Tai liéu théng tin cho cén bg y té

Recormon®

Epoetin Beta

THONG TIN KE TOA

1 Mé ta dang thudc
1.1 Nh6m diéu tri/Nhom dugc cha 20/ (9%, /7
Thudc chiia thi€u mau, ATC code: BO3XA /
1.2 Dang thudc
Dung dich thudc tiém (bom tiém dong sén thudc chifa mt liéu don).
1.3 Duding diing thudc '
Tiém du6i da hogc tiém tinh mach
1.4 Thanh ph4n djnh tinh va djnh lugng
Hoat chét: epoetin beta (erythropoietin ngudi, dang tai 16 hgp, dugc san
xuit bing cong ngh@ tai t6 hop DNA & t& bao triing chudt déng Trung.
quéac).
Dung dich thudc tiém trong bom tiém déng sdn thudc:
4.000 IU chifa 33,2 microgram epoetin beta trong 0,3 ml dung dich tiém.
T4 duge: Phenylalanine , benzyl alcohol
2 CAC DAC TINH LAM SANG
2.1 Chi dinh diéu trj

« Diéu trj thi6u mau do suy than man c6 biéu hién trigu chiing & nhitng
banh nhan Ipc thay thé than.
Pidu trj thigu mau do than c6 biéu hién trigu chiting 6 bénh nhan chua
can loc thay thé than.
Phong thiéu mau & tré sinh non c6 can ndng lic sinh tir 7509 t6i
1500g va tudi thai du6i 34 tudn.
Didu tri thifu mau c6 biéu hién trigu chiing & ngudi trubng thanh bj u
4c tinh khong phai & tlly dang dugc diéu tri bdng hoa tri ligu.
Tang sinh lugng méu ty than clia ngudi dang trong thai ky chudn bj
cho mau.
2.2 Liéu lugng va Cach diing
Pidu trj vdi Recormon nén dugc bit ddu bdi cac bac sTco k|nh nghiém
trong céc chi dinh dugc néu trén. Do phan (ng qua man dd dugc ghi
nhan & mot s6 truding hop, liéu ddu tién dugc khuyén céo tiém duGi sy
giam séty té.
Dung dich thu6c tiém trong bam tiém déng san:
Bom tiém déng s&n Recormon c6 thé ding dugc ngay. Khéng bao gid
dugc dung lai bom tiém trong bat ki hoan canh nao; thudc chi dugc dung
cho mt 14n tiém.
Diéu tri bénh nhén thiu méu do suy thdn man
Dung dich c6 thé tiém dudi da hodc tiém finh mach. Trong trudng hgp
tiém tinh mach, cdn tiém dung dich trong vong 2 pht.
@ bénh nhan khong loc mau, dubing tiém dudi da ludn nén dugc uu tién dé
tranh lam v tinh mach ngoai vi.
O bénh nhan suy thdn man tinh, myc dich clia viéc dibu tr 1a dé tang
hemoglobin myc tiéu dat mic 10-12g/dl. Hemoglobin khéng nén vugt
qué 12 g/dl. N&u hemoglobin tang cao han 12 g/dl (1,3 mmol/l) trong 4
tudn, cdn can nhic giam liéu cho phi hgp.
| Giaid Ja i
-Tiém dudi da (t4t c4 c4c dang thudc):
LiBu khdi ddu 12 3 x 20 1U/ kg trong lugng co thé mdi tudn. Cif sau 4 tudn
¢ thé ting liéu 3 x 20 IU/kg cho mot tudn néu hemoglobin tang chua di
(< 0,25 g/dl mdi tudn).
Lifu mdi tudn c6 thé dugc chia ra thanh céc lidu diing hang ngay.
-Tiém tinh mach (chi vdi dang thuéc bt va dung mdi da liéu va dang
bom tiém ddng sdn):
Liéu khéi ddu 12 3 x 40 IU/ kg trong lugng co thé mdi tudn. Sau 4 tudn co
thé tang liéu t6i 80 IU/kg — diing ba Idn mot tudn — va néu cdn thiét tiép tuc
ting thém 20 IWkg ndu cdn, ba 1dn mot tudn, sau mBi thang.
DGi véi ca hai dubng diung, liéu t5i da khong dugc vupt qua 720 Ikg mdi tudn.

2. Giai doan duy tri
P& gili chi s8 hemoglobin myc tidu trong
giam lidu thudc xudng con mot nita so v,
hai tudn t6i bon tudn lai chinh lidu tby {
Trong trudng hgp dung dubing tiém d
tiém mot 14n hoc chia thanh ba I4n ha)
nhan 6n dinh véi liéu mot tudn mot 14n

Vige diéu tr| vdi Recormon théng thudng '-. Ty

thiét co thé dimg bét ky lic nao. Nhiing di ligu vé liéu d|éu tri mot 1dn

moi tudn da dugc thigt 1ap dya trén nhiing nghién ctiu Iam sang co thdi

gian digu tri 24 tudn.

Diéu tri thigu mdu co bi€u hién trigu chiing cho nhilng bénh nhén b/

ung thu ding hda tri ligu:

Dung dich dung dé tiém dudi da; lidu hang tudn co thé tiém mot Idn hodc

chia lam 3 t6i 7 liu don.

Liéu khdi ddu dudc khuy&n cdo la 30.000 IU / tudn (tuong duong véi

khoang 450 IU/kg trong lugng co thé mbi tudn, dya trén mot bénh nhan

¢6 trong lugng trung binh)

Recormon dugc chi dinh néu nhu trj s6 hemoglobin < 11g/dl (6,83

mmol/l). Mic hemoglobin khdng nén vugt qué 13g/dl (8,07 mmol/l)

N&u sau 4 tudn didu tri, tri s6 hemoglobin ting I&n it nhdt 1g/dl (0,62

mmol/l), nén tiép tuc lidu dang ding cho bénh nhan. Néu tri s6

hemoglobin khong tang 18n it nhat 1g/dl (0,62 mmol/l), nén nghi dén

viéc tang liéu hang tudn l&n g&p doi. Néu sau 8 tudn diéu tri, tri sO

hemoglobin khéng ting Ién it nhat 1g/dl (0,62 mmol/l), khé ¢ khé ndng

dap ing va nén ngimg diéu tri. Y

N&n kéo dai diéu tri cho t6i 4 tudn sau khi két thic hoa tri ligu. ' o

Liéu t6i da khong nén vugt qué 60.0001U mbi tudn. ¥

Mot khi da dat dugc myc dich diéu trj cho bénh nhan, nén giam lidu tur

25% dén 50% dé duy tr hemoglobin & mitc da dat dugc. Néu cdn thiét, :
c4n phai gidm thém liéu dé bao dam ring trj s§ hemoglobin khong vuot e

qua 13g/dl. e

Né&u hemoglobin tang trén 2g/dl (1,3 mmol/l) trong 4 tudn, nén giam \I\

25% d&n 50% ligu Recormon. .

Di6u trj dé ting lugng méu ty thin

Dung dich dugc tiém finh mach vao khoang 2 phat hodc tiém dugi da.

Ding Recormon hai ldn/tuén trong 4 tuln. Trong trubng hop hematocrit clia

bénh nhan dii d& cho mau, vi dy hematocrit = 33%, Recormon dupc ding véo PHON
cudi lic cho méu. ITH /3
Trong subt thii gian didu tri, hematocrit khdng dugc vugt qua 48%. &

Lidu dung cdn dugc xac dinh bdi kip mG cho tiing bénh nhan dyatrén A
lugng méau dy tinh sé I8y ra trugc md va lugng hdng cdu dy trit ndi sinh.
Lugng mau cdn phai rit ra phy thudc vao lugng méu dy tinh sé mat hodc
s6 sif dyng ciing nhu qua trinh bo quén médu va thé trang b&nh nhan.
Lugng médu nay phai dugc tinh dii & dam bao tranh truyén méu dj than.
Lugng mau cdn phai riit ra dugc tinh bing don vi ma 1 don vj tinh bing
nomogram tuong duong véi 180ml hdng cdu.

Kha nang cho mau chil yéu phy thudc vao thé tich méu clia bénh nhan
cling nhu hematocrit truéc dung thudc. C& hai bién s8 nay quyét dinh
lugng hdng cdu dy trl ndi sinh va co thé dugc tinh theo cong thifc sau:

by
==

Thé tich méau [ml] x (Hematocrit - 33)
100 - _ .

Lugng héng ciu
dy trit ndi sinh =

Phu nii:

Thé tich mau [ml] = 41[ml/kg] x trong lugng co thé [kg] + 1200 [ml]
Dan béng:

Thé tich mau [ml] = 44[ml/kg] x trong lugng ca thé[kg] + 1600 [ml]
(Trong lugng cathé 45kg)

LiBu dung mdi 1dn dugc xac dinh nhu trén duge dung 2 Ian /tudn va trong 4
tudn. LiBu t6i da khdng dupc vugt qua 16001U/kg trong lupng co thé /tudn khi
tiém finh mach hoac 12001U/kg trong lugng co thé/tudn khi tiém duti da.



