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COMPOSITION
BIBAVAA aviscnvsiiiismis i 400 mg
EXCIDIONES @iS: zoviisivionsiarii one caplet

Indications, administration and
dosage, contraindications, warnings
and precautions, side effects,
interactions: See the insert.

OPV PHARMACEUTIC!

Keep out of reach of children
Read carefully the enclosed insert
before use.

Do not exceed recommended

dosage

Store at temperature below 30°C,
in a dry place, protect from light.

AL JOINT STOCK CO.

Lot 27, 3A, Bien Hoa Industrial Zone 11, Bien Hoa City, Dong Nai, Vietnam

& PRESCRIPTION ONLY

HEPASIG 400

400 mg i

Ribavirin

BOX OF 6 BLISTERS x 5 COATED CAPLETS

THANH PHAN
RIbAARD o am 400 mg
Ta duge vira i .............. mot vién

Chi dinh, cich ding & liéu diing, chéng
chi dinh, Iuu ¥ & th4n trong, tic dung
khéng mong muén, tuong tic thudc:
Xin doc trong & hudng din sir dyng.

P€ xa tim tay tré em

Poc ky hudng din si dyng trudc
khi ding.

Khéng ding qud liéu chi dinh.

Bdo quin & nhiét d6 dudi 30°C,
noi khé rdo, trdnh dnh sing.

CONG TY CO PHAN DUQC PHAM OPV

L6 27, 3A, KCN Bién Hoa II, TP,

THUGC BAN THEO PON

HEPASIG 400
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Ribavirin
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HEPASIG 400: MGi vién chifa
HOGt CRBY BIDEI...sonvyvimmemssamsemsesien 400 mg.
Td duoc: cellulose vi tinh thé, povidon K30, crospovidon, silic dang keo khan, magnesi stearat,
opadry-1l white.
HEPASIG 500: M&i vién chira ,
Hoat THAE RIDAVIEIN. . .ooinnamausiin s s 500 mg.
Ta duoc: cellulose vi tinh thé, povidon K30, crospovidon, silic dang keo khan, magnesi stearat,
opadry-ll white.

MO TA SAN PHAM:

HEPASIG 400: Vién nén dai, bao phim mau tring, trén mat vién c6 in s6 “400".

HEPASIG 500: Vién nén dai, bao phim mau trdng, trén mat vién cé in s0 “500".

DUQC LUC HOC:

Ribavirin 12 mot nucleosid tdng hop co cau tric tuong tu guanosin. Co ché.tac dung cua ribavirin
con chua biét ddy di. Thudc co tac dung khaﬂg virus bing cach cén trdy tdng hop ARN va ADN,
cudi cing 1a tic ché tdng hop protein va sao chép virus. Tac dung khang virus clia thudc chi yéu
G trong t€ bao nhiém virus nhay cam.

DUQC BONG HOC: VV
Hap thu: thudc dugc hap thu nhanh va ndng dd dinh dat dugc trong vong 1 — 2 gio sau khi udng.
Sinh kha dung khodng 64% do chuyén hoa buGc ddu. Sau khi udng 600 mg x 2 lan/ngay. nong
d6 thudc trung binh trong huyét tuong ¢ trang thai 6n dinh la 2,2 mg/ml. Néu udng thudc cung
vGi thiic dn, nhat 1a khi c6 nhiéu ddu md, ndng do dinh ting khodng 70%

Phan bé: udng mat liéu duy nhat 3mg/kg/liu, ndng dd dinh trong hdng céu dat dugc trong vong
4 ngay, cao han khoang 100 I4n ndng dd thudc trong huyét tuong cling thoi gian (4 ngay), va sau
dé gidm ddn véi nlia doi vao khoang 40 ngay. Ribavirin phan bd chdm vao dich no tly. Khi
udng thudc kéo dai 4-7 tudn & ngudi bi AIDS hodc ARC, ndng dg thudc trong dich ndo tiy xap xi
70% ndng do huy&t tuong dong thai. Thuffc gdn vao protein huyét tuong rat it.

Chuyén hda: Thudc chuyén hda & gan; ribavirin dugc phosphoryl hoa trong t€ bao thanh mono-,
di-, va tri-phosphat; chat chuyén hoa sau cd hoat tinh; thudc cling dugc chuyén hoa thanh 1.2 4-
triazol carboxamid; mdt con dudng thodi gidng phu lién quan dén thly phan amid thanh acid
tricarboxylic, khir ribose va phd vd vong triazol. Thai gian bdn hly thai trir khi udng khodng 0,5-2
gid. Thi gian ban hiy tan cla thudc khi udng (liéu don) 1a 27 — 36 gid, vuon dén trang thai on
dinh déu la 151 gid.

Thai trir khodng 7% thudc dao thai dudi dang khong ddi trong 24 gio, khodng 10% dao thai dudi
dang khong ddi trong 48 gio. Rlbawrm bi loai bd rdt it qua loc mau.

CHI DINH:

Phoi hgp vdi interferon alpha-2a hoac pegmte:feron alpha-2a dé diéu tri viém gan C man tinh ¢
ngudii b&nh xd gan con bl chua diéu tri interferon, hodc ngudi bénh bj tai phat sau khi diéu tri
interferon alpha-2a. Ribavirin khong dugc chi dinh dung don ddc.
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CACH DUNG - LIEU DUNG:

Ding duding ubng, khong lién quan dén biia &n. Khong dugc bé nhd hodc nghién thudc.

Liéu ding:

Viém gan C: (trong phac do két hop vdi peginterferon alpha-2a hodc interferon alpha-2a)

<55 kg: 400mg x 2 lan/ngay; 55 — 75 kg: 500mg x 2 l&n/ngay; >75 kg: 400mg x 3 ldn/ngay

trong 6 dén 12 thang.

Thoi gian diéu tri:

Nguoi bénh tai phéat sau khi da dugc diéu tri interferon alpha-2a: 24 tuin (6 thang).

Hiéu qua va an toan ctia phdi hop nay chua dugc xdc dinh khi diéu tri kéo dai trén 6 thang.

Ngudi bénh chua diéu tri interferon alpha-2a: 24- 48 tuan (6-12 thing)

Dén tudn 24, kiém tra xem diéu tri co ddp (ng khong bdng cach do ndng d6 ARN HCV huyét

thanh. N&u khdng ddp tng, ngiing thudc vi diéu tri thém co nhiéu kha nang khong dat két qua.

Pong nhiém HCV va HIV: 400 mg x 2 lin/ngay trong 24 - 48 tuan (6 -12 théng)

Tré dudi 18 tudi:

Viém gan C: (trong phac do ket hop véi peginterferon alpha-2a hodc interferon alpha-2a):

47 - 49 kg: 200 mg (budi séng); 400 mg (budi chiéu); 50 — 65 kg: 400 mg x 2 1dn/ ngay (budi

sang va budi chiéu); > 65 kg: liéu ngudi I6n

CHONG CHI BINH:

- Qua man vdi thanh phan cla thudc.

- Phu nii c6 thai hodc dang cho con bu.

- Thi6u mau co tim, tién sii co bénh tim ning trudc day bao gdbm bénh tim chua duoc kidm
soat hodc chua n dinh trong 6 thang tro iai

- Thiu mau, bénh vé hemcgiobin (nhu bénh hdong cdu hinh IGi liém, thiéu mau Dia Trungle/
Hai).
- Tinh trang Id&m sang ndng, gdm ca cdc bénh bi suy than man hodc co dé thanh thai creatinin
<50 ml/phat hodc ngudi dang phai loe mau.
Viém gan vGi xo0 gan mat bi. suy ¢an ning.
- (0 tién st rdi loan tdm than hay r6i ivan tam than ning, nhat 1a trAim cam ndng, co y tudng
tu sat hodc toan tinh tu sat. =
- Viém gan tu mién hay c6 tién si mac bénh tu mién. 538"
LUU Y VA THAN TRONG: el
- Than trong khi ding thudc cho nguti dudi 18 tudi, nhat & khi phdi hop vdi interferon alpha-2a -8 &
vi chua rd tac dung va an toan clia thufc & ida tudi nay. ugc
Truéc khi ding thudc, phai theo ddi thiéu mdu cé thé xudt hién, phai xét nghiém mau (dém O!
té bao bach cdu, ti€u ciu, thoi gian mau dong), lam lai vao tudn diéu tri thi 2 va thir 4; sau 'i-‘?;;r_z

do dugc lam dinh ky tuy theo tinh trang 1dm sang.

- Phu nii trong lGa tudi sinh dé: phai chic chdn dang khong mang thai hodc khong ¢ y dinh
mang thai trong thdi gian di€u tri'va nhiéu thang sau thoi gian diéu tri vi thuéc nay cé tiém
nang gdy quai thai.

- Bénh nhan t6n thuong gan ning hodc xo gan raat bi.

Phai dung than trong ribavirin ubng & ngusi ¢6 tién st roi loan tam than, dac biét khi bi trdm
cam. Khi ph8i hop v6i interferon-2a, phai chi y phat hién tram cam.

- Than trong & nhiing bénh nhdn cd kha ndng méc phai bénh gout.

- Tré em dang phat trién can dugc theo doi chiic ndng tuyén gidp moi 3 thang.

https://trungtamthuoc.com/




Bénh nhan nhidm virus vidm gan C va HIV cdn dugc theo dGi can than nhing dau miéu cod
nhiém doc ty thé va nhiém acid lactic.

RGi loan vé& ring va nha chu da dugc bdc cdo va khuyén cdo nén kiem tra rang miéng thuong
xuyén va vé sinh rang miéng t6t.

Phu nir ¢6 thai va che con bii: Ribavirin djc voi thai va gay qudi thai. Khong dugc ding cho
phu ni mang thai. Trudc khi cho phu nii ding thudc phai xét nghiém chdc chan khong mang
thai. Phu ni trong do tudi sinh dé phai ding cac bién trdnh thai co hiéu qua trong thoi gian
diéu tri va trong 6 thang sau khi da ngiing thudc. Trong thai gian nay phai déu dan kiem o
hang thang dé phat hién co thai hay xhdng. Néu cd thai trong thai gian diéu tri hodc trong
vong 6 thang khi ngimg thudc thi phai thdng bao cho ngudi bénh biét vé nguy co gay quai
thai cta thuc. Ngudi chong dugc diéu tri vai ribavirin cling ap dung cdc bién phap tranh thai
trong thoi gian diéu tri va trong 6-7 thdng sau khi ngitng thudc. Chua ro thudc co bai tiét qua
sita me hay khéng. D& tranh céc tac dung phu cla thudc I&n tré dang b, khdng ding cho
phu nit cho con bu. NEu dang cho con ba thi phai thoi khong cho con bu trude khi dung
thudc.

Tac déng cia thudc khi lai xe va van hanh may mde: Ribavirin khong hodc co anh hudng
khong dang ké vé kha ndng lai xe va& sd dyng mdy moc. Tuy nhién peginterferon alpha 72a
hodc interferon alpha-2a dugc st dung trong L& hop vdi ribavirin co thé ¢o anh huong dén
kha_nang lai xe va van hanh may mac.

TAC DUNG KHONG MONG MUON: )
Tac dung khdng mong muén chl y&u khi phdi hop ribavirin voi interferon alpha-2a dé dieu tri
viém gan C man tinh. Tuy phdi hop nay dugc dung nap tét, khodng 19% nguoi chua diéu tr
interferon alpha-2a va 6% ngudi da duoc diéu tri nhung bi tai phat phai diéu tri bang phdi hop
ribavirin v4i interferon alpha-2a da phai ngung digu tri do tac dung khong mong mudn. Bac tinh
trén mau (nhy thiéu mau huy@t tan) 1a mot trong nhiing tac dung khong mong mudn chinh va
khoang 10% ngudi diéu tri bing phdi hop thudc dd co tai bign vé tim va hé hap do thiéu mau

Tac dung khdng mong mubn dic biét do udng (thuting phdi hop vai interferon alpha-2a)

Thuong gap, ADR>1/100:

- Nhic diu, mét moi, run, sot. triéu chitng gid cadm cim, y&u cd, giam can. Giam hemoglobin,
thifu mau, giam bach cdu trung tinh, giam tidu cu, sung hach. Budn ndn, chan an tiéy
chay, dau bung, khd miéng, tao bon, trudng bung, chay mau lgi, viem loet miéng, viém tuy
Nhip tim nhanh, ting hodc ha huy8t ap. Dau co, dau khop, dau co van. Loan cam, con boc
hoa, 10 1an, tdng cam gidc, chong mat. Tram cam, dé bj kich thich, mat ngu. lo ldng, giam
tap trung, dé cam xic. Rung téc, ngira, da khd, nbi man, ndi ban, tang tiét md hoi, viém
hong. viém mii, xoang, ho, dau nguc. Roi loan vi gidc va thi gidc. U tai. giam thinh luc. 10/
loan kinh nguyét, thi€u ning tuyén giap hay cuong nang giap, giam ham muon tinh duc. dang
tri, nhiém ndm va nhiém virus khac.

It gap. 1/100<ADR<1/1000:

- Y tubng tu sat, toan tinh tu sat.

Hiém gap. ADR<1/1000:

- Thi€u mau huy&t tan, co thdt phé quan, viem phoi m6 ke, viém mang tiép hop.

Théng bdo cho bdc sT nhifng tic dung khéng mong mudén gap phéi khi st dung thudc

TUONG TAC THUGC:

- Ribavirin tc ché su phosphoryl hda cla zidovudin va cla stavudin, su uc ché tac dung lan
nhau in vitro nay ciing co thé lam cho s6 lugng HIV trong mau ting Céan theo d6i nong dé
ARN cia HIV trong mau nguoi bénh. Ribavirin c6 thé lam tang cac dan xudt phosphory! hoa
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clia cac nucleosid thudc typ purin (didanosin, abacavir) nén co thé 1am tang nguy co bi nhigm
acid lactic do cac thudc nay gay ra.

- Ribavirin k&t hgp voi amphotericin: 1am tang tac dung phu, tdng ddc tinh Ién mau.

- Ribavirin két hdp vdi didanosin: 1am tang ndng do didanosin trong té bao, tang doc tinh ién
ty thé. Khong nén dung k&t hdp hai thudc nay.

- Ribavirin k&t hop vai flucytosin, ganciclovir, hydroxyluré, pentamidin, pyrimethanin, hodc
sulfadiazin, trimetraxat. Lam tang cac tac dung phu, tdng ddc tinh 1én mau.

- Ribavirin k&t hgp véi zidovudin: Ribavirin lam tc ché sy phosphoryl hoa cua zidovudin dé
thanh dang c6 hoat tinh, 1am tdng tac dung phu. Khdng dung k&t hop hai thudc nay.
Udng ribavirin cung v6i mdt s thudc trung hoa acid co chia magnesi va nhom lam gidm
dién tich dudi dudng cong cua ribavirin.

QUA LIEU VA CACH XU TRi:

Khong c6 truong hop qua liéu ribavirin dugc bao cdo trong cac thu nghiém lam sang Ha calcs

huyét va ha magnesi huyét da dugc quan sat thdy cao hon bon lan liéu t6i da duoc khuyén cdo

lifu luong theo déi & ngudi. Trong nhiéu trudng hop nay ribavirin da duoc tiém finh mach Thé

tich phan bé ribavirin 16n, loc mau khdng thé loai bd ribavirin.

TRINH BAY: M/
HEPASIG 400: Hop 2 vi x 5 vién nén bao phim.

Hop 6 vi x 5 vién nén bac phim
HEPASIG 500: HOp 2 vi x 5 vién nén bac phim.

Hop 6 vi x 5 vién nén bac phim
BAO QUAN: 0 nhiét do dudi 30°C, nui khd rdo, tranh dnh sang.
HAN DUNG: 26 thang ké tir ngay san xudt. Khong dung thuéc khi qud han st dung
THG1 GIAN XET LAl T0 HUGNG DAN SU DUNG:....

DE XA TAM TAY TRE EM.

DOC KY HUGNG DAN SU DUNG TRUGC KHIA
KHONG DUNG QUA LIEU CHI DINH

NEU CAN THEM THONG TIN, XIN HOI Y KEEN

('I

Nha san xuat:
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PHO CUC TRUONG

CONG TY CO PHAN DUQC PHAM 0PV

L6 27, Dudng 3A, Khu Cong Nghiép Bign Hoa Ii, Thanh phé Bién Hoa. Tinh Béng NaRdy,
DT : (061) 3992999 Fax : (061) 3835088 \®
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