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VIXBARIN

Ribavirin 500mg

Box of 2 blisters x 10 film-coated tablets

S4 16 SX / Lot
Ngay SX / Mfg.:
HD / Exp.

/4

COMPOSITION - Each film-coated tablet contains STORAGE - In a dry, cool place [below 30°C).

j Ribavirin 500mg Protect from light.

| INDICATIONS, CONTRAINDICATIONS, SPECIFICATION - in-house.

| DOSAGE, ADMINISTRATION Keep out of reach of children

| Read the leaflet inside. Read the leaflet carefully bafore using

e Thuéc ban theo don

VIXBARIN

Ribavirin 500mg
Hép 2 vi x 10 vién nén bao phim

K- 000K - XX CWSIA Y Mas

7/ 4

THANH PHAN - M3i vign nén bao phim chia BAO QUAN - Nai khs, mét [dusi 30°C).

VIXBAnl N Ribavirin 500mg Tranh anh sang.

i TIEU CHUAN - TCCS.

| f;';f??:ni::::u:“;i:mzco CHI BINH, CHONG CHI BINH, LIEUDUNG, B4 xa #4m fay tré em
| Phi Y&n, Vit Nam CACH DUNG - Xem ¥ huéng dAn si dyng. Boc ki huéng dan st dyng truie khi ding

~— 7 HUYNH TAN NAM
— TONG GIAM BOC
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Ribavirin 500mg
Box of 10 blisters x 10 film-coated tablets
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COMPOSITION - Each film-coated iablet contains
Ribavirin 500mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION - Read the leaflet inside

STORAGE - In a dry, cool ploce {below 30°C).
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< Protect from light.
| m SPECIFICATION - In-housa |
' KEEP OUT OF REACH OF CHILDREN u
READ THE LEAFLET CAREFULLY BEFORE USING =
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THANH PHAN- M3i vian nén bao phim chia
Ribarrin 500mg
CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG - Xom # huéng dfin 30 dyng.
BAO QUAN - Noi kha, mat {dusi 30°C).

Trdinh énh séng.

TIEu CHUAN - TCCS.

BE A TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

CONG TY O PHAN PYMEPHARCO
166-170 Nguy&n Hué, Tuy Hba, |
Phud Yén, Vigt Nam
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Nhan vi
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Ribavirin 50
CTY CP PYMEPH,
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o HUONG DAN SU DUNG THUOC

Thudc bdn theo don. Néu cdn thém thong tin, xin hoi y kién bdc sj.
Doc kjj huomg dén sir dung triede khi dimg. Dé xa tam tay tré em.

VIXBARIN ~ \[14) —

(Ribavirin 500 mg)

THANH PHAN: Mbi vién nén bao phim chra:
Ribavirin..........cooenvee. 500 mg

Td diwge: Tinh bjt bip, cellulose vitinh thé, povidon K30, natri starch glycolat, magnesi stearat, colloidal silicon dioxid, sepifilm
LP014, sepifilm LP 770.

DUQC LUCHQC

Ribavirin 1a mdt nucleosid tdng hop c6 cu triic giéng Guanosin. Co ché tac dyng con chua biét day du. Thubc c6 tae dyng kim
virusbng cach can tré téng hgp ARN va ADN, cudi ciing 1a (re ché tong hgp protein va sao chép virus.

Pho tac dung:

Virus ARN: Téc dung in vitro: Virus hgp bao hd hip (RSV), nhidu chung influenza A va B; virus si, quai bi, enterovirus 72 (Viém
ganA)sbt vang, st Lassa, rotavirus. Nhumg trén in vivo: Arbovirus, rhinovirus va rotavirus lai khong bj &rc ché.

Virus ADN: Tac dung in vitro: Herpes simplex virustyp 1 va2; cytomegalovirus & ngudi, vaccinia virus, adenovirus dngudi. Tuy
nhién tac dung trén in vivo, cytomegalovirus c6 thé khong nhay cam.

Virus khdng thude: Poliovirus, Ebolavirus, Marburgvirus, Coxsackie. Tuy nhién van chura c6 sy danh gia ddy du tinh trang phat
trién khéng thubc in vitro va invivo ciing nhu chura thiy ¢6 khéng chéo véi cc thudc khang virus khac.

DUGCDPONG HQC

Thube dugc hép thu ngay, ndng d dinh dat dugc trong vong 1-2 gidy sau khi ubng. Thue qua chuyén hoa buréc du. Sinh kha
dung tuyét ddi 64%. Néu udng voi thirc én, nhat 12 khi c6 nhidu ddu md, ndng dd dinh ting khoang 70%.

Ribavirin phan b6 chm vao djch ndo tiy. Chua biét ribavirin c6 qua nhau thai hogic vao sitame hay khong. Thubc gén vao protein \:
rétit. .
Chuyén héa: C6 thé & gan; ribavirin dugc phosphoryl héa trong 1 bao thanh monophosphat, diphosphat, triphosphat. _ "ﬁ
Khi ubng, khoang 7% thudc dao thai dudi dang khong dbi trong 24 gidr; khoang 10% dao thai dudi dang khong dbi trong 48 gidr. Yy
CHiPINH 4
Phéi hop véi interferon alpha - 2b hogic peginterferon alpha - 2b 4é didu tri viém gan C man tinh & ngudi 16n c6 bgnh gan cdn bl ‘g
(chua suy) chua ding interferon hogc téi lai sau khi didu trj bing interferon alpha- 2b. Ribavirin didu trj don doc khong c6 tac .
dyng.

LIEU LUGNG VA CACH DUNG

Thutmg phéi hop ribavirin ubng voi interferon alpha-2b3 tridu don vj tiém dudi da 3 lan/tufn hogic peginterferon alpha-2b liéu

1,5meg/kg/tan diéu trj viém gan C man tinh. ) f'féfff-fj
Déi vési ngudi 16n: Lidu dya trén loai gen virus viém gan C (HCV): /S amm
Vi bénh nhdn nhiém HCV khong nhiém HIV: Virus HCV gen toai 1, 4: didu tri trong 48 tudn: 1g/ngay (500 mg x 2 lan/ngay) O 7
bénh nhin <75 kg. 1 = CONGTYCO!
THANTRONG \+' PYMEPHA
Thén trong ding thube & ngudi < 18 tubdi, nhdt 12 khi phéi hop vai interferon-2b. \ < 2 4

Phy nit trong lira tudi sinh dé: phai chéc chéin dang khong mang thai hogic khong cd y dinh mang thai trong thi gian diéu tri va \\Qf\i@_i
trong 6 théng sau thasi gian diéu trj, vi thubc nay c6 tiém nang gy quéi thai. =
Ngudi chdng duge dicutri bing ribavirin ciing phai 4p dung cac bign phap tranh thai trong thoi gian diéu tri vatrong 6-7 thing sau

khi ngimg thude.

Khong nén dung thube cho ngudi vin tiép tyc ding ma tdy theo dudng tiém va ngudi nghién rugu niing (nguy co lam ting tén

thurong gan).

Thén trong & ngudi co bénh sirrdi logn tam thin, dic biét bi trAm cam nang. Khi phéi hop v6i interferon - 2b, phai cht y phét hign

tram cam.

Truéce khi dung thubc udng, phai theo ddi thiéu méu c6 thé xuit hién, phai xét nghiém cong thirc méu, thoi gian dong mau; 1am lai
vio tudn didu tri thir2 va thir 4; sau 46 dugc lam dinh ky tiy theo tinh trang 1am sang.

CHONG CHi PINH

Miin cim véi ribavirin hogc véi mdt trong céc thanh phan ctia thude.

Phuy nir c6 thai vacho conbu.
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Thiéu méu cotim, bénh tim nang, bénh tim chua dugc kiém soat hogc chua 6n dinh trong 6 théng tré lai.

Tinh trang 1am sang niing, gdm ca nhimg ngudi bénh bj suy thdn man hofic c6 dj thanh thai creatinin < 50 ml/phit hodc ngudi b¢nh
dang phai loc mau. Suy gan ning, xo gan mét b.

Thiéu mau, bénh v& Hemoglobin (bénh hdng cAu li¢m, bénh thiéu mau Dja Trung Hai).

C6 tién sir tim thin hogic rdi loan tim thén ngng, nhét 12 trdm cam nding, cé y twong ty st hofic toan tinh ty sat. /U—_m
Viém gan ty mién hogc c6 tién sir méc bénh ty mién. —
TUONG TACTHUOC

Ribavirin trc ché sy phosphory! héa ciia zidovudin va stavudin, sy c ché ndy c6 thé 1am cho s6 lugng HIV trong méu ting.
Ribavirin c6 thé 1am tang cac dén xudit phosphory! héa cia cac nucleoside thudc typ purin (didanosin, abacavir) nén c6 thé 1am
tang nguy co bj nhiém acid lactic do cic thudc nay gay ra.

Két hgp véi amphotericin, flucytosin, ganciclovir, hydroxyure, pentamidin, pyrimethanin, hojc sulfadiazin, trimetrexat: ting
ADR, tang djc tinh trén mau.

Két hgp vai didanosin: lam ting ADR didanosin trong té bao, tang dgc tinh trénty thé.

Két hop voi primaquin: 1am ting ADR.

Udng ribavirin cing voi mjt thudc khéng acid c6 chira magnesi, nhom, va simethicon Jam giam dién tich dudi dudmg cong cia
ribavirin.

PHYNU COTHAIVA CHO CONBU

Khéng dugc ding cho phynit ¢6 thai va cho con ba.

TAC DUNG CUATHUOC KHI LAIXE VAVAN HANH MAYMOC

Ribavirin khong anh hudng lén kha nang 14i xe va vin hanh may moc. Tuy nhién, khi phéi hop ribavirin véi interferon alpha- 2b
hoc peginterferon alpha - 2b c6 thé anh hudng 1&n kha nang Ji xe va vin hanh may méc. Do d6, khi gip phai tac dung khong
mong mudn nhu nhirc du, mét méi, run, rbi loan thj giéc thi khdng nén 14i xe va véin hanh may moc.

TAC DUNG KHONG MONGMUON

Téc dyng khong mong mudn xay ra khi phéi hop ribavirin véi interferon alpha- 2b. Thudmg gip nhirc diu, mét méi, run, sbt, tri¢u
chirmg gia ctim, nhugc co, giam cén, giam hemoglobin, thiéu mAu, giam bach cAu trung tinh, giam tiéu ciu, sung hach. Ngoaira
con ¢ chc trigu chimg khac nhu: budn ndn, chén an, tidu chay, dau bung, nhip tim nhanh, ting huyét 4p, co thét phé quén, kho tha,
dau ngyc, rbi loan vi gidc, thi gidc,  tai, giam thinh lyc.

Thong bdo cho thiy thude céc tac dyng khdng mong mubn gap phai khi sir dyng thudc.

QUA LIEU VA XU TRI

Trong mdt thir nghiém lim sang, mot ngudi bénh da tiém 39 trigu don vi interferon alpha-2bva udng 10g ribavirin. Ngudi b¢nh da
theo ddi trong 2 ngdy va khong thiy c6 tac dung ¢6 hai ndo trong thoi gian ndy.

V& bénh sinh & ngudi, ribavirin tich 13y trong héng ciu va & lai trong cothé hang nhiéu tudn hodic 14u hon sau khi dung thubc.

HANDUNG : 36 thang ké tirngay sin xuft .
BAO QUAN : Noikhé, méat (du6i 30°C). Tranh nh sang.
TIEUCHUAN  : Tiéu chuén cosd.
TRINHBAY : Hop 02 vi, hop 10 vi, vi 10 vién.
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