KPATKA XAPAKTEPUCTUKA HA MPOOYKTA

1. TwLproBCcKO UMe Ha NeKapcTEeHUA NPOAYKT

REALDIRON®
18 MIU

PEARONPOH
18 rmaunmona lU

NURHHCTEPCTEO HA 3BPABEONAIBAHETO

Mipuaoxenke kom
paspewsne saymorpesals | {AL¥| 24 4409

Iy

Interferon alfa-2b human recombinant powder for solution for injection
WhTepdhepon anda-2b yoseLkn pekoMGUHaHTEH, Npax 3a NHKEKLIMoHEH PasTeop.

(IU = mexayHapoHn eAnHIALIN)

2. KonwudecTBeH M KadecTBeH CbeTaB

Jlexapcmeero eeugecmso;: Interferon alfa —2b vogeLuky pekomBuHanTeH 18 MIU
MomowHu eewecmea: dextran 60 - 10.00 mg (kato crabunusarop).

3a octaHanuTe MoMOLLHY BellecTea, Mosis BUX 6.1.

3. JexkapcTBeHa hopma

PeangpoH e npax 3a UHMeKLUMOoHeH pasTBoOp cne/ pasTeapAHe B cTeprnHa soga 3a

VHXESKLIMW.

Enun nakoH cbabpxa 18 munmora [U Yoeelku pexombBuHaHTeH Interferon alfa —2b.

4. KnudnyHU gaHHKA
4.1. MokazaHus

BupycHu 3abonasaHus:

-

<  XpoHWueH xenatut B

L/

% XponuueH xenatut C

OHKoJOTMYHU 3abonapaHus:

<  KocMmaToKneTkYHa neBKeMus
XpoHyuHa MUernouaHa NeBkeMun
BL6peyueH KapLuHoM

Cebp3aH cbe CMNAH capkom Ha Kanotus
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MeTactaTnyeH ManurHeH MenaHoMm

Koxxeh T - KNeTbueH MMdoM (MUKosue (yHrouaec, cuHppom Ha Cesapn)
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4.2. Do3upoBska M HAYUH Ha NPUITOXeHue

Xponuyer xenamum B: Realdiron e nokasaH 3a nevyeHue Ha nauueHT ¢ XpoH14eH
xenatut B, KouTo ca nonoxurenHy 3a HBV-DNA u/un HbeAg. Hosuposkata e 3-6
mynvona TU, 3 nsTi cegMudHo 3a 24 ceamuuy. OBUKHOBEHO Realdiron e edhektuBeH
npes nbpeKTe 12 CEAMUL, HO 32 Aa Ce NMOCTUrHe KBAroTpaeH edieKT, nogobpsasaHe
CLCTOSHVETO HAa MauveHTa, HamanssaHe pasmepwute Ha YepHus apob u fanaxka v
HamarnnBaHe Ha ALT-akTyBHOCTTa, MevyeHveTo TpsbBa Ja NPoSbivky 24 cepmuuu.
AKO KnVHWMHWTE cumnTomMy Wiumm OuoxXMMUYHWTE MapamMeTpy Ha KpPbBTA He Ce
nogobpar uunu HBeAg He usdesHe crieq 12 cepmuuHO NneqeHue, neveHueTo
Realdiron TpsibBa Aa ce npekpati.

Xponuyex xenramum C: Realdiron e nokasaH 3a neveHye Ha nauveHTih © XPOHWYEH
xenatut C, KOuTo ca nomnoxuTentu 3a HCV anturena wiunu HCV-RNA nmvnmn nmat
MOBULLIEHA CTOWHOCTM Ha CepyMHuTe anaHuH-amuHoTpaHcthepasa (ALT) wnu
acriapratT-amuHoTpaHcgepasa (ACT). Hoaupoekata & 3 mwnmona IU, 3 nibTH
cenoMUdHO B npoabikeHue Ha 24 ceammum. OBukHoseHo Realdiron e ethekTneeH
npes MbpBUA 12-cegmudeH neprofi, HO 3a jga Cce MOCTUrHE ABNroTpacH edekxT,
Realdiron Tpabea pa ce npunara 24 ceamuuw. Ako cneg 4 cenmMuHHO sieveHne ¢
Realdiron nnasmeHaTta ALT akimeHocT He Hamanee ¢ 50%, fosara Tpabea ga ce
ysesinum go 6 munuona IU, 3 nem ceaMUyHO. Axo cneg 12 cegmuumn feveHuve
rnicea edext (ALT-akTUBHOCTTA € BCE OL4e NoBUILSHa Wiy ¢e oTKpVBa HCV-RNA)
nevenyeTo ¢ Realdiron TpAbOBa Aa ce npexpaTit.

KocmamoxnembyHa neskemusn: 3 wmvnuoHa IU pguesHo. Crieg nocturaHe Ha
XEeMaTOosfIoM4Ha PemMucus, ce npunara noafbpKallo neveHne ¢ Rosun ot 3 MunvoHa
Uq 3 nbTv ceamuuHo. EdpekTsT ce ycTaHoBsBa 0BDVKHOBEHO cnep ABymeceuHa
Tepanua, Crief KOETo NieHeHNETO MOXe Aa Ce MPeKpaTh. B cnywaid Ha peuuaus,
nevyeHueTo ¢ Realdiron moxe ga sanoyHe 0THOBO. 3a riocTurakle Ha NpogbIiKUTENHA
pemucus e HeoBxoanMo NOBTOPEHVe Ha Kypca © Realdiron.

XpoHU4Ha MuesiozeHHa leeKemuss: S MUnoHa TU pHeBHoO.

Cnep nocTUraHe Ha XeMaTornoriHa PeMUcHs ce npunara MoaAbpialllo NeUeHNE C g
munroHa IU, 3 mbTu ceamityHo. BpoAT Ha NpexunsenuTe nalvueHTy 3abenexumMoe ce
yBenuuasa, koraTo e NnoCcTUrHaTa xemarosioruiHa pemucua npes nepeuUTe 3 Meceua
oT nevueHneto ¢ Realdiron. Pemucna ce noctura npy NoBeYeTO nauueHTy ¢ ToBa
sabonsasaHe.

Br6peveH kapyuHom: 18 munuona IU, 3 nbTu cegMUIHO.

Hati-uecto nopofBpeHne (UacTiyHa unu NbiHa perpecusa Ha MeTacTasure) ce
noctura crnes 8 go 12 cepmuum fieueHue unv [opu No-KibCHo. Mpyu Hannyue Ha
pesynTar e Heo6XoAuMo FOAABPXALLO FeueHne B o3k OT 18 munuona 1U, 3 nbTH
CeAMUYHO.

Cenp3aH cbe CITMH capiom Ha Kartowu: 36 munuona IU gHeBHo.

Realdiron Tpa6sa Aa 6bae npynarad, Aokaro uMa Aokasatencisa sa nporpecus Ha
2aB0NIABAHETO WA He Ce MOSIBAT GUMMTOMM Ha HeroHocuMocT. [lpy Hanuyue Ha
pesynTaT & HeoBXoauMo NOAABPXKALL0 feveHue B 03U OT 18 munnona IU, 3 et
ceaMUYHO.

Koxnu T-xnembyHU numpomu (Myxosuc dyHronaec
murvioda IU OdHesno. [Jledenneto npofbmkasa, AC
saBaBaHe pa3euTUeTo Ha BonecTHusA npoLec.



Memacmamuyer ManuzHeH MenaHoM: 3a NeveHve Ha MeTacTaTUdHuA MeraHoM
posata e 18 munuoxa IU gHeBHo, A0 NosBa Ha TepaneBTUYEH eekT, CNep KoeTo ce
npoBexEa NogabpKawo feveHue B fosv ot 18 munnoHa IU, 3 N1 ceamudHo. 3a
afoBaHTHa Tepannsl Ha ManurHeH MenaHoM crieq Xupyprudecka Hameca (aebenvHa
Ha Tymopa >4,0 mm), Aosuposkarta € 18 munvona IU, 3 nbTY cegMUHHO, AoKaTO uMa
JoKasaTtencrea 3a 3abaesAHe Ha OonecTHuA npouec. TosBa YABIMKaBa pemucusaTa u
NpoOOBLIKUTENHOCTTA Ha XMBOT. [1pK nauveHTn ¢ Tymop 1.5-4.0 mm gosuposkara e 3
munumona IU, 3 nbTi ceamMu4Ho.

Oeua: Ynotpebara Ha Realdiron npi fela He e npoyyeHa U ONUTeT & Orpali4et.

Hauud Ha npunoxenue: MNpean ynotpeba Realdiron ce pasteaps B 1 ml crepunHa
BOAA 3a UHXEKUMN,

PasTBOPBLT & UHXEKTUPA UHTPAMYCKYIIHO UK NOJKOXHO.

4.3. MpoTuBonokasaHna
Realdiron e npoTuBoniokasaH Npu NauueHTH C:
. JlokasaHa CBPLXYYBCTBMTENHOCT KbM MHTEPMEpoH anda wunu HAkoe OF
NOMOLYHUTE BELIECTBa;
‘. AramMHe3a 3a cepuo3HO cbpAeyHo 3abosisBane;
. JMekomMneHcmpaHa YepHogpobHa uvposa,;
. IMpUCTBNHM CMYLEHVUA WKW HapylleHu (yHKUMM Ha LieHTpanHaTta HepsHa
cucTema, ankoXorHa UM HapKoTUYHa 3aBUCUMOCT.

4.4. CneuuanHu NPOTMBONOKa3aHna M ChelyanHu npegynpexaeHus 3a ynotpeba

Peanguponx TpaGBa ga ce nNpunara rnof KoHTPoOnNa Ha KeanudvuyupaH nekap ¢ onnT B
TepanuATa Ha CbOTBETHOTO 3abonaBaHe.

MauueHTVTe TpABsa ga 6bAaT 3anosHaTki He caMo ¢ nonsata oT MPOBEMAaHOTO
fleveHue, HO 1 3a Bh3MOXHOCTTa OT NoABA Ha HeXenaHy NEKapCTBEHU peakuni.
IToBUWEHO BHUMaHve e Heobxoaumo fApyu feveHue ¢ Realdiron Ha nauMeHTV cbe
cepuo3HO CbprieuHo 3abonasane. Mpu OGonHu ¢ npepliecTsalio CbPASHHO-CLA0BO
safonaBaHe Realdiron mMoXe Aa npuuMHA apuTMUA. AKO BB3HUKHAT Hexenadu
NEKapeTBEHN peaKkuMin U CbCTOSHUETO Ha GonHuA ce Brolw, AosaTa Tpsbsa fAa ce
Haman HarnonoBMHa NNk NeveHKeTo fa ce npekparn.

MpenopbiBa ce NEpPUOAMYHO BHUMATENHO Za Ce npocnefsiea HepsHO-TiIcuXuYHaTa
peiiHoCT Ha BovHKM nauueHTV. PeanaupoH Tpabea Aa ce npunara BHUMAaTesriHO Npn
fauUeHTy, NPy KoMTo & 3abensaaHo CyMLMOHO nosegeHve.

Fipu 6onHy ¢ Texxa Muenocynpecust € Heobxoauma MbliHa KpkBHa KapTiHa.

OcobeHo BHUMaHWe ce U3WUCKBA fipU NaLMeHTy, NpeapasnonoXenyl KbM aBTOMMYHHU
3abonaeaHvs. MHTepdepoHbT Nposessa M UMyHOCTUMYMUpallara aKTMBHOCT, KOATO
MO’KEe A NOBULLIM BEPOATHOCTTA OT NposiBaTa Ha Takmea 3abonsaBaHus.

MaumenTn C HapylweHa 6LOpeyHa, MUuesougHa unm qepHOAPOWKuMH Tpsabea
ha 6bgat HabnwaasaHy BHUMaTenHo. f’{f}]?"‘"




4.5. lekapcTBeHY B3auMOAEeNCTBUS: ¥ ApYIK (hopMU Ha B3auMopencTBue

4.6.

JekapcTtBeroTto BeluecTBo Interferon alfa noTucka meTabonuama Ha TeoMUNUH Yn
HamansBa HEroBUS KNVPBHC. BaaumogeiicTBMETO Ha WHTEpPdEepoH ¢ Apyru
FieKapCTBEHW NPOJYKTY HE € HaMbHO YCTaHOBEHO.

BpemeHHOCT ¥ KbpMeHe

Hesasucumo oT nona cu, nauueHTuTe nekyeaHu ¢ Realdiron, tpsbsa fja nsnonsear
eheKTBHA KoHTpaLlenums.

Realdiron ce npunara no BpeMe Ha GpemMeHHOCT CaMo aKo nonsara sa Maikara
onpaeAaRa NOTeHUWAaNHWA pUCK 3a nrnoga.

He e usBecTHo aany Realdiron ce oTgens B MmaiunHoTo MiiAko. [peasns BaXKHOCTTa
Ha MpoBEeXQaHOTO rnedeHwe 3a Markara, Tpabsa ja ce npeueHu gamm da ce
npekpaTv KbPMEHETO UMk NPUSTOXKEHVIETO Ha NEKapCTBEHUA NPOAYKT.

4.7. Ecpexti BBLPXY CMocob6HOCTTA 3a wodmpaHe ¥ pabota ¢ MamHK

TleyenneTo ¢ Realdiron moxe fa gosege 40 CHLHAMBOCT, ciabocT Uy ymopa, Kakto u
Ja MoBnuse CKOPOCTTa Ha peakuuuTe Ha nayueHTa. Tosa 3aBMCU KakTo OT Josara y
cXeMaTta Ha neveHue, Taka Y oT WHAUBYAYanHaTa YYBCTBUTENHOCT Ha natueHTa. [1pu
NoABa Ha HAKOW OT Teau edekTn, nayueHThT Tpabsa aa Gbae nockLBeTBaH Ja He
wodmpa 1 ga He paboTu ¢ MawnHn.

4.8. Hexxenaun nekapcrBeHU peakuum

Hexenanute nexapcTBeHW peakuuy npyu neuexneto ¢ Realdiron ca oTHocuTEnHo
nieku 1 oBMKHOBEHO M3Ye3BaT HanbnHO e NpeKkpaTaBaHe Ha NieHeHneTo.

OcHosHu cumnmomu: Had-4ecTo cpetlaHuTe HeXenaHn nekapCTBeHW peaxuun ca
“rPUNONOZOGHN" CUMNTOMY KaTo NMOBYLLIEHA TeMMNepaTypa, HacTyuHKa, ymopa, Gonku B
KOCTWTE, CTaBHM Bonku, MyckynHa 6onka, rnasobonue n ousa Gonka, usnoTasaHe,
aaMasHOCT. 3a offiekdaBaHe Ha Tesn CUMITOMW MOXE Aa ce uanonssea paracetamol
(acetaminophen).

Cmomawro-4peser mpakm: Morar fa ce noseaT 3aryba Ha aneTtut, ragexe,
MoBpbLLWAHE U AVapUs, 3anek, NpoMsHa BbB Bkyca, CyXOTa B ycTara, 3aryba Ha Terno,
neka aGgomuHanHa Gonka.

Uepern Opob: Tpn Hakow naumentn e HabmiogaeaHa neka pefykuusa Ha HAKOM
napameTpu Ha uYepHoapobHata tyHKUMA. Ta 0OnKHOBEHO M34esBa npy HamansABaHe
Ha jo3aTa W NpeKpaTABaHe Ha NeveHneTo.

e

TCUXMUEH
rPeCUBHO

LlenmpanHa HepeHa cucmema: HeobuuaitHn ca 3
cTaTyc, HapylleHWs B CbHf, PasCcesHoCT, Hamp
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noeefeHve, eycopun, Aenpecus (B Kpas Ha NEYSHWETO), SPUTENHU CMYLLESHUs.
CyMUMAHO MOBEREHWE i TEXKA COMHOJEHTHOCT Ga PSAKO CPELaHy YCNOXHEHNS.

lMepugpepra HepsHa cucmema: ToHakora ce MOABABAT M3TPBLNBAHE, CKOBAHOCT,
HeBponaTtyis, cbpbex 1 Tpemop.

CvpdeyHo-ceOosa u OuxamernHa cucmema: [lyncoBata YecioTa €& roKavsa B
33aBMCUMOCT OT Temneparypara. Morat Aa ce NosIBAT NPEeXofHN XWNOTEHSUBHU U
XUMSPTEH3MBHU €MU30aM, KakTo M aputmus. Psgko ce Habniofgasar KpaTKoTpaiHn
Henpapgupaww 60nKu B repauTe.

Psagko ca HabriiofaBaHu Kalwnuua U nek sagyx. CrobllasaHo e 3a pefku criydau Ha
BerioapoBeH enemM, NHeBMOHUA, CbpASUHO-ChA0BM MHLUMAEHTY, UCXEMUS Ha CbPLETO
W MWOKapaeH WHapkT.

Kpweomeopta cucmema: Moxe pa ce HabnojasaT nexa NEeBKOLMTONEHUS,
TPOMBOLUTONEHUA U FpaHynouuToneHna. Te oBUKHOBEHO W34esBaT, KoraTto fo3arta
ce Hamany unu neveHueTo Ce npekpaTu.

Koxa: Moxe pa ce wabniopasa 3saryfa Ha koca. TosBa € BPeMEHHO ABreHue i
oTsByyaBa ¢ HamanszaHe gosara Ha Realdiron. CtoblyaBa ce 3a HUCBHK NPOLEHT
anepruuHu peakuvu., B HAakou cnydaw ce Habriiopasar peakuum B MSACTOTO Ha
anmKaLms.

AHmu-uHmepghepor aHmumesia: Tpy HAKOM NaUVEHTX € BL3MOXHO Aa Obpar
OTKPUTH aHTUTENa KbM BCUYKM MHTepdepoHy, He3aBUCUMO Aany ca npupoaxyu uim
peKoOMBUHaHTHN.

4.9, Npepo3upatre

Hsma choBLUeHUs 3a NpenosvpaKe, HO NOBTapsiuMTe Ce rofemMu A03h NHTepdepoH
moraT Aa 6LaaT cBbpsady ¢ Abnboka netaprus, ymopa, npoctpauma n koMa. Tesan
MauMeHTM TpsAbsa pa 6bgar xocmuranusupanu 3a Habniogenue W NoAXOAAWo
NoAobLPXKALLO NeveHue,

5. dapmakonoruyi AaHHW
5.1. PapmakoaiHaMKUIHU AaHHU

hapmaKoTepaneBTU4Ha rpyna: UMTOKWHN 1 UMyHOMOAYNaTopu.
ATC kon: LO3A BOS.

Realdiron nputexapa cbiluTe CBOWUCTBA KaTo €CTECTBEHUA HOBELUKU vHTepdepoH
antha. Yoseluxmst uHTepdepoH anda e nonunenTud, ChCTaseH oT 165 amuHo-
KACESIMHHM OcTaThUM. TOW MpUTEexasa MPOTUBOBUPYCHM, aHTUNPONMPepaTUBHY,
UMyHOperynupalyy u Mogynupauws AucdepeHuvauvsita ’é‘ﬁ“c?ﬁ“a_\\tV[HTepdnepon

BETPEKITeTBYHN NPoUecn. Cuuta ce, 4e Te3u npouec

Ha BWUPYCHOTO pasmHOXaBaHe B KNeTkTe, KaKTo eT0 Ha



nponuepaTMBHUTE M MMYHOMOZYNVpally CBOWCTBA HA KrneTkuTe. Ysenuuasa
tharoumTapHaTa aKTMBHOCT Ha Makpodbarute, UMTOTOKCKYHATA aKTMBHOCT Ha T-
KMETKUTE U aKTUBHOCTTA Ha CTECTBEHUTE KNeTKM-yBuiiLm. Beuuku Tesn CBoWCTBa Ha
uHTeptepoH anda obycnaent Heroesus nededeH edexT.

5.2. GapMakOKMHETUYHN CBONCTBA

Hag 70% oT uoBelUkus PeKoMBUHaHTeH WHTepdepoH andga-2b, uHxekTupaH
MYCKYMHO ¥NM NOAKOXHO, ce abcopbupa, kaTo Hall-BUCOKa CepyMHa KOHLeHTpauuA
ce fgoctura 3-7 yaca cnej UHXEKTUpaHeTo. TON ¢e eKcKpeTupa OT TAMoTO 4pes
6u6peunTe, HO MOXE Aa C8 OTKpMe B KPLBTA 24 4aca crnep MpUusioKeHueTo My.
BvonorMiHUST edekT Ha WHTepgepoH anda npoAbikasa 2-3 AU cnefd
MHXEKTUPAHETO MYy, Taka ue B HAKOU cilyyan e AocTaTbuHo Realdiron Aa ce npunara
3 NbTY cegMUYHO

5.3. [peaknUHUYHN OaHHU 3a 6e30nacHoCT

WHTepdepod anda e BuaoBo-cieludruieH, Taka Ye UNUTBAHETO NPU XUBOTHU He e
[I0CTaTbMHO MH(OpMaTMBHO. EfHOKpaTHa W NOBTapsill4 €& TOKCUYHM [03N Ha
Realdiron n nHtepdepon anda-2b ca npoyyeHn Npu MULLKKW, NITEX0BE Y NaBUaHn, Ha
KOWTO Ga BGUNN MHXEeKTUPaHM MycKynHo fosu ot 1,5 x 10° 1U/ kg Ao 1,5 x 101U/ kg
TenecHo Terfo. He ca HabmogaBaHW AaHHW 3a CMBPTHOCT WM TOKCMYHOGT Ha
MHTEpdepoH anda-2b npu pasauiHnTe 61onoruiHY Bra0Be.

Nokanna noHocumocT: [poBeaeHn ca MpoydBaHWs Npy NNbXOBE U 3aduu 3a
NOKAnHOTO OpasHello AeNCTBYUE, NPeAU3BUKAHO OT MNpunaraHeTo Ha WHTepepoH
andha-2b. Tpy BLTPEKOXKHM MHKEKLYW, NOCTABEHM Ha nitbxose - 1,5 x 10°, 1,5 X 10°u
1,5 x 107 WU/ kg TenecHo Terno/ 0.05 mi (1 T.H. Ao 100 nuTU TepaneBTU4HaTa hoza)
HE Cca MPWUUVHUIA NPOMEHU Ha KOXaTa U NoAKOXKHaTa MacTHa TbKaH Ha MACTOTO Ha
uHxeKupaTa. ChLUO Taka He ¢a YCTAHOBEHW 3HaYMMU NPOMEHWN B OYHUTE nurasuun
npu 3aiium crief 10-gHeBHU CYBKOHIOHKTUBANHI UHXEKLN Ha uHTepdepoH anda-2b
8 fosu 5 x 10° 1U/0.05 mi.

[poBegeHn ca MNpoyyBaHusl BbPXYy eMOPUOTOKCUMYHOCTTa WM PEnponyKUMATa fipw
nnbxoge. JaHHuTe couarT, ye rpu yrnotpeba Ha uHTepdepoH B go3u 1,5 X 10°, 1,56 x
10%u 1,5 x 107 U/ kg TenecHo Terno/ 0.05 ml He ce e noBuwKIA eMOpUoHanHaTa
CMBPTHOCT 1t HE Ca HacTBMUNM APOMEHN B TEfIECHOTO TEMO Ha 20-gHeBHU (heTycn.
MpunaraHeTo Ha wuHTepdepoH anda-Zb npy NNbLXoBE He NOoBMWsiBa  HUTO
depTMnnUTeTa, HWTO PasBWTUETO Ha MOKOMIEHWETO UM B rMepuHaTtanHus Ui
KbpMaJecKkus nepuoa.

WuTepdhepoH arda-2b & MOCoUEH KaTo NpuunHABaLY abopT Npu npuMaTh..

6. ®dapmaueBTUYHM SaHHU

6.1. COMCHLK HA NOMOIIHNTE BEINECTEA Vi TeXHUTE KonnyecTBa

Sodium chloride - 8.0 mg.
Disodium phosphate dodecahydrate - 2.74 mg.
Sodium dihydrogen phosphate dehydrate - 0.36 mg.
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6.2. PUIUKO-XMMNYHY HECHLBMECTUMOCTH

Realdiron He Tpabea Aa ce cMecBa G ApYrv fieKapcTBeH NPOAYKTU C U3KITI0YEHNe Ha
CTepVNHa BOAE 32 MHXEeKUNA.

6.3. Cpox Ha rogHoCT

CpokbeT Ha rogHoct Ha Realdiron B ThproeBcka Onakoska, Korarto € cbxpaHssaH npu
Temnepatypa ot +2° C go +8° C e 3 roguHu. CPoKeT Ha FrOAHOCT € 0603HaYeH BBPXY
onakosKaTa.

MpenopvumnTenHo ¢ Realdiron ga ce uarnonssa BegHara cnej pasteapsaHe.

6.4. CriednariHy ycsoBus 3a ¢bXPaHeHne

To3un rnexapcTeed NPoAyKT He Tpabea Aa Bbhe uanonsead cfief wuathdaHe cpoka Ha
rOQHOCT, O3HAYER BLPXY OrnakoBkara.

Ia ce cbxpaHnsBa npu TemnepaTypa oT 2 fo 8° C.

[a He ce zampasasal

[a ce na3u oT ceeTnnHal

6.5. [laHHM 3a onaKoBKaTa

Realdiron e nocTaBeH BbE (bfiakoH OT NPo3pavHo CTBLKIO, -BU XMGPOMTUYeH Kinac, ¢
Gpom/xnopByTUoBa rymMeHa sanyluanka u anymuHuesa obkatka (C nonmiponmneHoso
Kanaue).

Realdiron ce npepnara B KapToHeHa KyTUA, Chabpialia 3 dnakoHa U NnUcToBKa 3a
nauueHTa.
Realdiron ce npeanara B kapToHeHa KyTus, chibpawia 1 qrakoH W nucToBka 3a
nauureHTa.

6.6. [Tpenopbku Npu ynotpeda

C NOMOLITA Ha CTEPUIHY CNPUHLIOBKA W Urna, WHxekrupaiite 1 ml Bopa sa uHxeKun
BbB (rakoHa, KOWTo ChbpKa nuodunnsnpatata cybctaHumaA. PasknaTeTe neko, 3a
fa yrNecHUTe NBAHOTO pasteapaHe Ha cyBcraHuuaTta. He TpbCKaiTe rpy6o
chnakona! Creg ToBa pasTBOPBLT CE WITEMIs CbC CNPUHLIOBKATa U C& UHMEKTUPA
MYCKYIHO W5 MOQKOXHO.

JeKapCTBEHUAT NPOAYKT He ChAbDXa KoHcepsaHT! u Tpsatsa fa Obge vsnonssaH
BepHara.

ue, npeau
BeTABaHE
UMY MOTBMHSBaHE.



7. ViMe 1 agpec Ha npuTeXaTens Ha paspelleHUeTo 3a ynoTpeba

SICOR BIOTECH UAB
V.A. Graiciuno 8

LT- 02241, Vilnius
Lithuania

8. Mime n appec Ha nponsBOAUTENA

SICOR BIOTECH UAB LEMERY S.A. de C.V.

V.A. Graiciuno 8, Av. Sta.Ana 65,

LT - 02241 Vilnius, Parque Industrial Lerma 52000
Lithuania Mexico

9. PeructpauuoHeH Ne B perctbpa no un 28 3TTIAXM

20050476
10. [lata Ha NBLPEO paspellagaHe 3a yrnorpeba Ha NIeKAPCTBEHUst NPOAYKT
(noaHoBABaHe Ha pa3peleHUeTo)

05.10.2005 .
11. [arva Ha (YacTKu4Ha) aKTyanusauusl Ha TeKcTa

Mapt 2004 r.




