For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only

" Erythropoietin Injection BP 2000 IU
ReliPorex 2000 IU
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ReliPorex® 2000 U (Thubc tidm Erythropoletin ngudi ti 18 hop)
Dung djch tidm durdrt da, tidm tinh mach
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Erythropoletin 1 mot glycoprotein, kich thich sdn xubt hdng chu. N6 Ao te ra rang than va kich thich sy phan chia va bidt n6a nguyéin hng cdu trong ty xarong. Emnr.onclgmmwmbnvp@ﬂ-‘mpown
aifa), gdm 18! id g ngh& DNA t4itd hop, ¢ ciing g phén tir 30, xut b che
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ReliPorex® 2000 TU ( i  hop ngurér) 14 mof a Khés A an chira hoat cht Alph:
(a) ReliPorex® 2000 IU
Hoat chét:
Erythropoietin nguéri tai t hop 2000 1U
Té duve:
Poly di 2H,0, p 12H,0, Sodium clofid, nuréc c4t pha tiém
Durgre 1 hoc tién iam sang:
ap @8 duge tién hanh db danh gia 0 jetin (ReliPores® 2000 TU) & chudt nhét Swiss albino theo yéu chu clia Durgc didn Chau Au. S8 hdng cu ket dugc durgc phin
Ang rdyngng hé Phén tich ndy cho thiy ring ReliPorex® 2000 TU va A g nhau vé tnh i a5 e b
Nhirng nghién ciru dée tinh:

INhirng nghién ciru 89c tinh duerc tién hanh & chudt cbng v chudt nhit bAng cach dung ReliPovexr 2000 U tidm tinh mach va tiém dudi da lidu dom 3000 IU/kg. Khéng 6 tir vong hoac bt thung nao vé
Kkham nghiém co quan & ¢4 hai loai. Nhirg nghién ciru déc tinh tiém dudi da lidu 1p Iai & chudt nhét va chudt céng lidu 30, 300, 3000 IU/kg durge dung trong ther gian 28 ngay bAng tiém dudi da vatidm tinh mach.
& kham md 4 Khéing o6 sy bl thudng nao duge phat hign trong bét tham sé no trong c&

Nhimng con vat ndy duoc kham nghiém sy thay dbi thé trong, tiéu thu thirc &n, huyét hoe, q g
hmm mew 2000 TU dugre dung nap 16t & ibu thép, trung binh, va cao trong nhing nghién oiru ndy. ReliPorex® 2000 IU duge danh gid kich ing tai chd va gay dj img bang cach tidn hanh xét
A = i 1 v khéng 66 bang ch ;
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Durgre Iy hoe ldm sang:
B§nh nhén suy thin man:

san xudtndi sinh in binh thudmg di Bu hda bdi mir héamd. Sy gl &mb éu mal &g 14m tAng san xuAt erythropoietin, dén Ut né lgi kich thich sinh hdng cau. & nhirng d&i
& i -:?u..g,hdm' huyb g thay dbitir 0.01 -ooaurvamngaln 100- 3én 1000-14n trong chirng gidm oxy & mé va thiéu mau. Nguoo lgi & nhng bénh nhdn suy than min (CAF),
i 84n xuét erythropoietin bj t5n thirang, vA sy suy giam erythrapaietin ndy 1 nguyén nhn chii yéu cia sy thibu méu. Erythropoietin kich thich su tao hdng cAu & bgnh nhan CRF thiéu méu, ké ca bénh nhan thim
phéin va khéng thAm phan thuremg xuyen. Bang ching ¢hu tién cia sy dap ing vn idu erythropoletin dung ba 1An mot tudn 14 s tﬁng s8 héng cAu luoi trong véng 10 ngay, tip theo Ia ting s6 hdng cdu

rtugn‘ Sau khi hematocrit dat dén déy ndng 40 dé "P"‘ (30% - 36%) ndng 5 ny co thi ‘kénl dai bang méu‘m ellymropnislin khi khéng co suy giam sAt va bénh
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hemoglobin, va hemalocrit, thurérng trong vong 2 - 6 :
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é \g thir c6 thé lién quan dé 3 & g i tang itva giam A & 4ng diu didutrj (thang 2va 3), & nhing
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Dap ing vai & nhang bénh nhan nhidm HIV tiy ham lugng in huyé 8l sinh. Bénh nhan c6 ham lugng erythropoietin huyét thanh ndi sinh s500 mU/mL, va nhing bénh
han nhan lid ma/tudin, ¢ thé dap ing véi did c6 ham jietin huyét thanh ngi sinh > 500 mU/mL hinh nhu r dutrj
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Erythropoietin tiém finh mgch duge thai trir & mét te 80 nhAt quan véi ddng hoc hing dAu v thivi gian ban thai tir khodng 4 - 13 gir & nhrng bénh nhan ngudr lon vé Iré em bj CAF. Trong déy lidu didu trj, ham
dug in huyét luong dugc duy Iri trong it nhat 24 gi. S‘au khi tidm duf:l da, erythropoietin cho nhiing bénh nhén CRF, ham Iuar:p huyBttrong dinh dat duerc trong vong 5-24 gitr
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B4nh nhén truréng thAnh thim phan:
da ié é in. Trong ba nghién oir A, lidutrung 4n thiét o ittir30% -

36% khodng 75 U/kg ba lan mét tudn,
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da ghién ciru trong {1 g bénh nhin AIDS thidu méau < 30%) did Bng theri b taa ra mot sb tich Iy trung
g ol An trén md khodng 40% sovoi gid duge, Trong mnghién cu nhén mé trong 0, cAc bénh nhén dap img voi nhu cAu lruyén méu gidm va
9 truys g
oy v 2 &n dén 300 Ufkg baAn mat tudn,
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, z A (ru 48} chimg gi durge, mis bénh nhén ung thur thidu mAu. Trong nhém nay, bénh nhéin duge dibu tri bAng phéac d8 héa tr khong ¢6 cisplatin va
p 2.t C6 Cisp Nhitng bénh nhé ngAu nhién dé ding jetin 150 Ufkg hoge gid d tiém dui da ba lAn mot tudin trong 12 twAn. Bibu tri erythropoietin kém theo dép (ng
b nghia thdng ké kom hom (p<0.008) S0 voi acaib gié duge. Nhr An phiu tr didu tri da dugc nghién ciru trong mot nghién ciru dbi chirng gid
dirgre, md bénh k& hoach dal phiu, y hang hodo dhu gc dyrkién edn han 2 donvi 6 ¢ 13ng mubd giavao lchuonnlrlnhhlgén
bngloal, TAtc3 cac dbu ding thubc ub (ra s&t v warfari thdp. g eryt ietis U/kglam gia  nghiathéng ké (p = 0.024) nguy co truyn mAu di sinh bing
Iy g
Chi djnh va céch ding:
Loy ok B b % ctham pl & phic mac va Amphén duec chi dinh didu trj thidu mau di kém véi suy than méan, ké
¢4 bénh nhén thAm phan va bénh nhin kp..sngmimpnaﬂs ropoietin dugre chi dinh dé 1am ting hoge duy tri mirc 16 bao mau (nhu due x4c dinh bAng céch d hodic va a8 1am
m nhuch Y han nay. Didu tri thi u mau & bénh nhan ung thir durgc héa trl; Erythropoietin duerc chi dinh didu trj thibu mau & nhirng bénh nhan ung thur dc tinh khéng dang iy frong 46

g lyén mau
thibu méau 14 dothe dyng cia héa trj ding ddng thor.
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Erythropoletin duge chl diah dibu tr thiéu méu lién quan abn aibu tri bfng zidovudine & nhong bénh r:nAn nhigm HIV. Erythropoletin durge chi dinh a8 1am tang hoac duy trl mirc 1 bao mdu (nhu dugc dugc xac

Lam giam truyd | sinh an pi
Erythropoletin dure chl dinh 0 @idu trl bénh nhan thiéu méu (hemoglabin > 1013 g/dL) dugre 16n lich phau thudt chon ge, knéng phdi im mach aé lam giam nhu cAu truyén méu di sinh. Erythropoletin duge chi
(o banh nhi A trudre phu d dn mé 4 o héng chldinh cho nhirmg thibu mau mudn hidn mau ddng loal. DY videsir dung
e a > phéng i
Chéng chi djnh:
1.Cao huyt &p khng kibm sodt dugc i
2. DabISt A A v 114 ovBleove

3, Da bibt qua man vl Albumin (Ngur)
Bénh nhan da c6 tibn tribn ching bét sén hdng chu don thubn (PRCA) sau khi dibu I bhing cdc ché phim chira erythropaietin. (xem thém muc Than rong va cnh bao dac bidt sir dyng thube va myc Tac dyng

Kkhdng mong mubn).

Cinhbéo:
Té ét khdl vir tir sud
DAgep tir sul i b ¢ dich 1 42% (1 su 30% ({1 sudt 20%))]
Nhirng b#nh nhin suy thin man:
yé bp hnhdn oo huyblép kndng kibm sodl dugok in di huydt ap phil duookidm sodt thoa dang 8t dAu didu tr, Trong pha dAu didutr khi hematocrt ting
] y8tap. DA gap bonh nao huydt ép 8 RF didu tri bling erythropoletin
Dong kinh: D gap 80ng kinh & nhimg bénh nhiin CAF tham g gnghién o i Non glam i 8 PN it a2tuln
yihrop g g bAtky

Tite dyng huybt kndi: Trong khi thém phin, bdnh nhi dibu tri bAng qe p 1) huyét khdi do chay
Ching bist sén héng ohu dom thubn (PRCA) lign quan d6n vide sir dung cic erythiopoletin dg dugo ght than vor 1 19 rt hidm 109 PRCA xiby ra chil ydu tréin bdnh nhin mic bénh than man tinh s um
erythiopoletin uuﬁ‘ng tibm dudn d‘n Hi chimg ;-ay duge mb 1 bt hibn rong maY gidm dot ngat higu aud cia thube, tinh trang thidu mau trdm trong thém, gidm hemaoglabin (1-2g/dl hade 0,621,256 mmald
thang), A p(< ) v sy 06 mat khaing thé tung hoa khng grythropoletin

Chn iheo 061 chit ché dip (mg eda bdnh nhiin treng qud trinh dibu 1r|. Néu hiéu qué b gidm hode mé; 4ot ngd!, Unh trang thiu méu trdm trong thém, chn danh gid o 0 th gdy hi
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Bame nudl con bi:
Khdng o ¥ kg, Vi nhidu thub " . - s
Nhimg bénh nhan suy thin man
L A An thiy f Am trahuydt i s

Huyét hoe: Pha o6 di tho guan b xéc dinh dap img clia mbt bnh nhiin dép (mg véi lidu erythrapoietin trée khi didu chinh lidu vi thivi gian cAn thib a tao héng chu va thev glan ban thal cia hdng cAu, nén phal
cAn2-6 twiin 4 didu chinh idu (b4t dhu, 1ang, gidm, h v y a8 i
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Ankidng: Kn g va banh nhi Aytang aché bng, 1A tuhinthi b b d dn kib Ang. Dac bigt, khdng thdy chirg tang
&bnhnhain suy thin man
Quan Iy sy mm phin: Dibu r| bing mwwn Am tang hematocrit va gidm thé tich nuyéa trang, ¢6 thé anh hirdng dén higu sudt thdm phan. Trang khi thAm phan loc méu, bdnh nhan didu trf bAng
Chire ni “i"‘. Aol o Am 10 ahy A hal, An bA, g e n.’_n.‘ 4 th 1A A At AAu tha, A
Céctéc dung bt igi: " R
Enythropoietin thrémg duoe dung nap 16t CAc tc dung bAt ipi da gap thurdmg 14 di chimg clia bgnh khéing phmdndlbuv!urymmpulslln Céc thc dung bét loi 3& gap & hon 5% bénh nhan dibu irj erythropoietin
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Técdung didu h‘lulamy\ln'upmmm phy mue-cm !\Gu ruynhdéﬂ uén c _r;un:maanvukg tubn ba| An khdna cho két qua 1t hon, Lidu 4i da an toan chua d s . Ding thém sdt hogc L -
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Tiém finh mach: Lidu ban a4 dingla kg, tuAn baldn. CA & 61 “:: 4%. Néusaus
tulin didu tri ma &y vin Lhéprum mirc n!naauhleén phai téing libu. Hemalocrit khang duga thing cao hon 36%. GAn tinh todn libu theo ting ngudi b&nh; lidu duytri la tir
IZSGGnEZSvavkg mhnh.lSn i kg, tuinbalhn cnngmongmukélquﬁ:ﬂmm\ Lidu diing 8 didu trj thidu méu & nguei bénh mic
u:ﬂnnum-%nbgw doan cuila i 3 don vilkg/liu dén 500 dom virkg/ibu, tubn ba An; bit By ver I dp rbi ép Lidu c6 thé tang g4p hai lan lidu trrée va céch nhau 1o 1
aén2
Tiém duéi da: duoc ding ver lid huto 50 ifkg. tubn ba l4n. G 13 Khi t mire 30% 161 36% hay tang rén 4% trong vcmg 2whn. canphal
taing Biu néu sau 8 tudn didu trf ma hematocrit khng tang ¥ 1 He lAnnphu Aol ng kg, tuln

quath oh » i Bithara khéng nd 1A, trir hi c6 chi dl P 5 ahn 52% kb s h v

& hép thu ti hon). Lidu tidm duéi da & duylﬂ nbng do hamoglnbin&m{mﬂ 4 dén wgidecumamzaon dgn 6720 dom vi mb tuAn; 80 V& B350 An 20300 dam vi mdi tun khi tibm

tinhmach.
Erythropoietin c6 thé tiém durér da hogc tiém tinh mach; nén ding dl.rémg tinh mach & ngui bdnh phai thdm phéin, Tiém dudi da phal mAt nhidu ngAy hon a8 dat i néng d hemoglabin cAn dat so vési tiém tinh |

e A eltal 7 tudnmotidn; 18 akn33%
mmwan dungemé Lidy uungnm ddu a 150mm v[fky tigm dumua_nmamn néy hematocritting 18n dén mirc 35%, giam libu tirng nnnzs don vika/libuva ngung diing thubc nbu hemalocrit dat t6i mae
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0t tudin, u & % 6n 10théng, t 9
abn 30%. Hogc c6 thé ding ibu tir 60 ﬂén 120 don vifkg, tiém duréi da mét tudn hai tn, Lidu tibp sau 86 phai dya theo ae'p (g hemogiabin. Lidu chn'unng dd duy tri ndng ¢ hemoglobin & mire i 11 dén 11,5
g/deciltla i 12,5 dén 50 dom vikg,3 1

g da (22%) g4p 7 1An duemg li 3dbn 4 ng dui da, thubc vBn cdn trong huyét thanh

4 disihd

Libu ban dhu duge khuybn ding g8 dibu trf thidu méau cho nwm banh nhidm HIV diu tri bling zidovudin 14 100 dam vi/kg tiém tinh mach hodic dws da, 3 1An/tudn trong 8 tubn. Néu sau 8 wAn ma két qua
ar‘nw”ua tang thém tir 50 dén 100 don vi cho mbi kg
3 ian/ngay.
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s b phiu thudt
Nﬂ_ :"pﬁ b aibu méu (F sl Imoctn|3waacull)cmhnh4phlumualcnwlvc(kmngpmnlm au) nhdm gidm nhu cA &n mau d| gen; hode
o 6ng it méu nhibu cAn phé y . trong, vAsaup tibm durdi da 10 ngay 8, vAo hom mdva 4 ngay sau phdu
thust Mot A A n 14, vb?nnawmﬂmniumutwnohnmmd CAn phai bé sung sét

> o 1 ch \kg/ngay Kt p P 88U A6 150 dom vifka, G4ch mat ngay) trong 3 dén 10 ngdy, két hop vér folat, cyanocobalamin, udng hodic tiém st
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Pha ché v ding Erythropoletin:
2 . thi lm bidn ché f 6 mAt hoattinh sinh hoe. Ding k thuft vd 9 bc. B phin chua diing hét, khong Qv ch

khéc
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Thubc é
et resr 2000 1U cosb 6 smi fotin nguti 118 hop
Bo quin
B quin (s 29- 89 (36° - 469 F). Khbng lom dbng lenh hode lbe. ok b Bk sk sk " i

§:1nstrng hop tai rha: 08 boy 1 4 dond
Tibu chufn: BP 2018 " i
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