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Tén. dia chi ca s§ dang ky va sén xudt:
CONG TY LIEN DOANH MEYER-BPC

~ 6A 3 quéc 1 60 p.Phu tAn, thanh pho Bén Tre, tinh Bén Tre.
Tén thusc: HEPATYMO

Dang thudc; Thudc vién nén bao phim.

- Nong d3, ham ludng:

-Tenofovir disoproxil fumarat 300 mg

* Loai thudc d&ng ky: Thudc hod dugc.
Loai hinh déng ky: Dang ky lai.
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MAU PANG KY TOA THUOC HEPATYMO

i
® Tuéc B THE0 00N Tidu chufin TCCS CHONG CHIBJNH:
Benh ha 1 2 Uﬁi 3 3 -.{u“in..\ I.'Ll 3 2 Mﬁ.
HEPATYMO THANTRONG:
~Theoddindng dj ALT & HBV DNA huyétthanh sau khi ngung didu brf.
ST o ul;::r: gd;ii !;':;e'u binhidm acidlaclic, chung gan to nghiém trong voi nhifm md va sau
Tenofovir disoproxi fumarat 300mg 2ol :
ittty : . . - : -Khéng nén diing & bénh nh&n khdng dung nap galaclose, thidu laclase Lapp hodic hip
Ta duge: Lactose, Avice!, Tinh bot ngd, Croscarmeliose sodium, Aerosil, Natni lauryl tha kém glucose-galaciose.

sullal, Magnesi stearat, HPMC 606, HPMC 615, PEG 6000, Talc, Titan dioxyd, Ving
tartrazin, Caramelvila di 1 vién,

DANG BAQ CHE: Vién nén bao phim.

DUGC LYC HOC:

Tenolovir disoproxil fumarat ¢d ciu tric mgt nucleolid diester vang xodn twang ty
adenosin monophosphal, 13 mét tién chat cla tenofovir. Sau khi duge phosphony! hda
thanh dang diphosphal cé hoat tinh, fenolovir diphosphal khng lai poly cla HBY
v men sao mé ngugc coa HIV. Tenolovir diphosphal de ché polymerase eda virus (men
saoma ngugc) bling cich canh tranh tnje ii€p vdi ch&t nén 1y nhidn deoxyribonucleotid va
kétthue chudl DNA sau khi gén vao chudi DNA clia virus.

DUGC BONG HOC:

Tenolovir disoproxd fumarat dugc hip thu vé chuyén thanh tenofovir nhanh sau khi
ufing, vdindng d6 dinh dal sau 1- 2 gid. Sinh khd dung & nguadi &n kiéng khodng 25% nhung
1ang tén khi uding trong bila 3n nhiéu chat béo, Tenolovir phin bd réng rai khdp cic md co
thé, ¢4 bid 1athan va gan. Tenolovir lién ké! vai protein huyt tudng dudi 1% va vdi prolein
huyétthanh khodng 7%. Thai gian bdn thal cla tenofovir 2 12 -18 gid. Théi tris chil yéu qua
nudc iy,

CHiDINH:
-Viém gan siéu B man tinh & nguai Idn c6 bénh 1 gan con b va ¢ bing ching clia
vibc sao chép virus va cdbénn chnng mé hocclia tinh Irgng viém hoat dng hosc xd héa

-Phéihgp vdi cé 9 Kkhdc trong diéu 1r HIV.
LIEULUQNG VA CACHDUNG:
Nautildn:

-Bidu trj nhidm HIV: 1 vién x 1 1dn/ ngay, kél hop vdi cic thudc khang relrovirus
khac.

-Dy phongnhidm HIV: 1 vién x 114n/ ngay kél hop vdi cdc thubc khdng retrovirus
khac. Dy phong nén bt ddu cang sdm cing 19t sau khi iép xiic (16t nhal I3 lrang vang vai
10 hon 1A vai ngay) va liép tyc trong 4 ludn 1idp thea néu dung nap.

-Biéu Irj viém gan sidu vi B man linh: liéu khuyén cdola 1 vién x 1 1ningay treng
hon 48 ludn.

Bénh nhin suy than: Nén gidm fiéu bing cach digu chinh khodng cach thdi gian ding
thudic d bénh nhin suy thdn dya rén d4 thanh théi creatinin (Cler) cha bénh nhan:

+Cler> 50 mi/ phit: ding liéu théng huiing 1 1dn/ ngay

+Clcr 30 d&n 49 mi/ phut: diing cAchnhaumédl 48 gid,

+Clcr 10dén 29 mi/ phit: dimg cach nhau méi 72 8€n 6 gig.

+Binh nhan thdm phan mau: ding m&i iéu cich nhau 7 ngay hojic sau khi thdm
phén 12 gid.

i vdi bénh nhan suy gldm chic nang gan khéng c4n thiét phdididu chinh fidu.

-Ngudi gid, bénh nhin cd nguy cd rdi loan chic ning thén, bj xd gan, déng nhiém HIV
val viém gan B, réi loan chuy#n hoama, cd d4u hidu b&t thudng vé xudng, tién sit dau khdp va
cung khdp, kho vén ding.

TRUUNG HYP COTHAI VACHO CONBU:

-Phy il ¢6 thai: Chuta c6 d4y di cic nghidn ctu kidm ching trén phy nid cd thal, vi viy
chiding thufic khithat sy cén thiét.

-Phy n cha con bi: Chua xdc dinh duge liéu thudc ¢ bai tiét theo s0a mg hay khéng, vi
vy khding choré b me khi dang ding thudic.

TRUGNG HQP LAIXE VA VAN HANH MAY MOC:

Khéing thiy c6 bao cdo. Thong thuding khéng bj dnh huding.
TAC DUNG KHONG MONG MUGH

-Thudng gap la céc tic dyng trén dudng liéu hda nhu: Tiéu chiy, bun nén, nén dau
byng, khd liéu, ddy hoi va chdn dn. Téng amylase huyél thanh, viém tyy. Ha phasphate
huyét. Phdlban da,

-Cac lc dyng khdc nhu: Bénh thin kinh ngoai bign, dau d4u, hoa mat, m&l ngd, trdm
cdm, suy nhugc, ramd héi, dau cd.

-D3 cd bdo cdo trudng hop tdng men gan, ting triglycenid mdu, tang dudng h v‘\
gidm bach cdu trung tinh. Suy thin, suy thin cdp va céc dnh hugng 1&n fing than, bao
h§l chiing Fanceni

Thang bido cho bac sT cdc tdc dung khdng mang mudn gdp phéi khi sit dyng thude,
TUONG TAC THUGC:
Hh dng nén phéi hgp Tenolovir disoproxil fumaral vdi; Didanosine, Atazanavir,
T cdcthudclam gidm hodic canh tranh déa thaiquathdn,
-B¢nhnhan déngnhitm HIV/HBY nén kéthgp khdng retrovirus va ché dj n thich hgp.
QUA LIEU VA CACH XUTRI:

~Tridu ching: Buén ndn, nén, ban da, ha ndng 03 phosphat trong mau, suy than cip,
nhiém dbe acid lactic,

-X{trf: Dby trj rigu ching va ha trg. C6 1hé di
HAN DUNG: 36 théng k& 1 ngy san xudl,
BAOQUAN: Nai khd, nhigt 69 knong qué 30'C, Irdnh dnh séng.
QUICACH DONG GOI: Hop 3vix 10 vién nén bao phim
DOCKY HUGNG DAN SU DUNG TRUGC KHIDUNG.

NEU CANTHEM THONG TIN XINHOI Y KIEN BAC ST,
THUGC NAY CHIDUNG THEODON CUABAC ST,

gthdm tach mau dé logi tenatovi
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