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San xuét b / Manufactured by :
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BOSTON VIETNAM PHARMACEUTICAL JSC
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Rx THUOC BAN 1 TION ONLY

LamiFFix 100

Lamivudine 100 mg
Film - coated tablets

—_—
. # Thuoc uong
Oral route

Hop 2 vi x 14 vién nén bao phim
Box of 2 blisters x 14 film - coated tablets

N

DA PHE DUYET
Lan\dau:03./.0F./ 4],

M3i vién nén bao phim chira 100 mg lamivudin
Ta dwgc vira i cho 1 vién nén bao phim

Each film - coated tablet contains 100 mg lamivudine
Excipients g.s. for 1 film - coated tablet

Tiéu chuan/Specification: TCCS/In-house

SBK/Reg.No. :

Rxnmocnm [ TION ONLY

LAMIFFIX 100 cusriom

Vién nén bao phim

Chi dinh, chéng chi dinh, lidu ding, cach dung va
céc théng tin khac xin doc trong t& hwéng dan siv dung.
€oc Uk Xt airation and

other Infnnn;;o';:'se the pac,kage ins'ert

Béo quan noi khé, dwéi 30°C, tranh anh séng

Store in a dry place, below 30°C, protect from light

DE XA TAM TAY CUA TRE EM

HOC KY HPONG DAN SU DUNG TRUO'C KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

$6 16 SX / Batch No.:
Ngay SX / Mfg. Date:
HD / Exp. Date:

2

Téng Giam DBbc

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)
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San xuét b&i / Manufactured by :
CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM

43 Dudmg sb 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam

BOSTON VIETNAM PHARMACEUTICAL JSC
No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam

Rx THUOC BAN THEO DON / PRESCRIPTION ONLY MEDICINE

LamiFFix 100

Lamivudine 100 mg
Film - coated tablets

Thuoc uong
Oral route

Hop 5 vi x 14 vién nén bao phim
Box of 5 blisters x 14 film - coated tablets

M&i vién nén bao phim chira 100 mg lamivudin
Ta dwoc vira @i cho 1 vién nén bao phim

Each film - coated tablet contains 100 mg lamivudine
Excipients g.s. for 1 film - coated tablet

Tiéu chudn/Specification: TCCS/In-house
SDK/Reg.No. :

Rx THUOC BAN THEO DON / PRESCRIPTION ONLY MEDICINE

LAMIFFIX 100 wncin om

Vién nén bao phim

Chi dinh, chéng chi djnh, liéu ding, cach dung va
céc théng tin khac xin doc trong t& hwéng din sl dyung.
Indicati indicati i ion and

dosaae.

other information see the puc'lmge insert

Béo quan noi khd, duéi 30°C, trénh &nh sang

Store in a dry place, below 30°C, protect from light

BDE XA TAM TAY CUA TRE EM

DOC KY HPONG DAN SUF DUNG TRUO'C KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

84 16 SX / Batch No.:
Ngay SX / Mfg. Date:
HD / Exp. Date:

wong Dang Knoa A Qui cach: 118 x 53 x 30 mm

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)




BOSTON

Mau vi: Lamiffix

Ngay ... thang ... nam 201...
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Rx X
Lamivudin 100 ™9 Lamivudin 100 ™9
CTCP DP BOSTON W BOSTON PHARMA

R« R«

Lamivudin 100 ™9 Lamivudin 100 ™9
CTCP DP BOSTON W BOSTON PHARMA

R ’
‘lamiFFix R amirFix
Lamivudin 100 ™9 Lamivudin 100 ™9
CTCP DP BOSTON W BOSTON PHARMA

R‘I_gwrnx R’LAmrnx

amividin 100™3 Lamvudin 100™9
CTCP DP BOSTON W BOSTON PHARMA
R amFrix Rl amiFrrix
amivudn 100™3 Lamivucin 100™9
CTCP DP BOSTON W BOSTON PHARMA

5 R’LANnan
Lamivudin 100™9 Lamivudin 100 ™9
CTCP DP BOSTON W BOSTON PHARMA

B x 2 ®lamrax
Lmwdn100M8 & Lamiwdn100MS
CTCP DP BOSTON W % BOSTON PHARMA
"
\ (sée: HD: ) )

A Qui cach Vi: 115 x 50 mm

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)




BOSTON

Mau hop: Lamiffix 100 (3 vi x 10 vién)

Ngay ... thang ... nam 201...

BOSTON

San xuét bdi / Manufactured by :

CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM
43 Dudmg sb 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam
BOSTON VIETNAM PHARMACEUTICAL JSC

No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam

BOSTON

BOSTON PHARMA

Rx THUOC BAN THEO DON / PRESCRIPTION ONLY MEDICINE

LamiIFFIX 100

Lamivudine 100 mg
Film - coated tablets

Hop 3 vi x 10 vién nén bao phim
Box of 3 blisters x 10 film - coated tablets

A Thuoc uong
Oral route

M3i vién nén bao phim chiva 100 mg lamivudin
Ta dweec vira di cho 1 vién nén bao phim
Each film - coated tablet contains 100 mg lamivudine
Excipients q.s. for 1 film - coated tablet

Tiéu chudn/Specification: TCCS/In-house
SDK/Reg.No. :

Rx THUOC BAN THEO DON / PRESCRIPTION ONLY MEDICINE

LAMIFFIX 100 v rions

Vién nén bao phim

Chi dinh, chéng chi dinh, lidu ding, cach dung va

céc thong tin khéc xin doc trong t& huréng dén sir dung.
Indications, contraindications, dosage, administration and

other information see the package insert.

Bao quan noi khd, dwéi 30°C, tranh 4nh séng

Store in a dry place, below 30°C, protect from light

DE XA TAM TAY CUA TRE EM

DOC KY HPONG DAN S DUNG TRUIO'C KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

86 16 SX / Batch No.:
Ngay SX / Mfg. Date:
HD / Exp. Date:

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)
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BOSTON

Mau vi: Lamiffix 100 (vi 10 vién)

Ngay ... thang ... nam 201...

( 8616 SX: HD:
R, x
lamrrix M LamiFFix
Lamivudin 100 M9 Lamivudin 100 ™9
CTCP DP BOSTON VN g BOSTON PHARMA
& I *
R R
. “LlamiFrFix
Lamivudin 100 ™9 Lamivudin 100 M9
CTCP DP BOSTON W BOSTON PHARMA
R«
lamrrix O LamiFFix
Lamivudin 100 mg Lamivudin 100 M9
CTCP DP BOSTON WN BOSTON PHARMA
Rl amiFrix R L amiFFix
Lamivudin 100™Mg Lamivudin 100 mg
CTCP DP BOSTON VN BOSTON PHARMA
Ramrrx  ®Lamrrx
Lamivudin 100 ™9 Lamivudin 100 ™9
CTCP DP BOSTON VN BOSTON PHARMA
/

Téng Giam Dbc

A Qui cach: 105 x 55 mm

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)




. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
: //' LAMIFFIX 100
HAN
5 ‘/1en nén bao phim c6 chira:
— Hoat chat:Lamivudin..................... 100 mg

— Ta duogc:Avicel PH 101, natri croscarmellose, povidon K3’O, magnesi stearat, silicon
dioxid, HPMC 606, HPMC 615, PEG 6000, titan dioxid, oxid sat do, oxid sat vang.

DANG BAO CHE:

— Vién nén bao phim.

DUQC LUC HQC

— ATC: JO5AFO05

— Lamivudin 1a mét thudc khéng virus, hoat dong chéng lai virus viém gan B.

— Lamivudin bi chuyén hoa béi ca nhimg té bao nh,iém’ va khong nhiém thanh din xuét
triphosphat (TP), day 1a dang hoat dong cua hop chat goc. Thoi gian ban huy noi t€ bao
cua triphosphat trong té bao gan 1a 17-19 gio in vitro. Lamivudin -TP dong vai trd nhu

chit nén cho polymerase ciia virus HBV. Su hinh thanh ciia ADN virus bi chin lai do su
sap nhap lamivudin-TP vao chudi va dan téi két thuc chudi.

cé
— Lamivudin-TP khong can thiép vao chuyén hoa deoxynucleotid ¢ té bao binh thuong. s /
- No chi la yéu td trc ché yéu ADN polymerase alpha va beta cia dong vét ¢ vu. Va nh *| e
vay, lamivudin-TP ¢ it tdc dung t6i cau tric ADN té bao clia dong vat co va. g\ BC

Lamivudin khong c6 tac dung gay dc_)c dang ké ma chi c6 kha ning rét thip lam giam ham N\
lugng ADN, khong sap nhép vinh vién vao ADN ty thé, va khong dong vai tro e ché -
ADN polymerase gamma cua ty thé.

DUQC PONG HQC

Hip thu:

— Lamivudin dugc hip thu t6t qua dudong tiéu hoa, sinh kha dung cua lamivudin khi ubng

¢ nguoi lon thuong la tir 80-85%. Sau khi ubng, thoi gian trung binh (tmax) dé dat duoc

nong do t6i da trong huyét thanh (Cmax) 1a khoang 1 gio. O liéu diéu tri, nghia 1a 100
mg/1an/ngay, Cumax 12 1,1-1,5 pg/ml va nong d6 6n dinh 12 0,015-0,020 pg/ml.

QA

— Ubng lamivudin cing v6i thre an lam kéo dai tmax va lam giam Cax xudng (giam toi
47%). Tuy nhién, mic dd hap thu (dva trén AUC) cualamivudin khong bi anh hudng, d

d6 lamivudin c6 thé udng cung thirc dn hodc khong. .
Phin bé: Y,

— Trong cac nghién ctru vé thude tiém tinh mach, thé tich phan bd trung binh 1a 1,3 L/kg
Lamivudin c6 dugc dong hoc tuyen tinh trong khoang lidu diéu tri va cho thiy su két hop
v6i protein huyét turong thap dbi voi albumin, A
— S0 liéu, tuy con han ché, cho théy lamivudin vao dugc hé than kinh trung uwong va toi
dugc dich ndo tuy. Ty 1é ndng d6 lamivudin dich nio tuy / huyét thanh trung binh 2-4 gid
sau khi udng 1a khoang 0,12.

Chuyén héa: x\/



— Lamivudin thai trir cha yeu qua than duéi dang khong doi. Kha ning tuong tac thude
chuyen hoa vé6i lamivudin thap do chuyén hoa qua gan thap (5-10%) va gan vdi protein
huyét twrong thip.

Thai trie:

— Thanh thai toan than trung binh cia lamivudin 1a khoang 0,3 L/gio/kg. Thoi gian ban
thai quan sat dugc la 5-7 gio. Phan 16n lamivudin thai trir & dang khong d6i qua nudc tiéu
thong qua loc cu than va bai tiét tich cuc (hé théng van chuyén cation hitu co). Do thanh
thai qua than chiém khoang 70% thai trir ciia lamivudin.

Déi twong dic bigt:

— Nhimng nghién ctru ¢ bénh nhan suy than cho thay thai trir lamivudin bi anh huéng béi
chirc nang than. Can phai giam liéu néu d¢ thanh thai creatinin < 50 ml/phut.

— Duogc dong hoc ctia lamivudin khong bi anh hudng béi tinh trang suy gan. S6 liéu thu
dugc & nhitng bénh nhan duoc ghép gan, tuy con han ché, nhung ciing cho thiy tinh trang
suy chirc nang gan anh hudng khong dang ké t6i duge dong hoc cia lamivudin néu nhu
khong c6 roi loan chire nang than kém theo.

O bénh nhan 16n tudi, mé hinh duoc dong hoc cia lamivudin cho thé}f qué trinh 130 hoa
binh thuong di kém giam chirc nang than khong c¢6 anh hudng dang ke trén lam sang t6i
mirc do ti€ép xuc lamivudin, trir truong hop bénh nhan cé d¢ thanh thai creatinin <
50ml/phut.

QUY CACH PONG GOI

Ep vi AI/AL Hop 2 vi x 14 vién nén bao phim.

Ep vi AVAL Hop 5 vi x 14 vién nén bao phim.

Ep vi AI/AL Hop 3 vi x 10 vién nén bao phlm.

CHI PINH | | ' ‘
LAMIFFIX 100 duoc chi dinh trong diéu tri viém gan siéu vi B man tinh & ngudi 16m véi:
— Bénh gan con bu c6 bing ching vé hoat dong sao chép cta virus, mirc alanin
aminotransferase (ALT) trong huyét thanh tang cao lién tuc va co bang ching md hoc cua
viém gan tién trién va/hodc xo gan. Bit dau diéu tri lamivudin chi nén duogc xem xét khi
viée str dung mot thude khang virus khac c¢6 mot rao can di truyén cao hon 1a khong c6 sin
hoac khong thich hop.

— Bénh gan mét b, sir dung phdi hop véi mot thude khac khong khang chéo voi
lamivudin.

LIEU LUQONG VA CACH DUNG

% Cdch dung: LAMIFFIX 100 dugc dung bing dudong udng, khong phu thudc vao bira an.
% Liéu ding:

— Nguoi lon:

+ Liéu khuyén cdo 1a 100 mg x 1 l?m/ngély

+ O nhirng bénh nhén bi bénh gan mét bu, lamivudin nén luén dugc st dung phdi hop voi
thubc khac khong c6 khang chéo v6i lamivudin, dé giam nguy co khéng thudc va dat hiéu
qué tre ché virus nhanh chéng.

— Thoi gian cua mot dot diéu tri:

+ Chua thiét 1ap duoc thoi gian diéu tri t6i uu cho lamivudin.

+ O nhimg bénh nhén viém gan B man tinh duwong tinh véi HBeAg va khong xo gan, dé
han ché nguy co tai phat virus, viéc diéu tri nén dugc kéo dai it nhit 6 dén 12 thang sau khi

phan tng chuyen huyét thanh HBeAg dugc xac nhén, hodc dén khi xay ra phan tng
chuyén huyét thanh HBsAg, hodc thuéc bi mat hiéu luc. Mitc ALT va ADN HBV nén

}\/ 2

A 1<) Y A «Z2Z 1



dugc theo ddi thuong xuyén sau khi chim dut didu tri dé c6 thé phét hién ra su tai phat
mudn cua virus.

+ O nhitng bénh nhén viém gan B man tinh am tinh vé&i HBeAg (do HBV dot bién ving
trudc 16i) va khong xo gan, viéc diéu tri nén dugce kéo dai dén khi c6 phan tmg chuyén
huyet thanh HBs hodc c6 bang chimg cho thdy thudc bi mét hiéu luc. Trong truong hop
diéu tri kéo dai, nén thuc “hién viéc danh gia lai thuong xuyén dé xac nhan rang viéc tiép
tuc phac do da lua chon van con phu horp v6i bénh nhan.

+ O nhitng bénh nhén bi bénh gan mat bu hodc xo gan va nhimg ngudi duge cdy ghép
gan, viéc ngung diéu tri 1a khong dugc khuyén céo.

Néu ngung sir dung Lamiffix 100, bénh nhan nén duoc kiém tra dinh ky dé theo dai céc
bang chimng clia viém gan tai phat.

— Dé khdng thudc:

+ 0 nhimng bénh nhén viém gan B man tinh dwong tinh hodc 4m tinh voi HBeAg, viéc
phét trién dang dot bién YMDD cua virus HBV c6 thé d4n dén viéc giam dap g tri liéu
ctia lamivudin, biéu hién bang sy ting mirc ADN HBV va ALT so véi thoi diém dang diéu
tri trude d6. Pé giam nguy co dé khang ¢ nhirng bénh nhén don tri v6i lamivudin, nén céan
nhic viéc diéu chinh phac do diéu tri néu van phat hién thay ADN HBYV trong huyét thanh
sau 24 tuan diéu tri. O nhitng bénh nhan c¢6 HBV dot bién YMDD, nén phéi hop thém véi
cac thube khac khong bi khang chéo v6i lamivudin.

+ O nhig bénh nhan dong nhiém véi HIV va hién dang diéu tri hodc c6 ké hoach diéu tri
v6i lamivudin hodc phéi hop lamivudin/zidovudin, nén duy tri liéu lamivudin da duoc ké
cho chi dinh nhiém HIV (thuong 1a 150 mg x 2 1an/ ngay).

— Cdc dbi tuwong ddc biét:

+ Bénh nhén suy than: nong d6 lamivudin huyét twong (AUC) ting 1én & nhitng bénh
nhan suy than vira va nang do giam dd. loc cau than. Do d6 nén giam liéu lamivudin &
nhirng bénh nhan cé d) thanh thai creatinin dudi 50 ml/phut nhu trong bang sau:

Do thanh thai creatinin Liéu khoi dau * Liéu duy tri
(ml/phut) (1 lan/ngay)

30 dén < 50 100 mg 50 mg

15 dén <30 100 mg 25 mg

5 dén <15 35 mg 15 mg

<5 35 mg 10 mg

* Khi can dimg liéu dudi 100 mg, cé thé sir dung cdc ché pham khdc dang dung dich uong
chira lamivudin

Nhirng dir liéu hién c6 vé sir dung lamivudin trén bénh nhan dang loc mau khong lién tuc
(nho hon hodc bang 4 gior loc mau, 2 — 3 1an mdi tuan) cho thay sau khi giam liéu khoi dau
cho phu hgp v6i do thanh thai creatinin, khong can chinh liéu thém nira khi dang loc mau.
+ Bénh nhén suy gan: Nhimg dir li¢u thu duoc trén bénh nhan suy gan, bao gdm ca bénh
nhan suy gan giai doan cudi chd ghép gan, cho thay dugc dong hoc cia lamivudin khong
bi anh hudng dang ké boi chirc ning gan suy giam. Do d6 khong can chinh liéu & nhing
bénh nhan nay, trir khi kém theo tinh trang suy chirc nidng than.

+ Ngudi gia: khong can chinh liéu trir trudng hop bénh nhan c¢6 d¢ thanh thai creatinin<

50ml/phit. W
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+ Tré em: chua c6 két luan vé tinh an toan va hiéu qua cta lamivudin trén tré so sinh, tré
em va tré vi thanh nién duéi 18 tudi, cling nhu chua c6 bt cu khuyén cdo nao vé liu
lugng dugc dua ra cho nhimng d6i trong nay.

CHONG CHI PINH

— Man cam véi bat ky thanh phan nao cia thuéc.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC
« Céc tinh trang cin than trong khi dung thudc

— Nhiém toan lactic, gan to va c6 nhiém mé

+ Da c6 nhitng bao cdo vé viéc xdy ra nhiém toan lactic (khong do thiéu oxy mau), di kém
v6i to gan va gan nhiém m& & nhitng bénh nhén st dung chét trong dong nucleoside (nhu
lamivudin).

+ Nén ngung diéu tri v6i lamivudin khi 6 hién tugng tang nhanh nong do
aminotransferase (ALT) trong huyét tuong, to gan cép tién hay nhiém toan chuyén
héa/lactic khong rd nguyén nhan.

+ Caéc triéu ching nhe trén duong ti€u héa,nhu budn ndn, nén va dau bung,ciing ¢6 thé 1a
dau hiéu cua su phat trién tinh trang nhiém toan lactic.Cac trudng hop nghiém trong, doi
khi dan den tr vong, thuong c6 lién quan véi viém tuy, suy gan/gan nhiém m@, suy than va
cac ting nong do lactat huyét thanh.

+ Can than trong khi ké don Lamiffix 100 cho nhirg bénh nhén (ddc biét la phu nir béo
phi) bi gan to, viém gan hodc c¢6 nhiing yéu té nguy co ctia bénh gan, gan nhiém m3.

+ Bénh nhén dong nhiém viém gan C va dang duoc diéu tri v6i interferon-o va ribivirin
c6 thé tao thanh mot nguy co dac biét. Nhitng bénh nhan nay nén duoc theo doi chit ché.

— Viem gan kich phat

+ Dot cip tu phat trong V1em gan B man tinh la tuorng 601 phd blen va duoc dac trung boi
su gia tang thoadng qua nong do ALThuyet thanh.0 mot sé bénh nhén, khi bit dau diéu tri
v6i lamivudin, ALT c6 thé tang dong thoi véigiam lugngADN HBV trong huyét thanh. O

nhitng bénh nhan c6 bénh gan con bu,tang ALT huyét thanh thuong khong kem theo su gia
tang ndng do bilirubin huyét thanh hodc dau hiéu ciia bénh gan mit bu.

+ Dot kich phat sau khi ngung diéu tri: Pot cip kich phat cta viém gan B man tinh ¢6 thé
xuét hién & nhimg bénh nhan ngung sir dung phac do diéu tri viém gan B, va thuong duoc
phat hién bang viéc tang ALT va tai xuit hién cia ADN HBV trong huyet thanh.Mac du
phan 16m céac bién ¢ 1a tu giéi han, tuy nhién tinh trang tir vong van c6 thé xay ra. Do do
néu ngung su dung Lamiffix 100, bénh nhan phai duoc theo doi dinh ky ca vé mit 1am
sang va danh gia két qua xét nghiém chirc nang gan (ALT, bilirubin) trong it nhat 4 thang.

+ Dot kich phat ¢ bénh nhén xo gan mat bu:Nguoi dugc ghép gan va bénh nhan X0 gan
mét b c6 nguy co cao hon tir viéc nhan 1én cua virus. Do c6 mirc chirc nang gan nim &
can bién nén vi€c tai phat viém gan khi ngung sir dung lamivudin hodc thudc mét hiéu luc
khi dang diéu tri c6 thé dan dén tinh trang mat bu ‘nang, tham chi co thé gay tir vong.
Nhitng bénh nhin nay cin dugc theo doi cac chi s6 1am sang, xét nghiém virus hoc va
huyét thanh hoc c6 lién quan dén bénh viém gan B,chirc ning gan — than va dép tmg khang
virus trong sudt dot diéu trj (it nhat mot 1an mdi thang), vait nhat trong 6 thang sau khi
ngung diéu tri (néu phai ngung didu trj vi ly do nao d6). Cac chi s6 xét nghiém t6i thleu
can dugc theo ddi bao gom: ALT, bilirubin, albumin, BUN, creatinin, va cac chi s6 thé
hién tinh trang virus nhu nong d0 HBeAg, HBeAb, ADN HBV néu co thé.

Nhitng bénh nhén c6 ddu hiéu suy gan trong hodc sau dot diéu tri nén duoc kiém soat
thuong xuyén hon néu co thé. k\/



Khéng c6 day du dir liéu cho thdy loi ich cua viéc tai didu tri v6i lamivudin & nhitng bénh
nhan nay.

— Réi loan chite nang ti thé

Di c6 nhiing truong hop béo cdo vé viée rdi loan chirc ning ti thé & tré so sinh do phoi
nhiém trong tir cung véi lamivudin va/hodc sau khi sinh, gdy ra cic bién chung nghiém
trong nhu roi loan huyét hoc (thleu mau, giam bach cau), roi loan chuyén hoa (ting nong
do lactat, lipase trong mau). Céc roi loan than kinh khoi phat muon nhu tang truong luc
co, dong kinh, hanh vi bat thuong,... cling ¢co thé xay ra, cac bién ching than kinh nay co
thé 1a tinh trang nhét thoi hodc vinh vién. Nhimg tré ¢6 phoi nhiém trong tir cung vOi
lamivudin nén dugc theo doi cd trén 1am sang va can 14m sang, va nén dugc xem xét cin
than kha nang ri loan chirc ning ti thé trong truong hgp c6 nhitng triéu chimg hodc diu
hi€u lién quan.

— Tre em

Lamivudin da dugc sir dung trén bénh nhi trén 2 tudi véi tinh trang viém gan B man tinh
con bu. Tuy nhién do nhirng dit liéu trong y vin con han ché, nén viéc sir dung Lamiffix
100 trén nhirng d6i tugng nay la khong duoc khuyén céo.

— Viém gan Delta hodc viéem gan C

Tinh hiéu qua cua lamivudin trén nhitng bénh nhén dong nhiém véi viém gan Delta va
viém gan C chua dugc thiét 1ap. Do d6 can than trong khi sir dung Lamiffix 100 trén
nhiing déi trong nay.

— Diéu tri bang thudc trc ché mién dich

Dir liéu vé viéc sir dung lamivudin & nhu'ng bénh nhan c¢6 HBeAg am tinh va nhitng bénh
nhan dang diéu trivoi thude e ché mién dich, bao gbm ca liéu phéap hoa tri ung thu, con
han ché. Lamivudin nén dugc sir dung thén trong & nhitng bénh nhan nay. .

— Theo doi

Bénh nhan dang diéu tri voi Lamiffix 100 can dugc theo doi thudong xuyén. Nong do ALT
va ADN HBYV trong huyét thanh nén dugc theo ddi mdi 3 thang va & nhitng bénh nhén c6
HBeAg duong tinh thi chi s6 HBeAg trong maunén dugc danh gia mdi 6 thang.

— Pong nhiém véi HIV

o) nhitng bénh nhan déng nhiém v6i HIV va hién dang diéu tri hodc c6 ké hoach diéu tri
v6i lamivudin hodc phdi hop lamivudin/zidovudin, nén duy tri liéu lamivudin da duoc ké
cho chi dinh nhiém HIV (thuong 12 150 mg x 2 1an/ ngay).Dbi voi bénh nhan dong nhiém
HIV ma khong can diéu tri bang thubc khang virus, can than trong khi sir dung mot minh
lamivudin dé diéu trj viém gan B vi s& c6 nguy co gdy dot bién virus HIV.

— Lay truyén viém gan B

+ Khong c6 thong tin vé viéc lay truyen virus viém gan B tir me sang con trong truong
hop bénh nhén dang mang thai dugc diéu tri bang lamivudin. Do d6 can tuan thu cic
khuyén cdo vé tiém phong virus viém gan B cho tré so sinh.

+ Bénh nhén nén dugc tur van ring diéu tri bang lamivudin chua duge chirmg minh 1a giam
nguy co lay truyén virus viém gan B cho nguoi khac va do d6, van phai ap dung nhiing
bién phap phong ngtra thich hop.

— Twong tdc véi cdc thuéc khdc

Khong nén dung chung Lamiffix 100 véi cac thudc khac c6 chira lamivudin, emtricitabin
hoic cladribin (xem chi tiét trong phan Tuong tac thudc).

% Cac khuyén cao cho phu nir c6 thai va cho con bi ’
— Phu nit ¢6 thai: V



+ Nhing dir liéu hién c6 trén hon 1000 phu nit mang thai c6 st dung lamivudin khong cho
thdy lamivudin c6 kha nang gdy di tat thai nhi. Lamivudin c6 thé duoc str dung trong sudt
thoi gian thai ky néu can thiét.

+ Pbi v6i nhitng bénh nhan dang dwogc diéu tri véi lamivudin ma mong muédn c6 thai, nén
can nhic ki t6i kha nang tai phat viém gan khi ngirng diéu tri v6i lamivudin.

— Phu nit cho con bu:

+ Nhitng dir liéu nghién ctru trén 200 phu nit dang cho con bu cé str dung lamivudin dé
diéu tri HIV cho thay ndng do lamivudin trong mau cua tré 1a rat thip (nho hon 4% so véi
nong do trong mau cua nguoi me) va giam dan xuong dudi mirc ¢ thé phat hién duoc khi
tre dat dén 24 tuan tudi. Do d6 c6 thé xem rang tong lwong lamivudin duge tré hap thu 1a
rat it va khong du dé tao ra tic dung khang virus.

+ Ngudi me bi nhiém viém gan B khong bi chéng chi dinh nudi con bang sita me néu tré
so sinh da dugc dam bao viéc ngan ngura lay nhiém viém gan B luc sinh ra. Va cling khong

c6 bang chimg cho thdy lamivudin xuat hién véi ndng do rat thip trong sira me gy ra
nhitng phan g c6 hai trén tré so sinh.

+ Do d6, viéc nudi con bing sita me c6 thé duoc can nhic khi nguoi me su dung
lamivudin dé diéu trj HBYV, trong d6 nén xem xét dén loi ich cua viéc nudi con bang sita
me va loi ich cua viéc tlep tuc phéc dd diéu tri ¢ nguoi me.

+ Trong truong hop c6 nguy co lay nhiém HBV tir me sang con, nén cin nhéc ngung sir
dung lamivudin, mac du tré dd duoc tiém ngira day du, dé han ché nguy co phat sinh chiing
virus khang lamivudin & tré so sinh.

Céc chat twong tu nucleoside va nucleotide da dugc chung minh in vifro va in vivo 1a
nguyén nhén gay ra ton thuong ti thé & cac mirc do khac nhau. P c6 bao céo vé nguy co
rdi loan chirc nang ti thé & tré so sinh phoi nhiém trong tir cung va sau khi sinh véi céac
chat twong tu nucleosid (xem muc “Réi loan chirc nang ti thé” & phan “Cac truong hop
than trong khi dung thudc”). ' '
% Anh hwéng ciia thude dbi voi nguwoi van hanh may méc, dang li tau xe, ngwéi lam
viéc trén cao va cac trueong hop khac

— Lamivudin c6 thé gay kho chiu, mét méi trong qua trinh diéu tri. Can luu y khi l4i xe va
van hanh may moc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC
« Cic twong tic ciia thude véi cac thude khac

— Kha nang tuong tac do chuyen hoa 1a thép do lamivudin it gan véi protein huyét twong
va duoc thai trir qua than gan nhu dudi dang khong doi.

— Lamuvidin thai trir chu yéu theo co ché bai tiét chu dong cation hitu co. Nén xem xét
kha nang tuong tac v6i cac thude khac dung dong thoi, dic biét khi cac thudc nay ciing
duogc bai tiét chi yéud than thong qua hé théng van chuyén chi dong cation hiru co, vi du
trimethoprim. Nhimg thudc khéac (vi du ranitidin, cimetidin) chi thai trir mot phan theo co
ché nay va cho thay khong tuong téc véi lamivudin.

— Nhimng thudc thai trir chu yéu qua dudng bai tiét chu dong anion hiru co, hodc dugce loc
boi tiéu cau than duong nhu khong gy ra nhirng tuong tac dang ké vé mat 1am sang véi
lamivudin.

— Dung chung voi tr1methoprlm/sulphamethoxazol (160 mg/800 mg) lam nong do
lamivudin trong mau tang lén khoang 40%. Tuy vdy khong cén diéu chinh lleu lamivudin
trir khi bénh nhan bi suy than.

S har il



— Két hop lamivudin v6i zidovudin lam tang nong do tdi da (Cmax) cta zidovudin trong
méu (khoang 28%), tuy nhién dién tich dudi duong cong (AUC) lai thay dbi khong dang
ké. Zidovudin khong anh hudng téi duge dong hoc cua lamivudin.

— Lamivudin khong tuong tac dugc dong hoc vai alpha-interferon.

— Khong thaytuorng tac c6 haitrén 1dm sang khi sir dung dong thoi lamivudin vé6i cac
thudc trc che mién dich thuong dung (vi du cyclosporin A). Tuy nhién cdc nghién ctru
chinh thirc vé tuong tac thudc van chwa duge tién hanh.

— Khong nén dung dong thoi lamivudin véi cac chét tuong tu cytidin khéc, chang han nhu
emtricitabin, vi khong nhitng khong mang lai lgi ich ma con lam ting nguy co khang
thudc.

— Cladribin: trén in vitro lamivudin trc ché manh mé& qua trinh phosphoryl hoa ndi bao ctua
cladribin, din dén mit hiéu luc cua cladribin. Do d6 khong nén st dung phdi hop
lamivudin véi cladribin.

TAC DUNG KHONG MONG MUON

— Céc phan tng phu thudng gip nhat 1a kho chiu va mét moi, nhiém tring duong ho hap,
khé chiu hong va amidan, nhirc dau, dau, dau bung, budn nén, nén mira va tiéu chay.

Co quan/mirc do Tac dung phu

Réi loan mau va hé bach huyét

Chua ro Giam tiéu cau

Réi loan chuyén héa va dinh dudng

Rét hiém gap Nhiém toan lactic

Réi loan hé mién dich

Hiém gap Phu mach

Roi loan gan mat

Rét thuong gap Tang ALT

Roi loan da va cac mé dwéi da

Thuong gap Phat ban, ngtra

Réi loan mé lién két va co xwong khép

Thuong gap Tang CPK

Thuong gap R4i loan co, bao gdm dau co va chuot
rat

Chua ro Tiéu co van

Trén cdc doi twong ddc biét

.




— Nhitng bénh nhan st dung lamivudin cho diéu tri HIV c6 thé gdp céac phan ung c6 hai
nhu viém tuy va bénh than kinh ngoai bién (nhu di cam). Trong truong hop bénh nhan
viém gan B man tinh, khong s6 su khéac biét vé tin sudt xuét hién céc tac dung phu do6 gitra
nhom bénh nhén st dung gia dugc va nhém bénh nhéan diéu tri bang lamivudin.

— Cac truong hop nhiém toan lactic, d6i khi gy tir vong, thuong gin lién véi triéu chung
gan to, gan nhiém m& da duoc bao cao khi su dung phdi hop cac thude tuong dong
nucleosid & bénh nhan HIV.Hiém gap nhitng ca nhiém toan lactic & nhirng bénh nhan diéu
tri viém gan B bang lamivudin.

Bdo cdo phan img c6 hai ciia thuéc (ADR)

— Bdo cdo phan tmg c6 hai: sau khi thude duogc cép phép luu hanh rat quan trong dé tiép
tuc giam sat can bang loi /ich/nguy co cua thude. Can bo y te can bao cao tat ca phan tng
c6 hai vé Trung tam Quoc gia hodc Trung tim khu vuc vé Théng tin thudc va theo doi
phan tmg c6 hai ctia thudc.

QUA LIEU VA CACH XU TRIi

— Qud liéu:Trén dong vat, sir dung liéu rat cao lamivudin khong gay ra bat ky doc tinh co
quan nao. Dir liéu vé doc tinh cp trén ngudi con han ché. Khong c6 truong hop tir vong
va moi bénh nhan déu binh phuc. Khong c¢6 dau hiéu hay triéu ching dic trung dugc xac
dinh khi xay ra qua liéu.

— Xir tri: Néu xay ra qua liéu, bénh nhan nén dugc theo ddi va ap dung nhitng bién phap
diéu tri ho trg thich hgp. Do lamivudin tham tach dugc, nén c6 thé dung bién phéap tham
tach mau lién tuc trong diéu tri qua liéu, mac du viéc nay chua dugc nghién ciru.

PIEU KIEN BAO QUAN

— Bao quan noi kho réo, dudi 30°C, tranh 4nh sang.

HAN DUNG CUA THUOC

— 36 thang ké tir ngay san xuit. Khong ding thudc qua thoi han sir dung.
TIEU CHUAN:Tiéu chuin nha san xuat. v/
TEN, PIA CHI CUA CO SO SAN XUAT

— Tén nha sin xuit: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

— Dia chi: S6 43, Pudng s 8, Khu cong nghiép Viét Nam - Singapore, Thuan An, Binh
Duong, Viét Nam.

— DT: 02743 769 606, FAX: 02743 769 601.
NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG
THUOC
Binh Duong, ngay.ZL.thang..4.nam 204+
PHO TONG GIAM POC CONG TY PANG KY

CONG
CO PHAN
DUQC PHA!
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