RXTHuéc BAN THEO BON
Doc ky huwéng déan sir dung trwée khi ding
Néu cdn thém thong tin xin hoi y kién thdy thuoc
Chi dung thudc nay theo sw ké don cua thdy thuoc

RAZIRAX

THUOC POC
(Vién nén bao phim Ribavirin 500 mg)

THANH PHAN:

MB&i vién nén bao phim chira:

Ribavirin ...................... 500 mg

Ta dwoc: Cellulose vi tinh thé, lactose monohydrat, povidon, magnesi stearat, croscarmellose
natri, silicon dioxyd, hydroxypropylmethylcellulose, titan dioxyd, talc, polyethylen glycol
6000 ... vira du 1 vién.

PAC TiNH DUQC LUC HQC:

Ribavirin 1a mét nucleosid téng hop c¢6 ciu trac gibng guanosin. Co ché tic dung cua ribavirin
con chua biét ddy du. Thude cé tac dung kim virus bang cach can tré tng hop ARN va ADN,
cubi cung 1a e ché tdng hop protein va sao chép virus. Tac dung khang virus cua thudc chu yéu
& trong t& bao nhiém virus nhay cam. Ribavirin dugc van chuyén nhanh vao trong té bao va
nhanh chéng bi enzym té bao chuyén ddi thanh ribavirin khir ribose (deribosylated ribavirin) va
phosphoryl hoéa thanh ribavirin-5'-monophosphat, -diphosphat va -triphosphat. Phosphoryl hoa
chu yéu xay ra & trong té bao nhiém virus, nhung ciing c¢6 & té bao khoéng nhiém. Ribavirin
triphosphat (RTP) 1a chat Gc ché canh tranh manh cua inosin monophosphat (IMP)
dehydrogenase, ARN polymerase cua virus influenza va mARN guanylyl transferase va
methyltransferase (cac enzym sau can thiét cho sy gin thém guanosin triphosphat vao 5' cubi
chop cia mARN cua virus). Tét ca cac tac dung khac nhau d6 da lam giam nhiéu du trir guanosin
triphosphat noi bao va lam e ché tong hop protein va ARN cua virus. Cudi cung, sao chép virus
va lan truyén virus toi cac té bao khac bi ngan chin hoic @c ché manh.

Ngodi ra, ribavirin khong kich thich san xuét interferon, tac dung khong dang ké dén dép tng
mién dich va khang u (& vat chi).

PAC TiNH DUQC PONG HOQC:

Hap thu:

Thudc duoc hap thu ngay, ndng do dinh dat duoc trong vong 1 - 2 gi¢ sau khi uéng Thuéc qua
chuyen héa budc dau. Sinh kha dung tuyét ddi 64%. Sau khi udng 600 mg x 2 lan/ ngay, ndong do
thude trung binh trong huyet tuong ¢ trang thai 6 on dinh 1a 2.2 mg/ mL. Néu udng cung véi thic
an, nhat 1 khi c6 nhiéu ddu md, ndng d6 dinh ting khoang 70%.

Phdn bé:

Ubng 1 liéu duy nhét 3 mg/ kg/ liéu, ndng d6 dinh trong hong cau dat dugc trong vong 4 ngay,
cao hon khoang 100 1an ndng d6 thudc trong huyét twong cung thoi gian (4 ngdy), va sau do
giam dan voi nira doi vao khoang 40 ngay.

Ribavirin phan bd cham vao dich ndo tuy. Khi uong keo dai (4 -7 tuan) 0 nguoi bi AIDS hoac
ARC, ndng d6 thudc ¢ dich ndo tiry xdp xi 70% nong do thudc & huyet tuong ddng thoi. Chua
biét ribavirin c6 qua nhau thai hodc vao sita me hay khong. Thubc gian vao protein huyét trong
rat it.

Chuyén héa:

C6 thé & gan, ribavirin duoc phosphoryl hoa trong té bao thanh mono-, di- va tri-phosphat; Chét
chuyén héa sau c6 hoat tinh; Thudc cling duogc chuyén héa thanh 1,2,4-triazol carboxamid; Mot
duong chuyén héa phu lién quan dén thuy phin amid thanh acid tricarboxylic, khir ribose
(deribosylation) va phé v& vong triazol.
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Nitra doi phan b cta thude khi tiém tinh mach khoang 0,2 gid.

Ntra doi thai trir khi hit 12 9,5 gid, khi tiém tinh mach hodc udng (1 liéu) 13 0,5 - 2 gio, trong
hong cau 1a 40 ngay.

Ntra doi tn cung (terminal half-life) cua thudce khi tiém tinh mach hodc udng (liéu don) 14 27 -
36 gio; O trang thai 6n dinh 1a khoang 151 gio.

Thai true:

Khoang 7% thudc dao thai dudi dang khong doi trong 24 gio; Khoang 10% dao thai dudi dang
khong dbi trong 48 gio.

Théam tach: Ribavirin bi loai bo rat it qua loc mau.

CHI DINH:

Phéi hop vai peginterferon alpha-2a dé diéu tri viém gan C man tinh & ngudi c6 bénh gan con bu
(chua suy) chua diéu tri interferon hodc tai lai sau diéu tri interferon alpha-2a. Ribavirin diéu tri
don doc khong c6 tac dung.

LIEU DUNG - CACH DUNG:

Dung theo dudng udng, ngay 2 lan, ding gid va khong quan tim dén bita an.

Viéem gan C man tinh:

Phéi hop ribavirin uéng véi peginterferon alpha-2a. Thoi gian diéu tri phu thudc vao ciu triic di
truyén cia virus.

Genotip 1, 4: 500 mg x 2 1an/ ngay x 48 tuan (cho ngudi < 75 kg).

CHONG CHI PINH:

Bénh nhin mén cam ribavirin hodc véi bat ky thanh phan nao cua thudc.

Phu nit mang thai.

Phu nir dang cho con bu.

Thiéu mau co tim, bénh tim ning, bénh tim chua duoc kiém sodt hoic chwa 6n dinh trong 6
thang trd lai.

Tinh trang 1am sang ndng, gém ca cdc bénh nhan bi suy than man hoac c6 dg thanh thai creatinin
< 50 mL/ phit hoac bénh nhan dang phai loc mau.

Suy gan ning, xo gan mat bil.

Thiéu mdu, bénh vé hemoglobin (bénh hong cau liém, bénh thiéu mau Dia Trung Hai).

C6 tién st tAm than hodc rdi loan tAm than nang, nhét 13 trdm cam nang, ¢ y tuong tu sit hodc
toan tinh tu sat.

Viém gan tu mién hodc c6 tién sir mac bénh ty mién.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Than trong khi diing thudc cho ngudi dudi 18 tudi, nhat 1a khi phdi hop véi interferon alfa-2b vi
chua rd tac dung va an toan cua thudc & ltra tudi nay.

Phu nit trong lra tudi sinh dé: Phai chic chin dang khéng mang thai hoac khong c6 y dinh mang
thai trong thoi gian diéu tri va nhiu thing sau thoi gian diéu tri, vi thudc ndy c6 tiém ning gay
quéi thai.

Khong nén dung thudc cho ngudi van tiép tuc ding ma tay theo duong ti€m (nguy co bi tai
nhiém cao) va ngudi nghién rugu ‘nang (nguy co lam tang ton thuong ¢ gan).

Phai dung thén trong ribavirin ubng & ngudi c6 bénh sir rdi loan tam than, dac biét khi bi trim
cam nang. Khi phbi hop véi interferon-2b, phai chd y phat hlen trdm cam.

Trude khi dung thuoc phai theo doi thiéu méu c6 thé xuét hién, phai xét nghiém mau (dém té
bao, cong thirc bach cau, tiéu cau, thoi gian mau dong), 1am lai vao tuan diéu trj thir 2 va tha 4;
Sau d6 dugc lam dinh ky tuy theo tinh trang 1am sang.

Dé xa tim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
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Khi str dung chung warfarin véi interferon alfa-2b hodc beta, can giam liéu warfarin, c6 thé 1a do
giam chuyén hoa cua warfarin. Tuy nhién, & bénh nhén sir dung interferon alfa-2b véi ribavirin,
c6 thé can tiang lidu warfarin, nguyén nhéan c6 thé do twong tac giira ribavirin va warfarin.
Ribavirin trc ché su phosphoryl héa ctia zidovudin va cua stavudin, su e ché tac dung 1an nhau
in vitro ndy ciing c6 thé 1am cho s luong HIV trong mau ting. Can theo ddi ndng d6 RNA ctia
HIV trong méau bénh nhan.

Ribavirin ¢6 thé lam ting cac din xuat phosphoryl héa ctia cac nucleosid thudc tuyp purin
(didanosin, abacavir) nén c6 thé lam tang nguy co bi nhiém acid lactic do cac thudc nay gay ra.
Tac dung nay co thé kéo dai do thoi gian nira doi cia ribavirin dai.

Ribavirin két hop v6i amphotericin: Lam ting céc tic dung khong mong mudn, ting doc tinh 1én
mau.

Ribavirin két hop v6i didanosin: Lam téng nong d6 didanosin trong té bao, ting doc tinh 1én ty
thé. Khong nén két hop hai thudc nay.

Ribavirin két hop vdi flucytosin, véi ganciclovir, véi hydroxyuré, véi pentamidin, voi
pyrimethanin, véi sulfadiazin, trimetrexat: Lam ting cac tic dung khong mong mudn, ting doc
tinh Ién mau.

Ribavirin két hop véi primaquin: Lam ting cic tic dung khéng mong muon

Ribavirin két hop véi stavudin: Lam ting cac tic dung khong mong mudn, ting doc tinh 1én ty
thé. Khong dung két hop hai thudc nay.

Ribavirin két hop véi zidovudin: Ribavirin @rc ché sy phosphoryl hoéa cua zidovudin dé thanh
dang c6 hoat tinh, lam tang cac tac dung khong mong mudn. Khong két hop hai thudc nay.

Ubng ribavirin cting voi mot thue khang acid c¢6 chira magnesi, nhom va simethicon: Lam giam
dién tich du¢i duong cong cuia ribavirin.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Sur dung cho phu nir c6 thai:

Ribavirin doc véi thai va gay quai thai. Khong dugc dung cho phu nit mang thai. Trude khi cho
phu nit dung thudc phai xét nghiém chic chin khong mang thai. Phu nit dang trong d6 tudi sinh
dé phai dung cac bién phap tranh thai ¢6 hi¢u qua trong thoi gian diéu tri va trong 6 thang sau khi
da ngimg thudc. Trong thoi gian nay phai déu dan kiém tra hang thang dé phat hién c6 thai hay
khong. Néu c6 thai trong thoi gian diéu tri hodc trong vong 6 thang sau khi ngung thudc thi phai
thong bao cho ngudi bénh biét vé nguy co giy quai thai cta thude.

Nguoi chong duge diéu tri bang ribavirin ciing phai ap dung cac bién phap tranh thai trong thoi
gian diéu tri va trong 6 - 7 thang sau khi nging thudc.

Swr dung cho phu nit cho con bii:

Chua 6 thube co duge tiét vao sira hay khong. Pé tranh téc dung phu cua thudc 1én tré dang bu,
khong dung cho phuy nir cho con bu. Néu dang cho con bu thi phai khong cho bu trudc khi bat
dau ding thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Ban than ribavirin khong c6 tac dong trén kha nang lai xe va van hanh may méc. Nhung khi sur
dung phdi hop véi interferon thi c6 thé co tac dong.

TAC DUNG KHONG MONG MUON:

Tac dung khong mong mudn chu yéu khi phdi hop ribavirin véi interferon alpha-2b dé diéu tri
viém gan C man tinh. Tuy phdi hop nay dugc dung nap tot, khoang 19% _nguoi chua diéu tri
interferon alpha-2b va 6% ngudi da dugc diéu tri nhung bi tai phat phai diéu tri bang ph01 hop
d6 da phai ngimg diéu tri do tac dung khong mong muon. Nhiém doc huyét hoc (nhu thiéu mau
huyet tan) 1a mot trong nhirng tac dung khong mong mudn chinh va khoang 10% ngudi didu tri
bang phdi hop thude da co cac tai bién vé tim va ho hip do thiéu mau.

Tac dung khong mong mudn dic biét (thuong phdi hop véi interferon alpha-2b):

Thwong gap, ADR > 1/100

3/4 TOAI133BBB



Toan than: Nhirc diu, mét moi, run, sot, triéu ching gid cam, nhugc co, gidm can.
Mau: Gidm hemoglobin, thiéu mau, giam bach cau trung tinh, gidm tiéu cau, sung hach.
Tiéu héa: Budn ndn, chén an, ia chay, dau bung, non, khd mi¢ng, tdo bon, truéng bung, chdy
mau loi, viém loét mié€ng, viém tuy.
Tuéan hoan: Nhip tim nhanh, huyét ap ting hodc ha.
Co - xuong: Pau co, dau khdp, dau co van.
Thén kinh: Loan cam, con bdc hoa, lu 15n tang cam giac, chong mat.
Tam than: Tram cam, dé bi kich thich, mat ngu, lo au, giam tép trung, dé xtc cam.
Da - 16ng: Rung toc, ngura, da kho, n6i man, ndi ban, ting tiét md hoi.
Ho hap. Viém hong, viém mili, xoang, ho, kh6 thé, dau nguc.
Giéc quan: R6i loan vi giac va thi giac, u tai, gidam thinh lyc.
Noi tiét - sinh duc: Rbi loan kinh nguyét, thiéu ning hodc cudng ning giap, giam ham mudbn
tinh duc.
Khac: bang tri, nhiém nim, nhiém virus khac.
It gap, 1/1.000 < ADR < 1/100
Tam than: Y tudng tu sat, toan tinh tu sat.
Hiém gap, ADR < 1/100
Mau: Thiéu méu huyét tan.
Ho hap Co that phé quan (6 nguoi ¢6 t1en sir hen, bi hoi chimg thong khi tic nghén ding
thudc dang khi dung), viém phoi k& tién trién ning.
Mit: Viém mang tiép hop.
Théng bdo cho thdy thudc cdc tac dung khéng mong mudn gdp phdi khi sir dung thudc.

QUA LIEU - XU TRI:

Chua ¢ béo céo vé sir dung qué liéu trén 1am sang. Giam calci huyét va giam magnesi huyét ¢
céc bénh nhan ding gip 4 1an liéu dung khuyén nghi t6i da.

Ribavirin khong dugc loai ra bang loc than nhén tao.

PONG GOI : Hop 4 vi x 7 vién.
: Hop 6 vi x 10 vién.
BAO QUAN: Noi kho rdo, tranh anh sang, nhiét 6 khong qué 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuét

San xuét tai: _ _

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phuéc 1, Phuong Thoi Hoa, Thi xi Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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