KPATKA XAPAKTEPUCTUKA HA NMPOLOYKTA

1. THProBCKO MME Ha HEKapCTBEHMSI NMPOJYKT
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Interferon alfa-2b human recombinant powder for solution for injection
UuTepdepoH anda-2b yoBelwkn pekoMBUHaHTeH, Npax 3a VHXEKUMOHeH pa3T80p.

(U = mexxgyHapoghu eguHnim)

i

2. KonuyecTeEH M KaYeCTRBEH ChCTaB
IexapcmeeHo eewjecmBo: Interferon alfa —2b yoseluky pexombuHanTeH 8 MIU

lomowHu eetyecmea: dextran 60 - 10.00 mg (kaTo crabunusarop).
3a octaHarniuTe NOMOLWHW BellecTBa, Mons Bmx 6.1.

3. JlekapcrtBeHna chopma
PearngupoH e nipax 3a WHXEKLMOHeH pasTBop chnej paaTeapsiHe B CTepunHa BoAa 3a

MHDREKLMN.
Eaunn driakoH ceabpxka 9 munuora U yoselkm pekombunanTer Interferon alfa —2b.

4. KnuHWUYHKM gaHHEu
4.1. Nokazanus
BupycHu 3abonaBakusi:

% XpoHudeH xenatuTt B
» XpoHuueH xeratirt C

*

o

o

HKOSOrMYHU 3ab0sfsBaHus:
KocmaTokneTs4yHa NeBkeMns

XpoHuUuHa MUENouaHa NeBkeMus
BvOpeueH KapUunHoOM

CewpaaH cuc ClNMH capkom Ha Kanowm
KoxeH T - kneTkueH numcom (Mukosuc cyHromaec, cuHapom Ha Cesapn)
MeTtacrarnyeHd ManurHeH MenaHoMm
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4.2. DozupoBKa U HAYKMH Ha NpUsioXeHue

Xponuuenr xenamum B: Realdiron e nokasaH 3a neuyeHue Ha nauveHT ¢ XpoHndyeH
xenatut B, komto ca nonoxutenHn sa HBV-DNA w/unu HbeAg. Oosnposkatae 3 - 6
munuona U, 3 neTu cegmnuHo 3a 24 cegmui. O6uknoseHo Realdiron e edexTmeen
npes nepBUTEe 12 ceguMuuu, HO 3a Aa ce FIOCTUrHe OBSroTpaeH edekT, nogobpsaeaHe
CBCTOAHMETO Ha MauueHTa, HaMmansBaHe pasMepuTe Ha depHus gpob6 n ganaka u
HamarnseaHe Ha ALT-akTMBHOCTTa, NEYeHUETO TPROBa Oz npoawbitkn 24 cegmuun.
AKO KNWHUYHWUTE CUMATOMM W/unn OUOXUMUYHWTE nRapaMmeTpy Ha KpbBTa HE ce
nogobpar wmnn HBeAg He navesHe crieq 12 cegmMMuHO FredeHue, NEYEHMETO C
Realdiron Tpabtea ga ce npekpatu.

Xponuyen xeramum C; Realdiron e nokazad 3a neysHne Ha nauueHT ¢ XpoHuyeH
xenatut C, kxouto ca nonoxutendn sa HCV antutena n/urm HCV-RNA wunn umar
NoBMLLIEHM CTOWHOCT Ha CepPyMHMTE anaHWH-amuHoTpaHcdepasa (ALT) wm
acnaptaT-amnHoTpaHcdepasa (ACT). HosupoBkata € 3 munumoHa IU, 3 nbmn
CeaAMUYHO B npogbivkeHue Ha 24 cepmmun. OBukHopeHo Realdiron e edhektuseH
fpes nepeua 12-ceiMWHYEH NepPuod, HO 3a Ga CE MOCTUIHE ShIFoTPpaeH edexr,
Realdiron Tpsabea ga ce npunara 24 cegmuun. AXO chniefl 4 CEGMWYHO NEYEHWE ©
Realdiron nnasmeHaTta ALT axktuBHOoCT He Hamanee ¢ 50%, pgozarta TpsibBa fa ce
yeervuy go 6 mmnuona IU, 3 mbTM cegmmubo. Ako cnep 12 cegmuin neveHue
nuncea edekT (ALT-akTnBHOCTTa € BCe otue nosuLtieHa nunm ce otkpuea HCV-RNA)
siewenmeTo ¢ Realdiron Tpadea oa ce npekpaTti.

KocmamoknemesydyHa neerkemus: 3 munnona IU pgHeeHo. Cnep nocturaHe Ha

XEMaTororyyHa peMucys, ce rnpurara noaabpxallo nevyeHue ¢ Josu o1 3 MufnoHa

IUg 3 nbtv cegmuuHo. EdexkTsT ce ycTaHoBsBa OOMKHOBEHO Cfief AByMece4Ha

Teparnua, cnep KOeTo FIEYSHWETO MOXe Aa ce npekpaTtu. B cryyal Ha peumaus,

neuyenreTo ¢ Realdiron moxe fa 3anoyHe OTHOBO. 3a NOCTUIaAHE Ha NPOALIMKUTENHA
. pemucusi € Heobxogumo NoBTopeHne Ka kypca ¢ Realdiron.

Xporuyna muenozexna ieekemusi: 9 munvona IU gHesHO.

Criefi nocTUraHe Ha XemMaTonoriMyHa peMucust ce npunara nofabmKalllo fieyerne ¢ 9
munmora IU, 3 nbTu ceamuuHo. bposTt Ha npexveenute nauveHT™ sabenexumo ce
yBEnNuYaBea, Koraro e nocTurHaTa XemaTtonormyHa peMucns npes nopeute 3 mecela
o7 nevenneto ¢ Realdiron. Pemncusa ce noctura npy noeeveTo nauueHT ¢ Tosa
3abonsBaHe.

Brbpeyen kapuyuHom: 18 munnona IU, 3 bt cegmuyHo.

Haii-uecto niogobpeHne (MactudHa WNKM MblHa Perpecuss Ha MeTactasute) ce
nocTura cneg 8 Ao 12 ceomuuM nedenve unu Bopu no-kescHo. [ipn Hanuune Ha
pesynTaT € HeobXoaumMo NOAABbPXaLlo nedeHne B fo3n oT 18 munuona IU, 3 meTh
CEAMUYHO.

Cenpaan cwue CHUH caprom Ha Kanowu: 36 murmona IU pHeBHoO.

Realdiron tpstsa na 6bpe npunarad, gokaTo MMa [OoKasaTencTsa 3a nporpecusi Ha
3aborisiBaHeTO UMM He ce MOABAT CUMNTOMK Ha HenoHocumocT. Tlpu Hanudiuve Ha
pesynTaTr € HeobBXoAMMO MOAABPXALLE NeveHre B Aosy oT 18 munvona IU, 3 netu
ceqMUYHO,

//—-—“
Koxnu T-uriemsynu numcomu (MyKo3ne chyHrongec unm CUHAPQMS WH e;;}m \1 8
munivoHa IU OwnesHo. JleueHneTo npogbkaBa, [LOKaTo MM’ac no}casaTe c*rpa :-{a
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Memacmamu4eH ManuzHeH MeraHoMm: 3a neveHue Ha METaCTATUMHUA MeriaHoMm
Josata € 18 munnoHa IU pHeBHo, A0 NOABA HA TepaneBTU4eH epekT, cresl KoeTo e
npoBeXaa NogAbpKaiio NeveHue B goau ot 18 munuvona IU, 3 nbTu cegmumyiHo. 3a
afloBaHTHa Tepanusa Ha ManurHes MenaHom cnen xupyprudecka Hameca (aebenvHa
Ha Tymopa >4,0 mm), gosupoekata e 18 munvoHa IU, 3 Nkt cegMuyHO, BOKaTO MMa
Jokasartenctea 3a 3abapaHe Ha GonecTHMA npolec. ToBa YALMKaBa PEeMUCUATA K
MPORBITKUTENHOCTTa Ha XuBoT. MNpn naumeHT ¢ Tymop 1.5-4.0 mm fosnposkaTa e 3
munvona IU, 3 nbTU ceammnyHo.

Oeua: Ynotpebata Ha Realdiron npy gelia He € npoyqeHa 1 ofuTeT € OrpaHnyeH.

HauuH Ha npunoxerue: Mpegm ynotpeba Realdiron ce pastsapa B 1 ml ctepunnha
BOLA 3a MHMEKLN,

PasTBop®LT ce nHXeKTupa MHTPaMYCKYJITHO I NOAKCHHO.

4.3. [lpoTruBonoOKasaHus
Realdiron e npoTrBONOKAa3aH rpu nauneHTy c.
. [lokazaHa CBPBXYUYBCTBMTEMHOCT KbM uHTepdepoH anda Wi HsKoe oT
MoMOLUHUTE BelLllecTsa,;
e  AHamHe3a 3a CepUO3SHO CbPAEYHO 3a00rnABaHe;
. HexomneHcupaHa YepHogpobHa Luposa;
. MpucTbnHM cmylUueHus uunKu HapylweHn yHKUMKM Ha UeHTpanHata HepeHa
CUCTEME, arikKoXonHa Ui HapkoTUUHa 3aBUCUMOCT.

4.4. CrielManHi NPOTUBOMOKAa3aHNs U CrIELMasTHN NpenynpexXaeHns 3a ynotpeda

PeanpupoH TpsabBa ga ce npunara Noj KOHTPona Ha keanuguunupaH nekap ¢ onuT B
TepannaTa Ha CLOTBETHOTO 3abornnsaHe.

Naumentute TpsidBa pa ObAAT 32N03HETV  HE Camo C nonsaTa OT NPOBEXAAHOTO
neveHne, HO 1 3a Bb3MOXHOCTTa OT MOSIBa Ha HEXeNaHn NeKapCcTBEHN peakLuim.
[MoBuieHo BHUMaHKE & Heobxogumo Mpy fleverne ¢ Realdiron Ha nauuweHTn cke
CEPUO3HO CchppevHo 3abonsieane. Mpy GonHM ¢ NPeALIecTBall0 ChpAEYHO-CBAOBO
3abonsBade Realdiron moxe pa npuumHK apuTMus. AKO BB3HUKHAT HEXenaHw
NEKapCTBEHN pPeaKkLMmM M ChCTORHMETO Ha BonHKMst ce Brnowy, fosata Tpsadea fa ce
HaMarnu HanonoByUHa UIK NEYEHUETO A G NMpeKpaTu.

lMpenoptyea ce NEPUOOMYHO BHUMATEINHO fia Ce NMpocnepsasa HepBHO-TICUXWYHaTa
AelHOCT Ha BCMUKM naumenTu. PeangupoH Tpabea Aa ce npunara BHUMATEHo fpwn
NaLMeHT, NPy KOUTO & 3abenszaHo cyMLUMOHO MoBeasHue.

pKr BonHW © TeXiKa MUenocynpecks € HeOBX0AKMa IMbIHa KpbBHA KapTuHa.

OcobeHo BHAMAHVE Ce M3UCKBA MPU MAaUMEHTH, NPEApasnofoMeHt KbM aBTOMMYHHY
sabonseaHus. ViHTepdepoHbT NposBABa U KMYHOCTAMYNMpaiata akiMBHOCT, KOATO
MOXE Aa FOBULLM BEPOATHOCTTA OT NPOsiBaTa Ha Takuea SaGOHFIBaHMH

MaumeHty ¢ HapylweHa 610peyHa, MUenongHa nnm l-lepHo,qchESHa cbyﬂkuvlﬁ “rg\ﬁsa
na 6baaT HabnaaBaHn BHUMATENHO. i ‘“’ ’L -
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4.5, lNlekapcTReHK B3aMMoOpeAcTBNS ¥ Jpyru dopMM Ha B3aUMMogeAcTBHNE

NexapcTeeHoTo BelecTBo Interferon alfa notucka meTabonvama Ha TeoUNUH WK
Hamansea HeroBus KupbHC. BlaumopeicTsmeTo Ha wHTepdepoH ¢  Apymm
fiekapcTBeHn NPOAYKTU HE € HanbMNHO YCTAHOBEHO.

4.6. BpeMeHHOCT U KbpMEHe

Hesaeucumo OT nona cu, nauneHTuTe nekyesaHu ¢ Realdiron, Tpsabea ga nanonsear
edheKTMBHA KOHTpauenums.

Realdiron ce npunara no Bpeme Ha OPEMEHHOCT camO aKo Morsata 3a mamkara
onpaegasa NoTeHUnanHWs puUck 3a rroga.

He e ussecTHo ganu Realdiron ce otaens B maitumHoTo MNsaKo. [peasu BaxHOCTTa
Ha MpOBEXOAHOTO NeveHWe 3a Maikata, TpAdBa [a ce Npeuenn fany pa ce
MPEKPaTh KEPMEHETO UM NPUOKEHUETO Ha NEKapCTBEHMA NPOSYKT.

4.7. EchekTyt BLPXY CNOCOBHOCTTA 32 lohUpaHe U paboTa ¢ Mamnky

IeuenmeTo ¢ Realdiron MOXe ga [oBede BO ChHIMBOCT, cnabocT unm yMopa, Kakto 1
Ha foBnuAe CKOPOCTTa Ha peakuuuTe Ha nauueHTa. TOBa 3aBMCU KaKTo OT Josata !
CXemaTa Ha NnedeHue, Taka 1t OT MHAMBULYanNHaTa HyBCTBUTENHOCT Ha nauuenTa. [pn
nosBa Ha HAKOW OT Tesn edeKkTw, NauMeHTbT TpsiGBa ga ObZe MoCbBETBaH Ha He
wothrpa 1 ga He pabot ¢ MalluvHi,

4.8. HexxesiaHu siekapcTBeHM peaklum

HexenaHute nekapcTeeHW peakuun npw reudenuero ¢ Realdiron ca oTtHocutenHo
ek 1 0DMKHOBEHO MayesBaT HanbliHO Chneq NpexpaTaBaHe Ha NeYeHUETo.

OcHosHu cumnmonmu; Hal-4ecTo cpelliaHuTe HeKenaHW NeKapcTseHy peaxkuvn ca
“rpunonogobHK” CUMNTOMM KaTo NOBULIEHa TEMNERATYPa, HACTUHKE, yMmopa, Bosk1 B
KocTUTE, cTasHW Boriki, MycKyrnHa 6orka, rnasobonue v ouHa Bornka, uanoTsaBaHe,
3amasHocT. 3a obnekuaBaHe Ha Te3y CUMNTOMW MOXe Ja ce uanonsea paracetamol
(acetaminophen).

CmomMatuHo-4ypeeeH mpakm: Morat pga ce nosieaT 3aryba Ha aneTtuT, rageds,
NnoBpbUiaHe U Auapus, 3anek, NPoMAHa BB BKyca, CyX0Ta B ycTara, saryba Ha Tersno,
riexa abpomuHanHa Gonka.

Yepern dpob: lNpu HAKOW nNauuveHT e Habniogaeawa fieKka PenyKuusa Ha HAKOW
napameTpy Ha YepHogpobHaTa thyHKUMA. Tsi 0BUKHOBEHO M34e3Ba AP HaMalsBaHe
Ha fi03aTa U NpekpaTsaBaHe Ha fIe4YeHneTo.
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{{jenmparnHa Hepena cucmema: HeoBuualiHu ca 3amasiHOCT, MOHWKEH HouXuYeH
cTatyc, HapylleHUs B CbHS, Pa’CesHOCT, HamnpeXeHue, HEepBHOCT, arpecuBHO
foBefieHne, eydopus, aenpecusi (B Kpas Ha NEYSHWUETO), 3IPUTETHU CMYLLEHWA.
CyMUNIHO NOBeEHNE 1 TEXKA COMHONIEHTHOCT Ca PAAKO CPELLaHik YCrOMHEHNS.

MepughepHa HepeHa cucmema: TloHsKora ce TNOABABAT W3TPBIBAHE, CKOBAHOCT,
HeBponaTusA, Cbphex 1 TPeMop.

Crpledro-chCoga u duxamefniHa cucmema: Tlyncosara uvecrtoTa ce fnokayea B
3aBUCUMOCT OT TemnepaTypata. Morat ga ce MnosBaT NPexoAHW XWUMOTEHSUBHU U
XVNEPTEHINBHY eNU30aM, KaKTe 1 aputmus. Psagko ce HabrniofiaBaT KpaTkoTpaitHu
Hempagupaluy Boriku B MpanuTs.

Psaxo ca HabrogaeaHy xawnua ¥ nek sagyx. Crobiiiasako € 3a pefku criydan Ha
GenoppobeH eneM, MHEBMOHUS, CbPASYHO-CLAOBN VHUMBEHTN, NCXEMUA HA CBPLETO
1 MUoKapaeH uHpapKT.

KpneomeopHa cucmema: Moxe pa ce HabniopgasaT neka NEBKOLUTONEHMS,
TPOMBOLIMTONEHNA W FpaHysiouMToNEHNs. Te OBMKHOBEHO W3uesear, Korato aosara
ce Hamarnm UnmK NeveHNeTo ce npekpaTy.

Koxa: Moxe ga ce Habniopasa saryba Ha koca. TOBa € BpPeMEeHHO fBneHue u
OT3BY4YaBa C HamarnsiBaHe Ae3ata Ha Realdiron. ChoblaBa ce 3a HUCHK NPOUEHT
anepruyHM peaxumn. B Hakow cnyvaw ce Habmwofasat peakuvm B MACTOTO Ha
annmxkauvs.

AHmu-uHmepcepor anmumena; Tlpn HAKOW MauveHTW € BbaMOXHO ga Obdar
OTKPUTU aHTUTENa KbM BCUYKV MHTEPGEpoHW, HE3ABUCMMO Aarny ca NpupoAHA unmn
PEKOMOUHEHTH.

4.9, MNpeposupaHe

Hsima cbobluerns 3a NpefosupaHe, Ho NOBTAPAMMTE Ce ronemn 4o3n uHTepdepoH
morat fia 6bAaT cBbp3aHu ¢ AbMGoKa neTaprus, ymopa, NpocTpauma n xoma. Teau
naumenTn TpsbBa ga GbLAaT XocnuTanuavpanu 3a HabniopeHwe M NOAXOsALO
nopoobLKALLO NeverHre.

5. ®apmakonornuHu JaHHU
5.1. dapmakoguHaMUYHK BaHHU

dapMakoTeEpaneBTUYHA FPpyna: HUTOKMHN 1 MMYHOMOZYIIETOPU.
ATC kon: LO3A BOS.

Realdiron nputexxaga ChbiuMTe CBOMCTBa KatTo €CTECTBEHUSsT YOBELUKM VIHTepd)epOH
anda. YoeellknsT uHTEpthbepoH anda e nonunenTug, cac*rasewm‘"f%“ amMuHo-
KMcenHHM ocTaTel. TOW nputexasa MpoTUBOBUPYCHMW, aHTmnponmcbepaTmsHm
WMYHOperynmpawy u Mogynupaillim audeperHumaumnsaTa caom'cma"’ VlHTGdeEpOH
anda ce CBEp3Ba C peUenTopuTe B KNeTbYHaTa CTeHa Ta}{a ‘-le npegmss‘mxsa




BbTPeKNeTRYHN Npotieck. CunTa ce, 4e TE3U MPOLEcK Ca CBbLP3aHWU C MOTUCKAHETO
Ha BUPYCHOTO PasMHOXERaHE B KIETKUTE, KaKTO M C BLINPENATCTBAHETO Ha
nponudepaTMBHUTE U WUMYHOMOAYINMpALLY CBOWCTB& Ha KNeTkTe. YBenuuaea
tharouyTapHaTa akTMBHOCT Ha Makpodarure, LMTOTOKCWYHETa aKTUBHOCT Ha T-
KMETKATE W aKTUBHOCTTa Ha ECTECTBEHUTE KNETKU-yOuALM. Bouukun Te3un cBolicTea Ha
uHTeptepoH anda obycraeAaAT Herosus revebeH edekr.

g

5.2. dapMakoKMHETUYHWN CBONCTBA

Hag 70% oT doBelkus pekombuHaHTeH wuHTEptepoH andpa-2b, uHxeKkTupaH
MYCKYNHO WINW NOAKOXHO, ce abcopbupa, KaTo Hali-BUCOKa CepyMHa KOHLIEHTpaLms
ce pgoctura 3-7 vaca crief WMXeKTMpaHeTo. TO ce eKCKpeTupa OT THI0TO 4pes
6u0petinte, HO MOXE Aa Ce OTKPUE B KPLBTa 24 4vaca crieq NpUioXeHWeTo My.
buonormunmnaT edext Ha WHTepdgepoH anda npogbmkaea 2-3 AHW  cref
WHXEKTUPAHETO My, Taka 4e B HAKOW cryyan e goctathbyHo Realdiron ga ce npunara
3 NbLTY cegMuYHo

5.3. lpepknuHnyHY faHHK 32 6e30HacHOCT

Unrepchepor andia e BWROBO-CNelmMdnyeH, Taka Ye N3MUTBaHETO MPY XUBOTHM HE €
JocTaTeyHO MH(opmaTMBHO. EAHOKpaTHa YW MOBTApPALM Ce TOKCUYHK [03M Ha
Realdiron 1 uHtepdepoH anda-2b ca npoyveHn npn MALLKY, MTEX0BE W faBuaHn, Ha
KOWTO Ca BUIN UHXeKTUpaHn mMyckyrHo aoau ot 1,5 x 10° 1U/ kg po 1,5 x 10" U/ kg
TenecHo Terno. He ca HabnogaBasy [LaHHW 338 CMBPTHOCT WM TOKCWMMHOCT Ha
uHTepdepoH anga-2b npy pasmmyHuTe BUonorMyHK BUAOBE.

NoxanHa noHocumocT: [poBegeHM ca npoyvBaHWs TpU HMbXOBE U 3aliuM 33
NoxanHoTe ApasHello AeACcTBue, MPefAW3BMKaHC OT MpUAaraHeTo Ha WHTepdepoH
anda-2b. Tpy BETPeKOXHU NHXEKLMN, NOCTaBEeHM Ha nrbxose - 1,5 x 10°%, 1,56 x 10%u
1,5 x 107 IU/ kg Tenecro Terno/ 0.05 ml (1 T.H. go 100 MbTK TepanesTMHHATa [1033)
He ca MPUYUHUIN NPOMEHN Ha KoXaTa W MogKoXHaTa MacTHa TbkaH Ha MACTOTO Ha
nHxekumaTa. Chblyo Taka He Ca yCTAHOBEHM 3HaUYMMM MPOMEHU B OYHWTE NuraBuLm
npu 3ainumn cnep 10-aHeBHU CyOKOHIOHKTUBANHN MHXEKUMN Ha WHTepdiepoH arnda-2b
B fosn 5 x 10° 1Uf0.05 ml.

MpoBepeHn ca fpoydyBaHiis BbpXy eMOPUOTOKCUMHOCTTA M PEnpORYKUMATa npn
nrbxose. [lawHuTe couart, ye fipy ynoTpeba Ha uHTepdepoH B goan 1,5 x 10°, 1,5 x
101 1,5 x 107 1U/ kg TenecHo Ternio/ 0.05 ml He ce e MOBMILMNA EMOPUOHANHATA
CMBPTHOCT W HE Ca HacTBIMUNN NPOMEHN B TENECHOTO Terno Ha 20-HeBHN (eTycK.
Mpunaradeto Ha uHTepdepoH anda-2b npu nnbXoBe He [MOBMUSBE  HUTO
hepTunuTeTa, HUTO PasBUTUETO Ha TNOKOSEHWETO WM B nepuHaTanHus wum
KbpMaYecKkns nepmog.

VinTepdrepoH anda-2b e nocoueH kaTo npuyuHaBaLl abopT NPy NpUMaTy.

6. DapmaneBTUYHU OAIHHU
6.1. CnuckK Ha NOMOWBMUTE BeWEeCcTBa U TEXHUTE KONUUeCcTBa
Sodium chloride - 9.0 mg.

Disodium phosphate dodecahydrate - 2.74 mg.
Sodium dihydrogen phosphate dehydrate - 0.36 mg.




6.2. DU3NKO-XNMNYHN HECELBMECTUMOCTH

Realdiron He TpsaGsa Aa ce cmecsa ¢ SPYIv NeKapcTeeHy NPpoAyKTY € USKTIIDYEHNE Ha
CTEPUAHA BOSa 3a MHKEKUM.

6.3. Cpok Ha rogHocT

CpokbsT Ha roaHocT Ha Realdiron B TepProBeKa ONAKoBKa, KOrato e CbXpaHasad fiph
Temnepatypa ot +2° C go +8° C e 3 roguHn. CpoksT Ha rogHocT € 0603HaueH Bbpxy
OfaKoBKaTa.

MpenopvunTenHo e Realdiron fa ce uaronssa segHara crnep pasTeapsHe.

6.4. Cneu,uanm_h YCJiOBHUA 3a CbXpaHeHne
Tosn nekapcTBeH MPoaykT He Tpsbsa ga Obae UsNon3saH Crneq MaTU4aHe Cpoka Ha
rogHOCT, O3Ha4YeH BLPXY ONakoBxara. '

Ila ce cbxpanssa npn Temneparypa ot 2 go 8° C.

Ha He ce 3ampasssal

[a ce nasn oT ceetTnuHal

6.5. lanuu 3a onakoBKarta

Realdiron e nocraBeH BB (hrlakoH OT NPO3PaYHO CTBKIO, |-BY XWDPONUTUHEH Knac, ¢
Bpom/xnopByTunosa ryMeHa sanylianka 1 anyMuHueBa obkatka (C MonuiponnieHoBo
Karaye).

Realdiron ce npegnara B KapToHeHa KyTus, coabpXalla 5 dnakoHa 1 nMcToBka 3a
nauveHTa.
Realdiron ce npennara B KapTOHEHa KyTWA, chabpxaiya 1 hnakon v nMcToBKa 3a
nauveHTa.

6.6. Mpenopbku n1pu ynoTpeda

C nowmollTa Ha CTEepuitHI CNpUHLOBKA U 1rMa, uHkekTvupante 1 ml soga 3a uHKekuun
BLB (hriakoHa, KOWTo cbabpXKa nuocunnsnpanara cydcraHuma. PasknareTe neko, 3a
ha yrnecHWTe MbLMAHOTO pasTeapsiHe Ha cyberaHumAaTa. He Tpkckahnte rpyb6o
chnakoHal Crniep ToBa pasTBOPLT CE WM3TEINS ChHC CNPUMHLOBKaTa W CE8 UHXKEKTMpa
MYCKYFTHO WTA NOAKOMXHO.

TNexapCTBEHNAT NPOAYKT HE ChabpXKa KOHCepBaHTW v Tpsbsa Oa 6bae ManonssaH
BegHara. ——
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Kakto mpy BCWYKM NeKkapcTBeH MpoaykTi 3a napeHTepanHOfnpwnox{eHme fibenn
ynoTpeba nposepeTe BUYaniHO NOMyHYEHUA pasTBop 3a ua ‘muu oﬁesuaemséﬂe
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7. me n agpec Ha npuTexarerns Ha paspelteHUeTo 3a ynotpeta

SICOR BIOTECH UAB
V.A. Grai¢iuno 8
LT-02241, Vilnius
Lithuania

8. PeructpauuoneH Ne B peructispa rio un 28 3J1IAXM

8. [arta Ha mLpBO paspeltaBaHe 3a yrnoTpeba Ha NeKapcTReHs: NPoJYKT
(nopHOBABaHe Ha pa3zpeleHUETOo)

10. Oarta Ha (YacTuyHa) akTyanusaumsi Ha TekeTa
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