KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA

1. THpProecKko MMe Ha FiekapCTBeHUS! NPOARYKT

BUHICTERCTRG #A 3PABEOTIAL JARETC

REALDIRON®
6 MIU TIpHAOKSHHE KBlA R P
naspemenre saynorpelald \( 4y Sqlp g 10: 07

PEANVNPOH ‘%-/M’/I/S(z I 7 1
6 munuona iy . D rmEsib |

Interferon alfa-2b human recombinant powder for solution for injection
HTepchepoH anda-2b YosellKky pekoMBMHaHTEH, MPax 38 MHXEKUNOHEH PasTBOp.

(U = mexxayHapoaHn eguHnLn)

2. Konu4vecTBEH ¥ Ka4eCTBeH ChLETaB

Jiekapcmeeno seujecmeo: Interferon alfa -2b Jyoeelukn pekombunarter 6 MIU
Momownu sewtecmea: dextran 60 - 10.00 mg (kato crabunusarop).
3a ocTaHanuTe NoMoLLHW BettecTea, Mons BIK 6.1,

3. lNekapcTtBeHa chopma

PeangMpoH e npax 3a WHXEKLMOHeH pasTBop crej pasTBapsHe B cTepurHa Bofa 3a
UHKEKLIMM.
EfuH hnakoH cbabpxa 6 munuona IU yoseluky pekombuHaHTeH Interferon alfa —2b.

4. KnuHuuyHu gaHHn

4.1. NoKasaHust

Bupychu 3a0onaBauus:
% XpoHudeH xenatut B
<  XpoHuueH xenatnt C

OHKORNOTUYHK 3a6onsiBaHUA:

KocmaTtoxiieTseyHa neskemms

XpoHuyHa MyerionaHa feekeMns

BropedeH KapunHoM

CebpsaH cbe ClMH capkom Ha Kanowun ‘

KoxeH T - kneTbueH smmcbom (MMKosKG hyHrongec, cuHgpom Ha Cesapu)
MeTacTaTnyeH MasiMrHeH MesigaHom
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4.2. [o3upoOBKa 1 HAYUH Ha NPUNOXeHne

XponuyeH xeriamum B: Realdiron e nokasax 3a Ne4yeHue Ha nauueHT ¢ XpoHuyeH
xenatut B, kovwTo ca nonoxuternHn 3a HBV-DNA w/unu HbeAg. dosuposkatae 3 - 6
musinora IU, 3 nuTu cemuuro 3a 24 cegmuum. ObukHoseHo Realdiron e edexkTuseH
rnpes MbpeuTe 12 ceaMMuM, HO 3a Ja ce NnocTUrHe AbNroTpasH edeKr, NofobpaBaHe
ChLCTORHUETO Ha MauMenTa, HamansiBaHe pasMepuTe Ha YepHus Spod 1 fanaka v
HamanssaHe Ha ALT-akTMeBHOCTTa, nedeHneTo Tpsadsa ga npoabibkv 24 cepMuum.
AKO KMUHWYHUTE cuMOTOMU WM BMOXMMWYHKTE TNapameTpy Ha KpbBTa He ce
nofobpaT uiunu HBeAg He usdesHe cnep 12 cegMuuHO NedyeHne, NeYeHWeTo ¢
Realdiron TpsbBa Aa ce npekpaty.

Xporuuer xenamum C: Realdiron e nokasaH 3a nieyeHne Ha nauneHT ¢ XpoHuYeH
xenaTut C, Kouto ca nonoxurtenHn sa HCV anturena w/unm HCV-RNA w/unu vimat
MOBWLUEHN CTOMHOCTW Ha CepyMHWTE ariahuH-amuHoTpaHcdepasa (ALT) unm
acnapTaT-ammHoTpaHcdepasa (ACT). [osuposkata e 3 munmoHa IU, 3 mbTm
CEAMUUHO B MpodbivkeHne Ha 24 cepmmuu. ObukHoseHo Realdiron e edextuseH
npes MbpBUS 12-cegMuueH Mepuop, HO 3a Ja Ce MOCTUMHE ABMNroTpacH eqekT,
Realdiron TpsbBa pa ce npunara 24 cepmuuu. Ao cneg 4 cegMUuYHO nedvenne c
Realdiron nnasmexata ALT aktuBHocT He Hamanee ¢ 50%, posarta Tpsbea pa ce
yeenuur go 6 munuona IU, 3 e cegmuuiHo. Ako cnef 12 cegmuli neveHune
nnncsa etexT (ALT-axtmsHoCTTa e Bee ollle nosuileHa wunu ce oTkpusa HCV-RNA)
nevyeHueTto ¢ Realdiron Tpsabea ga ce npexparti.

KocmamorriemnyHa rieskemus: 3 wuvnuosa IU pgHeeHo. Cneg nocturakle Ha
XEeMaToSIOrMyHa peMncns, ce npuiara NogaLPXKaLLo neveHne ¢ 40U OT 3 MUMUOHA
IU, 3 nbTu cepmuuHo. EdbekTsT ce ycTaHoBRBa OODMKHOBEHO Cnep LBYyMeceuyHa
Tepanus, Crief KOeTo fIeYeHVWeTO MOXe Oa Ce fpekpatn. B criyyail Ha peunime,
neyerneto ¢ Realdiron moxe ga sariodHe OTHOBO. 3a NOCTUraHe Ha rpogbrikuTesiHa
pemucust e HeobXoAMMO MoBTopeHE Ha kypca ¢ Realdiron.

XponuyHa MuenozeHHa nesxemusi; 9 musinora JU nHerHo.

Cnep nocTyrase Ha XemaTomnoruHa peMiucus ce npurara MoAabPXKaLlo nevenne ¢ 9
murivoda IU, 3 nbTr cegmnuHo. BpoaT Ha npexuvBennTe nauneHTn sabenexmmo ce
yBEN4aBa, KOraTto e NocTUrHaTa XeMaTonoriuHa peMUcKsl Npes nbpente 3 MeceLa
oT neyeHueTto ¢ Realdiron. Pemucna ce noctura npw roBedveto naunedHTn ¢ Toea
aabonsizaxe.

Br6peyen kapyunom: 18 munmona IU, 3 nbTW ceamuyHo.

Haii-yuecto nogoBpeHue (yacTudHa MMM MbIHa perpecus Ha MeTacTasuie) ce
nocrura crieg 8 po 12 cegmmum neveHue WM Aopw no-KecHo. lNpu Hanwune Ha
pesynTart e HeoBXoOgMMOo noaabmKao iedeHne B Ao3y oT 18 mununoxa IU, 3 mbTy
CeAMAYHO.

Cewnp3aH cke CIHH capxom Ha Kanowu: 36 munuoxa IU aHeBHoO.

Realdiron tpabea ga 6bae npunarad, AOKATO UMa [oKasaTencTsa 3a Nporpecna Ha
3260NABaHETO WM HE Ce MOSIBAT CUMMATOMM Ha HeroHocumocT. [Npu Hanuuve Ha
pesynTaT € HeoGXoauMo nogabpXallo neveHne B Josu ot 18 murimona IU, 3 nen
ceqMUYHO.

Koxuu T-xnembcmu numghomu (MyKO3nc hyHroniec unu cuHgpemM=hHa, Qesapm) 18
munmora IU Jresro. JleveHneTo npogkfixiaea, [OKaTo ATER :qoxaaaTencTBa 3a
sabapsaHe pasBUTMETO Ha BonecTHNsA NPOLIEC. / A3
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MemacmamuyeH mariuzHeH MeriaHom: 3a NeveHUe Ha MeTacTaTUdHWA MeJlaHoM
posata e 18 munuona IU grHeBHO, 40 nosiBa Ha TepanesThyeH etekT, cnej KoeTo ce
nposesxaa NoAAbpXawo neveHve B gosn ot 18 munmona IU, 3 nemv cegmuyHo. 3a
af10BaHTHA TEpanus Ha MarvMrHeH MEenaHoM crief XMpypriavecka Hameca (HefenuHa
Ha Tymopa >4,0 mm), posuposkata € 18 munmona IU, 3 nbTu cegmuyHo, AOKaTO uma
JoKkazaTtencTea 3a 3abasaAde Ha BonecTHUs fipouec. ToBa yAbMmKaBa pPeMucusaTa n
npoLBMKUTENHOCTTa Ha xwmeoT. lMNpyu naumenty ¢ Tymop 1.5-4.0 mm AosvpoBkaTa € 3
munvioHa IU, 3 meTu cegmndHo.

Beua: Ynotpebarta Ha Realdiron npu gella He e npoy4eHa 1 oNUTET € OrpaHudeH.

Hauue Ha npunoxenme: Mpenu ynotpeba Realdiron ce pastsapa B 1 ml crepunya
BOAA 33 UHXKEKLIAN.

Pa3TBOPBT Ce MHXEKTURE MHTRaMYCKYNHO UM NOSKOXHO.

4.3. TllporuBonokasaHnsa
Realdiron e npoTyeonokasaH npy nauyeHTu C
. [lokaszaHa CBPBLXHYBCTBUTENHOCT KbM UHTEpdepoH andha WK HAKOE OT
NOMOLUHUTE BEECTBE,
. AHaMmHesa 3a CepunosHo CbpaeyHo sabonaBaHe;
. OekomineHcupana YepHoapobHa Luposa;
. MpUCTBNHY CMYLLEHUA WMNKM Hapylledn yHKUMKM Ha LieHTpanHaTta HepsHa
cMcTEeMa, ariKOXOMnHa Wi HapKOTUYHA 32BUCKAMOCT.

4.4. CneumanHy NPOTUBONOKa3aHUS W cllelManHy Npegynpexaenus 3a ynotpeda

PeangupoH TpsGea pga ce npuriara Nog KOHTPona Ha KeanudguumpaH nekap ¢ ofiuT B
TEpanuAaTa Ha CLOTBETHOTO 3abonssaHe.

MauvenTuTe TpsdBa Aa 6bAAT 3ano3HaTit HEe CamMo ¢ [onsara OT NPOBENHEAHOTO
rfieyeHre, HO 1 33 BH3MOXHOCTTA OT NOSBa Ha HEXEeNaHu NekapcTBeHn peakumin.
MoBulleHo BHUMaHKE & HeobxoguMmo hipu neveHue ¢ Realdiron Ha naumeHTu cbe
CEpU03HO CbpReyYHo 3abonseaHe. [lpy OonHK ¢ NpeAlecTsallo CbpASHHO-CBAOBO
sabonseaHe Realdiron mMoxe Za HpudvHY apuTMvA. AKO Bb3HMKHAT HEeXeraHn
NEeKapCTBEHW peakLn U ChCTOSHUETO Ha OONHMA ce Browm, fosara Tpsbsa fa ce
Hamar HarnonoBMHa Unu neyeHneTo 4a ce NpeKkpaTtu.

[ipenoptuBa ce NepUoanYHO BHUMATENHO fAa Ce Npociiegasa HEepPBHO—TICUXUYHaTa
NefHoCT Ha BCHMYKK nauveHTwn. Peanampor Tpsibea Aa ce npunara BHUMAaTENHO npy
nauneHT, Npu KouTo e 3abenssaHo cynuugHo NoBefeHune.

Mpu BonHK ¢ TeXxxa Myenocynpecks € HeobxoiuMa MblHa KPLBHA KapTuHa.

OcofeHo0 BHAMaHNE Ce M3UCKBa NpW MauWMeHTH, MPeaApasnonoXeH KbM aBTOMMYHHW
sabonaBaHusA. UHTepdhepoHsT nposBsBa U MMYHOCTUMYnpallaTa akTUBHOCT, KOSiTO
MOKE Aa NoBULLKW BEPOATHOCTTA OT MPOsBaTa Ha Tak1sa saborsipanus.

MauveHTn C¢ HapyweHa DwOpeyHa, MuenongHa unm LlepHO,qpoﬁHabe HKLlMFI 1pabea
ja 6xpaTt HabrgasaHn BHUMAaTENHo. / ’/ 4 \*
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4.5, NlekapcTBeHU B3auMopeicTens: u gpyru chopmu Ha B3aumoaencTemne

JlekapeTeeHoTo BellecTso Interferon alfa notucka metabonmsma Ha TeodwnnMH UK
HamansiBa HeroBus KMMpbHc. BaaumopeicTBneTo Ha UHTEPMEpPOH C .u,pyrw
NeKapcTBEHY NPOAYKTY He € HambIHO YCTaHOBEHO.

4.6. BpemMeHHOCT # KbpMeHe

HeaaBucumo oT nona cy, nauueHTMTe nekyeanm ¢ Realdiron, Tpsbea ga wanonssar

echbeKTuBHa KOHTpauernuns.

Realdiron ce npunara no Bpeme Ha GpeMEHHOCT camo ako NnorsaTta 3a Makkata

onpaegaea NoTeHUMantusa pUucK sa nnoga.

He e usrectHo panu Realdiron ce otaens B MaiiumHoTo Mnsko. [pensus BaxkHocTTa

Ha TPOBEXOaHOTO feyeHWe 3a MaliKkaTa, Tpsbea na ce MpeleHn fjanv ja ce:
MpeKpaTi KbPMEHETO UMY NPUNOXEHUETO Ha NEKapCTBEHUS MPOAYKT.

4.7. EchekT BHPXY COCOBHOCTTA 32 Wodunpake i paboTta ¢ MalMHK

Neuenneto ¢ Realdiron MmoXe ga floBefe [0 ChLHNMUBOCT, CriabocT niKu ymopa, Kakto y
[a NOBfAe CKOPOCTTa Ha peakuuuTe Ha fnaumeHTa. Tosa 3aBnch KakTo OT AosaTa U
CXEMATA Ha fievyeHne, Taka n oT MHAUBUEYaSHaTa YYBCTBUTEITHOCT Ha naumeHTa. {1pu
HOSIBA Ha HAKOW OT Tesu edekT, naumeHTsT TpabBa ga 6LAe NockLBETBaH Ha He
wodmpa n ga He paboTh ¢ MatLHN.

4.8. HexxenaHu nexapcTBeHU peakuum

Hexenanute nexkapcTseHW peakuum npu neveHueto ¢ Realdiron ca oTHocuTenHo
NEKA N 0BMKHOBEHO M3YE3BaT HaMMBITHO CEA NpeKkpaTaBaHe Ha NEYEeHneTo.

OcHosHu cumiimomu: Hall-4ecTo cpellaHnTe HexenaHy NeKapCcTBeHW peakuuu ca
“rpunornofoBHM” CUMMNTOMM KaTo roBuLLIEHa TeMnepaTypa, HacTWHKa, ymopa, Donku B
KOGTUTE, cTaBHK Bonkn, MyckynHa Gonka, rnasobonve u ouHa bonka, uanoTsaBaHe,
3aMasHOCT. 3a obrekyaBaHe Ha Te3y CUMNTOMY MOXE Aa Ce Usnornasa paracetamol
(acetaminophen).

CmomMawro-ypesed mpakm: MoraT ga ce nospAT 3aryba Ha anetwr, rageHe,
noBphlaHe 1 guapws, 3anek, NpomsiHa BLB BKyca, CyxoTa B ycTara, saryba Ha Terno,
fieka aBgoMuHanHa borika.

tepern dpob: [Mpn HAkoM MNauuveHTy e Habrmogasada Jeka peaykumMs Ha HAKoW
napameTpu Ha yepHogpobHaTa dyHKLUMA. T 0OMKHOBEHO M3YesBa fNpu HamansasaHe
Ha [03aTa W NpekpaTsaBaHe Ha NeYeHneTo.

Llenmpanna HepsHa cucmema: HeobudaihHn ca 3aMaF!HOCT(/nOHVDK HES nonxuHeH
cTaTyc, HapyleHus B CbHA, pascesHOoCT, HanpeXeHue, /Hepsﬁa'é‘f,
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nopepeHne, eydopus, Aerpecus (B KpaA Ha NIEUYEHWETO), 3PUTENHN CMYLLEHMS.
CyuLmaHO NOBEAEHNE M TEXKA COMHOMNEHTHOCT Ca PAAKO CpetliaHn YCnoXHeHUs.

MepughepHa HepaHa cucmema: [MOHAKOTa ce MOABABAT WU3TPBMBaHe, CKOBaHOCT,
HeBpoOnaTus, cupbex 1 Tpemop.

CopdeyHo-cedoga u OuxamenHa cucmema: [lyncoBata 4ecTora cCe nokavesa B
32BMCMMOCT OT Temnepartypata. Morar Aa ce MOSABSAT NPEXOAHU XWMOTEH3NBHK ¢
XUNEPTEH3UBHU €MU30AM, KakTo U aputMus. Pagko ce Habmogasat KpaTkoTpaiHu
Heunpagupaly Boriku B repanTe.

Pagko ca HabriogaBann kawnuvua u nex sagyx. CoobllaBaHo e 3a peaku criydan Ha
BenonpobeH egeM, MHEBMOHMNS, CbPAEYHO-ChA0BM UHLIMAEHTH, UCXEMUSA Ha ChpUETO
¥ MMOKaPAEH MHAAPKT.

Kpbsomeoprna cucmema: Moxe pa ce HabmojapaT Jfieka JIeBKOLMTONEHWS,
TPoMBOLMTONEHNA U rpanynouuToneHus. Te oOUKHOBEHO WU3UEesBaT, korato Aosata
CE HaManW urv SIeYEHNeTo ce NPexKpaTu.

Koxa: Moxe pna ce HaGmwopaea 3aryda Ha koca. TosBa € BPeMeHHO sBfieHME #
OT3ByYaBa ¢ Hamanssakse fosata Ha Realdiron. CbobluaBa c& 3a HUCHK NPOLIEHT
aneprudHKU peakumm. B Hakou cnydau ce Habriiogasar peakuuu B MACTOTO Ha
anmmKaums. -

AHmu-uHmepgepoH aumumena; Tlpu HAKOM HauMeHTW € BbaMmoXHO aa Obhar
OTKpUTK @HTUTENE KbM BCUYKW MHTEPMEpOoHY, He3aBUCUMO Janik ca NpupoaHy unn
pexomBuHaHTHN.

4.9. Npenosupane

Hama cboblieHns 3a npefosvpade, HO NOBTAPAWMUTE ce FoneMmn o3 nHTepdepoH
moraT fa 6baaT CBLP3aHMu ¢ gbnboKa NeTaprvs, ymopa, NpocTpalma U koma. Tesu
naumeHTn TpsAGsa na ObaaT XocnuTanuavpann 3a HabniofeHwe U nogxogfAllo
nogobLRXao neveHne.

5. dapmakonoruyHn gaHHu
5.1. ®dapmakognHaMmnyHK AaHHU

dhapmaxoTepanesTiHa rpyna: LMTOKUHN W MMYHOMOAYNaToPH!.
ATC xog: LO3A BOS.

Realdiron npuTexaBa CbLLUATE CBOWCTBA KaTO €CTECTBEHWA YOBELUKN WHTepdeEpoH
andga. YoeelUkuAT vHTepdepoH anda e nonunenTug, cbCTased oT 165 amuHo-
KUCennHHU ocTaTbuu. Toll npuTexaeBa npOTUBOBUPYCHY, aHTUMponihepatuBHI,
uMyHoperynupatiit 1 mMopyrmpawy  gucbepernunalmsaTa csog}g;sﬁarr\egmepou
anda ce CcBbp3Ba C pPelenTopuTe B KhneTbuHarta CTeHa ;r}agge_.‘tie“ij_g\”eﬁgujasmxaa
BLTPEKNETLYHN npouecn. Cunta ce, Ye Tesu npouec ca GBLPaa .lg;;g.:,‘gg‘rm\c:j‘g.a'l;le‘ro
HAa BUPYCHOTO pPa3MHOXaBaHE B KNETKATE, KaKTo W ci’;%iésfgpgp?rgyﬁ‘gyeﬁg\!‘Ha
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nponucepaTuBHATE 1 UMYHOMOZYNUpallyy CBOMNCTBA Ha KeTkMTe. YBenuuasa
tharounTapHaTa akTUBHOCT Ha& Makpodarute, LUMTOTOKCUYHATa aKTMBHOCT Ha T-
KNeTKUTE W aKTUBHOCTTA Ha ECTECTBEHUTE KNETKU-yBuiiLn. Bouikm Te3sn cBoiicTBa Ha
uHTEpPdepoH anta obycriaBat Heroewst siewebeH edekT.

5.2. PapmaKoKUMHETHYHY CBOACTBA

Hap 70% oT uoBellknsi pekomBuHaHTeHn uKTepdepoH anda-2b, wHkeKTupaH
MYCKYTHO 1N NogkoxHo, ce abcopbupa, KaTo Hal-BUCOKa CepyMHa KOHLIeHTpalus
ce gocTura 3-7 vaca crief VHXeKTVPaHeTO. TOW Ce eKCcKpeTupa OT TAMoTO Ypes

. GubpeuuTe, HO MOXe Ga Ce OTKpMEe B KpbBTa 24 4Yaca cref NpUIoXeHUeTo My.
BruonormyHuaT edekr Ha WHTepdepoH anda npoabmkasa 2-3 [HW  clieg
NHXEKTUPaHETO My, TaKa ye B HAKoW cny4ay e aoctateyHo Realdiron fa ce nipunara
3 NbTH CEOAMWYHO

5.3. lpepkiiMHUYBEK faHHK 32 6e30NacHOCT

UhtepdepoH anda e BraoBo-cneuduyueH, Taka Ye USNMTBaHETO MPH HUBOTHU HE €
[OCTaThYHO UH(popMaTMBHO. EAHOKpaTHa ¥ MOBTapsl Ce TOKCWYMHW LO03W Ha
Realdiron n uktepdepoH anda-2b ca npoyyeHn rnpu MULLKA, NITHX0Be W NaBuaHn, Ha
KOUTO ca BN KHXEKTMPanu MyckynHo aosu ot 1,5 x 10° U/ kg ao 1,5 x 100 IU/ kg
TernecHo Terno. He ca Habnogasadht JaHHW 3& CMBLPTHOCT MMM TOKCUMHOCT Ha
uHTEpMEPCH aricha-2b npu pasnuuHuTe dnonorvyHy BUIOBE.

Jlokanna noHocumocT: TpoBeReHW ca npoy{BaHusa npv fiAbXoBE W 3ailuu 3a
NokanHoTO ApasHello AeficTBve, NpeavaBuKaHo OT NpUnaraHeTo Ha WHTepdepoH
anda-2b. Tpy BLTPEKOKHY MHXEKLMNY, MOCTaBeHN Ha Nnexoee - 1,5 X 10°, 1,5x 10°y
1,5 x 107 IU/ kg TenecHo terno/ 0.05 ml (1 T.H. go 100 nbTM TEpaneBTUYHaTa [033)
HE ca MPUUMHATIA NPOMEHW Ha KOXaTa W NOoJKoXHAaTa MacTHa ThKaH Ha MACTOTO Ha
MHKeKUMATE. CHILO Taka He Ca YCTaHOBEHW 3HaYUMM NPOMEHN B OYHMTE nvraBuLy
Apu 3aiiym cnes 10-OHEeBHK CYBKOHIOHKTMBANHY MHXEKLMK Ha uHTepdepon andga-2b
B fo3n 5 x 10° [U/0.05 ml.

MpoBepeHn ca NpoOyYBaHMA BuPXY eMBpUOTOKCMHHOCTTA M PenpofyKuMsATa npu
nnexoee. JaHnvTte covar, ye npu ynotpeba Ha uHTepdepoH B fosu 1,5 x 10°, 1,5 x
10° 1 1,5 x 107 1Uf kg TenecHo Tterno/ 0.05 ml He ce e nosulluna emBproHanHaTa
CMBPTHOCT 1 HE Ca HACTBLMWMY RPOMEHU B TENECHOTO Terno Ha 20-AHEeBHK deTycu.
fpunaraHeTo Ha wHTepdhepoH anda-2b npu MILXOBE He NOBNusBa HUTO
depTUnnTETa, HWTO Pa3BUTMETO Ha MOKOMEHWETO UM B MNepuHaTanHus Wau
KbpMaueckusi Nnepuog,.

WutepdepoH anda-2b e nocoyeH kato npuunHaBaLl abopT Apu npumaTu.

6. drapmaueBTUYHWU A3HHMU

6.1. CUcBbK Ha NOMOLUHNUTE BELLECTEa U TEXHUTE KOSIMYECTBa

Sodium chioride - 9.0 mg.
Disodium phosphate dodecahydrate - 2.74 mg. , ,/s.\—f;
Sodium dihydrogen phosphate dehydrate ~ 0.36 mg. >

X
g

m———

e

T

N

Rt
-

[ . W7
- P

] -
v, #he e g

N A, n THY
R s e Y
\;'b\-: U

T



6.2. PUINKO-XMMHUYHN HECHLEMECTUMOCTH

Realdiron He Tpabea fja ce cMECBa C GpYri NeKapCTBEHN NPOAYKTY C UBKMIOUYEHNe Ha -
cTEPUNHA BOAA 32 NHMXEKLUK.

6.3. CpoK Ha rogHocCT

CpoxbT Ha rogHocT Ha Realdiron B TeproBcKa OMAKOBKa, KOrato e CbXpaHsBaH npu
Temnepatypa oT +2° C go +8° C e 3 roguHn. CpoKbT Ha rogHocT € cboaHaueH BLpXy

onakosKaTa.
MpenopbuuTtenHo e Realdiron ga ce Usrionssa sefgHara cneg pasteapsaHe.

6.4. Cneyuasini ycnoBus 3a CbXpaHeHune

Toan nekapcTeeH NpPoLyKT He TpabBa Aa ObAe U3NonN3BaH cref usTudaHe cpoka Ha
rofiHOCT, O3HA4YEH BbPXY OfakoBKaTta.

Na ce cbxpaHaAsa npn Temnepartypa ot 2 go 8° C.

Oa He ce sampassieal

Ha ce nasn oT ceeTfinHa!

6.5. QaHHM 3a OnakoBKaTa

Realdiron e noctaseH BbB (hraKoH OT Mpo3padvHo CTBKMO, [-BY XUAPONMMTUYEH Knac, ¢
Gpom/xnopbyTunosa rymeHa sanyLuaryka y anymmHvesa obkarka (C nonurponvuneHoBo
Kanade).

Realdiron ce npepnara B KapToHeHa KyTus, cbabpxalwa 5 thrakoHa W JIMCTOBKE 3a
fiaumeHTa.
Realdiron ce npegnara B KapTOHEHa KyTWs, CbAabpxawia 1 driakoH U NMCTOBKa 3a

navexTa.

6.6. [Ipenopbku npu ynotpeda

C nomollTa Ha CTEPUIHI CNPYHLIOBKa 1 urna, uHxkektupainTe 1 ml Boga 3a uHKexUmm
BbB (hriakoHa, KOWTO CbibpKa nnodununznpaxara cyberaHuus, Pasknarete neko, 3a
fa YrecHUTE MbLFAHOTO pasteapsiHe Ha cybctaHumsaTa. He TpheoKaiite rpybo
coniakonal Cnepg ToBa pPasTBOPBLT C& WITErNSA CbC CripUHLOBKara M ce WHXeKTupa
MYCKYSTHO W71 ROJKOXKHO.

JlekapCTBEHUAT NPOLYKT HE ChOBPKA KOHCEpBaHTM M TpsAbea Aa 6vae ManonssaH
BeAHara.

KakTo nipy BCUYKWM NEKApCTBEHW TPOQYKTN 3a napeHTepaanrnpmnomeHme npeav
ynotpeba npogepeTe BU3yarnHo nosiyuyeHus pasTsop 3a Y c'muw‘m '0693 BETABaHE
UK NOTbMHSBaHE. e
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7. Me u appec Ha NpUTEXaTens Ha paspelleHUeTo 3a ynotpeba

SICOR BIOTECH UAB
V.A. Graic¢iuno 8

LT- 02241, Vilnius
Lithuania

8. Pervictpanuonen Ne B perucrepa no yn 28 3MAXM

9. [ara Ha MbPBO paspeluaBate 3a yNoTpeba Ha NexkapcTBEHMS NPOAYKT
(nopHoBsIBaHE Ha paspellieHneTo)

10. Hata Ha (YacTuyHa) akTyanusauus Ha TeKeTa

MapT 2004 1.
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