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Tai li¢u théng tin cho cdn bd y t&
Comy thic :M8i vién nang chifa : Ribavirin...400 mg
T4 dugc : PVP, Tinh b6t s&n, Magnesi stearat, Talc.
Trinh bay :
Vi 10 vién, hdp 2 vi, htp 3 vi, hdp 6 vi, va hop 10 vi.
Chai 30 vién, Chai 60 vién, Chai 100 vién, Chai 200 vién, Chai 250 vién va Chai 500 vién
Dugec luc hoc :
Ribavirin 12 mét nucleosid t6ng hgp 6 céu triic giting guanosin. Cd ché tc dung clia
Ribavirin con chua biét ddy di.. Thubc ¢6 tac dung Kim virus bing céch can trd t8ng hop
ARN va ADN, cufi ciing 13 tic ch& t8ng hdp protein va sao chép virus. Tac dung khang virus
clia thubc chl y&u & trong t& bao nhim virus nhay cdm. Ribavirin dugc van chuyén nhanh
vao trong t& bao va nhanh chéng bi enzym t€ bao chuyén déi thanh Ribavirin khif ribose
(deribosylated ribavirin) va phosphoryl héa thanh Ribavirin - 5’- monophosphat, -diphosphat
va — triphosphat. Phosphoryl héa chii y&u xay ra & trong t€ bao nhidm virus, nhung cling c6
& t& bao khong nhiém. Ribavirin triphosphat (RTP) 13 chat dc ché canh tranh manh clia
inosin monophosphat (IMP) dehydrogenase, ARN polymerase clia virus influenza, va ARNm
guanylyl transferase va methyltransferase (cdc enzym sau cin thit cho sy gén thém
guanosin triphosphat vao 5° cudi chép clia ARNm clia virus). T4t cé cac tac dung khéc
nhau dé da lam gidm nhiéu du trif guanosin triphosphat ndi bao va 1am dc ché téng hop
protein va ARN clia virus. Cudi ciing, sao chép virus va lan truyén virus t6i céc t€ bao khac
bi ng3n chdn hoic dc ché manh. Ngodi ra, Ribavirin khdng kich thich sén xuft interferon,
téc dung khéng déng k& dén dap (ing mién dich va khang u (& vat chi).
Duge ddng hoc :
Uing : Thuic duge hép thu ngay, ndng do dinh dat dugc trong vong 1-2 gid sau khi ubng.
Thubc qua chuyén hoa butc d4u. Sinh kha dung tuyét ddi 64%. Sau khi ubng 600mg x 2
14n/ngay, néng dd thubc trung binh trong huy&t tuong & trang thai 6n dinh 12 2,2 mg/ml.
NEu ubng thudc cling véi thidc &n, nhat 12 khi c6 nhiéu ddu m3, néng do dinh ting khodng
70% UBng 1 liéu duy nhat 3 mg/ka/iéu, néng dod dinh trong héng cdu dat dugc trong vong 4
ngay, cao hon khodng 100 14n néng dd thudc trong huyét tuong cling thdi gian (4 ngay), va
sau d6 giam dén véi nia doi vao khodng 40 ngay.Ribavirin phan b8 chadm vao dich néo tly.
Khi ubng kéo dai (4-7 tudn) & ngudi bi AIDS hodc ARC, nfng dd thuic & dich ndo tly x&p xi
70% nbng dé thudc & huyét tuong dbng thdi. Chua bi&t Ribavirin ¢6 qua nhau thai hoc vao
slia me hay khéng. Thudc g&n vao®Protein huyét tuong rét it.
Chuyén hoa : C6 thé & gan; Ribavirin dudc phosphoryl hoa trong t& bao thanh mono-, di-,
va tri-phosphat; ch4t chuyén hoa sau c6 hoat tinh; thubc ciing dugc chuyén hoa thanh 1,2,4-
triazol carboxamid; mét dubng chuyén hoa phu lién quan dé&n thily phan amid thanh acid
tricarboxylic, khii ribose va pha v vong triazol.
Nita ddi tan cung (terminal haif-life) cta thuSc khi tiém finh mach ho3c udng (liéu don) 12
27-36 giv; & trang thai 6n dinh |2 khodng 151 giv.
U8ng : Khoéng 7% thubc dao thai duti dang khéng ddi trong 24 gid; khodng 10% dao thai
dugi dang khong déi trong 48 gid.
Chi dinh :
Nhiém RSV (virus hop bao hd hdp) dudng ho hdp dudi (bao gbm viém tidu phé quan va
viém ph8i) & tré nhé c6 nhifu nguy co (tré d& non, di dang b&m sinh & tim, phéi, suy dinh
duBng, suy gidm mi&n dich ...) va phéi nim bé&nh vién. ;
Cam A hofc cim B, khi diéu tri bt d4u sém (trong vong 24 gid d4u).
M6t s8 sot xudt huyét do virus bao gém s6t Lassa, nhim Hantavirus (S6t huy8t kém theo
hdi chiing than, hoi chiing phdi do Hantavirus) s& xut huyt viing Crimée-Congo.
Phai ph6i hop véi interferon alpha-2b hoc peginterferon alpha-2b d€ diéu tri viém gan C
man tinh & ngudi c6 b&nh gan con bl (chua suy) chua diéu tri interferon ho¥c t4i lai sau khi
diéu tri interferon alpha-2b. Ribavirin diéu tri don ddc khéng c6 tac dung.
Chéing chi dinh :
M&n cdm véi Ribavirin hodic véi mdt trong céc thanh phén clia thudc.
Phu nit mang thai, phu nif dang cho con b .Thi€u méu co tim, bénh tim n&ng, bénh tim
chua dugc kim soat hodc chua 8n dinh trong 6 thang tré lai.
Tinh trang 1dm sang ning, gém cé cac ngudi bénh bj suy thdn man ho3c co dd thanh thai
creatinin < 50 ml/phat hodc ngudi bénh dang phai loc mau.
Suy gan n3ng, xd gan mit bil.
Thigu mau, bénh vé& hemoglobin (b&nh h6ng cdu liém, bénh thi€u mau Dia trung hai).
C6 tién sir tam than hodc r6i loan tAm th4n n&ng, nh4t |2 trdm cdm ning, c6 ¥ tubng tu
sét, Viém gan ty midn ho3c co tién sif mic bénh ty mién.
Khéng diing thuc dang khi dung cho ngudi cao tui.
Li8u lugng va céch dung :
Ty theg trong lugng co thé, VIXZOL dugc chi dinh sif dung 15 mg/kg/ngay chia 1am 3 14n.
Viém gan siéuvi C :
>75 kg : 1200 mg/ngay, chia lam 3 14n (vién nang Ribavirin 400 mg, ngay 3 I4n). Thoi
gian diéu tri 6 thang dén 1 ndm.
< 75 kg : 1000 mg/ngay, chia 2 14n (vién nén Ribavirin 500 mg, ngay 2 I4n). Thdi gian
diéu tri 6 thang dén 1 n3m.
Du phong tai phat Herpes Genitalis : 400 mg, ngay 1 |&n. Thdi gian diéu tri 6 — 12 thang.
Téc dung phu :
Qua dudng udng, tic dung khéng mong muén chii y&u khi ph&i hgp Ribavirin v6i interferon
alpha-2b d& diéu tri viém gan C man tinh. Tuy ph&i hop nay dugc dung nap t6t, khodng
19% ngudi chua diéu tri interferon alpha-2b va 6% ngudi da dugc diéu tri nhung bi tai phat
phai diéu tri bing phéi hgp dé da phai ngung diéu tri do tAc dung khdng mong mudn.
Nhiém doc huy8t hoc (nhu thi€u méu huyét tan) 13 mdt trong nhiing tac dung khéng mong

Théng tin ké toa sédn phdm
mubn chinh va khoéng 10% ngudi diéu tri bAng phéi hgp thubc da co cac tai bién v& tim va ho
hép do thifu mau.

T4c dung khdng mong mu6n d3c biét do dudng o B pRATRRGP vdi interferon alpha-2b):
Thudng g&p ADR> 1/100 Q- '

Toan than: Nhiic d4u, mét méi, run, sb't trigyciing G0 CoAB{Em can.

Méu :Gidm Hemoglobin, thi€u m4u, gidm bgchycAu :‘ 34, sung hach.

Tiéu héa: Bubn ndn, chan #n, fa chdy, dau pugg 6n, tru6ng bung, chay

mau lgi, viém loét miéng, viém tuy Tufin hdans no hodc ha.

Co - xuong: Bau co, dau khdp, dau co van. \ ‘¢ =

Thén kinh: Loan cdm, con bdc hda, 10 14n, 12 At S s
g, d& xic l.ém. G
Da - IOng Rung téc, ngua da kho, néi mén, nbi ba | AL b :
H6 - hép: Viém hong, viém miii, xoang, ho, khé thd, dau nguc.

Gi4c quan: RGi loan vi gidc va thi gic,  tai, gidm thinh lyc. / s

Ni tiét - sinh dyc: R6i loan kinh nguyét, thi€u ning hofc cubng ning gidp, gidm ham mubn
tinh duc.Khéc: Dang trf, nhifm ném, nhidm virus khéc.

it g&p 1/1000 < ADR < 14100 : :

7T4m thén: Y tudng ty sét, toan tinh tu sat. y A
Hiém gp ADR < 1/1000 §
Mau: Thigu mau huyét tan. :
H6 hap: Co thit ph& qudn (& ngudi c6 tién st hen, bi hdi chiing théng khi tic nghén diing
thubc dang khf dung), viém phéi ké ti€n trién n4ng.Mat: Viém mang tiép hop.

Théng béo cho bac sT nhiing tac dung khdng mong T mudn gap phai khi sit dung thubc.

Than trong khi diing :

Thén trong khi diing thuc cho ngudi dudi 18 tudi, nh4t 12 khi phdi hop véi interferon alpha-2b
vl chua r6 tac dung va an toan clia thubc & I tudi nay.

Phu nii trong lia tudi sinh dé: Phai chdc chdn dang khéng mang thai hodc khéng c6 ¥ dinh
mang thai trong thdi gian diéu tri va nhiéu thang sau thoi gian diéu tri, vi thuSc nay co tiém
ndng gay quai thai.

Khéng nén ding thuc cho ngudi van tiép tuc diing ma tiy theo duding tiém (nguy co bi tai
nhi&m cac) va ngudi nghién rugu ndng (nguy co lam ting t6n thuong & gan).

Phéi dung th&n trong Ribavirin ung & ngudi cé bénh st rbi loan tdm than, dic biét khi trdm
cdm nng. Khi phdi hop véi interferon -2b, phdi chti y phat hién trdm cam.

True khi diing thudc ung, phai theo d6i thiéu mau c6 thé xuft hién, phai xét nghiém méu
(d&m 1€ bao, cong thitc bach cAu, tidu cdu, thdi gian mau déng), 1Am lai vao tudn dléu tri thu‘2
va thd 4; sau d6 duge lam dinh ky tiy theo tinh trang 1dm sang.
Diing thubc dusi dang khi dung phai chti y khdng d€ thubc khu€ch N
quanh, phai theo dai xem thuéc c6 bj két tlia trong méy thé. Thufc th(hbng,
liu phap hd trg ho hép va bii dich & tré nhd bi suy hd hdp ning. = 5"*-‘?;\- 5
Tuong téc thudc : ot
Ribavirin tic ch& sy phosphoryl héa clia zidovudin va clia stavudin, sy (ic ch€ tfh")%unp’,
in vitro nay ciing ¢6 th& [am cho s& lugng HIV trong mau ting. C4n thendogﬁ g d a
HIV trong mau ngudi bénh. Ribavirin c6 thé 1am ting cdc din xust ‘
necleosid thudc typ purin (didanosin, abacavir) nén c6 thé lam ting uguy C(ﬂit'nhl acid lactic
do cac thuSc nay gdy ra. T4c dung nay cé thé kéo dai do thdi gian niﬁ gbl ctia B
Ribavirin k&t hgp véi amphotericin : Lam ting ADR, ting ddc tinh
Ribavirin k&t hgp véi didanosin : Lam ting néng dé didanosin trong t& bao, tﬁng doc tinh Ién ty
thé. Khong nén k&t hop hai thubc nay.

Ribavirin k&t hop véi flucytosin, ganciclovir, hydroxyure, pentamidin, pyrimethanin, hodc .
sulfadiazin, trimetrexat. Lam tdng cac ADR, tdng ddc tinh trén mau.

Ribavirin k&t hop véi primaquin : Lam ting ADR

Ribavirin k&t hgp véi stavudin : Lam ting ADR, ting doc tinh 18n ty thé. Khong nén diing két
hgp hai thubc nay

Ribavirin k&t hop v6i zidovudin : Ribavirin (¢ ché sy phosphoryl clia zidovudin dé thanh dang c6
hoat tinh, 1am ting ADR. Khéng két hop hai thufc nay

UBng ribavirin cling v6i mot thudc khang acid c6 chiia magnesi
dién tich dudi dubng cong clia ribavirin.
Phu nii ¢6 thai va cho con bl :
Thoi ky mang thai :

Ribavirin ddc v6i thai va gay quai thai. Khdng dugc ding cho phy ni mang thai. Truéc khi cho phy ni
ding thuc phéi xét nghiém chic chdn khong mang thai. Phy ni trong dd tudi sinh d& phai ding cic
bién phép tranh thai co hiéu qua trong thoi gian diu tri va trong 6 thang sau khi da ngung thudc.
Trong thi gian nay phai déu dn kiém tra hang thang d€ phat hién co thai hay khdng. N&u cé thai
trong thdi gian diéu tri ho4c trong vong 6 thdng sau khi ngung thudc thi phéi théng béo cho ngudi
bénh biét v& nguy co gy qudi thai clia thudc.

Ngudi chéng duge diéu trj bdng Ribavirin cling phai &p dung céc bién phép tranh thai trong thdi gian
diBu tri va trong 6-7 thdng sau khi ngung thudc.

Nhan vién y t& mang thai hodc co thé mang thai, néu ti€p xic véi ngm‘u bénh dugc auéu trj bing
Ribavirin qua mit na hodc 1éu oxygen cAn phai chi y va c6 cich dé tranh hit phdi Ribavirin. N&u cdn
thigt thi phai tam chuyén cong viéc ;

Thai ky cho con ba :

Chua rd thudc co dudc bai ti€t vao siia hay khéng. DE tranh tac dung phu clia thudc 1&n tré dang b,

khdng ding cho phu nif cho con bii. Né ang cho oian bu thl hai thdi khdng cho bl khi bt ddu
ding thuc nay ch eo ddn cla thay thu
Dé Xa Tdm Tay Tré Em
Poc Ky Hung DAn Si Dung Truéc Khi Ding
N&u Cédn Them Thong Tin, Xin Hai ¥ Kign Bac si  Trang 2




