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———— THANH PHAN: Mil vién nén bao phim chifa Tenafovir disoproxil fumarat 300 mg BAO QUAN: BE nai khé ria, tranh dnh sdng, nhiét 86 khéng qud 30°C.
CHI DINH, LIEU LUONG, CACH DUING, CHGNG CHi BINH VA CACTHONG TIN KHACVE  TIEU CHUAN: Tecs
SAN PHAM: Xin doc 1 hueng dén sit dung. SBK:

b CONG TY ¢ JUGC PHAM GLOMED BE XA TAM TAY COA TRE EM.
h Dhtang BOCKT HUGNG DAN SU DUNG TRUGC KHI DUNG.

& Prescription only

Tenofovrr disoproxil fumarate 300
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o ‘ Box of 3 blisters of 10 film coated tablets

COMPOSITION: Each film coated tablet contains Tenofovir disaproxil fumarate 300 mg. STORAGE: Store at the temperature nol more than 30 °C, in a dry place, protect from light = . (,r‘
INDICATION, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER SPECIFICATION: Manufacturer's \
INFORMATION: Please refer to the package insert REG. No.:

KEEP OUT OF REACH OF CHILDREN,

READ CAREFULLY THE LEAFLET BEFORE USE.
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Kich thudc:

Dai 132 mm
Réng: 20 mm
Cao 74 mm
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GIONOVIR
. Tenofovir disoproxil fumarat 300

THANH PHAN: M5t vién nén bao phim chifa Tenofovir disoprowil fumarat 300 mg
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE
SAN PHAM: kin doc ti hudng dan sif dung

ING TY €O PHAN DUGC PHAM GLOMED

1 Nam - Singapore, Thuan An, Binh [hiong

& Prescription only

GLOMED

A

COMPOSITION: Each film coated tablet contains Tenafovir disaproxil fumarate 300 mg.

INDICATION, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

AL Co., Inc.

Industrial Park, Thuan An, Binh Duong
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BA0 QUAN: B¢ nat khd ria, trinh anh sing, nhiét 40 khang qua 30 °C
TIEU CHUAN: TCCS
SOK:

BE XA TAM TAY COA TRE EM.
DOC KT HUONG DAN SIF DUNG TRUGC KHI DUNG.

Box of 3 blisters of 10 film coated tablets

STORAGE: Store at the temperature nol more than 30 °C, in a dry place, protect from light,
SPECIFICATION: Manufacturer's
REG. No.:

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.
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i HUGONG DAN SU' DUNG THUOC
GLONOVIR

Tenofovir disoproxil fumarat
Vién nén bao phim |

1- Thanh phin

M&i vién nén bao phim chira:

Hoat chét: Tenofovir disoproxil fumarat 300 mg

Td dupe: Lactose monohydrat, cellulose vi tinh thé, pregelatinized starch, croscarmellose natri, magnesi stearat, hypromellose,
macrogol 400, titan dioxyd, talc, Indigo carmin lake (FD & C Blue 2).

2. M td sin phim

GLONOVIR 14 tén thuong mai cita tenofovir disoproxil fumarat (mot tién chit ciia tenofovir, 14 chit ¢6 hoat tinh irc ché men sao chép
nguge HIV-1) duge pha ché duéi dang vién nén bao phim ding dé ubng. Péy la vién nén bao phim mau xanh, dai, mdt mit tron, mot
miit ¢6 chir GLM.

Tenofovir disoproxil fumarat c6 tén héa hoc la 9-{(R)-2-[(Bis{[(isopropoxycarbonyl)oxy]melhoxy}phosphinyl]methoxy]propyl}
adenin fumarat (1:1). Chét nay c6 cong thirc phén tir C;oH;30Ns010P,CsH;04 va phén tir lugng 635,5. Cong thirc chu tao nhur sau:

NH;
&0
T\,: vg—oﬂoj\o/l\ H oM ,

c:

Q CHy o\/ol,”\l/ Ho” C\H

M&i vién nén bao phim chira 300 mg tenofovir disoproxil fumarat.

3- Duge lye hoe va duwge dong hoc

Duge lye hoc

Tenofovir disoproxil fumarat, mot tién chét diester ciia tenofovir, la thudc tre ché men sao chép nguge nucleotid. Sau khi hip thu qua
dudmg ubng, tenofovir disoproxil fumarat dugc bién ddi nhanh chéng thanh tenofovir va sau d6 tiép tuc trai qua sy phosphoryl héa boi
enzym té bao thanh tenofovir diphosphat c6 tac dung, chét nay trc ché hoat tinh ciia men sao chép nguge HIV-1.

Céc ching HIV khéng tenofovir da dugc x4c dinh va sy & khang chéo v6i chc thude trc ché men sao chép nguoc khic ¢6 thé xay ra.
Duge dpng hoc

Tenofovir disoproxil fumarat dugc hép thu va bién ddi nhanh chéng thanh tenofovir sau khi ubng, véi ndng do dinh trong huyét twong
dat dugc sau 1-2 gid. Sinh kha dyng & ngudi bénh lic nhin d6i 1a khoang 25%, nhung téng 1én khi tenofovir disoproxil fumarat duoc
ubng clng v6i thirc an c6 nhidu chét béo. Tenofovir dugc phén bd rong khip cac mo trong co thé, nhét 1 & than va gan. Thudc ghn két
dudi 1% v6i protein huyét twong va khoang 7% véi protein huyét thanh. Nira doi thai trix cubi cling cua tenofovir 1a 12-18 gio.
Tenofovir dugc bai tiét chii yéu trong nuée tiéu bing cach bai tiét chi dgng & éng thén va loc qua chu than. Thube dugc loai bé bing
tham tach mau.

4- Chi dinh

GLONOVIR duge ding phdi hop véi cc thube khéng retrovirus khc trong diéu trj nhiém HIV typ 1 (HIV-1) & ngudi Ion va bénh nhi |

” 12 tudi trdr 1én.
GLONOVIR dugc chi dinh trong diéu trj viém gan siéu vi B man tinh & ngudi lon.
5- Lidu ding va cich diing

Nguoi lén ~
. Pidu tr nhiém HIV-1 hay viém gan siéu vi B man tinh: udng 300 mg ngay 1 14n, ltc no hay d6i. /
. Trong didu trj viém gan siéu vi B man tinh, thoi gian diéu trj t4i wu chua dugc xac dinh.
Tré em (12 tudi tré lén c6 can ndng lén hon hodc béng 35kg)
- Didu trj nhiém HIV-1: ubng 300 mg ngay 1 l4n, lic no hay doi.

Nguoi lom bi suy than: 7
. Thanh thi creatinin 30-49 ml/phat: 300 mg céch nhau mdi 48 gid. y
- Thanh thai creatinin 10-29 ml/phat: 300 mg cach nhau mdi 72-96 giv. 3
- Thim tach méu: 300 mg céch nhau mi 7 ngay hofc sau khi thim tach khoang 12 gio. -

6- Chong chi dinh

Qué min véi bét k¥ thanh phin nao cia thubc.

7- Luu ¥ va thin trong

Nén thén trong khi ding thubc cho bénh nhan méc chimg phu gan hofic c6 cac yéu td nguy co khac déi véi bénh gan.

Nén sir dung tenofovir thén trong va didu chinh liu ddi véi bénh nhan suy than. Chic ning than va phosphat trong huyét thanh nén
duoc kiém tra trede khi bt dAu didu tri, cach mdi 4 tudn trong subt nhimg nam dAu tridu tri, va sau d6 1a mdi 3 thang mdt 14n; & nhimg
bénh nhén ¢6 tién sir suy thén hogc nhimg ngudi dic bigt cd nguy co, c¢ln kiém tra thudng xuyén hon.

Tenofovir disoproxil fumarat ¢6 thé c6 lién quan dén su giam mét do khodng xuong va ngudi bénh nén duge theo ddi vé déu hiéu bét

thudmg ctia xwong, nén cdn nhic kiém tra xuong dbi v6i bénh nhén c6 tién sir gy Xuong.
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Sir dyng thudc trén tré em: Mirc 49 an toan va higu qua cua thubc trén bénh nhi dudi 12 tudi chua duge biét rd.

| Sir dyung trén phy ni¥ c6 thai va cho con bii: Khong c6 céc nghién clru dhy dit va c6 kiém soat trén phy nir ¢6 thai. Do cc nghién ciru
sinh san trén dong vit khong ludn ludn dy dodn dép img trén ngudi, chi nén ding GLONOVIR trong thai ky néu thét syr cén thiét.
Khong duge biét tenofovir c6 bai tiét qua sira ngudi hay khong. Do kha ning bi truyén HIV-1 tir mg va kha néing phan (mg c6 hai
nghiém trong & tré b mg, ngudi me nén dugc hwéng dén khong cho con b khi dang ding GLONOVIR.

Anh hwdng 1én khi ning ldi xe va vin hanh mdy méc: Thubc ndy ¢6 thé gy chong mat. Khong l4i xe, sir dung méy méc hogc tham
gia bt ky hoat dong nao cin sy tinh téo cho dén khi ban chéc chén ring ban c6 thé thyc hién nhimg cong vige d6 mdt céch an toan.

8- Twong tdc ciia thube v6i cdc thude khéc va cic dang twong tic khic

Diing chung tenofovir disoproxil fumarat v6i cdc thudc gdy doc cho than hoge cdc thubc khéc bi thai trir biing céch bai tiét chi dong &
éng than khong dugc khuyén co; néu bt budc phai ding chung, nén kiém tra chirc ning than mdi tuén.

Tenofovir lam ting ndng do didanosin trong huyét tuong.

Néng do trong huyét twong ciia atazanavir ¢6 thé giam khi dung ddng thiri voi tenofovir.

Diing chung lopinavir/ritonavir v6i tenofovir khang 1am tang dang ké ndng do tenofovir trong huyét tuong.

9- Téc dyng khéng mong mubn

Téc dun% ngoai y thudng xay ra nhét do diing tenofovir disoproxil fumarat 1a nhirng tac dun nhg trén da day-rudt, dic biét 1a ti€u
chay, budn non v& non, dau byng, ddy hoi, kho tiéu va chén an. Néng df amylase trong huyet thanh 6 the tang va viém tyy da duge
béo céo 14 hiém xay ra. Tinh trang ha phosphat huyét thuimg xay ra. C6 thé gip ndi man da. Céc tac dung ngoai ¥ khac gdm bénh thin
kinh ngoai bién, nhirc dAu, chéng mat, mét ngy, cam, kho thé, suy nhurge, dd md hoi, va dau co. Ngoai ra, ciing dé c6 bdo cdo vé
tang men gan, viém gan, tang triglycerid huyet, giam bach cu trung tinh, viém than, suy th@n, va nhimg tac dung trén éng lugn gin
ciia than, gdm ca h¢i chimg Fanconi.

Nhi&m acid lactic, thudng lién quan véi chimg gan to va nhiém m& nang, da xay ra khi diéu trj voi cac thubc trc ché men sao chép
ngugc nucleosid.

Ngung st dung va hoi y kién bdc st néu: ¢6 sy tang nhanh ndng do aminotransferase, chimg gan to hoic nhidm m tién trién, nhiém
acid lactic hogic nhim acid chuyén héa khong rd nguyén nhén.

Théng bdo cho bac si nhirng tdc dung khéng mong mubn gip phii khi sir dung thube.

10- Qui liéu va xir tri

Triéu chimg: Kinh nghiém 1am sang con han ché & lidu cao hon liéu diéu trj cia tenofovir disoproxil fumarat 300 mg.

Xi tri: Néu qué lidu xay ra, bénh nhan cin duge theo ddi déu hi¢u ng doc, can thiét nén sir dung céc bi¢n phép diu trj ning dd co

ban. Tenofovir dugc logi trir hiéu qua bing thim tach méu véi h¢ s tach khoang 54%. Véi liéu don GLONOVIR 300 mg, mdt ky thdm |

tach mau kéo dai 4 gidr co thé loai trir khoang 10% lidu diing tenofovir.
11- Dang bao ché va déng géi:
Hop 3 vi x 10 vién nén bao phim.
12- Bito quan: Bao quan noi khé réo, tranh anh sang, nhi¢t do khong qua 30°C. ”/
13- Tiéu chudn chit lrgng: TCCS.
14- Han diing: 36 thang ké tir ngay san xuét.
THUOC BAN THEO PON
DPE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU'DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

San xuét bgi: CONG TY CO PHAN DUQC PHAM GLOMED
Dija chi: S6 35 Pai Lo Ty Do, KCN Vigt Nam — Singapore, thi xa Thuédn An, tinh Binh Duong.
PT: 0650.3768823 Fax: 0650.3769094
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