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1.

XonokcaH 2 g npax 3a HH(Y3HOHEH pa3TBoOp

Holoxan 2 g powder for solution for infusion Paspewetne e
BG/MA/MP - ("17217(7;/”052023

2.

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

W3NBIHWTENHA ATEHUWSA MO NEKAPCTBATA

HNME HA JIEKAPCTBEHMS ITPOAYKT Kpamxa xapaxmepucrmuna Ha npogyxma [Mpusomerue 1
SFvoiie

Kom Pez. Ne .........

KAYECTBEH U KOJIMYECTBEH ChCTAB

Bceku dakon cpappxka 2 g udocdhamun (Ifosfamide) npax 3a urkekLHOHEH pa3TBOP.

3.

JIEKAPCTBEHA ®OPMA

IMpax 3a nHdYy3HOHEH pa3TBOp.

4.

4.1

KIMHUYHU JAHHA
TepaneBTHYHH NOKA3AHHS

TecTuKkynapHu Tymopu

3a xomM6HHHpaHa XMMHOTEpAIM Ha NMalMeHTH ¢ Hanpeananu Tymopu BbB II no IV craaumit cnopen
TNM knacudpukauusaTa (CEMHHOMH W HECEMHHOMH), TIPH HE3aJOBOJIUTENEH WIIH JIMNCA HA OTTOBOP
KbM HadalHa XUMHOTEPanus.

OBapualieH KapLHHOM

3a komMOKMHHpaHa XUMHOTEpanus Ha maiueHTH ¢ Hampeauanud tymopd (III u IV cragmii mo FIGO)
clieq Heyclex OT Ha4a/lHa XMMHUOTepanus, BKIIOUBALIA TUIATHHA.

Kapuunom Ha muiikata Ha MaTkaTa

Karo moHotepanus npu nauuveHtu ¢ HanpeaHand tymopu (III u IV craguit no FIGO) u mpu
PELIUIUBH.

KapuuHoMm Ha repaara

3a manMaTHBHA Tepanus Ha HarpeAHa1 pepaKTepeH WK peUIUBUPaL] KAPLIMHOM Ha [bp/aTa.
HenpebHokneTpueH SpoHXHaieH KapLUHOM

3a comoCToATENHa MM KOMOMHMpaHa XWUMHOTEpanus Ipd NALMeHTH C HHOTMepabWIHK WM
METacTaTUYHU TYMOPH.

JpebHoKIeThYeH OpOHXHANEeH KapIMHOM

3a kOMOMHHpPaHa XUMHOTEpAIHs

MexkoTbkaHHH CapKOMH (BKJI. OCTEOCAPKOM M pabIOMHOCAPKOM)

3a camocTosTeNnHa WIM KOMOMHHpaHa XHMMHOTepanus Ha pabaoOMHOCAPKOM HIH OCTEOCAPKOM ClIEN
HeycIiex Ha CTaHAapTHAaTa Tepanus. 3a CaMOCTOSATENIHA 1M KOMOMHHpaHa XUMUOTepanus Ha APYrd
MEKOTBbKAHHH CApKOMH CJIe[l HeyCIeX Ha ONEPaTUBHO H JTbYeIeYCHHE.

Capxom Ha FOunr

3a koMOMHHpaHa XUMUOTEPAIIHs e/l HeyclieX Ha MbPBUYHO UTOCTATHYHO JICUEHHE.

KapuuHom Ha nankpeaca

3a camocTosATeHa WIH KOMOHMHHpaHa XMMHOTEpalus Ha HampeaHald TYMODH Clel HeycrexX Ha
ApYTo JIEHEeHHE.

HexoukuHoBH Jiumdomu

3a xoMOHHHMpaHa Tepanus Ha NaLKUEeHTH C HEXOUKUHOBU TIUM(MOMH C BUCOKA CTENEH HA MAIUrHEHOCT

NAaLUEHTH ¢ PELIUAVBUPAILH TYMOPH.
Bonect na Xoukun

peLMAMBUpAILH HY pedpakTepHH TUMPOMHU.




vers. 6.0

Jlena u wHOILIH
(Bx. Touka 5.1 Ileguarpuyna nonmynanms)

4.2 Jlo3MpOBKA M HAYHH HA NPHIIONKEHHE

Xonokcan 2 g TpabBa /Aa ce Mpuiiara camo OT JIeKapH, KOUTO UMAT OIKT C TO3H JIEKAPCTBEH NPOAYKT.
Ho3uposkara Tpabsa na Obe MHAMBUAYaTH3upaHa. Jlo3uTe W NPOXBIKHUTENHOCTTA HA JIEYEHHE, W/HIH
HUHTEPBAJIWTE HA JIEYEHHE 3ABMCAT OT TEPANEBTUYHOTO MOKa3aHHE, cXeMara Ha KOMOWHHpPAHO JieueHue,
o0LIOTO 37paBOCIOBHO CHCTOSIHME HA MALMEHTA U (YHKUHOHHPAHETO HA OPraHuUTe, KAKTO M PE3yJITATUTE

OT J1abOpaTOPHOTO MOHUTOPHUpPAHE.

HauuH Ha npunoxkeHue

Vka3aHue 3a CXeMHTE Ha JO3HpaHEe, U3MOI3BAaHU MPH MOBEYETO MOKA3aAHHUA, € JaACHO MO-A0J1Y:

a) 8-12 g/m* paBHOMEpPHO pasnpeeNieHH KaTo eAUHUYHN AHEBHH [I03W B MPOLbJDKEHHE HA 3 - 5 IHM Ha
BCEkH 2-4 cenqMHITN.

6)  5-6 g/m? (MakcrmyM 10 g) MpUNOKEHN KATO 24-4acora MHYIMA HA RCekH 3-4 CEMUIM,

Yectota Ha nmo3WpaHe ce onpeseNil OT CTENEHTA HAa MHENOCYMpEcHs W BPEMETO, HeOOXOMUMO 3a
BB3CTAHOBABAHE HA A/IEKBATHA KOCTHO-MO3b4YHA QyHKUMA. OOHYaHHUAT Opoil Ha MPHIOKEHHTE KYPCORE €
4, HO ca mpunaraud no 7 (6 mpu 24-yacoea uHby3us). Cien peumadB € GWIO TPUIAraHO MOBTOPHO
JeUeHHE.

Ilpn komMOuHMpaHEe ¢ IpYyrH JEKapCTBEHH MPOAYKTH ¢ MOAOOHA TOKCHYHOCT, MOXE Ja CE HalOoXM
HaMaJABaHe Ha J03aTa UM yAb/DKaBaHe Ha UHTepBaTUTe Oe3 Jeuenue.

[lo BpeMe WM HEMOCPENCTBEHO CIEA MPUIIOKEHHETO, TPsAOBa a ce mpuema WM MHQY3Mpa ajeKBaTHO
KOJIMYECTBO TEYHOCTW 3a (OpcHMpaHe Ha OMype3aTa C LieJi HaMassiBaHe HAa PUCKA OT YpOTeIMalHa
TOKCHYHOCT. Bmkre Touka 4.4.

3a npodunakTUKa Ha XeMOparuyeH LUCTHT, XoNnokcaH 2 ¢ TpaGBa [ia Ce W3MON3Ba B KOMOMHALIUSA ¢ MECHA.
[TapeHTepanno npunaraHute JIEKAPCTBEHH MPOAYKTH TpabBa a Cce MPOBEPABAT BH3YAIHO 3a YAaCTHLIM M
[IPOMsHA Ha LIBETa MPEIH IPUII0XKECHYE.

IIpenyn napeHTepanHoO NpUIOKEHHE, CyOcTaHuMATa TpsAOBa fa Obe HAITBIHO Pa3TBOPEHA.

[TauneHTH ¢ 660pedHO VRpEeKaaHe:

I1pu nannentn ¢ 6E6peuHO yBpeXxIaHe MOXE /la ce HAJIOXKH KOPEKUHMs Ha 1o3aTa (Bxk. To4ka 4.4).
XonokcaH 2 g ¥ HETOBMTE MeTabOoJIMTH Morar fa ObAaT Juaau3upand. 11pi naldedTy Ha quanusa, Tpsatsa
Aa ce uma npejl BHO CNa3sBaHETO HA MOCTOSHEH WHTEPBAl MEXAY NPHIOKEHHeTO Ha XONOKcaH 2 g

AHajiy3ara.

[MaumenTu ¢ HEDHOI[D061{O YBpEHIaHe:

ITpy nauuenTy ¢ 4epHOAPOOGHO yBpekKIaHE MOXKE [1a Ce HAJIOXKH KOPEKIIMS Ha 103aTa (BxK. Touka 4.4).

INanueHnTH B cTapyecka BL3pacT:
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4.3 IIpoTHBONOKA3AHUA
XoJokcaH 2 g e NpOTHBONOKA3aH MPH NAaLMEHTH:

- CbC CBPbXUYBCTBUTEITHOCT KbM Hochamua. Buxre Touka 4.4;
- 06CTpYKLMY HA THKOYHHUTE MBTHLLA.

4.4 CpoemuanHH NpexyNpeKIeHHs H NPeANa3HH MEPKH NPH ynoTpeta

Ipu oTnenHuTe NaLMEHTH pUCKOBUTE (PAKTOPH 38 TOKCHYHOCT Ha XOJOKCaH 2 g M TEXHUTE NOCIEACTBUS,
OMHMCAaHH TyK M B [APYTH TOYKH, MOXE Ja IpPEACTABISBAT MPOTHMBONOKa3zaHWs. B TakuBa ciyyau e
HeoOxo/MMa HHOMBHIYyalHa OLEHKA HA PHCKa U OYaKBaHWUTe mosi3k. Hexenanure peakuuy, B 3aBUCHMOCT
OT TSIXHATA TEXKECT, MOXKeE [ia HanaraT NpoMsHa Ha AO3UPOBKATA MM NPEKPATIBaHE Ha JICUCHHETO.

ITPEJIVITPEXIEHWA

MuenocynpecHs. HMYHOCYIIpecHs, HIIDEKIIHH

JleyeHueTo ¢ XONOKCaH 2 ¢ MOXe [Ja NMPHYMHK MUENOCYTPECHS U 3HAUMTENIHO MOTHCKAHE HAa WUMYHHHA
OTroBOp, KOETO [a AOBeAe OO TeXKH MHpexkuun. MMa chobiueHus 3a ¢atanHo 3aBbPUIMIM Cilyyau Ha
cubp3aHa ¢ XOJIOKCaH 2 g MUeNocynpecus,

HMupyuupanata or XojokcaH 2 g MHeNOCyNpecus MOXe Oa NPUYHHH JIEBKONCHHs, HEYTPOICHHS,
TpoMOOLMTONEHHs (CBBP3aHa C BUCOK PHCK OT KbPBEHE) M aHEMHUSL.

prmaraHeTo Ha XoJiokcaH 2 g OOMKHOBEHO Ce€ cjaeapa OT HAMAJICHHUE Ha 6p0$1 Ha neBkonuture. Haki-
HUCKUTE CTOMHOCTH Ha JIEBKOLIUTHTE MOJXKE JIa CE€ JIOCTUIHAT le/IGJII/lSI/lTeHHO pe3 BTOpaTa ceaAMHuua cJjica
MPHITOKEHHUETO. Cnen ToBa 6p0$IT Ha JICBKOUWUTUTC HapacTBa OTHOBO.

Texka Muenocynpecusi U UMYHOCYNpPECHS] MOXKe [a Ce OUakBa OCOOEHO MpH MALUMUEHTH MPeIXOqHO
JeKyBaHH C HW/WIM TOJNyyaBald CBMPOBOXKAAILA XHMHOTEPANHS/XeMATOTOKCHYHH  IPOIYKTH,
MMYHOCYTIPECAHTH W/WUIH JIbueneyeHre (Bxk. Touka 4.5).

Koraro e mokazaHo, MOXe Ja ce IpELeHH W3MOJ3BAHETO HA MPOAYKTH, CTUMYJHpPALUH XeMOoIoe3aTa
(xonoHuHU cTUMyHpaliy GaKTOpH W NPOLYKTH CTUMYNUPALIM ePUTPOIIOE3aTa), 32 Ja C€ HaMajlld PUCKBT OT
UMYHOCYTIPECUBHH YCJIOXKHEHHS W/WIM YIEeCHH NPHIOKEHHETO Ha OIpeAeieHOTO [03upaHe. 3a
uHpopmaLus oTHOCHO moteHuManHo B3aumojeiictBie ¢ G-CSF u GM-CSF (rpaHy/IOUMTH CTHMYJIHpaL]
takTop, rpaHyJIOLMTH U Makpodaru KoJOHHU cTuMynupaty dakrop) (Bx. Touka 4.5).

PuckbT OT MHenocynpecus € 103a-3aBUCHM H ce€ TOBHILLIABA IPU NPUIOKEHHE HA AHHAYHA BUCOKA /1032 B
cpaBHEHHe ¢ GPAaKLIHOHUPAHO MPUIOKEHHE.

PuckbT OT Muenocynpecus ce MoBHIilaBa [py NALMEHTH ¢ HamaleHa 6p0pedHa QyHKIHS.

Texxka uMyHOCynpecus € [JoBela [JO CEpHO3HH, NoHskora daranHu wuHbekuuu. Huadexumure,
HabmonaBaHu npy XonokcaH 1 g, BKIIIOYBAT MHEBMOHUU, KAKTO U APYrd OakTepHanHy, rbOMYHU, BUPYCHH
1 napa3uTHU UHQekLMU. HMa choO1ueH s chlo 3a CENCUC U CENTHYEH MLIOK.

JlateHTHN HHOEKLUH MOXe Ja ce peaktuBupar. [Ipy mauueHTH nekyBaHW ¢ XoyokcaH 1 g, uma
cboOLIEHH 32 peaKTUBUPaHe Ha pa3/IMYHU BUPYCHH HHEKLMH.

Ha JIEKyBaLlUs JIeKap.

[IpenopbunTenHO € HENpPEeKbCHATO XEMAaTOJIOTHUHO MOHHTOpUpaHe. bpo

TPOMOOLIUTUTE W HUBOTO Ha XeMornoOWHa TpsOBa Aa ce ONpedensT Mpead B
HOAXO/SIIY HHTEPBAH CE NPHIIOKEHHETO.

Vo s = =
\ .-‘F 7 "J.k“,.’,
3 \\‘Q‘Lnn_’_y

=

N



vers, 6.0

Exuedaionatis 1 TOKCHYHOCT 10 OTHOLLIEHKHE HA LIGHTPAIHATA HEPBHA CUCTeMa

IMpunoxennoeTo Ha HdochaMun Moxe 1a IPUHHHU SHIE(DAONAaTHI ¥ JPYTH HEBPOTOKCHYHH €(EKTH.

[Tpenu3BukaHara oT udpochaMu TOKCHIHOCT IO OTHOIIGHUE Ha LEHTpalIHATa HEPBHA CHCTEMa MOXe [1a Ce
TPOSIBH OT HAKOJIKO Yaca J0 HSKOJIKO JHHU Cliell IPUIoKEHHe U B IOBEUETO CIyyad npeMHHaBa 3a 48 no 72
Yaca CJie[l MPeyCTaHOBsIBaHE Ha MPWIOXKeHHeTO My. CUMITOMHTE MOrar Ja MPOAB/DKABAT 32 IO-IBJIBT
[IEPHOA OT BpeMe. B ompezneneHu ciyda BBH3CTAHOBSIBAHETO € HENMBIHO. MMa choOIICHHE 3a JeTajeH
M3XOJ TIOpaxi Tokcu4HocT no orHoiuleHue Ha [THC. Ako ce pasBue TokcHuHOCT, 3acaraua LHC,
npunoxeHueTo Ha upochamun TpsadBa ga ce NpeyCTaHOBH.

CummTomuTe Morar ga Obaar: OOBPKAHOCT, CHHIMBOCT, KOMA, XaJIOLMHALIMH, 3aMBIIIEHO 3pEHHE,
TIICUXOTHYHO MOBEIEHIE, eKCTPAIupaMUIHK CHMIITOMH, YPUHAPHA HHKOHTHHEHIVA B I'bPYOBE
ToxcruHocTra no otHoureHue Ha LJTHC e Hali-BeposTHO 10303aBHcHMa. PHCKOBHTE QaKTOpH 3a pa3sBHUTHE
Ha CBbp3aHa ¢ ynorpebara Ha udochamun eHiedaronaTus BKIOYBAT XHUIOAIOYMUHEMHS, yBpEAcHa
6p6peuna GyHKUHA, o (YHKIMOHAJIEH CTaTyC, BH3MAIUTENHH OONECTH Ha Ta30BHUTE OpraHM (HaImp.
HaTMyde Ha TyMOp B [OJIHATA YacT Ha KOpeMa, MAacHBHO KOpPEeMHO 3aboJifBaHe) W IpPeIXONHH HIIH
CBHITBTCTBALIH TePAIlUH, CBbP3aHU ¢ HePpOTOKCHYEH edeKT, BITIOYBALIM [IHCIUIATHH.

Iopamu puck oT aguTHBeH edekt, jekapcrBa, meiictBamu BepXy LIHC (TakuBa KaTo aHTHEMETHIM,
CEIATHBHH CpPEICTBA, OMMOWAN WM aHTUXHCTAMHHM) WM BellecTBa (KaTO ajJKOXOM), AEHCTBAIlM BBPXY
ITHC TpsafiBa g4 ce v3n0nsear ¢ NOBUILCHO BHUMAHME WM akD € HeofXouMmo na ce TpeycTaHORW
ynorpebata MM B ciaydaili Ha wndochamun-mHoynypaHa cHiocatonatia. IlampicHTH, Jekysamd c
XOJIOKCAH Tpsi6Ba na GbIaT CTPUKTHO MPOCIEAsIBaHU 32 CHMOTOMM Ha eHledanonaTus, ocobeHo npH
KOHTO € HaIHLIE IOBUILIEH PHUCK OT Pa3BUTHETO H.

Moxe na ce o6mucau yrnotpebara Ha METUIICHOBO CHHBO 3a JIUSHUE U MPpodQMIaKTHKA Ha eHLe]aJloNaTHH,
CBBEp3aHu ¢ ynoTpebara Ha nudochamun.

TOKCHYHOCT o OTHOIEHWE HA Ob0peluTe 1 NHKOUHHTE METHINA

XookcaH 2 g € KakTo He(PPOTOKCHYCH, Taka i YPOTOKCHYEH.

Ipenu 3anoyBaHe Ha JIeYCHHE, KAKTO U IO BPEME U Clie]] 3aBbPLIBAHE Ha JICUCHUETO, TPAOBa ja ce HaIIpaBH
OLIeHKa 1 NpOBepKa Ha roMepyiHaTa 1 TyOynapHa Op0peyna dyHKIHs.

CemvMeHT B ypwHATa TpIOBa Jja ce W3CNe[BAa PEAOBHO 332 HATMYHE HA SPUTPOLMTH M JPYTH IIPOSBU Ha
ypo/HePOTOKCHIHOCT.

[TperopbYUTETHO € HENPEKbCHATO KIMHMYHO MOHHMTOpHpaHe Ha OMOXUMHYHHTE IOKa3aTeIH B CEpyM M
yp¥iHa, B TOBa 4ncio (Gocdop, Kanuii 1 Apyry nabopaTopHU MapaMeTpH, MOAXOIAIIH 3a HISHTHQULIpaHe
Ha HePOTOKCHMYHOCT U TOKCHUYHOCT IO OTHOLISHHE Ha MMKOYHHUTE ITHTHILA.

Hedporokenuun edexri

HMma noxyMCHTHpaHH JaHHY 33 QaTalcH Kpal Ha He(ppOTOKCHIHOCT.,

Crob1naBa ce 3a Hekpo3a Ha OBOpeyuHs MapeHXUM H TyOyITUTE MPH MAIlHeHTH, JIeKyBaHu ¢ X0N0KcaH 2 g.
Hapymenusta Ha 6B0peunara ¢yHKIMs (rIoMepyiapHid U TyOyJlapHM) cief NpHioxeHde Ha XOJIOKCaH
2 g ca mHoro yectd (Bxk. Touka 4.8). I[IposBrTe BKIFOUBAT HaMassiBaHE HAa CKOPOCTTAa Ha IJIOMepyjiHAaTa
¢unTpaups W [OBHIIABaHE HA CEPYMHHA KpPEaTHHWH, MPOTSHHYpPHs, EH3UMYpHs, LMTHHAPHYpU,
amMyuHoauunypus, ¢ocdarypus W TIIOKO3YpHs, KakTo u ObOpeuna TyOynapna aumposa. HMma cemo
cpobimenns 3a cuHapoM Ha DaHKOHH, paxuT ¢ ObOpeueH mpom3xon H 3abaBsiHe Ha pacTexa IIpH Jela,
KaKTO Y OCTeOoMajlaliysl IIPH BB3PacTHH.

Hma cpobuieHue 3a passurde npu ynotpeba Ha XoJlokcaH 2 g Ha CHHIAPOM,
(cuHApOM Ha HeaZleKBAaTHA CEKPELHs HA aHTUAMYPETHYEH XOPMOH).

TybynapHoTo yBpe)kgaHe MOXke [a Ce€ IPOSBU IO BpeMe Ha JIEYeHHETO, MEeCe
CTIIMpaHe Ha JICYSHHUETO.
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I'noMepynapnara unun tySynapHa qucdyHKLHS MOXeE a NPEMUHE C BpeMETO, [la OCTaHe [OCTOSHHA WK Aa
NpOrpecHpa 3a MepHo OT MECELM HIIM TONMHH, 0P ClIe[ MPUKJIIOYBAHE Ha JieueHHeTo ¢ XoJoKcaH 2 g.
Hma cnobiuenns 3a octpa TyOynapHa Hekposa, ocTpa GbEOpedHa HEeIOCTATBUHOCT U XpOHWUYHA GhOpeuHa
HEJOCTATbYHOCT C/IEN JieueHHe ¢ XoJokcaH 2 g (Bxk. 1ouka 4.8).

PHCKBT OT pa3sBMTHE HA KJIMHHYHU NPOSBH HA HE(YPOTOKCHYHOCT HAPACTBA, HAMPUMED MpPH:

- rojieMy KyMyJJaTUBHM 10341 XoJlokcaH 2 g;

- npeaxonHo 6bOpedHO yBpexaaHe;

- NPEIXO0XKAAILO WM CBIIPOBOXKIALLO JIEUEHUE C NOTEHLMAIHO HE)POTOKCHUHH MPOAYKTH;

- Mask4 Aeua (ocobeHo npu Aela Ha Bb3pacT NPHUOIM3UTENHO [0 5 FOAMHH);

- HaMa/le€HW pE3epBM Ha HEDPOHM NpU NMaUUeHTH ¢ ObBOpedHH TyMOpW M TaKHBa MOAJIONKEHH Ha
6uOpedHO oOIbUBaHE WITH €JHOCTpaHHA HEDPEKTOMHUSL.

Puckosere n o4akBaHMTE NOJ3U OT JIeYEHHETO ¢ XOJIOKCaH 2 g TpsAbBa fa ObAAT BHUMATENHO NPELEHEHH,
KoraTo ce ob6chxaa ynorpedara Ha XomokcaH 2 g NpU MaLMeHTH C MPeIXOAHO OBOPEYHO YBPEKIAHE HITH

HAMATENH NRPOTIORH pelepDH.

LhekTH REPXY NMUKOYHWTE MhTHIA

[Npunoxenuero Ha XosokcaH 2 g ce CBbP3Ba C YPOTOKCHYHH e(eKTH, KOUTO MOXKe J1a OblaT HAMAIEHH C
MPOMHUIAKTHHHO LIPHIIOKEHUE HA MECHA.

ITpu XonokcaH 2 g 1Ma chOOLICHHS 32 XEMOParuyeH LHUCTHT, HAJIOXKHUI KPbBOTIpEIHBaHE.

PHCKBT OT XeMOparuyeH LIMCTHT € J1030-3aBHCUM W HAPacTBa C MPHUIOKEHHUETO HA €AMHHYHA BUCOKH J103H
B CPaBHEHME C (PPaKLMOHHPAHO MPUIIOKEHHUE.

Hma cpoblieHne 3a XeMOparnueH HUCTHUT ClIeA eAMHUUHA 11032 XOMOKCaH 2 g.

Ilpenud 3anoyBaHe Ha JIEYEHHETO € HEOOXOOMMO Ja ce M3KJIIOYAT WM KOPMIHpar OOCTpYKUMH Ha
MUKOYHHTE NbTHILA. BukTe Touka 4.3.

[lo BpemMe Ha MPUIIOKEHHETO WM HEMOCPEICTBEHO Clle]] Hero, TpsAbBa Aa ce mpuemaTr Wiv WH(QY3upar
aJIeKBaTHH KOJNIMYECTBA TEYHOCTH, 3a Aa ce Gopcupa Auype3ara, KOeTo a HaMall PUCKa OT TOKCHYHOCT Ha
MMKOYHHTE MBTHLIA.

3a npoduaaKkTHKa Ha XeMOparu4eH LUCTUT, XoMoKkcaH 2 g TpsOBa Ja ce ynotpeOsBa B KOMOMHALMS C
MECHa.

Xosokcan 2 g TpsabBa na ce ynoTpebsBa BHUMATENIHO, aKo BHOOLUE ce Halara, Npu MaudeHTH ¢ aKTHBHH
HHOEKLUH Ha THKOYHHUTE ITbTHIIA.

IIpenxonno uny cpnpoBokaamo obabuUBaHE Ha MHUKOYHUS MEXyp WM JjedeHue ¢ OycyndaH Moxke aa

MOBHILY PUCKA OT XEMOparu4eH LIUCTHUT.

Hma cpobiienus 3a cleJHUTE MPOSIBM Ha YPOTOKCHYHOCT OT LMkiIodocdamun, apyr okcazapocdopuH

TOKCHYEH MIPOAYKT:

- XEMOparuyeH LIMCTUT (BIJIIOYHUTEINIHO TEXKKH (OPMH C YiLIepalHs H HEKpo3a);

- dataneH M3XOA OT TOKCHYHOCT CHpPAMO [MHKOYHHTE MBTUINA, KAKTO M HEOOXOMMMOCT OT
LMCTEeKTOMMS nopaau Gpubposa, KbpBeHe MM BTOPUYHO 3JI0KAYECTBEHO ChCTOSHHE;

— XeMaTypus, KOATO MOKe Ja Oble TexKa U pelMIOUBUpAla; JOKaTO XyMaTypHSTa OBEHO
NPEMHMHABA 33 HAKOJIKO IHU CJI€J] CTIMpaHe Ha JIEYEHHETO, T MOXKE Aa NEePCHCTHPA;

- NpOsABM Ha Apa3sHEHE Ha MUKOYHHMTE MBTHLIA (KaTo OONE3HEHO ypUHHpaHe, Y
ypHHA, YECTO ypHHHpaHE, HOIIHO YPUHHpAaHE, YPUHAPHA WHKOHTHHEHLIHS), ?5\‘
¢$ubpo3a Ha NMKOYHUS MeXyp, MHKOUEH MeXyp ¢ HaMalleH KamaluTeT, Teneqiia
Ha XPOHHYHO [pa3HeHe Ha UKOUHUS MEXYP; '

- MUEJIUT U YPETPHT.
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KapaiMoTokCHUHOCT, yrioTpeba Mpu NaLMEHTH ChC ChbpPACYHO 3abongapaHe

Hma crobiieHue 3a cebp3aHa ¢ XonokcaH 1 g, netajiHo 3aBbpLinia KapJHOTOKCHYHOCT.

PUCKBT OT pa3sBMTHE Ha KapAMOTOKCHUHH e(deKTH € [030-3aBUCHM. Toii HapacTBa NpU NaLMEHTH C

NpeaXOOHO WJIK CBMPOBOXIALLO JIEYEHHE C JPYrd KapAHOTOKCHYHHM MPOAYKTH WIM OONbYBaHE Ha

obnacTTa Ha CbPLETO, U Bb3MOXKHO OBOPEUHO yBpeKAaHE.

OcobeHo BHUMaHue TpsOBa Oa ce oOpbLua, korato XoMokcaH 2 g ce yrnotpeOsea npy NauueHTH ¢ PUCKOBH

(akTOopH 3a KapAHOTOKCHYHOCT W NPH MALMEHTH C MPEIXOAHO ChpAeUHO 3abosBaHe.

[IposiBuTE Ha KAPAHOTOKCHYHOCT, ChOOLIABAHU MpH JieueHHe ¢ XonokcaH 2 g (Bx. Touka 4.8) BKJIIOUBAT:

- HaAKaMepHH WIH KaMEpPHH apUTMHH, BKJIIOUMTENHO MOPEeAChPAHA/HANKAMEPHA TaxWKapaus,
NpeAChPAHO MBXKAEeHE, Oe3ITyIcoBa KaMepHa TaXUKap/Ius;

- noHmxkeH QRS pontax 1 npomeny Ha ST-cermenTa unu T-BbnHaTa;

- TOKCHYHA KApIHOMUONATHS, BOJELIA 10 ChPAEYHA HEAOCTATbYHOCT, ChC 3aCTON Y XUIIOTOHMS,

- nepukapzeH U3uB, GuOpPHHO3EH NepUKapAMT H enUKapaAHaiHa Gubposa.

BEJTO,[IDOE’!HE TOKCHYHOCT

Hma cbobuieHus 3a 6enogpoOHa TOKCHUHOCT, BOAELA L0 AWXATENIHA HELOCTATBYHOCT W (ardieH Kpail.
Hma chobiiienns 3a MHTEPCTHLIHANICH ITHEBMOHHUT M GenoapobHa ¢ubposa npu neueHue ¢ Xonokcan 1 g.
Hma cbobimenus v 3a apyru ¢opmu Ha GenoapobHa TOKCHYHOCT.

BTOpHYHH 370KAYCCTBCHU ChCTOSHES

KakTo npu BCAKO LMTOTOKCHYHO JeYeHHME, JiedeHHeTo ¢ XOMoKcaH 2 g BKIIOYBA PUCK OT BTOPHYHH
TYMODH U TEXHH NPEeKYypPCOpH. BTOPHYHH 3710Ka4eCTBEHU CHCTOSIHUA MOTAT [1a CE& Pa3BHUAT HAKOJIKO IOMHH
ClIEA IPEKpaTABaHE Ha XMMHUOTEPAITUSTA.

PHCKBT OT MHUENIO/IUCTITACTUYHY [IPOMEHH, HIKOHM NMPOrpecHpalll 10 OCTPH JICBKO3H, HAPAacTBa (BXK. TOUYKA
4.8). [lpyru MalMrHeHH ChCTOSIHHUSA, 3a KOUTO ce chobuiaBa cien ynotpeba Ha XonoKcaH 2 g WITH CXeMH C

XonokcaH 1 g, Bkrousat 1MMQOM, pak Ha IIUTOBMAHATA XJIE3a U CAPKOMH.

3a 3/10KauecTBEHH CBCTOSHHUSA ce cboOmaBa cien in ufero ekcno3uumsa Ha uukiodocdamun, Apyr
oxcazahochOprH UUTOTOKCHUYEH MPOAYKT.

BeHo-0Ky3HBHO 4epHOApobHO 3aboisBaHe

3a BEHO-OKJTy3MBHO 4€pHOAPOOHO 3a00sBaHe ce ChoOlaBa py XMMHOTEPAITHA, KOSTO € BKIIOUBaIa
Xonmokcan 1 g, kKaTo € HU3BECTHO YciOXKHeHMe H npu uuriodochamun, apyr okcazadocdopuH
UUTOTOKCHYEH MPOIYKT.

I'eHOTOKCHYHOCT

(Bx. Touka 4.6)

Edexrn Bepxy dheprunntera

(Bx. TOuKa 4.6)

[MauMEHTH OT KEHCKH 1101

Ilpy naumeHtkn nekyBaHd ¢ XoyiokcaH 2 g ce choOmaBa 3a ameHopes.
uuknodochamua, Ipyr okcazadochopruH HMTOTOKCHYEH MPOAYKT, HMa ChOOLLEHHS
PHCKBT OT NOCTOSIHHA, UHOyLIpaHa OT XUMHOTepaIus aMeHopesl, € MOBULUEH MPH 11
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Mowmuueta, nekyBanu ¢ Xonokcan 2 g Mo BpeMe Ha IyGepTeTa, MOXe [1a Pa3sBHUAT HOPMAITHH BTOPHYHH
1noJoBH 6es1e3 U 1a UMaT PeJOBHA MEHCTPYal{Hsl.

Mowmuyera, tekyBanu ¢ Xonokcan 2 g 1o Bpeme Ha ny6epTeTa, BOCIENCTBHE ca 3a0peMeHeNH.
MomuucTa, KOHTO ca ChbXpaHHNH SHYHUKOBA QYHKUMS CNEA MPUIITFOYBAHE HA JICYEHUETO ca C MOBHILIEH
PHCK OT pa3BUTHE Ha NPEXKICBPEMEHHA MEHOMAY3a.

[MaumeHTH OT MBIKKH MO

Mwsixe, siekyBaHHi ¢ XOJIOKCaH 2 g, MOXKE Ia Pa3BUST ONIMIOCIIEPMHS MJTH a300CTIEPMHS.

ITpu Te3n nauxenTH 06MKHOBEHO cekcyaiHaTa QYHKLMS K IMOHIOTO He ce 3acArar.

Mowmuera, nekysann ¢ Xosnokcan 2 g mnpes ryGepreta, MoXe [a pasBUAT HOPMAJTHH BTOPHUYHH [ONOBU
Genesd, HO MOraT 7a HMMAaT OJIMFOCIIEPMHsSI MIIM a300CTIEPMHS. MOXE Ja MMa ONpedeieHa CTereH Ha
aTpodust Ha TECTHUCHTE.

IIpn HaxoM naumeHTH azoocnepMmusaTa Moxe Aa Obie obpaTuma, Makap ye O6PaTUMOCTTA MOXE 1 HE ce
NIPOSIBH HAKOJIKO FOAWUHH CJIel CTIUPAHE Ha JIEYUEHHETO.

Mwke, nexysaHH ¢ XosokcaH | g, BOCEACTBYE ¢a CTaBalH Garnu.

AHElEbHJ'laKT'HHHHH{ﬂHa.d'}HJ'IFIKTO}'IﬂHH pEaKLHH, KPBCTOCAHA CEHCHﬁHIIHEB.LlHS[

Hma cpobiuenns 3a anadunakTniny/aHadUIaKTOUAHM PEeakUMK BB BPb3Ka ¢ XonokcaH 2 g.
Cbobuasa ce 3a KPBCTOCAHA CEHCHOHNM3ALIUSA MEX/Ty OKcazahochOPHH LIUTOTOKCHUYHH POLYKTH.

YBI}EH\',EI,aHe Ha paHEBOTO 3apacTBaHe

Xonokcan 2 g Moxe /12 MONPEYH Ha HOPMAITHOTO 3a3/IPABABAHE HA PAHHUTE.

[TPEAITA3BHHU MEPKHM

Anoneuus
AnoneuusTa € MHOTO Y€ECT, H030-3aBUCHM e(EKT Ha MPHIIOKEHHETO Ha XO0JIoKcaH 2 g.
Hunyuupanara oT XMMHOTEpanus aomneLus MoXe Ja POrpecupa o MIeLUBOCT.

Kocara Moxke Ja Uu3pacTe OTHOBO, HO MOXKE Aa 61:)16 pasJIM4Ha 1o TEKCTypa UJTH LUBAT.

lajieHe U MOBpLLLAHE

[IpunoxeHnero Ha Xonokcad 2 g Moxe a IPUYMHK TajieHe W MOBPBLIAHE.

Texywmure ykazanus 3a ynorpeGaTa HA aHTHEMETHMUM C LieJ MPEBEHLHSA M MOTHCKAHE HA FANEHETO W
NOBPBLIAHETO, TPAOBA a ce UMAT TIpen BUI.

KoncymauusaTa Ha ankoxox MOxe [a yBEIWYH HHIYIUPaHUTE OT XMMHOTEpAIINs raicHe U NOBPBIIAHE.
OpasniHaTa XMrMeHa € BaXKHa.
Cromarur

IlpunoxeHnero Ha XonokcaH 2 g MOje [ IPHYMHH CTOMATHT (OpaieH MYKO3HT).

TekywuTe ykasanus OTHOCHO MEPKMTE 32 IPEBEHLIMS M MIOTUCKAHE PA3BUTHETO HA CT
UMarT npej BH.

ITapaBeHO3HO NMpUIIOMKEHUE
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L{uToTKCHUHMAT edekT Ha XonokcaH 2 g ce NposiBsIBa Ciel HErOBOTO aKTUBMPAHE, KOETO CTaBa OCHOBHO B
yepHus Apob. [lopaau ToBa, pUCKBLT OT ThKAHHO YBpEeXKAaHe OT HHUMAEHTHO MapaBeHO3HO NPHJIOKEHHE, €
MaJTBK.

B cnyuyaii Ha MHLMAEHTHO NMapaBeHO3HO NpuickeHHe Ha XonokcaH 2 g, wH}y3usara TpsOea na Obae
He3ab6aBHO crpsiHa, pa3TBOPBT eKkcTpaBacKynapeH gocdamun na 6bae U3cMykaH rpe3 HaMHUpaLIaTa ce Tam

KaHIoNa, KaTo ce NpeArnpueMar U Apyrd MEpKHU, ako € HeOOXOAUMO.

Vnorpeba npu natpeHTy ¢ 00pe4YHo VBPEKIaHE

ITpu nmaunuenTu ¢ 6BOpeyHO yBpexkaaHe, OCOOEHO MpPU Te3U ¢ TEXKKO OGBOPEUHO yBpexKAaHe, MOHMKEHATaA
6p0OpeyHa eKCKpeLys MOXe fa IoBe/ie 10 MOBUILABAHE HA MIa3MEHHUTE HHWBA HAa XOJOKCaH 2 g U HErOBUTE
metabonmtd. ToBa Moxe [Ja [oBele [0 TMOBHMIUEHA TOKCHYHOCT (HAmp. HEBPOTOKCHYHOCT,
HE(POTOKCHYHOCT, XEMOTOKCHYHOCT) ¥ TpsOBa [a ce UMa Mpel BU/ TPU OfpefesiHe JO3UPOBKATa MpH
TaKWBa MaLUEHTH.

y!lll"l.[Jti‘.Gii HPH HAUHEHTH C ‘!UIJHUJJUUGHL! YBpEANdHE

UeproupoOno yspekaane, ocobeno ako € Temko, MOXKe Aa ¢ CBLPIBA C MOIWKENo aKTUBHpale 1a
Xosokean 2 g. Tosa Mmoxke 14 TPOMEHU e(heKTUBHOCTTA Ha JleueHHeTo ¢ XOJIOKCaH 2 g.
Tosa Tpsa6Ba na ce MMa npen BUJ, KOraTo ce u3bHpa 103a ¥ ce HHTEPNpPeTHpa OTroBOpa Ha u3bpaHarta no3a.

4.5 BsaumopeilicTBHe ¢ APYIH JIeKAPCTBEeHH MPOAYKTH H ApYyru JopMH HA B3auUMoO/elcTBHE

IInanvpaHo CBOPOBOKAAILO WM TOCIEABAILO MPUIOKEHHE Ha OPYTH BELECTBA WM JIEUEHHs, KOUTO
MOrar [1a yBEJIMYaT BEPOSTHOCTTA OT TOKCHMUYHU e(hEKTH MM TAXHATa TexecT (4pe3 dapMakoIUHAMHUHH
v GpapMakOKMHETHYHH B3aMMOACHCTBHS) M3UCKBA BHMMATEJIHA WHIMBHAYyalHa OLIEHKA HA OYaKBaHHTE
nonsu v puckose. IlauupenTy, xouto momyuapat TakuBa komMOuHauuu, TpAOBa na ObAAT HenmpekbCHATO
HabJI0/1aBaHH 3a MPOSBH Ha TOKCHYHOCT C LieJl CBOeBPEMEHHA Hameca.

IMaumenTuTe, KOUTO ca JleKyBaHU ¢ XOJOKCaH 2 g W NPOAYKTH, HAMAISBAILKW HEroBaTa akTHBaLUs, TpsIOBa
Aa 6baaT HabMIoAaBaHU 3a MOTEHLUMATHO MOHWKEHHE Ha TeparneBTHYHATa epeKTHUBHOCT U HEODXOAMMOCTTA
OT KOPEKLMs Ha 103aTa.

[ToBuileHa XeMaTOTOKCUYHOCT HW/MITH MMYHOCYTIPECHS MOXKE [1a C€ pa3BUe B pe3yNnTaT Ha KOMOHHHUpaHMs
edexT Ha X0onoKcaH 2 g H, Harpumep:

- ACE unxuburopu: ACE uHxub6UTOpUTE MOTraT Aa MPHYMHSAT JIEBKOMEHUS,

- KapOOIUTaTHH;

- LIMCIUIATHH;

— HaTanu3yMmab.

IToBuieHa KapAMOTOKCUYHOCT MOXE [1a C€& pa3BHe B pe3ynraT Ha KoMOHHUpaHus edekT Ha XonokcaH 2 g
U, Harpumep:
- aHTPALMIJTHHY;
ob1buBaHe Ha ChpleYHaTa 00JIacT.
IloBuena 6enoppobHa TOKCHYHOCT MOXE Ja Ce pa3BHe B pe3yirar Ha KoMOuHupaHus edekt Ha
XonokcaH 2 g U, HAIIpUMED:
— aMHOJIapOH;
- G-CSF, GM-CSF (rpaHynOUMTHH KOJOHHM CTUMYynHpall (HakTop, CpaHyJOLHTHO-MakpodarHu
KOJIOHHH CTUMYJHpall dakTop).

H, HAMpUMep:
- AIUKJIOBUP;

— aAMHUHOTTTUKO3H/IH;
- amdorepuiuH B;
- kapbomnaruH;
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= ITUCIIATHH.

INoBunien puck OT pa3BUTHE HAa XEMOpAarM4yeH HUCTHT MOXE /ia ce pa3BHe B pe3yiTaT Ha KOMOMHHpaHUS
edexT Ha XOJIOKCaH 2 g W, HaIlpUMeD:

- bycyndan;

- ofrbuBaHe Ha TUKOYHUS MEXYpP.

Hombnuutennn edektd Bbopxy L[HC Moxe na ce pa3BHAT B pe3ysTarT Ha KoMOWHHMpaHHS edeKT Ha
XomnokcaH 2 g u, HanpyuMep:

- AHTHEMETHLIH,

- aHTHUXUCTaMUHUY;

- HApKOTHLIY;

- ceaTHBa.

HMnpyxTopd Ha YOBEIIKM 4YepHOAPOOHH M HM3BBLHYEPHONPOOHH MHKPO3OMHM €H3MMH (HAamp. €H3UMHU
nutoxpom P450):

[ToTeHUMansT 332 NOBUIIEHO (opMupaHe HAa MeTAGONWTH, OTFOBOPHH 33 LMTOTOKCUUHOCITA M JAPYIW
TOKCHYHOUTH (B 34BUCHMOCT U1 CHAYLMpAHUIE €H3uMu) 1psa0BA U4 C& MMA LIped BWU B Cllyvydd ¢
NPEIXOJHO WIH CHIIPOBOXKAALIO JIEUSHHUE C, HAaIpHMep:

- kapbamaseruH;

- KOPTUKOCTEPOUIH;

= prdamMng;

- ¢dheHobapOuTaT;

- tdeHuTonH;

- XBJIT KAHTapHOH.

Huxuburopu Ha CYP 3A4: HamMaIeHOTO akTHBHpaHe ¥ MeTaboMH3bM Ha XOJIOKCaH 2 g MOXe Ja IIPOMEHH
edexTuBHOCTTA Ha nevyeHwero ¢ Xonokcad 1 g. IToruckamero ma CYP 3A4 moxe ma moseme U 710
NOBHILEHO (opMmupaHe Ha HbochamuaHu MeTaCOMUTH, CBBHp3aHH ¢ HepporokcuunocT. CYP 3A4
MHXUOUTOPUTE BKIFOYBAT:

- KETOKOHA301J;

- drykoHazoT;

— UTPaKOHAa30JT;

- copadenud.

Houerakcen: uma CBHOOLIEHHS 3a MOBMIIEHAa TacTPO-WHTECTHHATHA TOKCHYHOCT IPH MpHIaraHe Ha
Xonokcan 2 g npenu nHQY3HUA Ha IOIETAKCEl.

KyMapnHoBH nipor3BONHU: UMa choO1meHus 3a nosuiueH INR (oBHIIIEHO MeXXIyHaApOAHO HOPMATH3UPAHO
CBOTHOLUCHKE) NIPH NIAIIMEHTH, OTyYaBally X0JoKcaH 2 g u BapdapuH.

Bakcunu: nopaayu umynocynpecusiuTe edexty na Xomnokcall 2 g, TpaOsa ma ce oyaksa otciaaberl OTToBop
KBbM ONpENEIeHH BAKCHHH. YTIoTpebarta Ha HBH BaKCHHH MOXE [a JOBEAE IO Pa3BUTHE Ha MPEIU3BHKAHU

OT BAKCHHHUTC I/IH(beKI_[I/II/I.

Tamokcuden: cpnpoBoxpamara ynorpebda Ha TaMOKCHGEH H XUMHOTEPAITHsS MOXE [a MOBHINN PUCKa OT
TpOoMOOEMOOIMYHY YCIOXKHEHNUS.

[lucrinaTvn: MHAyLHpaHaTa OT IUCIUIATHH 3ary6a Ha ciyxa Moxke Ja ce 00O0CTpH OT CBHIPOBOXKIAMIO
nedeHne ¢ XoJokcaH 2 g (BXK. ChIIO B3aHMOOTHOIIEHHATA [TO-H0JTY).
HUPUHOTEKAH Ce MpUiara eTHOBPEMeHHO ¢ XOJOKCaH 2 g.

Ankoxomn: IIPH HAKOH IIAIICHTH aJIKOXOJIBT MOXKE [a ITOBHIIA HHOYHHPAHUTE OT
NOBPBILIAHC.
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CBnpoBOKIAILOTO NPUIOKEHHE HAa aHTUAHAOETHYHM MPOAYKTH, KaTto CcyadoHWIyped U XoJokcaH 2 g,
MO>KE [1a yBEJHUYH XUIIOTJTHKEeMHUYHUTE €EeKTH HA NbPBUTE MEAMKAMEHTH.

TeopeTH4yHO B3aMMOOTHOLIEHMSTA HAa XONOKCaH 2 g W AIONMYPHHOJ BOAAT 10 MOBHLIEHA TEXKECT Ha
KOCTHO-MO3BYHO [MOTHCKAHE.

4.6 ®epTHAHTET, )PEMEHHOCT H KbpMeEHe

BpemenHoct
Ilpunaranero Ha XosiokcaH MO BpeMe Ha OpraHoreHe3a J0Ka3zaHo uMa (QeToToKcu4eH eeKT NpH MULIKH,

UTEXOBE M 3aHUM M NOpajH TOBA MOXKE [PUYMHM yBpEX[IaHe Ha IUTOAA MPH NPHIOKEHHE Ha OpeMeHHH
KEHH.

Hma mHoro orpanvveHu fanHu ot ynorpebara Ha XonokcaH 2 g npu SpemeHHH sxeHH. 3abapsHe pactexa
Ha MJIOfa M HeoHATa/lHa aHeMus ca HabmoJaBaHM ClieJl €KCIO3MLMS Ha Chabprkaila XoJokcaH 2 g
XMMHOTEpANeBTUYHA CXeMa NPH OpPEeMEHHH XKeHH. MHOXXeCTBO BPOACHH aHOMAlIMM ca HaOJIlogaBaHu ciel
ynotpeba npe3 mbpBHA TPUMECTBP Ha OpemeHHOCTTa. IIpoydyBaHMATa MpPH >KUBOTHU C LiMKIodochamun,
apyr oxcasapocpopuHOB LMTOTOKTKCHYEH NPOAYKT, MNpearnosiaraT [OBHLUIEH pPHUCK OT HeyCreilHa
OpemeHHOCT U MandopmalMy AOPH CleA CIIHpPaHe Ha MPOAYKTa, JOKATO ChUIECTBYBAT OOLUMTH/(PONHUKYIH,
KOUTO ca OWJIM eKCIIOHMPAHH Ha MPOAYKTa rpe3 ¢asuTe Ha TAXHOTO CL3pSBAHE.

B nonbaneHue, uMa chOOLLIEHHS, Y€ SKCTIO3ULMS Ha [UKIodochaMua NpuUHHsBa abopTH, MalibopMaluy
(cnen ekcnosvLMs Mpe3 MbPBUS TPUMECTBP), KAKTO U HEOHATATHU €(EeKTH, BIJIFOUHTETHO JIGBKOMEHUS,
HNAaHLIMTONEHH, TEXKKA KOCTHO-MO3bYHA XHUIOMJIa31s U FaCTPOCHTEPHUT.

Cnopen npoy4BaHusTa NPH JKUBOTHH, CHOONIIEHHATa INMPU XOpa W MEXaHH3MBT Ha [eHCTBHE Ha
BELIECTBOTO, ynoTpebara Ha XONOKCaH 2 g 1o BpeMe Ha OpeMeHHOCT, 0COOEHO Mpe3 IMbPBUS TPUMECThP
HE Ce MpenophyBa.

Ilpy BCeku HMHAMBHAyaneH ciy'al, NOJ3HTE OT JeUeHHeTo TpaOBa aa OBOAT NpeLEeHEHH Ccpelly
BB3MOKHHTE PUCKOBE 3a IUTOJIA.

Axo dochamun ce ynorpebsBa mo Bpeme Ha OPEeMEHHOCT, WM aKO MallMeHTKata 3abpeMeHee OOKATO
NpOBEXKAA JICYEHHE WM Jie[ TOBa, T TpsibBa na 6bae npeleHeHa OTHOCHO MOTEeHLHMAIHHTE PUCKOBE 3a
mwioaa.

Knpmene
XoJokcaH 2 g npeMuHaBa B Mal4YHHOTO MIIIKO M MOXe J]a MPUYHHH HEYTPOIEHHS, TPOMOOLMTONEHHS,

HHUCKH KOHUEHTpaLKH Ha XeMOTTIOOHHT U JuapHs Nnpy aeua. XOoloKcaH 2 g € MPOTHBONOKA3aH Mpu
KbpMeHe (BX. Touka 4.3).

®deprunurer
XoJokcaH 2 g Bb3AeiicTBa BbPXY OOreHe3ara u cnepmaroreHesara. Toil Modke 1a MPUYKUHH CTEPUTHOCT U

npu ABata rnoja. XoJoKcaH 2 g MoXe Jia IPUYMHH NPEeX0IHa WIIH MOCTOSHHA aMeHOpesl NPH JKeHH U
OJIMrOCIIEpMHS I a300CNIEpMUs IPU MOMUETa npey IrybepTera. Mbxke, eKyBaHd ¢ XONOKCaH 2 g
6uBaT HHPOPMHPAHH NPEH JICUSHHETO 32 BB3MOXHOCTTA Ja CXPAHAT U 3aa3aT NPU MOJXOSLIH
YCJIOBUS B3€Ta MpPEAHU JIEUSHHUETO cliepMa.

I'eHOTOKCHYHOCT
XonokcaH 2 g € reHOTOKCHUYEH H MyTareHeH 3a MBXXKH M KEHCKH 3apOAMUIHH KJIETKH. MOpaay TOBA
JKCHHUTE He TpAOBa Ja 3abpeMeHsBaT, a MbKeTe He TpsAOBa 1a OIUIOXKIAT 10 BpeMe Ha JieueHHe ¢ XOIOKCaH
2g

Mtxkete He Tpsa6OBa [a oIuiokaarT A0 6 Mecela cie/ Kpas Ha JIeUEHUETO.

[Tonoso akTUBHUTE MBxKE U XKEHU TpAOBa a ynoTpedsBaT ePEeKTHBHH METOM 32 KOH
[IEPUOJY OT BpEME.

4.7 EdexTn BbpXy cr10ocOGHOCTTA 32 modupaHe u paboTa ¢ MANIHHA
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IMTposiute Ha LIHC TOKCHYHOCT MOXKe /1a yBpEAAT CHOCOOHOCTTA HAa MaLMeHTa 3a mogupaHe U padbora ¢
MaluvHU. Bioxre Touka 4.4.

4.8 Hexenann JeKapcTBEHH PeaKIUH

HexenaHute nexapcTBeHHM peakLMM M YEeCTOTH MO-7IoMy ca Ha 6asara Ha myOnMKanuu, OMMCBAaILU
KIMHUYHHS ONMT ¢ (ppakuMOHUpAHO MpUIIOKeHHe Ha XOJIOKCaH KaTo MOHoTepanus ¢ obma no3a 4 mo 12
g/m? na xypc.

YecToTaTa Ha He)XeaHUTE JICKapCTBEHH peakLMH ce OCHOBaBa Ha CliefIHaTa ckana: MHOro udectd (>1/10);

yectu (>1/100 - <1/10), Hewectu (=1/1 000 - <1/100), peaxu (>1/10 000 - <1/1 000), MHOro peaku
(<1/10 000), c HeusBecTHa YecToTa (OT HANMYHUTE JaHHK He MOXKe Ja O'blie HallpaBeHa OLIEHKA)

11
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CUCTEMO-OPI'AHHHA HEXEJIAHA JIEKAPCTBEHA PEAKLIUSI | YECTOTHA
KJIACOBE (COK) KATEI'OPUS
MHOEKLIMM U Hudexuus * YecTn
UHOECTALIMH [THeBMOHUS C Heu3BeCTHA YecToTa
Cencuc (cenTuyeH mok)** C Heu3BeCTHA uecToTa
HEOILVIAZMMU — Bropuunu Tymopu C neusBecTHa yecToTa
JOBPOKAYECTBEHHU, -KapuuHoM Ha MUKOYHUTE MBTUILA C Heu3BeCcTHA YECTOTA
3JJOKAYECTBEHH U -MuenonucnnacTiudeH CHHAPOM C HeM3BeCTHA 4eCTOTa
HEONPE/JIEJIEHH (BKJL -Octpa neBko3za*** C HeW3BECTHA YeCTOTa
KNCTH U 110JINITH) -Octpa numpounTHa NeBko3a** C Heu3BecTHa YecToTa
-JInmcom (HexoukuHoB tumpom) C Heu3BecTHa 4ecToTa
-Capkomu** C Heu3BecTHa HeCcTOTA
-bb6peyHO-KIEThUEH KapLIMHOM C HensBeCTHa 4eCTOTa
-KapuuHoM Ha mUTOBUAHATA K*UJIe3a C HeH3BeCTHa YecToTa
ITporpecupane Ha noae)allH 310Ka4ECTBEHM C HEeHW3BECTHA YECTOTA
cheTOAHNA*
HAPYIUEHUA HA KPBBTA JleBkonenusn' (Besikaxsa) MHOro 4ecTu
U JINMMOPHATA CUCTEMA Tpom6ouuToneHna® (BCAKAKBA) MHoro 4ecTu
Anevus’ MBHoro uecTn
XeMaToTOKCHUHOCT** C HeW3BeCTHA YECTOTa
Muenocynpecus**** C Heu3BECTHA 4eCTOTa
Arpanynouurosa C HeU3BeCTHA YeCToTa
®ebpuiHa KOCTHO-MO3bYHA arIa3usa C Heu3BecTHa 4eCTOTa
JluceMHHUpaHa HHTPABA3aIHA KOATYJIalns C HEeM3BECTHA YECTOTA
XeMONUTHYEH YPeMHUUYeH CUHIPOM C Heu3BeCTHA 4eCTOTa
XeMOonuTHUHa aHEMUS C Heu3BeCTHA 4YecToTa
HeonaTtanna aHemusi C Hen3BeCTHA YeCcTOTa
MeTxeMOoTI00MHEM U C Hen3BeCTHA 4ecTOTa
HAPYIIEHHMA HA Anrroenem** C Heu3BeCTHA YECTOTA
UMYHHATA CUCTEMA A
HaMITAaKTHYHA PEeaKIHs C Heu3BeCTHA 4e€CTOTa
HmyHocynpecus C Heu3BecTHA 4eCTOTa
Vprukapus C Hew3BeCTHa YeCTOTa
Peakuns Ha CBPBbXYYBCTBUTEIHOCT C HeW3BECTHA YECTOTa
HAPYIUEHHA HA CHHOpOM Ha HeaJeKBaTHA CEKpEeLs Ha C HeusBeCTHA YecToTa
EHJOKPUHHATA aHTUAMypeTHieH xopMoH (AJ[X)
CHUCTEMA
Hamanen anetur Yectu
HAPYLIEHMA HA CuHIOPOM HAa TYMOPEH JIU3UC C HewW3BeCTHA Y€CTOTA
METABOJTH3MA 1 MeTtabonuTHa aumno3a C HEeU3BECTHA YECTOTA
XPAHEHETO

Xunokanuemust
XunokanuueMmus
Xunogochatemus
Xunepriukemus
TMonmupuncus

C Heu3BECTHA YECTOTA

C HEM3BECTHA YeCTOTa
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INCUXHYHH [MpucTbn Ha NaHWKa C Heu3BeCTHA YecToTa
HAPYLWIEHUA Kataronus C Heu3BeCTHA 4YecToTa
Manus C Heu3BEeCTHA 4eCTOTa

[MapaHos C Heu3BeCTHa YECTOTa

3abayau C Heu3BeCcTHa uecToTa

Henuprym C Heu3BeCTHa 4YecToTa

Bpanudpenus C Heu3BecTHa YecToTa

MyTusbm C Heu3BeCTHa 4ecTOTa

ITpoMsHa B NICUXUYHOTO CHCTOSHHUE C Heu3BeCTHA UECTOTa

Exonanus C HensBecTHa YecTOTa

Jloropes C Hen3BecTHa YecToTa

Iepcesepauus C HEeH3BECTHA YeCcTOTa

AwmHesus C Heu3BecTHa YecToTa

HAPYUIEHUSA HA HespoTtokcuunoet 3 C HeW3BECTHA YECTOTA
HEPBHATA CUCTEMA “]'OKCHYHOCT Ha LEHTpajiHaTa HEPBHA cucTeMa | C HeM3BecTHa YecToTa
-IlepudepHa HeBponaTHs C Heu3BECTHA 4eCTOTa

-Hu3zaptpus C Heu3BECTHA YeCcTOTa

-I'spuoBe** C HeW3BeCTHa HecTOTa

-EnunenTuueH ctatyc (KOHBYJICHREH H C HeM3BEC THE YECTOd

HEKOHBYJICHBEH) C Heu3BeCTHa YecToTa

-Cunapom Ha obpaTtrma 3aaHa C Heu3BeCTHa 4ecToTa

neskoeHnedanronaTas C HeW3BECTHA UeCcToTa

-JleBkoenuedanonarus C Heu3BecTHa HecTOTa

-ExcTpanupaMuianao Hapyniienue C HewzRecTHa "yecToTa

-AcTepukcuc C Heu3BeCTHA YECTOTa

-MoTopHH HapylueHus C HEM3BECTHA YeCcTOTa

-IonuxeBpomnarus C Heu3BeCTHa YecToTa

-Auzecte3us C HeM3BECTHA YecToTa

-Xunoectesns C Heu3BecTHa YecToTa

-[TapecTesna C HeW3BECTHA 4eCTOTa

-Hespasnrus C Heu3BeCTHA YecToTa

-Hapywenus Ha noxonkara C Heu3BeCTHaA 4ecToTa

-DekanHa UHKOHTHHEHIMS C Hew3BecTHA 4ECTOTA

HAPYHIEHHUA HA OYHUTE 3aMBIJIEHO 3peHHE C Hen3BeCTHA YecToTa
3puTenHo yBpexaaHe C Heu3BECTHA YECTOTa

KoHIOHKTHBUT C Heu3BeCTHA YECTOTA

OuHo pa3HeHe C Heu3BeCTHA 4YeCTOTa

HAPYIHIEHHWA HA YXOTO U | I'myxota C Hen3BECTHA YECTOTa
JABUPHUHTA Hamanen cmyx C HeW3BECTHA YeCTOTA
Bepturo C Heu3BeCTHA 4eCTOTa

Ilym B ymute C Heu3BeCTHA YecToTa

N A Eﬁm - \pﬁ‘;}:
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CbPAEYHHU HAPYILIEHHUA Kapamorokcuanoct® HeuecTn

- Aputmus C HeU3BECTHA 'lecTOTa

KaMepHa apUTMHUA C Heu3BeCTHa YecToTa

KaMepHO MbxeeHe* * C HEeM3BECTHA YECTOTa

KaMepHa Taxukapaus** C Heu3BeCTHA YecToTa

KaMepHU EKCTPACUCTOIN C HEW3BECTHA YECTOTA
- Hanxamepna aputmus C HeusBeCTHa uecToTa

TpeICHPAHO MbXKIEeHe C Heu3BecTHA YeCcTOTa

NpeIChPAHO TPENTEHE C Heu3BECTHA YeCTOoTa

HaJKaMepHU €KCTPacKCTOJH C HeM3BeCTHa YecToTa

TIPEXIEBPEMEHHO NPEACHPAHO ChKpallleHHe C Hen3BECTHA YECTOTa
- bpamuxapnus C HeU3BeCTHA YecToTa
CopacucH apeer** C HCH3BCCTHA YCCTOTa
Hudapkt Ha muokapaa C HEU3BECTHA YECTOTA
Kapanorenen niox** C HeM3BecTHa YecToTa
Chpraeuna HeIOCTATHYHOCT* * C HEeH3BECTHA YECTOTA
JIsis Geppen Guok C HEeW3BECTHA YeCTOTa
Hecen 6enpeH 6510k C Hen3BeCTHA YecToTa
[NepukapanancH H3MUB C Hen3BecTHa YecTOTa
MuokapieH KpbBOM3IUB C HEU3BECTHA YECTOTA
CreHokapaus C Heu3BecTHA HeCcTOTa
JleBoKaMepHa HEOCTATbYHOCT C Heu3BecTHA 4ecToTa
Kapanomuonatus** C HeU3BECTHA YecToTa
3acrofiHa KapIuOMUONATHs C Heu3BECTHA YECTOTA
Muokapaut** C Heu3BecTHA 4eCTOTa
[MTepuxapaur C Heu3BeCTHA 4ecToTa
MuokapIHO HOTHCKAHC C HEeHM3BECTHA Y4ecToTa
[Manmuranuu C Heu3BeCTHa 4ecToTa
HamaneHna ¢pakuus Ha uztiacksane™** C Heu3BecTHa 1ecToTa
Enekrpokapnuorpama ¢ abHopmeH ST-cermeHT C Heu3BecTHA 4eCcToTa
Enextpoxapnuorpama ¢ uHepcusi Ha T- BbJIHA C HEU3BECTHA YECTOTa
Enexrpokapauorpama ¢ abuopmes QRS kommiekc | C Hen3BeCTHA YecToTa

CbJAOBH HAPYLLIEHHUA Xunorensus’ Heuectn

Benonpobua embomnus

Hwnboka BeHo3HA TpOoMOO32

CUHIPOM Ha KalMWIApHa MpOMyCKIUBOCT
Backynurt

XuWnepToHus

3auyepBsBaHe

HamaneHo kpbBHO HansraHe

C HeM3BEeCTHA YeCcToTa
C HeM3BECTHaA YeCcToTa
C Heu3BeCTHa YeCTOTa
C HeM3BEeCTHA YECTOTa
C HeHW3BECTHA YECTOTA
C HeHW3BeCTHA YecToTa
C Hen3BeCTHa 4ecToTa
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PECIITMPATOPHMU, T'PBAHHU
N MEJHACTHHAJIHH
HAPYIUEHUA

JuxarenHa HegocTaTbuHOCT**

OcTbp pecnupaTopeH OIUCTpeC CUHAPOM™* *
Benonpobna xunepronua**

Hurepctunmaisa 6enonpobra 6osnect** (kato
nposiBBaHaTa npu desoapodHa ¢pubposa)
ATleprudeH anBeouT

HHTepcTULHANEH MTHEBMOHUT

ITHeBMOHKT**

BenoapobeH oTok**

I1neBpaneH u3nus

C Heu3BeCTHa YeCTOTa
C HewW3BecTHa 4ecToTa
C HEHW3BECTHA YECTOTA
C Heu3BeCTHa 4eCTOTa
C HeM3BECTHA YECTOTA
C Heu3BecTHA YecToTa
C Heu3BecTHa 4ecToTa
C Heu3BeCTHA 4eCTOTa
C Hen3BecTHA YeCcToTa
C "Heu3BeCTHA 4ecToTa

Bponxocnasbsm C Heu3BecTHA 4ecToTa
3anyx C Heu3BeCTHA 4eCTOTa
Xunokcus C Heu3BecTHA 4eCTOTa
Kamnnua C Heu3BecTHa YyecToTa
CTOMAUWHO-YPEBHH T'apeHe/moepbLIaHe MHoro 4ccTi
HAPYHIEHHA Huapus Heuectn
Cromatut Hedectu
Heuunt C HeW3BecTHa YecToTa
Komut C Heu3BeCTHa YecToTa
Enrepokoaur C HeW3BecTHa YECTOTa
[Mankpearur C Heu3BeCTHa yecToTa
Hueyc C Heu3BeCTHA UECTOTa
CroMalllHo-4peBeH KPbBOH3IUB C Heu3BeCTHA 4eCTOTa
JIuraBuuHO pa3s3BsiBaHe C HeM3BeCcTHA 4ecTOTa
3anex C Heu3BecTHa 4ecToTa
Kopemna 6onka C HeH3BeCTHA YECTOTa
Xunepcekpeuus Ha CIIIOHKa C Heu3BeCTHA YECTOTA
XENATOBUJIMAPHH XenaroTokcHaHOCT Yectu
HAPYLIEHUSA YepHonpobHa HeAOCTaTBUHOCT* ¥ C Hewn3BecTHa 4ecToTa
OyIMHUHAHTEH XeaTUT** C Heu3BECTHA YECTOTA
BeHo-okny3uBHa yepHOApOOHa GosecT C Hen3BeCTHA YecTOTa
INopranHa BeHO3HA TpoMbO3a C HeHW3BECTHA YeCcToTa
HutonutuieH xenaTur C Heu3BeCTHA 4ecToTa
XonecTaza C Heu3BeCTHA 4eCcTOTa
HAPYUIEHUS HA KOXATA | Anoneuus MpHoro dectu
U MOAKOXHATA ThbKAH Jepmatur Penxu
[NTamynapeH o6pus Penxu

TokchuHa enuaepMaiHa HEKpOIH3a
Cunapom Ha CtuBbHC-IXKOHCHH
CHHOpOM Ha naaMapo-IUlaHTapHa
€PUTPOIUECTEI A

Panuaionen nepmatur

Koxna Hekposa

OTOK Ha THLETO

IMetexun

O6pus

-MakynapeH oOpHB

Copbex

Epurema

KoskHa XxunepnurMeHTalus
Xunepxuzaposa

HapyiieHnus Ha HOKTUTE

C HeH3BeCcTHA 4eCcTOTa
C Heu3BeCTHA YecToTa
C Heu3BeCcTHa 4ecToTa
C HEeU3BECTHA YeCTOoTa
C HeM3BECTHA YECTOTA
C HeusBecTHa 4Y€CTOTa
C HeW3BeCTHA YECTOTA
C HEeH3BECTHA 4ECTOTa
C Heu3BECTHA 4ECTOTa
C HeuW3BECTHA YECTOTA
C HeW3BECTHA YECTOTA
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HAPYILIEHHWSA HA Pabnomuonuza C Heu3BecTHa 4ecToTa
MECKEJIHO-CKEJIETHATA | Octeomanauus C Hew3BecTHa 4ecToTa
CUCTEMA N Paxwut C HEW3BECTHA 4ECTOTA
CBEAUHUTEJIHATA 3abaseH pacTex C Heu3BECTHA YecToTa
TBKAH Muanrus C HeW3BEeCTHA 4eCcTOTa
Aprpanrus C Heun3BecTHA 4ecToTa
Bonxka B xpaiitHuuMTE C HensBecTHa YecToTa
MycKynHH cria3Mu C HEeHM3BECTHA 4ecToTa
HAPYIIEHUSA HA XemoparnaeH UACTUT MHoro 4yecTn
BbBPELIUTE A Xematypus MHoro uecTtu
INMUKOYHHUTE ITbTHUILIA Makpoxematypus MHoro decTn
Br6peuna nuchynxuus ' MHoro decTH
Vepexnaue Ha 6p6peuHara cTpyKkTypa MHoro yectu
Cunppom ta QuHkoHM C HeM3BECTHA HECTOTa
TyOynountepcruumaneH HeppUT C Heu3BECTHA YeCcTOTa
Hedporened Gessryced qunaber C leusBecina vectura
thoctarypus (C HeM3BECTHA YeCTOTA
Awmmiioaunnypus C HeH3BECTHA I€CTOTA
[Monuypwus C Heu3BeCTHA YecToTa
Enypesnuc C HeW3BeCTHA YecToTa
Vcewane 3a ocTaTbyHa ypHHa C HeU3BECTHY 4eCTO1d
Octpa 6b6pedHa HenocTaTbyHOCT** C HEHM3BECTHA YECTOTa
XpoHuyHa 6b6peyHa HepocTaTBYHOCT* C Hen3BecTHa YecToTa
HAPYWIEHUS HA Hnadeptunurer C HEM3BECTHA 4ECTOTA
BBL3MMPOU3ZBOAUTEJIHATA | SituHnKOBa HEMOCTATHYHOCT C HewW3BecTHa YeCTOTa
CUCTEMA UT'BPJIATA [IpexaeBpeMeHHa MEHOTIAy3a C HeuzBeCTHA YeCcTOTa
AmeHopes C HeusBecTHa 4ecToTa
OByNallMOHHO HapyILEHUE C Heu3BeECTHA YeCTOTa
A3zoocniepMust C Heu3BECTHA YECTOTA
Onurocnepmus C HensBeCTHa 4ecToTa
Cnaj Ha eCTpOreHHTE B KpbBTa C HEen3BecTHA 4ecToTa
[MoBuIIEH KPBEBEH rOHAXOTPOTIUH C Hen3BecTHa 4eCTOTa
BPOAEHH, PAMHWJIHHU U 3abaBeH pacTex Ha roaa C HeU3BeCTHA 4eCTOTa
IFEHETUYHUW HAPYILIEHUS
OFBIIH HAPYIIEHUSA U Onebut'! YecTu
E®EKTU HA MSACTOTO HA | Heyrponenuuna Tpecka'’ Yectu
IMMPUJIOXKEHHUE VYMmopa Heuectn
006110 HEpa3NoNoKEHHE C HeW3BECTHA YECTOTa
MyntuopranHa HEXOCTATbYHOCT** C Heu3BeCTHA 4eCTOTa
06110 (GhH3UKATHO BIIOLIABAHE C Heu3sBeCTHA 4eCcTOoTa
Peakiuu Ha MACTOTO Ha WHXKEKTHpaHe/ C HeW3BeCTHA YECTOTA
BIIMBaHe* ¥ ¥** C Hen3BECTHA YECTOTA
Bonka B repaurte C HEH3BECTHA YeCTOTa
Otok C Hen3BeCTHA YeCcTOTa
Bb3naneHue Ha IuraBuLaTa C HeH3BECTHA YeCTOTa
Bonka C Heu3BecTHA 4ecToTa
TMupexcus C Heussec
Brpucane C Heus

BIUIIOYHTEHO PeakTHBUPaHE Ha JIATCHTHH MH(EKUHH, B TOBA YHCIIO BUPYCEH

Pneumocystis jiroveci, xepniec 3octep, Strongyloides, nporpecupania MyaTHO(KE

neBkoeHLedanonaTis U Jpyrd BUPYCHH U '’bOHYHU HHOEKLIMH; \\ il
R
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*k BKJTIOUUTETHO (DaTalieH H3XOI;

**¥  BKJIIOYMTESTHO OCTPa MHUESIOMHA JIEBKO3a, OCTPa NPOMHENIOLMTHA JIEBKO3a, OCcTpa JuMdouuTHa
neBpko3a*;

MHEJIOCYTIPECHS, MPOSABABAILA C& KATO KOCTHO-MO3bYHA HEOCTATHYHOCT;

**EXX BIJIIOYMTEITHO OTOK, Bh3MnaneHue, 601Ka, epuTeM, 4yBCTBHTEIHOCT, ChpPOeiK;

*kkk

Cobo0uaBate Ha Mog03MPaHn HEXKENaHH Peakinu

CpobLiaBaHeTo Ha NOO3UPaHK HEXeTaHH peakLiy clie]] pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBEeHHs
MPOAYKT € BaxkHO. ToBa Mo3BOJIBa Na MPOAB/DKA HAONIOACHUETO Ha CHOTHOUIEHHETO MoN13a/pHCK 3a
JeKapCTBEHHUS MPOAYKT. OT MEIULIMHCKUTE CIELHATIMCTH CE& M3UCKBA J1a ChOOLIABAT BCSIKA MTOAO3MpPaHa
HexenaHa peakuus ypes M3mbiHuTenHa areHuus no nekapersara, yJi. ,,JlamsaH ['pyes™ Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebcaiit: www.bda.bg

4.9 Ilpenozupane

CepuosHuTe MocaeacTBUS OT MPEAO3HPAHETO BKJIKOYBAT MPOSBU Ha J030-3aBUCMMH TOKCHYHOCTH, KaTO
LIHC TokcnuHoCT, HEPPOTOKCUHHOCT, MUEloCYIpecUst U MyKosuT. Brxre touka 4.4.

IManmenTyre ¢ npeo3vrpare TpsOra Aa OBAAT HENPEKbCHATO HADIIOJABAHM 3a Pa3BUTHE HAa TOKCHYHOCT.,
He e n3secten cnenuduueH 3a XojokcaH 2 g aHTHUIOT.

JlcucHueTOo Ha npcHo3upaHCTO TpsOBa Ja BKJIIOYBA MCPKH 3a IOAXBPKAHC CHCTOSHHUCTO Ha MALMCHTA,
BKJIFOUHMTENTHO MOAXOASLIO, ChbBPEMEHHO JIeYeHHE HA ChIPOBOMKAAIINTE HH(EKLMH, MUEJIOCYNIpECHs WU
JpYyTd TOKCUYHOCTH, aKO C€ Pa3BUAT TAKHBA.

Xonokcad 2 g, kakTo U MeTabonutuTe Ha udochamun ca auanusupyemu. [lpeueHeTe mpoBexaaHe Ha
XEMOJHAIH3a B CJIy4ad Ha TEXKKO Ipeo3HpaHe, yJOBEHH paHo, ocODEeHO IMpH mauueHTH ¢ ObOpeuHo

yBpEKAAHE.

ITpodnnakTika Ha LMCTHT C MecHa MoOxe Oa ObJe MOJE3HO 3a MpPeNOTBpaTsIBaHE Ha JUMHTHPALINATE
YPOTOKCHUYHHTE e(heKTH NpH Npeao3upaHe.

5. ®APMAKOJIOI'MYHH CBOHMCTBA
5.1 ®dapmakoqHHAMHYHH CBOHCTBA
ATC kom: LO1AAO6

Hdochamun e uuroctaTHueH MPOOYKT OT rpymara Ha okcazadochopuHure. XUMHUYECKH € CPOIEH C
A30THHS MIIPUT U € CHHTETHYEH aHAJIor Ha [uiiiodochamMua.

In vitro udocdhamua € HEaKTUBEH, a in Vivo ce aKTUBHPA [JIABHO OT MUKPO3OMATHHUTE €H3UMH B YEpPHHUS
apo6 o 4-xunpokcundochamua, KOWTO € B paBHOBecHe C TaBToMepa cu anpoudocdamun.
Anpoudocdamua ce paznaga CIOHTAHHO 0 AKPOJICHH M AJIKWITHpAIXs MeTaboauT n3ohochaMua-unpur.
VportokcuuHuat edext Ha udocdamua ce IbKU Ha aKpOJIeHHA.

[luroTokcnunuaT edekt Ha ubochamMHa ce ABDKM Ha B3aMMOACHCTBHETO HAa HETOBUTE ANKWIHpALIU
merabonuty ¢ HAHK. I'maBHoTO MsAcTO 3a arakyBaHe ca Qocdoauectepuure Bpb3kd Ha JJHK.
AnKuMpaHeTo BOOM A0 NPEKbCBaHE HA BEPUTHUTE U KPhCTOCaHo cBbp3BaHe Ha JJHK.
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ue UKI0GochHaMHUI-PE3UCTEHTHUTE TYMOPH MM PELMAUBUPALLY CIIe] Tepanus ¢ LHKIodochamm, 4ecTo
MpOIb/DKABAT Jia pearupar Ha JedeHue ¢ uochamun.

leauaTpuusa nonynauus

Capkom Ha FOuHr

B paHmomusuMpaHo KOHTponupaHo npoyuBane, 518 maumentu (87% Ha BB3pacT mog 17 roaumHu) Cue
capkoM Ha IOMHr, MPUMHUTHBEH HEBPOEKTOAEPMAJIEH TyMOpP HA KOCTHTE WM NPUMUTHBEH CapkoM Ha
KOCTHTE, Ca PAHAOMU3HPAHHU ca PAaHIOMHU3MPAHHU 3a JieyeHue ¢ Hocdamuz /eTono3u, aTEPHUPALIO ChC
CTaHJApPTHO JIeYEHHEe, WM CaMO 3a CTaHOapTHO jedeHue. Ilpu Tesu 6e3 Merascrasu mpd 6a3oBo
W3Cje/IBAHe, HMMa CTATHCTHUYECKM 3HAYMMO TMOJOOpeHHe B S-KOOUIIHATA MPEXKHBAEMOCT  Cpel
nosyyasanute ubpochamun /eronosua (69%), B cpaBHEHHE C TE€3H CaMO Ha CTaHAapTHO JedeHue (54%).
O6uara nmpexMBAEMOCT Ha S roguHa € 72% B rpymnara Ha udochamup /eTono3ua, B cpapHeHue ¢ 61% B
rpynara Ha CTaHAapTHO JeyeHue. Y B ABeTe mMpoBexaalny ieyeH’e paMeHa HabrogaBaHaTa TOKCHYHOCT €
cxonna. TIpu Te3u ¢ 6a3oBM MeTacTasu, HIMa pa3nMKa B 5-TOAMILHATA NpeXUBseMocT Oe3 chOuTHa uiu S-
ro/IMIIHATA 00111 MPEKUBIEMOCT MEXIY ITPOBENIAIUTE JIEUSHHE IPYIIH.

B panaomusupaHo cpasHuTenHo npoyusave Ha udocdamuy (cxema VAIA) u muiaiodocdamun (cxema
VACA) npu 155 maupeHTs ¢bC CTauAapTeH puck oT capkoM Ha IOuHr (83% Ha Bw3pacT noa 19 roaunm),
He ce HabnopaBa pa3jidka B mpexuBieMocTra Oe3 cbOuTHe M obiara npexussieMocT. Ilo-manka e
TOKCHYHOCTTA B rpynara Ha cxema ¢ udochamua.

Jpyru neauaTpuuHu pakoBy 3abonsBaHus

Hodochamun e mHpoko npoyuyeH B HEKOHTPOIUPAHH MPOCHEKTHBHH H3CJEIOBATENCKH NPOYYBAHHA IPH
neua. M3non3BaHu ca pasidyHHA CXeMH Ha HOo3upaHe, B KOMOWHALMs C OpYrd aHTUTYMOPHM MPOMYKTH.
IMpoyyeHn ca cleAHWTe MeaUaTPHUHH PakoBU 3abossiBaHUsA: pabaOMHOCApKOM, He-pabJioMHOCapKOM
MEKOTBHKAHEH CapKOM, TYMOPH Ha 3apOJHIIHUTE KJIETKH, OCTEOCapKOM, HEXOUKHHOB nuMdom, GonecT Ha
XoukwuH, octpa numdobiacTHa eBko3a, HEBPOOIACTOM, TyMOP Ha YHIMC M 3J0KaYE€CTBEHH TYMOPH Ha
[MHC. HokymeHTupaHu ca OnaronpusiTHH YacTHYHU OTIOBOPH, NIBJIHM OTIOBOPH M 4eCTOTa Ha
MPEXHUBAEMOCT.

H3non3BaHy ca pa3iMyHH CXEMM Ha JO3UpaHc Ha udocdaMun B kOMOMHALIUA C APYTH MPOTUBOTYMOPHU
cpencta. [IpeqnucBaiusaT TpAOBa Na HAIIPABM CNpaBKa 32 XMMHOTSPANEBTHYHH CXeMH IpH crieluUUeH
TYMOpeH BUJ 1pH M3b0pa Ha cnelrdryHa 1033, HAYUH Ha IPUITOKEHHE H CXEMH.

O6uKHOBEHO 103uTe UdochaMun NPy NeAUaTPHIHN TyMOpPH € B auanaszona ot 0,8 no 3 g/m?*/nen 3a 2-5
aHM npu o61a fo3a 4-12 g/m? 3a Kypc XMUMHUOTEpaIHs.

OpakuioHHpaHo mnpuwioxeHue Ha udochamun ce nMpaBH KaTo HMHTPAaBEHO3HA HMHQY3MsA 3a NMEPHOL B
rpaHuimTe Mexay 30 MHHYTH M 2 Haca, B 3aBUCHMOCT OT o0emMa Ha MHQY3uATa WM NPENOPBLKUTE Ha
NPOTOKOJIA.

VporpoTeKLHs ¢ MeCHa € 3ab/DKUTENHA TIPH IpHIoXKeHHe Ha udochaMun, B 103a, eKBUBaleHTHA Ha 80-
120% ot udocpamua. Ilpenopbuurentno e nHpy3usTa ¢ MECHA Aa NPOABLIDKU A0 12-48 yaca cnen kpas Ha
undysuata ¢ udochamun. 20% ot usata 103a MecHa TpsabBa na Ob/e AajeHa KaTo HayanleH i.v Gomyc.
CrphxoBOjIHARaHE ¢ Hai-mManko 3000 ml/m? ce usuckea npu WHOY3uATa Ha Hbochamun u 3a 24-48 daca
clieq1 Kpas Ha MpUJIOXKEeHHeTo Ha udochamun,

[Mpu neuenue ¢ udpocdamun, 0cobeHO NPH NPOIB/DKUTENHO JIEUEHHE, JOCTaThUHATA JHYPE3a U PEAOBHHAT
KOHTpOJI Ha GpOpeuHaTa GYHKIMS ca HATOXKUTENHH. Jlena Ha Bb3pacT 5 rOAMHM HIIH MO-MaJIKH, MOXKE J1a
ObaaT MoO-YyBCTBUTENHM Ha HHAynMpaHa oT Hdochamun 6BnOpeyHA TOKCHYHOCT B CPAaBHEHHE C IO-
rofleMuTe Aelia Wik Bb3pacTHUTe. MiMa chobLieHus 3a Texkka He(ppOTOKCHUHOCT, BOACLIA A0 CHHAPOM Ha
®aukond. Ilporpecupaumio TyOyaapHO yBpexaaHe, BOJEIIO [0 MOTEHLWAJHO HHBaIMAU3MpaLla
xunodochaTeMus U paxuT ca HabMIOAaBaHH PAAKO, HO TPsOBA J1a ce UMa Mpe BUA.

5.2 ®@apMakoKHHETHYHH CBOHCTBA
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HUdocdamun ce abcopbupa 6bp30 OT MIACTOTO Ha MpPUIOKEHHME, aKTHBUpaHeTO Ha udocdamun crasa
OCHOBHO B YepHHs ApoO6 OT MHKPO3OMAJIHH OKCHIA3d CbCc cMeceHa ¢yHkuusa. EnuMuHupaneTo Ha
ndocdamua crasa ocHOBHO npe3 6bOpeLuTe. CepyMHHUST NOMYKMBOT € MexxAy 4 1 8 uaca B 3aBUCUMOCT OT
Jo3aTta U cxemara Ha jgosupane. Han 80% ot nosata ce ekckperupa R ypuHata 10 24 yaca. 3HAUMTENTHN
KOJIMYECTBa HempoMeHeH Hdocdamu ce OTKpUBAT B LiepeOpOCIMHANHATA TEUHOCT, KOETO ChOTBETCTBA Ha
BHCOKAaTa MacTHa Pa3TBOPHMOCT Ha MPOAYKTA.

[TpoyuBaHe Ha manueHTH Ha BB3pacT 40 to 71 roguHM NoOKa3Ba, 4e BPEMETO Ha €IMMHHHPAHE HapacTBa C
HafpegBaHe Ha Bb3pacTra. ToBa BUAMMO MOBHLICHHE BBHB BPEMETO € KaTO ue JM CBbp3aHO ¢ obema Ha
pasnpenenenue Ha udochamun c Bp3pactra. Hama cbobiueHns 3a 3HaUMTETHH TPOMEHH B OOLLKMA [1a3MeH
KJIMPBHC WK 6p0peunus, uin HeOGbrOpeueH KIMpbHC ¢ Bh3pacTtTa. M3BecTHO e, ue udbochamua u Heropure
MeTaboJINTH ce eKCKPEeTHPAT OCHOBHO Mpe3 6v0penuTe, a pUCKBT OT TOKCHYHM peakldu Ha MelHKaMeHTa
MOKke fa Oble Mo-BUCOK NPH MALMEHTH ¢ yBpedeHa ObOpeyHa ¢yHxuwms. Thil karo MpU MalUeHTH B
cTapyecka Bb3pacT MMa No-rojisiMa BEpPOATHOCT OT MOHMKaBaHe Ha OvOpedHara dyHkuus, TpsAOBa nNa ce
BHMMaBa ¢ H30opa Ha J03aTa, KaTo MOXe Jia € MO0JIe3HO Jla ce Habmoaasa OpOpeyHaTa QyHKLMA.

53 IlpeakJHHHYHH JAHHH 32 6€30MaCHOCT

I'eHOTOKCHYHOCT

IpoyuBaHusTa NpH KUBOTHH ¢ nMKIodochamun, apyr okcazahochOpUHOB LUMTOTOKCHYEH MPOAYKT,
LIOKA3BAT 4C CKCUOHMPAHCTO HA OOLMTH LIPC3 HICPHOJA HA PasBrIHC Ha QolMKyJIITe, MOXC Aa JOBCAC AO
HaMajieHa YeCTOTa HAa MMIUTAHTHPAHE U KW3HEHH OpEeMEHHOCTH, KakTo U B IOBHILIEH PHCK OT
mandopmauun. To3u edekT TpsaOBa 1a ce MMa MpeA BUI B Cily4dail Ha NpeHamMepeHa GepTHIM3aLuUs Wil
OPCMCHHOCT CIICH IIPEKPATBAHC HA JICHCHUCTO ¢ ndocdamuy. Tounara 11poAb/KUTEHOCT HA PAa3BUTHE HA
(doMMKyTHTE NpU XOpa He € W3BECTHA, HO MOJKE /12 € MO-NPOABJDKMTENHA OT 12 Mecewa.

6. OAPMAIIEBTHYHHU TAHHHU

6.1 CuHcnbk H2 TOMOITHHTE BEIECTBA

Hsawma.

6.2 HechLBMeCTHMOCTH

Pa3TBOpH Ha OEH3UN-AIKOXOJ MOTAT Aa HAMANAT cTabUIIHOCTTa Ha XOJ0KcaH 2 g.

JlekapcTBeHHUSAT NPOAYKT He TPAOBA /1a Ce CMECBA C APYTU JIEKAPCTBEHH MPOAYKTH, C U3KITIOUEHHE Ha
orbengsanure B Touka 4.2.

6.3 Cpox na rogmoer
5 roauHu.

[IpuroTBeHUsT pa3TBOp TpsAOBa Na ce M3MOI3Ba He3abaBHO. [IpOAYKTHT He ChOBP)KAa KOHCEPBAHT, OpalH
KoeTo MUKpoOHaTa cTabWJIHOCT He Moxe na Obae rapanTupaHa. Korato ce mpHUroTBs Npu CTPUKTHH
acenTH4YHU ycioBus Kato 4% pastBop, XonokcaH 2 g € XMMHU4YHO cTabWieH 7 OHH TpH CTakHa
TeMnepaTypa ¢ Boaa 3a uHkekuuu, 0,9% dusuonoruyeH pasTop, rr0Ko3a/QU3HOIOTHYEH pasTBOp H
[JIFOKO3HM pa3TBopu. KoraTo ca mpuroTBeHH IpU CTPUKTHH aceNTHYHHU YCJIOBHSI B NMPENOPBYHTEIHHTE
pazpesxnanus, XoaokcaH 2 g U MECHA, ¢a XUMHUECKH CTaOUIHU C:

- 0,9% ¢uzronoryyeH pa3TBOp U [IIOK03a/PU3HONOTHYEH pa3TBOP, 33 €AHA CEAMHLIA

TeMIepaTypa;

- BOJIa 3a MHXEKLHH 3a eJHa CeAMHLA B XJIaIUITHHUK;

- 5% pa3TBOp Ha rmoKo3a 3a 24 yaca npu craiiHa TemIeparypa; u

- 0,9% ¢uzmonoruyeH pa3teop 3a 28 AHU NpH cTaiiHa TeMnepaTypa.

6.4 CnenuaJIHH yCJIOBHSI HA CbXpPaHeHHE
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Ja ce cexpansa non 25°C.
Jla ce cbXpaHABa B OPMTMHAJIHATA ONAKOBKA.
Jla ce ChbXpaHsaBa Ha MACTO, HEAOCThIIHO 34 AELA.

6.5 Buau chAbLpKAHAE 32 ONAKOBKATA

I[Tpospaunn dnakonu oT cThJI0 TUI | Wik Tun 111, ¢ 6pomMGyTUNOBa rymena tana u kanauka. OaakoHUTE
ca OMakoBaHH WHIMBHIYATHO B KAPTOHEHA KYTHS.

6.6 CoeunnajHH NpeaANa3HH MEePKH NPH H3XBbPJIAHE H paboTa

[TapenTepannuTe AeKkapcTBEHU NPOAYKTH TPAOBa Aa ce MHCIEKTHPAT BU3YAIIHO NPEAX MPUIOKEHHE 3a
HaJM4Me Ha YacTHLIM U IIPOMSIHA HA LIBETA.

[Ipenu napentepanHo NpHIIOXKEHHME, BEILECTBOTO TPsOBa Aa ObAe HAMBJIHO Pa3TBOPEHO.
IHpunoorcenue:

XoylokcaH 2 g € WMHepPTeH JO aKTHBUPAHETO My OT €H3uMH B udepHHs apo6. HesaBucumo oT TOBa,
Heobxonumo € ¢ mpomykra fa ce paboTH ©Ge30macHO, KaTo CHOTBCTHHTC CBBCTH Ca AAJCHH MPU
®apmaneBTHUHK npeanasHu Mepkd. CyxoTo chabpxkaHue Ha duiakoHa TpsOBa na Objie pa3TBOPEHO BbB
BOJA 32 HHXKEKLIWH, KaKTO Clie/Ba:

1 pnaxon Xonokcan 2 g ce pasteaps B 50 ml Boza 3a HHKEKLIHH.
Brnumanue: KoHuenTpauusTa Ha npuroTBeHus pa3TBop He TpsAOBa na HaaBuiiasa 4%.

Cren ToBa NPUrOTBEHHUAT Pa3TBOP MOXKE Ja Obje:

1. MmxexTHpaH JUPEKTHO BbB BEHATA MU MALUEHT B JIETHAJIO MOJIOXKEHHE,

2. Hudysupan B 5% rioko30-pH3HONOIMYCH pa3TBOP HIIH HOpMasieH (DH3HMOJIOTHYeH pa3TBop 3a 30-
120 munyTH.

3. HmxexTrpan nupekTHo B HHQY3Us Ha Obp3a Karka.

4. [puroteen B 3 X 1 nMTpa r10K030-QU3HOIOrHUEH Pa3TBOP WIIK HOpMaJieH (PU3HOIOrHIEH PasTBOp H

uHby3upaH 3a 24 yaca. Beceku nuTep Tpa6Ba na GbAe NaleH 3a mepuoa OT OceM 4aca M TpaOBa 1a
Ob/le NPUrOTBEH HEMOCPEACTBEHO MPeaH UH(Y3UATA.

MHOFOKpaTHPI HHTPAaBEHO3HH WHXXCKLAKW Ha I'OJICMH JO3U XoJjokcau 2 £ BOJAT A0 JIOKAJIHO Apa3HEHeE.

Korato Xosiokcan 2 g ce u3nonsea karo i.v. 6osyc, NpH Aela, MAlHeHTH C Bb3MOKHO YBPEASHH MUKOYHU
ObTHIIA OT TNPEAXOAHO JIEYEHHE W KOWTO HE Ca aleKBaTHO 3alUTEHH ChC CTAHOApTHA /1032 MeECHA, €
NpEeNOPBbUYUTENHO NPHUIAraHeTO Ha MOBULLEHU NO3U MECHA.

IIpyeMBbT Ha TEYHOCTH NpPHU MALMEHTH HA MEXAWHHA cXeMa TpsAOBa na Obje Hal-Manko 2 iMrpa 3a

24 yaca. TeH kato XojokcaH 2 g MoXe Ja UMa aHTHAUWYpeTHYeH edekT, Moke na Obae Heobxomum
JUYPETHUK 33 OCUTYpsiBaHE Ha afieKBaTHA Uype3a.

Tpsabsa na ce m3npaTu 3a nabopaTopeH aHAIM3 ypUHA MpeqH M B Kpas Ha BCEKM KypC Ha JIEYEHHE, a
nanMeHTsT TpabBa Ja 6b1e HabnoaaBaH 3a AMype3a U JaHHH 33 IPOTEUHYPHS ¥ XEMATYPHs MPE3 PeAOBHH
MHTepBaJId (4-4acoBM, aKO € BB3MOXKHO) Ipe3 nepuoda Ha JiedeHue. IlauumeHThT TpsbBa ga Obie
MHCTPYKTHPaH 3a NPOSBHTE WUIIH CHMITOMHTE, XapaKTEPHH 3a LIUCTUT. XOJIOKCaH 2 g TpAd 0Area
NPH NALIMEHTH C LMCTHUT OT APYra MpHYHMHA 0 M3JICKYBAHETO MY. \
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bopasenero ¢ XonokcaH 2 g W MPUrOTBSHETO My BHWHArd TpsibBa na ObAe B CHOTBETCTBUE C TEKYLIUTE
yka3aHus 3a 6e3omacHa paboTa ¢ UMTOTOKCHYHH MPOLYKTH.

Mozxe na ce pa3sBUAT KOKHH PEeaKLMU MPY HHLIM/IEHTHA eKCMO3MLIUs Ha XO0JI0KCaH 2 g.

HpenoquHTean ca CJICAHUTE MNpearasHu OeHCTBHS Tpu pa60Ta MopaaH TOKCHYHHUA XapaKTep Ha
BCILCCTBOTO:

IlpuroTssane H npuaoxeHue TpAOBa a ce U3BbPLIBA EIUHCTBEHO OT 00yUeH MepcoHal.
bpemeHHu U kbpMauku TpsOBa Aa ce U3KITIOYBAT.

Tpabsa na ce HocAT mpeAnasHa MpecTHIIKA, OUMIA, MAacka H PBKABUIM 3a enHokpaTHa yrnoTpeba ot PVC
WJTH JIaTeKcC.

Tpabra na uma onpeneneHa paboTHA 30HA 3a MPHUrOTBAHC (3a MPCAMOYMTAHC 11O JAMHMHATOPHA CHCTCMA),
PafoTHaTa MOREPXHOCT TpsiGBa Aa OBAe 3amMTeHa ¢ abcopOMpalua XapTds 3a €JHOKPAaTHA ymoTpeda ¢
miacrmacos lpb() PlHLle,LI,UH‘l'UH KOHIAKT C KOXd1ld WK OYN'Ie ‘l‘p}lGB'd Hd CE Iperipd He3d0dBHO C 1oJleMH
KoJinyecTBa Tevamia Boja. Cnen Toa TpsAOBa Ja ce M3MON3BA callyH M BOAA 32 MOBBPXHOCTH, Oe3
JmrasuuHnte. Pazeunanoto TpabRa fa ce OTCTpAHARA ChC CYXM HWITM RIAXHW KhHITH 33 €RHOKPATHA
yrorpeba.

Tps6Ba na ce BHMMaBa NMpH U3XBBPJISIHETO HA BCUUKHW OTNAAHH MaTepuaiu (CIPUHLIOBKH, UIJH M KBPITH 3a
elHoKpaTHa ynoTpeba u jnp.) HM3nom3eaHute npeamerH TpsOBa na 6bOAaT MOCTaBIHU B MOOXOASALIM

obe3ormaceHu KOHTeﬁHepH, IOTOBH 3a YHHIIOX)KABAHEC B NOAXOAAL HHCHHEPATOP Ha BHCOKa TEMIIEpaTypa C
AON'BJIHUTEITHO H3rapsHe.

3a HHCTPYKLMM OTHOCHO Pa3pexIaHEeTO Ha NPOAYKTa [PEM MPHIOKEHHE, BIDKTE TouKa 4.2.

T3 IIPUTEXATEJI HA PA3ZPEINEHUETO 3A YIIOTPEGA

EKO®APM I'PYVIT ALl

yi1. Atanac [lykos Ne29, et.3,

1407 Codus, bearapus

ten: (02) 906 90 70

daxc: (02) 906 90 71

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Perucrpaumonen Homep 9700326

9. JATA HA ITBPBOTO PA3ZPEIIIABAHE/IIOJJHOBSIBAHE HA PAZPEINEHUETO
3A YIIOTPEBA

Hata na mepBo pazpemasane: 21.03.2003

Jata Ha mogHOBsIBaHE Ha pa3pelieHueTo 3a ynorpeba: 15.10.2008

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2023
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