KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBbM PA3ZPEIIEHHUE 3A THhPI'OBUS Ne 0022-2276
1. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA NTPOAYKT
ALBEX BG 100 mg/ml nepopaina cycrieH3us 3a TOBella U OBIIC
(albendazole)
2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceexu ml chabpika:

AKTHBHA cy0CTaHIMA:
Albendazole 100 mg

Excunnuenru:

Green S (E142) 0.018 mg

Methyl parahydroxybenzoate 2 mg
Propyl parahydroxybenzoate 0.2 mg

3a IIBJIHUSA CHUCHK HA EKCUUIIHUECHTUTE, BIOK T. 6.1.

3. DPAPMAINIEBTUYHA ®OPMA

Ilepopanna cycnieH3usl.
brenocuns, cBO6OAHO Teyala CycreH3usl.

4, KINMHUYHU JAHHHA

4.1 BunoBe :XUBOTHH, 32 KOUTO € npeanasnaye’s BMII

ToBena u oBIIE.

4.2 TepaneBTHYHYU MOKA3AHNS, OTIPeIeJIeHH 32 OTAEJIHUTE BUI0BE ;KUBOTHU

ALBEX BG 100 mg/ml nepopaiHa cycrieH3us 3a TOBella M OBIIE € IIMPOKOCIIEKTHPEH MHOTOLIEIIEBH
AHTHUXEJIMUHTHK, TpEJAHA3HAaYCH 3a KOHTPOJ Ha 3peilM W pa3BuUBaIld ce He3penu ¢GopMH Ha
racCTPOMHTECTHHAJIHM HEMaToly, IyJIMOHAaJHH HEMAaroAd, LECTOAM W BB3PACTHH HYEPHOAPOOHU
TpeMarogu npu roBexa U oBue. lIpogykThT mpurexaBa M OBHLHUAEH e(eKT cpelly sginara Ha
racTPOMHTECTHHAITHUTE HEMATOIN W YEPHOIPOOHUTE TPEMATOIH.

HpH ropea € aKTUBCH CpEUly MmapasuTu OT CJICAHUTE BUOOBE:

l'acTpountecTunaauu Hemaronu: Ostertagia spp., Haemonchus spp., Trichostrongylus spp.,
Nematodirus spp., Oesophagostomum spp., Bunostomum spp., Cooperia spp. u Strongyloides spp.
Edexrusen e cpery naxubupanu napsu Ha Cooperia spp. u Ostertagia spp.

Iyamonananu Hemaronu: Dictyocaulus viviparus.

Hecrommn: Moniezia spp.

Bb3pacTHu yepHoapoOHu Tpematonm: Fasciola hepatica.

[Ipu oBLE € aKTUBEH CPEITy YyBCTBUTEITHN Ha OCH3MMHUIA30JIH IIIAMOBE TTAPa3UTH OT CICAHUTE BUIIOBE:



lI'actpountecTuHaduu Hemaronu: Ostertagia spp., Haemonchus spp., Trichostrongylus spp.,
Nematodirus spp. (Bkmtoumrenno Nematodirus battus), Chabertia spp. u Oesophagostomum Spp.
Edexruren e cpenry naxubupanu napsu Ha Ostertagia spp.

Hyamonanuu Hemaronu: Dictyocaulus filaria.

Hecroau: Moniezia spp.

Brn3pacTHu yepHoapoOHu TpeMaTonu: Fasciola hepatica.

ALBEX BG 100 mg/ml mepopaiHa cycnieH3us 3a TOBEZa U OBIIE MTPHUTEXKaBa U OBUIUACH €(DEKT CPerry
siaTa Ha TACTPOUHTECTUHAITHIUTE HEMATOJM U YePHOAPOOHUTE TPEMATOH, TIOPAJIH KOETO peaylupa
KOHTaMUHAIVSITA HA TTACHIIATA.

4.3 IIpoTuBONOKA3AHHS

[la HE ce n3noa3Ba Npy CBPHXYYBCTBUTEIIHOCT KbM aKTUBHATA CYOCTAHIIUS.

4.4 CnienquaJIHy Mpeana3Hu MePKHU 3a BCEKH BHU/ KMBOTHH, 32 KOUTO € nmpeaHasHadyen BMII
He ce paspemara 3a ynorpe6a rmpu OBIIie, YHETO MIISKO € MPETHA3HAYCHO 32 YOBEIIKA KOHCYMAIIHsl.

I'oBena, cTpajamu OT TEeXKKH OelonpoOHM yBpEXKAaHMs, IMOpaJd BHCOKA CTEHNEH Ha HMHBAa3HpaHE C
MyJIMOHAHA HEMAaTOAM, MOTaT Jia MPOABIDKAT Jla KAllUIAT B MPOJBIDKEHNE Ha HIAKOJIKO CEAMMIIN Clie
WHBa3HPaAHETO.

Tps0Ba na ce BHMMaBa Ja He ObJe HapaHeHa (hapHHIreaiHaTa O0JACT MO BPEeME Ha MPUIIAraHeTO Ha
MPOAYKTa, 0COOEHO TIPH OBIIE.

Tps6Ba na ce 00bpHE BHUMaHKE 32 N30ATBaHE HA CIIEIHUTE MPAKTUKH, THi KaTo T€ yBeJIH4YaBaT pUCKa
OT W3rpaXkJaHe Ha PE3UCTEHTHOCT M OMXa MOINIHM Jia JIOBeJaT A0 HeeeKTHBHA Tepamus Karo KpaeH
pesynrar:

* TBbpe uecTa ¥ MOBTOpsieMa ynoTpeda Ha aHTUXCIIMUHTHIIN OT €IMH U CBILU KJIac 32 MPOIBILKUTEIICH
TIEPHUOJT OT BPEME.

* [Ipunarane Ha mo-HICKA /1032, IHJDKAIIIA CE Ha MTO/IIEHsIBAHE Ha TEJIECHATa Maca, IIOTPEIITHO puiaraHe
Ha MPOYKTa WM HENIPABUIHO KaIuOpHupaHe Ha JO3HUPAIOTO YCTPOMCTRO.

Crny4anTe CbC ChbMHEHHE 3a HaJUMYME Ha PE3UCTEHTHOCT KbM AHTHUXEIMUHTHULM TpsOBa na Obaar
MIPOBEPSIBAaHH Ype3 MpUIarane Ha MOJIXOASAIIN TECTOBE (HanpuMep QeKajeH TECT 3a pelyKius Opost Ha
giinata). Korato pesyiararurte oT TecTa Npennojiaral Halu4yhe Ha PEe3UCTEHTHOCT KbM OmperaesieH
AQHTHUXEJIMUHTHK, TpsIOBa Aa ce ymnoTpeOsBa aHTHXEIMUHTHK, KOMTO MPHUHAUIEXKH KbM IPYT KJac U
MpUTEXaBa pa3InueH MEXaHU3bM Ha JieficTBHE.

4.5 CnenuaJiHy npeana3Hu MepKH NPH ynorpeda
CrnenuaJaHu Npeana3sHy MePKH 32 5KMBOTHHUTE NMPH ynoTpedara HAa MPOAYKTa

[a He ce pa3pesxaa Win cMecBa ¢ APYTH NPOLYKTH.
[a ce n30sTBa KOHTAMUHALIMATA TIO BpeMe Ha yrorpeoa.

CroeuunajaHu NnpeanasHu MEpKHU 3a JiMnara, nNpujaraiii BETCPUHAPHOMEAUIUHCKHUA MPOAYKT Ha
JKUBOTHHUTE

I[I/IpeKTHI/I}IT KOHTAKT Ha MPOAYKTa C KOXara Tpr6Ba Aa c€ CBCAC 10 MUHHUMYM.
I[a C€ HOCH IIOAXOAAIIO 3allIUMTHO 06J'ICK.]'I0, BKJIFOYUTCIIHO HCHPOITYCKIIMBU T'YMCHU PBKABUILIN. CJ'ICI[

MpHUjIarane Ha MPOAYKTa, Jla C€ N3MHBAT PBIIETE.

4.6 HebsaronpusTHA peaknuu (4ecTOTa M BaXKHOCT)



He ca u3BectHu.

4.7 Ynorpeba no BpemMe Ha OPEeMEHHOCT, JAKTAIUA UM AiilleHOCeHe

He ce mpenoppuBa mpuiaraneTo Ha MpoxyKTa BbB Bucokara fo3a (7.5 mg albendazole/kg TenecHa maca)
0 BpeMe Ha CITydHaTa KaMIaHWs Wi 3a EPHO. OT 1 Mecel] cien OTCTpaHsIBaHETO Ha KodoBeTe. Moke

Ja Cce€ Mpujiara mo BpE€MeE Ha JIaKTalus.

Ymorpebara Ha MPOAYKTa MpHU OWIM 32 Pa3IuIof WM OpeMEHHHW KpaBH HE CE OYaKBa Ja IMOBIHSAE Ha
TEXHUTE PEIPOAYKTUBHU KaueCTBa.

4.8 B3aumoneiicTBHMe ¢ JpPyrd BeTepHHAPHOMEIMIIMHCKU NPOAYKTH U JApyrd d¢opmMu Ha
B3auMo/elicTBHe

He ca usBecTHu.

4.9 Jlo3a 1 HAYUH HA NPUJIOKEHHE

[lepopanHo mpuOXKEeHNEe C KOPEKTHO KaTMOPUpaHO JO3HUpalio ycTpoiicTBo. TemecHara maca TpsiOBa 1a
ce ompeaenw Bb3MOXKHO Haif-miper3Ho. 1 ml ot mpomykrta ALBEX BG 100 mg/ml mepopamna
CYyCIICH3HUs 3a ToBena U oBlle chabpxka 100 mg albendazole.

T'oBena

Jlo3a 3a KOHTPOJ Ha raCTPOMHTECTUHAIHN HEMATONH, IyJAMOHAIHI HEMAaToA!, LIECTOAH, YEPHOIPOOHU
TpEeMaToy U SHIa Ha TaCTPOMHTECTHHATHUTE HeMaroau: 7.5 mg albendazole/kg Tenecna maca.

Jlo3a 3a KOHTPOJ Ha TaCTPOMHTECTHHAIHN HEMATONH, MMy AMOHAIHI HEMAaTOAH, LIECTOAH, YEPHOIPOOHU
TpeMaroau " Hﬁ].[a Ha TaCTPOUMHTCCTUHAJIHUTEC HCMATOAW, KAKTO M 3a JOIBJIHHUTCIICH KOHTPOJ Ha
BB3pACTHU YePHOAPOOHU HeMaTony (xpoHudHa daciuonos3a): 10 mg albendazole/kg TenecHa maca.
OBue

Jlo3a 3a KOHTPOJ Ha raCTPOMHTECTHUHAIHU HEMATOH, IIyJAMOHAJIHN HEMAaTOAM, IECTOAH, YEPHOAPOOHU
TpPEMaToH U siiilla Ha TaCTPOMHTECTHHAIHUTE HemaTonu: 5 mg albendazole/kg TenecHa maca.

Jlo3a 3a KOHTPOJ Ha TaCTPOMHTECTHUHAIHN HEMATONH, IyJAMOHAIHI HEMAaTOAN, LIECTOAH, YEPHOIPOOHU
TpeMaToau U siilja Ha TaCTPOMHTECTUHAJIHUTE HEMATOAM, KaKTO M 3a JONBJIHHUTENIEH KOHTPOJI Ha
BB3PACTHU YEPHOAPOOHHN HEMATOW (XpoHWYHA (aciuonosa): 7.5 mg albendazole/kg Tenecna maca.
4.10 Ilpexo3upane (CMMITOMM, CIIELIHU MEPKH, AHTU0TH), AKO € He00X0IMMO

He e npuioxxumo.

4.11 KapeHnTteH cpoK (KapeHTHH CPOKOBe)

I'oBena

Meco u BbTpELIHY OpPTraHu: 7 JIHHU.
Musixo: 84 yaca.

Ogue
Meco 1 BbTpEIIHN OpraHu: 4 JTHHU.

Munsko: He ce paspciiaBa 3a yHOTpe6a npu OBOC, YUCTO MIJIAKO € MNPCAHA3HAYCHO 3a YOBCIIKA
KOHCyMallusi.

5. DPAPMAKOJIIOI'MYHU OCOBEHOCTH



dapMaKoTepaneBTHYHA IPyna: AHTHUIIAPA3SUTHH MIPOLYKTH, HHCEKTUIIUIN U PETICIIEHTH.
AHTUXEIMUHTUIN. AHTUXSIMUHTHUIN. beH3nMuaa3onu u cBbp3anu cyocraniuu. Albendazole.

Berepunapuomenuuunckun Anatomo-TepaneBruuen Kon: QP52ACI11

ALBEX BG 100 mg/ml nepopanHa cycrneH3us 3a TOBella M OBLIE € HIMPOKOCIIEKTHPEH MHOTOLIECIECBU
AQHTUXEJIMUHTHK, NpPEAHA3HadeH 3a KOHTPOJ HAa 3peiIM M pa3BuBaIllyd ce He3penu ¢GopMu Ha
raCTpPOMHTECTHUHAJIHM HEMaToly, IyJIMOHAJHM HEMAarToAd, LIECTOAM U BB3PACTHU HEPHOAPOOHU
TpeMaTtogy Npu roBena W oBuUe. lIpogykThT mpuTexaBa W OBUIMIEH e(QeKT cpelly siilara Ha
racTPOMHTECTHHATIHUTE HEMATOAU 1 YEPHOIPOOHUTE TPEMATOAH.

Benszumunazonure ce CBbp3BaT ¢ TyOylHMHa Ha HEMaTOAUTE, MPOTEHH, HEOOXOOUM 32 (PopMUpaHETO U
YKU3HECTIOCOOHOCTTa Ha MUKPOTYOynuTe. ToBa ce ciy4Ba MpeIuMHO B a0COpOHpaITe YpEBHU KIETKH,
B pE3YATaT Ha KOETO MUKPOTYOyIHTE B UpEeBHHUTE KICTKH Ha HEMAaTOUTE M34€3BaT, B PE3yJITaT Ha KOETO
TE3H KIJIETKU HE MOrar J1a abcopOupar XpaHUTEIHH BemecTBa. 110 To3u HaUYMH ce cTHra 10 HaMaJsiBaHe
Ha DIMKOTeHa W e()eKTHBHO IIaJyBaHe OT CTpaHa Ha mapasutute. ChIIECTBYBAaT CTPYKTYPHHU Pa3IUKU
MeXay TyOyaumHa OT OO3afHMIM M TO3H OT XEJIMHHTEH IIPOM3XOH, KOETO BOAW 10 TpOsiBa Ha
npedepeHIaniia TokcnaHocT Ha albendazole kbM XeIMHUHTH, a HE KbM TOCTOIIPHEMHUKA.

BeHsumuazonuTe chilo MHXUOMpAr (hymMaparpeayKra3Hara CUCTeMa Ha XCJIIMUHTHTE, KOETO 3acsra
MIPOM3BOJICTBOTO HA EHEPTHSI.

6. PAPMAIIEBTUYHU OCOBEHOCTH
6.1 CnuCchLK HA eKCHUIIMEHTHTE

Methyl parahydroxybenzoate

Propyl parahydroxybenzoate

Citric acid monohydrate

Sodium citrate

Green S (E142)

Xanthan gum

Povidone 90

Polysorbate 20

Propylene glycol

Simethicone emulsion

Purified water

6.2 HecbBMecTHMOCTH

He ca u3BectHH.

6.3 Cpok Ha roxHocT

Cpok Ha TOTHOCT Ha KpaiHUs BETEPUHAPHOMEIUIIMHCKH MPOAYKT: 3 TOTUHH.
Cpok Ha TOIHOCT CJe]l ITbPBO OTBApsiHE HAa IBPBUYHATA OMAKOBKA: JIa CE€ M3II0JI3BA HE3a0aBHO.

6.4. CnienquajiHM ycJI0BH 32 CbXpaHeHHe Ha MPOAYyKTa
To3u BeTeprMHAPHOMEANLIMHCKH NPOAYKT HE N3UCKBA HUKAKBH CIELMATHU YCIIOBHSA 32 ChbXpaHEHHE.
6.5 Bua u cbcTaB HA MBPBUYHATA ONMAKOBKA

bemu crannaptau onakoBku 0.5 1, 11,2.51, 51 u 10 1 unu reBraBu onakoBku ot 1 1,2.51u 5 1.



CTaHaapTHH ONAKOBKH

KoHrteitHep: nonueTuiieH ¢ BUCOKa MIIBTHOCT

Kanauka: moaneTHiIeH ¢ BUCOKA IIIIHTHOCT

IMomnoxkka Ha Karmavkara: pa3TerHar MOJIHETHUIICH
3areyarka: KamadkaTa € 3areyarka

I"'bBKaBU OMAKOBKH (THI OITAKOBKA 332 BAKCHHA)

KoHTeliHep: MOMUETUIICH ¢ BUCOKA TTBTHOCT

Kamauka: xomormonuMepeH IOTUTIPOITHIICH

Tlopyoxka Ha Kamadkara: MHOTOCIIONHA CTepaHOBa Karayka
3ameuarka: 1IoM0a OT aTyMHHHUEBO (OITHO

I'bBKaBHU ONAKOBKH (€ MJIOCKO AHHO 32 3abPKaHe B U3NPABEHO MOJIOKEHHE)

KoHTeliHep: MOMUETHUIICH ¢ BUCOKA ITBTHOCT

Kamnauka: KormoauMepeH MoJMITPOTHICH

Tlopyoxka Ha Kamadkara: MHOTOCIIONHA CTepaHOBa Karayka

3aneyarka: Karadkara € 3ale4yarka

He Bcuuku pa3mepu Ha omakoBKaTa MOTaT 1a ObAaT MpeayaraHy Ha masapa.

6.6 CnienuaJIHu MEPKH 32 YHUIIIOKABAHE HA HEM3MOJI3BaH MPOAYKT WIN OCTATHIU OT HEro

[a He ce 3ambpcsaBar e3epa, BOIHU TBTUIIA WIH KAHABKH C TIPOIYKTA WM U3IMIOI3BAHNUTE OMAKOBKH.
W3non3BaHuTe OMAKOBKHU JIa C€ M3XBBPIAT Oe30macHo0. Beeku HeM3mo3BaH BETEPUHAPHOMEIUIIMHCKH
HpOI[yKT HJIN OCTAaTbl OT HETro Tp)I6Ba aa 6’b,[laT YHI/IHIO)KCHI/I, B CBbOTBCTCTBUC C HU3HCKBAHHATA HaA
MECTHOTO 3aKOHOIATEICTBO.

7. IPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

,ACKIJIEII - DAPMA” OO/]

rp. Codus, x.k. Jlromun - 7, 611, 711A, maraszun 3

PemrybOnuka beirapus

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA

0022-2276-12.05.2014

9. JIATA HA TbPBOTO U3TABAHE/IIOJHOBABAHE HA JIMIIEH3A 3A
YIIOTPEBA

12.05.2014/06.03.2019

10. JATA HA IOCJIEAHATA PEJAKIUSA HA TEKCTA
22/04/2024

3ABPAHA 3A ITPOJA’KBA, CHABJASABAHE U/WJIN YIIOTPEBA

I[a CC OTITYCKa CaMO IIO JICKAPCKO IPEAINMCaHuC.

X

[A-P BANNEHTH ATAHACOB
3AMECTHUK W3MbAHNTENEH AVNPEKTOP




