KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEILIEHME 3A THPTOBUS Ne 0022-2948

1. HAUMEHOBAHHUE HA BETEPUHAPHOMEJAULUWHCKUSA TIPOAYKT
Ferraxx-Forte

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHH CyOCTAHIIMH:

B I ml:

Iron III-ions (kato Gleptoferron 20%) - 20,0 mg
Nicotinamide (Vitamin Bs, PP) - 20,0 mg
a-Tocopheryl acetate (Vitamin E) - 10,0 mg
Folic acid (Vitamin By) - 5,0 mg
Cyanocobalamin (Vitamin By,) - 0,1 mg

ExcuunuenrTu:
3a IBJIHUS CIIUCHK Ha SKCIIMITUEHTHUTE, BIK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

NuxxekunoHeH pa3TBop.
TwsMHO KadsB pa3TBOp.

4. KIMHUYHU JAHHHA

4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHaYeH BMII
[Ipacera.
4.2 TepaneBTUYHM MOKA3aHMSL, ONIPeAeIeHH 3 OTIeJHUTE BUTOBE ;KUBOTHHU

3a npoduakTHKa U JIUCHUE Ha KeNA301ehUIIUTHA AaHEMUSL.
4.3 I[MpoTuBoNmOKa3aHUs

I[a HC CC U3M0JI3BAa MIPU CBPBXUTYBCTBUTCIIHOCT KbM dKTUBHUTC CY6CTaHL[I/II/I WM KbM HSKOH OT
CKCIHUIIUCHTUTC.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ )KMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
Hsama.
4.5 Crnenna/iHu NpeANasHH MePKH NIPH yoTpeda

Cneunan}m Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

He e npunoxumo.

Cneuuan}m Opeanasdy MCPKH 3a JUliaTa, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNU S MPOAYKT HA Y KHUBOTHUTC

TpH6Ba Ja C€ B3€MaT BCHYKHU H606XOI[I/IMI/I MCPKHU 3a HU30srBaHE Ha CHy‘IafIHOTO CaMOHHXCKTHUPAHC.
Xopa C YCTaHOBCHA CBPBbXYYBCTBUTCIHOCT KbM aKTHUBHUTC CY6CTaHLII/II/I TpSI6Ba Ja rnpujiarat
BCTCPUHAPHOMCIUTTUHCKU A ITPOAYKT C IMOBUIICHO BHUMAHUC.
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[Ipu ciyyaitHO caMOMHXKEKTHpaHe, He3a0aBHO J1a ce MOThPCH MEAUIIMHCKU ChBET, KaTO Ha JIeKaps ce
MPEAOCTABY JINCTOBKATa WM €TUKETa Ha MpoAyKkTa. [la ce u3MusT pbLere ciien padoTa ¢
MPOAYKTA.

4.6 He0naronpusiTHu peaknuy (4ecTOoTa U Ba)KHOCT)

MHoro psako MoXxe Aa ce HaOJlloJjaBa 3a4epBsiBaHe HA ThKaHTa U / WIN JIeK, MEK OTOK B MSICTOTO Ha
WH)KEKTHpaHe, KOMTO H34Ye3BaT 3a HIAKONKO MAHW. MoraT Ja ce HaOIoJaBaT peakiud Ha
CBPBXUYBCTBUTEITHOCT.

YecroTata Ha HEONIATONPUATHUTE PEAKLIUU CE OMPEeNs Ype3 clieHaTa KiacupuKaus:

- MHOro uectu (mmoBeue oT 1 Ha 10 TperupaHu >KWBOTHH, IPOSIBSIBAILK HEOMArONPUATHH PEAKIIUH )

- yectH (oBede oT 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBotHU Ha 1,000 TpeTupaHu >KUBOTHH)

- penku (moseue ot 1, HO mo-Manko oT 10 xuBoTHU Ha 10,000 TpeTpaHu KUBOTHN)

- MHOTO peaku (mo-manko ot 1 xuBotHOo Ha 10,000 Tperupanu XKUBOTHH, BKIIOYUTEIHO U30JIHPAHU
CHOOIICHYS).

4.7 VYmnorpeda nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe
He e npunoxumo.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

P630p6I_II/I$ITa Ha IPUITOKCHOTO IICPOPATHO KEIA30 CAHOBPEMCHHO C MTPOAYKTA, MOXKC 1a 6’[,[[6
HaMaJICHaA.

4.9 /032 1 HAYMH HA IPWJIOKEHHE

3a cTpOro MHTPaMYCKYJIHO HH)KEKTHPAHE.

[Ipacenna: nmwxkekrupaiite 1,0 ml oT pa3TBOpa Ha JKMBOTHO B MyCKyJIaTypaTa Ha BpaTa MM Kpaka.
[IpodunakTka: HXKEKTHpAHTE eMHOKPATHO MpaceTa Ha Bb3pacT OT 1-us g0 4-us AeH.

Jleuenne: eTHOKPAaTHO MHXKEKTHPAHE.

TemmepaTypaTa Ha HHKEKIIMOHHHUS PAa3TBOp TpsiOBa aa Obje Onu3Ka 10 TelnecHaTa TeMIlepaTypa Ha
TPETUPAHOTO KUBOTHO.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € He0OX0TUMO

He ca nabmonaBanu.

4.11 KapeHTen cpok

Meco 1 BBTpEIIHU OpTaHu: Hyja JHU.

5. OAPMAKOJOTNMYHU OCOBEHOCTH

dapMakoTepanieBTUYHa TIpyna: AHTHAHEMMYHH TPOAYKTH, MKENE3HHW TPOAYKTH, JKEIA30 B
KOMOHMHAIINH, KEMA30 U MyJITHBUTAMUHH.

Berepunapromenuunacku Anatomo-TepanestiudeH Kox: QBO3AEQ3.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Kensa3oro e ocHOBEH MUKpoeneMeHT. Toil urpae BakHa pois B KHCIOPOAHMS TPAHCHOPT Ha
XeMOIJIOOMHAa U MHOTJIOOMHA, KAaKTO M MMa KJII0UOBa POJISi B CH3UMHTE KaTO IUTOXPOMH, KaTalasu u
nepokcuaasu. JKens30To uMa BHCOKA CTEIEeH Ha Bh3CTaHOBSIBaHE OT METa00OIM3Ma U MOTTBIIAHETO Ha
xpaHata. Hukornnamunopt (BuTamun B3, PP) crumynmpa cuHTe3a Ha HUKOTMHAMHU[ aJleHUH

munykieotus (NAD) n aukotTnHamuz aaeHuH nunykineotusn gocdar (NADP). By popmaTta Ha NAD
JeliCTBa KaTo areHT 3a MpeHacsiHe Ha BOAOPOA PU OMONOTMYHH PEAYKIMOHHHN PEaKIHU.
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A-tokodepunanerarsT (BuTamuH E) ce M3KMCKBa I1aBHO 32 aHTUOKCUJAHTHUTE MY €(DEKTH, KOUTO OT
CBOS CTpaHa MOIYJIUPAT HIKOIKO (PU3HMOJOTUYHH TPOIECH, BKIIFOUUTETHO MEMOpaHHA CTPYKTypa H
OMOCHHTE3a Ha TMPOCTArjiaH/JWH, Koaryianus Ha KpbBTA, PENPOAYKTHBHA (YHKIUS W HMyHHA
KoMIeTeHTHOCT. Butamun E € maeHTu(UIIMpaH KaTo OCHOBEH EPHUTPOIOCTUYEH (PaKTOp 3a HIKOH
BHJIOBE KHBOTHH.

donueBara kucenuna (Butamud B9) BbB hopmara Ha 5,6,7,8-terpaxunpodonuesa kucennna (TXD) e
HeoOXoAMMa 3a MPEJaBaHETO Ha CAWHWYHU BBITICPOJHU aTOMU B pa3inyHu peakiuu. DonmeBara
KHCEIMHA, KAaKTO W IMAaHKOOAJaMHHBT ca 3aJb/DKUTEIIHA TPU CHHTE3a Ha HYKJICONPOTECHHH,
y4acTBalll¥ B Y3psIBAHETO HA YESPBEHUTE KPHBHU KIICTKHU.

[nanokoOamaMuubT (BUTaMuH B12) € BHUTaMuH, ChIbpXkall KOOAnT, HEOOXOMUM 3a KICTKHUTE B
TSAJIOTO 3a TpeoOpa3yBaHe HAa PUOO30BUTE HYKICOTHUAM B JCOKCHPUOO30BH HYKICOTHUAM - OCHOBEH
eramn npu oOpa3yBaHETO Ha Je30kcupruOonykiienHoBa kucenuHa (JIHK). ToBa € OCHOBHO XpaHUTEITHO
BEIICCTBO 3a SAPEHO Ch3psBaHE W KIETHUHO jeneHe. llmaHokoOamaMUHBT € BaxeH ¢akrop 3a
HOpMAaJIHATa EPUTPOIOE3a, Thil KATO SPUTPOIMOCTUYHUTE IEHTPOBE Ha KOCTHUS MO3BK ca Cpell Hai-
OBP30 pacTamuTe U Iporudepupaniv ThKaHu.

5.2 ®apMakoKHHETMYHH 0COOECHOCTH

Cren MHTpaMyCKYJIHO HHXXEKTUPaHe, jkene3HusIT komiuiekc (Gleptoferron) ce pesopbupa B tumdnarta
ThbKaH B paMKuTe Ha 3 AHU. TyK KOMIUIEKCHT C€ paszeisl MOCTENeHHO M MPOABIDKUTENHO, 3a Ja ce
ocBoboau Fe3 +, koiiTo ce chbxpaHsBa Kato pepuTHH B OCHOBHUTE OPTaHM 3a ChXpaHeHHe (HampuMmep
YepHHUs Apo0, Jajaka M PETHKYJIOeHIOoTenHaTa cucrema). B kpbBTa cBoOomHusT Fe3 + ce cBbp3Ba ¢
TpaHcepuH (TpaHCOpTHA (OopMa) U ce U3IIOI3Ba TIIABHO 33 CHHTE3a HA XEMOTJI00HH.

Burtamun B3 ce pezopbupa Obp30 ciien WHKEKTUPAHETO M Ce MPEeBpbhILa B KOSH3MMHHU (hopMHu B
ThbKaHuTe. KpBBHUAT TpaHCHOPT ce CBBbP3Ba MPEOHMMHO C YEPBEHW KPBHBHH KieTkH. Buramun B3
OBp30 Hamycka KPbBHHA MOTOK U HaBJIK3a B ObOpennTe, YepHus Apo0 M MacTHUTE ThKaHU. YpHUHATa €
OCHOBHUST ITBT HA EKCKpELUs Ha pe3opOupanus BUTaMuH B3 1 HeroBuTe MeraboiIuTH.

TokodeponbT, BIM3all B KPbBOHOCHATA CUCTEMA, C€ pas3mpeens B TSUIOTO, KaTo MO-ToJisiMaTa 4yacT ce
JIOKaJIM3Wpa B MacTHUTE ThbKaHu. Haii-BHcokuTe HMBa Ha BUTaMuH E, HamepeHnm B MeMOpaHHU
OpraHeiny, KaTO MUKPO30OMH M MUTOXOHIPUH, ChIBPKAT CUIHO JEHCTBAIM CUCTEMH 33 PEAYKIHS Ha
okucnuTenHaTa cucteMa. OCHOBEH ITbT Ha €KCKpeLus Ha pe3opOupaHus BUTamMuH E e xirbukara, B
KOSITO TOKO()EPOIIBT Ce MOABSIBA MPEAUMHO B CBOOOAHA (opMma.

donueBaTta KUCENHHA € IIMPOKO Pa3lpPOCTPaHEHa B THKAHUTE A0 T'OJsIMa CTEHEH B KOHIOTHPAaHHUTE
nonurityramMaTHy ¢popmu. Exckpennsara Ha onueBata KUcennHa B ypHHATa MPECTaBIsIBA MAJIKa 4acT
ot obmoro otaensHe. KoHuenTpauuute Ha (exanHa KuCeInHa BbB (peKkaIuuTe ca 10CTa BUCOKH.
Korato Butamun B12 HaBiesze B moprajiHaTa KpbB, TOH C€ CBBP3Ba ChC CHEUU(PUYHU TPaHCIOPTHU
MPOTEHHH, HApEUCHU TPAHCKOOAJAMHHHM, KOUTO JOCTAaBAT IMAHOKOOAIAMHUH A0 pa3ivyHH THKaHH,
KaTo 4YepeH npob, ObOpek, manak, cbpie, Osin apod u ThHKO 4depBO. OCHOBHAaTa EKCKpeIus Ha
pe3opOupanus ButamuH B12 e upe3 ypuHapHH, OninapHu U (heKaHU MbTHIIA.

6. DAPMAIEBTUYHHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHHUIINEHTHTE

Conyron HS15
Tpunon B

Bensuno ankoxon
JlumoHeHa KucenrnHa
Bopna 3a umxekunn

6.2 OCHOBHH HECHLBMECTHMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BETCPUHAPHOMCEAUTTUHCKN IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyTrud BCTCPUHAPHOMCIUTTUHCKHU TIPOAYKTH.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha KpaﬁHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 2 TOOWHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPSAHC HA ITbPBUYHATA OITAKOBKA: 28 JHH.
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6.4. CrnenuanaHu yCJI0BHA 32 CbXpPaHEHHE HA MPOAYKTA

Ja ce cbxpaHsiBa B OpUTHHAIHATA OMAKOBKA.

Jla ce cpxpaHsBa pu Temnepatypa mnox 25 °C.

Ja ce masu OT mpsika cTbHYEBA CBETJIMHA.

[a He ce 3ampa3zssa.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONTAKOBKA

100 ml creknenn ¢uakonu (tun II); 100 ml/500 ml mnacrmacosu (HDPE) dnakonu ¢ Ttama u
AITyMUHUEBA/TIOUIPONTUICHOBA KamayvKa.

Kaptonena xytus ¢ 6 6p. dpaaxonu ot 100 ml.

Kaptonena xytust ¢ 1 6p. mactmaco diaxon ot 500 ml.

He Bcnuku pazmepn Ha omakoBKaTa MoraT Ja ObJat IpeiiaraHy Ha masapa.

6.6 CnenuajaHn MEPKH 3a YHHIIOKABAHE HA HEU3IMOJA3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku HemsmomsBaH BCTCPUHAPHOMCAUIIMHCKA TIPOAYKT WM OCTAaThbLK OT HEIO TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. NNPUTEXKATEJI HA PASPEIHIEHHUETO 3A ThbPI'OBUS
BUOCDOEPA ®APM EOO/]

yiL. ,,Xpucto bores* Nel, c. [lerbpy,

Codus obmact

boarapus

0885917017

biospherapharm@abv.bg

8. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUS

0022-2948

9. JATA HA IbPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPI'OBUS
Jlata Ha TBPBOTO M3AaBaHe Ha pa3perieHnero 3a Teprosus: 06/12/2019.
10. [JATA HA NIOCJIEAHATA PEJAKIUSA HA TEKCTA
10/2019

3ABPAHA 3A TIPOJAXBA, CHABIAABAHE U/UJIK YIIOTPEBA

He e npunoxumo.

JI-P AHTOHHO PAJIOEB
3AMECTHHK H3ITBbJIHUTEJEH JUPEKTOP
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