KPATKA XAPAKTEPUCTUKA HA MNMPOAOYKTA

1. THproBcko uMe Ha NekapcTBEHUS NPOOYKT

MIHKCTEPCTRO KA SEPABEOTASBARETO

REALDIRON® FlpnOKesHS Kol -
18 MIU Baspememfeaa-,mcmesatéa \Lus")wt\) §5.10,05

18 munuokna IV /
Interferon alfa-2b human recombinant powder fbr solution for injection
WHTepdepon anda-2b yoelukn pekoMBUHaHTEH, NMpax 3a KHKEKLMOHEH pasTBop.

(IU = mexayHapoaHW eguHnLn)

2. KonunuieCTBeH U Ka4ecTBeH CheTae

Jiekapcrieero eewecmo: Interferon alfa —2b voseluku pexombuHaHTeH 18 MIU
TMomowyru eewecmea: dextran 60 - 10.00 myg (kato ctabunusarop).
3a ocraHanuTe NOMOLLHY BeluecTBa, Mons BuK 6.1.

3. HNekapcTBeHa dopma

PeanavpoH e npax 3a UHXEeKUMOHEH PasTROp CleR pasteapsHe B CTEPUNHAE Bofa 3a
WHXEKLINY.
EnvH donakoH cuabpxa 18 munuona IU yoselwky pekomBuHadTeH [nterferon alfa —2h.

4. KnuenuyHn gaHHu
4.1. Noxazanna

Bupychn 3abonseanun:
+#  XpoHuueH xenatut B
s XpoHudeH xenatnt C

OHKonormyHu 3abonsBannsa:

<% KocmaTokneTbuHa NeBKeMus

¥ XpoHUYHA MUENONAHE JIEBKEMUS

¥ BrbpedyeH KapuvHOM

¥ CBbp3ad cke CMIH capkom Ha Kanowm
P KoxeH T - kneTb4eH rmmdom (Mukosue dyHromaec, cuHgpom Ha Cesapu)
% MeTtactaTuieH MasirHeH MenaHom
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4.2. lo3MpoBKa U HAYMUH Ha MpuUrioXeHue

Xporuyen xernamuri B: Realdiron e nokazaH 3a nedsHue Ha nauyeHT ¢ XpoHUYeH
Xenatnt B, kouTo ca nonoxutenyn sa HBV-DNA wunn HbeAg. Josuposkatae 3 -6
murmona IU, 3 neTu cegmmyHe 3a 24 cegmunum. ObukHoeeHo Realdiron e egrexiusen
fpes nepeuUTe 12 cegmuum, HO 3a a ce NOCTUrHe genroTpacH edekT, nogobpssaHe
ChCTOSHMETO Ha NauveHTa, HamanssaHe pasMepuTe Ha uyepHusi Apob UM fanaka u
HamanssaHe Ha ALT-akTuBHOCTTa, nevenneTo TpsibBa fa npoabinky 24 cepmMuL.
AKO KIMMHUYHUTE CUMMTOMM W/uny GUOXUMUYHWTE RapaMeTpy Ha KpbBTa He ce
nofodpar n/vnu HBeAg He w3uesHe cnep 12 cegmMmMuHO NEMEHME, NEMEHUETO ¢
Realdiron Tpsdea pa ce npexpaty.

Xporugen xenamum C: Realdiron e nokasaH sa rnedeHue Ha nNaumeHTl ¢ XpoHUYeH
xenawit C, kouTto ca nonoxurenHu sa HCV adtutrena wmnu HCV-RNA w/unn nmar
NoBUILEHM CTOMHOCTA Ha CepyMHWTE anaHuH-amuHoTpaHctepasa (ALT) wnn
achapraT-amuHoTpaHcepasa (ACT). [dosuposkata € 3 munuona U, 3 nbtH
ceaMUYHO B NpogbivkeHne Ha 24 cepmuun. OBukHoeHno Realdiron e edektuseH
npes nbpBua 12-cegMuueH nepuod, HO 3a Ja ce FOCTUrHE HbrrotpaeH edex,
Realdiron tpsbea fAa ce npunara 24 cegmuun. AKO crieg 4 cefMU4HO JieueHne ¢
Realdiron nnasmexata ALT akimBHOCT He Hamanee ¢ 50%, posata TpAbBa pa ce
yeenuuy ao 6 munumoda IU, 3 mbtv cegmmuHo. Ako cneg 12 cegmuun fievyeHue
nuncea edyekt (ALT-akTMBHOCTTa € BCE olle nosuttieHa wurn ce otkpuea HCV-RNA)
nevenneTo ¢ Realdiron Tpsibea fga ce npexkpath.

KOCMGMOKI:]’EMB‘!H& Jieexkemus; 3 munmoda IU prepno. Cnep nocturaHe Ha
XEeMaTonoruyHa peMmcus, ce ripunara noanbeKallo fieyeHne ¢ Oosn 0T 3 MUNUoHa
[Ug 3 nbtv ceammuHo. EdbeXThT ce ycTaHoBsiBa OOMKHOBEHO Cnef gByMecedHa
TEPANUA, CRef KOSTO FIEYSHMETO MOXE Ba ¢e npekpatu. B cniyuyalt Ha petinaus,
rievenveTo ¢ Realdiron moxe fa sanouHde 0THOBO. 3a NocTUraHe Ha npogbimkuTeNnHa
pemMucus e HeoBXoAMMO noeTopeHUE Ha kypca ¢ Realdiron.

XpoHuuHa muernozeHna neexemuss; 9 munnona IU aHesHo.

Crepn nocTUraHe Ha XEMaToONorMyHa peMumucKst e npunara NopabMKaLLe neveHne ¢ 9
Muninora IU, 3 nbT cegMuuHo. BPOosT Ha NPEXUBENUTE nauveHTy 3abenexuMo ce
yBenJaBa, KoraTo € NocTUrHaTa XeEMaTolorMiHa peMucKs npes nbpeute 3 Meceua
oT rneyexmeto ¢ Realdiron. Pemucuna ce nocTura npyv nosevyeTo nauueHT¥ C ToBa
zabonAeaHe.

Bx6peyer kapyurom: 18 munvioda IU, 3 ribT cegmmnyHo.

Haft-yecto nogobpenue (vacTuHa uma RbfHa perpecus Ha MeTacTasute) ce
noctura crieg 8 0o 12 cegmuuy riedeHrue WM gopu no-xkecHo. lNpy Hanuune Ha
pesynTaT e HeoBX0AMMO NOARLPXKALL0 NnevyeHne B foau ot 18 munmona IU, 3 nbtu
ceaMMNYHO.

Cenpsan cc CliMlH capxom Ha Karmowu: 36 munnona [ gHesHo.

Realdiron Tpsabea Aa 6bae npunaraH, JOKaTo UMa [oKasaTesicTea 3a nporpecus Ha
3aborsABaHeTO WM He ce NOFBAT CUMIMTOMMW Ha HencHocuMocT. [lpu Hannusue Ha
PE3YnTaT € HeoBXoaAuMo noaabpXallo revyeHvie B 4o3u ot 18 murimona IU, 3 netu
CeAMUYHO.

Koxuu T-knemsynu riumcpomu (Mykosnc cpyHrongec nnu CUBAp pom- Ha\CesapM) 18
mvrnivioHa IU dwesHo. JleweHWETO RpoaBSDKaBa, AOKaTOo” ’mma»1 OKaaaTencTBa aa
3abaBsaHe pasBUTHETO Ha BONecTHUA NMpoLec. e W




Memacmamuyer ManuzHeH MenaHom: 3a NeYeHUe Ha METACTATUMHUA MEnaHoM
posata e 18 munvora IU gHesHO, Ao NosiBa Ha TepaneBTUHEH ecbexT, Creg KoeTo ce
npoBeXaa NoSAbPXKaLLo redeHne B Aosu oT 18 Munuona IU, 3 mbTM ceammuHo. 3a
aAl0BaHTHa Tepalks Ha ManurHeH MENaHOM chep Xupyprudecka Hameca {(feGenuHa
Ha Tymopa >4,0 mm), posupoekara e 18 munuona IU, 3 nxTv cegmmyHo, AOKATO nMa
pokasatericTea 3a sabaesHe Ha OonecTHus npouec. ToBa YRBLMKaBa peMUCUsATa U
MPOABLIDKUTENHOCTTa Ha xuBoT. MNpy naumerTn ¢ Tymop 1.5-4.0 mm gosupoekata e 3
mununona IU, 3 ibTH CegMUMHO.

Heua: YnoTtpebara Ha Realdiron npu gela He € rpoyveda 1 onuTeT € orpaHinyeH.

Hauun na nounoxenve: Mpegn yrnotpeba Realdiron ce pastsaps 8 1 ml cTepunHa
BOHA 32 VHXEKUMA.

Pa3TBOPBT €& UHXEKTMPa UHTPaMYCKYNHO UMY MOAKOXHO.

4.3, [MporueonokasaHus
Realdiron € NpoTHBONOKa3aH Npu naumeHTy ¢
. JokazaHa CBPLXHYBCTBATERHOCT KbM WHTEPPEpOH anda wnn HSKoe OoT
NMOMOLWHKTE BELLECTBa;
) AHamHe3sa 3a cepro3Ho cepheqHo 3abonsasaHe,
. [lekomneHcupaHa yepHogpobHa Lmposa;
. FlpucTbnHY cMyLieHUA Winy HapylleHn YHKLUMM Ha HeHTpanHata Hepsha
CUCTEME, anKoXOMNMHa U HapKoTU4Ha 3aBNUCUMOCT.

4.4. Crieynansy NPOTMBOMNOKa3aHUsA U CNEUMANHH peaynpexaeHnn 3a ynoTpeda

Pearngupox TpsbBa ga ce npunara fof KOHTpona Ha Ksanuulupak nexkap ¢ onuT B

TepanmsTa Ha CbOTBETHOTO 3abonsaBaHe.

MauvenTuTe TpAGBa pa ObAaT 3ano3HatTi He CaMo ¢ nosidarTa 0T NPOBEXAAHOTO

neveHne, HO 1 3a BL3MOXKHOCTTa OT MoABa Ha HEXeraHy NeKapcTBEeHN peakuui.

MosuiieHo BHUMaHME e HeoBXoayMo npu nedeHne ¢ Realdiron Ha nauMeHT! Che

CepuosHO chpAevuHo 3abonssare. INpu GonHM ¢ npegtuecTsallo CbpASYHO-CLA0BO

sabonsasave Realdiron moxe fa npuuvHA apuTMus. AKO BBL3HUKHET HEXenaHu

fEKapCTBEHN peaKkuMi W CbeTosHUETO Ha BonHus ce Brioluw, posata Tpabsa fAa ce

Hamariy HanonoBuHA UMK NeYeHNETOo ia Ce NpeKpaTy.

[penopbysa ce NEepUOaUHHO BHUMATENMHO Aa Ce npocnejsasa HepBHO—ICUXMYHaTa

AeHOCT Ha BCuYkK NaumeHtn. Peanpupon Tpabsa fa ce npunara BHMMAaTERHO npy

naunueHT, Npu KouTo e 3abenssaHo CYMLUWAHO MOBELEHKE.

Flpy 6orHK ¢ TeXKa Myenocynpecusi € HeoBxoaMMa MbNHa KPbBEHE KapTuHa.

OcobeHo BHUMaHWE CE W3WNCKBa MPpY NauMeHTX, NpeapasnonoXeHn KbM aBToMMYHHEK

3abonasanns. WHTeptepoleT NposBsABa M UMYHOCTMMYSIMpallaTa akTUBHOCT, KOATO

MOJe [ia MOBULLM BEPOSTHOCTTA OT [iposBaTa Ha TakmBa 3abonsasaHns.

MauveHT ¢ HapyiueHa GuOpevHa, MuenionaHa unm YeprHonpobHa }yax‘gt@g TpsibGea
Tl
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4.5. llekapCcTREHN B3auMogencTemsa U Apyru thopmm Ha B3auMopencTBmne

JlexapcTBeHoTO BeulecTso Interferon alfa notucka merabonuama Ha TeodUNNH UNv
HaMmarnsBa Heroeus KIMpbHC. B3aumopeficTeneto Ha uHTepdepoH ¢ gpyru
feKkapcTBEHN NPOAYKTU HE € HanbiiHO YCTaHOBEHO.

4.6. BpeMeHHOCT ¥ KbpMeHe

HeszaBucumo OT nona cu, nauueHTWTe Nekysanu ¢ Realdiron, tpsbea Aa usnonsear
edhekTBHA KOHTpaLUenuus.

Realdiron ce npunara no speme Ha GPEeMEHHOCT CaMO ako nonsaTa 3a mailikarta
onpaegaBa MoTeHUManHMa pucK 3a nsoga.

He e w3pecTHO gann Realdiron ce otoens B MalluuHoTo MIAKo. MNpegsva BadkHOCTTa
Ha NpOBEXAAHOTO MeyeHve 3a MaillkaTta, TpsbsBa fAa ce npeueHn Janvm fa ce
NPpeKkpaTy KbPMEHETO Wi NPUNOXKEHUETO Ha NeKapcTBEHNS APORYKT.

4,7. EchekTyl BBEPXY CHOCOOHOCTTE 32 IothupaHe ¥ paboTa ¢ MalWuHU

Jleuenueto ¢ Realdiron moxe ga HoBehe BO CLHNMBOCT, cnabocT unn ymopa, Kakio u
ha NMOBMWSIE CKOPOCTTA Ha peakuMMTe Ha nauveHTa. ToBa 3aBMCK KakTo OT fosata u
CXeMaTa Ha NeyeHWe, Taka 1 OT MHOMBUAYanHaTa YYBCTBUTEITHOCT Ha rauuenTa. lpu
nosiea Ha HAKOW OT Te3u edekTy, NauueHTsT TpADBa pa 6bhe nockseTBaH Aa He
wodupa \ ga He paboTu ¢ MaMHA.

4.8. HexxenaHu nekapcTBeHU peakuum

Hexernanute nekapcTeeHn peakuuy npy nedeHueto ¢ Realdiron ca otHocuTenHo
ek 1 0BMKHOBEHO M34E3BaT HaMbITHO CNEL NPeKpaTsBaHe Ha NIEYEHNETO.

OcHosHu cumnmomu: Hai-yecTo cpelliaHuTe HeXernaHW IeKapcTBeHW peakuum ca
“rpunonogobHK” CUMNTOMM KaTo NoBULUEHa TeMMepaTypa, HaCTMHKA, yMopa, 6onky B
KOCTUTE, CTaBHM Bonkn, MyckynHa Borika, rmasobonve v ovHa Gonka, UsnoTABaHe,
3amasiHocT. 3a obnekyaBaHe Ha Te3l CAMITOMM MOXe Aa Ce usnonssa paracetamol
(acetaminophen). '

CmomatuHo-4peser mpakm: Morar Aa ce noseaT 3aryba Ha aneTur, rapeHe,
nOBpbLLUAHE Y AKapus, 3anek, NpoMsHa BbB Bkyca CyXoTa B ycTata, saryba Ha Terno,
neka aﬁ.qommama Bonka.

Yepeu dpoﬁ: Mpr HakoW natmeHT e HabnopaeaHa Jeka PEefyKUMs Ha HAKOU
napameTpy Ha yepHogpoGHaTa dyHKUMA. Ts 0BUKHOBEHO M34esBa NpY HamansBaHe

Ha Ao3ata W NpekpaTABale Ha NeqeHneTo.

Lienmparnna HepeHa cucmema: HeobuualHn ca 3aMasiHOCT P no'H &ClﬁXl{l\__‘%&H
CTAaTyC, HapylueHusi B CbHs, pa3CesHOCT, HanpexeHue, Heph ocw arpg\cMBHo
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noeefeHve, eydopus, genpecus (B Kpas Ha FEYEHUETO), SPUTEITHW CMYIUEHYS.
CyuUWEHO NoBEAEHNE U TEXKA COMHOMNEHTHOCT Ca PARKO CPELLaH! YCNOXHEHNS.

MepughepHa HepeHa cucmema: TloHAKora ce MOABSBAT W3TPLNBAHE, CKOBAHOCT,
HeBponaTtus, cepbex v Tpemop.

Crpdeyno-chdoga u OuxamernHa cucmema: Tlyncosata decroTa ce Mokadyea B
33BUCMMOCT OT TeMnepatypata. Morat ga ce nosBsAT NMpexogHyu XUNOTEH3UBHN W
XUMEepTEH3UBHY ENU30AK, KAKTO W apuTMus. Papko ce HabnwgaeaT KpaTtkoTpaliHu
Heupagvpawm Bonku B ropauTe.

Psgko ca HabriogaBaHu kawnvua v rek aapyx. CroblasaHo e 32 pefxy criyqaun Ha
Benogpobex efeM, MHEBMOHUS, ChPASUHO-CHLAOBK MHLMAEHTH, MCXEMWNS Ha CHPLIETO
W MuUoKapaeH MHapKT.

Kpweomeopna cucmema: Moxe pa ce Habriogaear rexa neBKOLMTONEHNS,
TPOMBOLMTONEHNS W rpaHynouMTonenns. Te OBMKHOBEHO M34esBaT, Korato fosarta
CE HaMal Unv NEYEHNETO CE MPeKpaTi.

Koxa: Moxe pa ce Habniogaea 3aryba Ha Koca. ToBa € BpeMEHHO SIBFieHuE U
OT3ByJYaBa C HamansaBaHe gosatra Ha Realdiron. CwobLlaBa ce 3a HUCHK NPOLEHT
anepridHn peakumn. B Hskou cnydvay ce HabmiopasaT peakuum B MACTOTO Ha
annukauus.

AHmu-unmepdbepor anmumerna: Tlpun HskOM NauveHT e Bb3MOXHO Aa 6bgaT
OTKPUTY @HTUTESNa KbM BCUYKK MHTEPEpOH, HE3aBMCMMO Harnk ca NpUpoaHn wnv
pPEKOMOUHAHTHN.

4.9. Npepgos3upane

Hsama croblyeHns 3a npegosvpaHe, HO NOBTapALINTE Ce roneMm gosu MHTepdhepoH
Morart Aa GbgaTt cBbp3aHu ¢ AbhAOoKa reTaprus, ymopa, npocTpauns U koma, Tesu
naumMeHT TpsbBa Aa GLHAT XOCMMTanuaupaHy 3a HabsiogeHue W NOAXOSALLO
HOAZBPXALLO FiIEUSHME.

5. dapmakonornuly gaHHu
5.1. DapMakoSUuHaMUIHY SaHHU

¢apnnaK0TebanesquHa rpyna; WHUTOKUHK Y MMYHOMOZYaTopn.
ATC ron: LO3A B0S5.

Realdiron nputexxaga cbiynTe CBONCTBA KaTO ©CTECTBEHUS YOBELUKA MHTEpdEpoH
anda. HoBelwknaT uHTepcdepoH anda e nonvnenTug, cbcTaBeH oT 165 amuHo-
KMCEMMHHM ocTaThuM. TOR nNpuTeXasa [pOTUBOBUPYCHW, aHTunponudepaTvBry,
umyHoperynupawu ¥ mogynupaliu pudepeHUnalMaTa CBOACTBE HTepcbepOH
anda ce CBbLpP3Ba C PEUENTOPUTE B KMeTbYHATA CTeHa TaKka” npe.u,wasm:{aa
BBTPEKNETEYHN npoueck. CunTta ce, Ye Teau npouecu ca csbp;&ﬂ]‘/s c ncrrmcxaae‘ro
Ha BUPYCHOTO pasMHOXaBaHe B KHETKATE, KaKTo U C B‘b?l’lpenﬂTGTBaHeTO hHa
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nponucepaTtMBHMTE U UMyHOMOOyNMpalli CcBOWCTBa Ha KreTkute. YBenudasa
(paroumTapHaTa aKkTMBHOGCT Ha MakpodraruTe, UMTOTOKCUYHETa akTuBHOCT Ha T-
KIMETKUTE Y aKTWBHOCTTA Ha ECTECTBEHUTE KNeTKu-youium. Bouukn Tesu csoiictea Ha
MHTEpdepoH anda obycrnasaT Herosus nevuedbeH edexT.

5.2. PapMaKoKMHETUYHN CBORCTBA

Hap 70% ‘o1 JoBselUkusi pekoMmBGuHaHTeH uHTepdepoH anda-2b, uHXekTupaH
MYCKYNHO WM NOAKOXHO, ce abcopbupa, Kato Hal-BUCOKa cepyMHa KOHUEeHTpauwns
ce poctura . 3-7 vaca criefy UHKeKTUpaHeTo. TOW ce eKCKpeTupa OT TAMOTo ypes
6L0peLmTe, HO MOXE Aa Ce OTKPUE B KpBBTa 24 yaca criel MPUROXEHWETO MYy.
Buorioruuhuat edext Hz wuHTepdepod anda npogbinkasa 2-3 pgHU  cnej
WHXEKTUPAHETC My, Taka Ye B HAKoW cniydan e goctartbuHo Realdiron ga ce npunara
3 MTBETY CEAMUYHO

5.3. lipegxAMBEKMYHN OaHHK 32 Be30NacHOCT

WHTepdepoH anda e BuAoBo-cneyudmyeH, Taka Ye U3NUTBaHETO MPY XNBOTHU HE &
[OCTaTEYHO UHcopmaTvBHo. EpHOKpatHa 1 nosBTapsall ce TOKCWUHK A03U Ha
Realdiron » untepdepoH anda-2b ca npoyyeHn npy MUKW, FUTBXO0BE I MaBUaHK, Ha
KOWTO ca Bunu NHXEKTUPaHM MycKyniHo fosm ot 1,5 X 10° 1U/ kg go 1,5 x 10'° 1L/ kg
TernecHo Terno. He ca HabrnwpasBaHW OaHHW 32 CMBPTHOCT WM TOKCMYHOCT Ha
uHTepdepoH andra-2b npu pasnuyHnTe BUoNorniHY BUHOEE.

HNoxkanHa norocumocT: [ipoBegeHn ©a npoydBaHWs MpW MMbXOBE WM 33Uy 3a
TOKarNHOTO JpasHello RelicTBue, NPesusBUMKaHO OT MPpUIaraHeTo Ha WHTEpPdEpOoH
arnda-2b. Tpy BLTPEKOKHU VHXEKLIMY, NOCTaBEeHN Ha nnbxoee - 1,5 X 10°% 1,5 x 10°n
1,5 x 107 U/ kg TenecHo Terno/ 0.05 ml (1 T.H. Ao 100 AbTM TeparesTMuHaTa [o3a)
He ca NPUHUHKMNN NPOMEHN Ha KOXaTa 1 NMOJKOXHAETa MacTHa TeKaH Ha MACTOTO Ha
uHM¥eKkumsiTa. CHILO Taka He ca YCTAHOBEHW 3Ha4YMMM MPOMEHWN B OMHWUTE frasuun
npw 3aium cnepn 10-AHEBHW CYDKOHIOHKTMBANHN MHXEKLMNM Ha nHTepdepol anda-2b
B 71031 5 X 10° 1U/0.05 m. ‘
FNpoeegenn ca npoydBaHus BbpXYy €MOPUOTOKCMMHOCTTE W PEnPoAyKLMATa npu
nnbLxoee. faHHuTe couart, ye npy ynotpeba Ha nHTepdepoH B nosu 1,5 x 10°, 1,5 x
10°un 1,5 x 107 U/ kg TenecHo Terrno/ 0.05 ml He ce e nosulIMNa eMBpUoHanHaTa
CMBPTHOCT U HE Ca HACTLMNWMK NPOMEHK B TENECHOTO Terno Ha 20-gHeBHN heTycu.
lMpwnaraneto Ha wuHTepdepoH anda-2b npy nnbXoBe He NOBMWABa HUTO
depTunAUTeTa, HUTO Pa3BUTUETC Ha MOKOMEHWETO WM B [EpUHaTanHWA  Wnn
KbpMavecKus nepuog.

Wntepdhepor anda-2b e nocoueH kaTo npuumnHssaiy abopt npy npumaru.

6. PapMauneBTUYHU OaHHK
6.1. CriNCLK Ha NOMOINHNTE BEILECTRA I TEXHUTE KOSTMYEeCTBa
Sodium chloride - 8.0 mg. &

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

- P -
e
te

e
-t voal
‘x"g‘:‘i 41!.’5 i)




6.2. DU3NKO-XMMHNYHN HECHELEMECTUMOCTH

Realdiron ne Tpsifea fa ce cmecBa ¢ APy FIEKEPCTBEHN NPOSYKTA C U3KITIOMEHNE Ha
CTEPUNHA BOAA 38 UHXEKLMA.

6.3. CpoK Ha rogHOCT

CpoxeT Ha rogHocT Ha Realdiron B Teproecka onakoBKa, KOFATO € ChXpaHsaBaH npu
Temnepatypa ot +2° C go +8° C e 3 roguHu. CpokbT Ha rogHocT € 0bosHaueH BLpXy
OfaKoBKara.

MpenopbuntenHo e Realdiron fa ce uanonssa BegHara cnepf pasTeapsHe.

6.4. CrelnanHy yCrioBus 3a cbXpaHeHve

Tosun nexkapcTeeH NPoRykT He TpsiGea fa 6bAe USMOon3BaH creq M3Th4YaHe CPoKa Ha
FOAHOCT, 03HauyeH BbpXY onakoBKaTa.

Ha ce ckxpansBa npy Temnepartypa ot 2 go 8° C.

[a He ce sampaszasa!

[a ce nasyn oT ceeTnvHal

6.5. [lannu 3a onakoBKata

Realdiron e nocraeeH BB ¢hnakoH OT NPO3pavHo CThKNG, |-BU XuaponuTUyeH Knac, ¢
Bpom/xnopbyTunoea rymeHa sanytuanka 1 anyMuHvesa obkatka (¢ nonunponuneHoBo
kanaue).

Realdiron ce npegnara B kapToHeHa KyTusl, CbabpKatla 5 doriakoHa 1 NUCTOBKa 3a
naumeHTa.
Realdiron ce npepnara B KapToHEHa Kyths, chabmxalla 1 duiakod u nucToBka 3a
nauueHTa.

6.6. lMpenopsku npy ynotpeda

C rniomolLTa Ha cTepWAHW CNpUHUOBKa K Urha, uHxekTupaiTe 1 ml soga 32 nKekUun
BLB hnakoHa, KOWTo chabpia nMoctunusupaHara cyberanums. PasknareTe neko, 3a
Ja yhAecHuTe MBuNHOTO pasTeapsiHe Ha cyberaHuuaTa. He tpbokaite rpybo
thnakona! Cnep ToBa pasTBOPBLT CE M3TErNs CbC CMPUHLOBKATa U Ce WHXEKTUpa
MYCKYITHO VI NMOSKCXKHO.

flexapcTeeHUAT MPOAYKT He ChbAbLPXKA KOHCEPBaHTU M TpsbGea ga Obae U3NON3BaH

BeaHara.
T

KakTo npyn BCyuKM NEkapcTBeHM MPOAYKTM 32 NapeHTepanHo’NpUICKREHS R IPeam
ynoTpeBa npoBepeTe BuSyanHO NOMyHEHus! PasTeop sa uYacTUH-: 06gaLBETHBakHS
UK NOTEMHSBAHE. TS ,‘?‘2\\3;1%.\‘
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7. UMe 1 agpec Ha NpUTeXaTeris Ha pazpelileHUeTo 3a ynoTpeba

SICOR BIOTECH UAB
V.A. Graiciuno 8

£ T-02241, Vilnius
Lithuania

8. Peructpaumonen Ne B peructspa no un 28 3/IAXM

9. [ata Ha NbpBO paspellapaHe 3a ynoTpeba Ha AeKapcTBEEHWA NPORYKT
(nogHOBsAIBaHE HA Pa3pPeWIeHUETO)

10. AaTta Ha (vacTHMuHa) aKkTyanusauus Ha TeKcTa

Mapt 2004 r.
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