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{ Opefluvir®

Tenofovir disoproxil fumarate 300 mg
S
BOX OF 5 BLISTERS x 6 FILM-COATED TABLETS WHO-GNP

COMPOSITION:
Tenofovir disoproxil fumarate................. 300 mg
Excipients q.s one tablet

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

ey

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.
OPV PHARMACEUTICAL JOINT STOCK CO.

Lot 27, 3A, Bien Hoa Industrial Zane I,
Bien Hoa City, Dong Nai, Viemam
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OPEFLUVIR®
(Tenofovir disoproxil fumarat 300 mg), . i ?q
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THANH PHAN msumn-rfé‘rf‘b?ad;pmm chifa:

57 ...300 mg
T dugc: Cellulose Vi tlnh thé PH 101 cellulose vi tinh thé PH 102, lactose monohydrat, tinh bot
tién hd hoa, croscarmellose natri, magnesi stearat, opadry Il blue.
MO TA SAN PHAM.
Vién nén bao phim mau xanh g, hinh giot nu6c, c6 s6 “300” trén 01 mat vién.
DUGC LUC HOC:
Tenofovir disoproxil fumarat thudc nhém thudc khéng retrovirus, dugc bigt nhu la chdt dc ché
r enzym sao chép ngugc clia virus HIV cd cau tric nucleotid, dugc dung phéi hop v6i cac thudc
khéng retrovirus khéc (it nhdt 1a 1 thudc khéc) trong diéu tri nhiém HIV typ | & ngudi trudng
thanh. Thubc dugc dung theo dudng udng du6i dang tenofovir fumarat este.
Tenofovir disoproxil fumarat 1a mot mudi clia tién dugc tenofovir disoproxil, dugc hdp thu nhanh va
chuyén thanh tenofovir réi thanh tenofovir diphosphat do dugc phosphoryl héa trong t& bao. Chat /-\1‘)
nay {c ché enzym phién ma ngugc clia virus HIV-1 va {c ché enzym polymerase clia ADN wrusf,? edu

viém gan B, do tranh chép véi co chdt ty nhién la deoxyadenosin 5'- triphosphat va sau khi ganl"ﬂ cO ¥
vao AND s& chdm dit kéo dai thém chudi ADN. +| DUCC
DUGC PONG HOC: N

Sau khi cho nguti bénh ubng tenofovir disoproxil fumarat, thudc dugc hdp thu nhanh chéng va =i
chuyén thanh tenofovir, néng dd dinh tenofovir trong huyét tudng la 296 + 90 nanogam/ml sau khi
ubng 300 mg dugc 1 — 2 gi6. Sinh kha dung & ngudi doi 1a khodng 25%, nhung tdng cao néu -
udng tenofovir disoproxil fumarat cung v6i biia dn nhiéu m@. Tenofovir dugc phan b6 & khdp céc
mo, nhat 1a & gan va & than. Ty I& thuSc gdn vao protein huyét tuong 1 dudi 1%, gan véi protein
huyét thanh 1a khodng 7%. Nira doi thai trir 1a 12 — 18 gio. Tenofovir dugc dao thai chli yéu qua
nuGc tiéu nhd qua trinh loc & cAu than va bai tiét tich cuc & 8ng than. ThAm phan méau dé loai bd
thude ra khéi mau. -
CHI DINH: -
- OPEFLUVIR dugc dung k&t hop véi thudc khdng retrovirus trong diéu tri nhiém HIV tuyp | &
bénh nhan trén 18 tudi. o
- OPEFLUVIR dugc chi dinh trong diéu tri viém gan B man tinh. >
LIEU DUNG - CACH DUNG:
Diéu trj HIV tuyp 1 hodc viém gan B man tinh: Udng 300 mg (1 vién)/ngay, clung véi bia dn.
Piéu chinh liéu khi suy than:
Piéu chinh liéu dung theo do thanh thai creatinin:
Khong c4n chinh liéu cho b&nh nhén suy thdn nhe (d6 thanh thdi creatinin tif 50-80 mL/phit).
Do thanh thai creatinin tif 30 — 49 mL/phit: Usng 300 mg mbi 48 gid.
Do thanh thai creatinin tir 10 — 29 mL/phat: Usng 300 mg mdi 72 dén 96 gid.
B&nh nhan co loc méau: udng liéu 300 mg mdi 7 ngay hodc sau khi thdm phén khodng 12 gid.
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CHONG CHi DINH:

Qua man v6i tenofovir hodc bat clf t4 dugc nao clia thudc.

LUU Y VA THAN TRONG:

- Nhiém acid lactic, gan to nhiém m@ da ting dugc béo cdo khi ding déng phan nucleosid hoic
két hop vai thubc khang retrovirus khdc. Thudng gap 6 bénh nhin nii. Béo phi va dung déng
phan nucleotid kéo dai la y&u t6 nguy co. Than trong cho b&nh nhén c6 y&u t6 nguy co bénh
gan.

- Theo doi do thanh thai creatinin va phospho huyét thanh dinh ky 6 bénh nhin c6 nguy co suy
than.

- Thudc lam gidm mat do xuong, nén theo ddi néu bénh nhan c6 bat thudng vé xuong.

- Bénh nhédn bj nhiém HBV khi ngung diéu tri tenofovir nén dugc theo ddi sat vé Iam sang va
xét nghiém trong it nhét vai thang sau khi ngung diéu tri.

- Sl dung & tré em: An toan va hiéu quéa diéu tri 6 tré em dudi 18 tudi chua dugc xac lap.

- Thai ky mang thai: Khdng dung cho phu nit mang thai.

- Thai ky cho con bi: Chua rd tenofovir cO vao sifa khong. Tuy nhién, ngudi me ding tenofovir
dé diéu tri HIV khong dugc cho con bl dé phong lay nhiém sang con.

- Téc dong cta thudc khi 1ai xe va van hanh mdy méc: Chua c6 bdo cdo. Tuy nhién bénh
nhdn cén biét rang hién tugng chong mat da dugc phat hién khi sii dung tenofovir disoproxil
fumarat.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR>1/100

Bi€ng 4n, dau bung, tiéu chay, kho tiéu, ddy hai, bubn nén, ndn 6i, chong mit, mét madi, dau dau,

phét ban.

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

Giam phosphat méu, chuyén héa bat thubng nhu: ting triglycerid, ting cholesteron, mét insulin,

giam glycol huyét, gidm lactat, thay ddi hanh vi b4t thudng, thi€u mau, co giat, gidm bach c4u

trung tinh. Tdng creatin phosphokinase, dau co, viém ca.

Hiém gap, ADR<1/1000

T4dng ndng do amylase huyét thanh, viém tuy, ting men gan, bénh gan, viém thén, suy gan cdp

tinh, nhitng dnh huéng trén 6ng than bao gdm: hdi chiing Fanconi, Globin co niéu kich phat, hoai

tl xuong.

Théng bédo cho bac si nhifing tac dung phuy khéng mong muén gap phai khi sit dung thudc.

TUGNG TAC THUGC:

- Than trong khi dung déng thoi tenofovir va didanosin. Nén theo doi chdt ché céc téc dung
phu lign quan dén didanosin. N&én ngung didanosin néu bénh nhan c6 tac dung phu lién quan
dén didanosin.

- Atazanavir 1am ting néng do tenofovir khi dung dong thdi véi tenofovir.

- Lopinavir/ritonavir lam tdng néng do tenofovir khi dung ddng thdi v6i tenofovir.

- Vi tenofovir dugc thai trii chll y&u & than nén viéc dung ddng thoi v6i cac thudc gdy gidm
chiic ndng than cé thé lam tdng néng do tenofovir trong huyét thanh nhu thudc cidofovir,
acyclovir, valacyclovir, ganciclovir, va valganciclovir.

Khﬁng nén dung k&t hop tenofovir véi adefovir dipivoxil trong diéu tri viém gan B man tinh.

QUA LIEU VA XU TRi:

Trong nghién citu, 600 mg tenofovir disoproxil fumarat dugc cho 8 bénh nhan udng trong 28 ngay.

Khéng c6 phan (ng ngoai y tram trong nao dugc bao céo. Anh hudng clia cac liéu cao hon chua

dudc bist dén. J

N
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NEu xay ra qué liéu, bénh nhin phai dugc theo doi chit ché céc ddu hiéu clia ngd doc, va 4p
dung diéu tri hd tro thich hgp khi cén.

Thdm phan mau c6 tac dung loai trir khodng 54% tenofovir ra khéi co thé. Mot liéu don 300 mg
OPEFLUVIR, méi 4 gid thdm phan mau théi loai ra khodng 10% liéu tenofovir udng vao.

TRINH BAY:

Hop 5 vi x 6 vién nén bao phim.

Hop 4 vi x 7 vién nén bao phim.

Hop 3 vi x 10 vién nén bao phim.

BAO QUAN: Bao quén & nhiét do dudi 30°C, nai khd rdo, trdnh nh sang.

HAN DUNG: 36 théng ké tit ngay sén xuat. Khong dung thudc khi qud han sir dung.

NGAY XET LAI TG HUGNG DAN SU DUNG: ....

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HO1 Y KIEN BAC ST
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CONG TY CO PHAN DUGC PHAM OPV
Lo 27, Busing 3A, Khu Cong Nghiép Bién Hoa II, Thanh phé Bién Hoa, Tinh Béng Nai.
DT : (061) 3992999 Fax : (061) 3835088
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