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COMPOSITION - Ench capeuls contains Ribavirin 400mg

INDICATIONS, CONTRA-INDICATIONS, DOSAGE
AND ADMINISTRATION - Recd the baflst inside.

STORAGE - In a dry, cool placs (below 30°C). Protect froe light.
SPECIFIGATION - In-houss
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Ribavirin 400mg
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HUGNG DAN SU DUNG THUGC
Rx
Thudc bdn theo don. NEu can thém théng tin, xin hdi y kién bdc si
Doc ky hudng din s dyng trudc khi ding. D€ xa tdm tay cia tré em.

VIXBARIN 400mg
(Ribavirin 400mg)

THANH PHAN: M3i vién nang cuing chila

Ribavirin 400mg
T4 duge: Avicel, Talc, Magnesi stearat.
DUGC LYC HOC

Ribavirin 12 mgt nucleoside téng hgp c6 c4u triic giong Guanin. Co ché tac dung cla Ribavirin con chua bist ddy do. Thudc c6 tac dyng
Kim virus bing céch can tr tng hgp ARN va AND, cubii ciing 12 e ché t6ng hop protein va sao chép virus.
Phd tac dyng:
Virus ARN:
Tdc dung in vitro: Virus hgp bao ho hép (RSV), nhiéu chiing influenza A va B; virus séi, quai bi, enterovirus 72 (Viém gan A) sbt vang, sot
Lassa, rotavirus. T4c dung trén in vivo: Arbovirus, rhinovirus va rotavirus lai khéng bj ¢ ché.
Virus AND:
Tac dung in vitro: Herpes simplex virus typ 1 va 2; cytomegalovirus & ngudi, vaccinia virus, adenovirus § ngudi. Tuy nhién tdc dyng trén in
vivo cytomegalovirus c6 thé khong nhay cdm.
Virus khang thude:
Poliovirus, Ebolavirus, Margurgvirus, Coxsackie. Tuy nhién vAn chua c6 sy danh gid ddy dd tinh trang phét trién khdng thudc invitro va
invivo cling nhu chua thay ¢6 khang chéo vdi cac thudc khang virus khac.
DUGC BONG HOC
Hap thu: Khi uGng thudc duge h&p thu ngay, néng dg dinh dat dugc trong vong 1-2 gid sau khi ubng. Thudc qua chuyén héa budc ddu. Sinh
kha dyng tuygt ddi 64%. NEuudng cling vdi thitc n, nhat 14 khi c6 nhiéu ddu md, ndng do dinh tang khong 70%.
Ribavirin phan b6 chim vao djch ndo tiy. Khi udng kéo dai( 4-7 tudn) & ngudi bj AIDS hoc ARC, ndng dd thudc & dich ndo xdp xi 70%
ndng d§ thudc & huyét tuong déng thii. Chua bit ribavirin ¢ qua nhau thai khong hoic vao siia me hay khéng. Thubc gdn vao protein rat
it.
Chuy8n héa: Co thé & gan; ribavirin dugc phosphoryl héa trong t& bao thanh monophosphat, diphosphat, tri phosphate.
Khi uSng khodng 7% thuSc dao thdi dudi dang khong ddi trong 24 gio; khodng 10% dao thai dudi dang khong d6i trong 48 givs.
CHi BINH
- Phéi hgp véi interferon alpha - 2b hodc peginterferon alpha - 2b d€ diéu trj viém gan C man tinh & ngui I6n ¢6 bénh gan con bi (chua
suy) chua diéu tri interferon hojc tai lai sau khi diéutrj interferon alpha- 2b. Ribavirin diéutrj don doc khong cé téc dung.
- Dy phong mgt s& ot xudt huyét do virus bao gdm st Lassa, nhiém Hantavirus (St xudt huyét kem hgi ching than, hoi ching phéi do
Hantavirus).
LIEU DUNG VA CACH SU DUNG
- Thubng phGi hgp ribavirin udng véi interferon alpha- 2b 3 trigu don vi tiém dudi da 3 1An/tudn hoic peginterferon alpha- 2b liéy
1,5meg/kg/tudn diéu trj viém gan C man tinh,
D vai ngudi 1an;
+ Can ndng < 65 kg: 800mg/ ngay , chia lam 2 14n (séng va chiéu)
+Can ndng 65- 85 kg: 1000mg/ngay, chia lam 2 14n (400mg budi sing va 600mg budi chiéu)
+Can ndng > 85 kg: 1200mg/ngay, chialam 2 14n (600mg hudi sing va 600mg budi chisu).
Thai gian diéu tri nén kéo dai it nht trong 6 thang.
- Trong truding hgp dy phdng s6t xudt huy&t kem hdi chitng thén va céc dang st xust huyét khac bao gm sot Lassa:
Noubi I6n: liéu ribavirin & ngutsi 16n a 500 - 600mg céch 6 gi/Idn kéo dai trong 7 - 10 ngay.
Tré em: 6 - 9 tudi: USng 400mg cach 6 gid/I4n trong 7 - 10 ngay; 10 tudi trd 1&n: uSing lidu ging ngudsi I6n: it hon 6 tudi: lidu chua xdc
djnh.
CHONG CHi BINH
M&n cdm vdi ribavirin hoic v8i mt trong cdc thanh phén clia thusc.
Phu ni ¢o thai va cho con bu.
Thi€u mdu catim, b&nh tim nZng, bénh tim chua dugc kiém soat hoZc chua 6n dinh trong 6 thdng trd lai.
Tinh trang idm sang ngng, gbm cd cac ngudii b¢nh bi suy thin man hogc cé df thanh thai creatinin< 50mI/phit hodc ngudi bénh dang
phéi lpc mau.
Suy gan ning, X0 gan mat bi.
Thi€u mau, bénh v& Hemoglobin (b&nh héng cdu liém, bénh thi€u mau Bja trung hdi).
C0 tién sir tdm th&n hogc rdi loan tam thdn nging, nhat Ia trdm cdm ning, ¢6 ¥ tuding ty st hodc toan tinh ty sat.
Vigm gan ty min hodc c6 tién si mac bénh ty mikn.
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THAN TRONG
Thén trong khi dung thudc cho ngudi dudi 18 tudi, nhét 1a khi phdi hgp véi interferon-2b vi chua rd tac dyng va an toan clia thudc & Ita tudi
nay.

Phy nif trong [tfa tui sinh dé: phai chdc chdn dang khang mang thai hodc khong co § dinh mang thai trong thoi gian diéu tri va nhiéu
thdng sau thdi gian diéu tri, vi thudc nay c6 tién nang gdy quéi thai,

Khéng nén dung thudc cho ngudi cho van tiép tyc dung ma tay theo dudng tigm

(nguy ca b tai nhim cao) va ngudi bj nghign rugu ndng( nguy cd lAm ting tn thuong gan).

Phdi diing than trong ribavirin ubng & ngudi cd bénh sif rdi loan tdm thdn, dic biét khi bi trém cadm ndng. Khi phdi hgp véi interferon - 2b,
phai chi y phat hign trdm cam.

Trudc khi ding thudc udng, phdi theo ddi thifu mau c6 thé xudt hign , phai xét nghiém mau ( d&m t& bao, cong thiic bach cAu, tifu ciu,
thoigian d6ng mau), lam lgi lam lai vao tudn diBu tri thir 2 va thit 4; sau do dugc [am dinh ky tity theo tinh trang 14m sang.

LAI XE VA VAN HANH MAY MOC

Ribavirin c6 dnh huding d&n kha ning I4i xe hodc vin hanh may méc.

TUONG TAC THUOC

Ribavirin dc ché sy phosphoryl héa clia zidovudin va clia stavudin, sy ¢ ché téc dung I&n nhau invitro nay ciing ¢6 thé 1am cho s§ lugng
HIV trong mau tang. C4n theo d&i ndng d§ ARN cila HIV trong mau ngudi bénh. Ribavirin ¢6 thé 1am ting cdc dén xudt phosphoryl héa
clia cdc nucleoside thudc typ purin

( didanosin, abacavir) nén c6 thé 1am tang nguy cd bi nhidm acid lactic do c4c thuc nay gay ra. Tac dung ny c6 thé kéo gau do thdsi gian
ban thai ca ribavirin dai

Ribavirin k&t hgp v&i amphotericin: Lam ting ADR, ting doc tinh trén mau.

Ribavirin két hop véi didanosin: Lam tang ADR didanosin trong té bao, ting doc tinh trén ty thé. Khong nén két hgp 2 thudc nay.
Ribavirin k&t hgp vdi Flucytosin, ganciclovir, hydroxyure, pentamidin, pyrimethanin, hojc sulfadiazin, trimetrexat. Lam tang cdc ADR,
tdng ddc tinh trén mau.

Ribavirin k&t hgp véi primaquin: LAm ting ADR.

Ribavirin ket hgp vdi stavudin: Lam tang ADR, ting ddc tinh trén ty thé. Khdng nén ket hgp 2 thudc nay.

Ribavirin k&t hgp véi zidovudin: Ribavirin iic ché sy phosphoryl héa clia zidovudin d€ thanh dang hoat tinh, lam tdng ADR. Khéng nén két
hgp 2 thudc nay.

UBng ribavirin cing vai m@t thubc khang acid c6 chua magnesi, nhom, v silicon [am gidm dién tich dusi dubing cong cla ribavirin,

TAC DYNG KHONG MONG MUON

Téc dyng khdng mong mudin chii y&u xay ra khi phdi hgp ribavirin vdi interferon alpha-2b. Tuy phdi hgp ndy dugc dung nap tot, khodng
19% ngudi chua diéu tr interferon alpha-2b va 6% ngudi 3 dugc didu tri nhung bi tai phét phéi diéu trj biing phdi hgp dé da phai ngiing
diéu tri do tac dyng khdng mong mudn. Nhim ddc huy8t hoc (nhu thigu mau tan huy&t) 12 mot trong nhiing tic dyng khdng mong mudn
chinh, khodng 10% ngui didu tri bdng phdi hgp thubc da ¢6 cac tai bign vé tim va ho hdp do thisu méu.

Thudng gdp:

Toan than: nhiic ddu, mét mdi, run, sBt, tridu chimg gi4 cim, nhugc cd, gidm cAn.

Mau: gidm hemoglobin, thi€u mau, gidm bach cdu trung tinh, gidm tifu c4u, sung hach.

Tiguhéa: budn nbn, chén An, titu chdy, dau byng, nén, tao bén, khd miéng, truidng byng, chay mau Igi, viém loét miéng, viem tyy.

Tudn hoan: nhip tim nhanh, ting hoZc ha huy&t ap.

Co - xuang: dau cg, dau khdp, dau co van.

Thén kinh: loan ¢dm, con bc hda, I 1An, tang cdm gidc, chong mit.

Tam thén: trdm cdm, d& bj kich thich, lo 4u, m&t ng, gidm t4p trung, d8 xic cm.
Da-16ng: rung t6c, ngdta, da kho, n6i m4n, ndi ban, tang tigt mé hoi.

HO hép: viém hong, viém mii, xoang, ho, khé thd, dau ngyc.

Gidc quan: rfilogn vi gidc va thi gidc, U tai, gidm thinh lyc.

NQi tiét: r6i loan kinh nguygt, thiéu ning hoac cudng ndng giap, gidm ham mudn tinh dyc.
Ngoai ra, con cd thé gdp: dang tri, nhim ndm, nhim virus khéc.

Itgép:

Tam thdn: y tubng ty sat. gl

Hiém gap: PLJOC IC TRUONG
M4u:; thiu mau huy8t tan. o

HO hap: co thit ph& quin (& ngudi co tién s hen, bj hdi chiing théng khi tic nghén diing thubc dang khi d/n v@tﬁ‘f ﬁﬁdu ééftré"h tf‘ér‘i’f[)f/
ndng.

Mit: viem mang tiép hgp.

Thong bao cho théy thudc nhiing tic dyng khéng mong mudn gdp phai khi sir dyng thudc.

QUA LIEU VA XU TRi

Trong mgt thir nghiém Idm sang, m§t ngudi bénh d3 tiém 39 triéu don vj interferon alpha - 211 namng 109 ribavirip

g\ bénh da theo

doi trong 2 ngay va khong thdy c6 tac dyng c6 hai nao trong thdi gian nay. A h 001 f X

V& bénh sinh & ngui, ribavirin tich Ioy trong héng cdu va & lai trong co thé hang nh%ulgiwﬁoac Iau hon

HAN DUNG 36 thang k& tir ngay san xudt. o

BAO QUAN Noi kho, mat (dudi 30°C). Trénh &nh séng. |[ 2(Cop haiaing e
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