KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
1. NUME HA JIEKAPCTBEHHUA ITPOAYKT

3enten 400 mg TabneTku

Zentel 400 mg tablets 72 DI7 O/ }E

2. KAYECTBEH U KOJIMYECTBEH ChCTAB FO2/ | 7 -1U- LU
Besika tabnerka cvabpika 400 mg anbennason (albendazole).

[lOMOLIIHK BE€1LIECTBA C U3BECTHO J1IEUCTBUE:

Besika TabnieTka cbabpika 1akTo3a, O€H3UIOB aJIKOXOJ1, MPONMUIEHIIMKOI, a300arpusio cbHeeT KbiaTo FCF
(E110).

3a NbJAHUA CMTUCHK HA MOMOILIHUTE BeLIECTBa BHKTE Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

Tabnerka

baenoopankeBu TabieTkH, 3a00/1€HH, NPOABLITOBATH, ABOWHOM3MBbKHAIIM C J€JIMTE/IHA YepTa OT e/HaTa
cTpaHa v rpasupaHo “ALB 400 ot apyrara ctpaHa, ¢ XapakTepeH ri0/J10B apoMar.

4. KJUMHUYHHU JAHHHA

4.1 TepaneBTHYHH NMOKA3AHHS

AndeHna3on € 6eH3MMKAA30/10B KapbaMaT ¢ aHTUXE/IMMHTHA M @HTHITPOTO30MHA aKTHBHOCT CpeLly YPEeBHH
U TbKaHHU Mapas3uTH,

UYpesnn nndgexnun u Koxxna napsa Murpauc
KpaTtkoTpaliHO leyeHHe ¢ HUCKH J103H

AnbeHaa3os1 e nokasaH 3a JIeYEHHE Ha CIICIHUTE KIIMHUYHU ChCTOSHUSA, MPUYUHEHHU OT YyBCTBHUTE/HH
YPEBHHU XEJIMHHTH/TIPOTO30M (BK. TOUKa 5.1 32 noApOOHOCTH OTHOCHO YYBCTBUTE/IHH XEJIMUHTH H
[MPOTO30H):

- EHTepobuo3a:

- AHKHJIOCTOMO3a U HEKATOpPHO3a:

- XMUMEHOJIENCcHo3a;

- TeHwuo3a;

- CrpoHrunounosa;

- AcCKapuj03a;

- Tpuxypuo3sa;

- KnoHopxo3a u onuctopxo3sa (MHpekuuu, npuurHenu ot Opisthorchic viverrini w/wnan Clonorchis
SInensis).

- KoskHa napBa Murpasc;




- JKwupapawnaza (namMbnno3a) npu geua.
CucTreMHH XeIMHHTHH HaEpeKIHH
[TpOABLIIKHUTENHO NEeYeHHe C BUCOKH N03H

AnbeHaazoin e noxkasaH 3a JieYeHHe Ha CNeHUTE CHCTEMHH XEIMHHTHU WHPeKUHH (BXK. Touka 5.1 3a
NnoaApoOHOCTH OTHOCHO YYBCTBUTENHH XENMHHTHH BHIOBE).

ExHHOKOKO3A

AnOeHna3on nokassa Ha-ronaMa eUKacHOCT NPHU NIEUEHHETO Ha YEPHOAPOOHH, HenoapobHu U
MEPUTOHEATTHH KHCTH. ONMTET NPH KOCTHH KUCTH, KAKTO U MPH TaKKBa, Pa3noNoKeHH B ChPLIETO H B
UEHTpA/IHATa HEPBHA CHCTEMA € OrpaHHYEH.

KuncTo3na exuHokoko3a (npuunHena ot Echinococcus granulosus)

AnbBeHnason ce npuiara rnpH NauHeHTH ¢ KHCTO3HA eXHHOKOKO03a:

- KOraTto He € Bb3MOXXHa XHPYPrudecka HHTCPBEHLMA;

-  MNpeln XUPYPruyeckKa UHTEPBEHLIUS;

- CNeJONepaTHBHO, aKo NEUCHUETO NMpEAN XHPYPruyeckaTa HHTEPBEHLHA € OWN0 TBbPAE KPaTKO, aKo
KHCTaTa C€ € CITyKasna UK, ako Mo BpeMe Ha XHPYpPruyeckata HHTEPBEHUHS CE OTKPHE XH3HECNOCOOHA
KHCTa;

- ClleA NepKyTaHeH APEHaXK HA KUCTH ¢ JHArHOCTHYHU WK TEPANEeBTUYHM LIENTH.

ANBe0JIApHA €XHHOKOKO03a (npuuvHeHa ot Echinococcus multilocularis)

AnbeHpason ce npunara Nnpy NAUKEHTH C AJIBE€0JIApHA eXHHOKOKO3a:

- NpH HeonepabuinHo 3abonsBaHe, 0coOeHO NPH CIyYaH Ha JIOKAUTHH HIH JalIeMHH METACTa3H,
- ClleA NajiHaTHBHA XUPYPrudyHa HHTEPBEHLUS;

- CNheld paAMKanHa XupyprudHa HHTEpBEHUHS WIH YepHOAPOOHa TPAHCINAHTALIUA.

Henpouncruuepkosa (MHpeKUHs, IpUUXHEHA OT NapBHaTa dopma Ha Taenia solium)

Anbennasos ce H3non3ea 3a JICYEHHUE HA NALMEHTH C:

- CAMHHYHH WIH MHOXKECTBEHH KUCTO3HH MK MPaHYJIOMATO3HH JIe3UH HAa MOZBUHHS MAPEHXHM;
- apaxHOMAANHH UIIH HHTPABEHTPUKYJIAPHH KHCTH;

- pPaLEeMO3HH KHCTH.

Kanunapwosa (MHdekuus, npuunnena ot Capillaria philippinensis)

I'naTtocTomuo3a (nprunHeHa ot Gnathostoma spinigerum v 6IM3KOPOACTBEHH BUI0BE)
Tpuxunesnosa (npuunHeHa ot Trichinella spiralis v T. pseudospiralis)

Tokcokaposa (npuurneHa ot Toxocara canis v Apyri GAU3KOPOACTBEHH BUAOBE)

4.2 [do3upoBxa ¥ HAYHH HA NPUJIOKEHHE

o3upoBpka

Ypesnn andexunn v Koxkna napsa murpanc
He ce u3McKBaT cnelHanHy Npoueaypy KaTo JHETHHHH OrpaHHYeHHR WM MPOMUBKA Ha CTOMAaXa M 4epBarTa.

AKO Cliefl TPH CEIMHYHO JIEYEHHE, TIALIHEHTLT HE € W3NIEKYBaH, € NOKa3aH BTOPH KyPC Ha JIeYEHHE




HATPOLLAT.

Hudexuun Bb3pacrt Ob6uuaiina I[IpoaBLIKHTETHOCT HA
034 JCYEHHETO

Entepobuo3a Bb3pacTHU U Acua | 400 mg EaHokpaTtHa fo3a

Hajd 2 FrOAWHH
AHKHNIOCTOMO3a U aeua ot | no 2 200 mg EnHokpaTHa no3a
Hexatopuosa rOAUHH
Ackapuaosa
Tpuxypuosa
[Ipeanonaraema Miu Bb3pacTHH U acua | 400 mg BeaHbx gHeBHO B
NOTBLPJACHA Haa 2 rOAUHH NpoabKEHHE HA
CTPOHFUNOHA03a 3 nocneaoBaTeNHH JHH.
TeHuo3a TB cny4au Ha nokazaHa

XHMEHONENCHO34a, ce
XuMeHonencuosat [penopbLYBa NOBTOPHO IEHEHHE
3a 10 no 21 gHwm.

KnoHopxo3sa BBL3pacTHU H acua | 400 mg JBa NbTH AHEBHO B

HaJ 2 roAuHY NMPOABLIKEHHUE HA 3 AHM.
Onucropxosa
KoykHa napsa MArpaHc Bb3pacTHU 1 Acua | 400 mg BenHbx nHeBHO B

Haja 2 rOAWHH NpOoABLDKEHUE Ha | 7o 3 nHu.
Kunpapanasza camMo3a neua ot 2 | 400 mg BeaHbX IHEBHO B
(nambiinosa) 10 12 roavuu MPOABIKEHHE HA 5 IHM.

[TaumeHTH B cTapuecka BL3pacT

OnuThT NpH NALKMEHTH Ha BB3PACT Ha ¥ Haa 65 roanHu e orpannyeH. JJaHHUTE MOKa3BaT, ye He e
HeoOXOAHMO KOpUTHpaHe Ha 103aTa, Bee nak, anbeHaazon TpadBa na ce npuiara ¢ BHUMaHHUE NP NaUHEHTH
B CTap4€CKa Bb3pacT ¢ JaHHH 3a YepHoapoObHa AncPyHkuma (Bx. UepHoapobHo yBpexaaHe U Touka 5.2).

b1OpeyHO yBpeaaHe
Twh kaTo 6BOpeHHOTO eNMUMKHMpaHe Ha anbeH1a30/1 U Ha OCHOBHUS MY MeTabouT - anbengason

CYA(OKCH], € HE3HRUNTEIHO, € MAJIKO BEPOATHO KJIMPBHCHT Ha TE3H BELLECTBA Ia Ce NPOMEHM MPH TaKHBA
nauueHTH. He e HeoOxonmmo kopurupane Ha 103aTa, HO MALMEHTUTE ¢ JaHHH 3a 6BLOpeUHO yBpexkaaHe
TpaOBa BHHMATENHO Aa ce NPOCNenaBarT.

YepHoapoOHO yBpexKaaHe

TbH kaTo andeHaason ce Metabonnzupa 6bp30 B UepHHA APOO 10 OCHOBHHSA (PAPMAKONIOTHUYHO aKTHBEH
METadOJIUT - anbeHaas3on CyNQOKCHA, CE O4aKBa HEPHOAPOGHOTO YBPEKIAHE 12 UMA 3HAYHTENHH edekTH
BbpXy papMaKOKHHETHKaTa Ha anbeHaaszon cyndokcna. [TalneHTH, KOMTO NPEaH 3ano4BaHe Ha JIEUYEHUE ¢
anbeHna30N ca UMaJTH OTKJIOHEHHS B pe3yJITATHTE Ha MOKA3ATENHTE OT YEPHOAPOOHUTE DYHKUHOHATHH
M3CNEABAHUA (TpaHCaMHHAa3K), TpA6Ba BHMMATENHO Aa Ce MPOCTeNABAT. |

CHcTeMHH XeJIMHHTHE HHpEKINH
Anbenpaason TpsaOBa aa ce rnpuemMa 1o Bpeme Ha XpaHeHe (BXK. Touka 5.2).

[MoHacToALEM ONUTLT ¢ NPHNOKEHHETO HA aNBEH1Aa30/ BB BUCOKH JO3H NMPH AeLa




€ OIrpaHH4YCH. [To Ta3m MPpH4YHHAa [IPHUA0KEHHKE [IPH Ta3H Bb3paCTOBA I'pyria HE CE Npenopsn4Ba.

Hsxou xopa, oco0eHO MaJik1 Aeua, MOrar Ja U3NMTaT 3aTPYAHEHHE MPH TNONTbIIAHE HA TAOAETKUTE LEeH K
TpadBa Jla ce HaCbp4asaT Ja CAbBYAT TAONETKHUTE C MANTKO BOAA, ANTEPHATHBHO TaBNETKUTE MOTaT Aa ce

HATPOLLAT.

IIO?!HTE 3aBHCAT OT BMAA Ha Mapa3nTa, TEACCHOTO TENIO HA NAUHEHTA H TEXECTTA Ha HH(I)EKI.[HHT&Z

Hrdexuns TenecHo Ho3za IIpoABMAKHTEIHOCT HA JIEUEHHETO
TEIJIo HA
NAHEHTA
KKCcTO3Ha > 60 kg 800 mg, Bceku aeH B Npoab/ikeHHe Ha 28
EXHHOKOKO34 NPHACKEHH KaTO AHH. Jlevenue 3a 28 nHH MOoXe Aa ce
ABE€ OTAE/IHW N03HW | NOBTOpU cnej |4-aHeBeH nepuoa Oe3
no 400 mg. NneyeHue, 3a oOLO TPHY Kypca Ha
<60 kg 15 mg/kg, NnevyeHue,

MPHUIOXKEHU KaTo
ABE PABHHU A03M
(MakcHManHa
AHEBHA Q034

800 mg).

- Heonepabwinu u
MHONCECMBEHU KUCMU

3a neyeHHe Ha YepHOAPOOHH,
0enoapOOHH U NMEPUTOHEATHH KUCTH
Morar ja 0bLaaT Ha3zHa4eHH 70 TPH
28-AHEBHHM Kypca Ha JIeYEHHeE ¢
anbeHnason. 3a KMCTH B KOCTHTE WU
MO3BbKa MOXE Ja C€ U3NCKBA
NO-NMPOABIKUTENHO JICUEHHE,

- [Ipedu xupypeuuecka
UHmMepeenyun

[lpeau xMpyprudecka MHTEPBEHLHS,
KOraTo € Bb3MOXXHO, TpaOBa na ce
nposeaat Aea 28-1HeBHH Kypca Ha
nedeHue. Ako e HeobxoauMa
XHpPYpruyecka HHTEpBEHUUS MNpeau
3aBbpLIBAHE HA JBaTa Kypca,
anbennazon tpabea na ce npunara
Bb3MOKHO HaW-IbArO.

- Cnedonepamuero

- Cneod nepxymaren
OPEeHANC HA Kucma

KoraTto npeav xupypru4deckara
HHTEPBEHLUMHSA € NPOBEACH CaMO
KpaTbK KYPC Ha JICUEHHE (MO-MaKo
OT 14 AHH) U B CIYYEHTE, KOraTo e
Heo0Xx0AMMa CELIHA XHPYPryuYecKa
HHTEpBEHUHS, abenaaszon Tpsadea aa
C€ NpHJIara cieaonepaTuBHO KaTo
nBga 28-AHEBHH Kypca, pa3fesieHy OT
14 nuu 6e3 npueM Ha anbengazon.

(OcBeH TOBa, KOraTo € yCTaHOBEHO,
Ye KHCTHTE Ca )KHU3HECMOCOOHM clien
NpeaonpepaTHBHO JevYeHHE UMK
KOraTo KMcTara ce cnyka, TpadBa Ja
Ovaar NpoBeaeHH 1Ba M
Ha JICYCHHE.




IPUIOXKEHHU KaTo
JBe paBHH A03H
(MakcumanHna

AHEBHA 0032
800 mg).

Hudexuun Tenecno Ho3a Ipoab/HKMTENHOCT HA JIEYEHHETO
TEerJso Ha
naiHeHTa
AngeonapHa > 60 kg 800 mg, Bceku geH B npoabakeHue Ha 28
eXHHOKOKO3a' NPHIOXKEHU KATO aHu. Kypc Ha neueHue 3a 28 nHM
NBE PABHH JI03H. MOXe Aa Obje NOBTOPEHO chen
14-nHeseH nepuon 6e3 nevenue.
<60 kg 15 mg/kg,
NPUNCKEHH KaTO Moxe na € HeobX0AUMO NEYEHHETO
OBE paBHH J03M 73 NPOOBIHKH MECELM MITH FOAWHH.
(MakcuManHna [IpoABLKUTENHO IEUEHHE ChC
JHEBHA N03a CbLIATATA 4034 € NPUIaraHo 3a
800 mg). nepuonu no 20 Meceua.
Heppouuctuuepkosza® | > 60 kg 800 mg, BcekM aeH B NpoABKEHWE Ha 7 0o
MPHAOKEHU KaTO 30 aHHM, B 3aBUCUMOCT OT OTrOBOpA.
IBE paBHH RO3M. Moske na 6bae HazHaveH BTOPH Kype
<60 kg 15 mg/kg, Ha IeYeHHE C JABYCEAMHYUYEH HHTEPBAN
NPUIOXKEHH KaTo MEXKIY A030BHTE PEKHMH.
ABE PaBHHU JO3M
(MakcuManHa
IHEBHA 1034
800 mg).
- [lapenxumnu xucmu | > 60 kg 800 mg, JleueHneTo OOMKHOBEHO NpoAbJIKABA
U CPARYAOMU NPHIOKEHU KATO Ha-mManko 7 no 28 aHu.
ABE PaBHH A03M.
< 60 kg 15 mg/kg,
MPHAOKEHH KaTo
AB€ PaBHH J03H
(MakcHManHa
JHEBHA 1032
800 mg).
- Apaxnouoanru u > 60 kg 800 mg, OBUKHOBEHO 3a HENAPEHXHMHH
BEHMPUKYIAPHU KUCU PUJIOKEHHU KaTO KUCTH € HeOOXOAUMO fleUeHHE B
ABE paBHH AO3H. MPOABIKEHHE Ha 28 aHW.
<60 kg 15 mg/kg,
NPHIOKEHH KaTo
ABe paBHH A03H
(MaKCHMaJTHa
AHEBHA J03a
800 mg).
- Payemosnu xucmu > 60 kg 800 mg, OOUKHOBEHO € HEOOXOAUMO JIEHEHHE
MPUIOXKEHU KaTO 3a Ha-manko 28 auu. Tosa e
[BE PaBHH JO3H. NPOABIIKUTENHO fieYeHHE, KATO
< 60 kg 15 mg/kg, NPOABLDKUTENHOCTTA CE OMpenens ot

KAUHWYHHUA W OT pagnorpadckus
OTTOBOP.

"AnpeonapHa exunokoko3a: OGHKHOBEHO ce TpHiara edeHue 3a 28-1HeBHHU NMEPHOJIH, KAKTO MPH KUCTO3HA

€XHHOKOKO3a, KOETO MOXE 1a MPpOABb/KKH MECELM UK N0pH roauHd. HacTogimure npocneaseax
npeanonarar, 4e cied NpoAbLIKHTENHO JICHEHHE BPEMETO Ha NPEXHBAEMOCT 3HAUM
OrpaHHueH Opoii NALMEHTH € YCTAHOBEHO, Y€ NPOALIKHUTENHOTO JeUeHHE BOIH 1Q

V4




*HeBpoumncTruepkosa: [launeHTy, neKyBaHH 32 HEBPOLMCTHLIEPKO3a TPR6GBa Na NOJIyY4aT ROAXOASLLIA
KOPTHKOCTCPHOIHA Tepanus H aHTHKOHBYJICAHTH, cnopen HeobxoauMmocTra. [IpenopbuBaT ce nepopaiuu
WK HHTPABEHO3HH KOPTHKOCTEPHOIH 33 NPEAOTBPATABAHE HA MO3bYHH XHNEPTOHHUUYHH €MU30/H 1O BpeMeE
Ha NbPBaTa CeAMHULA OT JICYEHHETO.

Hundexunsn Jdo3upoBka npn IIpoaABLIKHTETHOCT HA JIeYeHHETO
BhL3PacTHH H Aena
Kanunapuosa 400 mg Bceku neH B npoavaxkenue Ha 10 aum.

# OOUKHOBEHO € HEOOXOANM CaMO € HH
KypC Ha €YeHHe, HO MoraT aa 6baar
Ha3HAYCHUW JOMBIHUTENHH KYPCOBE, aKO
KITMHHYHUTE H Napa3HTONOrHUHHTE
HAXOAKW OCTAHAT NOJOXKHTENHH.

['HaToCTOMHO3a 400 mg Bceku eH B npoavmxeHue Ha 10 go
20 aHH. (# BX. no-rope)

Tpuxuxenosa 400 mg J1Ba NbTH AHEBHO, B NPOABLIHKEHHUE Ha
S no 10 nHu. (# BK. no-rope)

Tokcokaposa 400 mg J1Ba MbTH QHERHO, B NPOALIKEHHE Ha

5 po 10 auu. (# BX. no-rope)

[TauueHTH B cTapyecka Bb3PacT

OnNHUTHLT NPH NALMEHTH HA BBL3PACT Ha M HaA 65 rogHHM € orpaHu4eH. JJaHHMTE MOKAa3BaT, Ye He e
HEOOXOAHMO KODHTHpaHE Ha 203aTa, BCE MaK, anbeHaason TpaBa Ja ce NpUAara ¢ BAMMaHUE NPH NAaLHEHTH
B CTap4€cKka Bb3pacT C JaHHH 3a yepHoapoOHa AMchyHkums (Bxk. UepHoapoOHo yBpexaaHe U Touka 5.2).

b1rOpeuHo yBpexxaaHe
Tbi kaTo 6LOPEUHOTO eNMMHUHKpaHe Ha anbeH1a30N U Ha OCHOBHMS My MeTabonuT - anbeHaazon

CY/IPOKCHA € HE3HAYNTENTHO, € MAJIKO BEPOATHO KJIMPBHCHT HA Te3H BELIECTBA Aa CE IPOMEHM NPH TaKKBA
nauneHTH. He e HeobxonumMo kopuriipaHe Ha 103aTa, HO NALMEHTHTE C JaHHU 33 6BOpeHO yBpexkaaHe
TpsGBa BHHMaTENHO Ja ce NMpocneasBar.

HepHoapoOHO yBpexcaaHe

T'vit kaTo anbeHpaszon ce metabonusupa 6bp30 B HepHUA APOO 0 OCHOBHUA (HapMAKOIOrHUYHO AKTHBEH
MeTabonuT - anbeHnaso Cynpokeu, ce ouaksa HEpHOAPOOHOTO YBpeXKAaHe 1a MMa 3HAUYUTEHH edeKTH
BbpXy (papMakoKHHeTHKaTa Ha anfeHaazon cyndoxcena. [laumenTu, KOUTO Npeam 3anoUBaHE Ha JIEUEHHUE C
anbeHAa30 ca MMaNIH OTKJIOHEHHA B PE3YNTATHTE HA YePHOAPOOHHTE GYHKUMOHANTHH U3C/ieNBAHHA
(TpaHcamuHa3M), TpaOBa BHUMATENHO Aa € NPOCNEASBAT H JIeUeHHETO TPAGBA a ce NpeyCcTaHOBHU, aKo
4EPHOAPOOHHTE €H3UMH Ca 3HAYHTEJTHO MOBHILIEHH WIH CTOHHOCTHTE Ha NOKA3aTenTe OT MbIHATA KPbBHA
KapTHHA C¢ MOHWXAT 20 KIMHHYHO 3HAYMMO HHUBO (BXK. Touka 4.4 u 4.8).

4.3 IlpornBonoxkazaHns

3enTen He TpAGBa Na ce MpUnara no BpemMe Ha GPEMEHHOCT MK NIPH KEHH, KOHTO MPERNONAraT, 4e ca
OpeMEHHHM.

3eHTE € MPOTHBOMNOKA3aH IMPH MALMEHTH C aHaMHe3a 3a CBPbXUYBCTBHTEHOCT KbM alGeHaa30I1 Witk KbM
HAKOE OT NOMOLUHHKTE BELUEeCTBa, U3OpoeHH B Touka 6.1.

4.4 CreuHaHH NpexynpexIeHAS H NpeANa3HH MEPKH NpH ynorpeda

ITpnaoxenne npxn upesnn HRQEKNHE H KOXKHA J1ApPBa MATPAHC (KpaTKOTpaHHO neyeHue

C uen na ce u3berHe nNpunaraHe Ha anbGeHAa30N N0 BpeMe Ha PaHHA BpEMEHHOCT, NpH XK¢f




BbL3PacT, JIHEHHUETO ChbC 3eHTeN TpsOBa 1a 3aM04HE Npe3 MbpBaTa CEAMHULIA OT MEHCTPYANHHS UMK/ WK
ciiell OTPULIATENEH TecT 3a OPEMEHHOCT.

[lpu neueHune ¢ anbenmason Moxke Ja ce NPOABY Beve ChIIECTBYBALAa HEBPOLIMCTULIEPKO3a, OCOOEHO B
001acTH ¢ NOBHILIEHA HECTOTA HA HHPEKUMHU ¢ TeHHU. [IpH MaLMeHTHTE MOTaT Aa ce NPOABAT HEBPOJOrHYHH
CHMIITOMH, KaTo 'bPUYOBE, NOBULICHO BLTPEUEPENHO HANAraHe U POKANTHH CHMIITOMH, B pE3YyATaT Ha
Bb3MaJHTE/IHa PeaKlMd, NPUYHHEHA OT CMbBPTTA HA NAapa3HMTHTE B Mo3bka. CUMNTOMUTE MOTAaT Aa ce
NPOSABAT CKOPO Clle] Ie4EHHETO U He3abaBHO TpabBa Aa ce 3ano4yHe NOAXOAALIA TEPANHSA C
KOPTUKOCTEPOHAH U RHTHKOHBYJICAHTH.

I1priioikernHe NPH CHCTEMHH X€JIMHAHTHA HHPEKIHHA (MPOALIKATENHO NCYEHHE C BUCOKH A03K):

JleueHneTo ¢ anbeHaas3on € CBbP3aHo C eKO A0 YMEPEHO NOBHILABAHE HA HMBATA HA YepHOAPOOHHTE
€H3UMH. OOUKHOBEHO H4E€PHOAPODHHUTE EH3UMH CE€ HOPMANW3HPAT clell CNHpaHe Ha neueHHeTo. [Tonyuenn ca
CHUIO CHOOUIEHHA 3a XenaTuT (BXK. Touka 4.8). [Ipeaun 3anouBaHe Ha BCEKM KYPC Ha NedeHUe U HAM-MaJKO Ha
BCEKH AB€ CEAMMUH 1O BPEME HA JIEUCHHETO TpAOBa Aa ObAAT NPOBEXKAAHHN H3C/IEABAHHUS 3a NTPOCenaBaHe
Ha yepHoapobHaTa GpyHKUUA. AKO HHBATA HA YEPHOAPOOHHTE EH3UMH Ca 3HAYUTETHO MOBUILEHM (TOBEYE OT
ABA MbTH HaJA rOpHATA rpaHMLla Ha HOpMAaTa), NpHeMbT Ha anbeHaazon Tpsadea Aa ce NPeyCTAHOBH.
JleveHueTo ¢ anbeHaa3on MOXKe Aa 3anoyHe OTHOBO, KOTaTO HEPHOAPOOHUTE €H3IUMH AOCTUIHAT HOPMAJTHH
CTOHHOCTH, HO NMaLHeHTHTE TpabBa Aa 6bAaT BHMMATENHO HabNloAaBaHK 3a MOBTOPHOTO WM NMOBULLABAHE.

YCTaHOBEHO €, Ye andeHaa30M MpeaAn3BUKBA KOCTHO-MO3bYHA CYNPECHA, MOPaAM TOBA B HAYAIOTO Ha
JICYEHHUETO U Ha BCEKH ABE CEIMHLIM NO BPEME Ha BCEKH 28-1HEBEH KypC Ha ieueHHe, TpAOBa 1a ce npasu
U3CNIEABAHE Ha KpbBHATa KapTHHA. [lauuenTuTe ¢ YyepHOAPOOHO 3abonaBaHe, BKNIOUHTENHO YepHOAPOOHa
€XHHOKOK03a, €a No-NMOJAATIMBH Ha KOCTHO-MO3b4YHA CyNpecHs, BORELA N0 NAHLHMTONEHUA, ANIaCTHYHA
aHEMM3l, arpaHyJIOLMTO3a H AEBKONEHH, 3aTOBa € HEODXOIMMO BHUMATENHO NMPOoCcieAgBaHe HA KPbBHATA
kapTuHa. [lpuembT Ha anbennazon Tpabea aa ce NPEyCTAHOBU, KO HACTBNU KNHHHYHO 3HAYUMO
MOHMKABAHE HAa Opos HAa KPBLBHUTE KIETKH (BX. Toyka 4.2 1 4.8).

3a na ce uzberHe npuem Ha anbeHaa30n Mo BpeMe Ha paHHa HpeMEHHOCT, XEHWTE B 1€TEPOHA BBIPACT
Tpsabpa:

- [ 3ano4BaT JICYCHHE CaMO clell OTPHUATENEH TECT 3a GpeMeHHOCT. Te3n TecToBe TpabBa Aa ce MOBTapAT
MOHE BEIHDXK, NPEeIH 3aN04YBaHe Ha CREeABAL KYPC Ha JIeYeHHE.

- na 0vaaT NoCLBETBAHHM, 1a NPeANpHEMAT eDUKACHH NPeANa3HK MEPKH 332 KOHTPALENLIKA N0 BpeMe Ha
NEYCHHUETO 338 CHCTEMHA XEJIMUHTHA HHEKLIMA ¥ B PAMKHTE Ha €HH MeCeL] CIE/ 3aBbPIIBAHE HA JICUCHHETO
¢ andbeHaazon.

CHMNTOMH, CBBP3aHH ¢ Bb3NaJHTENHA PeakUHa, NPeaU3BHKaHa OT CMBPTTA Ha NapazuTa B MO3bKa, MOFaT Aa
C€ MPOABAT NPH NaLUUEHTH, NpHeMALLH andeHAa30l 3a leueHHe Ha HEBPOLIMCTHUEPKO3a (Hanp. rbpuoBe,
MOBHLIEHO BHTPEUECPENHO HAaNAraHe, QokaaHu cuMntoMn). Te TpaOGBa aa ce JIEKYBRaT ¢ NoAXOAALLA
KOPTHKOCTEPOHAHA T€PanHaA W aHTUKOHBYJCAHTH. [IpenopbuBar ce nepopanHy HIN HHTPABEHO3HH
KOPTHKOCTCPOMH 33 NpeJOTBpaTABaHe Ha uepedpanHy XUNEepTOHUYHY €NU30IH 10 BPpEME Ha MbpBaTa
CeAMMLA OT JICUEHUETO.

ITpy neweHne Ha nauueHTH ¢ anbenaaszon 3a apyrH 3abonsBaHHA, MOXE 1a €€ MPOSBH NPeALIeCTBALA
HEBPOLIMCTHLIEPKO3a, 0C00EeHO B 06/1aCTH ¢ NOBHIIEHA YecTOTa Ha MH(eKUNK ¢ TeHHH. TTpy naumeHTUTe
MOrarT Aa C€ MpoABAT HEBPOJOrHYHH CUMNITOMH, KAaTO MbpPYOBE, MOBULLIEHO BLTPEUEPENHO HANATAHE H
(poKaNTHH CUMNTTOMMU, B PE3YJITAT HAa BL3MANHTENHA Peakiuus, MPUYHHEHA OT CMBPTTA HAa MAPAZUTHTE B
MO3BbKa. CHMITTOMHUTE MOTAT J1a C€ MPOABAT CKOPO CJle/l IEYEHHETO U He3abaBHO TpAGRA f1a ce 3anouHe
MOAXOAALIA TEPANHA ¢ KOPTUKOCTEPOHAH K AHTUKOHBYJICAHTH.




[ToMOLIHHU BellecTBA

To3n nekapcTBeH NpoAyKT ChAbPIKa j1akTo3a. [lauMeHTH ¢ peaku HacneaCTBEHH MpoOnemMH Ha
HEMMOHOCUMOCT KbM ranakTo3a, MbJCH NaKTaseH AePUUNT WK ITII0KO030-ranakTo3Ha ManabcopOLms He
TpAOBa Aa NMpPHEMAT TOBA JIEKAPCTRO.

3enTen chabpxka no-manko ot | mmol HaTpuii (23 mg) Ha TaGneTka, T.e. MOXKeE 1a C€ KakKe, Y€ MPAKTHUYECKH
HE CbABbPXKa HATPHIA.

3eHTen chabpka 0,98 mg GeHsunos ankoxon Ha Tabnetka. BEH3WNOBHAT aTKOXON MOXKE Ja NPHHHHK
anepriyHuH peakuunH. Jla He ce H3MOM3Ba 3a NOBEYE OT eAHA CEAMMLIA NPH MaNKH Aeta (Ha Bb3pacT noj

3 roaHHH), Thit KaTO CHILECTBYBA NMOBHULUEH PHCK, KOHTO C€ ABJDKH Ha KYMYJIMPaHE NIPH MaliKK Jeua.
"onemu 0bemu TpabBa na ce M3N03BAT C MOBHILIEHO BHUMAHHE ¥ CAMO aKO € HeOBXOAMMO, 0COBEHO MPH
KbpPMEHE, NPH Ninua ¢ 4epHOAPOOHO HaKn 6B6PEUHO yBpeXkaaHe NOpaan PHCK OT KyMYSIHPaHe H TOKCHYHOCT
(MeTaboNHTHA allMao3a).

To3u nekapcTBeH NPOLYKT ChALPIKA NO-MAJIKO OT | Mg MponuAEHIIHKON Ha TabneTka.
3eHTen cbabpka azobarpuioto cbHeeT *kbuATo FCF (E110), koeTo MOXe 1a NPUUKMHU aNepruvHi peakLmim.
4.5 BzaumoaelicTBHE ¢ APYTA JIEKAPCTBEHH NPOAYKTH H APYIrH GOpPMH Ha BlauMoaeiicTBHe

Cbob11aBaHo €, Ye UHMETHINH, NPa3HKBAHTE U IEKCAMETa30H NOBHILABAT FU1a3MEHUTE HHBA HA
MeTabonnTa Ha anbeHgas3on, OTrOBOPEH 3a CHCTEMHATa €(PHKACHOCT Ha MPOAYKTa.

PuToHaBup, hpeHnUTOUH, kapbamazenuH U peHobapOuTan MoXke Aa UMAT MOTEHLMAN Ja HAMANAT TIa3MEHHUTE
KOHLEHTPAaUWHK Ha aKTHBHUA MeTabonuT Ha anbeHnason — anbenpgaszon cyndokeuna. KnHHHYHOTO 3HaueHHe
Ha TOBA HE € H3BECTHO, HO MOXeE a A0BeAE A0 NMOHHXKaBaHe Ha ehUKACHOCTTA, 0OCOOEHO NpH NeUeHue Ha
CHCTEMHH XeIMHHTHH WHpeKUMH. [TaumenTuTe TpaGea na 6baaT npocneAsBaHX OTHOCHO €PHKACHOCTTA K
MOXKE [1a Ce HYXKNAAT OT AITEPHATUBHU JO30BH PEXKUMH WIH TEpanuH.

4.6 @eprHANTET, )PEMEHHOCT H KbPMEHE
bpeMeHHOCT

AnbeHgason He Tpabea na ce npunara no BpemMe Ha OPEMEHHOCT HAH NIPH JKEHH, KOUTO Npearnonarar, 4e ca
OpeMeHHU (BK. Touka 4.3).

KbpMeHe
He ca HanH4HHM 10CTaTBYHO JaHHH 32 NPUIOKEHHE Ha anfeHaa3on no BpeMe Ha KbpMeHe NpH Xopa U NpH
XKRBOTHH.

4.7 EdexTn BLpXy cnocobHocTTa 33 IodHpaHe n paloTa ¢ MAIIHHHA

He ca npoBexxaaHu npoy4BaHms 3a ycTaHOBABaHE Ha eekTa Ha anbeHna3on BbpXy cnocoGHOCTTA 3a
wogupaHe HAH paboTa ¢ Maunay. Bunpeku ToBa, 1o BpeMe Ha wodupate unt paboTa ¢ MalHHU, TpAGBA
Aa ce UMa NpeaABHa, Ye € crodlaBaHo 3amaiiBaHe NpH eveHue ¢ anderaason (Bx. Touka 4.8).

4.8 Hexenanun nexapcrBend peaKkiHH
H3non3sanm ca faHHH OT OOLIHPHH KIHHHYHHA NPOYYBaHHA, 3a ONPEACIAHE HA YeCTOTATAa Ha HeXENaHHTe

peakU{H OT MHOT'O 4€CTH A0 peaKH. HecTOTHTE Ha BCUUKU APYTH HEXeNaHH peakumH (T.e. TaKUBa,
Habmonasanu npu < 1/1 000), ca onpeaeneHn OCHOBHO B pe3y/TaT HA AAHHMTE OT NOCTMADL




HECTOTA.

HanosseaHa e cneaHara I(J'IﬂCH(IJH](aLlHH Hd HCCTOTATA Ha HOXKCJIAHUTE pCaKLHH!

MHuoro uectu: > 1/10

Yectn: > 1/100 no < 1/10
Heuectu: > 1/1 000 no < 1/100
Peaxku: > 1/10 000 no < 1/1 000
MHoro peaku: < 1/10 000

IIprnoxenne npn YpeBHH ARGEKUAR H KOKHA JIAPBA MATPAaHC (KpaTKOTPAHHO JieHeHHE ¢ HUCKH 103M):

HapymeHHs Ha HMYHHATA CHCTEMA
Penku: Peakunu Ha cBpbXUyBCTBUTENHOCT, BKIIIOMUTENHO OOPHB, IPYPUTYC U YPTHKAPHS

HapyuieHns HA HEPBHATA CHCTEMA
Heuectu: I napodonue v 3aMasHoOCT

CToMalIHO-4YpeBHH HAPYIMEHHA
Heuectn: CHMNTOMYM OT CTpaHa Ha MOPHHUTE OTAEH Ha CTOMALIHO-YPEBHUA TPAKT (HANp. enuracTpaiHa UaM
KopemHa 00JKa, raacHe, NOBpbLUAHE) H AHADHA.

Xenaro-ONIHAPHH HAPYIIEHHA:
Peaku: IloBHwaeaHe Ha CTOMHOCTHTE HA YEPHOAPOOHHTE EH3UMH

HapyumeHHA HA KOXKATA H NOAK0KHATA ThHKAH
Muoro peakun: Epurema myntudgopme, cuHapoM Ha Stevens-Johnson

IIpuioxenne NPH CHCTEMHH XeJIMHATHH HHQEeKIHH (TPOABLIKHTENHO NEYEHUE C BUCOKU A03H);

HapymeHns Ha KPpbBTA H JHMGHATA CACTEMA
He4vecTHu: JleBkONMEHUA

MHoro peaku: [laHuuToneHus, arniacTHYHA aHEMK, arpaHy/IOLMTO34
[launeHTH ¢ YepHOAPOOHO 3aboNABRaHe, BKIIIOUUTENHO YepHoApoOHA €eXMHOKOKO3a, €a NO-MOJAaT/IMBH HA
KOCTHO-MO3bYHA cynpecHa (BxK. Touka 4.2 n 4.4)

HapyiieHHs HAa HMYHHATA CHCTEMA
HeuecTn: Peakumin Ha CBPBXUYBCTBUTENHOCT, BIJIKOHUTETHO OOPHUB, NPYPHUTYC H YPTHKAPHS

Hapyumienus Ha HEpBHATA CHCTEMA
Muoro yectu: I napobonue

YecTn: 3aMasgHOCT

CToMalIHO-YpPEeBHH HAPYIIEHHNA
Hectn: CromawHo-upesHn RapyweHus (kopeMHa 60/1ka, raaeHe, noBpblUIaHe)

CTOMAWHO-YPEBHUTE HAPYLUEHHS Ca CBbP3aHH C NpHEMa Ha anbeH1a30/ N0 BpEME Ha IeYEeHUE Ha NALMEHTH
C €EXMHOKOKO3a.

Xenaro-OmIHAPHHE HAPYIIECHAA
MHoro uecTh: Jleko 10 yMEpeHRO NOBUILABAHE HA HUBATA HA YEPHOAPOOHUTE EH3UM




HeuecTH: Xenatur

HapyumieHHS HA KOKATA H NOAKOKHATA ThKAH
Yectn: O0paTma anoneuus (M3TbHABAHE HA KOcaTa M yMepeHa 3aryda Ha Koca)

MHoro peaku: Epurema Myntudopme, cHHApOM Ha Stevens-Johnson

O6mn HapymeHHs H eeKTH HA MACTOTO HA NPHIOXKEHHE
Yectu: [oBuuieHa TeMmneparypa

CpobuiaBaHe Ha NOA03MPAHN HEXKENAHH PEAKLIUH

CpoOluaBaHeTo Ha NOAO3HMPAHH HEXETAHU peaKLiH chiell pa3pelllaBaHe 3a ynorpeba Ha iekapcTBEHUS
NPOAYKT € BAXHO. TOoBa N0380NsBa A3 NPOALIKH HabMIOACHHETO HAa CHOTHOMIEHHETO MON3a/PHCK 32
NEKAPCTBCHUA NPOAYKT. OT MEAMUMHCKHTE CNELHANMCTH Ce W3HCKBA Aa ChOOIIABAT BCAKA NOO3HpaHa
HeXesaHa peaklMa Ype3 HauMOHAHA CHCTEMaA 3a ChoOlLlaBaHe:

HU3nbnHUTENHA areHUMs NO JleKapcTBaTta
yn. ,,Jdamad ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9 Ilpeao3npane

I[locneasauinre Mepky TpAOBa [1a ca B CbOTBETCTBHE C KAMHWYHATA MPAKTHKA UJIH KAKTO CE€ NMPENOPBHYBA OT
HALMOHATHHA UEHTBP NO OTPABAHUA, NTPU HATHYME HA TAKLB LEHTHP.

5. ®APMAKOJOIHYHHU CBOMCTBA
5.1 dapMakoaHHAMHYHH CBOHCTBA
ATC kon: PO2CAQ3

MexaHu3bM Ha JeHCTBUE

AnbeHpazon e OeH3UMKHIA30/10B KapbaMaT ¢ aHTHNPOTO30HHA H AHTHXEJIMHHTHA AKTHBHOCT CPELLY YPEeBHU
M ThKAHHW NapasuTH. ANOEHAa301 NPOABABA NapBHUXAHA, OBHUIIMAHA U BEPMHLIMAHA aKTUBHOCT M CE CYMTA,
Yye YNPaXXKHABAa AaHTHXEIMHHTHUA CH edEeKT Ype3 NOATHCKaHE Ha nonuMepu3auuara Ha TyOynun. Tosa
NPHYHUHABA HapylllaBaHe HA META00NH3MA HA XEIMHHTHTE, BKIIIOYUTENIHO HAMANABAHE HA EHEPTHATA, KOETO
o0e3aBHXKBA, a cflea TORA YOHMBA YUyBCTBUTEIHUTE XE/IMHUHTH.

Ypesnn nngexunn 1 Koxxna napsa MArpanc
AnOEHa30 € aKTHBEH CpeLlly CASIHUTE YPEBHU MAPa3UTH:

HemaToan

Ascaris lumbricoides (kpbrnn yepsen)

Trichuris trichiura (kaMIIH4ECT YepBeit)

Enterobius vermicularis (OCTPHLH M HULUKOBHIHH YEPBEH)
Ancilostoma duodenale (uepBeH ¢ KyKHUKH)

Necator americanus (YepBeH ¢ KYKHUYKH)
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Strongiloides stercoralis
UepBen ¢ KYKHUKH, KOUTO MPUUHHABAT KOXKHA NapBa MHUTPAHC

Hecroan
Hymenolepsis nana
Taenia solium
Taenia saginata

TpemaTonn
Opisthorchis viverrini w Clonorchis sinensis

Ilporoion
Giardia lamblia (unmecmunanna win oyooenanna).

CHCTEeMHH XeJIMUHTHH AHPEKUHH

Anbengason e epukaceH npu neYEHHE Ha ThKAHHU NAPA3UTH, BKIKOUYHTENHO KUCTO3HA EXHHOKOKO3a
aJiBeonapHa €eXHHOKOKO3a, MPUYHHEHH, ChbOTBETHO OT HHGecTauua Ha Echinococcus granulosus v
Echinococcus muitilocularis. Anbennason e edHkaceH chblUO H NPH JICUEHHE HA HEBPOUMCTHLIEPKO3a,
NnpUvHHeHa oT HHdecTauns Ha napeHarta dopma Ha Taenia solium; xanunapnosa, npuurnena ot Capillaria
philippinensis v TrHaTOCTOMHO3a, MPUUKMHEHA OT HH(ecTauus Ha Gnathostoma spinigerum.

YCTaHOBEHO €, 4€ NPH JICUYECHHE HA NMALIMEHTH C KHCTH (PN KIMHUYHK NPOYYBAHHA ), NPUYHHEHH OT
Echinococcus granulosus, anbenna3on epagukHpa KHCTHTE WM 3HAYNTENHO HAMANSBA PasMepa UM TIpU 10
80% oT nauMeHTHTE.

Koraro crnen neueHue ¢ anbeHaa30)1 KHCTHTE ¢a M3CAESABAHH 3a KU3HectocoOHoCT, 90% ot Tax ca
HEXH3HECNOCOOHU NPpH NabopaTOPHH NPOYHBAHHA WIH NPH NPOYUYBAHHUS C XKHMBOTHH, B CPaBHEHHE C €/1Ba
10% OT HeneKkyBaHHUTE KHUCTH.

[Ipu neyeHHeTO Ha KMCTH, NpuyMUHERH OT Echinococcus multilocularis, Manka yacT oT nauueHTHTE Ce
CUHTAT 32 H3NEKYBaHH, a NPH MHO3UHCTBOTO OT TAX € HACTBHIKI0 NoaodpeHue Wik cTabunuanpate Ha

3a0005BaHETO, IBIKALLO CE HA JeUeHUeTo ¢ anbenaazon.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbuus

Hpwu xopa cnea nepopaned npueM anbenaason ce abcopOupa B HHCKa crened (no-mManko ot 5%).

CucteMumaT papMakonornueH edekt Ha anbeHaas’on ce yBennuasa, ako J03aTa Ce NPHI0KH 3aEIHO C
XpaHa, forata Ha Ma3HWHM, KOETO yBenu4asa abcopbuuara ¢ npUOIH3INTENHO NET NBTH.

Pasnpenenenve

HoKnaaBaHo e, e cnesl nepopanHo NpUIICKEHHE Ha eanHuyHa Ao3a oT 400 mg anbenaaszon,
(papmMakoNOrH4HO aKTHBHHAT MeTabGoaHT anbenaason cyndokcua, AOCTUra NAA3MEHH KOHLIEHTPALIMH OT 1.6
10 6,0 micromol/l, xorarto e npuer no Bpeme Ha 3akycka.

buoTpaHcdopmaLmg
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CUMTA, Y€ HMa OCHOBHO 3HAUYCHHE 33 €PUKACHOCTTA Cpellly CHCTEMHUTE ThbKAHHH HHEKLKU.

EnuMuHupaHe

IMnazMeHuaT nonykusoT Ha anbennason cyndokeng e 8,5 vyaca.

Anbengason cyngokcua U MeTabonUTHTE My CE ENTUMUHUPAT NPEeJUMHO Ype3 X AbYKATA, KaTO CAMO Malika
4acCT C€ YCTAaHOBABA B ypuHata. J[oka3aHo €, Y€ HAKOMKO CEAMHLM Cliell NPOLB/LKHTENHO JlIeYeHHE ¢ BUCOKH
11031 HACTBIBA €TUMHUHUPAHE OT KHCTHTE.

CnenHaJ HH rpyni nauHeHTH
IIaiHeHTH B cTap4YecKa BbL3PACT

Bbrpeku ye He ca MpoBeKIaHM NPOYUBAHHA 34 €PEKTa Ha Bb3pacTTa BbPXY (hapMaKOKUHETHKATA Ha
anbennason cyngoxcua, JaHHY OT 26 NALMEHTH C XMAATHAHK KHCTH (10 79 roouHK) npeanonarar
(papMaKOKMHETHKA, NOA0OHA Ha Ta3H NpPH 3APaBH MNAAH JIHLA. BpOAT Ha NaUKUEHTUTE B CTAPUECKA BB3PACT.
NEKyBaHH 33 XHAATHAHO 3a00/I9BaHE WM 32 HEBPOLMCTHLIEPKO3a € OrPaHHYEH, HO HE €a YCTAHOBEHH
npobJieMH, CBBP3aHH € MO-Bb3paCTHATA MOMNYJIaLKS.

bnOpeuHo yBpexzaHe

(DapMaKOKHHETHKAaTa Ha andeHAa30] NpH NaUMEHTH ¢ yBpeaeHa Ob0peuHa GyHKLMS He € NpoyyBaHa.
YepHoapoOHO yBpexaaHe

DapMaKOKMHETHKATA HAa anbeHaas3on Npy NAUMEHTH ¢ YBpeAeHa 4epHoaApoOHa GYHKLUHS HE € NPOoyyBaHa.
3.3 TIpeaxK/IHHHYHM JAAHH 32 0€30NMaCHOCT

JlokazaHo €, ue andenaa3on € TepaToreHeH U eMOPHOTOKCHYEH NPH ITLXOBE U 3aiiuu. B uicneapanus in
vivo n in vitro (BKA. TeCT Ha Ames inactivated and activated) HAMa NaHHH 3a MyTareHeH UK FEHOTOKCHYEH
eekT Ha anbennaszon. B nbnrocpoynuTe nNpoyyBaHUs 38 TOKCHYHOCT, MPOBEAEHH MPU NIBXOBE H MHULIKH C
AHEBHH 103K A0 30 MLTH HAJ NpENopbLUBaHUTE NP XOpa, He ca HabnaaBaHK TYMOPHH hOPMALIMH,
CBBP3aHH C JIEYEHHETO.

6. PAPMALIEBTHYHHU JAHHU
6.1 ChnHenk HA NOMOINHMTE BEeIECTBA

JlakTo3a

MUKpOKpHCTANHA Lenyno3a
LlapeBu4HO HHLWIECTE

KpockapMenosa HaTpuii

[ToeunoH

Hartpues naypuncyndar

A3zo0arpuno csHceT xkbnT0 FCF (E110)
3axapuH HaTpHi

Marneaues creapar

Bkyc Ha BaHHNHA (CHABPKA OCHIUIIOB AKOXON M NPOIHIEHI TMKON)
Bxyc Ha Mapakys

Bkyc Ha noprokan

12




6.2 HecbrBMeCTHMOCTH

Henpuynoxumo

6.3 Cpok Ha rogHocT

5 roaAuHH

6.4 ChneunajiHH YCII0BHA HA ChXPAHEHHE

To3u nekapcTBeH NPOAYKT HE UINCKBA CMELIMANHM YCIOBHS Ha ChbXPaHEHUE,

6.5 Buamu chabpKaHHE HA ONAKOBKATA

PVC/PVAC anymunuesn 6inncrepy, coabpxkaiuy | tabnerka unu 100 tabnetku (1 Tabnetka B 6nuctep) 8
OMaKOBKa.

byTulKa OT noaneTusieH ¢ Bucoka nnbTHOCT (HDPE), chaspkaiua 60 Tabnetku, ¢ nonunponuaeHosa (PP)
Kanauika, 3alHTeHa OT AeLia.

He BcHUKH BUIOBE ONaKOBKH MOTaT Aa OBbaaT MycHaTH Ha nasapa.

6.6 CrnennajHH npeana3HH MEePKH NPH H3XBBLP.JIsAHe H pabora

Heuznon3BaHUAT AEKapCTBEH NPOAYKT HITH OTNAABYHHTE MaTEPHAIH OT HEro TpAGBa 1a ¢e H3XBBLPAT B
CbOTBETCTBUE C MECTHHTE H3UCKBAHWA.

7. ITPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited

|2 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpnanaua

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Ne 20110176

9. JATA HA ITBPBO PA3SPEIIABAHE/TIOAHOBABAHE HA PA3PEIHIEHHETO 3A
YIIOTPEBA

Jara na nopBo paspewasane: 22 mapt 2011 .
Jara Ha nocneaHo nogHoBasaHe: 23 mMapT 2016 T.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
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