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MIRCERA 1 philin tir dfu tién thudc nhém mél cic chit hoat héa
lign tyc tht.thé Egythropdletin, con dugc gol 18 methaxy
palyethylene glycol-epoetin beta.

1.2 Dang bao ché

Dung dich tiém, dugc trinh bly & dang dung dich vo triing va ¢
thé diing ngay trong:

«Bam thém chita sin mat liéu don. A ;,
13 Duémg ding , O
Tiém duoi da holc tiém tinh mach \3\ W\\ v

14 Tinhvé tring/ Bk xa &\ }1‘

Khong &p dung. '

15 Thanh phin dinh tinh va dinh lugng

Bom tiém dong sin chia mét lidu don 30 g, 50 ug, 75 ug,
100 ug methaxy polyethylene glycol-epoetin beta trong 0,3 mi.
Hoat chit chinh methoxy polyethylene glycol-epoetin beta 1A
mit lién ké déng héa tri gita mét protein duge tao ra tir ky thust
14 16 hop DNA trong t& bao tning chudt Hamster Trung Quéc va
mit chudi methoxy-polyethylene glycol (PEG). Sy kit hop nay sé
130 ra mot phdn 1l ¢4 trong luong xip xI 60 kDa, Ham lugng
thuéic tinh biing g bidu thi khai lugng phin protein cda phin 1
methaxy polyethylene glycol-epoetin beta khéng bao gém khdi
leng cda chudi PEG.

Dung dich trong sudt, tif khéng mis dén mau vang nhat.

Té dugc: sodium phosphate monobasic monohydrate, sodium
sulphate, mannitol, methionine, polaxamer 188 va nudc cdt pha
tiém
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21 Chidinh @iéu tri

MIRCERA duoc chi dinh dé didu tr thidu mau do bénh thin man
tinh & ¢l nhing bénh nhin dang hay khdng dugc loc méu.

22 Liéuluong va Cich ding

Lidu chudn

56 lin dong MIRCERA it han nhing chit kich thich o héng
chu khac do thudc c6 thél gian ban hiy dal hon

BiEu trl viii MIRCERA phdl dugc bit dfu dudi sy gldm sét cda
béc sl
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MIRCERA c6 thé duoc tém vao dudh da & viing bung, canh tay
hodc d0l C3 ba vl tr ndy déu thich hop nhu nhau o€ tém
MIRCERA dudi da.

Nén theo déi mue hemoglobin ¢da bénh nhan mél hal tudn mét
lin ¢cho aén khi muc ndy &n dinh, v theo dii dinh ki sau

héng ciu nho;
Bénh nhan khdng dang duee loe mdu - DE tang lugng hemoglobin
I&n cao hon 11 a/dl (683 mmol/L), Uy khét ddu khuyén cdo 1&
1.2 pg/kg cin ndng dung 1 Lin mdi thing bing cich tiém dudi da.
Halc ¢6 thé ding Béu khal dfu 0.6 pg/kg cdn ndng | 1én mdi 2
tudn bing cach tiém tinh mach holc tidm dudi da
Bénh nhan dang ducx loc mdy - DE thng luong hemoglobin ln cao
han 11g9/dL (6,83 mmol/L), liéu khuyén cho 18 0.6 pg/kg cin ning
1 ln mdi 2 wéin bing cich tidm tinh mach hodc tiém dudi da.
Niu sau mdt thing didu ti, 15¢ 40 ting hemoglobin it hon
1.0g/dl (0,621 mmol/), liéu MIRCERA c6 thé duge ting thém
khodng 25 dén 50% cia Iy trude dé. CuU sau mdi thing, ¢b thié
ting liéu khodng 25 dén S0% cha 0én khi dat duoc muc
hemoglobin cin thigt cho mdi bénh nhin.

) L .

4 L A0

LM en L

Néu sau mot thing didu trl, t5c 48 ting hemoglobin nhiéu hon
2 g/dl (1,24 mmol/), lidu diing phai duge gldm i khodng 25 dén
S0%. Néu mue hemoglobin vugt qué 13 g/dl (8,07 mmol/j), phéi
ngung vidc didu tri cho dén khi mic hemoglobin gidm xudng
dudl 13 g/d| va sau A6, bat ddu didu tri 3 von lidu xip xi 50% hidu
@4 dlng trude dé. Vai nhing quéc gia 4p dung muc hempoglobin
gidl han cao 1a 12 g/dl, sy didu chinh liéu theo muc 25% cin
dugc xem xét. Sau khi tam nging dang thubc, hemoglobin dy
kién gidm khodng 0,35 g/dl mdi tudn,

Bénh nhin dugc didu trf mdt Iin mdi 2 tuln ma ndng dd
hemoglobin vugt qud 11g/dL (683 mmold) cd thé ding
MIRCERA mdt Lin mdi thing voi liéu gip hal lin so vl liéu mot
Kin mdi hai tudin trudc 44,
Kho'\gnondbéu(hlnhﬂéudfngnhléyhanmmllnwﬂwig
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tao héng chu;
Bé&nh nhin hién dang duoc didu tr| vl mot chit kich thich tao
héng cdu cb thé dugiec chuyén sang tiém tinh mach lidu don hodc
tém dudtt da MIRCERA mdi thang mét tin hodc néu cdn thidt,
md&i hai tudn mdt 1in. Lidu khét diu MIRCERA tuy thudc vao lidy
epoetin hodc darbepoetin alfa 4 tinh duoc trude dé ma bénh
nhin dang duge ding hing tudn tal thet diém chuyén sang
ding MIRCERA nhu dugc trinh biry trong bang 1 va 2 & dudi diy.
LEn tiém MIRCERA ddu tién nén duoc thén hanh vao Nic du dinh

tém mil epoetin hodc darbepoetin alfa k& tiép trong phac 86
didu tr} trude 46,

Bidng 1: Chuyén tir Epoetin sang didu tr| bAng MIRCERA

Lifu Epoetin Lifu MIRCERA
dung hang tulin Mbi thing mot lin | M&t 1n mdi hal tulin
trudc 86 (don vi/tudn) {wg/thang) {1e/mai hai tulin)
<8.000 120 0
£ 000-16.000 200 100
>16.000 364 180
Bing 2: Chuydin 1l Darbepoetin Alfa sang @iéu tri bAng MIRCERA
Liéu Darbepoetin Alfa Lidu MIRCERA
ding hang tudn M&i thang motlén | Mot lin mai hai tudn
trude 46 (pg/tudn) (pg/thang) (ig/mdi hai tudn)
<40 120 )
40-80 200 100
>80 360 180

Néu cin phil diéu chinh lidu 3€ duy tri ndng 36 hemoglobin a4
dat duoc & midc trén 11 g/dl (6,83 mmol/l), lidu diing hing théng
o thé duge didu chinh khobng 25%

Néu sau mét thing didu trl, tSc dd ting hemoglobin nhidu hon
2g/d1 (1,24 mmol/), Iéu ding phai duge gidm di khodng 25-50%.
Néu mikc hemoglobin vugt qud 13 g/dl (8.07 mmol/), phai
ngung vigc didy tri cho dén khi muc hemoglobin gidm xudng
dudl 13 g/dl v sau dd, bt dhu didu try lal vai Niéu xdp xi 50% lidu
a3 dung trusc dé. Vi nhimg quéc gla #p dung mac hemoglobin
gidt han cao 13 12 g/dl, sy didu chinh Néu theo muc 25% cin duoc
xem x84 Sau khi tam ngung ding thudc, hemoglobin dy kién
gidm khodng 0,35 g/dl mdi tudn. .
Khdng nén didu chinh lidu ding nhidu hon mét 18n mdi thang,
Ngung didu trf

Vide didu tri vol MIRCERA théng thuting kéo dai. Tuy nhién, néu
cdn thi€t cb th ngung ding thusc bt ky lic ndo néu cin thidt
Liéu ding bj bé sét

Néu mot lidéu MIRCERA b| bo st nén tiém lal lidu ndy cing som
cang 161 va phdl bit du ding MIRCERA lal theo ddng nhu 56 lin
dung theo quy dink,




