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OPEVIRO® 400

Ribavirin
Vién nén bao phim

THANH PHAN: M3 vién nén-bao phim chila:

Hoat chat Ribavirin ...c......lcoooooomoovoo 400 mg.

Td duge: Cellulose i tinh-thé PH 101, povidon K30, crospovidon, silic oxyd dang keo khan, magnesi
stearat, opadry- Il wiite.

MO TA SAN PHAM:

Vién nén dai, bao phim mau tréng, trén mdt mat vién cd in s§ “400".

DUQC LYC HOC:

Ribavirin 1a m@t nucleosid t6ng hgp c6 ciu tric tuong ty guanosin. Cd ché téc dung clia ribavirin con
chua biét ddy di. ThuSc c6 tdc dung khang virus bing cach cin trd tdng hgp ARN va ADN. cudi
clng 1 dc ché tdng hop protein va sao chép virus. Tac dung khang virus clia thufc chii yéu & trong
t& bao nhiém virus nhay cam. \V
DUGC BONG HQC:

Hap thu: thudc dugc hdp thu nhanh va ndng do dinh dat dugc trong vong 1 - 2 Qi0 sau khi ubng.
Sinh khd dung khodng 64% do chuyén héa budc diu. Sau khi udng 600 mg x 2 ldn/ngay, néng do
thudc trung binh trong huyét tuong & trang thdi 6n dinh 1a 2,2 mg/ml. N&u udng thudc cung véi thic
an, nhat 1a khi ¢6 nhiéu ddu md, néng d6 dinh tdng khodng 70%.

Phan b6 uGng mot liéu duy nhat 3mg/kg/liéu, nbng dd dinh trong héng cdu dat duge trong vong 4
ngay, cao hon khodng 100 I4n ndng do thudc trong huy&t tuong cung thai gian (4 ngay), va sau dé
gidm dén v6i nlra doi vao khodng 40 ngay. Ribavirin phan b§ chdm vao dich ndo tly. Khi udng
thuc kéo dai 4-7 tudn & ngudi bi AIDS hoic ARG, néng dj thudc trong dich ndo tly xdp xi 70%
ndng d9 huyét tuong ddng thai. Thudc g4n vio protein huyét tuong rat it.

Chuyén hda: Thudc chuy&n héa & gan; ribavirin dugc phosphoryl héa trong t€ bao thanh mono-, di-,
va tri-phosphat; chét chuy€n héa sau c¢6 hoat tinh; thubc cling dugc chuyén héa thanh 1,2 4-triazol
carboxamid; mgt con dudng thodi gidng phy lién quan d&n thiy phan amid thanh acid tricarboxylic,
khir ribose va phd v vong triazol. Thai gian ban hily thai trif khi ubng khoang 0,5-2 gid. Thdi gian
ban hdy tan clia thudc khi ung (liéu don) 1a 27 - 36 gid, vuon dén trang thdi 6n dinh déu 1a 151
gid.

Thi trir. khodng 7% thuc dao thai dudi dang khdng ddi trong 24 gid, khodng 10% dao thai dudi
dang khdng ddi trong 48 gid. Ribavirin bi loai bd rét it qua loc mau.

CHI DINH:

Phdi hop vdi interferon alpha-2a hojc peginterferon alpha-2a dé diéu tri viém gan C man tinh &
ngudi bgnh xo gan con bl chua diéu trj interferon, hoic ngudi b&nh bj tAi phat sau khi diéu tri
interferon alpha-2a. Ribavirin khdng dugc chi dinh dung don déc.

CACH DUNG - LIEU DUNG:

Dung dudng udng, khdng lién quan dén bifa in. Khdng dugc bé nhd hodc nghién thudc.

Liéu ding:

Viém gan C: (trong phdc d6 két hgp vdi peginterferon alpha-2a hodc interferon alpha-2a):

<55 kg: 400mg x 2 lan/ngay; 55 — 75 kg: 500mg x 2 14n/ngay: >75 kg: 600 mg x 2 1dn/ngay trong
6 dén 12 thang.

Thoi gian diéu trj:

Ngudi b&nh tai phét sau khi da dugc diéu tri interferon alpha-2a: 24 tudn (6 thang).

Hiéu qué va an toan clia phdi hgp ndy chua dugc xic dinh khi diéu trj kéo dai trén 6 thang.
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Ngudi bénh chua diéu trj interferon alpha-2a: 24- 48 tuin (6-12 thdng)

Dén tudn 24, kiém tra xem diéu trj c6 d4p ting khéng bing céch do néng do ARN HCV huyét thanh,
NEu khéng dép ing, ngiing thuc Vi diéu tri thém c6 nhifu kha ndng khdng dat k&t qua.

DOng nhiém HCV va HIV: 400 mg x 2 14n/ngay trong 24 - 48 tudn (6 -12 thang)

Tré dubi 18 tudi:

Viém.gan‘C: (frong phdc d8 k&t hgp vdi peginterferon alpha-2a hojc interferon alpha-2a):

25 ~ 46 kg: 200 mg (budi sang), 200 mg (budi chiéu); 47 - 49 kg: 200 mg (buSi séng), 400 mg
(buBi‘chiéuy; 50— 65 kg: 400 mg x 2 I4n/ ngay (budi sang va bubi chiéu); > 65 kg: lidu ngudi I6n.
CHONG CHI DINH:

Qua man véi thanh phdn clia thude.

Phy nif c6 thai hodc dang cho con ba.

Thi€u méu cd tim, tién sit c6 bénh tim ndng trudc ddy bao gom bénh tim chua dugc kifm soét
hodc chua 8n djnh trong 6 thang trd lai,

Thigu m4u, bénh vé hemoglobin (nhu bénh héng ciu hinh IGi lidm, thigu méu Dia Trung Hii).
Tinh trang 1&m sang nEng, gém ca c4c bénh bj suy th4n man hodc c6 do thanh thdi creatinin
<50 ml/phat hodc ngudi dang phéi loc mau.

Viém gan vdi xo gan méat bi, suy gan ning.

C6 tién st r6i loan tdm thdn hay r6i loan t4m th4n ning, nhat 1A trdm cim ndng, ¢ y tudng ty
sét hodc toan tinh ty sat.

Viém gan ty midn hay c6 tién sit méc bénh ty mién. W/

UU Y VA THAN TRONG:

Thdn trong khi ding thuSc cho ngudi dui 18 tudi, nh&t 1A khi ph6i hop véi interferon alpha-2a vi
chua rd tic dyng va an toan clia thudc & lia tudi nay.

Truée khi dung thubc, phi theo doi thi€u mau c6 thé xust hién, phi xét nghiém méu (d€m t&
bao bach cdu, tifu cdu, thdi gian mdu dong), 1am laj vao tudn diéu trj thir 2 va thit 4; sau dé
dugc lam dinh ky tuy theo tinh trang 1dm sing.

Phyu nif trong Iifa tudi sinh d&: phai chic chin dang kh6ng mang thai hodc khdng c¢6 y dinh
mang thai trong thdi gian diéu trj va nhigu thdng sau thai gian diéu trj vi thudc ndy c6 tiém ndng
gdy qudi thai.

B&nh nhén t6n thuong gan ning hoic xd gan m4t bi.

Phai dung than trong ribavirin udng & ngudi c6 tién si réi loan tam thdn, dic biét khi bj trdm
cam. Khi phdi hgp vdi interferon-2a, phai chi y phét hién trim cam.

Bénh nhén nhi€m virus viém gan C va HIV cdn dugc theo ddi c4n than nhitng d4u hiéu clia
nhi@m doc ty thé va nhidm acid lactic.

RGi loan vé rang va nha chu di dugc bdo cdo va khuy&n cdo nén kiém tra rang miéng thuting
xuyén va vé sinh ring miéng t6t.

Phy nir ¢o thai va cho con bi: Ribavirin dc v6i thai va gdy quédi thai. Khdng dugc dung cho
phy nit mang thai. Trudc khi cho phy nt ding thudc phéi xét nghiém chdc chin khong mang
thai. Phy nit trong do tudi sinh dé phai dung cac bién tranh thai c6 hidu qua trong thoi gian diéu
tri va trong 6 thang sau khi da ngung thuc. Trong thdi gian ndy phéi déu din ki€m tra hang
thdng dé phat hién c6 thai hay khong. N&u ¢6 thai trong thdi gian diéu tri hodc trong vong 6
théng khi ngiing thudc thi phai thdng bdo cho ngudi bénh bit vé nguy co gdy qudi thai clia
thufc. Ngudi chng dugc diéu tri véi ribavirin ciing 4p dung c4c bién phap tranh thai trong thoi
gian diéu trj va trong 6-7 thang sau khi ngung thudc. Chua rd thudc c6 bai tiét qua sita me hay
khdng. DE tranh cc tac dung phu clia thudc 18n tré dang bd, khong dung cho phy ni cho con
bd. N&u dang cho con bd thi phéi thoi khéng cho con bd trudc khi dung thudc.
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- Téc djng cia thuge khi I3i xe va vin hanh mdy mée: Ribavirin khéng hodc cé anh huéng
khdng déng ké vé& kha ndng lai xe va sl dyng mdy méc. Tuy nhién, peginterferon alpha-2a hoic
interferon alpha-2a dugc sl dung trong két hgp vdi ribavirin c6 thé c6 dnh hubng dén kha nang
ldi xe va vdn-hanh mdy méc.

TAC DUNG KHONG: MONG MUON:
Tac dyng khéng mong ' mu6n chil y&u khi phéi hgp ribavirin véi interferon alpha-2a dé diéu tri viem
gan C'man tinh. Tuy ph6i hgp ndy dugc dung nap t6t, khodng 19% ngudi chua diéu trj interferon
alpha-2a va- 6% ngudi da dugc didu tri nhung bj tai phdt phai didu tri bing phéi hgp ribavirin véi
interferon alpha-2a da phéi ngiing diéu tri do tdc dung khéng mong mu6n. Dgc tinh trén mau (nhu
thi€u méu huy8t tan) 12 mot trong nhiing tac dung khong mong mudn chinh va khodng 10% ngubi
diéu tri bng phdi hgp thudc da c6 tai bién vé tim va hd hdp do thi€u méu.

Tdc dyng khdng mong mudn dc bigt do ubng (thuding phdi hop véi interferon alpha-2a):

Thuéng gdp, ADR>1/100:

- Nhic ddu, mét moi, run, s6t, triéu ching gid cim cim, y&u co, gidm c4n. Gidm hemoglobin,
thi€u méau, gidm bach cAu trung tinh, gidm ti€u ciu, sung hach. Budn nén, chdn 4n, tiéu chay,
dau bung, kh6 miéng, tdo bén, trudng byng, chdy méu lgi, viém loét miéng, viém tyy. Nhip tim
nhanh, tdng hodc ha huyét ap. Dau co, dau khdp, dau cd van. Loan cdm, con bdc hda, Ia I4n,
ting cdm gidc, chong mat. Trdm cdm, d& bj kich thich, mat ngd, lo ldng, gidm tap trung, d&

"/ cam xdc. Rung téc, ngifa, da kho, nbi mén, ndi ban, ting tiét mé hoi, viem hong, viém mii,
xoang, ho, dau ngyc. RGi loan vj gidc va thj gidc, U tai, gidm thinh lyc, r8i loan kinh nguyét,
thi€u nang tuyén gidp hay cudng ning gidp, giam ham mun tinh dyc, dang tri, nhifm ndm va
nhiém virus khéc.

it gap, 1/100<ADR<1/1000: W

- Y tubng ty sat, toan tinh ty sat.

Hiém gdp, ADR<1/1000:

- Thi€u méu huyét tén, co thit ph& quan, viem phdi mo k&, viem mang tiép hgp.

Théng bado cho bac s nhiing tic dung khéng mong mudn gip phai khi sir dung thuée.

TUONG TAC THUOC:

- Ribavirin dc ché sy phosphory! héa clia zidovudin va clia stavudin, sy dc ché tic dung lAn nhau
in vitro nay ciling c6 thé lam cho s§ lugng HIV trong méu téng. Cén theo ddi néng d§ ARN clia
HIV trong mdu ngudi bénh. Ribavirin c6 th€ 1am ting cic din xut phosphoryl héa clia cic
nucleosid thubc typ purin (didanosin, abacavir) nén c6 thé Iam ting nguy cd bj nhidm acid lactic
do cdc thudc nay gay ra.

N~ - Ribavirin k&t hgp v6i amphotericin: 1am ting tdc dung phuy, tdng ddc tinh [én mau.

- Ribavirin k&t hgp vdi didanosin: lam ting néng d¢ didanosin trong t& bao, ting dgc tinh lén ty
thé. Khong nén dung k&t hgp hai thudc nay.

- Ribavirin k&t hgp vdi flucytosin, ganciclovir, hydroxyluré, pentamidin, pyrimethanin, hodc
sulfadiazin, trimetraxat. Lam tdng cdc tic dung phy, ting ddc tinh 1&n m4u.

- Ribavirin k&t hgp vdi zidovudin: Ribavirin lam tc ché sy phosphoryl héa clia zidovudin dé thanh
dang cd hoat tinh, lam tdng tac dyng phu. Khong ding két hgp hai thudc nay.

- UBng ribavirin cung v6i mot s§ thuSc trung hoa acid c6 chita magnesi va nhom lam gidm dién
tich dudi dudng cong cba ribavirin.

QUA LIEU VA CACH XU TRi;

Khdng c6 trudng hgp quéd liéu ribavirin dugc bdo cdo trong céc thir nghiém 14m sing. Ha calci huy&t

va ha magnesi huy€t da dugc quan sat thdy cao hon bén Idn lidu t6i da dugc khuyén céo liéu ligng

theo doi & ngudi. Trong nhiéu trudng hop ndy ribavirin d3 dugc tiém tinh mach. Thé tich phan b6
ribavirin I6n, loc mau khdng thé loai bd ribavirin. Khong cé thudc gidi doc dic tri trong trudng hgp
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qué liu ribavirin, thdm tich m4u va thdm phan phic mac khdng c6 hiéu qua trong dibu trj qud lidu
céc thudc ndy.

TRINH BAY:.

HOp 2 vi x5 vién nén bao phim.

HQp 6 vi x 6 vién nén bao phim.

BAO QUAN: § nhigt:dd dudi 30°C, noi kho réo, trénh 4nh séng.

HAN DUNG: 36 thang ké t ngay sin xuft. Khong dung thulc khi qué han sif dyng.
THOI GIAN.XET LAI T8 HUGNG DAN SU DUNG:...

o€ XA TAM TAY TRE EM.
BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG. 174
KHONG DUNG QUA LIEU CHI BINH
NEU cAN THEM THONG TIN, XIN HO1 ¥ KIEN BAC ST

Nha sin xudt:
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