHO
ChCTOSHHE,

Denumoun

CannuMnaTsT HaMalsBa CEhP3BAHETO Ha (PEHHTOMH ¢ maasmMenns andymuH. Tosa Moke Aa 10Bene 110
HaMaJeHH o6IIK HHBA Ha GEHHTOMH B ILTA3MATa, HO 10 NOBHINEHA DpPaKIus Ha CBOGOHAA PEHUTOHH.

Anroxon




EnnospeMeHHaTa ynoTpe6a Ha aKOX0N H aleTHIICATHIIMI0BA KMCENMHA [IOBHIIABA PHCKA OT
racTPOMHTECTHHANTHO KBPBEHE, '

4.6. Depraanrer, GpeMEHAOCT A KbpMEHE

bpeMeHHoCT
Hucxku dosu (9o 100 mg/oen);

KauHUYHE npoyuRaEuA couar, Ye 103 Jo 100 mg/ien 3a orpaHnyeHa akymepeka ynorpeba, kosto
M3HCKBA CTIELMANH3HPAHO MOHHTOPHPAHE, H3TJIesKAa ca OeaonacHy. '

Josu om 100-500 mg/den:
Hsma oCTaThYHO KIMHEHCH OTIHT ¢ TPH/I0KEHHeTO Ha Ao3u naa 100 mg/nen ao S00 mg/new. [Jopaju
TOBA TIOCOUCHHTE 10-A01Iy NPENOPhKY 34 103U 0T 500 mg/nen W MoBete BaXaT i 34 TO3H R030B AHAINA30H.

Hozu om u nad 500 mg/den:

VHxuBHpaHeTO Ha TPOCTATIAHIMHOBHA CHHTES MOJXKE JIa MMa HeXenaH eekT BbPXy GpeMeHHOCTTa W/uiH
embpuo/deranHoTo pazsHTHE. JaHHH OT eNHISMHUONOTHYHY H3CIEIBAHAS COYaT MOBHIIEH PHCK OT
CTOHTaREH abopT, ChPACYIHN MATGhOPMAHK M rACTPOCXH3a cliefl yroTpebaTta Ha HHXHGHTOD Ha
NpPOCTAraHAHHOBHS CHHTES B paHHa GpeMeHHOCT. ABCO/IOTHHAT PHCK OT CHPACHHO-CHIOBH
ManGhOPMALHH Ce MIOBHLIABA OT No-Manko ot 1% go npubanzurento 1,5%. CMiaTa ce, ue PUCKBT €€
NOBHILABA C ZO3ATa H POALIKMTENHOCTTA HA TepamusTa. [Ipd KUBOTHH, IPHIAraHeTo Ha KHxuGHTOp HA
TIPOCTArNAHIHHOBHA CHHTE3 BOLM JI0 NOBUILABAKE Ha NP/~ H NOCTHMIUIAHTALIMOHHHTE 3aryGH H /10
emMGpHo-theTanna cMbpTHOCT. OCRCH TORA, HMa CHOGIIEHUS 3a NIOBUIIABAHE OpoA Ha pas/TH4KH
Mand)OPMaLIHY, B TORA YHC/IO H ChP/ICUHO-CHIOBH, TIPH XUBOTHH, HA KOMTO € NPHAaraH HHxuOHTOp Ha
IIPOCTArNaHAHHOBHA CHHTE3 MO BpPeME Ha opraHorenesara. I1pes nepBHa A BTOPUA TPHMCCThP Ha
GpeMeHHOCTTa He TpAGRA Ja Ce W3MON3BA aLETHICANMIINIOBA KHCENHHA, OCBEH [IPH KaTeropuyHa
ReoBX0IMMOCT. AKO alCTHICANMIHIOBATA KUCENIMHA CE NPHEMA OT XKCHE, KOATO MpaBH OMATH 12
3a6pEMCHEE WM TI0 BPEME HA TbPBUA HIIM BTOPHS TPHMECTLP Ha OpeMEHHOCTTa, Ao3aTa TpsabBa a Oble
BB3MOYXHO Halfl-HUCKA 1 NPOIh/KMTEIHOCTTA Ha JIEHEHHETO /12 € Bh3MOXKHO Hal-KpaTKa.

Hpe3 TpeTHI TPUMECTHP Ha 6pemeHHoc1‘ra BCHYKH HHX[/[GHTOPH Ha NpOoCTariaAHHOBHA CHHTE3 MoOraTt aa
H3JIOXKAT!

MJI0/1a Ha:
- KapEUONyIMOHAHA TOKCHUYHOCT (C NPEs/IEeBPEMEHHO 3aTBAPAHE Ha YKTYC apTepHO3yC H
benoapobHa XunepToHRA);
- OpOpeuna ancdyHKIMA, KOATO MoXe Aa nporpecupa ao GbplpeuHa HeOCTaTBHHOCT ¢
ONMIOXHAPAMHHOH. '

Maiikara ¥ mioja, B Kpas Ha OpeMeHHOCTTA Ha:
- BB3MOXHO YAb/IKABAHEC HA BPEMETO HA KbLPBCHE - aHTHarperaHTeH ecbelc’r, KOHTO MOKE 114
HACTHNU JOPH M IIPH MHOIO HHCKH TO3H;
- uHxu6MpaHe Ha MATOYHHTE KOHTPAKLMH, KOETO MOXe Ja J0BeAe 10 3a0aBAHe HIM YABIKABAHE
Ha [polleca HA paxIaHe,

CrieI0BaTENNO, YIOTPE6aTa Ha ALeTHIICATIMIANOBA KHCenuna B 1034 oT 100 mg/aeH wiy noseve, e
IPOTHBONOKA3AHA [IPe3 TPETHA TPHMECTHP Ha OpeMeHHoCTTA.

KBpMeHe
Manky KONHYECTRA CANKIIMIATH B TeXHH MeTaloNuTH Ce eKCkpeTHpar B kbpMata. Tb

chLoblIIeHNA 32 HeXeNaHH eeKTH NPH KEPMAdeTo, KpaTkoBpeMeHHaTa ynotpeba Ha



1032 HE Hajiara CIKpaHe Ha KbpMeHeTo, B cnydail Ha npoabkrTenAa ynorpeba w/niH IpHeM Ha To-
RHCOKH ZI03H, KbpMeHeTo TpAGBa na Ohae npekpareHo.

4.7. EdexTu popxy cnocobnoctTs 33 mopupane n pabora ¢ Malluey

He ca nposexzann npoy4sanns 3a ebekrute BEPXY CIIOCOOHOCTTA 34 IodupaHe U paboTa C MAIKHM.
Ha DasaTa Ba papmakoauHaMubHETE CBOMCTBA M HeKelaHHTE PSaKLWA Ha aUeTUICATHIHIIOBATA
KHCE/HHA, He Ce 0UaKRaT edeKTH FbpXY CIIOCOBHOCTTA 3a pearnpane, othupane HIH paboTa ¢ MAIMHM.

4.8. Hexenauu JeKapcrBeHRN peakAN

HeskenanuTe ekapeTREHM PEaKLMH ¢4 TPYTIMPAHH 110 CHCTEMO-OpTaHHH Kiaacoke. CaeaHaTa KOHBEHLMA €
U3TO3BaHA IIPH KNacH(RIMpaHeTo Ha HeXenaHuTe eeKTH 110 OTHOLICHHE HA TAXHATA YECTOTa: MHOrOo
vyectnt (>1/10), uectu (>1/100 1o <1/10), Heuectn (=1/1000 x0 <1/100), peaxu (>1/10 000 Ao <1/1000),
mHoro peakk (<1/10 000), ¢ HeHzpecTHA YeCTOTA (YECTOTATA He MOXe Aa ObAe onpe/lelieHa 0T HaTMIHUTe
OAaHHH),

CHCcTeMO-0praden Kjiac Hexenany peaknnu

Hapywenus Ha KpbBTa U THM(HAT Hecmu:

cHUcTEMd 3acuieHa CKIOHHOCT KBM KBPBEHE
Peoxu:

TpoMGoLUTONEHUS, TPaRyTONHTO38, ARAACTUYHA AHSMUA

C Heusgecmna wecmaoma:

Cny4au Ha KbpBeHe ¢ YIIDKEHO BpEMe Ha KbPBEHE, KaTo
EIHCTAKCUC, TMHTUBANHO KhpBeHe. CHMITTOMETE MoraT Jia
NEPCUCTHPAT 32 MepHox oT 4-8 AHH CIEA NPEKpaTABAHE
IIPHEMA Ha ANCTHICATHIHAOBA KHCENYHA, B pesynTaT MOXe
nia ce uabmoaana NOPHIIEH PMCK OT KBpBEHE NIPH
XAPYPIHYHHU TTPOLEJYPH.

ChInecTBYBALLO (XeMaTeMesa, MeJIeHa) HITH OKYATHO
FaCTPOMHTECTHHANHO KbPBEHE, KOETO MOXeE A3 JIOBEAE A0
KensoaeduuUMTHA aHeMus (110-4eCTO NPH NOo-BUCOKA AO3U).

HapyireHus Ha HMYHHATA CHCTEMA Pedxu.
Peakiink Ha CBPBXHYBCTBUTENROCT, AHTHOEAEM, ATICPTHYCH
OTOK, aHaWIaKTHIHH pPeaKkuMH, BiJ. IOK.

Hapymenus na Metabomusma 1 C neusgecmna vecmoma.
XpaHCHETO : XHnepyprKeMHs

HapyureHus Ha HepBHATA CHCTeMa Pediu:
: HHTpakpanvaliHa xeMoparus

C HeuseeCmHa Yecmoma:
I'rasoboide, CBETOBLPTENK

Hapymenus Ha yxoto u nabupunra C neusgecmna yvecmomd:
Hamanen cayx, THHHTYC.

CBA0BH HapylIeHHA Peoru:
XeMoparsueH BacKy:IuT

Pecnuparophu, rppAHK U MeAWacTHHANRY |Hevecmu:

HapYILEHHA PHHUT, TUCITHESR ;7’5&*
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Peoxu:
BpoHxocnassm, IPHCTHIN HA acTMA

Hapyienus Ha BR3IPOH3BOANTEAHATA Pedxu:
CHCTEMA U I'bpAara Menoparus

CroMallHo-4peBHN HapyIIeHAS Yecmu:
Jacnencus

Peowu:
TexBK FaCTPOMHTECTHHANEH KPBBOH3/IHE, TaNEHE,
NMOBPbLUAHE

C Heuzaecmuda Hecmoma,
slaBa Ha cTOMaxa WM JBaHAAECETONPBCTHHKA M repdopaiius

Xenato-6MnHapHU HapyleHHA C HeusBecmHua wecmoma.
YeproapoGHA HEOCTATEYHOCT
Hapymenus Ha KoxkaTa ¥ TIOAKOXKHATA Heuecmu.
ThKaH YpTHKapua
Pedxu:

Cunppom Ha CTHBBHC-JBKOHCEH, CHEApOM Ha Jlaitn,
nyprypa, epHTeMa HOA03YM, EPHTEMA MYNTH(OpME

Hapymenus 5a 6u6pennTe 1 mukounuTe  |C neussecmua vecmoma:
neTHILA Hapyuiena 6s0peuna GyHxuHa, conesa ¥ BOAHA 3a1PhKKa

C'boﬁgaBaHe Ha TONO3HPpaHy HeXelaHH Qeak!!ﬂﬂ

CrnobinaeaHeTo Ha NIOAO3HPAHK HEXENAaHH PeaK¥M Crel paspeiraBane 3a ynorpcﬁa Ha JeKapCTBCHHA
NMPOOYKT € BAMXHO. Tora no3sonasa fa TIPOABJDKH HaGNWIeHHEeTO Ha CHOTHOLIEHHETO nonaafpucx 3a
ACKApPCTBEHHA HPOAYKT, OT MeHLHHCKHUTE CISIIHANKCTH ¢e H3HCKBA 13 c¢hoOINaBaT BCAKA NOA03NpPAHA
HEXEIaHa peakud Ypes:

H3nbnHEuTENHA AreHIHs o JeKapCTBATa
yi. ,Jaman 'pyes™ Ne 8

1303 Codua

TeN.: +35928903417

yebcaiiT: www.bda.bg

4.9. Tlpeaozupane

BNPeKH 3HAYHTEIHATE HHTCPHHAHBHAYATHH PasHHHA, MOKeE Aa Ce NPHEME, Ye ToKcHYHaTa f03a e 200
-mg/kg npu sr3pactiy ¥ 100 mg/kg npu feua. JleTaanara 1033 AUETHICANKIHIIOBA KHCC/IMHA € 25-30 g.
TnasMeHH KOHLIEHTPAIMK Ha canuumunaty Haz 300 mg/l coyaT HHTOKCHKAUHA. [[1a3MeHN KOHIEHTPALKH
Hag 500 mg/l npu B3pacTM 1 300 mg/l npu Aeua, 0GMKHOBEHO TIPEAMIBUKBAT TEXKA TOKCHUHOCT.
TTpeo3MPaHETO MOXE a Gblie Bpe,IHO 32 IALMEHTH B CTAPYEcKa Bb3pacT B 0CoGeHO 3a MK Jelia
(TEpaneBTHYHO TPeAO3NPAHE WIH YCCTH HHIHMASHTHH MHTOKCHKALIMH MOTAT J1a MMaT (GaTajleH H3Xo).

CHMNTOMM Ha yMepeHa HHTOKCHKAUMS
THHHUTYC, CIYXOBH CMYILiEHHA, TaBoboIHe, CBETORBPTEXK, 0ObPKAHOCT H IACTPOMHTECTHHAN
CUMIITOMH (rajicHe, NOBphIlaHe U GONkH B KOpema).




CUMITOMY Ha TEKKE HHTOKCHKAIHA

CHMITTOMMTE ¢a CBBpP3aHH ¢ TEKKO HapylieHHe Ha alKalHO-KHCeN MMM batanc. [IspROHAUANHO
HACTHI1BA XUIICPREHTHAAIMA, KOSTO BOAM /0 PecTMpaTopHa ankajiosa. PecnuparopHa aili/03a HacThIBa
MopagH NOTHCKAHE Ha HCHTEPA HA NHLIAHETO. B IOMMBJIHEHHUE, HACTRIIBA H MeTabonKuTHA anuuago3a B
pe3ynTaT Ha HaANHYHETO Ha CATHIMIAT.

Twif KaTo NIpH NO-MAIKATE ACLIa CHMITOMH CE Habm0ooaBaT €/1Ba B KECHUA €Tall Ha HHTOKCHKALHA, TE
ODMKHOBEHO Cca B CTamauil Ha allMAO3a. ‘ ' ‘ '

(OcBeH TOBa, MOTaT Aa NPOABAT CNEIHUTE CHMATOMH: XHREPTEPMHA U H3ROTABAHE, KOCTO BOAH 10
NEXHAPATALHA: YYBCTBO 32 6e3M0KOHCTBO, KOHBY/ICHH, XATIOLMHALMHE H XHNIOTIHKEMHs. [JoTHCKaneTo HA
HepBHATA CHCTEMA MOXKE Ja NOBEJE A0 KOMA, ChPISYHO-CEJOB KOJIANC H/TH PECIUPATOPEH apecT.

Jleuenue TIpy Npefo3INpane

AKo e NOThIIHATA TOKCHYHA 033, HaJjlara ce mpueM B Gomaruuo 3aBeficHue. B caydail Ha ymepena
HHTOKCHKALIMA € Heo0XDAMMO [ CE NPefU3BHKA OBPDIIAHE.

AKo OT TOBa HAMa pe3yiITaT, TpAORA Na ce HANPaBH CTOMAIIHA IPUMHBKA TIPE3 MhPBHA Yac clel,
HOCTHIIAHETO HA 3HAYMTENHO KOAHYECTRO OT AekapeTeoTo. Cnea ToBa TpaGBa /1a ce Aaje aKTHBEH BBIVICH
{agcopbenT) ¥ HaTpues cyndar (1akcaTs).

AKTUBHHAT BBIJIEH MOXE /2 Ce Aae KATo SHOKpaTHa o3a (50 g 3a me3pacted u 1 g/'kg TenecHo Terno 3a
Jete noa 12 rogunn).

Anxanusupase Ha yprHata (250 mmol HaTphen xuaporen kapGoHAT B NIPOIBILKEHHE Ha 3 Haca), KaTo ce
npoeepaBa HUBoOTO Ha pH va ypuHara.

B crmyvait Ha TexkKa HHTOKCHKALUA 32 IIPEATIOYHTAHE € ITPOBEKaHE HA XCMOHAIM3A.

Jpyrure CHMOTOMH ¢¢ EKYBAT CHMITOMATHUHO.

5. ®APMAKOJIOTHYHH CBOUCTBA
5.1. dapmMakoIHHaAMMYHHE CBOICTBA

dapMaKoTepanesTHYHA IpyNa; AHTHTPOMGOTHYHHY CPEACTBA: HHXMOUTOPH Ha TPOMOONHTHATA arperalis
C H3KNKYYECHHUEC HA XCrnapHH.
ATC ron: BO1ACO6

ALeTHICaTHIHIOBATA KHCEIHEA HHXHEHMPa AXTHBKPAHETO Ha TpOMOOLMTHTE: KaTo GNOKHpa
TPOMBOLMTHATA IHKIOOKCHTeHa3a IOCPEACTROM AETHINpaHe, T4 MHXHOKpa cHuTE3a Ha TpOMBokcay A2
~ (PH3MONOIMUHO AKTHBHO BEIECTBO, KOETO Ce 0CBOOMKIaBA OT TPOMOOLHTATE H KOETO GH HIpano pos
pH YCNOXKHCHUATA HA aTEPOMATOIHHTE NC3HH. )

Wuxubupanero Ha cuntesa Ra tpomGokcan A2 (TXA-2) e neoGpatuMo, ThH kaTo TPOMGOLMTHTE, KOUTO
HAMAT AJPO, HAMAT crrocobHoCTTa (MTOpaIH NKUIICa HA Bh3MOKHOCT 3a TIPOTEHHOB CHHTE3) 112 CHHTE3HPAT
HOBa LMK/IO00KCHTEHA3d, KOATO € ALETHAHPaHa OT alleTHIICATHIUHIIOBATA KHCEIHHA.

[Mpunarateto Ha MHOroKpaThu 1034 or 20 fo 325 mg Boau 10 MHXuOMpaHe Ha CH3MMHATA aKTUBHOCT OT
30% mo 95%. TTopagy HeoOpaTHMOTO €CTECTBO HA CBBP3IBAHETO, EPEKTHT IICPCHCTHPA B IPOABIKEHIE Ha
WUIHEHHA [HKBA Ha TpombonuTa (7-10 ann). Mnxubupamuar eexT He ce H3yepnBpa npH
NIPOABIIKHTENHO JIEUEHHE H SH3IMMHATA AKTHBHOCT NMOCTEIIEHHO 3alI04Ba OTHOBO CleJl OOHOBABAHE Ha
TpomBounTuTe 24 10 48 Yaca cnesl NpeKHCBAHE HA IEYEHHETO. ALETHICATHIHNIOBATA KHCEHHA
YABIKABA BPEMETO Ha KbhpBeHe cpefiHo ¢ okono 50 a0 100%, Ho MoraT Ja ce HabnAaRaT Pa3IHUHA
MEXIY OTASAHHTE HHIUBUIIH. :

EKcnepuMMEHTaNHH AaHHHK CouaT, ye nbynpoden Moxke Aa uHxubupa edexTa Ha HHC
AUETHICATHUKIIOBA KHCEIHHA BhPXY TpoMOOLMTHATA arperais, KOraTe ¢¢ mpHe
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e/IHO MPOoYyYBaHe, KOraTo eAHOKpaTHa Ao3a #bynpoden 400 mg e 6una npueta 8 Haca npein Ay 10 30
MEHYTH CNeJi IpHeMa Ha alieTHICANHIIMIORa KHCenrHa ¢ nezabaBho ocBoboxiapane (81 mg), e
HaGMONABAHO MOHKWXABAHE HA epeKTa HA ALETAICATMIKIORATA KHCENKHA BhDPXY. 00pasyBaieTo Ha
TpoMGOKCaH WM BBPXY TpoMOoLuTHATA arperalilid. [Topass orpaHHYeHOCTTa Ha Te3H AAHHH H
HECUTYPHOCTTA OTHOCHO eKCTPANONalMATA HA JaHHUTE KbM KIHHMYHUTE TAKWBa, HE MOI'AT /A ce
HAMpPaBAT KATETOPHYHH 3aKIIOYeHHs 33 penoBHara ynoTpe6a Ha uGynpoden, HHTO 33 KIHHHYHO 3HAYHM
edekr pu HepenoeHa ynorpeba wa HOynpoden.

5.2. dapMaKoKHHETHAMHH CBOHCTBA

Abcopbius

Crien nepopallHo NPHIIOKEHHE, ALETHICATHLMIOBATA KHCETHAA ce abcopbupa 6bP30 M HAITLIHO B
racTPOMHTECTHHANHHSA TPaKT. 3HAUMTENHA HacT OT 03aTa, obaue, Beue e Xuponiiypana Ao carili10sa
KMCEIHHA B UPEBHATA CTCHA [10 BpeMe Ha Tpolieca Ha abcopOupase. CTenenra Ha XHAPOIM3a 3aBHCH OT
cTeneHTa Ha abcopduus.

Paznpeaenenue
ALIETHICATAIIHIOBATA KHCENWHA, KAKTO H HeHUAT ri1aBeH MeTabonuT CANHIHA0BA KHCETHHa, C¢

CBBP3BAT B TOBIMA CTENEH ¢ TIA3MEHHUTE IPOTEHHH, IMABHO anOyMuH H Obp30 Ce pasnpelenaT BbB
BCHYKH 9YacTH Ha TAJi0To, CTEMEHTA Ha POTEHHOBO CEBbP3IBAHE HA CATMUHIOBATA KACEIWHA 3aBUCH MHOTO
OT KOHUEHTPalUMATE HA CAMTHIIUNOBA KUceIrHa ¥ anbyMuH, MakcumanHaTta cepyMHa KOHUCHTpallud 33
ALETHACATHIIAIORA KHCEMHHA C¢ JOCTHra B paMKHMTE HA MOJIOBHH Y4C, @ 33 CATHLHIIOBATA KUCEAHAA - B
pamkuTe Ha 1-2 yaca. O0eMBT Ha pasNpeeNieHHE Ha ACTUIICANULHIOBATA KHCENHA € OKOJI0 0,16 Vkg
TenecHo Tersio. CanuIMIoBaTa Kucennna 6aBHo Andy3Hpa B CHHOBHATHATA TEHHOCT, [IPEMHHABA
nnauexTapHara 6apHepa 1 B MAJIKH KOJTHYECTBA ce eKCKPETHPa B KppMara.

Buorpanchopmanng

ALETWICANHLIAIORATE KUCElIHHE 6bP30 ce MeTaboIH3Npa A0 CATMLIKTIOBA KHCENUHA ¢ TIonyxkusoT 15-30
MHHYTH. Caﬂuunnona*ra KHCENHHA CICI TOBA CC NMPEBPBLIA NpeavMHO B IVTHLIHH W KOHIOTAaTH Ha
IIOKYPOHOBATa KHCETHHA,

EnumuualiMoHHaTa KHHETHKA Ha CATHIIMNOBATA KHCEIHHA € JI0303aBHCHMa, Thit KaTo METab0U3MBT €
OrpaHidveH OT Kanalnnureta Ha qepHonp()GHuTe €H3INMH. l'[opa,un TOBA, EAHMHHAIIHOHHHAT NOITY>KHBOT
Bapupa M e 2-3 uaca cien Hucky 103K (75 mg — 160 mg), 12 uaca cnen oGuuaiiHuTe AHANTCTHHHA J034 K
15-30 yaca cies BUCOKH TEpalleBTHYHHA J03H WY WHTOKCHKALINA,

Exckpenns
Canviuiorara KHCeNHHa U HellHuTe MeTaO0INTH ce EXCKPETHPAT IMABHO Ypes 6nbpenmre.

5.3. lpeaxiuaunq8H IAHHE 32 Ge30NACHOCT

TpeaxnuHuunEaT npodun Ha 6e30MacHoCT Ha ALETUICATUIIOBATA KHCENHAA & R00pe IOKyMEHTHpaH.
TpoyuBaHuA PR KHBOTHH NOKAIRAT, He CATHIMAATHTE He YBPEXIAT PYT OpraH ocBeH Grbpeuure. [Tpn
IPOYYBAHHA BbPXY IILXOBE ca HabmonapaHy edekTH Ha GEeTOTOKCHIHOCT H TEPaTOreHHOCT MTpH-
NpUJAraHe Ha AUETHICANTUIIMIORA KHCENWHA B TOKCHYHH 3a MaiikaTa 4034, He € 3BeCTHA WIHHIYHATA
SHAYAMOCT, Thil KATO [O3HTE, H3MOI3BAHH B MPERKTHHHYHH NPOYHBAHAA €3 MHOLO 10-BHCOKH (Hak-
MaJIKko 7 bTH) OT MAKCHMAITHUTE NPETIOPHYHTENHH A03H TIPH TAPreTHH ChP/ICHHO-CBIOBH HHAKKALNH.
ALETHICATHIIMIOBATE KACENHHA € THPOKO H3C/Ie/[BAHA 110 OTHOIIEHHE HA MYTar¢HHH H KaHUEPOTeHHH
edekTn. Pe3yNTaTHTE KAaTO (AN0 HE [10Ka3BaT CLOTBETHH [IPH3HAUHR 32 MYTarCHHH HIIH KABLUEpOTeHHH
¢heKTH NpH MPOYUBAHUA C MHILIKH H MIBXOBE.
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6. GAPMAITEBTIYHN JAHHHA
6.1, CnHCBLK HA MOMOWHHTE BellieCTBA

Kapnuocanus [Ipo 75 mg ¢romanHo-yeroduynsy Tabnerku
Hopo na mabremxama

[{apeBHYHO HUIECTS

HaTpueB HAIIGCTEH rMHKONAT {THIT A)

DuamMoso nOKpUMmue

Onanpait Gan :

CorionnMep Ha METAKPHIOBA KHCEIHHA — eTunakpunar (1:1)
Tamx :

TpreruminTpar

XKpar xenesed oxenn (E 172)

Kapanocanun TIpo 100 mg cromauito-ycToines TabneTkn
Adpo na mabremxama

LlapepMuno HHlLECTE

Harpues #rmecTed raukonar (tan A)

Qunmogo nokpumue

Onanpait 6sn

ChIIOnUMep Ha METAKPHIIOBA KUCENHA ~ eTunakpusar (1:1)
Tank -

TpurerwauTpar

6.2. HecnamecrumMocTH
Henpunoxumo.
6.3. Cpok Ha rogHocT

2 (nBe) rogHHH
Cpok Ha MOJIHOCT Crie]] TbPBO OTBapsHe Ha OaHkaTa: 4 (MeTHPH) Mecelia

6.4, Crennanndg ycnoBus Ha chIpaneHHe
[Mpu Temneparypa nox 25°C.

Bavcrep: Jla ce chXpandBa B OpUTHHAIHATA OTAKOBKAE, 38 a4 Ce [HPeNasH OT BJara.
Barka: OnaxkoBkara Ja ce ChXpaHiEd [TRTHO 3aTBOPEHA, 3a Ja Ce NPeanasy oT Bara.

Ila ce chXpaHdBa Ha MACTO, HEROCTRHO 32 Aeua.
6.5. BuR # chabpkatue B2 OHAKOBRATA
Ispanyna onakoBka

. Bmmctep ot PVC/PVAC/Al donuo — o aecet (10) Tabnetku B Gnuctep
. Banka ot HDPE ¢ PP kanauka u cymuren, no cto (100) Tabaerku s GaHka

BTopuuHa omakoBKa
. Mo 3 unn 4 6aucTepa 3aeHO C HACTOBKA 3a NAIMENTA B KAPTOHEHA KyTUHA
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. Enna 6anka 3aeiHo ¢ NUCTOBKA 33 MANWEHTA B KAPTOHEHA KYTHI
He BCHUKY BHAOBE ONaKOBKH MOraT 1a ObOaT MycHATH B mpoxana,
6.6. Cnenualns npeANasHA MEPKH ApPH H3XBLPJIAHE K pabora

Huma crienppansy H3INCKBaRKs.

7. HPHTEXATEJI HA PA3PENIEHUETO 3A YIIOTPEGA
Antubuotdr-Pasrpag AL

6y “Anpricko pecranne” 68, oguc 201

7200 Pasrpaa, brarapus

8. HOMEP HA PAIPENIEHHUETO 3A YHOTPERA
Kapnuocanu [lpo 75 mg cromammHo-ycrofiunpy Tabaetku: per. Ne
Kapavocanus [pe 100 mg cromMamso-ycToiiuney TabneTku: per. No

9.  JATA HA TIHPBO PA3PEIHABAHE 3A YIIOTPEBA

Jata Ha 'EpBC pa3pelABale:

10, JATA HA AKTYAJM3UPAHE HA TEKCTA
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