KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. NUME HA JTEKAPCTBEHHA ITPOAYKT

3enren 400 mg Tabnetku

Zentel 400 mg tablets | | | 020// 7 //., é' RN
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2. KAYECTBEH 1 KOJIMYECTBEH ChCTAB o T

Bceska Tabnerka cpabpxka 400 mg anbenaazon (albendazole).

3a N'bJAHKA CITHCEK HA TIOMOIIHHTE BELISCTRA BHOKTE TO4YKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabiierka

bneno opamwkeBH TabiieTkH, 3200/1€HH, NPOALATOBATH, ABOMEC H3IMMBKHAIM ¢ AC/IHTE/IHA YepTa OT ¢AHaTa
cTpaHa ¥ rpasupaHo “ALB 400” ot apyrara crpaHda, ¢ XapakrepeH IIOJ0B apoMar.

4, KJHHHYHH JAHHU

4.1 TepaneBTHYHH NOKAZAHMS

Andennazon ¢ 6eH3MMHBIA3010B KapbaMar ¢ aHTHXEIIMMHTHA H AHTHIIPOTO30MHA aKTMBHOCT CPEITy YPEBHU
M THKaAHHH Napa3ATH.

Ypeau napexnun 1 KoxHa JapBa MATPaBC
KpaTkoTpaHHO IEYeHHE ¢ HUCKH JO3H

AnGeHnas3o e rmokasaH 3a JIeUeHHe Ha CJISHHTE KIMHHYHH CECTOAHUS, IPHYMHEHH OT YyBCTBHTEIIHU
YpEeBHH XEIMUHTH/TIPOTO30H {BXK. TOYKA 5.1 3a NOAPOSHOCTH OTHOCHO YYBCTBHTEIHH XEIMHHTH H
OPOTO30U):

- E"TepobdHo3a;

- AHKHIOCTOMO34 M HEKATOPHO3a,

- XHMEHOJICTICHO34a;

- TeHuoza;

-  CTpOHTHIIOHAO3A;

- Ackapuposa;

-  TpuxypHosa;

- Knonopxo3za u onucTopxo3a (Hudekuun, npuaunend oT Opisthorchic viverrini w/anu Clonorchis
sinensis);

- Koskna napsa MHrpaHc;

- JKupapnnaza (nambimo3sa) npu AcLa.

CHeTeMHHE XeIMMHTHE HADEeKIHH
[IpoaBIKUTENHO IEUEHHE C BUCOKU J03H

AnGenziason e Nnoxasan 3a JeUeHHe Ha CISIHUTE CHCTEMHH XEJIMUHTHY HHQEKIHHU (B,
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nogpOoOHOCTH OTHOCHO YYBCTBHTENIHH XEJIIMHHTHH BUIIOBE).

ExupoKoKo3a

AnGeH1a3071 IOKa3Ba Hak-roigma eQpHUKacHOCT TIPH JICUEHUETO Ha YepHOAPoOHH, HenoapobHH 1
MEPUTOHeANHH KHCTH. ONHATHT NPH KOCTHH KHCTH, KAKTO H ITPH TAKHBA, Pa3ioIoyKeHH B CHPLIETO H B
LHEHTPATHATa HEPBHA CHCTEMAa € OrPaHHY€EH.,

Kuncro3zna exuHokoko3a (npuduHena ot Echinococcus granulosus)

AnbeHzazon ce npwiara Mpy NAUUEHTH ¢ KHCTO3HA €XMHOKOKO3a:

- KOTaTO HE € BE3MOXKHA XMPYPrHY€CKa HHTEPBCHLUS;

- [OPEedH XUPYPrHYecKa HHTePBEHLIHA;

- CNEAOTIEPATHBHO, aKO JICUCHHETO NIpeAN AMPYPTHIECKATA HHTEPBEHLIMA € OWII0 TBBPAE KPaTKoO, aKO
KHCTATA e € CIyKaJla WK, aKO TI0 BpeMe Ha XHPYPruyecKkaTa UHTEPBEHIIMS & OTKpPHE JKU3HECN0Co0Ha
KHCTA;

- CleA NepKyTaHeH ApeHa HA KUCTH ¢ JUATHOCTUYHH WIH TEPaneBTHYHH LIENH.

AJIBeonapna exuHoKoko03a (IpHukHHeHa ot Echinococcus multilocularis)

An6eHaa3on ce [puiiara rnpH NalueHTH ¢ aIBeoIapHa €XHHOKOKO3a:

- npH HeonepabuiHo 3ab0ngranHe, 0CODEHO NPH CTy4Yau Ha JOKAJIHH WIH JAICYHU METACTa3H;
- ¢Jield MaJIMaTHBHA XUPYPriHyHA HHTEPBEHIUA;

- CHEH PAIMKANHA XHPYPruuga HHTSPBCHUMS WK YepHOAPOOHA TpaHCIuIaHTalvA.

Hepponucranepxosa (MH(peKIMd, NpHYHHEHA OT JapeHaTa (GopMa Ha Taenia solium)

AnbeHnazon ce U3MO0I3BA 32 JICUCHKE HA MALKCHTH C:

- COWHAYHH WIH MHOKECTBEHH KHCTO3HH WJIH IpaHyJIOMAaTO3HH JIE3HH HA MO3BUYHUA NTAPCHXHM;
- ApPaxXHOW/IAJIHH WIH HHTPABEHTPHKY/IAPHU KUCTH;

- pALIEMO3HH KHCTH.

Kamunapnosa (HHQekuus, npuurHena ot Capillaria phﬂzppinen&is)
I"'marocToMuo3a (nipuiuHena oT Grathostoma spinigerum v ONA3IKOPOICTBEHU BUIIOBE)

Tpuxureno3a (npuandena ot Trichinella spiralis w T. pseudospiralis)
Tokcoxapoza (mpUurHEHA OT Joxocara canis ¥ Apyry OJIH3KOpOLCTBEHH BHAOBE)

4.2 HNo3upoBKa H HAYHH HA NPRJIOKEHHE

J103HpOBKa

Ypesan uadexunu 1 Koxxna 1apBa Marpanc

He ce u3uckBatr ciellHaHH MpOLEAYPH KaTo JUETHUHE OIPAaHMYEHHA WX NMPOMHBKA Ha CTOMaxa H YepBara.
AKO clep TpH CeAMHUYHO JIEYCHHUE, NALMEHTEHT HE € H3JIeKYBaH, € MOKa3aH BTOPH Kype Ha JISUCHHE.

Hakou xopa, oco0eHO MalKi ASIia, MOTaT Ja W3NMTAT 3aTpyJHEHME NIPH NOrTbiNaie Ha TabneTkure Heny U

TpsabBa J1a C& HaChPYABRAT Ja CABBYAT TAOJIETKHTE C MANKO BOJA, AJITEPHATHBHO TAONETKHTE MoraT Ja ce
HATPOLIAT.




Hudexnusn Bripact Obnuaiina IlpoanuKATEIHOCT HA
i K034 JedeHHeTo
Enrtepobuosa Bb3pacTHU U feta | 400 mg EnnokparHa nosa
| HaJ{ 2 TOAMHN
AHKHIIOCTOMO3a H Jeuaor 1 no 2 200 mg EnHokpatHa nosa
Hekatopuosa TOJTHHH
Ackapunosa
Tpuxypuosa
[TpenrnonaraeMa UM BB3pAcTHH U fena | 400 mg Beaupxk gHEBHO B
NOTBbPACHA HaM 2 FOJUHHA NpOABIDKEeHKE HA
CTPOHTHJIOHI032 3 mocienoBaTe/Hy JHH.
Tenwona B cnyuan Ha gokaszana
XUMEHOJICTICHO34, CE
Xumeranencruozat PEenopbBUBa NMOBTOPHO JICUEHHE
3a 10 10 21 nnm.
KnoHopxo3a BB3pacTHU H feua | 400 mg JlBa ITETH JHEBHO B
Haj 2 roAHHH IPOOB/DKEHHE Ha 3 JHH.
OnucTopxo3a
KoxHa napsa MHrpaHc BB3pacTHH H gena | 400 mg Benumx qHEBHO B
B Haj 2 roauen NpoAB/UKEHHE Ha | o 3 aHH.
Xupapnuaza camo 3a gera ot 2 | 400 mg Benuex qHEBHO B
| (mamOnumo3a) 10 12 roguHn NPOXBJLKCHHE HA 5 JHH.

[lanpeHTH B cTap4yecka Bb3pacT

OnUTET MPH NAHEHTH Ha BB3PACT HA M HAZ 65 TOAMHM € OrpaHHucH. JIaHHUTe MMOKA3BAT, 4 He €
HeoOXOHUMO KOPHTHpaHe Ha A03aTa, BCe MakK, abeHaa3oi TpaOBa Ja ce npHiara ¢ BHUHMaHHe IMPH NalUeHTH
B cTapuecka Bb3pacT ¢ JAaHHHM 3a YepHoApoOHa aucyukuns (Bx. HepHoapoOHo yBpe)xaaHe H To4Ka 5.2).

bropeuHo yBRpekIaHe

T'eii kaTO 6BEO0PEYHOTO EMUMUHHPAHE Ha an0SHAa30 H Ha OCHOBHUA My MeTaboauT - anbengason
CYNOKCHN € HE3BAUUTENHO, € MANIKO BePOSTHO KITHPBHCET Ha TE3H BEIeCTRa Aa ¢ IPOMEHH NpH TaKibBa
naupeHTH. He € HeoOX01uMO KOpPHTHpaHe Ha 103aTa, HO TALMEHTUTE ¢ aHHH 3a OBOpEeUHO yBpeXKaaHe
TpaOBa BHUMATEHO AA C€ MpOCIeAsaBar.

YepHoapoOHO YBpeXKIaHe

Teit kaTo anbengason ce MerabonuzHpa 6bp30 B YepHHSA Jpob X0 OCHOBHMA $apMaKOJIOrHyHO aKTHBEH
MeTabonMT - a1den1az01 cyndoKCcH, ce OUaKkpa YepHOAPODHOTO YBpEXiaHe Ja HMa 3HAYUTEITHU ePeKTH
BbpXY (QapMaKOKHHETHKaTa Ha andengazon cyndokcua. [TauMeHTH, KOUTO 1IpeaM 3ar0uBaHe Ha JIEYEHUE C
anbennason ca HManH OTKJIOHEHHS B pe3yJITATHTE Ha MOKAa3aTenuTe OT YepHoApoObHuTe PYHKIHOHAIHH
W3ciIeABaHUA (TpaHcaMKHAa3K), TpAOBa BHHMATEIHO Aa C€ Ipocie/aBar.

CHcTeMHEA XeIMAHTHE AHpEKIEHA
AnGernaszon TpaOdBa ga ce npueMa 10 BpeMe Ha XpaHeHe (BxK. Todka 5.2).

IMonacTosmemM ONHUTEHET ¢ NPHIOKESHHeTO HA aNOeH1a307 BBB BUCOKH JO3H Npy Aella noa 6-roqumHa BE3pacT
€ orpanunded. I1o Tazu NpHYrHA NpUNOKEHHE NIPH Ta3H BH3PACTOBA rPyNa HE ce NMPenophYBa. 3




Haxou xopa, ocobeHo MaJiKi Aella, MOraT 1a H3NHTAT 3aTpyAHECHHUE [pH MOrbLIIAHE Ha TAONeTKHTE el H
TpAOBa Aa ¢c€ Hachp4aBaT Aa CABBYAT TabJIeTKHTE C MAJIKO BO/4, aJTEPHATHBHO TabJIETKHTE MOTAT 1A Ce
HaTPOLLAT.

Jlo3KTe 3aBHCAT OT BUa Ha Mapa3uTa, TENECHOTO TErio Ha NaldeHTa H TeXecTTa Ha HHQEeKIHATA!

Hnadexnusa TestecHo Ho3za IpoabKHTEAHOCT HA
TerJI0 Ha JCYEeHHETO
NAIMEHTA
Kuctosna > 60 kg 800 mg, Bcekd nen B npoAb/DKeHUE HA
€XHHOKOKO3a IPHJICKEHH KaTO 28 nuu, Jlewenue 3a 28 aHu
IIB€ OTHEJIHH O34 | MOXE 1a C& MOBTOPH CJIE
o 400 mg. 14-nneBeH nepuon O3 NeYeHH e,
<60 kg 15 mg/kg, 33 ODIIO TPH Kypca Ha JIeYeHHe.

MPHIOKEHH KATO
JIBE paBHH JI03H
(MakcUMaliHa
JHEBHA q03a

800 mg).

- Heonepabunnu u 3a leveHHe Ha 4epHOAPOOHH,
MHONCECMBEeHU KUCTY OenoapobHH H MEPUTOHEATHH
KHCTH MOTAT ja O6paat
Ha3sHaYeHH 10 TpH 28-gHeBHH
Kypca Ha JIEYEHHE C
anbeHpazon. 3a KUCTH B
KOCTHUTE H MO3BKa MOXKE Ja ce
H3UCKBa NO-TPOBIDKHTENHO
JICUCHME.

- lipeou xupypeuyecka Ilpenu xupypruyecka
UHMEPBEH YA HHTEPBEHLIAL, KOraTo €
BB3MOXKHO, TpaOBa Ja ce
ripoBenarT aBa 28-AHEBHHU Kypca
Ha fedeHMe. AKo € HeobxoaumMa
XUPYpruvecka HHTEPBEHLIU
IIpeaH 3aBbpllIBaHe Ha JBaTa
Kypca, anbennazon Tpabpa aa ce
[pHIIara Bb3MOKHO HaH-TbJIrO.




Hudexuusn Tesecno Hoza IIpoaABLKATENHOCT HA
TEIJI0 HA JIE9eHHETO
NANHEHTA
- Credonepamusto Koraro opeau xupyprudeckara
UHTEPBEHLIHA € IPOBEIEH Camo
- Cned neprymanen KpaTEK KypC Ha JICUCHHE
OpeHaxc na Kucma (no-manko or 14 gHU) u B
Clly4aHTe, KOrato € HeoOxXoauMa
CreuIHa XMpypruoyecka

UHTEpBOHLMS, afidenazon
TpaOBa Ja ce mpunara
CIENOTIEPATHBHO KATO JiBa
238-1HEBHH Kypca, pa3e/ieHd OT
14 nun 6e3 npueM Ha
anbGenaazo.

OcBed TOBA, KOraTo ¢
YCTAHOBEHO, Y& KHCTHTE Ca
JKU3HECNIOCOOHHU chnen
NpeIONPEPATHBHO JISYEHUE WIH
KOraTo KHCTATA ¢e CIyKa,
TpAORa s1a 6BOaT NPOBEAEHH ABa
IbJIHK KYpca Ha JICYEHHE.

AnBeonapua > 60 kg 300 mg, Beexu a€H B NDpOaBJDKEHUE HA
EXMHOKOK03a' IPHIIOAKEHH KaTO 28 nuu. Kypc Ha nedeHue 3a
ABE PABHU JO3H. 28 muu Moxke Ja Obae
nosropeHo cnex 14-naeseH
<60 kg 15 mg/kg, nepuoy 06€3 eUeHue.
NIPUNOKEHH KATO
ABE PABHM JO3H Moxke na e HeoOXOIUMO
(MakcHMaIHa JISYCHHETO Aa IPOXBJDKH
OHEBHA 1033 MECELIH HWJIH FOIUHH.
800 mg). ITpoasmKUTENHO JIEYEHHE CBC

CHIATATA 034 € MPHJIaraHo 3a
nepruoan oo 20 meceua.t

HeppompcTunepkosa: | > 60 kg 800 mg, Bcexu geH B IpOTbIGKEHME Ha
MPHIOXKEHH KAaTO 7 mo 30 g4, B 3aBHCHUMOCT OT
JIBE€ paBHH JO3H. orropopa. Mose aa Onae
<60 kg 15 mg/ke, HazHaAYeH BTOPH KYpC Ha
MPUIOXKEHH KATO NEeYeHHe ¢ ABYCEIMHYUCH
JIRC PaBHH JI03H MHTEPBAT MEXAY JOIOBHTE
{(MaKcUMaTHa PSKUMH.
JHEBHA J03a
800 mg).
- ITapenxvumnu xucmu | > 60 kg 800 mg, JleuenneTo OOUKHOBEHO
U 2paHyIOMU NPHJIOKEHH KaTO NpOabIKABA Hali-Manko 7 1o 28
JIBE PABHH JIO3H. JHH.
<60 kg 15 mg/kg,

[MPHAIOACHH KaTO
ABC paBHH JO3H

(MaxcHManmHa
JIHEBHA 1034
800 mg).
- Apaxunoudanmu u > 60 kg 800 mg, OGHKHOBEHO 3a Henape
BEHMPUKYIQAPHU KUCTU [PUITOAKEHH KaTo KHCTH € HeoOX0qUMO J1
JABC PaBHHU JIO3H. ripoab/DKeHHe Ha 28 aH

5




Hadexnns Tenecno Ho3a IpoaBIKHTEIHOCT HA
TerJI0 Ha JICYCHHAETO
HanHeHTA
<60 kg 15 mg/kg,
NIPAIOXKEHH KaTO
IBE PABHU 03U
(MakcHMMaITHA
JHEBHA 1034
800 mg).
- Payemosnu kucmu > 60 kg 800 mg, O6HKHOBEHO € HeoOX0ZUMO
TPHIIOZKEHH KATO NICUSHHE 33 Hail-Manko 28 nHwH.
ABe paBHH NO3H. Tosa € NpoABIDKATENHO
<60 kg 15 mg/kg, IeUeHKe, KATO
[PHIIOKEHH KaTO NPOABIDKUTEITHOCTTA CE
IB€ paBHH JO3H onpeaena oT KIHHHYHHA H OT
(MakcAMasHa pagHorpadCcKus oTroBop.
JAHEBHA 1034
800 mg).

' Anpeonapua exunokoko3a: OGHKHOBEHO CE IPHIIATA JICUCHHE 32 28-THEBHH NEPHOMTH, KAKTO MPH KMCTO3HA
€XMHOKOKO03a, KOETO MOXKE Ja PoIb/KH MecelH Wik jopH rofaunn. Hactogiure npocmenasanus
NPEeANONAaraT, 4e el NMPOARDKHUTEHO JISYeHHE BPeMeTO Ha NIPEKHBACMOCT 3HAYHTENHO Ce yabKkasa. 1lpu
orpanyteH Opoii NaMEHTH € YCTAHOBEHO, Y€ IIPOJBJDKHTEHOTO JICUEHUE BOH 0 ITRJIHO H3ICKYBaHe.

“HeppoudcTuiepkosa: [lanMeHTH, JeKyBAHH 33 HEBPOLWMCTHIEPKO3a TPA6BA [a NOMYYaT MOAXONALA
KOPTHKOCTEPHOAHA TEPAIis U aHTHKOHBYJICAHTH, crioped HeodxoauMocTTa. llpenoprusar ce nepopantu
HJIH HHTPABEHO3HH KOPTHKOCTEPHOH 32 NPENOTBPATABAHE HA MO3BYHH XUNEPTOHHYHH €ITH30H 110 Bpeme
Ha ITbPBaTa CeAMMLA OT JIEYECHHETO.

Rudexnus Ho3nposka npn Hpoab/oKaTeIHOCT HA 1€4EHHETO
BB3PACTHH M JEHA
Kanunapuosa 400 mg Bcexd ZicH B mpoxb/okeHne Ha 10 gHu.

# OBUKHOBEHO € HeOOXOHM CaMO €1HH
Kypc Ha JIed€HHe, HO Morar aa Opjar
HA3HAYEHH NOITHIHHTEIHH KYPCOBE, aKo
KIIMHWYHHTE M [APa3HTOJIOTHYHHTE
HAXOIKY OCTaHAT MONMOKWTEITHH.,

['HaTocTOMUO32 400 mg Bcekn neH B npoaemkeHue Ha 10 a0
20 nau. (# BK. no-rope)

TpuxHHeNn03a 400 mg JIBa MbTH AHEBHO, B MMPOABIKEHHE Ha
5 mo 10 quu. (# Bx. IO-rOpe)

Tokcokaposa 400 mg JiBa NBTH JHEBHO, B NIPOIBL/DKEHHE HA

| 5 mo 10 guu. (# Bx. 0o-rope)

[laliMeHTH B cTapuecka Bb3PACT

OnUTHT IIpH NAUKEHTH Ha BB3pacT HAa U HAaJ 65 rOJlMHH € OrpaHH4eH. JJaHHUTE NOKA3BAaT, Y€ He €
HeoOXOAMMO KOPHTHPAHe HA 103aTa, BCe MaK, anbeHnazon TpadBa aa ce npuiara ¢ BHHMaHKe TIpH NTaLHCHTH
B CTapyecKa BL3PACT C IaHHHU 34 yepHoApoOHa muchynkims (k. HepHonpoOHO yRpexaaHe 1 Touka 5.2).

bs6peyHO YRpeXKIOaHe
TeH xaTo OEOpeuHOTO ENUMUANMpaHe HAa aT0eH1a20]1 1 Ha OCHOBHUS My MeTabosuT -~ andbennazo
CYN(POKCHI € HESHAYUTENHO, € MaJIKO BepOATHO KIHMPBHCHT Ha TE3H BELIECTEA A C€ NPo
nauueHTH. He € HeoOXxoauMO Kopurupane Ha [03aTa, HO NallMEeHTHTe C JaHHH 3a OH0per
TpAOB2 BHUMATENIHO Ja Ce TIPoCcnenaBar.,




YepHopoOHO YRpexIaHE

Twit kato anbenaazon ce MetabonH3upa 6BP30 B UepHUAS APod IO OCHOBHHA PapMaKoIOrdvHO aKTHBEH
metabonuT - anbennason cyndokeun, ce o9akea YCPHOAPOOHOTO YBpEsKAaHe Aa HMA 3HAYUTENHH ¢peKTH
BBPXY (hapMaKOKHHCTHKaTa Ha anbennazon cyndokcua. IaiueHTy, KOHTO MPEIH 3aN04BaHE Ha JCYEHHE C
abeH1a30)1 ca UMANTH OTKJIOHEHHA B PE3YJITATUTE Ha YePHOAPOOHHTE (DYHKLIHOHANHH H3C/ICIBAHHA
(TpaHCaMHHa3M), TPAOBA BHUMATEIHO 1A c€ IPOCIeIBaT | JICICHHETO TpA0Ba Ja ce NpeyCTaHOBU, ako
YepHOAPOGHHTE SH3MMH Ca 3HAYMTENHO IOBHIICHH HIIH CTOMHOCTHTE Ha [I0Ka3aTeJIUTE OT ITBJIHATA KPhBHA
KapTHHa ¢& TIOHIKAT 10 KIMHWYHO 3HaYMMO HUBO (BXK. Touka 4.4 u 4.3).

4.3 IlporuBonmokasanns

3eHTen He TpAOBa 1A ce npuiara o BpeMe Ha OpPeMEeHHOCT KM TIPH AKEHH, KOHTO MPEAIIoNarar, 4ye ca
OpeMeHHM.

3eHTe € MPOTHBOIIOKA3aH IPU MALUEHTH C aHAMHE3a 3a CBPBXYYBCTBUTEIIHOCT KbM aN0SHA301 HITH KbM
HAKOE€ OT NOMOLLHUTE BenlecTra, H30poeHH B TOUKa 6.]1.

4.4 Cnenuajnay npenynpexaeHns U Npeana3na MEPKH IPH ynoTpeda
IlpuJsioxkenHe NpH YPEeBHH HHPEKIEN B KOXKHA JIApBa MUTpaHc (KpaTKOTPaiHO IEUEHHE ¢ HUCKH I03H):

C uen Aa ce m3derue npunarade Ha anbeHOA30 Mo BpeMe Ha paHHa OpeMEHHOCT, IPH JKEeHH B JeTEPOIHA
BbL3PAcT, NIEUSHUETO ChC 3eHTen TpAOBa a 3ammo4yHe Npe3 MbpBaTa CeAMHLA OT MEHCTPYaIHHA LMK HiTH
Clell OTPHLATENICH TeCT 3a OpeMeHHOCT.

[Ipu neveHue ¢ andeHAa301 MOXKe Aa C¢ MPOAEBH Beve ChIEeCTBYBAllAa HEBPOIIHCTHLIEPKO3a, OCODEHO B
0011aCTH ¢ MOBMILIEHA YecTOTA Ha HHPEeKIMH ¢ TeHHH. [IpH mauMenTaTe MOrar Ja ce IposBAT HEBPOIOTHYHH
CMMITTOMH, K4TO I'EPUOBe, MOBHINEHO BETPEYEPEITHO HAIATaHe M QOKA/IHHA CHMIITOMH, B pE3yJITaT Ha
BBL3MAIHTENHA PEaKIHA, NPUYMHEHA OT CMBPTTa HA NMApa3suTHTE B MO3BKa. CHMIITOMHTE MOTAT J1a C€
TIPOABAT CKOPO CJIE ICUCHUETO M He3a0aBHO Tpa0Ba Aa ce 3arouHe NOAXO0ASIHa Tepallus C
KOPTHKOCTEPOHIH H AHTHKOHBYJICRHTH.

IIpanoxenne Ipn CHCTEMHHA XeJMARTHH HAPEKIHH (IPOABKHTEIIHO JIeYCHHE ¢ BHCOKH JO3H):

JleucHUETO ¢ aTOSHAA30I € CBBP3AHO ¢ JIEKO 0 YMEPEHO NORHIIABAHE HA HUBATA HA YEPHOAPOOHHUTE
eH3uMH. OOMKHOBEHO YepHOAPOOHUTE CH3UMH C€ HOPMAIIM3HUPAT Cliell CnupaHe Ha jicuennero. [lomydenu ca
CBILO CHLOOILIEHHA 32 XenaTuT (BXK. Touka 4.8). [Ipeau 3armo4ysaHe Ha BCEKM KyPC Ha JIEYeHHE H HAaH-MaJKo Ha
BCEKH JIBE CEIMMIIM 110 BpeME Ha JICUeHHETO TpAOBa Aa Ob1aT MpoBeKIAHH H3CJICBAHNA 34 MPOC/ISAABAHE
Ha yepHOZApoOHaTa QYHKUMA. AKO HHBATA HA YePHOAPOOHHTE €H3UMH Ca 3HAYMTETHO [IOBULIEHH (I0BEYe OT
JBa ITH Ha/l TOPHATA PpaHHLIA HA HOpMAaTa), MpHEMBT Ha anbenaazon Tpabra Ja ce NMPEeyCTAHOBH.
Jleyenrero ¢ andeH1a301 MO>KE Ja 3aTI0YHE OTHOBO, KOTaTO YePHOAPOOHHTE €H3UMH AOCTHIHAT HOPMAJTHK
CTOMHOCTH, HO NNalMEHTHTE TpAORa Ja OBJAT BHUMATENHO HAOMOAaBaHH 3a IIOBTOPHOTO UM NOBHUIABAHE,

YcTanoBeHoO €, ue aJiOcHIa30)1 peIn3BUKBa KOCTHO-MO3bYHA CYNIPECHA, NOPAiH TOBA B HAMAIOTO Ha
JIeYEHMETO H Ha BCEKH JiBe CEAMHMIIM IO BpEMe Ha BCekH 28-AHEBEH KypPC Ha JISUEHHE, TPAOBA Ja ce MPaBy
u3cie/BaHe Ha KppBHaTa KapTHHA. [lanueHTHTe © YepHOAPOOHO 3a06079BaHe, BKIFOUHTEIHO YepHOAPOOHA
€XMHOKOKO34, Ca [10-TI0JAT/IMBH HA KOCTHO-MO3EYHA CyNpecHd, BOACIIA 0 IAHUHTONEHH, arliacTHYHa
aHEeM#s, arpaHyJIoONHTO3a H JIEBKONIEHHA, 38TORA € HeoOXOMUMO BHUMATEIHO NIPOCEAABaHe Ha KPBBHATR
kapTHHa. [IpHeMbT Ha anberaas3on TpaAbBa Ja ce IPeyCTAHOBH, AKO HACTBIH KIIHHUYHO 3HAYUMO
NMOHKKaBaHe Ha Opos Ha KPBBHHUTE KISTKH (BK, Touka 4.2 1 4.8).

3a ga ce H30erHe TpHEM Ha anOeHAA300 110 BpeMe Ha paHHa OpeMEHHOCT, JKEHATE B [t
TpsdBa:
- Jla 3amo4Bar J€YCHHE caMo cliell OTpHLaTeNneH Tect 3a OpeMeHHocT. Tesu TeCToBe/)
MOHE BeTHEXK, NPEIM 32M0YBAHE Ha CIISABALN KYPC Ha JICYECHHE.
- Ja OBAaT NOCHEETBAHH, 12 IpeANPHEMAT SPHKACHU MPEATIa3HH MEPKH 38 KOHTPS
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ACYCHUETO 32 CHCTEMHA XEeIMMHTHA MHMEKIMA ¥ B PAMKHATE HA €I[UH MECell Clell 3aBhPIIBRHE Ha TEUCHHETO
¢ anbeHmasoL.

CHMITTOMH, CBhP3aHH C BBE3NAJMTE/IHA PEAKI[is, PeIH3BHKAHA OT CMBPTTA HA 1apa3HTa B MO3bKa, MOrar Ja
ce MPOABAT NPY NAUMEHTH, IIPHEMALIH anbeHaa30 3a JICUCHHE Ha HEBPOIHCTHIEPKO3a (Harp. TEPYOBE,
[OBHIIICHO BBTPEYESPEIIHO HATATaHe, (GOKAIHH CUMNTOMHU). Te Tpabpa fa ce NeKyrar ¢ Hogxodsua
KOPTHKOCTEPOMAHA TCPaHA H aHTUKOHBYJICaHTH. IIpenoppyuBar ce nepopaHH HIH HHTPABEHO3HH
KOPTHKOCTEPOHIX 3a NPeIOTBPATABAHE HA 1iepeOpanHi XMIICPTOHHYHH eNMU30aH 110 BpEMe HA MhpBATa
CeIMHIA OT JICIEHHETO.

[1py neueHue Ha NaUMEHTH ¢ anOeHIA30I1 3a IPpYTH 3a00sIBaHus, MOXE JA C€ NPOSBH NpeIlIecTBala
HEeBPOLMCTULIEPKO3a, 0CO0EeHO B 00acTi ¢ NOBWIUEHA YecToTa Ha uHdexnyn ¢ TeHun. [Ipy manyentare
MOTaT Aa C€ IpOABAT HEBPOJOTHYHH CUMIITOMH, KaTO TEPHOBE, IOBHUIEHO BETPEYEPENHO HAIATaHE U
(dOKATHH CHMITTOMM, B PE3YJITAT HA BH3NAINTENIHA peaKuHA, IPHYMHEHA OT CMLPTTA HA [Iapa3UTHTE B
Mo3bka. CHMITOMHTE MOrar Aa ce MpOsBAT CKOpO Ciiefl IeUCHHETO H He3a0aBHO TpAOBa Aa ce 3anoyHe
MOAXO/IA1Ia Tepalius ¢ KOPTUKOCTEPOHAH H AaHTHKOHBYJICAHTH.

4.5 B3auMojeHCTBHE ¢ JPYTH NeKAPCTBEHH NPOAYKTH H APYrd GopMe HA B3aAMOJeHCcTBHE

Cr00LIABAHO €, Y€ [IMMETHANH, NIPA3HKBAHTE H ICKCAMETa30H [IOBHIIABAT IUIA3MEHHTE HMBA Ha
MeTa0onKTa Ha andeuaa3zon, OTTOROPEH 34 CUCTEMHATA ehHKACHOCT Ha NIPORYKTA.

PuronaBup, peHUTOHH, KapbamaselnuH B PeHodapduTal MoXKe Aa MMAT IIOTEHLHAT Ja HAMAIAT IUIa3MEHHTE
KOHIEHTpAllMY Ha aKTUBHHS MeTabonuT Ha anbennaszol — anbeHazon cynpokcut. KnuHHYHOTO 3HAYeHHE
Ha TOBa HE € H3BECTHO, HO MOXe /13 A0BeIIE A0 OHIPKABaHe HA €QHKACHOCTTA, 0CO0EHO0 NIpH IeYCHHE Ha
CHUCTEMHH XeNMUHTHHU UHbekUuH. | laumedTuTe TpsOBa ga Ob4aT npocaeasiBaHd OTHOCHO €(HKAaCHOCTTA H
MOXKE JIa C€ HY>KAa4T OT aJITCPHATHBHH JIO30BU PEXXUMH HIIH TEPaHH.

4.6 DepTHINTET, OPEMEHHOCT H KhpMeHe

bpeMeHnocT
AnbeHaason He TpAOBA Aa ce MpUiara no Bpeme Ha OpeMEHHOCT MK TIPH JKEHH, KOHTO MPEANoarar, 4e ca
OpemeHHHU (BxX. Touka 4.3).

KspMeHe
He ca Hanu4HM JOCTATHYHO JAHHHM 3a MPUIOKEHHE Ha anbeHAa30N 110 BpeMe Ha KbpMeHe I[Py Xopa H NpH

XKHUBOTHH.

4.7 EdekTH BbpXy cnocobaocTTa 33 modupane 1 padora ¢ MAmMHHK

He ca npoBexxaaHH NPOYUBaHUA 332 YCTAHOBSIBaHe Ha e(ekTa Ha ajnbeHAa30]1 BEPXY coCODHOCTTA 32
modupane win paboTa ¢ MalMHK. BBrpeky ToBa, 0 BpeMe Ha odHpaHe WK paboTa ¢ MalluHy, TpaOBa
Ia ce MMa NpeaBH, Ye € choOILIaBaHo 3aMaliBaHe TIPH JISYEHHE ¢ anbeHaa301 (BK. TO4KA 4.8).

4.8 Hexeaanu JeKAPCTBCHH PeaKNHU

H3nos3eady ca JaHHH OT OONIMPHH KIMHHYHH MPOYUBAHHA, 34 OlIpe/ie/IMHE HAa YECTOTATA HA HEXKEIIaHUTE
peakiHH OT MHOTO YECTH JO PSIKH. YecTOTHTE HA RCHUMKH IPYTH HeKENAHH PeakUMH (T.€. TaKuBa,
HaOmomapanu npu < 1/1 000), ca onpeneseHE OCHOBHO B PE3YJITAT HA IAHHUTE OT NOCTMAPKETHHIOBOTO
HaOIIOAeHHE H 1O Ta3H MPHYHHA ce OTHACAT MO-CKOPO A0 NOKIAABAHATA, OTKOJKOTO N0 ACHCTBHTEIHATA

HECTOTA.




Hznon3eana € cnejaHara KNacHQHKAIMA HA YeCTOTATa HA HEXKE/TAHUTE PCaKLHK:

Muoro uectit: > 1/10

Yectu:; > 1/100 mo < 1/10
Heuectu: > 1/1 000 g0 < 1/100
Peaxu: > 1/10 000 no < 1/1 000
Mpuoro peaku: < 1/10 000

IlpanokenHe NpH YpeBHE HEPEKIHAH H KOXKHA JIapBa MATrpaHe (KpaTKOTpaHHO JIeYeHHE ¢ HUCKH JI03H):

Hapymenusi HAa MMYHHATA CHCTEMA
Penxi: Peaxiivi Ha CBPBXUYBCTBUTENHOCT, BKIIFOMUTENHO ODPUMB, IPYPUTYC U YPTHKAPHA

Hapymenns Ha HepBHATA CHCTEMA
Heuectu: [1apo0onye ¥ 3aMasHocT

CToMamHO-YPEBHH HAPYIIECHHSA
Heuectu: CUMIITOMH OT CTpAHA HA MOPHUTE OTASNA HA CTOMALIHO-UPERHMA TPAKT (HaLp. eNUracTpaiHa Wik

KopeMHa 6051Ka, raficHe, NOBPhILAHE) M AHAPHS.

XenaTo-0HIHAPHHE HADYMICHUN:
Penxu: IloBHinaBane Ha cTORHOCTHTE HA HEPHOPOOHHTE SH3HMHU

HapymieHas HA KOKATA H NOJKOKHATA ThKAH
MHuoro peaku: Epurema myntudopMme, CHHAPOM Ha Stevens-Johnson

IIpunosxkedAre XpH CHCTEMHA XeJIMHHTHR nideKnun (IPOXB/DKHTEIHO JEYCHHe ¢ BUCOKH TO3H):

Hapymennsi Ha KpBBTA B JuM(pHATA CACTEMA
Heuectu: JleBkoneHus

Mmuoro peaxu: IlannuroneHus, arulacTHYHa aHEMMA, arpaHyJIOINATO3a
[NauwmeHTH ¢ YepHOAPOOHO 3a00/19BaHe, BKIIFOUNTETHO YEPHOIpOoOHA eXMHOKOK03a, Ca NMO-MOAATINBU Ha

KOCTHO-MO3BYHA CylipecHs (BXK. Toyka 4.2 u 4.4)

Hapymenus Ha HEMYHHATA CHCTEMA
HeuwecTy: Peakiyin Ha CBPBXYYBCTBHTEIHOCT, BKIIIOYUTENTHO OOpUB, NpYPHTYC U yPTHKAPHS

Hapymenusl Ha HEPBHATA CHCTEMA
Mmnoro gecti: ['nasoSosine

YecTu: 3amasHOCT

CroMamno-9peBHH HAPYMIEHHS
Yecru: CroMalllHO-IPEBHH HApYIIleHHd (KopeMHa 00MKa, rajicHe, NOBPBINAHE )

CroMalHO-4YpPeBHHTE HAPYLICHHSA Ca CRBP3aHH C NpreMa Ha anbeHIa30 110 BpeMe Ha JIeUEHHE Ha MAlHEHTH
C eXHHOKOKO3a.

Xenaro-OnnuapHn HAPYIIEeHHSA
Mmuoro yecTH: Jleko 10 yMepeHo NOBHIIaBaHe HA HHMBATA HA YepHOAPOOHHUTE €H3UMU

HeyecTr: XeaTT

Hapymenns HA KOKATA H NOXKOKHATA THKAH
Yectr: OOpatuMa anoneips (M3ThHABAHE Ha KOCATA U YMepeHa 3aryda Ha Koca)
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Mmuoro penxu: Epurema myntugopme, cHHapoM Ha Stevens-Johnson

O0mu napymenns 4 eJeKTA HA MACTOTO HA IPHIOKEHHE
Yectu: [TopHiieHa TeMIiepaTypa

CpobmaBaHe Ha MONO3MPaHH HEXKETAHH PeaKIIiU

CpobLiapaHeTo HA MOJIO3MPAHK HOXXENIAaHW PCAKIIUK Ce/l pa3pelIapane 3a ynoTpeda Ha NeKapCTBEHEA
NPOAYKT € BaXKHO. ToBa M103BOJIABA Aa NPOAB/DKHA HAbMIONEHHETO Ha CHOTHOLIEHHETO TT0/I3a/PHCK 34
JeKapcTBeHUS NpOoAYyKT. OT MEIUIIMHCKWITE CIIELHAMCTH €€ M3MCKBA J1a ChoOILABAT BCsKa [I0403MpaHa
HeXeana peakis Ype3 HAUHOHAIHA CHCTeMA 34 ChobIaBaHe:

H3nbnHuTETHA arcHIEs 110 JeKapCeTBaTa
yiL ,.Jdamsu I'pyes” No 8

1303 Codus

Tel.: +359 2 890 34 17

yeOcaiiT: www.bda.bg

4.9 Ilpegozmpane

lIocensamure Mepku TpsAOBa Aa ca B CHOTBETCTBHE ¢ KIIMHUYHATA NPAKTHKA WIH KaKTO C€ [IPEophyBa OT
HALHOHANHUA UEHTHP 10 OTPAaBSHUA, HPU HAJIHYHME HAa TAKBB LHCHTHP.

5. @APMAKOJOI'HYHYM CBOUCTBA

5.1 dapvMakogEAAMUYIHE CBOHCTBA

ATC kom: PO2CAO03

MexanniobM Ha JelCTBUE

Anbennaszon e 6eH3MMHMIA30/I0B KapbaMaT ¢ aHTHIPOTO30HHA H AHTUXEJIMUHTHA aKTHBHOCT CPELy YPEBHH
U TEKAHHH Napa3suTu. AI0eHa3051 MposBABa JapBUIIHAHA, OBALIMIHA U BEPMHLMAHA aKTHBHOCT M c€ CUUTA,
ye YNpaxHiABA AHTHXCIIMHUHTHHA CH €EKT Ype3 NMOATHCKAHE Ha NoMHuMepH3al[iaTa Ha TyOYIIHH. Tosa
[pHYMHABA HApylllaBaHe Ha MeTaboIN3Ma Ha XEIIMHHTHTE, BKIIOYMTEIHO HAMAJIIBAHE HA CHEPryuaTa, KOETO
00e3nBIKBa, 4 ClIeH TOBA YOHBa YyBCTBHTEIHUTE XCIIMHHTH.

Ypesnn aadexunn 1 Koxna gapsa Murpasc

AnbeHna3on € akTHBEH CpeLLy CASAHUTE YpeBHH NapasHTH:

Hemaronn

Ascaris lumbricoides (KpBIIIU YepPBEH)

Trichuris trichiura (KaMILIUYECT YepBeit)

Enterobius vermicularis (OCTpHIH 1 HUIIKOBUAHE YEPBCH )
Ancilostoma duodenale (dyepBen ¢ KyKUIKH)

Necator americanus (4epBeH ¢ KyKHYKH)

Strongiloides stercoralis

YepBeu ¢ KyKUUKH, KOUTO TIPHYMHABAT KOXKHA JIapBa MUIPAHC
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Hecroan
Hymenolepsis nana
Taenia solium
Taenia saginata

Tpemaronn
Opisthorchis viverrini u Clonorchis sinensis

IIpoTo3on
Giardia lamblia (unmecmunarna WM OyoodeHanta).

CHcTeMHH XeJIMAHTHH HHPEeKIUA

AnbGenpazon e eHKaceH NMpHY JCYCHHE Ha ThKaHHU Mapa3uTH, BKIKYHTEIHO KHCTO3HA €XHHOKOKO3a U
aJIBEOIApHA EXMHOKOKO3a, MPHIMHEHH, ChOTBETHO OT HHdecTalma Ha Echinococcus granulosus n
Echinococcus multilocularis. Anbennazon e edukaceH CpLIO H [IPYU JICYSHHE Ha HEBPOLUCTHLIEPKO34,
npu4HHEHa oT HHecTanka Ha apBHaTa GdopMa Ha Taenia solium, xanunaprosa, npuuvnera ot Capillaria
philippinensis 1 rHATOCTOMHO3a, IPHYHHEHA OT MH(ecTauua Ha Grathostoma spinigerum.

YCcTaHOBEHO €, Ue NpH JIeyeHHE Ha TIAIIHEHTH ¢ KUCTH (TIpH KIHHAYHA NpOYYBaHHA), IPHYHHEHH OT
Echinococcus granulosus, anOeHaazol epajiKupa KMCTATE KW 3HAUUTEIHO HAMANABA pasMepa UM IIpH 10
80% OT maLMeHTHTE.

Koraro ciien nedenne ¢ anbeHaa30 KHCTHTS ¢a H3C/IeBaHA 3a ku3HecnocobHoct, 90% or 1ax ca
HEXKMU3HECMOCOOHH NpH 1abopPaTOPHH IPOYUYBAHKMSA HITH NMPM NPOYYBaHHA € XKHBOTHM, B CpaBHSHHE C €/1Ba
10% ot HenexyBaHWUTE KHCTH.

[Ipx neaeHueTO HA KUCTH, PHYUHERH OT Echinococcus multilocularis, majika 4acT OT MalIHCHTHTE C&
CUMTAT 3a& H3NEKYBaHH, a [IP4 MHO3HHCTBOTO OT THX € HACTBIIWIO NoJCOPEHHE HIIH CTAOHIN3HpaHe Ha

3&60J'[HEEIHGTO, ABIGKAIIO ¢ Ha JTCUCHHACTO C ﬂHGeIﬂIﬁBOJ].

5.2 (PapmMaxOKHHETHYHH CBOHCTBA

AbcopOums
[Ipu xopa ciex mepopaneH npHeM andeHaazon ce abcopOupa B HHCKa cTelieH (IIo-Maiko ot 5%).

CHcTeMHHAT dapMaKoIorHueH edekT Ha amOeHaa30) ce YBEINYaBa, aKko J03aTa € IMPHITOXKHU 3a€/THO C
XpaHa, 6orara Ha Ma3HHHH, KOETO YBeJH4aga abcopOuuara ¢ npubIH3UTENTHO MIET ITBTH.

Pasnpenernenue

JoxnaneaHo e, ue cies NepopaiHo MPWIOKEHHE Ha eauHu4Ha 1032 ot 400 mg anbenpason,
(hapMaKoIOTHYHO AKTHBHHAT META0OIHT anbeHnazoN cyabOoKCHN, OCTHrA [UIA3SMEHN KOHLIEHTPALkH OT 1,6
oo 6,0 micromol/l, KOorato € NpyeT MO BpeME HA 3aKyCKa.

buorpancdopmariys

AnGennason 6Bp30 NPeTHPILIBA CKCTEH3UBEH MeTab0H3EM [IPH IbPBO MPEMHHABAHE NMPE3 YE€PHHA ApoD, H
oOMKHOBEHO HE Ce OTKpHBa B Mmna3MaTta. IIspBHYHEAT MeTabonuT € anheHJa30i1 CYIIPOKCHI, 38 KOHTO ce
CYHTA, 1€ HMA OCHOBHO 3HAYEHHUE 33 e()UKACHOCTTA CPEIy CHCTEMHUTE ThKaHHK HHQEKIHH.

EnvmHuHKEpaHe

[InazMeHHAT OMYKHBOT Ha andenaason cyndokcuy ¢ 8,5 yaca.
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Anbennazon CyadokcHI H METaOONUTHTE My C€ ENMUMHHHPAT NPEIUMHOQ YPE3 AKJTBUKATA, KATO CaMO MAJKa
4acT ¢€ YCTAHOBiIBA B YpHHATA. /[0Ka3aHO €, 4e HAKOJIKO CEAMHLHM CIIeJT IPOABDKUTEIHO JIEUeHHE ¢ BUCOKA
J034 HACTBIIBA CIMMHHHPAHE OT KHCTHUTE.

Cnenuanay rpynn nanuedTd
IlanneHTH B CTApYecKa Bh3pacT

Bonpexn ue He ca NpOBSKAAHH [IPOYYBAHHA 34 e(ekTa HAa Bh3pACTTa BBPXY (PapMakOKHHETHKATA HA
anbeHgazon CyNpOKCHA, TaHHH OT 26 MAUMEHTH ¢ XMAATH/IHHA KHCTH (10 79 rojuHK) mpeanojarar
(hapMaKOKMHETHKA, I0A00HA Ha Ta3M MpPH 34paBH MIagH JHLA. bpoAT Ha NalMEHTHTE B CTApYECKa BB3pacT,
JIEKYBaHM 3a XHAATHUAHO 3a00/I9BaHE HNH 3a HEBPOUMCTHLIEPKO3a € OrPaHHMYEH, HO HE Ca YCTAHOBEHH
npobiieMH, CBBP3aHH C MO-BH3PAaCcTHATA TTOITYJIALIAA.

BrLOpedno yBpexgane

(DapMaKOKHHeTHKaTa Ha anfeHaa30 NpH NaldeHTH ¢ yBpeacHa 0n0peuna $hyHKilMA HE € TPOyYRaHa.
YepHoapoOHO YBpeKIaHe

(DapMakOKHHETHKATa Ha abeHaa301 IPH MAalHEHTH ¢ YEpeleHa YepHOoApOoOHa (DYHKIIHA HE € [IPOyYBaHa.
5.3 IlpexxnnHnYHN AAHHA 32 0€300ACHOCT

IlokazaHo ¢, 4e anbeHa30/ € TEPaToreHeH U eMOPHOTOKCHYEH TIPH TUTHXOBE H 3aiiuM. B uzcnenpanus in
vivo U in vitro (BKJL TecT Ha Ames inactivated and activated) HaMa naHHH 33 MyTar¢HeH WIH NeHOTOKCHYEH
¢exT Ha anibeHmazon. B prirocpoynyTe mpoyvyBaHHs 32 TOKCHYHOCT, IPOBEZICHH IPH ILTHXOBE H MHIIKH C
aHeBRHH 034 40 30 MBTH Haj NpenophyYBaHHTE NPH X0pa, He ca HabnmioaaBalH TYMOPHH (GOpMALIHH,
CBBP3AHHU C JICYEHUETO.

6. PAPMAIIEBTHYHU JAHHH

6.1 ChnHcebk Ha NOMOIDHATE BeIECTRA

JlakT03a MOHOXHAPAT
MukpoKpucTAIHA 11eayno3a
[lapeBHYHO HHILIECTE
KpockapmMmenosa HaTpHH
[Torugon (K30)
Hatpuer naypuincyndgar
CBHCET XKBATO 1K
3axapUH HATPHH
Marnesunes cTeapar
Bkyc Ha BarHIHSA

Bxyc Ha Mapakys

Bxy¢ Ha mopToKa

6.2 HechbBMECTHMOCTH
HeopuioxkumMo
6.3 Cpox Ha roxHOCT

5 roMaxn
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6.4 Chennannn yc/l0BHS HA ChXPaHeHHE

Toszu nexapcTBeH NPOAYKT HE M3HCKBA 0CODEHH YCIIOBHS 33 CHXPaHEHHE.

6.5 Bua B chAbLpKAaHHE HA OIAKOBKATA

PVC/PVAC amymunuesn OamcTepd, chabpxkalld | tabiaerka win 100 Tabnerky (1 Tabnerka B 6nmctep) B
ONMaKOBKa.

[TomumponuneHoB kKoHTEHHEpP ¢ MOJHETHICHOBA Kanauka, chAbpxka 60 TabneTkH.

He Bcuukm BMI0BE OMAKOBKH MOTAT Ja ObJaT ITyCHAaTH B IIpofaxba.

6.6 Cpennajue NpeIna3HH MEPKH OIPH H3XBbPJIsTHE H padora

HeW3non3gaHUAT JEKAPCTBEH MPOAYKT WK OTMATEYHUTE MATCPHANH OT HETO TPAOBA 13 ce U3XBBPIIAT B
CbOTBETCTBHE ¢ MECTHUTE M3HCKBAHMA.

7. NPUTEXATEJ/I HA PASPEIIEHHUETO 3A YIHOTPEBA

I'makcoCmutKnaitn EQO/]

oyn. Hapurpancko moce Ne 115 T,
Codwus 1784, boarapug

8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA

Ne 20110176

9. JATA HA ITbPBO PASPEINABAHE/TIO/JTHOBABAHE HA PASPEINIEHUETO 3A
YIIOTPEBA

Hata Ha nppBO paspeinaBade: 22 mapt 2011 r.
Hara na nocnegHo noaHOBsABaHe: 23 Mapt 2016 T.

10. JATA HA AKTYAJH3UPAHE HA TEKCTA
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