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MAU NHAN

1. Nhin truc ti€p trén don vi déng géi nhoé nhit:
a). Nhan vi 10 vién nén dai bao phim.
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2. Nhan trung gian:
a). Nhdan hdp 3 vi x 10 vién nén dai bao phim.

R. GMP - WHO
j 3 vi x 10 vién nén dai bao phim

THUGC BAN THEO BON

LAMIVUDIN-DOMESCO
Lamivudin 100 mg

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Quéc 16 30 - TP. Cao Lanh - Déng Thap
(Patching nhan 1ISO 9001: 2008 & ISO/IEC 17025)

Lamivudin 100 mg

LAMIVUDIN-DOMESCO

THANH PHAN: M&i vién nén dai bao phim chua:
O < i O e s 100 mg
- T4 dude vitadd
CHi PINH, CACH DUNG & LIEU DUNG, CHONG CHI PINH, TUONG TAC THUGC, TAC DUNG PHY VA NHUNG BIEU
CAN LUU ¥: Xin doc trong t& huding dAn sif dung.

BAO QUAN: Noikhé, tranh 4nh s4ng, nhiét da dudi 30°C.

SBK: woucsomsissiisiins BE XA TAM TAY CUA TRE EM
| TIEU CHUAN AP DUNG: TCCS POC KY HUONG DAN SU DYNG TRUOC KHI DUNG
R_ GMP - WHO
J 3 blisters x 10 film-coated tablets

PRESCRIPTION ONLY }b\ /

ajeq dx3 - on 107 - 2120 Biy
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LAMIVUDIN-DOMESCO
Lamivudine 100 mg

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30 - Cao Lanh City - Dong Thap Province
{Achieved ISO 9001: 2008 & ISO/IEC 17025 certification)

COMPOSITION: Each film-coated tablet contains:
o TNV i i A D S o B e e T R 100mg
= B e e e R R o P A A e NS e s.qf.
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert.
STORAGE: Store in dry place, protect from light, at the temperature below 30°C.
REGISTRATION NUMBER: ............. KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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3. Toa hwéng din sir dung thude:

Rx I
Thudc bdn theo don

LAMIVUDIN-DOMESO

THANH PHAN: M3Ji vién nén dai bao phim chira

B I 1 12T 1o O PPN 100 mg
- T4 duge: Avicel, Sodium starch glycolat, Magnesi stearat, Aerosil, Hydroxypropylmethyl cellulose 15cP,
Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol 6000, Tale, Titan dioxyd, Mau Tartrazin lake, Mau Sicovit red,
Mau sunset yellow lake

DANG BAO CHE: Vién nén dai bao phim

QUI CACH PONG GOI:

Hdép 3 vi x 10 vién.

CHI PINH:

Diéu trj viém gan siéu vi B man tinh va c6 bing chiing sao chép ciia virus viém gan B (HBV) véi cdc tinh trang:

- Alanin aminotransferase (ALT) huyét thanh tang 2 ldn so v&i binh thudng.

- Viém gan tién trién do virus.

LIEU LUQNG VA CACH DUNG: Dung udng

Liéu dé nghj la 100 mg/lan/ngay.

- Nguoi 16n: 1 vién/lan, ngay uong 1 lan.

- Tré em trén 12 tudi: Lidu 3 mg/kg/ngay (t6i da 100 mg/ngdy) tuong img véi liéu duy nhat 100 mg/ngay & ngudi lén.

* Cdn nhdc ngimg Lamivudin trong truong hop:

- Dao nguge hiéu gia huyét thanh d6i véi HBeAg va/hoic HbSAg khing dinh & bénh nhan hé mién dich binh thudng.

- Bénh nhén nit ¢6 thai trong thoi gian diéu tri.

- Bénh nhan c6 d4u hiéu khéng dung nap lamivudin khi dang diéu trj

- Suy th@n: Giam liéu dung cho nhitng bénh nhan cé d¢ thanh thai creatinin < 50 ml/phut.

CHONG CHI PINH: . , Al
- Mén cam véi lamivudin hay bat cir thanh phan nio ctia thude. W
- Bénh thén nang. /

THAN TRONG KHI SU DUNG: ) ]

- Sau khi ngung ding lamivudin, bénh nhén c6 thé bj tai phat viém gan siéu vi B man tinh, diéu ndy c6 thé gy hau qua
nghiém trong hon ¢ bénh nhén bi bénh gan mét bii. Nén theo doi dinh ky trén lam sang va danh gia xét ngh1¢m huyet
thanh chirc néng gan (ndng d6 ALT va bilirubin) trong i thiéu 4 thang dé tim béng chimg viém gan siéu vi tai phat.
Déi voi nhimg ngudi c6 tri¢u chung viém gan tai phat sau diéu tr, thi khéng nén bt du diéu tri lai bing lamivudin vi
hiéu qua rat thap.

- Pé diéu tri bénh nhan bi nhiém HIV ddng thoi, nén duy tri liéu lamivudin 150 mg x 2 lan/ngay, dung riéng 1é
lamivudin hay két hop véi zidovudin 300 mg.

- Nén théan trong cho phu nir mang thai va cho con bi.

- Viéc diéu tri bang lamivudin chua dugc chimg minh la lam giam nguy co ldy truyén virus viém gan B cho ngudi khéc,
do d6 van 4p dung nhiing bién phap ngin ngira thich hgp dbi véi cac bénh nhén nay.

PHU NU CO THAI VA CHO CON BU:

- C6 thé diing lamivudin cho ngudi mang thai, dic biét khi c6 co may bao vé khoi lay nhiém sang thai nhi. Truong hop
dung lamivudin két hop (vién lamivudin va zidovudin), tranh diing cho ngudi mang thai.

- Mic di khéng biét lamivudin c6 bai tiét trong sira hay khong, c6 kha ning xay ra nhing téc dung khong mong muén
do lamivudin & tré nho bu sira. Ciing ¢6 nguy co cao lay nhidm HIV do bt sita. Chi dan cho ngudi me nhiém HIV
khong nén cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc khong anh huong khi li xe va van hanh may moc. ) )

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Lamivudin dugc dao thai qua thdn boi su tiét cation hiru co hoat déng. Cac thube dugc dao thai qua duong nay, dic
blq:t 1a nhiing trudng hop ¢o chi 56 diéu tri thép, c6 thé bi tuong tac véi lamivudin.

- Nong d6 zidovudin trong huyét trong tang lén déng ké (khoang 39%) khi ding két hop véi lamivudin.

- Trimethoprim/sulfamethoxazol lam ting sinh kha dung ciia lamivudin (44%) thé hién qua tri s6 do dién tich dudi
duomg cong néng do - thoi gian (AUC) va lam giam d9 thanh thai qua than (30%).

- Sur hdp thu lamivudin bj chdm lai va néng d6 dinh huyét twong thap hon 40% khi ngudi bénh uéng thude lae no so vai
khi uéng thude lic déi.
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TAC DUNG KHONG MONG MUON:

- Thuong géip: Nhirc ddu, mit ngd, khé chiu, mét moi, dau, chong mat, trAm cam, s6t, rét run, budn nén, nén, tiéu chay,
chén an, dau bung, kh¢ tiéu, ting amylase, bénh day thdn kinh ngoai bién, di cam, dau co, dau khop, ban, déu hiéu va
triéu chimg & mili, giam bach cau trung tinh, thiéu méau, ting AST, ALT.

- [t gap: Viém tuy, giam tiéu cdu, tang bilirubin huyét.
Thﬁngb&ochobéc51nh&ngtécdungkhongrnongrnuongépphalkhlmrdgngthuﬁc

QUA LIEU VA CACH XU TRi:

Khong thdy c6 ddu hiéu 1am sang hoc triu chimg khi qua heu, mat khac xét nghiém mau van binh thudmg. Khong c6
thudc giai doc. Khong biét r5 lamivudin c6 bi loai trir bing thdm tach mang bung hozc tham tach mau hay khong.
DUQC LUC HQC:

- Lamivudin la mét thudc téng hop khang retrovirus, thugc nhém dideoxynucleosid trc ché enzym phién ma ngugc cua
virus. D& 6 tac dung lamivudin phai duge enzym té bao phosphoryl héa va bién dbi thanh mét chét chuyén héa c6 hoat
tinh, chat chuyén héa 5° — triphosphat. Chét chuyén héa nay c6 céu tric tuong tu deoxycytidin triphosphat la co chét ty
nhién cho enzym phién ma nguoc. Thude ¢6 hoat tinh canh tranh véi deoxycytidin triphosphat tir nhién dé hop nhﬁl vao
DNA cta virus boi enzym phién méi nguoc, gy két thic som téng hop DNA cta virus. Lamivudin ¢6 dgc tinh rét thip
d6i véi té bao.

- Lamivudin ¢6 hoat tinh kim virus HIV typ 1 va 2 (HIV — 1, HIV —2), va cling ¢6 tac dung trc ché virus viém ganB ¢
ngudi bénh man tinh. Tuy duge dung nap tét, nhung khéng dugc ding lamivudin don doc vi de sinh khang thuée. Sy
khang nay do dot bién enzym phlen ma nguoc, 1am giam tinh nhay cam hon 100 I4n va lam mét tic dung khang virus
trén ngudi bénh. Ligu phap phéi hop lamivudin va zidovudin & ngudi bénh chua dugce diéu trj tru6e ddy lam giam
khoang 10 [an mét dd virus trong huyét tuong, tic dung kéo dai hon 1 ndm, méc du c6 su dot bién ciia enzym phién ma
ngugce.

- Trong ligu phap khang retrovirus, thude chon loc la nhimg thudc tuong tur nucleosid, liéu phap khang retrovirus ciing
lam ting thcn gian song s6t & ngudi bénh c6 s0 luong té bao CD4 dudi

500/ 1 mm’. Liéu phap nay ciing c6 thé dung cho nh&ng ngudi bénh c6 mat d6 HIV trén 30. 000/ml huyét tuong, khéng
phu thuoc vao té bao CD4, vi mat d6 HIV 12 mét yéu 0 tién lugng su tién trién cua bq:nh Mat dé virus cao hon dan dén
giam té bao CD4 nhanh hon. Muc tiéu diéu tri 1a dat mat d6 HIV ¢ mirc khong the phat hién duoc. Liéu phap chuén
hién nay gdm 2 thudc tuong ty nucleosid khéng retrovirus, cung véi mét thube trc che protease

- Ngudi bénh diéu tri khong c6 két qua (ting gép 3 1an mat do virus, hodc giam s lugng té bao CD4 hoic tién trién
thanh bénh AIDS) phai chuyén sang ding mét két hop thuﬁc khéng retrovirus khic. Phai lya chon két hoy thubc méi
sao cho nguy co khéng chéo v6i nhimng thube da dung lidu t5i thiéu. Khi ligu phap cii khéng c6 tac dung can cho thém
thudc mai, nguyén tic 1a cho thém khéng chi mét thude ma két hop 2 thube méi.

DUQC PONG HOC:

Sau khi udng, lamivudin hép thu nhanh véi sinh kha dung khoang 80%. Ty 1& gin véi protein huyét tuong thip
(< 36%). 5 — 6% thubc duoc chuyen héa thanh cht trans — sulfoxyd. Thoi gian ban thai trong huyét tuong trung binh la
2,5 gio va khoang 70% cua lidu duoc thai trir khong thay dm trong nuéc tiéu. Thoi gian ban thai cia lamivudin
triphosphat trong té bao kéo dai, trung binh trén 10 gid trong té bao lympho & méu ngoai bién. D¢ thanh thai toan bg 1a
0,37 + 0,05 lit/gio/kg.

BAO QUAN: Noi kho, tranh 4nh sang, nhiét do dudi 30°C.
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