MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MIRCERA 30 mukporpama/0,3 ml mH:KeKIMOHEeH Pa3TBOP B NpeABapUTE]HO HAITJIHEHA
CIIPMHIIOBKA

MIRCERA 40 muxporpama/0,3 ml nH:keKIIHOHEH Pa3TBOP B MpeIBAPUTETHO HANTBJIHEHA
CIPUHIOBKA

MIRCERA 50 mukporpama/0,3 ml nn:keKIinoOHeH Pa3TBOP B MpeIBAPUTETHO HANTBJIHEHA
CIPUHIOBKA

MIRCERA 60 mukporpama/0,3 ml nH:keKIIMOHEH Pa3TBOP B MpeIBAPUTETHO HANTBJIHEHA
CIPUHLOBKA

MIRCERA 75 mukporpama/0,3 ml uH:KeKIIHOHEH PAa3TBOP B MPeIBAPUTETHO HANIBJIHEHA
CIIPUHIOBKA

MIRCERA 100 mukporpama/0,3 ml nH:KeKIIHOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA
CIIPMHIIOBKA

MIRCERA 120 mukporpama/0,3 ml nH:KeKIIHOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA
CIPUHIIOBKA

MIRCERA 150 mukporpama/0,3 ml nH:KeKIIMOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA
CIPUHIIOBKA

MIRCERA 200 mukporpama/0,3 ml HH:KeKIIMOHEH pa3TBOP B NMpeABAPUTEIHO HATBJIHEHA
CIIPUHIIOBKA

MIRCERA 250 mukporpama/0,3 ml nH:KeKIIMOHEH Pa3TBOP B MPeIBAPUTETHO HAIlbJIHEHA
CIIPUHIIOBKA

MIRCERA 360 mukporpama/0,6 ml nH:KeKIIMOHEH Pa3TBOP B NIPeIBAPUTETHO HAIIbJIHEHA
CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

MIRCERA 30 mukporpama/0,3 ml mH:KeKIIMOHEeH Pa3TBOP B NpeABapUTEJIHO HAITbJIHEHA
CHPHHIOBKA

Enna nmpegBapuTenHO Ha'bJIHEHA CIIPHHLIOBKA ChIBpka 30 MUKpOrpaMa METOKCHITOJIMETUIICH TIUKOI
— enoetuH Oeta* (methoxy polyethylene glycol-epoetin beta), B koHIIeHTpaus OT

100 mukporpama/ml.

MIRCERA 40 mukporpama/0,3 ml mH:KeKIMOHEH Pa3TBOP B NpeABapUTE]HO HATbJIHEHA
CHPUHIOBKA

Enna npeaBapuTeHO HAITBITHEHA CIIPHHIIOBKA ChIIbpka 40 MUKpOrpaMa METOKCHITOJIMETHIICH TIHKOJ
— enoetuH Oera* (methoxy polyethylene glycol-epoetin beta), B KOHIIEHTpaIys OT

133 mukporpama/ml.

MIRCERA 50 muxporpama/0,3 ml mH:KeKIMOHEeH Pa3TBOP B NpeABapUTEJHO HATbJIHEHA
CIPUHIIOBKA

Enna npenBapuTeIHO HAITBITHEHA CIIPUHIIOBKA ChIbpka S0 MUKpOrpaMa METOKCHITOJIUETHIICH TIHKOJ
— enoetuH Oeta* (methoxy polyethylene glycol-epoetin beta), B KOHIIEHTpaIHs OT

167 mukporpama/ml.

MIRCERA 60 muxporpama/0,3 ml mH:KeKIMOHEH Pa3TBOP B NpeABAPUTEJIHO HANTbJIHEHA
CIPUHIIOBKA

Enna npenBapuTeHO HAIIbIIHEHA CIIPHHIIOBKA ChIIbpxka 60 MUKpOrpaMa METOKCHITOJIMETHIICH TIHKOJ
— enoetuH Oeta* (methoxy polyethylene glycol-epoetin beta), B kKoHIICHTpalHst OT

200 mukporpama/ml.

MIRCERA 75 mukporpama/(,3 ml un:keKIuOHEH Pa3TBOP B MPeIBAPUTETHO HANIBJIHEHA
CIIPUHIIOBKA

Enna npensapuTenHo HAaITbIHEHA CIIPUHIIOBKA CHABPKA 75 MUKpOTpamMa METOKCHUITOHETHIICH TIUKOI
— enoetuH 6eta* (methoxy polyethylene glycol-epoetin beta), B KOHIIGHTpaIHst OT

250 mukporpama/ml.



MIRCERA 100 mukporpama/0,3 ml nH:KeKIIMOHEH Pa3TBOP B PEIBAPUTEIHO HAIIbJIHEHA
CIIPUHIIOBKA

Enna nmpeaBapuTenHO HAaTbIHEHA CIIPHHLIOBKA ChIBbpka 100 MUKporpaMa METOKCHTIONHETHIICH
TJIHKOJT — eroeTuH 6era* (methoxy polyethylene glycol-epoetin beta), B KoHIIEHTpaITHs OT

333 mukporpama/ml.

MIRCERA 120 mukporpama/0,3 ml nH:KeKIMOHEH pa3TBOP B MPeABAPUTEIHO HANTBJIHEHA
CIIPUHIIOBKA

EnHa npeaBapuTenHO HaITbIHEHA CIIPUHIIOBKA ChABPKa 120 MUKpOrpaMa METOKCUTIOIUETHIICH
ko — ernoetuH 6era* (methoxy polyethylene glycol-epoetin beta), B kOHIIeHTpaIus OT

400 muxporpama/ml.

MIRCERA 150 muxporpama/0,3 ml nH:KeKIMOHEH pa3TBOP B NMPeABAPUTEIHO HATBJIHEHA
CIPHHIOBKA

Enna nmpeaBapuTenHO HAIbIIHEHA CIIPHHLIOBKA CHIBpKa 150 MUKporpaMa METOKCHTIOIHETHIICH
[IIMKON — enoeTuH Oeta* (methoxy polyethylene glycol-epoetin beta), B KoHIEHTpaIys OT

500 mukporpama/ml.

MIRCERA 200 mukporpama/0,3 ml nH:KeKIMOHEH pa3TBOP B NMPeABAPUTETHO HANTBJIHEHA
CIIPUHIIOBKA

EnHa npeaBapuTenHo HaITbJIHEHA CIIPUHIIOBKA ChABpka 200 MUKpOrpaMa METOKCUTIOTUETHIICH
[IIMKON — ernoeTuH Oeta* (methoxy polyethylene glycol-epoetin beta), B koHIIEHTpamust ot 667
MHKporpama/ml.

MIRCERA 250 mukporpama/0,3 ml HH:KeKIMOHEH pa3TBOP B NMPeABAPUTETHO HATBJIHEHA
CIPHHIIOBKA

EnHa npenBapuTeTHO HAaITBJIHEHA CIIPUHIIOBKA ChABPKA 250 MUKpOTpaMa METOKCHUTIOTHETHIICH
[IIMKON — enoeTuH Oeta* (methoxy polyethylene glycol-epoetin beta), B KOHIEHTpaIHs OT

833 mukporpama/ml.

MIRCERA 360 mukporpama/0,6 ml nH:KeKIMOHEH pa3TBOP B NMPeABAPUTETHO HATBJIHEHA
CIPHHIIOBKA

Enna npenBapuTeTHO HAITbJIHEHA CIIPHHIIOBKA ChABpkKa 360 MUKpOTrpaMa METOKCHUTIOTHETHIICH
[IIMKOJ — eroeTuH Oeta* (methoxy polyethylene glycol-epoetin beta), B KoHIEHTpaus oT

600 mukporpama/ml.

HI/I(bpaTa IMMOKa3Ba KOJIMYCCTBOTO HA MPOTCUHOBATA YaCT Ha MOJICKYJIaTd HA MCTOKCUIIOJIMCTHUIICH
TJIMKOJ — €IIOCTHH 66Ta, 0e3 Aa €€ nMa NpeaABU TIIMKOJIU3UPAHCTO.

* [IpoTenH, mpou3BeieH mocpeacTBoM pekomounanTHa JJHK TexHoMOTHS B OBapHaIHU KJIETKU Ha
kutaiicku xamctep (CHO) u KoBaneHTHO KOHIOTHpaH ¢ JTMHeeH MeTokcunonueTmiex raukon ([TET).

AKTHBHOCTTa Ha METOKCHUIIOJIMETHIICH TIIUKOJI-eTIOETHH OeTa He TPsAOBa J1a ce CpaBHSBA C Ta3u HA JPYT
METUIMPaH WM HEeNEeTHIIUPaH MPOTEHH OT ChlllaTa TepaleBTUYHA rpyna. 3a oBeue nHdopmanus,

BIDKTE TOUKa 5.1.

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIHKTE TOUKa O.1.

3. JIEKAPCTBEHA ®OPMA

WHxeKIMoHEeH pa3TBoOp B NPEABAPUTEIIHO HAITBIHEHA CHPUHIIOBKA (MHXKEKIIUS )
Pa3TBOpBT € OMCTBp 1 Oe31BETEH O OIETOKBIT.

4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHHU NOKA3AHUS

JledueHnue Ha cUMITOMATHYHA aHEMUS, CBBbP3aHa ¢ XpOHUYHO ObOpeuHo 3a0omsBane (Xb3) mpu
BB3PACTHU NAIMEeHTH (BXK. TOUKa 5.1).




4.2 Jlo3MpOBKA H HAYHUH HA MPHJIOKEeHHE

Jleuennero ¢ MIRCERA Ttpsi6Ba na ce 3amoune 1o 1 HaOJIIOICHUETO Ha JIeKap C ONUT B JICUCHUETO Ha
MAIMEeHTH ¢ OBOPEUHO YBPEKIAHE.

ﬂO3I/I[2OBKa

Jleuenue na cumMnmomamuyta anemus npu 6b3pacmuu nayueHmy ¢ XpoHuyHo Ovopeyno 3abonssane
CuMIITOMHTE Ha aHEMUATA U TIOCIEICTBUATA OT Hes MOKe J1a BapHpaT CIIope] Bb3pacTTa, 1oja u
IISTIOCTHATA TEXKECT Ha 3a00IsIBAHETO; HEOOXOAMMa € OIICHKA OT JieKap Ha KIMHUIHHS X0 U
CBCTOSTHHETO Ha Bceku oTaesnieH namueHT. MIRCERA TpsiOBa ma ce mpuiiara mokoXHO WU
HWHTPaBEHO3HO, 32 JIa Ce MOBUIIH XeMoriioOnHa 10 He noseue ot 12 g/dl (7,45 mmol/l). [TogkoxxHOTO
MIPUJIOXKEHHE € 32 TIPEANIOYNTaHe ITPH IMAlMEeHTH, KOUTO HE ca Ha XeMOJIHaIIN3a, 3a J1a ce n30erHe
MYHKTHPAHETO Ha nepu(epHu BEHU.

[Mopann BaprHaOUITHOCT MPH J3JICH NMAIMEHT MOHAKOTa MOXKE J1a e HAOMI01aBaT OTIACTHHA CTOHHOCTH
Ha XeMOTJIOOMHA HaJTl ¥ TIOJT ’KEJIAHOTO HUBO. BapnaOmiiHoCTTa Ha XeMoTI001Ha TpsiOBa 1a ce
OBIIQJIsSIBA Ype3 KOHTPOJIHMPAHE Ha J03aTa, KaTo ce MpueMar TapreTHu rpanumm ot 10 g/dl

(6,21 mmol/l) no 12 g/dl (7,45 mmol/l). Tpsi6Ba na ce n3bsATBa MoAIbpIKAHE HA HUBO HA XEMOTJIOOWH
Han 12 g/dl (7,45 mmol/l). Yka3anus 3a ChOTBETHO KOPUTHpAHE Ha 103aTa, KOTaTo HUBATa Ha
xemoryioduHa Hagxebpiar 12 g/dl (7,45 mmol/l), ca nageHu mo-aody.

TpsabBa na ce n30arBa nosuieHne Ha xemorsoouna ¢ Haj 2 g/dl (1,24 mmol/l) 3a meproj oT yeTHpu
ceaMUIM. AKO TOBa ce CIIy4H, TPSIOBa J1a ce N3BBPIIN CHOTBETHO aaNTHPAHE Ha J103aTa CIOPEN
yKa3aHUsATA.

[ManmenTute TpsiOBa a ce HAOMIOJaBAT BHUMATEITHO, 32 JIa € CUTYPHO, Ye Ce M3I0JI3Ba Hali-HHCKATa
onobpena epexruBHa 103a MIRCERA 3a ocurypsiBane Ha aJicKBaTeH KOHTPOJI Ha CAMIITOMHUTE Ha
AHEMMSITA, KaTO CE MOIbpKa KOHIIEHTpaIus Ha XxemorioouHa moxa wiu 12 g/dl (7,45 mmol/1).

HeoOxonmmo e BanManue npu nosumiaBane Ha no3ata MIRCERA mpu manmenTn ¢ XpoHUYHA
0bOpeuHa HeoCcTaThYHOCT. [Ipy manueHTH, Npyu KOUTO XEMOTJIO0OMHBT CE MOBJIUSABA CI1a00 OT
MIRCERA, Tps6Ba 1a ce IOMHUCIH 3a alTEPHATHBHO 00sSCHEHUE Ha cabusi OTroBOP (BXK. TOUKa
44us.l).

[IpemopruBa ce XeMOTTIOOUHBT Ja C€ MOHUTOPHPA Ha BCEKH JIBE CEIMUIIM IO CTAOUIM3UPAHETO MY U
MIEPUOTUIHO CJIS TOBA.

Hayuenmu, xoumo ne ce 1eKyeam 6 MOMEHmMa cve cpeocmea, cmumyaupawu epumponoesama (CCE):
3a 1a ce moBHmaT HUBaTa Ha XemornobuHa 1o Haz 10 g/dl (6,21 mmol/l), npenoppunTenHaTa HayaIHa
J103a TIpH MaI[UCHTH, KOUTO He ca Ha auanu3a € 1,2 mukporpama/kg TenecHo Terso, npuiaraHa
BEJIHBK MECEYHO KaTO €HOKPATHA MOJIKOKHA WHIKCKIIHSL.

Karo anrepnaruBa, MoXe Jia ce Tpuiiara Hadamsa no3a ot 0,6 Mukporpama/kg TelecHo Terno npes JBe
CCIMUIIM KaTO €AHOKPATHA MHTPABCHO3HA WJIW IMMOJAKOXHA MHXXCKI WA IIPU MMAIIUCHTH, KOUTO Ca Ha
JIasI3a WK He ca Ha THalTn3a.

Jlo3ara Mmoxe /1a ce yBennyu Npuoau3uTenHo ¢ 25% cnpsamMo npeauiHara 103a, ako MOKauBaHETo Ha
xemoriioouHa e nmo-maiko ot 1,0 g/dl (0,621 mmol/l) 3a exun Mecen. JlOMbIHUTETHO yBEIUYaBaHe C
npuOIM3UTETHO 25% MOXKe J1a ce MpaBH IIpe3 Mecell 0 JOCTHraHe Ha MHIWBUIYaTHO )KeJIaHOTO HUBO
Ha XeMOTJIO0HH.

AKo mokauBaHeTO Ha xemoryioouHa e Haj 2 g/dl (1,24 mmol/l) 3a equa Mecel| Wi aKo HUBOTO Ha
xXeMorj00rHa ce ToBuIaBa u nmpuommkasa 12 g/dL (7,45 mmol/l), no3ara TpsOBa Aa ce HaMaH C
puOIM3UTETHO 25%. AKO HUBOTO Ha XeMOTJIOOMHA MPOIbJKaBa J1a Ce [TOBHUINABA, JICUCHUETO TPsiOBa
Jla ce MPEKbCHE, IOKATO HUBOTO HA XEMOTJIO0MHA 3aII0YHE J1a HaMaJIsiBa, KaTO B TO3H MOMECHT



TepamnusiTa TpssOBa Ja ce MOAHOBH C 71032 MPHOIM3UTEITHO ¢ 25% IMo-HHUCKA OT MIPEeANIITHATA TIpHUIaraHa
nmo3a. Cien nmpexkbCBaHe Ha J03aTa, C€ OYaKBa HaMaJsIBAaHE HA XEMOTJIOOWHA ¢ TIPUOIU3UTEITHO
0,35 g/dL (0,22 mmol/l) ceqmuuno. Jlo3ara He TpsOBa Ja ce KOPUTHPA ITO-YECTO OT BEIHBK MECEUHO.

[MarueHTH, JeKyBaHU Tpe3 JABE CEAMUIIM, YMIATO KOHIIEHTpaIUs Ha xemMoryioouH e Haj 10 g/dl
(6,21 mmol/l), moxe na moyuaBar MIRCERA BeiHBk MeCEUHO, KaTo Ce U3IO0JI3BA /1032, PaBHA Ha
JIBA ITbTH TIpUJIaraHaTa pe i TOBa BEIHHXK HA BCEKH JIBE CEJAMMUIIN J03a.

Hayuenmu, koumo 6 momenma ce nexkysam cvc CCE:

ITauuentu, kouto B MoMeHTa ce JiekyBat cb¢c CCE, Mmoxe na npemunat Ha MIRCERA, npunaran
BEIHBX MECEUHO KaTO €AHOKPAaTHA MHTPABEHO3HA WM MOAKOXKHA MHXkekuusa. Hagannara no3a Ha
MIRCERA ce ocHOBaBa Ha M34HCIIEHATA TIPEIIIIECTRAIIA CEAMUYIHA 1032 HA JapOenoeTHH anda win
€MOEeTHH 110 BPEMETO Ha 3aMsHaTa, KakTo ¢ onucaHo B Tabnuua 1. [IspBaTta nmkekuus TpsoOBa aa ce
HalpaBH, KOTaTo € BpeMe 3a cileJBalara IilaHupaHa 103a Ha 1apOernoeTuH ajda Win ernoeTuH,
MIpUJIaraHy Ipeau TOBa.

Taoéauna 1: Hauamanu no3u MIRCERA

Ipennmua ceaMU4HA IMpeanmua Meceuna
HHTPAaBEHO3HA WIH ceMUYHA HHTPABEHO3HA WJIHN
MO/JK0KHA 1032 HHTPaBEeHO3HA MOJAK0KHA 1032

aapoenoeTuH ajaga WU MOAKOXKHA MIRCERA
(Mukporpama/ceamMuuna) 1032 eNnoeTHH (MuUKporpaMa/BeIHbK
(IU/cenmmuuia) MeCeYHO0)
<40 <8 000 120
40-80 8 000-16 000 200
>80 >16 000 360

AKO e HEOOXO0IMMO KOPUTHPAHE Ha J03aTa 3a MOAIbpPIKaHEe HA TAPreTHATA KOHIICHTpAIHs Ha
xemoriobnHa Hazg 10 g/dl (6,21 mmol/l), meceunara qo3a Moke Ja c€ YBEINYH C TIPUOITUZUTEITHO
25%.

AKxo mokauBaHeTo Ha xeMoriioonHa e Haxg 2 g/dl (1,24 mmol/l) 3a emuH Mecelr Wi ako HUBOTO Ha
XeMOrJI00MHa ce moBuiasa u npudmmkasa 12 g/dL (7,45 mmol/l), no3ata TpsOBa J1a ce HaMaJIu C
npuOIM3UTENHO 25%. AKO HUBOTO Ha XEMOTTIOOMHA TIPOIBJDKaBa J1a ce TIOBUIIABa, JICUCHUETO TPsiOBa
Jla ce PEKbCHE, I0OKaTO HUBOTO HAa XEMOTJIOOMHA 3aIl0YHe J1a HaMajlsiBa, KaTO B TO3H MOMEHT
TepanusTa TpsiOBa 1a ce MOAHOBH C /1032 MPHOIU3UTENHO ¢ 25% MO-HUCKA OT MPEJUIIHATA TIpHiIarana
no3a. Ciiex mpeKbCBaHe Ha Jj03aTa, Ce OUYaKkBa HaMaJIsIBaHEe Ha XeMOTJIO0MHA ¢ TPUOIU3UTEIHO

0,35 g/dL (0,22 mmol/l) ceqmuuno. Jlozara He TpsiOBa Ja ce KOPUTHpPA ITO-YECTO OT BEIHBK MECEUHO.

Toi KaTO OIIUTHT OT JICUEHUETO € OT'paHUYCH MPU MAIMUCHTH Ha ICPUTOHCATIHA JUalin3a, IIPpU TE3U
MayeHTHU CC MPLEIopbUYBa pCAOBHO NPOCICAABAHE HA XeMOF.HO6I/IHa " CTPUKTHO CIIa3BaHC Ha
yKa3aHHATA 32 KOPUTHPAHE Ha JI03aTa.

Ilpexvceane na neuenuemo
Oo6wuxHOoBeHO nedeHneTo ¢ MIRCERA e mpogbmkutento. To ob6aue Moxke Ja ce IpeKbCHE 10 BCSIKO
BpEME, aKO TOBa € HEOOX0INMO.

Iponycnama 003a

Axo ce iporrycHe enna no3a MIRCERA, npomycHaraTa 103a TpsiOBa J1a ce MPIIIOKH Bb3MOXKHO Haii-
ckopo u npunoxennero Ha MIRCERA Ttpsi0Ba 1a ce Bb300HOBH ¢ IpEANMCcaHaTa YecToTa Ha
MIPUIIOKEHHE.

Hayuenmu ¢ uepnodpobHo yepescoate
He e HeoOxoauMo Kopurupane Ha HaualHaTa 1032 M Ha IIpaBUjIaTa 3a MpoMsIHaA Ha J03aTa Mpu
MAIIMEHTH C YePHOAPOOHO yBpexaaHe (BXK. Touka 5.2).




Lonynayus 6 cmapuecka 8b3pacm

[Ipu xnuHUYHKTE poyuBanud, 24% ot nanuenTtute, JekyBanu ¢ MIRCERA, ca Ouim Ha BB3pacT ot
65 o 74 ronunu, a 20% ca Ounu Ha 75 roguHM U O-BB3pacTHU. He ce Hamara kopurupaHe Ha o3arta
IpU MALUEHTH Ha Bb3pacT 65 roauHN WU I0-Bb3PACTHH.

Ieduampuuna nonyrayus
MIRCERA He ce mpenopbyBa 3a ynorpeba mpu jetia ¥ HOMH 1o 18 roarHu mopay Iurca Ha
JTAaHHHU 33 0€30TacCHOCT U €(hUKACHOCT.

HauuH Ha npunoxxeHue

MIRCERA Tps0Ba 1a ce mpuiara moJaKkoXHO WM HHTPABEHO3HO. MOXKe J1a ce HHKEKTHPA ITOIKOKHO
B KOpeMa, pbKaTa uiu 0eapoTo. M TpuTe MecTa Ha MHKEKTHPAHE ¢a €IHAKBO MOIXO AN, 3a
YKa3aHUsl OTHOCHO MPWJIOKEHUETO Ha JICKAPCTBEHUS POAYKT BHKTE TOUKA 6.6.

4.3 TIIporuBOmMOKAa3aHUA

CBpBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WIJIM KbM HSIKOE OT IIOMOIIHHUTE BEIIECTBA,
n30pocHM B TOUKa 6.1.

HekonTponupana xurnepToHus.
4.4 ChneuuajaHu npeaynpeskaeHus: U MpeAna3Hy MePpKH NpU ynorpeda

BeszonachoctTa u epukacnoctTa Ha neuenuero ¢ MIRCERA npu apyru nokazanus, BKIIOYUTEIHO
aHeMUs IIPH [ALIMEHTH C pakK, He ca YCTAaHOBEHU.

Heo0xonumo e BauManue npu nosuiiaBane Ha no3ata MIRCERA mpu nanueHTH ¢ XpoHUYHA
O0BOpevHa HeIOCTATHYHOCT, Thil KaTO BUCOKHUTE KYMYJIATHBHH JIO3H CITOCTHH MOTaT 1a ObIaT
CBBP3aHU C TIOBHUIIICH PUCK OT CMBPTHOCT, CEPUO3HH CHPACIYHOCHIOBH U MO3BUYHOCHIOBH CHOUTHS.
[pu nanuenTu cbe ¢1a00 MOBIHUSIBAHE HA XEMOTJIOOMHA OT €MOSTUHH, TPIOBa J1a Ce IOMUCIIHU 32
aITepHATUBHO OOsSCHEHWE Ha CIadus 0oTToBOp (BXK. Touka 4.2 u 5.1).

JlonrbIHUTENIHA Tepanusl ¢ KeJA30 ce MPEeNnopbyBa NPU BCUUKU MallMeHTH ChC CEPYMHH CTOMHOCTH Ha
¢eputun nox 100 mukporpama/l uinm cbe catypauus Ha TpancdepuH nox 20%. 3a na ce ocurypu
edeKTHBHA ePUTPOIIOE3a, IPH BCHUKU IIAIMEHTH TPsIOBa 1a ce HAIlpaBH OLIEHKA HA CTaTyca Ha
KEJSI30TO [IPEU U 110 BpEMe Ha JICUCHUETO.

IIpu HeycneneH orroBop K6M JieueHneto ¢ MIRCERA npuunHuTe TpsAOBA 1a CE MOTHPCAT
He3abaBHO. HemocTuresT Ha kelsa30, (onreBa KucennHa Wi ButaMuH B12 mamansaBa eekTuBHOCTTA
Ha CCE u nopasu ToBa TpsiOBa Jia ce Kopurupa. UHTepKypeHTHH HHPEKIMN, B3MATATEHN WIH
TpaBMaTUYHH €MTU30/I1, OKYJITHA 3ary0a Ha KPbB, XeMOJIH3a, TEKKa MHTOKCHKAIIHS C aTyMUHHM,
CBITBTCTBAIIN XEMaTOJIOTUYHHU 3200 sIBaHMs Wil (prOpo3a Ha KOCTHUS MO3BK MOXKE CHIIO Ja
KOMIIPOMETHPAT EPUTPOIIOETUYHHSI OTTOBOP. bposT Ha peTuKynonuTHTe TPsAOBA 1a CE€ CUUTa KaTo
9acT OT OLIEHKaTa. AKO C€ U3KJII0YAT BCUUKH CIIOMEHATH ChCTOSHUSA U MAIUEHTHT MMOJTYYH BHE3AIMHO
TIOHIKEHHE Ha XEMOTIIOONHA, CBBP3aHO C PETUKYJIOIUTOIICHHSI 1 aHTHEPUTPOIIOSTHHOBH aHTUTEIA
(AEAB), Tpsi6Ba na ce mma npeaBU H3CIICIBaHEe Ha KOCTHUS MO3BK 32 HAJTMYHME HAa YHCTA aruia3us Ha
yepBenute KpbBHU KieTku (HAUKK). B ciyuaii ue 6b1e quarnoctunupana YAUYKK, neuenuero ¢
MIRCERA Tpsi6Ba na ce npeycTaHOBH M MALMEHTHTE HE TPsiOBa aa ce jekysat ¢ apyro CCE.

[pu nogozupana win norebpaeHa AEAB-meaunpana YAUKK nnm HeoOsicHuMa 3ary6a Ha eexT 1o
Bpeme Ha euenue ¢ MIRCERA (Hamp. KTMHAYHO MPOSIBEHA Ype3 TeKKa aHeMHUsI M HUCHK Opoi
PETUKYJIOLUTH), JIEKapUTE MOTaT 1a U3UCcKaT oT [Ipurexxarens Ha pa3peleHreTo 3a ynorpeda aa
OCHUT'ypH TECTBAaHE WJIM TOBTOPHO TECTBAHE HA CEpPyMHH IpoOH B pepepeHTHa TabopaTopusl.

YucTa ana3us Ha YEPBEHUTE KPBBHU KJICTKH, PEAU3BUKAHA OT AHTHEPUTPOIIOCTHHOBH aHTHUTEIA, CE
croOmIaBa BEB Bph3ka ¢ npmioxenue Ha Bcuaku CCE, Brmountenrno MIRCERA. Jlokazano e, ue
TE3W aHTHTENa UMAT KpbhcTocaHa peakius ¢ Bcnuku CCE u manueHTHTe ¢ M0A03UpaHo Win




HOTBBP/JCHO HAJWYHE HA aHTHUTEIa KbM EpPUTPOIIOCTHH He TPSAOBa Jla MPEMHUHABAT KbM JICYCHHUE C
MIRCERA (Bx. TouKa 4.8).

YAYKK mpu manmentu ¢ xematut C: [Ipn mapagokcamHo HamaleHne Ha XeMOTJIOOWHA U Pa3BUTHE Ha
TEXKa aHeMUsl, CBbp3aHa ¢ HUCHK OpPOl pETUKYJIONUTH, TPsOBa He3a0aBHO Ja ce MPEKpaTu JICYCHUETO
C CMOETHH U J1a Ce U3BBPIIN M3CIEABaHE 38 AaHTUEPUTPOIIOETUHOBY aHTuTeNa. MiMa cho01ieHu ciayvyan
npu naruenTy ¢ xenatut C, JiekyBaHU ¢ HHTep(epoH U pudaBUPHUH, ITPH SAHOBPEMEHHO MPHUIIaraHe
Ha ernoeTHH. EmoeTnHATE HE ca 0J00peHH 3a JIedeHne Ha aHeMus, CBbp3aHa ¢ xermatut C.

[IpocnensBane Ha aprepuanHoTo Hansrane: Kakro npu npyrure CCE, apTepraiHOTO HaNATaHE MOXKeE
Ila ce moBHIIH 1Mo BpeMe Ha jeueHrne ¢ MIRCERA. AprepuanHoTo HanmsATaHe TpsOBa 1a ce
KOHTpOJIMpa aACKBAaTHO IIPX BCUYKHU IMAOUCHTHU IIPEAU, IIPU 3alI0UYBAaHC Ha U IO BPEMEC Ha JICHCHUCTO C
MIRCERA. AKO BUCOKOTO apTE€pPHATHOTO HAJSATaHE C€ KOHTPOJIUPA TPYIHO C METUKAMEHTO3HO
JIeYeHUE WU TUETHYHU MEPKH, J103aTa TPsOBa J]a ce HaMalli WM TPUJIOKESHHUETO JIa Ce TIPEYCTaHOBU
(Bk. TOuKa 4.2).

Texku koxHU Hexenanu peakuu (SCAR), BkimountenHo cuaapoM Ha Stevens-Johnson (SJS) u
TokcHyHa enmaepMainda Hekpoiausa (TEN), kouto Morar ma Ob1aT >KHBOTO3aCcTpaIIaBally WiTu 1a
JIOBEJIAT JI0 JIETaJIeH U3X0/, ca ChOOIIaBaH! BB BPb3Ka C JEUEHHETO C eMoeTHH (BXK. Touka 4.8). [1o-
TEXKHU CITydau ca HaOJ0AaBaH! MIPH ABJITOJCHCTBAIIY eOeTHHHU. [IpH MpeanucBaHeTo MalueHTHTE
TpsiOBa 1a ObAAT HHMOPMUPAHH 32 MPU3HAIINTE U CHUMIITOMHUTE, U 1a ObIaT HAOII0JaBaH! C
MOBUIICHO BHUMAaHUE 32 KOKHH PEaKIMU. AKO ce MOSBST MPU3HAIM U CHMIITOMH, TT0/ICKa3BalllH TE3H
peakuuu, Mircera TpssiOBa He3a0aBHO Aa ce CIpe U Jja c€ 0OMHUCIHU IpyTo JeueHne. AKO MAEeHTHT €
pa3BmII TexKa KoxHa peakuust, HanpuMep SJS wim TEN, nopagu ynotpedata Ha Mircera, JIe4eHHETO
c¢bc CCE Hukora He TpsOBa Aa ce 3armoyBa OTHOBO IPH TO3W TAITUCHT.

Konrenrparius Ha xemornoouna: [Ipu marueHTs ¢ XpoHUYHO OBOpEUHO 3a00sBaHe TPOBa j1a ce
MOJTbPKa KOHIICHTPAIIMS Ha XeMOTJIOOWHA, KOSITO J]a He HAJAXBBPJIS TOpHATA I'PAHUIIA HA TAPreTHATA
KOHIICHTpAIIHS Ha XeMOTJIOOWHA, ipenopbyana B Touka 4.2. [Ipy KIMHAYHATE TPOYYBAHUS €
HAOJI0]aBaH MMOBUIIICH PUCK OT CMBPT, CEPHO3HH ChPCUYHOCHIOBU CHOUTHS, BKIIFOUUTEITHO TPOMO03a,
WJIA MO3BYHOCHIOBH CHOUTHS, BKIIFOUNTENTHO HHCYNT, korato CCE, ca nmpuiaranu npu TapreTHH HUBa
Ha xemorimoouHa max 12 g/dl (7,5 mmol/l) (Bxk. Touka 4.8).

KoHTponupanu KIMHUYHYU IPOYYBaHHS HE ca MMOKa3ajd 3HaYMMa I10J13a OT MIPHJIAraHeTO Ha CTIOCTHHH,
KOTaTO KOHIICHTPAIUATa Ha XeMOTJIOOMHA Ce TIOBUIIY HaJ] HUBOTO, HEOOXOIUMO 32 KOHTPOJIUPAHE Ha
CHUMIITOMHUTE HA aHEMHSATA U 32 U30ATBaHE HA KPBBOMPEIUBAHE.

BezonacnocrTa n eduxacHoctTa Ha nedennero ¢ MIRCERA He ca ycTaHOBEHH IpH NAMEHTH C
XEeMOTJIOOMHOIIATHH, I'bPYOBE, KbPBEHE WM CKOPOIIHA aHAMHE3a 32 KbPBEHE, Halaraiio
KPBBOTIPEIMBAHE, HITH [IPH HKUBA HA TpomOomuTHTe Hax 500 x 10°/1. [Topaxu ToBa, PU TE3H MALHEHTH
€ He0OX0IMMO ITOBUIIIEHO BHUMAHUE.

Edekr Bppxy TymMopHus pactexk: MIRCERA, xakro u apyrure CCE, e pactexeH (hakTop, KOHTO
CTUMYJIMpa NPE€ANMHO IMMPOAYKIHATA HA YCPBCHU KPHBHU KIICTKU. EpI/ITpOHOCTI/IHOBI/ITe peucnTopu
MOJKE JIa Ca eKCIIPECUPaHU Ha MOBBPXHOCTTA HAa Pa3IMYHU BUIOBE TYMOPHH KiieTKU. KakTo mpu
BCHYKHU PaCTexHU HakTopH, chiecTByBaT onaceHus, ue CCE Morar fa cTUMyTHpaT pacTexa Ha
pa3IMYHU BUJIOBE 3JI0KAYEeCTBEHU 00pa3yBaHus. /IBe KOHTPOJIMPAHU KIMHUYHH MPOYUYBAHUS, IPH
KOUTO CMOCTHUHHM Ca MPUJIATAHH MTPY MAIUSHTH C PA3JIUYHU 3JI0KAYECTBCHH 3a00JIIBaHUs,
BKJTIOUMTEITHO PaK Ha TllaBaTa M NIMATA M PaKk Ha MJICYHATA JKJIe3a, ca TIOKa3alu HEOOSICHUMO
MOBHUIIIABaHE HA CMBPTHOCTTA.

3noynotpebata ¢ MIRCERA ot 31paBu xopa Moke J1a 1oBeJe A0 IPEKOMEPHO MOKayBaHe Ha
xeMorio6rHa. ToBa MOXKe /1a € CBBP3aHO C KUBOTO3aCTPAIIaBAINU ChPJICUHOCHI0BH yCIOKHEHHS.

BwamoskHocT 3a npocnensBane Ha MIRCERA: 3a na ce monoOpu Bb3MOXKHOCTTa 32 IpOCcyeIsiBaHe Ha
CCE, Tpprosckoto ume Ha npunaranoto CCE tps6Ba na Obae sicHO 3amucaHo (WM TOCOYEHO) B
KapTOHA Ha MAIUEHTA.




To3u JlekapcTBeH MPOAYKT ChIIbpiKa Mo-Maiko oT 1 mmol Hatpuii (23 mg) Ha ml, T.e. MpaKTUYECKH HE
ChAbpKa HATPUN.

4.5 B3aumopeiicTBue ¢ IPYry JeKapCTBEHH MPOAYKTH U APYru popMu HA B3auMojaeicTBHE

Hsama npoyuBanus 3a B3aumoeiicteuara. Hsama nanan, ve MIRCERA npomenst Metabonm3ma Ha
JpYyTH JIEKapCTBEHU NMPOIYKTH.

4.6 @epTHANTET, OPEMEHHOCT U KbpPMEHe

BpeMeHHOCT
Hswma nannm 3a ynotpe6ara Ha MIRCERA mpu 6pemMeHHH *KeHU.

[IpoyuBanusiTa pu )KUBOTHHU HE TIOKA3BAT MMPEKH BPEIHH €(EKTH BbPXY OpeMEHHOCTTa,
eMOPHOHATHOTO/(PETATHOTO pa3BUTHE, PAKIAHETO WM MOCTHATAITHOTO Pa3BUTHE, HO MTOKA3BaT
XapakTepHO 3a TO3H Kiac 00paTUMO MOHMKEHUE Ha EeTaTHOTO Terio (BxkK. Touka 5.3). Ha Gpemennun
JKEHHU TPsiOBa /1a ce MPEANUCBa C TIOBUIIEHO BHUMAaHHE.

Kspmene
He e uzBectno nanu MIRCERA ce exckpetupa B kbpMmaTa. EqHO npoyyBaHe IpH )KUBOTHU MOKa3Ba

EKCKpeIHs Ha METOKCHITOTMETHIICH TJINKOJ — EMOSTHH OeTa B MAaYMHOTO MIIIKO. TpsiOBa na ce B3eme
pelieHne namy 1a ce MPOIBIDKA WK JIa Ce MPEyCTaHOBH KBPMEHETO U Ja C€ MPOIBIIKU UITH
npeycranoBu jeueHuero ¢ MIRCERA, kato ce B3eMat mpeaBHI mois3aTta OT KbPMEHETO 3a JETETO U
moir3ara ot jJeuennero ¢ MIRCERA 3a sxenarta.

PepTunurer
[Ipoy4BaHusTa TP )KUBOTHH HE TOKA3BAT JaHHM 32 yBpexaaHe Ha pepTunuTera (BXK. TOUKa 5.3).

[loTeHIMaMHUAT PUCK 32 XOpaTa HE € U3BECTEH.
4.7 EdexTu BbpXy crnioco0HOCTTA 32 mogupaHe U padoTa ¢ MAIIUHA

MIRCERA He moBn#siBa WK MOBJIUSABA IPEHEOPEIKIMO CITIOCOOHOCTTA 3a modupaHe u padora ¢
MalIHHY.

4.8 Hexenanu JekapcTBeHH peakuuu

(a) O6001EeHne Ha mpodria Ha 0€30IMaCHOCT

bazarta nannu 3a 6e30MacHOCT OT KIMHUYHHUTE TpoyuBaHus obxpamia 3 042 nauuentu ¢ Xb3,
BmounTenHo 1 939 mauuentu, nexyBanu ¢ MIRCERA, u 1 103 ¢ apyro CCE. Ouaksa ce
npubnusuTenHo 6% ot nanueHTure, JekyBanu ¢ MIRCERA, na nomyvar Hexenanu peakuuu. Haii-
YeCTO CHOOIIaBaHaTa HEXKEJIaHa PEaKIUs € XUIIEPTOHMS (UecTa).

(0) TaOnnueH CIIMCHK HA HEKEIAHUTE DEAKIIU

Hexenanute peaknmm B Tabnwia 2 ca m30poeHN IO CHCTEMO-OpTaHeH Kiac 1 yectoTa mo MedDRA.
YecToTara € onpejiesicHa KaTo € U3MO0JI3BaHa CclieTHAaTa KOHBEHIMS: MHOTO uecTd (>1/10); uectn
(21/100 mo <1/10); meuectn (=1/1 000 go <1/100); peaxu (=1/10 000 xo <1/1 000); MHOTO peaKu
(<1/10 000); ¢ Hen3BecTHA YeCcTOTA (OT HATMIHHUTE JAaHHU HE MOXKEe 1a OBbJe HalpaBeHa OICHKA).




Tab6anma 2:

Hexesanu peakunu, KOUTO ce oTaaBat Ha jJedyeHnero ¢ MIRCERA npu

nauuenTH ¢ Xb3. Hexenanute peakiun, HabI0aBaHU caMo 10 BpeMe Ha
MMOCTMAapKETHHIOBUS TIEPHOJ ca oTOemns3anu ¢ ().

CucTeMo-0praseH KJjac YecToTa Heskenana peaxkuus

Heuectu TpombouuTonenus *
Hapyiienust Ha KpbBTa U

C HeusBecTHa UYucra amuiasusi Ha YepBEHUTE KPHBHU
auMQHaTa cucTeMa «

4ecToTa KIICTKH

Penxu CBpBXIYBCTBUTEIHOCT
Hapymenus nHa umyHHata cuctema | C HeM3BeCTHA %

AHadwmakTHIHA PeaKITUs

yecToTa

Heuectn ['maBoOomne
Hapyienus Ha HepBHaTa cucTeMa

Penxu XurepToHUYIHA eHITe(haIomaThs

Yectu XHUIEPTOHHUS
CbI0BH HapyLICHUS Heuectn Tpombo3a*

Penku Benoapobua emOomust™

Penku OO0puB, MaKyJIOMIAYJI03CH
Hapymenus Ha koxxaTa u

C Hem3BecTHa Cunnpom Ha Stevens-Johnson / TokcnyHa
MOJIKO’KHATA ThKaH %

yecToTa enuaepMaiHa HEKpOoIn3a
HapansBanus, oTpaBsHus U
YCIIO)KHEHUS, Bb3HUKHAIU B Heuectn Tpom603a Ha CHIOBUS AOCTHIT

pe3yaTaT Ha UHTEePBEHITUU

(B) Onrcanue Ha n30paHy HEXKEJIAHU PeaKInuu

[Ipu mocTMapkeTHHrOBaTa ynoTpeda nMa ChoOIIEeHH 3a CIydal Ha TpPOMOOIUTONeHHs. B KITHHIYHI
MPOYYBaHUs € HAOJI0JaBaHO JICKO MOHMKCHHUE Ha OpOst Ha TPOMOOILIUTUTE, OCTABAIIM B HOPMATHUTE

TpaHMLH.

Bpoit Ha TpomOonMTHTE oA 100 X 10°/1 e nabmonaBan nipu 7% OT MalMEHTHUTE, JICKYBaHH C
MIRCERA, u ipu 4% ot nauuentute, jexyBanu ¢ Apyra CCE. B enHo npoyuBaHe 3a 6e300acHOCT
Cclie]] paspeliaBaHe 3a yrnorpeda ¢ eKCIO3HUIUs PH MPOABIDKUTEIHO JieueHue 10 8,4 TOAMHU, U3XOCH
6poii Ha TpomGormTHTe oA 100 X 10°/1 ¢ HaGmoaaBau npu 2,1% OT NALHEHTUTE B IPYIIATa C
MIRCERA u npu 2,4% ot nauuenture B rpynara ¢ qpyru CCE. Ilo Bpeme Ha npoy4BaHeTo, Opoii Ha
tpoMOoruTuTe o 100 x 10°/1 e HabIIONABAH TOAMIIHO mpu 1,5% no 3,0% oT mauueHTure, JIeKyBaHU
¢ MIRCERA, u ipu 1,6% 1o 2,5% ot narnmentute, nexysanu ¢ apyru CCE.

B nanHuTE OT €1HO KOHTPOJIMPAHO KIMHUYHO MPOYYBAHE C EMOETHH anda uin gapoenoeTrH angda
ClIydauTe Ha HHCYJIT ce choOIaBaT karo “gectu’. [IpoyuBaHe 3a 6€30MaCHOCT Clie] pa3peiaBaHe 3a
ynorpeba mokasBa 1mojo0Ha 4ectoTa Ha cirydanuTe Ha HHCynT Mexy MIRCERA (6,3%)
pedepentnure CCE rpynu (emoetun anda, napdenoerus anda u enoetun oera) (7%).

Kaxro u mpu apyru CCE, npu mocTMapKeTHHroBaTa yrmorpeda nMa choOIICHHS 3a CIIydan Ha
TpoM003a, BKIIIOUUTETHO OenoapooHa emOommst (BX. Touka 4.4).

Nma cpo0uienns 3a aHTHEPUTPOIIOCTHH HEYTPAIN3UPALIO0 aHTUTAIO-MEJUUPaHa YNCTa arjia3usi Ha
yepBenute kpbBHU Ki1eTkn (HAYUYKK), c HensBecTHa yectora. B cirydaii, e ce quarHocTuimpa
YAUYKK, neuenuero ¢ MIRCERA T1psi6Ba 1a ce npeycTaHOBHU M alMEHTUTE He TpsOBa 1a
INPEMHUHABAT KbM JICUEHHE C IpYT PEKOMOWHAHTEH EPUTPOIIOSCTUHOB NPOTEUH (BK. TouKa 4.4).

Cpo0I1aBae Ha OA03UPAHU HEKETAHU PEAKIINU

Cro0m1aBaHeTo Ha TIOIO3UPAHU HEXKEINaH! PeaKlliy Clie]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOIYKT € BakKHO. ToBa MO3BOJIABA 1A TIPOIBIDKH HAOIIOIEHUETO Ha CHOTHOIIICHUETO TOJI3a/PHCK 32
JIeKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIIEIIUAIMCTH CE€ U3UCKBA Ja ChOOIIaBaT BCIKA
MOJI03UpaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIaBaHe, MOCOYCHA B

Ilpunoxenue V.



https://www.ema.europa.eu/documents/template-form/appendix-v-adverse-drug-reaction-reporting-details_en.doc

4.9 Ilpeno3upane

Tepanesruunara mmprna Ha MIRCERA e ronsima. KoraTo ce 3ano4Ba jeyenueTo, TpsiOBa J1a ce uMa
HpeABU] MHAMBUAYAIHUAT 0TroBOp. [Ipeno3upaneTo Moxe aa poBene 10 NPEKOMEpHA IposiBa Ha
(hapmakoMHaAMUYHUS e(DEeKT, HAlp. MPEeKOMEpHa epuTporoe3a. B cirydail Ha mpeKOMepHO BUCOKU
HHBa Ha xeMorjo6uHa, Jjeyenneto ¢ MIRCERA Tpsi6Ba BpeMeHHO J1a ce IpeyCTaHOBH (BX. TOUKa
4.2). Ilpn HannuMe Ha KIMHUYHU ITOKa3aHUs MOXeE Ja ce Hanpasu (paeboToMusl.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 @apmakoaMHAMUYHU CBOICTBA
®dapmakoTepaneBTiuHa rpymna: Jpyru antuanemuunu cpenctsa, ATC xox: BO3XA03

MexaHu3bM Ha JIcicTBUE

MIRCERA ctumynupa epuTpornoesara ype3 B3auMOACHCTBUE C EpUTPOIIOCTUHOBUS PELIEITOP BHPXY
IIPOT€HUTOPHUTE KJIETKH B KOCTHHUS MO3bK. METOKCUIIOIMETHIICH IJIUKOJI — €IOETUH 0eTa, aKTUBHOTO
BemiectBo HAa MIRCERA, e mpoabbKUTENeH aKTHBATOP HA €PUTPOTIOETHHOBUTE PEIECIITOPU, KOUTO, 32
pas3nHKa OT epUTPONOETHHA, I0Ka3Ba pa3INyHa aKTUBHOCT Ha PELIEITOPHO HUBO, XapaKTepU3HpaIla ce
¢ no-6aBHa acolMaIys U ¢ 0-0bp3a JUCONMAIMS OT PELENTopa, HaMajeHa crieupUIHa aKTUBHOCT in
Vitro ¢ IOBHILIEHA aKTUBHOCT i1 Vivo, KaKTO U YIBJDKEH MOMyKUBOT. CpeHaTa MOJIEKyJIHA Maca €
npubnusutenso 60 kDa, oT KosTO MPOTEeHMHOBATA YaCT IUIIOC BBIVIEXUAPATHATA YaCT ChCTABIISIBA
mpubimsurenHo 30 kDa.

DdapmakoMHAMUYHU eHEKTH

Karo mppBrYeH pactexeH (pakTop 3a pa3BUTHETO HA EPUTPOUIHUS PEll, €CTECTBEHUAT XOPMOH
EPUTPOIIOETHH Ce MPOAyLHpa B ObOperuTe n ce 0cBOOOKIaBa B KPHBOTOKA B OTTOBOP Ha XUTIOKcHA. B
OTTOBOP Ha XUIIOKCHUATA €CTECTBEHUAT XOPMOH EPUTPOIIOCTHH B3aUMOJICHCTBA C TIPOTCHUTOPHUTE
KJIICTKH 32 €PUTPOUIHUS P, KATO YBEIUUaBa MPOIYKIUITA HA YSPBCHH KPHBHU KIICTKH.

Knuanyna euKacHOCT ¥ 0€30IacHOCT

JaHHUTE OT KOPEKIMOHHYU MPOYUYBAHUS NPU NAIUEHTH, JICKYBaHU MIPpe3 ABE CEAMMUIIM U MPe3 YETUPHU
CEe/IMHUIIH, TIOKa3BaT, Y€ CTEIIeHTa Ha OTTOBOP 10 OTHOIIIEHHE Ha XxeMorioouHa B rpymara ¢ MIRCERA
B Kpas Ha KOPEKIIMOHHUS TIEPHUOJ] € BICOKA M CpaBHUMA ChC CpaBHHUTENTHATA Tpyma. Mennanara Ha
BpemeTo 3a oTroBop € 43 nuu B rpynara ¢ MIRCERA u 29 nxu B cpaBHUTENHATa TpyIia, Karo €
HaOJIFOIaBaHO TIOBHIIIEHHE HA CTOMHOCTUTE Ha XEMOITIOOMHA TTpe3 MbPBUTE 6 CEIMUIIH, CHOTBETHO C
0,2 g/dl/cemmuuno u 0,3 g/dl/cemmuano.

UYetnpu paHIoMU3MpaHU KOHTPOJIUPAHU NPOYUBAHUS ca MPOBEACHU MPU MAIIUCHTH HA TUATH3a,
JIEKyBaHU C apOenoeTHH asda WK eOeTHH KbM MOMEHTA Ha BKIFOYBAHETO UM B IMPOYYBAHETO.
ITanmenTHTE Ca paHIOMHU3UPAHH J1a TPOABIIKAT MMPOBEKIAHOTO KbM MOMEHTA Ha BKJIFOYBAHETO UM B
MPOYYBAHETO JICUCHHE, WK Ja ipeMuHar KbM jieuenue ¢ MIRCERA c¢ nen nojrbpikane Ha cTaOWITHI
HUBa Ha xemornoOuHa. [1o Bpeme Ha neprosa Ha orieHKa (cenmuna 29-36), cpenHOTO HUBO Ha
XeMorToOWHA U MeIaHaTa Ha HUBOTO Ha XeMOTITOOWHA ITpH narnueHTure, JekyBanun ¢ MIRCERA, e
OWJI0 MPAKTHYECKU UACHTUYHO C TAXHOTO M3XOJHO HUBO Ha XEMOIJIOOMH.

B enHo panmoMu3npaHo, IBOHHOCIATIO, IIANE00-KOHTPOINPAHO poyUuBaHe MpH 4 038 marueHTH ¢
XBH ¢ nquabet tun 2 u HuBa Ha xemoryoouna < 11 g/dL, kouTo He ca Ha quan3a, MalueHTUTE ca
NOJIyYaBaly JIeUeHHe ¢ 1apOernoeTrH anda ¢ e MocTUraHe Ha HuBa Ha xemornoouna 13 g/dL unm ¢
rurane6o (Bk. Touka 4.4). [[poydBaneTo He MOCTUTa OCHOBHATA 1€ JIa IIOKaXXe HaMaJlsIBAaHE Ha PUCKa
OT CMBPTHOCT IO BCIKAKBa MIPUYNHA, ChPICTHOCHI0BA 3a00I€BAEMOCT HITH TEPMHUHAJICH CTaIHiA Ha
0b0peuna HegoctaTbyHOCT (ESRD). AHanu3bT Ha OTIACTHUTE KOMIIOHCHTH HAa ChCTABHUTE KPaliHU
touku nokas3sa cieaaus HR (95% AN): ecmept 1,05 (0,92, 1,21), uacynr 1,92 (1,38, 2,68), 3acroiina
cepaeuna HenpoctaTpuHocT (3CH) 0,89 (0,74, 1,08), muokapaen uadapkt (MH) 0,96 (0,75, 1,23),
xocmHTanu3anus 3a Mmuokapaaa ucxemus 0,84 (0,55, 1,27), ESRD 1,02 (0,87, 1,18).
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M3BBpmrenu ca coopau post-hoc ananms3u Ha knwmaWIHA poyuBaHus cb¢ CCE mpu manmentn ¢ XbH
(kKoWTO ca Ha TUaNK3a, He ca Ha IMaNn3a, IpU NallMeHTH Che U 0e3 nuabet). Habmonapana e
TEH/ICHIUS KbM MOBUIIICH PUCK OT CMBPTHOCT IO BCSKAKBA MPUYHHA, ChPIACYHOCHIOBH H
MO3BYHOCHIOBH CHOUTHS, CBBP3aHM C MO-BUCOKHM KyMmynatuBHU no3u CCE, HE3aBHUCHMO OT
HaJIMYMETO Ha TUadeT Wiu cTaTyca Ha auanu3a (BK. Touka 4.2 u Touka 4.4).

Eputponoerun e pactexeH (pakTop, KOUTO CTUMYJIUPA MPEIUMHO MPOAYKLUAITA HA YEPBEHN KPBBHH
KJIETKH. EpUTPONIOETHHOBY PeLienTOpr MOraT Jia ca eKCIPECHPAaHU BbPXY IOBBPXHOCTTA HA PEAULA
TYMOPHH KJIETKH.

B mer rosleMu KOHTPOJIUPAHU MTPOYIBAHUS TIpH 001110 2 833 MaIrMeHTy ca n3CiIeIBaHN
MPEKUBAEMOCTTA M TyMOpHaTa nporpecus. OT TAX YETHPH ca JBOWHO-CIIETIH, TUTale00-KOHTPOITUPaHU
NPOYYBaHUS U €IHO € OTBOPEHO MpoyuBaHe. [Ipu ABe oT mpoyuBaHUsTa ca HAOMpPaHH MAMEHTH,
KOHUTO ca JIEKyBaHH ¢ XUMHUOTepanus. TapreTHaTa KOHIIEHTpAIUs Ha XeMOrJIo0WHa B JIBE OT
npoyusanusta € >13 g/dl; npu ocrananure Tpu npoyusanus ¢ 12-14 g/dl. [Ipu otBOpeHOTO
IMpOy4YBaHC HC € UMAJIO pa3jIMKa B O6H13Ta MPECKUBIACMOCT MCKAY NAIUCHTUTE, JICKYBAaHU C
PEKOMOWHAHTEH YOBEIIKH €PUTPOTIOSTHH, U KOHTpoiuTe. [Ipn yetupure miarnedo-KOHTPOIHpaHH
MPOYyYBaHUs KOS(HUIIMEHTHT Ha PHUCK 3a o0IaTa MpeKUBIEMOCT Bapupa Mexay 1,25 u 2,47 B moza Ha
KOHTPOJIUTE. Te3n IMpoy4YBaHUA MMOKa3BaT yCTOﬁqHBa HEOOSICHNMA CTaTUCTUYECKH 3HAYNMa
CBPBXCMBPTHOCT IMPH MALIMEHTUTE C aHEMUS, CBBP3aHa C PA3IMYHU YECTH BUJOBE PaK, KOUTO ca
IOJTy9aBajIl peKOMOWHAHTEH YOBEIIKH €PUTPOTIOETHH, B CpaBHEHNE C KOHTposnTe. KpaltHusAT
pe3ynraT 3a 0011a MPeXKUBSIEMOCT B KIIMHUYHUTE MPOYYBAHUSA HE MOXKeE J]a c€ 00SCHH 33I0BOJIUTEITHO
C pa3juKaTa B YeCTOTaTa Ha TpoM003aTa U CBbP3aHUTE YCIOKHEHUS MEXy I'pyIara, JIeKyBaHa ¢
PEKOMOWHAHTEH YOBEIIKH €PUTPOIIOSTHH, U KOHTPOJIHATA TPYyIIa.

W3BBpIieH € ChINo U aHAW3 Ha JaHHUTE Ha HUBO MaIMeHT mpu mosede oT 13 900 manmentu ¢ pax (Ha
XUMHOTEPAIus, IbUeTeparus, XAMUOTbUeTepansi Wi 0e3 Tepanus), y4acTBaIly B 53 KOHTPOIHPaHH
KJIMHAYHYU TPOYYBAHMS, KOUTO BKITFOUBAT HAKOJKO €MOCTHHA. MeTa-aHaIn3bT Ha JAHHHUTE 3a 00IIaTa
MIPESKUBIEMOCT JIaBa U3UNCIIeH KoepuiueHT Ha puck 1,06 B momsa Ha kouTpoaute (95 % JAU: 1,00;
1,12; 53 xnuanyHYM npoyuBanus ¥ 13 933 nmauueHTH), a NpH MalMeHTUTE C pakK, NoTydaBaau
XUMHUOTepanus, Koe(hUIIeHTHT Ha PUCK 3a obmrara npeskussiemoct e 1,04 (95 % JAU: 0,97; 1,11; 38
KITMHIUYHY nipoyuBanud U 10 441 nanuenTtn). MeTa-aHaTU3UTE MOKA3BaT CHIO U CHOTBETHO 3HAYMMO
ITOBUIIIEH OTHOCUTEJICH PUCK OT TPOMOOEMOOIMYHU CHOUTHS MTPH MAIUCHTUTE C PaK, MOJTyJYaBaly
PEKOMOVHAHTEH YOBEUIKH €pUTPONIOCTHH (BXK. Touka 4.4). B To3u aHanu3 Ha JaHHUTE HE ca
BKJIFOYEHM ManueHTy, nekyBanu ¢ MIRCERA.

MIRCERA He € 0100peH 3a JieueHUe Ha MAICHTH C aHEMUS, MPEU3BUKAHA OT XUMHUOTEpaIus (BX.
Touka 4.1 u 4.4).

5.2 ®apmakoKMHETHYHHU CBOHCTBA

CDapMaKOKI/IHeTI/IKaTa Ha METOKCHUIIOJHUETUIICH IJIMKOJI — EHOETHH OeTa € H3CJICABaHa IIpH 31paBr
I[O6pOBOJIHI/I N aHCMHWYHHU ITAITUCHTH C XE3, BKIIFOUYUTCIIHO IMMAaIUCHTHU HA JUAJIM3a U TaKHBa, KOUTO HE
Ca Ha Juajiu3a.

Cren MoJIKOXKHO NIPUIIOXKeHHe Ha narueHTr ¢ Xb3, KouTo He ca Ha Juann3a, MaKCHMAIHUTE CepyMHU
KOHIICHTpAIMK Ha METOKCHUITOJIMETHIICH TIIMKOJ — EMOETHH OeTa ca HabioaaBanu 95 yaca (CTOWHOCT
Ha MeZMaHaTa) cje]l NPHIOKEHNETo. AOCOI0THATa ONOHAIMYHOCT HA METOKCHUITOJIMETHIIEH TIMKOJ —
enoeTHH 0eTa cies MOIK0KHO Mpriiokenne e 54%. HabmogaBanusT TepMUHAICH eMMMUHAIIOHEH
oJry>kuBOT € 142 yaca mpu nanuentu ¢ Xb3, KouTo He ca Ha AUaTU3a.

Crest TOIKOKHO NPHIIOKEHNE Ha rmanueHTd ¢ Xb3 Ha quann3a MakCUMalTHUTE CepyMHH
KOHIICHTpAIMK Ha METOKCHUITOJIMETHIICH TIIMKOJ — EMOETHH OeTa ca HaOoaaBanu 72 yaca (CTOWHOCT
Ha MeJHMaHaTa) cje] MPHIOKEHUETO. AOCOIOTHATa OMOHAINYHOCT Ha METOKCHUITOJIMETHIICH TIMKOM —
ernoeTHH OeTa ciel MOAKOKHO NpuiiokeHue € 62%, a HaOmoJaBaHUAT TEPMUHATICH EMMUHALMOHEH
oty kuBoT € 139 gaca npu narenTn ¢ Xb3 Ha auanmsza.
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Crex MHTPaBEHO3HO MPUIIOKeHNE Ha manueHTH ¢ Xb3 Ha auanmn3a, TOTATHUAT CHCTEMEH KINPBHC €
0,494 ml/h Ha kg. ETUMHHAIIMOHHUSAT MTOTY>KUBOT CJIe]] HHTPABEHO3HO MPUIIOKEHUE Ha
METOKCHUIIOJIMETHIICH TIIMKOJI — enoeTHH Oeta e 134 vaca.

CpaBHeHI/IeTO Ha CECPYMHUTC KOHUCHTPAIIUN HAa METOKCUIIOJIMECTUJICH TJIMKOJI — €TIOCTUH 6eTa,
U3MEPCHU MPEAU U CIICA XeMoaAruain3a Impu 41 ITalMCHTH C XB3, IIOKa3Ba, 4€ XxeMoauajm3aTra HE
IIOBJIMsABA (I)apMaKOKI/IHCTI/IKaTa Ha TO3U JICKAPCTBCH MPOAYKT.

Anamu3bt Ha 126 nanmenTn ¢ Xb3 He oka3Ba pasinka BbB (JapMaKOKWHETHKATa MEXK/y NalueHTH
Ha JUajin3a U MalueHTH, KOUTO He ca Ha JHajIn3a.

B enHo npoyuBaHe ¢ eIHOKpaTHA 71033, CJIC] HHTPABEHO3HO MPHIIOKEHUE, (PapMaKOKMHETHKATA Ha
METOKCHITOJIMETHIICH TJIMKOJI — EIIOETHH OeTa € M0JJ00HA MPH MAIUEHTH C TEKKO YSPHOAPOOHO
yBpEXKIaHe, B CPABHEHHE ChC 37paBH Juna (BxkK. Touka 4.2).

5.3 IlpeakJuHUYHU JAHHHU 32 0€30MACHOCT

HexnuHuuHUTE aHHY HE ITOKa3BaT 0cOOEH PHCK 3a XopaTa Ha 0a3aTa HA KOHBEHLMOHAJIHUTE
CBP/ICYHOCHAOBHU (PApMAaKOIOTUYHU MPOYYBAHHS 32 0€30MaCHOCT, TOKCUYHOCT IIPH MHOT'OKPATHO
MIPUIIOKEHUE U PEIPOLYyKTUBHA TOKCUYHOCT.

KapunHOreHHUAT NOTEHIHMAN HAa METOKCUIIONNETHUIIEH TTIMKOJI — €OETHH OeTa He € OLIEHIBaH IIpH
MPOABIDKUTENHN POYYBaHU MPH KUBOTHU. He nuaynmpa nponudepaTnBeH oTToBop Ha
HEXEMAaTOJOTUYHU TYMOPHH KJIETBYHU JIMHUU in Vitro. IIpu mecTMeceuHO TOKCHUKOJIOTHYHO
NpOyYBaHe MPH ILTBXOBE HE ca HaOJII0JaBaHu TYMOPOTE€HHH WJIM HEOUYaKBaHU MUTOT€HHHM OTTOBOPH Ha
HEXEMAaTOJIOIMYHH ThKaHU. OCBEH TOBa, P U3IIOA3BAaHE HA HA0OP OT YOBELIKH THKaHH, €
HaOII0IaBaHo i1 Vitro CBbp3BaHe Ha METOKCHUITOJIMETHIICH TIMKOJ — EMOETHH OeTa caMo C TapreTHUTE
KJIETKU (IPOr€HUTOPHUTE KIETKHA Ha KOCTHHUS MO3bK).

He e nabmroaBano 3Ha4MMO NMPEMUHABAHE HA METOKCHUITOJIUETHIICH TIIMKOJI — EIIOETHH OeTa mpe3
IJ1an€HTaTa npu MiIbX0BE€ U CKCIICPUMCHTAJIHUTC NPOYUBaHUS IIPH )KUBOTHU HE MOKA3BAT BPCACH
eeKT BbpXy OpeMEHHOCTTa, eMOPUOHAITHOTO/(DETATHOTO Pa3BUTHUE, PAXKIAHETO WIIA TTOCTHATAITHOTO
passurtre. OTOesI3aH0 € 00aue XapaKTepHOTO 3a TO3H Kilac 00paTUMO HaMaJieHHE Ha PETATHOTO
TErJIO U 3a0aBsiHEe Ha OCTHATATHOTO HAJIaBaHE Ha TETJI0 Ha TOTOMCTBOTO TIPHU JI03H, TIPEU3BUKBAIIU
peKoMepHH (hapMakoJUHAMUYHY e(DeKTH pu MaiikuTe. OU3NIECKOTO, KOTHUTUBHOTO WJIH
CEKCYATHOTO Pa3BUTHE HA TIOTOMCTBOTO Ha MaWKH, MOJTy4aBaId METOKCUTIOIHETHIICH TITUKOI —
ernoeTHH OeTa Mo BpeMe Ha TeCTallusATa U JIAKTalusATa, He € 3acerHaTo. Koraro MeTOKCUIIONNETHIICH
TJIMKOJ — ETIOSTHH 0eTa € MpUIaraH MoJIKOXHO Ha MBXKH M KEHCKH ILTHXOBE MIPEIIU U 110 BpeMe Ha
4y ToCcBaHe, PEPOAYKTHBHUAT aKT, PEPTHIUTETHT U MOKA3aTEIUTE 32 OLICHKA Ha cliepMaTa He ca
3aCeTHaTH.

6. DAPMALIEBTUYHU JAHHHAU
6.1 Choucbk Ha NIOMOIIHHUTE BelIeCTBA
Hatpues nuxuaporendocdar moHOXHapaT
Hatpues cyndar

Manuroi (E421)

Metuonun

ITonokcamep 188

Bona 3a unxekuuu

6.2 HecbBMECTUMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPSOBA J1a CE CMECBa C
JIPYTH JEKapCTBEHH MPOIYKTH.
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6.3 Cpoxk Ha roaHocT
3 roguHU
6.4 CheumajHM ycJ0BHMS HA CbXPaHEHHUE

Ha ce cpxpansBa B xmammiauk (2°C — 8°C).

[a He ce 3ampa3zssa.

CopxpansaBaiiTe IpeIBapuUTEITHO HAaTbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OITAKOBKA, 3a Ja Ce
Mpearnas3u OT CBETINHA.

Kpaiinusat notpeduren Moxe Ja W3BaJu JICKAPCTBEHUS MTPOAYKT OT XJIQJAWIHUKA 32 ChbXPaHCHHUE MTPH
cTaiiHa Temneparypa He nmo-sucoka ot 30°C eaAHOKpaTHO, 3a nepuoA oT 1 Mecell. Benusk U3BageH OT
XJTaIATHUKA, JICKapCTBEHUAT MPOAYKT TPSAOBA a CE U3I0JI3Ba B paMKHUTE Ha TO3H IIEPHO.

6.5 Bujau cbabpi:kaHue HA ONIAKOBKATA

[IpenBapuTenHo HaTbIHEHA CIPUHIIOBKA (CTHKIO THI I) ¢ TamuHmpano 6yTtano (OpomoOyTHIoBa
ryMa) U Kamadka Ha Bepxa (OpoMoOyTuiioBa ryma), u uria 27G1/2.

IIpensapurento HamrbHEHU cipuHIOBKH oT 30, 40, 50, 60, 75, 100, 120, 150, 200 u 250 Mmukporpama
cbpabpxkat 0,3 ml pasTeop.

[IpenBapurenHo HaITbIHEHA CIIPHUHIIOBKA OT 360 MuKporpama ceabpika 0,6 ml pasTBop.

[IpenBapurenHo HarbaHEHH cpUHIOBKY OT 30, 50, 75 MUKpoTpaMa ca HaJTMYHU B ONAKOBKa ¢ 1 win
3 mpeaBapUTETHO HAITBIHEHA(H) CIIPUHIIOBKA(H).

[IpeaBapurento HambaHEHU cpuHIoOBKH OT 40, 60, 100, 120, 150, 200, 250 u 360 Muxporpama ca
HAJIMYHY B OMIAKOBKA C | MpeIBapUTEITHO HATBITHEHA CIIPUHIIOBKA.

He BcHukM BHI0BE OMIAKOBKH MOT'aT jJa ObJIaT MyCHATH B TIPOIax0a.
6.6 CrnenuajaHu nNpeInasHu MepKHU NMPH U3XBbPJIsiHE H padoTa

[IpeaBapurenHo HarbIHEHATA CIPUHIIOBKA € TOTOBA 3a ynoTpeda. CTepuiHaTa mpeaBapuTeIHO
HaI'bJTHEHA CIIPUHIIOBKA HE ChABP)Ka KOHCEPBAHTH U TPSIOBa Jia Ce M3MO0J3Ba CaMo 3a €/THA MHIKEKIIHS.
TpsiOBa na ce mpuiara caMo €IHa J103a OT CIIPUHITOBKA. Tps0OBa Ja ce MHXKEKTHPAT CaMO Pa3TBOPH,
KOUTO ca OUCTpH, OE31BETHH JI0 OJICIOKBIITH U HE ChIIbPIKAT BUIUMH YACTHIIH.

[Ja He ce paskiaria.

[Ipenn nHXEKTHpaHe TIPEeIBAPUTETHO HAIThITHEHATA CIIPUHIIOBKA J]a C€ OCTaBH Jia JOCTUTHE CTaliHa
TeMIiepaTypa.

Hewnsnon3BaHUAT JIeKapCTBEH MPOIYKT MM OTIaABYHUTE MAaTEPHAIN OT HETO TPsiOBa Ja Ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE H3UCKBaHHS.

7. NPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmanns
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/008
EU/1/07/400/009
EU/1/07/400/010
EU/1/07/400/011
EU/1/07/400/012
EU/1/07/400/013
EU/1/07/400/017
EU/1/07/400/018
EU/1/07/400/019
EU/1/07/400/020
EU/1/07/400/021
EU/1/07/400/022
EU/1/07/400/023
EU/1/07/400/024

9. JATA HA ITBPBO PABPEIIABAHE/IIOJJHOBSIBAHE HA PAZPEIIEHHUETO 3A
YIHOTPEBA

Jara Ha mepBo paszpemmasane: 20 romau 2007

JlaTa Ha mocneaHo moaHoBsABaHe: 15 Mait 2012

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[TonpoOHa nHpoOpManus 3a TO3M JEKapCTBEH MPOAYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHmus 1o JeKapcTBaTa http:// www.ema.europa.eu/
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MNPUJIOKEHHUE I1
MHNPOU3BOAMTEJI(M) HA BUOJIOI'MYHO AKTUBHOTO BEIHIECTBO U
MNPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA
MHAPTUIU
YCJIOBUSA WJIK OT'PAHUYEHMUSA 3A IOCTABKA U YIIOTPEBA

APYI' YCJIOBUSA N UBUCKBAHUSA HA PASPEIIEHUETO 3A
YHOTPEBA

YCJIOBUA NN OT'PAHNYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  TIPOU3BOJUTEJI(M) HA BUOJOI'NMYHO AKTUBHOTO BEIIECTBO N
INPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUAN

HmMe u aapec Ha IPOU3BOAUTENS HA OMOJIOTHYHO aKTUBHOTO BEIIECTBO

Roche Diagnostics GmbH
Werk Penzberg
Nonnenwald 2

D-82377 Penzberg
T'epmanus

Hme m afpec HA MPOU3BOJAMTENISA, OTTOBOPEH 3a 0CBOOOIK/IaBaHE HA MAPTUANTE HA IPEABAPUTEIHO
HAalIbJIHCHUTC CIIPUHIIOBKH

Roche Pharma AG
Emil-Barrell-Strasse 1
D-79639 Grenzach-Wyhlen
T'epmanus

b. YCJI0OBUSA NN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT NPOIYKT c€ OTITycKa 110 OrpaHMYEHO JieKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpartka xapakTepucTiika Ha MpoAyKTa, Touka 4.2).

B. JPYI' YCJIOBUA U N3UCKBAHMUS HA PABPEHIEHUETO 3A YIHOTPEBA
e [IlepuoanYHM aKTyaJTH3NPAHU AOKJIATHN 32 0€30MACHOCT

[Iputexarensat Ha pa3pelICHUETO 3a yroTpeda TpsOBa Ja 1Mo1aBa MEPUOANYHH AKTyIU3HPaAHU
JIOKJIaJTU 3a OE30MACHOCT 3a TO3HU MPOAYKT ChIIACHO HU3UCKBAHHATA, TOCOUCHH B CIIUCHKA C
pedepentauTe maty Ha EBponetickus cwio3 (EURD cnucek), npeasuaeH B wi. 1078, an. 7 ot
Hupexrusa 2001/83/EO u ny0aMKyBaH Ha €BpONEHCKHs yeOmopTall 3a JIeKapCcTRa.

. YCJI0BHUA NWJIN OTPAHUYEHUS 3A BE3OITACHA N EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

IInan 3a ynpaBiaenue Ha pucka (ITYP)

[IPY TpsibBa na M3BHPIIBA U3UCKBAHUTE JICHHOCTH U JCHCTBUS, CBBP3aHU C MPOCIeIsIBaHe Ha
JIeKapcTBEeHaTa 0e30MacHOCT, TocoueHH B omobpenus [TYP, nmpencrasen B Moayn 1.8.2 Ha
PazpemenneTo 3a ynmotpeda, KaKTo U P BCUYKH CIICABAIIN ChITIACyBaHU akTyanm3anuu Ha [[YP.

Axtyamusupan [1YP TpssOBa na ce monasa:
e 10 uckaHe Ha EBporieiickaTa areHuus o JeKapcTBaTa;
® BUHArW, KOraTo CE M3MCHSI CUCTEMATa 3a YIPaBJICHUE Ha PUCKa, 0COOCHO B pe3yJiTaT Ha
MoJTy4aBaHe Ha HOBa MH(OpPMAIHUs, KOATO MOXKE Ja JOBEJIE 10 3HAYMMU IPOMEHHU B
CHOTHOIICHHUETO T10J133/pUCK, WU CIIe]] JOCTUTAHE Ha Ba)KEH eTal (BB BPB3Ka C
MpociesBaHe Ha JIeKapCTBeHAaTa 0€30MaCHOCT UM CBEXKIAHE HA PUCKA IO MUHUMYM).

Axo nonaBaneto Ha ITA/Ib u aktyanusupanero Ha [TYP chBHanar, Te Moxe Aa ce mojaanar
€THOBPEMEHHO.
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IMPUJIOKEHHE 111

JAHHMU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 50 mukporpamMa npeiBapuTeJJHO HAITbJIHEHA CIPHHI0OBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 50 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEABAPUTEIHO HATBIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIbpka S0 MUKpOrpaMa METOKCHITOTUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBKa ChbprKa MPEABAPUTEIHO HATBIIHEHA cripuHIIOBKa oT 0,3 ml u uria

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPABEHO3HO MIPUIIOKEHHE
[Ipenu ynoTtpeba mpovereTe TUCTOBKATA
Ja He ce pasknania

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTEIIA

[a ce cpxpansBa Ha MACTO, HEJOCTHITHO 32 JIeTa

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe MpeBapUTEITHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
IIPEaIas3y OT CBETIMHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/008

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 50 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 50 muxkporpama IIPEJIBAPUTEJ/JIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 50 mcg/0,3 ml urxexnus
METOKCUITOJIMETHIIEH TVIMKOJI — CIIOSTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Mpenu ynorpeba npoyerere JIMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

50 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 75 MukporpamMa npeiBapuTeJJHO HATbJIHEHA CIPHHI0OBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 75 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEIBAPUTEIHO HATBIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMMTE) BEIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPHHIIOBKA ChIBPKA 75 MUKpOrpaMa METOKCHITOJTUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a nHkeKIMH. 3a moBeue HHPOPMAIIUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBKa ChbprKa MPEABAPUTEIHO HATBIIHEHA cripuHIIOBKa oT 0,3 ml u uria

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM UHTPABEHO3HO MIPUIIOKECHHE
[Ipenu ynoTpeba mpovereTe TMCTOBKATA
Ja He ce paskiania

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTEIIA

[a ce cpxpansBa Ha MACTO, HEJOCTHITHO 32 JIeTa

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe peIBapUTEIHO HAITbIIHEHATA CIPHUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/009

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 75 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 75 muxporpama [IPEJIBAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 75 mcg/0,3 ml umxexnus
METOKCUIIOIMETHIIEH TVIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

75 mcg/0,3 ml

6. JIPYTO
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JAHHU, KOUTO TPABBA JJA CBbIABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 100 mukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPUHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 100 muxporpama/0,3 ml HHXEKIIMOHEH pa3TBOP B IPEIBAPUTEITHO HAIThIHECHA
CIPUHIIOBKA
METOKCHITOJINETHIICH TIINKOI — eNOeTHH OeTa

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChAbpka 100 MUKkporpama METOKCUIIONUETUIICH
[JIMKOJI- EMOCTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengpochar MoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a umwkeKkuy. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika onakoBKa ChIbpKa MPEABAPUTEITHO HATBITHEHA cripuHIIOBKa oT 0,3 ml u uria

‘ 5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOJKOKHO WM UHTPABEHO3HO MPUIIOKEHHE
[Ipenn ynoTpeba mpoderere TUCTOBKATa
Ha He ce paskiamia

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a CC ChbXpPaHsBa Ha MACTO, HCJOCTHIIHO 34 [ICLIa

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeBapUTEIHO HAITbIIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/010

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT CC OTITYCKa IO JICKAPCKO NPCANNNCaHUC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 100 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 100 muxporpama IIPEJIBAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 100 mcg/0,3 ml nrxexmmst
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

100 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBIABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 150 mukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPUHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 150 muxporpama/0,3 ml HHXEKIIMOHEH pa3TBOP B IPEIBAPUTEITHO HAIThIHECHA
CIPUHIIOBKA
METOKCHITOJINETHIICH TIIKOI — eMOeTHH OeTa

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChAbpka 150 MUKporpama METOKCUIIONHUETUIICH
[JIMKOJI- EMOCTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengochar MoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a uHkeKuH. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika onakoBKa ChIbpKa MPEABAPUTEITHO HATBITHEHA cripuHIIOBKa oT 0,3 ml u uria

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOIKOMXKHO MM HHTPABEHO3HO TPUIIOKEHHE
[penu ynoTpeda nmpoyereTe JIUCTOBKATA

I[a HC CC pa3Kiialla

6. CIIEHUAJIHO IPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JEIIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1ia

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsaBaiiTe NpeIBapUTETHO HAITbIIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/011

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT CC OTITYCKaA IO JICKAPCKO NPCANMCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 150 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 150 mukporpama IIPEJIBAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 150 mcg/0,3 ml nrxexmust
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

150 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 200 mukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPUHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 200 muxporpama/0,3 ml HHXEKIIMOHEH pa3TBOP B IPEIBAPUTEITHO HAIThIHEHA
CIPUHIIOBKA
METOKCHITOJINETHIICH TIIKOJ — eMOeTHH OeTa

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChAbpka 200 MUKpOrpamMa METOKCUIIONUETUIICH
[JIMKOJI- EMOCTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengpochar MoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a uHkeKuH. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika onakoBKa ChIbpiKa MPEABAPUTEITHO HATBITHEHA cripuHIIOBKa oT 0,3 ml u uria

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOIKOMXKHO MM HHTPABEHO3HO TPUIIOKEHHE
[penu ynoTpeda nmpoyereTe JIUCTOBKATA

I[a HC CC pa3Kiialla

6. CIIEHUAJIHO IPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA 1 JOCEI'A HA JELIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1ia

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HAITbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Jia ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/012

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/ISIT MPOAYKT CC OTITYCKa IIO JICKAPCKO NPCANMCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 200 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 200 muxporpama IIPEJIBAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUSA NIPOAYKT U ITHT/UMIIA HA BBBE/KJAHE

MIRCERA 200 mcg/0,3 ml nrxexmust
METOKCUIIOJIMETHIIEH TJIMKOJ — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

200 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 250 mukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPHHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 250 muxporpama/0,3 ml HHXEKIIMOHEH pa3TBOP B IPEIBAPUTEITHO HAIThIIHEHA
CIPUHIIOBKA
METOKCHITOJINETHIICH TIINKOI — eNOeTHH OeTa

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChABPka 250 MUKpOrpamMa METOKCUIIONUETUIICH
IJIMKOJI- €MOSTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengpochar MmoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a uHkeKuH. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika omakoBKa ChIbpiKa MPEABAPUTEITHO HATBITHEHA cripuHIIOBKa oT 0,3 ml u uria

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOIKOMXKHO MM HHTPABEHO3HO TPUIIOKEHHE
[penu ynoTpeda nmpoyereTe JIUCTOBKATA

I[a HC CC pa3Kiialla

6. CIIEHUAJIHO IPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JEIIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1Ia

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaliTe NpeIBaApUTEITHO HATbIIHEHATA CIIPHUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
Ipearnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/013

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 250 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 250 muxporpama IIPE/IBAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEX/IAHE

MIRCERA 250 mcg/0,3 ml nrxexmust
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

250 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbJABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 30 mukporpaMa npeJaBapuTeJHO HAIIbJHEHAa CIIPUHII0BKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MIRCERA 30 muxporpama/0,3 ml HHXEKIIMOHEH pa3TBOP B IPEIBAPUTEITHO HAITBITHEHA CIIPUHITOBKA
METOKCHITOJIMETHIICH TIMKOJ — ENOSTHH OeTa

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Enna nmpeaBapuTenHo HAITBbIHEHA CIIPUHIIOBKA ChIbpka 30 MUKpOrpaMa METOKCHIIOJINETUIICH
TJIMKOJI- EIIOETHUH O€eTa.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

HatpueB nuxuaporendocdar moHoxuapar, Harpues cyndat, manuton (E421), mernonus,
nosiokcamep 188 u Bojia 3a MHKEKITUN. 3a MoBeYe HHPOPMAITHS BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKunoHeH pa3TBoOp
Bcska onmakoBka chIbpiKa IpeIBApUTEITHO HAIBJIHEHA cripuHIoBKa OT 0,3 ml u uria

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBEKJIAHE

3a MOJKOKHO WJIM MHTPABEHO3HO MPUIIOKECHUE
[Ipenu ynotpeda mpovereTe TUCTOBKATA

Ja He ce paskiania

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

[a ce cpxpansBa Ha MACTO, HEJOCTHITHO 32 JIeTa

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUIHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/017

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 30 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3smepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTU(DUKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 30 muxkporpama IIPEJIBAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUSA NIPOAYKT U ITBT/UIIA HA BbBEKJAHE

MIRCERA 30 mcg/0,3 ml nmxexnus
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

30 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 40 mukporpamMa npeiBapuTeJJHO HATbJIHEHA CIPHHI0OBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 40 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEIBAPUTEIHO HATBIIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIbpxka 40 MUKpOrpaMa METOKCHITOTUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIDKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBKka ChbprKa MPEJABAPUTEIHO HATBIIHEHA cripuHIIOBKA oT 0,3 ml u uria

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPaBEHO3HO NMPUIIOKEHNE
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA

Ha He ce pa3kinamia

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/018

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 40 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HIACHTHU(PUKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETUKET na 40 muxporpama IIPEJIBAPUTEJ/JIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEK/IAHE

MIRCERA 40 mcg/0,3 ml nmxexnus
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

40 mcg/0,3 ml

6. JIPYTO

42



JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 60 mukporpamMa npeiBapuTeJJHO HAITbJIHEHA CIPHHIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 60 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEABAPUTEIHO HATBIIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIbpxka 60 MUKpOrpaMa METOKCHITOUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIMCBK HA IIOMOIIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIDKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBKka ChbprKa MPEABAPUTEIHO HATBJIHEHA cripuHIIOBKA oT 0,3 ml u uria

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPaBEHO3HO NMPUIIOKEHNE
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA

Ha He ce pa3kinamia

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/019

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 60 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JiByn3mepeH 6apKoJI ¢ BKIFOUCH YHUKAJICH UICHTH(QHKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 60 muxkporpama IIPEJIBAPUTEJ/JIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 60 mcg/0,3 ml nrxexnus
METOKCUITOJIMETHIIEH TJIMKOJI — CIIOCTUH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

60 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 120 MmukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPHHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 120 muxporpama/0,3 ml HHXEKIIHOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIHEHA
CIPUHIIOBKA
METOKCHUIIOJIMETHIICH TJIMKOJ — eIIOeTUH OeTa

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChABPka 120 MUKporpamMa METOKCUIIOIUETUIICH
[JIMKOJI- EMOCTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengpochar MoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a uHkeKuH. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika omakoBKa ChIbpiKa MPEABAPUTEITHO HATBITHEHA cripuHIIOBKa oT 0,3 ml u uria

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOIKOXKHO MM HHTPABEHO3HO TPUIIOKCHHE
[penu ynoTpeda nmpoyereTe JIUCTOBKATA

I[a HE CC pa3Kiialla

6. CIIEHUAJIHO NPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JEIIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1Ia

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/020

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 120 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 120 mukporpama IIPEJIBAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 120 mcg/0,3 ml nrxexmust
METOKCUIIOJIMETHIIEH TJIMKOJI — CIIOCTHH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

120 mcg/0,3 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 360 MmukporpaMa npeaBapuTe/JHO HAITbJIHEHA CIIPUHIIOBKA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 360 muxporpama/0,6 ml HHXEKIIHOHEH pa3TBOP B IPEIBAPUTEITHO HAIThIHEHA
CIPUHIIOBKA
METOKCHITOJINETHIICH TIINKOI — eNOeTHH OeTa

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npeaBapuTenHo HambIHEHA CIIPUHIIOBKA ChABPka 360 MUKpOrpamMa METOKCUIIOIUETUIICH
[JIMKOJI- €MOCTUH OeTa.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Harpues nquxunporengpochar MoHoxuapar, Hatpues cyndar, manuron (E421), mernonus,
nojokcamep 188 u Boaa 3a uHkeKuH. 3a moBeue HHPOPMALUS BIKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHXeKIMOHEeH pa3TBOP
Bcesika omakoBKa ChIbpKa MPEABAPUTEITHO HATBITHEHA criprHIIOBKa oT (0,6 ml 1 uria

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJTAHE

3a MOIKOXKHO MM HHTPABEHO3HO TPUIIOKCHHE
[penu ynoTpeda nmpoyereTe JIUCTOBKATA

I[a HE CC pa3Kiialla

6. CIIEHUAJIHO HPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JEIIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1Ia

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/021

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 360 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKH

ETHUKET na 360 muxporpama IIPEJIBAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIA) HA BBBEXK/IAHE

MIRCERA 360 mcg/0,6 ml nrxexmmst
METOKCUIIOJIMETHIIEH TJIMKOJI — CIIOCTHH OeTa
s.c./1.v.

2. HAYUH HA ITPUJIATAHE

[Ipenu ynorpeda nmpoyereTe IMCTOBKATA

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJUHULIN

360 mcg/0,6 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 50 muxporpama

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 50 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEIBAPUTEIHO HATBIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIbpka S0 MUKpOrpaMa METOKCHITOTUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIDKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBka chabpka 3 IpeABapUTEIIHO HATBJIHEHH clIpUHIIOBKY 0T 0,3 ml u 3 urmiu

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPaBEHO3HO NMPUIIOKEHNE
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA

Ha He ce pa3kinamia

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JTEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/023

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 50 mcg

‘ 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 75 mukporpama

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 75 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEABAPUTEIHO HATBIHEHA CITPUHIIOBKA
METOKCHITOJIMETHUIICH TIMKOJ — EHOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIBPXKA 75 MUKpOrpaMa METOKCHITOJTUETUIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIDKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxexkunoHeH pa3TBop
Bcesika onakoBka chabpka 3 IpeABapUTEIIHO HATBJIHEHH clIpUHIIOBKY 0T 0,3 ml u 3 urmiu

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPaBEHO3HO NMPUIIOKEHNE
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA

Ha He ce pa3kinamia

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JTEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/024

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 75 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JA CbABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 30 muxporpama

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MIRCERA 30 mukporpama/0,3 ml HHXEKIIHOHEH pa3TBOP B MPEABAPUTEIHO HATBIIHEHA CITPUHIIOBKA
METOKCHITOJIMETUIICH TIMKOJ — ENOSTHH OeTa

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna npeaBapuTeTHO HATbIIHEHA CIIPUHIIOBKA ChIbpxka 30 MUKpOrpaMa METOKCHITOTUETHIICH
TIIMKOJI- EMTOETHH O€eTa.

3. CIIUCBK HA IIOMOIHUTE BEIECTBA

Harpues nquxunporendochat MOHOXUAPAT, HaTpHEB cyndar, manuton (E421), MeTnonwH,
nojokcamep 188 u Boja 3a HKeKIMH. 3a moBeue HHPOPMAIIUS BIDKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkunoHeH pa3TBop
Bcesika onakoBka chabpka 3 IpeABapUTEIIHO HATBJIHEHH clIpUHIIOBKY 0T 0,3 ml u 3 urmiu

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

3a MOJKOKHO WJIM MHTPaBEHO3HO NMPUIIOKEHNE
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA

Ha He ce pa3kinamia

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JTEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

[a ce cpxpaHsBa B XJIAAUITHUK

[a He ce 3ampassBa

CexpaHsBaiiTe NpeIBapUTEIHO HATbIIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a Ja ce
HpeAarnasu OT CBETJINHA

10. CHELUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/400/022

13. NAPTHIEH HOMEP

ITapT. Ne

14. HAYHMH HA OTHYCKAHE

.HeKapCTBeHI/IHT MOPOAYKT CC OTITYCKa IO JICKAPCKO NpPCANMNCaHUuC

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

mircera 30 mcg

‘ 17. YHUKAJIEH NWAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIFOUYCH YHUKAJICH UIACHTH()HKATOP

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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b. JUCTOBKA
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JlucroBka: uH(popmManus 3a norpeduTesst

MIRCERA
30 mukporpama/0,3 ml HHKeKIIHOHEH PA3TBOP B MPEIBAPUTETHO HAITbJHEHAa CIPMHI0OBKA
40 muxporpama/0,3 ml HHKeKIIHOHEH PA3TBOP B MPeABAPUTETHO HANTbJIHEHA CIPUHIIOBKA
50 mukporpama/0,3 ml nHKeKIITOHEH PA3TBOP B NMPeIBAPUTEIHO HANTbJIHEHA CIPUHIOBKA
60 muxporpama/0,3 ml nHKeKIITOHEH PA3TBOP B NPeIBAPUTEHO HAITbJTHEHA CIPUHIOBKA
75 mukporpama/0,3 ml nHKeKIITOHEH PA3TBOP B NPeIBAPUTEIHO HAITbJIHEHA CIPUHIOBKA
100 muxporpama/0,3 ml HH)KeKIHOHEH PA3TBOP B MPeABAPUTETHO HANTbJIHEHA CHIPUHIIOBKA
120 mukporpama/0,3 ml HHKeKIIHOHEH Pa3TBOP B MPeJIBAPUTEIHO HATbJIHEHA CIPHHI0OBKA
150 mukporpama/0,3 ml HHKeKIIMOHEH PA3TBOP B PEJIBAPHUTEIHO HAITbJIHEHA CIPHHI0OBKA
200 mukporpama/0,3 ml nHKeKIIMOHEH Pa3TBOP B NMpeIBAPUTETHO HATBJIHEHA CIIPUHIIOBKA
250 muxporpama/0,3 ml HHKeKIMOHEH Pa3TBOP B MPeABAPUTE]IHO HANTbJIHEHA CIIPUHIIOBKA
360 muxporpama/0,6 ml MHKeKIMOHEH Pa3TBOP B MPeABAPUTE]IHO HANTbJIHEHA CIIPUHIIOBKA

METOKCHITOJINETUIICH TJIMKOJ — enoeTuH Oeta (methoxy polyethylene glycol-epoetin beta)

IIpoyeTeTe BHUMATETHO IAJIATA JUCTOBKA, IIPEIH /1 3aMI0YHETE /12 U3I0JI3BaTe TOBA
JIEKAPCTBO, Thil KATO T ChIAbP:Ka Ba:kHA 3a Bac nundopmanus.

. 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH J1a 5 POYETeTe OTHOBO.
. AKO MMaTe HIKaKBH JOITBIHATENHN BBIPOCH, TIoniTaiite Bamms nexkap ninn papmarieBt.
. ToBa nekapcTBO € IpeInucaHo eIMHCTBEHO U InyHO Ha Bac. He ro mpeorcThnBaiitTe Ha npyru

xopa. To Mo’ke 1a UM HaBpeaH, HE3aBUCHMO, Y€ TIPU3HAIIUTE Ha TSIXHOTO 3a00sIBaHe ca
chIIUTe KaTo Bammre.

. AKO TIOJTy4HTe HIKAaKBH HEXeJIaHH JIEKAPCTBEHU peaknny, yBegomere Bamms nexap. Tosa
BKJIFOYBA M BCHYKH BB3MOKHU HEKEJIaHU PEaKliu, HEOIHCAHU B Ta3u JUCTOBKA.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxso mpencrasnasa MIRCERA u 3a kakBo ce HU3IT0JI3Ba
Kakso Tpsi0Ba na 3Haere, npeau aa usnonssare MIRCERA
Kak na usnonssare MIRCERA

Bb3MOKHH HEXEJTaHU peaKun

Kak na cexpanssare MIRCERA

ChabpxaHue Ha ONAKOBKATa M AOIMBIHUTENIHA HH(POPMAaLUs

ANl o e

1. Kaxkso npeacraBisasa MIRCERA n 3a kakBo ce H3N10J13Ba

Tosa nexapcTBo Bu e mpeamnucano, 3a1oTo UMaTe aHeMHUs, IPUIHMHEHA 0T XpOHUYHOTO Bu 660peuHo
3a00JIsIBaHe U € CBBP3aHa C XapaKTepHU CUMIITOMH KaTo yMopa, c1a0ocT U 3aayX. ToBa o3Ha4yaBa, ue
uMare TBBpPJE MAJIKO YePBEHU KPBBHU KJIETKH M HUBOTO Ha XeMorjiobruHa Bu e TBbpae HUCKO
(TpKaHMTE B Opranu3mMa Bu Moxe na He mosyyaBaT AOCTaTbYHO KHCIOPOX).

MIRCERA e noka3zaH 3a J€4€HHE caMO Ha CUMITOMAaTUYHA aHEMUS], IPUYMHEHA OT XPOHUYHO
0B0peuHo 3abomsgBane. YoTpedbara My € orpaHHdeHa caMo TP Bb3PACTHH MMallMeHTH (Ha BB3pacT 18
WM TTOBeYe TOANHN).

MIRCERA e iekapcTBO, KOETO € TPOU3BEACHO Upe3 reHHa TEXHOIOTHA. KakTo eCTECTBEHUS XOPMOH

epurpomnoetrH, MIRCERA yBennuaBa Oposi Ha YepBeHHUTE KPbBHU KJIETKH U HUBOTO Ha XEMOTJIOOMHA
B KpbBTa Bu.
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2. Kakso TpsOBa na 3Haere, npeau aa usnoassare MIRCERA

He u3nouassaiite MIRCERA

L aKO CTC aJICPIrUIHU KbM METOKCUIIOJIUCTUIICH TJIMKOJI — CIOCTUH 0eTa MU KbM HSIKOS OT
OCTAaHAJIUTC CbCTABKU HA TOBA JICKAapCTBO (I/I36p06HI/I B TOYKa 6),
L dKO UMAaTC BUCOKO KPBbBHO HAJISITAaHE, KOCTO HE MOJKC 1a CC KOHTPOJIMpPA.

IlpeaynpexneHus: 4 NpeAna3sHu MepKu
BezonacHocrTa n edukacHocTTa Ha tedennero ¢ MIRCERA nipu npyru nokaszaHus, BKIIOUYHUTETHO
aHeMusl IPH MALMEHTH C pak, He Ca YyCTaHOBCHH.

Ilpeou newenue c MIRCERA

o [Ipu HAKOM ManMEeHTH, JIEKYBaHN ChC CPENICTBA, cTuMyupanin eputpornoe3ata (CCE),
BkmounTenHo MIRCERA, e HabmojaBaHo ChCTOSIHUE, HAPEUEHO YHCTA AIUIa3usl Ha YEPBEHUTE
kpbBHU KileTkH (UAUKK, npekpaTeno mim HamaneHo oOpa3yBaHe Ha YepBEHU KPBBHU KIIETKH),
IBIDKAIIO C€ HA aHTUEPUTPONIOETUHOBH aHTHUTENA.

. Axo BamusT jiekap nomo3upa wid JOKaxe, ue uMaTe Te3u aHTUTela B KpbBTa cH, Bue He
TpsioBa na ce nekyBare ¢ MIRCERA.
. Axo cte 6omaY oT Xenatut C ¥ moxydaBate HHTep(epoH 1 pubdaBUPHH, TPSAOBa 1a 00CHINUTE

ToBa ¢ Bamms nekap, 3amoto komOuaupaneto Ha CCE ¢ unrepdepoH u pubaBUpHH B peKH
cirydad Boau 710 3ary0a Ha edext u pasButue Ha YAUKK, Texxka popma Ha anemusi. CCE He ca
0100peHH 3a JIeYeHne Ha aHeMusl, CBbp3aHa ¢ xenatut C.

o AKo nMaTe XpOHHYHO OBOpeuHo 3abonsaBaHe U aHeMusl, jJekyBaHa cbc CCE u umare cpiuo paxk,
TpsOBa ma 3HaeTe, ue CCE MoraT ma mMaT OTPHUIATEIIHO BIMSHUE BHPXY Bariero chcTosHuE.
Tpsi0Ba ga 00CHINTE BH3MOKHOCTHUTE 32 JIeUCHHE Ha aHeMHusITa ¢ Bamms nekap.

. He e m3Bectno mamm MIRCERA muma pa3nudeH eexT npu manueHT ¢ XeMOTJI00MHOIATHH
(3abomnsBaHuMs1, CBBP3aHU C HAPYIICHUS Ha XeMOTJIOOMHA), KbPBEHE B MUHAJIOTO WJIM B MOMEHTA,
I'bpPUOBE WM C BUCOK OpOl Ha TPOMOOLIUTH B KPBBTa. AKO UMAaTe HAKOE OT Te3U ChCTOSIHUS,
Bammst nexap e o6csam ToBa ¢ Bac u TpsioBa qa Bu nexyBa ¢ mOBHIIIEHO BHUMaHHE.

) MIRCERA He Tps6Ba fa ce U3I0NI3Ba OT 3/IpaBH xopa. Ymorpedara My MOXKe J1a IOBEAE 10
[IPEKaJIeHO MOBUIIABaHE HA HUBATa HA XEMOITIOOMHA U Jia IPEAU3BHUKA IPOOIEMHU ChC ChPLETO
WM KPHBOHOCHHUTE CHJIOBE, KOUTO MOJKE J1a ca JKUBOTO3aCTpallaBallly.

Ilo epeme na neuenue c MIRCERA

o AKO CTe ManuenT ¢ XpOHWYHa ObOpeyHa HEeJOCTAaThYHOCT U OCOOCHO, aKO HE e TIOBIUSBATE
noctarbuHo oT MIRCERA, Bammst nekap mie npoBepu nanu mo3ata MIRCERA e mogxonsia,
3aI10TO MHOTOKPAaTHOTO yBennuaBane Ha qo3ara MIRCERA, ako He ce moBiusBare oT
JICYEHUETO, MOXKeE J]a TIOBUIIIA PUCKA OT MPOOJIEMHU ChC CHPIETO MIIM KPHBOHOCHUTE CHJOBE U J1a
YBEJWYH PUCKA OT MHOKapAeH UHPAPKT, HHCYIT U CMBPT.

) Bammsar nexap mosxxe na 3amoune edenne ¢ MIRCERA, ako HuBoTO Ha XeMorinoouna Bu e
10 g/dl (6,21 mmol/l) uiam no-aucko. Crnen 3amovBaHe Ha JiedeHHEeTo, BammsT nekap e ce
CTPEMHU Jia TIOJTbpka HUBOTO Ha XeMorioouna Bu mexmy 10 u 12 g/dl (7,45 mmol/l).

o BamusT nekap 1mie mpoBepu KOJTUYECTBOTO Ha XKeJsI30 B KpbBTa By npeau u o Bpeme Ha
nedenueto ¢ MIRCERA. Ako KoIM4eCcTBOTO € MHOTO HUCKO, BamusaT nexkap Moxe 1a Bu
MIPEJIMHIIE JOIBIIHUTEITHO JICUYSHHE C )KEeTA30.

o Bammst nexap mie nmposepsiBa KpbBHOTO By HassiraHe nipe/iu U 1o BpeMe Ha JICYSHHETO C
MIRCERA. Ako KpbBHOTO Bu Halirane € BUCOKO M HE MOXE Jia C€ KOHTPOJIUpa C MOAXO SN
JIEKapCTBa WM ChC CIEHaHa [ueTa, Bammust nexap mie npexbeHe jgeuennero Bu ¢ MIRCERA
WM 1Ie HaMaJId J103aTa.

o Bamust nekap 1ie nposepsiBa iaiu XeMorJioOMHbT By He HaIXBBPIIs ONPECIICHO HUBO, Thid
KaTO BHCOKHUSAT XEMOTJIIOOMH MOe /1a BU U3710%1 Ha pUCK OT MPOOJIEMHU ChC ChPIETO WIN
KPBBOHOCHHTE CHIOBE M MOXKE J1a TTIOBUIIIHM PHUCKa OT TPOMO03a, BKIIFOUUTEITHO OeI0apodHa
emM0ours, MHOKapAeH HHPAPKT, MO3bUYEH yAap (MHCYIT) U CMBPT.
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o Cewpxere ce ¢ Bammst nekap, ako ce uyBcTBaTe yMOPEHH, Cllabu MM UMaTe 3aayX, 3all0TO
TOBa MOXe€ J]a 03Ha4aBa, 4e Bamerto neuenne c MIRCERA He e edexTuBHO. Bammsr nekap me
MIPOBEPH Jalld HAMAaTe APYTH MPUYMHU 32 aHEMHATA U MOXKE Jla U3BBPIIH U3CIIeIBaHUSI Ha
KpBbBTa WK Ha KocTHUSA Bu Mo3bk. Ako cre pa3Bwin HAUYKK, neuennero Bu ¢ MIRCERA mie
O0bae npeycranoBeHo. Bue Hsma na nomydasate aApyro CCE u Bammust nexap me Bu nekysa 3a
TOBA ChCTOSIHUE.

Jlena v roHOIIM
Jleuennero ¢ MIRCERA He ce npenopbuBa Ipu Jielia U IOHOIIH, 3alll0TO TOW HE € U3CJIe/IBaH MpHU
TCE3HU IMAILIMCHTH.

O0bpHeTe crenuaIH0 BHUMAaHUE NMPHU yIOTpeda HA JPYrd NPOAYKTH, KOUTO CTUMYJIHUPAT
oOpa3yBaHeTO Ha YepBeHU KPpbBHU KJaeTkn: MIRCERA npunajiexu KbM rpyna npoyKTH, KOUTO
CTHUMYJUpaT 00pa3yBaHETO HA YSPBEHH KPBHBHU KIIETKH, KAKBBTO € YOBEUIKHS OCITHK EPUTPOTIOCTHH.
BamusT MeTuITMHCKY CIIEIUANINCT, e BIIMCBAa BUHATH TOYHUS MPOYKT, KOWTO U3IOJI3BATE.

Cpo01IaBar ce Cepro3H KOKHU PEaKIny, BKIOUNTETHO cuHapoM Ha CtuBbHC-IoHCHH (CC/) n
TOKCHYHAa enuiepMaina Hekpoausa (TEH), cBbp3anu ¢ 1e4eHNEeTo ¢ enoeTHH.

CCJH/TEH morart na ce IposBAT IT-PBOHAYATHO KaTO YePBEHUKABH, TTOTOOHHM Ha MUIIICHA TIETHA WITH
KPBIJIH IJIAKH 110 TOPCa, YeCTO ¢ MeXypH B cpeaara. ChIlo Taka MOTaT Jia ce MOSIBAT SI3BU Ha yCTaTa,
I'bPJIOTO, HOCA, TEHUTAJIMUTE U OUHUTE (UEPBEHU U MOAYTH 04H). Te3u cepro3Hu KOKHU OOpHBH YECTO
ca MpeAIIeCTBaHN OT TPEeCKa W/WIIA TPUTIONOA00HN cuMIIToMU. OOpUBUTE MOTAT Aa C€ Pa3BHSIT J0
OeneHe Ha OOMIMPHY YYACTHIM OT KOXKATa M )KUBOTO3aCTPAIIABAIIN yCIOKHEHHS.

Axo ce Ppa3BUC CEPUO3CH O6pI/IB WK ApYT OT TE€3U KOXKHU CUMIITOMHU, CIPCTE Ja IPpUEMATC Mircera u
C€ CBBPIKETE C Bamus JICKap, UiIn He3a0aBHO IOTHPCETEC MEAUITMHCKA ITOMOIII.

JApyru aexapcrBa u MIRCERA

Undopmupaiite Bamms nekap ninn ¢papmaneBT, ako H3II0JI3BAaTE, HACKOPO CTE M3IOJI3BAIH WUIIU €
BB3MOXKHO J1a U3I0JI3BATE APYTH JIEKAPCTBA.

He ca nmpoBexaanu npoyuBanus 3a B3aumojeiicteusa. Hama nanau, ye MIRCERA B3anmMopeiicTsa ¢
JpyTH JEeKapCcTBa.

MIRCERA ¢ xpaHa ¥ HAIUTKH
Xpanata u HanutkuTe He nmoBnusisar MIRCERA.

bpemenHocT, kbpMeHe U pepTHIANTET

[TocwkBeTBaiiTe ce ¢ Bamms nekap win dapManesT npeau ynorpedara Ha KOETO | Jia € JICKapCTBO.
He ca nposexnanu npoyusanus Ha MIRCERA nipu OpeMeHHH MU KbPMELIH KEeHH.

YBenomere Bamms iexap, ako cte OpeMeHHa, CMsITaTe, Y€ MOXKe Jja CTe OpeMeHHa WM TUIaHUpaTe
OpemeHHOCT. BamusT fiekap 1e npereHn KakBo € Haii-100poTo JiedeHue 3a Bac o Bpeme Ha
OpeMeHHOCTTA.

Kaxxere Ha Bamms nekap, ako KbpMUTE WIH IUIAHKUpATe a KbpMHUTe. Bammuar nekap me Bu
ITOCHBETBA, aKO TPsIOBa Ja CIpeTe WU 13 MPOABIDKATE KbPMEHETO U JIa CIIPETe UK Ja MPOIBIDKUTE
JICYEHHUETO CH.

Hsama nannu, e MIRCERA yBpexna geprunmrera mpu )KUBOTHU. [loTeHIIMAIHUST pHCK 3a XopaTa
HE € U3BECTEH.

Hlodupane u padora ¢ MAIIMHU
MIRCERA He noiwmsiBa criocodHocTTa B 32 modupane u paboTta ¢ ManivHU.

Baxna nndopmanus 0oTHOCHO HsIKOM OT cheTaBkuTe HAa MIRCERA

ToBa nekapcTBO ChABPKa HATPUiL, MO-Maiko oT 1 mmol (23 mg) Ha MUTHITUTED, T.€. IPAKTHYECKU He
ChIbPKa HATPUI.
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3. Kak na msnoimsBare MIRCERA

Bunaru nsnon3spaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan Bamusar nekap. Ako He cTe CUTYPHH B
HeIo, monuTaiTe Bamms nexap wim hapMarienT.

Bammsr nekap e u3mo3mn3Ba Haii-HUcKaTa e()eKTHBHA /1032 38 KOHTPOJIUpaHEe HA CHMIITOMUTE Ha
aHeMUsITa.

Axo He ce noBnuaBate foctarbuHo oT MIRCERA, Bammsr nexap mie nmposepu no3ara Bu u me Bu
uHopMupa, ako TpsdBa na ce npomeHsT no3ute Ha MIRCERA.

Jleuennero ¢ MIRCERA Ttps6Ba na 3amodne o1 HaOIIOACHHETO HA MEAUIIMHCKH CTICTTHAIHCT.
CrnenBanuTe HHXEKIMU MOXKE Ja C€ HANpPaBAT OT MEIUIIMHCKH CIIEIUANINCT, UIIH CJIe]l KaTo CTe
o0yuenu, Bue moxe camu na cu umkektupare MIRCERA (BrxTe yka3aHusiTa B Kpast Ha Ta3H
JUCTOBKA).

MIRCERA moxe na ce HHXEKTUpa oA KoXKaTa Ha KopeMa, pbKarta Wi 0eJpoTo, WK BbB BEHA.
Bammsr nekap mie pemm koe € Hail-moope 3a Bac.

Bammsar JICKAp 1€ U3BBbPIIBA PSAOBHU U3CJICABAHUA HA KPBBTA BI/I, 3a J1a IpocCiIeau 4Ype3 U3MECPBAHC
Ha HUBOTO Ha XeMoryioOnHa Bu kak anemusita OTroBaps Ha JICUYCHHUETO.

. AKko B MoMeHTA He ce jiekyBaTe ¢cb¢c CCE

AKO He cTe Ha Juaiu3a, mpenoppunTenHaTa HayainHa 1o3a Ha MIRCERA e 1,2 mukporpama 3a Bcexu
KWJIOTpaM OT TEJIECHOTO Bu Terio, K10 11 ce mpuiiara NoJK0XKHO BEIHBK MECEYHO KaTo €THOKPAaTHA
umxkeknus. Karo anreprarusa, Bamust nexap Moxe aa peid aa npuioxku HadainHa 1o3a MIRCERA
ot 0,6 MEKpoTpama 3a BCEKH KHIOTpaM oT TeslecHoTo Bu termo. Jlo3ara mie ce mpusiara mpes Jise
cenMuIH oA GopMara Ha eHOKpaTHA WHXKEKIHS M0J] KOKaTa Wi BbB BeHa. Ciiel KopurupaHe Ha
aneMusiTa Bu, Bammsr nekap Moske fa mpoMeHH I03UPOBKaTa C MPUIIOKEHUE BEHBX MECEUHO.

AKO cTe Ha Irann3a, IpernopbUYnTeTHaTa HadanHa g03a € 0,6 MUKporpaMa 3a BCEKH KHIIOTpaM OT
TenecHoTo Bu teryo. [losara mie ce nmpuiara mpes JBe ceAMUIM 1oJ] popMaTa Ha eJHOKpaTHA
WHXKEKLUS 10J1 KoKaTa MM BbB BeHa. Ciiel Kopurupane Ha aneMmusita Bu, Bammusr nexap moxe na
IIPOMEHH J103MPOBKATa C IPUIOKEHHE BEAHBK MECEUHO.

Bamusr JICKap MOK€ J1a YBCIIMYU WM Ja HaMaJIi J03aTa UJIKW BpEMEHHO J1a CIIpeC JICUCHUETO, 3a 1a
KOpurupa HUBOTO Ha XCMOI‘J'IO6I/IH3, KaKTO € MoAXO0Ad110 3a Bac. HpOMeHI/I Ha Jo3aTta HiaMa J1a CC
U3BBPIIBAT MMO-Y€CTO OT BEAHBIXK MCCEYHO.

. Axko B MOMeHTA ce JiekyBate ¢ Apyro CCE

Bammst nexap Moxxe aa 3amectu Bamero Hactosmo nekapcto ¢ MIRCERA. Jlekapsr e pemmn na
Bu nexyBa ¢ MIRCERA, npuiio:keH KaTo eAHOKpaTHA UHXXEKIUS BEIHBX MeceuHo. Bamusr nekap
e n3uncny Hadaiaaara go3a MIRCERA Bb3 ocHOBa Ha mocieHaTa 103a OT MpeannrHoTo Bu
nekapcTBo. [IspBara 103a MIRCERA 111e ce nmpunoxu B JeHs, IUTaHUPaH 32 WH)KEKTHPaHe Ha
peauIHoTo Bu nekapcTso.

Bammusr JICKap MOKE€ J1a YBCJIMYU WM Ja HaMaJIM J03aTa UJIKM BpEMEHHO Ja CIIpe JICUCHUETO, 3a 1a
KOpurupa HUBOTO Ha XCMOFHOGI/IHa, KaKTO € IoAXO0s110 3a Bac. HpOMCHI/I Ha Jo3aTta HiMa Ja Ce
HU3BBPIIBAT MO-YECTO OT BEAHBIK MCCEYHO.

AKO cTe M3I0JI3BaJIM MoBeue oT HeoOxoaumara no3a MIRCERA

Morns, cebpikeTe ce ¢ Bamms nexap wim (hapManeBT, ako CTe M3TOI3BAIH MTPEKAIEHO ToIsIMa 1032
MIRCERA, Thit KaTo MOXeE J1a C€ HAIOXKH J1a C€ U3BBPINAT HIKOW W3CJICIBAHNS Ha KPBBTA U J1a CC
HIPEKbCHE JIeueHueTo Bu.

AKko cte mpomycHaau ga msnoiazsare MIRCERA
Axko cte mponycHanu eana no3a MIRCERA, npunoxere nmpomnycHaTara 03a Bb3MOXKHO Half-CKOpPO U

TOBOPCTC C Bamus JICKap OTHOCHO BPEMCTO Ha NPHUIIOKCHUEC HA CICABAIIIATC JO3U.
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Ako cte cipesan ynorpeoata Ha MIRCERA

Oo6ukHoBeHO nedueHneTo ¢ MIRCERA e npoabmkutenHo. To Moxke obade fa ce MPEeKbCHE MO BCSIKO
BpeMe 10 ChBET Ha Bamus exap.

AKO UMate HSKaKBH JIOMBIHUTEIIHUA BBIIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, TOMUTANTE
Bamus nexap wnu gpapmarieBT.

4. Bb3MoKHN HeKeJTaHU PeaKIun

Kaxrto Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAU3BHUKA HEKECIIaHU pE€aKIINK, BBIIPEKU Y€ HC
BCCKMU I'M I10JTy4aBa.

YecroTaTa Ha BH3MOKHUTE HEXKCIaHU p€aKknnu € rmoco4YcHa 1o-10J1y:

Yecra HexkenaHa peaknus (Moxke fa 3acerte 1o 1 Ha 10 aymm) e XxunepToHust (BUCOKO KPHBHO
HaJIsTaHe).

Heuectn Hexenanu peakiuu (Moxe na 3acerHat o 1 Ha 100 xymm) ca:

. r1aBO0OIIHE;

. TpoM003a Ha ChOBHS JOCTHI (KPHBHH CHCHPEI Ha BXOJa Ha ANadn3Hus Bu amapar);
o TPOMOOLIUTOIICHHUS;

. TpomOo3a.

Penku Hexxenanu peakmuu (Moxe na 3acerHat a0 1 Ha 1 000 qymm) ca:

o XUTNEPTOHUYHA eHIledasionaTus (MHOTO BUCOKO KPBBHO HAJISITAHE, KOETO MOXKE Ja MPEIU3BUKa
rJ1aBoOoHe, 0COOCHO BHE3AITHO, MTPOO0KAAII0 MUTPEHOIOI00HO TI1aBoboHe, 0OBpPKBAHE,
HapyIIeHNUE Ha TOBOPA, MPUMAIBIU WK T'bPUOBE);

. OemopobHa eMOovs;

o MaKyJI0-TanyJ03eH 00pUB (Peakius ¢ MOYCPBEHIBAHE HA KOXKATa, KOATO MOXKE 72 BKIIFOUBA
I'BITKH WK TIETHA);

o TOpEIIH BhJIHH;

) CBPBXUYYBCTBUTEIHOCT (QJICPTUYHA PEAKI[Hs, KOSITO MOXKE J1a MPEIU3BHUKA HEOOHUATH XPHUITOBE

WIW 3aTPYJHEHUE B JMIIIAHETO, MOIyBaHE HA €3UKa, HA JIMIIETO HITH T'bPJIOTO, WX TIOAyBaHEe
OKOJIO MSICTOTO Ha MH)KEKTHUpaHe, Win Aa Bu Hakapa Ja ce mouyBCcTBaTe 3aMasiHu, 1a Bu
npuMa’see Win aa konadupare).

AKO MMaTe Te3u CUMIITOMH, MOJIsI, CBhpXKeTe ce He3abaBHO ¢ Barus nekap, 3a 1a MoJIyduTe JIeUeHHUE.

[To BpeMe Ha KIMHUYHUTE MPOYYBAHUS NAIIMCHTUTE ca UMAJIK JICKO HaMaJIsiBaHEe Ha Oposl Ha
TPOMOOIIUTUTE B KPBBTA. [IpH mocTMapKeTHHIOBaTa YyIIOTpeOa uMa ChOOIICHHS 32 TPOMOOIIUTEH Opoit
10T HOPMAJTHUTE TPAHUIU (TPOMOOIIUTOIIEHUS).

CpoO1maBar ce peakuuy Ha CBPBbXIYBCTBHTEIHOCT, BKIIOYUTEIIHO CIIydan HA aHAQUIaKTHYHH
peaKIuu U CEPUO3HU KOKHU O0pUBH, BKIFOUHTETHO cHHApOM Ha CtuBbHC-/[xoHCHH (CC/I) n
TOKCHYHA eNUEePMaIHa HEKPOJIN3a, CBbP3aHH C JICYEHUETO C EIOSTHH. Te MoraT Jja ce MpOosBAT KaTo
YepBEHHUKABH, MMOJ00HHN HA MUIICHA [TETHA WK KPBIJIH IUIAKH 110 TOpCa, YeCTO C MEXypH B cpejara,
OeJIeHEe Ha KO’KaTa, SI3BU Ha YCTarTa, I'bPJIOTO, HOCA, TEHUTAJIMUTE U OYUTE M MOoraT Aa Obaar
MIPEANICCTBAHA OT TPECKa U TpUITonoo0oHn cuMntoMu. [Ipekparere ynorpedara Ha Mircera, ako
pa3BUeTEe Te3HW CUMIITOMH, U Ce CBBbpKeTe ¢ Bamus nekap, nin He3abaBHO MOThpCeTe MEAUIIMHCKA
nomoul. Buxkre chimo Touka 2.

Kakto u npu npyru CCE, nmpu mocTMapkeTHHIoBaTa yrnoTpeda uMa choOIIeHHsI 3a ClIy4yau Ha
TPOM003a, BKIIOYUTEITHO O€TI0IpOOHa eMOOJTHSL.
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IIpu msxown naruenTH, JekyBanu chec CCE, Brmountenano MIRCERA, e HaGiromaBaHo CHCTOSIHHE,
Hape4yeHo YKcTa anja3us Ha yepBeHuTe kpbBHU KineTkn (HAYUKK, mpexpareHo win HamaneHo
oOpa3yBaHe Ha YepBEHU KPBBHU KIETKH), IBJDKAIIO c€ Ha aHTUEPUTPOIIOETUHOBU aHTHUTETA.

CpodmaBaHe HA HeKeJIAHU PeaKIuu

AKO TIONTyuYHnTe HIKaKBH HEXEJIaHU JIEKAPCTBEHU PeaKIny, yBegoMmeTe Bamms nexap win ¢apManesT.
ToBa BKITIOUBa BCHYKH Bb3MOKHHU, HEOITMCAHN B Ta3W JINCTOBKA HEXKEITAHU PEAKITHH.

MoskeTe ChIIo A3 ChOOIINUTE HEXKEJIAH! PEaKIMU JUPEKTHO Ype3 HAl[MOHAJIHATA CHCTEMa 3a
choOImaBaHe, mocodyena B [lpmnoxkenne V*. Karo cro0maBare HexXeIaHH PeaKIiy, MOXKETE J1a AJeTe
CBOS IPUHOC 32 TTOJTydaBaHe Ha moBede HHGOpMAaIHs OTHOCHO 0€30TacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansBate MIRCERA
[la ce cbxpaHsABa Ha MsCTO, HEJJOCTHITHO 32 JeLa.

He n3nomn3BaiiTe TOBa JIEKapCTBO CIIEA CPOKA HA TOJHOCT, OTOEISI3aH BEPXY KapTOHEHATa OITaKOBKA H
eTHKETa Ha MpeBapUTEIHO HaITbJIHEHAaTa ClipuHLIOBKa ciefl “T'ogen 10”. CpoKbT Ha TOJHOCT
OTroBapsi Ha MOCJIETHHS ICH OT TIOCOUCHHUS MECeII.

Ma ce cpxpanssa B xsaaniaauk (2°C — 8°C). la He ce 3ampa3ssiBa.

CoxpaHsBaiiTe IpeABAPUTEIHO HAIbIHEHATa CIPUHIIOBKA B KAPTOHEHATa OIIaKOBKa, 3a J1a ce
Mpeanasy OT CBeTIuHa. Bue Mojke 1a u3BaguTe CBOSITA IIPeIBAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA C
MIRCERA ot xylaguiiHuKa 1 J1a 51 CbXpaHsABaTe Ha CTaliHa TeMIiepaTypa He no-Bucoka ot 30 °C,
eJTHOKpaTHO 3a nepuoj oT 1 Mecell. [lo Bpeme Ha To3u nepuoj, koratro cre chxpanssaiu MIRCERA
Ha cTaiiHa Temueparypa, He no-sucoka ot 30 °C, ne tpsi6Ba na spbiare MIRCERA o6patHo B
XJIAAWIHUKA TIpeau ynorpebara My. Ciesl KaTo BEIHBXK CTE M3BaWIN JICKAPCTBOTO OT XJIaJUIHHKA,
Tpsi0Ba Ja ro U3IOJI3BaTe B PAMKHUTE Ha TO3U €IHOMECEUEH MEePHUO.

Tpsa6Ba ma ce MHKEKTUPAT caMO OUCTPH, OC3IBETHHU 0 OJICTOKBITH PA3TBOPH, 0€3 BUANMH YaCTHITH.

He u3xBbprsiite nekapcTBaTa B KaHAIU3ALMATA UM B KOHTEMHEPA 32 JOMAIIHU OTHAbIH.
ITormnratiTe Bamms ¢papmareBT Kak 1a U3XBLPIIATE JeKapcTBaTa, KOMUTO BeUe HEe M3MOo3BaTe. Te3n
MEpKH ITIe CTIOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA CpeJia.

6. ChabpikaHHe HA OMIAKOBKATA M JONBJIHUTEJIHA HH(POPMALHA
Kaxkgo cpabp:xa MIRCERA

o AKTHBHOTO BEIIECTBO € METOKCHITOJIUETUIICH TIIMKOJ — enoeTuH Oeta. Exna npensapurenHo
HaI'bITHEHA CITPUHIIOBKA CHIIBpPXKA:
30, 40, 50, 60, 75, 100, 120, 150, 200 wu 250 mukporpama B 0,3 ml u 360 Mukporpama B
0,6 ml.

. Jpyrure cbcTaBKU ca: HATPUEB TuXuUaporeHdochaT MOHOXHUIPAT, HATPUEB Cyi(art, MAaHUTOI
(E421), meTronus, nmonokcamep 188 1 BoJia 3a HHIKEKIIUY.

Kak m3raexna MIRCERA u kakBO ChIBbpPiKa ONAKOBKATA
MIRCERA e nHXeKIMOHEH pa3TBOpP B MPEABAPUTENHO HAITbJIHEHA CITPUHIIOBKA.
Pa3TBOpBT € OUCTBP, O€3UBETEH 10 OJIEAOXKBIIT U HE ChABPKA BUANMH YaCTULIH.

MIRCERA ce nponaBa B IpeABapUTEIIHO HAMIBJIHEHU CIIPUHIIOBKY C JIAMUHHPAHO OyTaio U Karmayka
Ha BbpXa ¢ enHa urna 27G1/2. Beska mpeqBapuTeHO HAITBIHEHA CIIPUHIIOBKA chabpika 0,3 ml wmu
0,6 ml. Bcuuku koHIIeHTpanuy Ha Mircera ce Tipeajiarat B OIakoBKH ¢ 1, a CBIIO U B OIaKOBKa ¢ 3 3a
koHIeHTpamuute ot 30, 50, 75 mukporpama/0,3 ml. He BcMuku BUIOBE OMTAKOBKH MOTaT aa ObaaT
MyCHATH B PoJaxkoa.
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IlpurtexaTtesn Ha pa3pelnieHUETO 32 ynoTpeda
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

IIpousBoaute

Roche Pharma AG
Emil-Barell-Strasse 1
D-79639 Grenzach-Wyhlen
I'epmanus

3a AOMBIHUTETHA HHPOPMAITUS OTHOCHO TO3H JICKAPCTBEH MPOYKT, MOJIS, CBBPIKETE CE C IOKATHUS
HPEICTaBUTEI Ha TIPUTEKATEINS Ha pa3peIIeHUETO 3a yrnoTpeda:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 2 525 82 11 Tel: +370 5 2546799
Bbarapus Luxembourg/Luxemburg
Pomr bearapus EOO/] (Voir/siehe Belgique/Belgien)
Tenm: +359 2 818 44 44

Ceska republika Magyarorszag

Roches. 1. 0. Roche (Magyarorszag) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 23 446 800
Danmark Malta

Roche a/s (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.

Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
Eesti Norge

Roche Eesti OU Roche Norge AS

Tel: +372-6 177 380 TIf: +47 - 22 78 90 00
EArGoa Osterreich

Roche (Hellas) A.E. Roche Austria GmbH

TnA: +30 210 61 66 100 Tel: +43 (0) 1 27739
Espaiia Polska

Roche Farma S.A. Roche Polska Sp.z o.0.

Tel: +34 - 91 324 81 00 Tel: +48 - 22 345 18 88
France Portugal

Roche Roche Farmacéutica Quimica, Lda
Tél: +33 (0) 1 47 61 40 00 Tel: +351 - 21 425 70 00
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Hrvatska
Roche d.o.o.
Tel: +385 14722 333

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471

Kvnpog

A Ztopdtng & Zwo ATd.

TnA: +357-2276 62 76

Latvija
Roche Latvija SIA
Tel: +371 — 6 7039831

Romania
Roche Romaénia S.R.L.
Tel: +40 21 206 47 01

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 -1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 -2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500

Sverige
Roche AB
Tel: +46 (0) 8 726 1200

United Kingdom
Roche Products Ltd.
Tel: +44 (0) 1707 366000

JlaTa Ha mocJeaHo nmpepasriexaade Ha guctoBkata {MM /I'TTT?}

IToapo6Ha mHpOpMAITUS 32 TOBA JIEKAPCTBO € IIPEeIoCTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHnus

10 JIeKapcTBaTa http://www.ema.europa.eu/.

66


http://www.ema.europa.eu/

MIRCERA npeaBapuTenHO HarbTHEHA CIPUHIOBKA
Ykasanusd 3a ynorpe6a

CrepHuTe ykasanms o6sacHaABaT kak fa nsnonssatre MIRCERA npenBapuTenHo Harb/IHeHa
CIPUHIIOBKA, 32 JJa CU IIOCTaBUTE CaMM MHXKEKIMATA.

BaxHo e ma mpovereTe u fa cnegBaTe BHUMATEIHO YKa3aHMATA, 3a la MOXKe Jja M3II0/I3BaTe
IpefiBapUTETHO HaIl'bIHEHATa CIPMHI[OBKA IIpaBIIHO 1 6e3omacHo. He ce ommrBaiite fja
IIOCTaBATEe MHXXEKIVs, JOKATO He CT€ CUTYPHIU, Ye 3HaeTe KaK Jja U3IO0/I3BaTe IPeJBapUTETHO
HaITbJIHEHATa CIIPUHI[OBKA.

BAKHA MTHO®OPMAIIVA

e Jisnonssaiite MIRCERA npeiBapuTeHO HaIl'b/IHEHA CIIPMHIIOBKA caMo ako Bu e
IpeIIICaHO TOBA 1I€KAPCTBO.

e IIpouerere omakoBKaTa I ce yBepeTe, 4e TOBa € [J03aTa, Ipefnncana oT Bamms nexap.

e He usnonssaiiTe npeiBapMUTETHO HAII'bTHEHATA CIIPUHIIOBKA, aKO CIIPUHIIOBKATa VN
I/IACTMACOBOTO I'HE3[J0, ChI'bPIKAIO CIIPMHIIOBKATA U3ITIEXXAT IIOBPE/ICHN.

e He n3nosnssaiiTe COPMHIIOBKATA, aKO Ch/bP>KaHMETO € MbTHO VJIM MIMA YaCTULIM.

e Huxora He ce onuTBajiTe ja pa3rao6saBaTe CIIPMHIIOBKATA.

e Huxkora He gbpnaiiTe UM He JPBHKTe CIPUHI[OBKATa 32 OyTanoTo Jt.

e He cBanaiite npefnasuTesna Ha UI7TIaTa, JOKATO He CTe TOTOBM /la IIOCTABUTE
VHXXEKIUATA.

e He normpuiaiite 1€KapcTBOTO B CIIPMHIIOBKATA.

e He nmocrassaiiTe MHXEKIMATA IIPE3 TPEXUTE.

e Huxora He n3nonsBaiiTe COPMHIIOBKaTa IOBTOPHO.

e He okocaiite ckobute 3a 0cBOOOX/jaBaHe (BIDKTe cXeMara I0-JO0JTy), Thil KaTO TOBa
MO>Ke Jja TIOBpe/iU CIIPUHIIOBKATA )1 Jja 51 HaIIpaBY HETOfIHA 3a yIoTpeoda.

CbXPAHEHME

ChxpaHABajiTe CIPUHIIOBKATA 1 HEMPOOBaeMIA KOHTelTHep/KOHTeIHepa 3a OCTpH
NpefMeTH Ha MACTO, HEJOCTBITHO 3a Jela.

CopxpaHsABaliTe CIPMHI[OBKATa B OPUIMHATHATA KYTHA, TOKATO € TOTOBA 3a yHoTpeba.

BuHaru cpxpaHsBaliTe CIPMHIIOBKATa B XITaAW/IHVK IIpy Temrieparypa 2 - 8°C (35,6 — 46,4°F).
He ocraBsiiTe 1ekapcTBOTO Jla 3aMPb3He U T1a3eTe IEKapCTBOTO OT cBeT/IMHA. ChXpaHsABaliTe
CIIPMHIIOBKATa CyXa.
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MATEPHAIJIN, BKI0YeH! B OITAKOBKaTa:
ITpensapurentno HarbnHeHa cipuHLioBka MIRCERA u oTnenna uria 3a MH>XeKTUpaHe

Bbytamno
Y OrtkbeBa ce TymeHa IIpennasuren
€TUKET Ha Urjara
Karagyka Ha HUrna
bpXxa

[ ] [, == %)

I

Kamauxka

[IpenmnasHo ycTpoicTBO
Ha UrjaTa

Cko0Ou 3a
0CBOOOX1aBaHe

HeBK1ro4yeHy B OITaKOBKAaTa:

TaMmonu cbc cupr 3a CrepwieH nmamydeH TaMion Hemnpo6uBaeM KOHTelHep
[IOYMCTBaHE WIN MapJist VI KOHTEHEP 32 OCTPU
OTIIAIbI 32 OE30IIaCHO
U3XBBPJIsIHE HA UT/IATA U
U3II0/I3BaHaTa CIIPUHIIOBKA

CpbepeTe BCMYKY MaTepuasy, KOUTO Iie ca Bu HeoO6xoayMu 3a MHXKEKIVATA BBPXY YMCTa,
nobpe OCBeTeHa, I/IafiKa IOBBPXHOCT, HAIIPUMep Maca.
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KAK JA IOCTABUTE MH KEKIIVISITA
Crpnka 1: OcraBere CHPI/IH].[OBKaTa Ha cTalfHa TeMnepaTypa

MsBapgere KyTuATa, KOATO ChbpKa
MIRCERA npepnsapuTenHo
HaITbJIHEHA CIIPMHIIOBKA OT
xnapnnHukKa. CbXpaHsaBaiiTe

CIIPMHIOBKATAa B KYTUATA, 3a [1a A

IMpeaIa3nTe OT CBET/IMHA U A

OoCTaBeTe []a MOCTUTHe CTallHa

TeMIlepaTypa 3a Hai-Manko 30
MUHYTH.

e AKO He OCTaBUTe JIeKapCTBOTO Jja
JOCTUTHE CTailHa TeMIIepaTypa,
TOBa MO>Ke JIa IoBefie 10
HEeNIPUATHO yCelllaHe pu
MHXXeKTUpPaHe U MOXe Jja e
TPYJHO fla e HaTUCKa 6yTanoro.

e He saronaire cipuHIjOBKaTa
IO HMKAKbB JIPYT Ha4MH.

VIsBasieTe mracTMacoBaTta IMOJI0KKa
Ha MIRCERA npegBapurenso
HaITb/IHEeHa CIPUHIIOBKA OT KyTUsTa
6e3 f1a oT/IenBaTe 3AIUTHOTO POINO.
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Crpnka 2: VIsmuiite pbiere cn

NesundexTupaiite fobpe pbiieTe Cu
C'bC CaIlyH U TOIUIA BOJIA VIJIN C
Ie3aH(pEeKTaHT.

Crpnka 3: PasonmakosaiiTe 1 Or7iefaire IpefBapuTeTHO HAITbITHEHATAa CHIPUHIIOBKA

Ortnenere 3auTHOTO GOMNO OT
IJIACTMACOBATa MOMIJIOKKA U U3BajieTe
UI/IaTa M CIIPUHI[OBKATA KAaTO bPXKUTE
CIIPUHIIOBKATA 110 cpefara 6e3 fja
IOKOCBaTe CKOOUTE 3a 0CBOOOKIaBaHe.

e JIpBXTe CIPMHIIOBKATa CaMo 3a
TAJIOTO, 3al[0TO BCEKM KOHTAKT
ChC CKOOMTE 3a OCBOOOKIaBaHe
MOXXe Jia Ipei3BIKa
IpeXxieBpeMEHHO
0CcBOOO>KIaBaHe Ha MPEANa3HOTO
YCTPOMCTBO.

Ornepaiite cipyHIIOBKaTa U

IIpOBepeTe CPOKa Ha TOJHOCT BBPXY

CIpUHIIOBKaTa U KyTuATa. ToBa e

Ba)XHO, 32 JIa Ce TAPAHTUPA, e

CIIPMHIOBKATa 1 JIEKaPCTBOTO Ca

OesomacHu 3a ynorpeba.

HE nsnonssaiiTe COpMHIIOBKATa,

aKo:

e Ciy4aifHO CTe M3ITyCHa/IN
CIIPMHIOBKATa.



Crpnka 4. IIpukpenere nrnara KbM CHPMHIIOBKaTa

7

e H:AKos YacT Ha CIPUHIIOBKATa
U3IIeXK]a TOBPEJEeHa.

L C’b,[[’bp)KaHI/IeTO € MbTHO WIN
IMa 9aCTungn.

e CpOKDbT Ha FTOJJHOCT € U3TEK'bJL.

XBaHeTe 3[[paBO ONTAKOBAaHATa UIJIA C
nBe ppie. Cuynere miombara ¢
BBPTE/IVBO JBIDKEHME U MaXHeTe
KaIlaykarta Ha UI/IaTa, KakTo e
IoKa3aHo Ha urypara.

Bepnara n3xpbprieTe KallauykaTa Ha
UIJIaTa B KOHTeJHepa 3a OCTpH
IpefMeTy/HelpoOyBaeMus
KOHTEHEP WIN B KOHTEMHepa 3a
OCTPU IIPEIMETIL.

e He maxaiiTe npepmnasuTesns Ha
UITIaTa, KOWITO IIPEIIasBa UIaTa.

XBaHeTe 3[[paBO CIIPMHIIOBKATa I
ryMeHaTa Kala4yka 1 MaXHeTe
ryMeHaTa Kalayka OT CIPMHIJOBKATa
(3aBBpTETE U U3bPIIAIITE).

e He numaiite ckobmre 3a
0CBOOO>KIaBaHe Ha MIPEAa3HOTO
YCTPOMCTBO.

¢ He Hatuckaiite 6yTanoro.

e He usgppnsaiite 6yranoro.
[Tpukpenere nriara KoM
CIIPMHIIOBKATa KaTo 5 HATUCHETe
CMJTHO K'BbM CIPVHIIOBKATA.



Crpnka 5. CBanere npenmnasnuTeIsa Ha UT/IaTa M €€ INIOATrOTBETE 3a MHIKEKTVPaHe
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I pBXKTe 3ApaBo CIPMHIJOBKATa C
e[lHa pPbKa U U3LbpIHaliTe
IpeJasuTe/sa Ha UITIaTa C jpyraTa
pbKa. VI3xBbprere npenasuTensa Ha
UI/IaTa B HEIIpoOuBaeM KOHTEIHep
VTV KOHTEVHEP 32 OCTPY OTHALbIIN.

e He numnaiite urnara u He g
OCTaBsAITE Jja ce JONMpa [0
MIOBBPXHOCTH, Thil KaTO UI/IATa
MOJXKe J]a Ce 3aMBPCU U MOXe f1a
OpUYMHY HapaHsiBaHe U 00JKa
IIpU JOKOCBAHE.

e Mosxe Ja BUAUTE KAallKa TEYHOCT
Ha BbpXa Ha uriara. Tosae
HOPMaJIHO.

e Huxkora He mocTaBsiiTe 06paTHO
IpeJIasuTesisd Ha UIJIaTa CiIef
CBAJITHETO MY.

3a 1a OTCTpaHNTE BB3AYLIHUTE

MexypueTa OT IIpeIBapUTeTHO

HAII'b/THEHATa CIPUHIIOBKA, IPBKTE

CIIPMHIIOBKATA C UI/IaTa Harope.

[TorymaiiTe meKo CIpMHIIOBKATA, 3a

fa n30yTate MexypyeTata KbM

BBpXa.



Hatucuere 6aBHO Harope 6yTanoTo,
3a 1a OTCTpaHNUTe BCUYKVIA BB3AYX,
KakTo By e mokasano or
MEIMIVHCKISA CIIeIIVaINCT.

Crpnka 6. IlocraBsiHe Ha MHXKEKIIATA

Vma pBa pasmyny HaumHa (pTs) 3a mHKekTupaHe Ha MIRCERA. CriasaiiTe mpenopbKuTe
Ha Bamms nekap 3a ToBa Kak fa mmxekTupare MIRCERA.

I1oaK0XHO pUIoKEeHne:

Axo ca Bu nocpBerBanu fa nwxexktupare MIRCERA noj koxxaTa, MOJA MHXXEKTHpaiiTe
7103aTa, KAKTO € ONMCAHO MO-JOTY.
I36epere eqHO OT

—~ IPENIOPBYNTETHITE MeCTa 3a
MHKEKTPaHe, KaKTo € [TOKa3aHo.
Mosxe na nnxextupare MIRCERA B
_ - - rOpHaTa YacT Ha PbKaTa, 6eapoTO
\v/ ~N 7 WM KOpeMa, C M3K/TIIoYeHle Ha
ob671acTTa OKOJIO II'bIIA.
e Tpsab6Ba na nsnonspaTe pasaMIHO

MACTO Ha MH)XXEKTUPaHE BCEKNU

II'bT, KOT'ATO ITOCTaBATE

VHXXEKI M, Hail-MaJIKo Ha TpU
CaHTUMETPA OT MACTOTO, KOETO
CTe U3IOJI3BA/IN 33 IPeJUIIHATA
VIHKEKIVA.

e He umxekTupaiite Ha MecCTa,
KOWTO MOTAT Jja Ce Pasf[pa3HAT OT
KOJIaH unm Kopcer. He
MH>KEKTHpaiiTe B OeHKH, Oernesn,
OXJTy3BaHVS WM 00/1acTH,

73



74

K'B/IETO KOXKaTa € YyBCTBUTE/THA,

3auepBeHa, TBBPAA UK C

HapylIeHa LsI0CT.
[Touncrere M36paHOTO MACTO Ha
MHKEKTMPaHe KaTo M3II0/I3BaTe
TaMIIOH, HaIlO€H CbC CIVPT 3a
HaMaJIsiBaHe Ha PUCKa OT MHPEKIs;
CIiasBajiTe BHUMATETHO YKa3aHUATA
Ha TaMIIOHa, HaIlOeH CbC CIUPT.

e OcraBere KOXXaTa Jla U3ChXHE 3a
oKoj1o 10 cekyHam.

e He mokocsaiiTe mouncreHaTa
0071aCT Ipeay UHXEKTUPAHETO U
He BeJiTe WIN JyXaiTe BbpXy
YUCTOTO MSACTO.

3a fa cTe CUTYpHU, Ye UIJIaTa 1ie e
IIOCTaBeHa TOYHO IOJ KOXKaTa,
U3II0JI3BaliTe CBOOOIHATA CU P'BbKa, 32
la 3a1MIeTe I'bHKa OT XIadaBa KoxKa
B IIOYMCTEHOTO MACTO Ha
MH)XEKTUpaHe.

3anmunBaHeTo Ha KoyKaTa € BayKHO,
3a Jla ce rapaHTUpa, 4e CTe
MHYXEKTUPaIU TOYHO IOJ KoXKaTa (B
MacTHaTa ThKaH), a He IO-IbI00KO
(B Mmyckyna). VIHXeKkTpaHeTo B
MYCKy/Ia MOXe Jia JoBefie JI0
HeTIPUATHO yCelljaHe Ipu
VH)XEeKTUpaHe.

BxapaiiTe urmara usnsAao B KoXkaTa C
O'bP30 JBIDKEHME, ,KAKTO Ce XBBPJIAT
CTPENNYKA .

baBHO HaTuCKaiiTe OyTanoTO C
nazena, JOKaTo Ibp>KNTe
CIIpMHIIOBKATA C ITOKa3asera 1
CpeIHMA IPBCT CPelly APbKKUTE 32
3axBalllaHe, JOKATO IIA70TO
TIeKapCTBO Ce MHXEKTUpa.

He nBmxkere nrnara, IoOKaTo T4 €
BKapaHa B KOXkara.



He otmyckarite 6yTanoTo npegyu

Kpas Ha MHXXeKUVATA VTN Ipeau
6yTasoTo /Ia € HaTUCHATO JOKpal.
M3BageTte urmata ot koxkata BE3 1ma
OTIIyCKaTe OyTa/IoTo.

OrnycHete 6yTanmoTo, KATO OCTABUTE
Ipe/iNasnuTe/sA Ha UI/IaTa Jja

IIpeniia3y uriaara.

Cera OTK'bCBALMAT C€ €TUKET MOXKE
ia 6ble OTCTPaHEH, aKo e
HEOOXOIVIMO.

e [TocraBere cTepuieH MaMy4eH TAMIIOH MM Map/s HajJl MACTOTO Ha MHXKEKTUPaHeE U
IMPUTUCHETE 33 HAKOJIKO CEKYHTL.

e He pasTpuBaiiTe MACTOTO Ha MH)XXEKTVPaHe C MPBCHU P'blie MIN IIIaT.

e AKO e He0OXOVIMO, MO>Ke JIa TIOKpYeTe MACTOTO Ha MHXKeKTHMPaHe C MajIKa IIPeBPb3Ka.

VI3xBBpisaHe Ha CHPUHIOBKATA:

e JI3xBbp/ieTe U3IIOI3BAaHNTE CIIPVHIIOBKY B KOHTEIIHEpP 3a OCTpU IIpeMeT/HelIpoOuBaeM
KOHTEVHED.

¢ He ce ommrBartiTe fa mocTaByuTe OTHOBO IIPeAIIa3NTe LA Ha UIIATa BBPXY UIJIATA.

¢ He u3xpbpdiiTe U3I0/I3BaHUTE CIPUHIIOBKY WV KOHTEJHEP 32 OCTPU
IpefMeTVI/HeIpoOyBaeMusl KOHTeITHep B JOMALTHUTE OTIALbLIM 1 He IV PelMK/IpaiTe.

e VI3xBbpsieTe I'b/IHNA KOHTEIHEP CIIOpe] YKa3aHNATA Ha Bamma MeiUIHCKA CIeI[aICT
mnu papMarieBT.

VInTpaBeHO3HO IPNIOKEHME:

Axo Bammar nekap npenopbusa nHxekTrpane Ha MIRCERA BbB Bena, Tps6Ba fja ciefBate
npolelypaTa, OIMCcaHa II0-TOy.
Cnep mpuroTBsiHe Ha CIPMHIJOBKATa, KAKTO € OIMCAHO B CTBIKM OT 1 10 5:
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/36ppIiieTe BeHO3HMS OTBOP Ha
XeMOMaIN3HaTa TpbOa, ChIIACHO
yKa3aHuATa Ha Bammsa
MEIMIVHCKA CIEeLIVaJIVICT.

Bxapaiite urmara Ha
IIpe/IBApUTETHO HaII'bJTHEHATA
CIIPMHIIOBKA B IOYMCTEHNUA
BEHO3€H OTBOP.

Harwuckaiite 6yTanoTo c najeria,
JIOKaTO J'bP>KUTe CIPUHI[OBKATA C
II0Ka3asier|a ¥ CPeJHMS MPbCT
Cpelly ApBKKUTE 3 3aXBalllaHe,
JJOKATO LSTIOTO JIEKAPCTBO Ce
VHXXEKTHPA.

13BajieTe MpeBapuUTETHO
HaI'b/IHEHaTa CIPMHI[OBKA OT
BeHO3HUA 0TBOP, BE3 na
OTIIycKaTe OyTa/oTo.

OrtmrycHere 6yTanoTo, KaTo
OCTaBUTE MPeAIa3nTe/sl Ha UIIaTa
fia IpeJas3y UriaTa.

Cera OTK'bCBALMAT C€ eTUKET MOXKE
ia 6b/ie OTCTPaHEH, aKo e
HeoOXOOMO.



I/stm)pmme Ha CIIpMHIJOBKaTa

J3xBBpreTe U3IO/I3BaHUTE CIPUHIIOBKM B HEIPOOMBaeM KOHTEIHEp.

o He ce onurBarite ja BbpHeTe NpeAIasuTe/si BbPXY UI/IATA.

o He n3xBbprsiiTe M3MON3BaHNTE CIPUHI[OBKY WU HENIPOOVBaeMusi KOHTeHep B
JIOMAIITHUTE OTHALBIY U He TV PeLUK/INpPAIITe.

o VI3xBBpIieTe I'bIHUA KOHTEIHEP CIIOPE, MHCTPYKIMNTE, HafieH) OT JIeKyBauys Bu nekap
wu GpapMarieBT.

77



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A. ПРОИЗВОДИТЕЛ(И) НА БИОЛОГИЧНО АКТИВНОТО ВЕЩЕСТВО И ПРОИЗВОДИТЕЛ(И), ОТГОВОРЕН(НИ) ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА

