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EPOKINE PREFILLED INIECTION 4000 Ul

TRANHXATAMTAYTREEM
THUOC NAY CHI DUQC BAN THEQ T0A CUA BAC ST
KHONG I)ﬂ)(‘!)bﬂva THUOC QUA HAN SUDUNG
PHAI THONG BAO CHO BAC SINHUNG TAC DUNG KHONG
MONG MUGN KHI DUNG THUOC

EPOKINTE 1 Epostin Al i 8 hop, o tp don HK inoo N Corporation (Hiin Qi) s i, Dy I hormon glycoproeinkih hich sy phchia vi bt b et bl chu dinh binh it g
EPOKINE cb t dyng sinh hoc vi min dich giéng nbu Epoctin i sinh, chiza chud acid amin gideg nhu Fpoetin trung tinh due phin p.

# THANH PHAN

WW| )
njection 4000 Units0 4mL.: Epoctn th 1 hap 4000 U0 Aml.

Vit i Té bio budng trimg chul ti mé Trung Qudc, CHO. i

Vm«w PSVEpIneo

T e

Chit b djnhy Albumin huyé thanh nguoi: 2.5mg/ml

T nhdn trsong lyc: Natn clond, KP

Téc nhin dém: Natr dibydrogen phosphat, ibydrat, EP

Tic nhin dém: Dinatri phosphat, dihydrat, EP

Dung mbi: nudc cit pha tiém, KP

aMOTA
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¥ DUGCLYCHOC
Epokine Prefled Injection 4000 1L/ 4ml 1 cpoctin i ngu . ti 18 o, o o duge s ust b i dod K inno.N Corporaton (Fzn Quie) DX 1 it hormane glycoprocinkichthich s pin chi ¥4
it hod cc € bdo chuyén bi o hong céu & tuy xuomg. Thube e cing tc dung snh bix: vi min dich b nbu epoetin i sinh v o cing ch id v epoctin trung tink duge phin ip,

«DUGC DONGHHOC
Chc nghién cina durge dong hoc trén nguan chiza duge thiét ip.

u CHi DINH

|.Mmmhmuwmmﬂ1‘mlmm
EPOKINE duo chi djah trong diéu r thié miu lén quan 6 suy thi man tinh, bao gorm bénh nbin ding thim tich vi bnh nhin khng ding thim tih.
EPOKINE dugc chidinh dé lim ting hay duy tl mirc hémg chu vi giam nhu chu trayen méu.

2. Diu tr thiéu méu & bénh nhin ung thur ding hoé b iéy

3, EPOKINE duge chi dinh rong viée 1om ting misc hong chu dé cho miu ty thin (autologous blood).
memmmcwmammmmnﬁmawmndvamwpﬁ.mmnmwwmumngumc%mmm&mwmunmaammmw»hm
ohin dy i phiu thut him, phy ni cin tén 4 da i méu hod nam clntrén § don v} mi 3)trwomg bap chicin thé gian ngin trute phi thudt 1y hién mdu).

u LIEULUONG VA CACHSUDING . . . )

D v( bl i mic béah thin man tib, i tén ding duimg tém finh mach cho bk nhin thim tich mi v thm phin phic mac. Trsimg hop kb thé ding dutng tém tinh mach, o6 the ding dimg bém dur
da sau khi d3 cin nhic k¥ lon lch/nguy co.

1. Binh nhdn suy thin man tinh (CRF, Chronic Renal Failure) . . i :

'EPOKINE du: tém finh mach 1 béw ban diu La 50 don vikg troag 1-2 phis, b lin mixtuin. Kbi binh nhin CRF khong ding thim tich o thé dimg thuc ndy boc qua dutmg finh mach, hode duth da. Vi tdng
bhplnﬂmécvhoﬁﬁnghmdhthnhhobﬂﬂﬂnsmlsmvvkginmglhbnymﬂhﬂnN&Mﬂmglcbinﬁngu‘mlg‘dlirlmmdmvwgwlivldﬁngﬁgihnnﬁngzﬁlmmﬂnhDéub@u
1 (A chinh) thiéws v, nng 6 mue téu hemoglobin 1 10g/d) (hematocrt o 30%) Sau khi diéa tf tiéu mdu, ding EPOKINE vGi léu duy t)25-50 don vikg hai hodc ba lin mi tun. Khoing bién d mye
tiéu hemoglobin 1 10-12 g/dl. Bénh ohin o bemaoglobin < 6g/dl trut diu i cinliu duy r cao bam ‘shin c6 hemaglobin > 8g/dl e didu . Libu ding o6 thé diéu chinh theo wdi bnh nhin. Liéu EPOKINE
tinh ra dom v} khong duge qué 200 dom vikg, tin sult khong dinoc tén ba L mét tudn Truge kb bét fodc trong qui trinh it cin xic diah dy tri s cia bénh nhin, néu ci thiet phai cung cip sil cho bénh
mnhmmmm.ﬁcmunmw&nm‘ng.aapmwméwumhaacsimO&mmmmmﬁmmumwmmwdmmma-emmomé.um
dng nhe vA i ac;tuy nhién liéu 70-150 dom vykg trong mit tuin 112,06 khi ndng duy tri hematocrit  mifc 36~387% trong th gan qui 6 thing.

2 Benh nhan ung thi ding ho b licu . o
Lifu EPOKINE ban du khuyén nghi 14 150 dom vikg,tém i da b L itk N sau 8 s di tr, dip img Khog thod ding c6 thé ting léu EPOKINE 16 300 dom vk ba lim i k. Néw EPOKINE
300 don vi’kg khing dép (g thod Gang, rt it khi wing li EPOKINE cao hom € di img. Neéw hematocrit vrgt qud 40%, phi am ngimg, diing EPOKINE: t6 Khi hematocnt xudng 161 36%. Kb dimg EPOKINE
tiép toc phi gidm 25% liéu hodc dmhm'rcI‘hmaédnymmmmémaamqmmﬁéummewnuyywmm;ﬁmgmwwmmmmlmgmzw
ido), chn phi giim liéu dimg ‘Nﬁdmg.béuhnﬂncbnﬁmqmﬂinhry&Ihnhwbhﬂnphanllluangdhnﬁngmmlhhmv(ﬁEPOKm’Emvﬁbénhnhinv&icbmﬁcwommth@M&é
nenrﬁwcepoamacmmmmemm'nnhﬂwmmwmﬁmmmwummmmmmmmwmmwmmmmmum
(Can gim st hematocri i tun it Lin b o ding e phép EPOKINE 6 khi hematocrit s nén i dinh.

3. Bénh nhdn tham gia chuomg trinh cho ma fie thin N . . . ‘
rm@yﬁ.mmt@demm&wmmMgmMnmD«uw:nnm;ngmmma&ymwmmmmxﬂvzme‘wmmmwmbmmm@m
Mzﬁﬂaﬁutﬁunﬁﬁwmdﬂnww%m&m&nmwmw’dynéfgdéhmaghmwhinnlﬁngﬁndmb&ngb’éﬁn&ndw%l&ymviméuﬂpglmmg!obmwninﬁg'umz
n,wm:swwwg,wmm‘nmzsmwmwmymmgwmnqmybgammwqum.dummqa wing 1-3 tudn. BO sung sil: Moi binh nhn phau thuit
diéu irf wh EPOKINE cin dge b ung heym thich hop st (thid, hing ngiy uing 200mg ché phim s rong qud trinh dicu r dé tr gip tao hing clu v i lim sy it de it sat. Cln b sumg; it cing
scm cang i, nhiéu tudn e khi ldy mé

 CHONG CHI DINH
Chibng chi djnh EPOKINE cho cic bénh nhin:
1)Co tién s ting phay cam v6i thudc ndy hoji v61 sin phim kbdc cia Epoctin.
2) Tng hayét dp King hibm ot dupe ,
3) Cé i it gy cdm v sk phan chétir € bao lodi o0 v b v alburmin (ngur)
4) Bt sin hbng Ghu sau khi diu r ¥6i Epoctin ) ;
smenhmw&m&mﬁwm&.mmmmmmmmunsuméphhqunhmmlmwuwmnmmmammmmm.imrnm
khéing mong mubn)

w CANH BAO VA THAN TRONG
Cnh bio:

1) Cho g g vide i 05 EPOKINE & g béch nhiin sy CRE (s thi man tih) c G 10l hemoglobin (beanatocit 4 30%) o binh nhi ung thu o epostin duth 2000l

3) Ko nén ding EPOKINT:  bénk nbdn thiéu miiu do mt s, iam byt chu (hematocylopenia) vb nhoém dfc nhom

3) Chn g st b i c im0 cb by bk s hay e i g . Clin ch i f b the duomg i (i mach 0 b o mie i tmg i béh nhn 80 v vic g

EPOKINE trut kb bit dhu diéu tr) hode dim i theo thin gian ngimg ding. ; J

4) Trong ks inh EPOKINE, ch dih i theo 45 néng 8 hemoglobin hosc bematocrt v e i fc bl b i phdp, tudn 21 ki di 1y ). P B bit i g i ting g ch i mix

hemaglobin rén 12l hay bematocrt sén 36%).Trong trutm; b tang hing chu qui mie, nimg hing EPOKINE holc chuyen sang diu i thich bp :

5)1) himg bénb nhén diéa tr) EPOKINE i cb béo cdo v ting huy 4 hay bénh ndo ting huyet ip,lén quan § nghia v mix hematocrit. Trong tucmg bop ogang di i, c6 thé xdy ra ting bematocrt. Cln g

b ch o huybt ip 0 béah nbin dhdu 1) vin EPOKINE, dic biét  bénh nhdn c6 tién st ting huydt 4p hay b tim mach. Clsdidu chinh lidu ding & nhiing binh nhin c6 tc 4§ ting shank hematocrt (ién 4%

trong m{t thin gian 2 tuln bt ki), do o6 khi ning ting nguy co.

6)Di xdy ra com co gt & bimg b6l s CRE tham a vio thisnghiéem EPOKINE té lim sing, © bénh nbdn dang b thim tich, thn st phat sinh co gift H cao bom trong 90 nghy dh tén i b phip (xiy -

 khodng 2,5% bnh nkin) 50 v6n e thin diém vE sau. Can co gt cling Nmg xky ra v biénh nhi ung thr ding hoa 1 léu. O nbiimg thir nghiem m ke o6 851 chimg voh gid oo, com co gt xdy ra & 3,.2%

(N~2/6) bésh phin diéu 1) v0n EPOKINE vi 0 2,0% (N~268) béoh ohin déu 1 v0i gid duge. Com co gidt xdy ra  1.6% (N=163) binh nhn diew t w61 EPOKINE trong boi cinh ving huyet i vi hematocri so

Vi cic gl ) ban dbu. Tuy nhién ci hai bénb i ding EPOKINE i vimg mic béuh thin kinh trung wong, didu iy o the hén quan 1 com co git. V1 o6 ki nling ting nguy o0 con oo gilt troag qud trinh ditu

e, chin gm st chit ché huyét ap vi cic infu chimg thin kinh truc khi ding thudc

7) Nhimg 5 ke byt ks 6 ¢ xdy ra nbur nbéh mdu co tim, nghémach pha, i b mach o hay com thid e cuc . N bbb mach i cin du gidm st ch

§) Vi cb thé xay thng kal) mndu, cdn tng cuomg ko thi dibutn

9) Vi o thé wiy a by i bty miy ong mng thdm tich, cdn gidm st chu dio hakobedn § ming thdm tich

10) Trong trusimg b thidy b, cdn b sung s thich hop dé g gl tao hog chu

n:.ng:wrm:m-smma;mmy&wmmu-umx&mmmuxmwnmmmxmwmmmwmm@wnmuumum
i Y xuomg.

12) Chimg bl s g i dem sl (PRCA) i g 8 vac st g i erythoroposctin d G ghi nhin v I et haém i, PRCA xy m chu yeu tén binb nhin mie binh thin nga tinh sit dyng enythoropasctin

ot e o . s chimg iy o bt i i g bt gokm 8 ot b o e, i g U e ket i, e el (126 Bl 0,60-1.25 memol b thing), 8 homg

g chu hain thip (< 10 000 mwnnuwumuwhwmmm-:‘ﬂmwﬂ e "

Chn theo i chit ché dip img cisa binh phin trong qud trinh dicu i, New hidu qui by g g thabu mdu trdm fryng thém, cdn dinh nhdn khde 00

w;‘:‘:.mnhmMN‘“'“““‘”“mmhu::'::iﬁmﬁmm*mum“‘ mmlmm;;ﬂ,hfﬁ
, chn ngimg ding cpoctin alpha, len ét nghien Khiing the khing crythoruposeem v 1Y U chuytn sang cle erythoropoietin khic do khing thé b :

eryuonopontan Ch o i cic nguyén il ki 0 ¢ ply PRCA vi i dyeg e b pp 1t 1 thich hop Mg A

Thin tryag; Cln thin trong trong viée dlng EPOKINE cho cic bén sl sau :

1) Bk e ing byt th kg s dp by binh ot by i oo it gan ¥ pip EFOKINE)
2) Bl bl cb i st thng gy chen w1 cc ta g

3) Béh nhin c6 tién si phin img dj img vin chc thud

4) Binh nhin aho mis cor tim, nh mis phéh hay vit nghén mach nko

§) Biénh nhin chiy miu o hay ¢ so snh 8 non chiy miu nko.



u Thiln trong trong sir dung:
Kbdng pba lodng bojc ding EPOKINE ding ton v cic dung dich thubec kbic. Kbi ding EPOKINE s thi ich cl tém chim trong tii ian i bom § pit &5 v bénh nhin by i chimg lods cim.

# PHAN UNG KHONG MONG MUON &
1) Sbe: D-mbmmwwuyndodtmgthuu.mﬂwnwly tniéu chimg xudt hin, cn ngim vi chou iéu phip Kkhic thich hop.
2) Tinh myeh: C6 bdo cdo hiém gip ve ting huyetdp, huyét khidi ong I slmnhnthimmlpnmlmm -
3) Binh nio ting buyét 4p: Di cd bo cdo ve nhimg ca bénh o ting qud-mdiumlmymﬂmmmmmmmmnmdmmhnmﬂuﬂnhmmwmhmm
h\mgrmyamulmmmtmgu »quwmh

4) Thenghé o TP IR Y] Nﬁ,mmgxmhmdnmmmﬂdmlmmmmdﬂw

) Da:diobhboch Y .

6) Gan Col}:ngaurﬁxénuyndngi\ST(Amlc inase, Aspartic Tr ALT (Alanipe T ), LDH (lactate Dehyd Lactic Dehydrog ALP (Alanine Phosphatase kiem
va bilirubin toan phin).

gi‘fﬁﬂﬂfﬂ;‘m’mﬁﬁ“ﬁﬁmﬁwE'l‘mﬁﬁWummamcﬂ@mm@mmwm_,w_m Blood Urea
9,2'&,“2‘@“&‘""?3’1.’5‘2“5&.»“”%:““.mwmmmmm, miu o ¢ i, o Jdch, chay mdu mi, phi é nhirc diu, chong mit, six, sét nhe, nhitc dbu, mét mos, dau khop, dau co, ding
Ioﬂt‘m?nmphphmr;dlmwn@lmmchodnymchmEI’OK]NEMMSMP'“LC&Vhﬂmhﬂhmbmdalhtmghylldidlmsmhmhnbmhdmwmmdummmm
ﬁiﬂiﬂ?ﬂﬁﬁmnwmmmkcp.obdo.dmgvmgammwmgnmmmhmhnhmw céc phin (mg bo co & trén 5% bah ohin diu tr i EPOKINE  giai dogn mi bo ki

Phan img B¢nh nhin Bénh nhan diéu trj véi
Phan img dicu trj véi Epoetin gia duge
(N=200) (N=135)
Téng huyét ip 24,0% 18,5%
Nhire diu 16,0% 11,9%
Dau khop 11,0% 5.9%
Buon non 10,5% 8,9%
Phi né 9,0% 10,4%
Mét moi 9,0% 14,1%
Tiéu chdy 8,5% 5,9%
Non mira 8,0% 5,2%
Pau nguc 7,0% 8,8%
Phan {mg da (chd tiém) 7,0% 11,9%
Suy nhugc 7.0% 11,9%
Chéng mat 7,0% 12,6%
Cuyc miu dong 6,8% 2,3%
Nhiimg phn tmg bit lg ding lo ngai & bénh nhin CRF diéu r trong céc cude thi nghién EPOKINE mi kép va o6 d6i chimg v6i gi durye xdy ra 't I¢ bénh nhin sau trong giai doan mis hod cia nghién cin:
Con déng kinh 1,1% 1,1%
e

Tai b:in tim mach‘ (CYA)‘/ 04% 0.6%
C@ thi¢u méu cyc bg thodng qua (T14)”

Nhii méu co tim (MI, M ial Infarction) 0,4% 1,1%
T vong 0% 1,7%

Trong cic nghién cifu vé ¢ bé nhmdungmmmmﬁn,mmmmmgpmﬂmmmmmmmmgmaa—pm ), nhire diu (0,4%), nhip tim chanh (0,31%) budo nénndn iz (0.26%),
huyét khoi (0.25), hot the ngan (0,149%), ting kali-mu (0,11%) va tiw chay (0, 11%), Nbiimg phén img khac durge bdo cdo di xay ra ve t I duti 0,10% cic phin tmg tinh cho mdt bénh nhin trong mét ndm. Cac
phin mg dure: bdo o 1 di xiy ra trong vong nhié i sau khi tiém EPOKINE L hiém thy, nhe vi thodng qua, gom cée triéu chimg kicu cim nhur dau kbap v dau . Trong moi nghién e phio tich cho 11 nay,
i chung viée diing EPOKINE duge dung nap tot, khdng ke ditng theo duimg ndo.

Bcnhnhxnungmlrnit‘mglluumli;u
O nhimg nghién cifu m keép, o6 461 chimg vGi gia duve kmdanulhhang,vmwﬂumgﬂm[3]bcuhnl:anmgﬂw.wcphmmgbahmukpbalmh>]Wnbmhnhnmmmmmhn& véi gid
drge durge it ke dusdn ddy.

Phin img Bénh nhin Bnh nhin diéu

Phin img diéu trj vai Epoetin rj vai gia duge
(N=200) (N=68)
S6t 29% 19%
Tiéuchdy 21% %
Budn non 17% 32%
Nén mira 17% 15%
Phil né 17% 1%
Suy nhuge 13% 16%
Mét moi 13% 15%
Hoi tho ngin 13% 9%
Dj cam (paresthesia) 11% 6%
Nhiém tring dudng ho hip trén 11% 4%
Chéng mit 5% 12%
Pau minh 3% 16%

Tuycﬁmov,sékiwhmlmangynghmhongkegm-abcuhnhmdlwmvaPOKMvannhuhandlﬁlmvm ‘mxw,mllcuvcﬁoaumchmgmmmmmnhmmvm trmhbgnhung
uxunmmenQuallwmuhng}uénmmmﬁkepvﬂmdblAll@nlnnhngmnc\mnw,mgdndcbmhnhan(N-?Z)duocdmumlznsinvmnh\}nghmmntbln?ﬂmwfk&duhwwdoanm
chunngFOK]NEhmmmvmmﬁmhmgmuuénm Dyra trén i ligu so sanh duge vé sor lbannmphmnimbmhnhmdmmvaPOKINEv:bﬂ\hmmdleumvmgmdmm
duhcuim!ldnluvong,bcnhn{mglhemlmcdnphm\hlgbﬂblﬂmlumhﬂ%vzl]'/u.p=015lketq\nlimslngﬂbénhnhmdunmvmE’OlﬂNEvabgnhnhdehmvmg:aduwmngung
nhau. Che di i ki dung trcac mo binh u ding vt va vide do s ting san ca ¢ bio u i i cic m sinh thiet Kim sing dip img vo1 EPOKINE oty I EPOKINE kbéng ting cutmg sy sinh tnrmg
nnakl'mu,dachlgllﬂumxuunmDédanhgiavindtmy,hlendngmnhnhnghunc\mphﬂWIwctmnnpnnhlmrénmmdmchmg.SmkhldnngPClKlNEluwglnchﬂnangmmkhm
‘bicn mvmgdmmcmgunganhnmmwmb&n
GnmgbmsanhongnudnnLhuan(PRCA)saun}ummaugdénnhlmmmmeumbdngaymmpnmﬁmwnhgnvmnlemhmxgap(d/!omm[mnﬂnnm”l‘lmnmgmmhhn&
biét khi sir dung thuoc).

1 TUONG TAC THUOC ) . i

nc)rlmpunnggnmmbauhaugmmaymnmoouymmgmcrhwcNeummgepomalhmgmmvm losparin, nén kiém sodt nbng 49 in trong miu va diéu chih lid cia
losporin neu hematoerit tin;

2]S:rdunngnhneﬂmglhm\mcécdulmohuyélwmé]amlmghwd;mgmthuncnay

«SUDUNG THUOC CHO PHY NU'CO THAI VA CHO CON BU
Chura xic Iip duge tinh an todn ciia EPOKINE ¢ phy nir ¢6 thai va cho con bit. Chi diing EPOKINE trong thén gian mang thai wcmmbnmum]qlmhmmg]jmmmmmwmm

18U DYNG THUOC TRONG NHI KHOA
Chira xic ip dure tinh an todn ciia EPOKINE ¢ tré em.
» SUDYNG THUOC TRONG LAO KHOA
Khi dimg EPOKINE cho ngudn cao tudi, cangmamsaihnuva\mwdungmmwnhﬁngqmﬂwhwa@ nong dj hemoglobin hodc hematocrit.
 ANH HUONG DEN KHA NANG LALXE VA VAN HANH MAY MOC
Khing anh hudng
8 QUA LIEU VA XU TRI
mmmmmmimmvhchmgmmmmmummth&wumymmmmgp Nés iy  ting hbng c 6 the i i dinh tich mé i mach & g

#BAO QUAN
Bio quin: Bao quin & 2- rcmmmmnmmmmmmm B&\Oq\ﬁn07~3°cmsbmbldnuggwhmdau\=kh|sgdcmﬁLuuyTnm;gMpbmhnhinm
thude tai nhi: vAnboywcaniMnglmchcbmhnhmhmwdchbwqumcheptg:‘malph&ﬁmbﬂommmudmgdmukmhnoq\mnnmkhuymmwm s

»HANDING
24 thing ké tir ngay sin xudt

# TRINH BAY
Epokine Prefilled Injection 4000 Units/04ml - Hop 6 xy lanh x 0,4m

SAN XUAT BOI:
o HK inna.N Corporation
Dia chi: 811, Deokpyeong-ro, Mu/,mg -myeon, [cheon-si, Gyeonggi-do, Republic of Korea
Didn thoai- 82-2-6477.0000 Fax: 82-2-6477-0694
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