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NHAN HOP GLAMIVIR

(Hop 3 vi x 10 vién)

4.

T

& PRESCRIPTION ONLY

amivir

Lamivudine 100 mg

Hop 3 vi x 10 vign nen
Box of 3 blisters of 10 tablets

COMPOSITION:

Each tablel contains Lamivudine 100 mg.
Excipients q.5. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION,
GONTRAINDICATIONS AND OTHER
INFORMATION:

Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE:

Store at the emperature |
not more than 30°C,

in a dry place,

protect from light

& THUOC KE DON
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3 q Sdn xufft bal/Manutacrured by
- ® CONG TY TNHH DUGC PHAM GLOMED
E GLOMED PHARMACEUTICAL GOMPANY, Ltc. )
\]; 3 Dai L8 Tu Do, KCN Vibt Nam - Singapore, Ar Pho, Thudn An, Binh Dudng. l'\,“\_/
THANH PHAN: oE xa TAM TAY TRE EM, \|
M vien nén chia Lamivugin 100 mg. w K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG,
T4 duge visa 6 1 vién, QUAN: BE nal khd 4o, tranh 4nh sing,
cHl BINH, LIEV LUGNG, CACH DUNG, nhigt db qu 30°C.
TIEU CHUAN/ SPECIFIGATION

CHONG CHI mmﬁ. CAC THONG TIN
KHAG VE SAN PHAM:
Kin doc th hung ddn si dung.

SBW/ REG. NO.

56 k65X / Batch No.:
NSX [ Mfg. Date
HD j Exp. Darte:
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NHAN HOP GLAMIVIR

(Hép 10 vi x 10 vién)

& PRESCRIPTION ONLY

Glamivir

Lamivudine 100 mg

Hop 10 vix 10 ven ren
o Box of 10 biesters of 10 tablets

5510:5X | Batch No.

COMPOSITION: Each tablet contains Lamivuding...........occcccoeeenrr.. 100 g,
Excipiants g.s. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDIGATIONS AND
OTHER INFORMATION: Please refer to the package Insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Stora at tha temparaturs not more than 30°C, in 2 dry place,
protect from light.

]
L R THUGC KE DON
14 -] ®
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g Lamivudin 100 mg
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= Sin sulh BVManuteciured 3y.
g CONG TY TNHH DUC PHAM BLOMED
a GLOMED PHARMACEUTICAL COMPANY, L1

N r 38 031 LY Ty Do, KCH Vikt Nam - Singapore, An PhG. Thidn An, Blah Dung.

THANH PHAN:
MBi vign nén chita Lamivudin..............100 mg.

Té duoc vira di 1 vién.

CHI DINH, LIEU LUONG, CACH DONG, CHONG CHI BINH VA CAC THONG
TIN KHAC VE SAN PHRM: Xin doc t huing din st dyng.

pE XA TAM TAY TRE EM.

BOC k¥ HUONG DAN SU DYNG TRUAC KHI DUNG,

BAD QUAN: DA ndi khd réo, trénh dnh sdng, nhiét 42 khbng qud 30°C.

TIEU CHUAN/ SPECIFICATION:

SO/ REG. NO.:
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NHAN HOP GLAMIVIR

(Hop 20 vi x 10 vién)
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& PRESCRIPTION ONLY

Glamivir

Lamivudine 100 mg

56 155X / Batch No.
NSX | M. Date
HD Exp Date.

Hap 20 vt x 10 vign nén
S Box of 20 biisters of 10 tablets

Glamivir

COMPOSITION: Each tablet contains Lamivudine.................. 100 mg.

Excipients q.5. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS ‘ ~

AND OTHER INFORMATION: Piease refer 1o the package Insert, | o\

KEEF OUT OF REAGH OF CHILDREN. [ oY

READ CAREFULLY THE LEAFLET BEFORE USE. AN

STORAGE: Store at the temparature not more than 30°C, in a dry oA ';A‘1

place, protect from light =
- |

& THUBG KE DON

Glamivir
Lamivudin 100 mg |

Sin xulll BOVMeawTIclured by.
Mnmmmllum |
FLOMED PHARMACFUTICAL COMPARY Lt

35 Dyl L6 Ty Do, KCN Vit Nam - Singapare, An Phi, Thada An, Bink Dueng.

CAE I||MMWM h

1A8i vién nén chita Lamivudin,, ....100 mg

Ta duge vira dl 1 vitn.

cHI BINH, LIEU LUONG, CACH DONG. CHONG cHl DINH VA cAc i
uuammm! SAN PHAM: Xin doc 1 nusng ddn s dun, I
XA TAM TAY TRE EM. |

loc k¥ HUONG DAN SUf DUNG TRUBC KHI DONG. -

BAD QUAN; DF nai kho réo, trénh dnh s8ng, nhiBt 60 khong qui 30°C.

TIEU CHURN/ SPECIFICATION:

¥ 80K/ REG. NO:

Buw gy uipnAjwe,

1
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Rx Thude ké don
GLAMIVIR®
Dé xa tim tay tré em
Poc ki huwwong din sie dung tricde khi diong
Thudc nay chi ding theo don thubc

1. Tén thube: GLAMIVIR™
2. Thanh phéin cbng thirec thude: Mdi vién nén chia:
Thanh phan hoat char:
Lamivudin 100 mg.
Thanh phan ta duge: Cellulose vi tinh thé 102, natri starch glycolat, magnesi stearat.
3. Dang bao ché: Vién nén
4, M ta san phém: Vién nén dai, mau traing, mot mat tron, mot mat ¢6 khac chir GLM.
5. Chi dinh
Glamivir* duoc chi dinh trén ngudi lon va tré em trén 2 tudi bi viém gan B man tinh va c6 bing chimg virus viém gan B
(HBV) dang nhan réng:
- Bénh gan bl ¢6 bing chirng nhan 1én cua virus, ndng d6 alamin aminotransferase (ALT) trong méu tang cao lién tyc va két
qua sinh thiét cho thdy gan dang bj viém vi/hodc bj xo hoa.
- Két hop voi thude khac khéng khang chéo voi lamivudin dé diéu trj bénh gan bu.
6. Liéu dung va cich diing
Ding lamivudin nén dugce chi dinh boi céc bac si co kinh nghié¢m trong diéu trj viém gan B man tinh.
Li¢u ding
Piéu tri viém gan siéu vi B man tinh:
Ngudi 1om: 100 mg, ngay 1 lan.,
Nén diéu tri két hop voi thube khac khdng c6 sy dé khing chéo véi lamivudin & bénh nhin bénh gan mét bu dé giam nguy co \
khang thude va ngan chan dugc sy phat trién ctia virus 1 cach nhanh chong.
Tré em trén 2 tudi: 3 mg/kg, ngay 1 lan. Liéu t6i da: 100 mg/ngay.
Tré em duéi 3 thang tudi: Chua cé dit liéu ddy du dé dua ra lidu dung cu thé phi hop.
Bénh nhan suy than:
Phai giam liéu & ngudt bénh 16 tudi tré 1én c6 d6 thanh thai creatinin (CC) glam,

a ; - i Liéu dung lamivudin cho nguoi 16 tudi tro lén
B thsuby il sosating (UpHIR Didu tri viém gan siéu vi B man tinh Diéu tri nhiem virus HIV
Ngay dau tién 100 mg, nhirng ngay Ngay dau tién 150 mg, nhitng ngay sau
30 -49 . 3 5
sau d6 50 mg, ngay 1 lan, do 150 mg, ngé)ﬁ\ lhlén/
15— 29 Ngay dau tién 100 mg, nhirmng ngay Ngay dau tién 150 mg, dlﬂhbé ngay sau
- sau d6 25 mg, ngay 1 lan, d6 100 mg, ngay 1 lin.
Ngay dau tién 35 mg, nhirg ngay sau Ngay dau tién 150 mg, nhiing ngay sau
5-14 _ R \ A ;
d6 15 mg, ngay 1 lan. d6 50 mg, ngay 1 lan. .
- s
-5 Ngay dau tién 35 mg, nhitng ngay sau | Ngay dau tién 50 mg, nhirng ngay sau dé
) d6 10 mg, ngay 1 lan. 25 mg, ngay 1 lan.

Bénh nhin suy gan:
Dir liéu nghién ctru trén bénh nhan bj suy gan vira dén ning cho thiy duoc dong hoc lamivudin khong anh hudng dén su hoat
dong ciia gan. Do d6, khong cén diéu chinh liéu diing cén thiét & bénh nhan bi suy gan vira va ning trir trudng hop dong thoi
bi suy thén,
Céch dung
C6 thé udng thude cing hodc khéng cung voi bita an.
7. Chong chi djnh
Qua mdn cam v&i bat ky thanh phén nao cia ché phim.
Bénh nhéin c6 d¢ thanh thai creatinin < 50 ml/phut.
8. Luu ¥ va thén trong
Lamivudin khong khuyén cdo dung don tri liéu.
Viém tuy:
Da ¢6 béo cdo viém tuyén tuy & nhing bénh nhan duge diéu trj véi lamivudin. Tuy nhién, hién chua ré nhitng trudng hop
nay nguyén nhan 1a do didu trj v&i thude hay do bénh HIV tiém dn. Phai kiém tra tuyén tyy khi bénh nhin bj dau bung buén
ndn, ndn hojc cac xét nghiém sinh hoa bét thudomg,
Ngurng sir dung lamivudin cho dén khi cac chan doan viém tuy bj loai trir.
Viém tuy & bénh nhén tré em:



http% MHMQ g@mm UQQ&QQm{L c6 cac diu hidu nguy co phat trién viém tuy khéc, lamivudin nén duge st

dung mot cach that thin trong va chi dung khi khong ¢6 liéu phap diéu trj thay thé phi hop. Ngung viée diéu tr lamivudin
ngay lap tirc néu ¢d cde triéu chimg 1am sang cla viém tuyén twy.

Bénh nhan suy thin:

O nhirng bénh nhén bj suy thin vira dén ning nira doi thai trir huyét trong cla lamivudin tang do do thanh thai giam. Vi thé
nén diéu chinh lidu ding. C6 thé thay thé bang mét dang biao ché hodgc liéu ding phi hgp dé giam liéu dung trong truémg hop
bénh nhin bi suy thin ning khi d6 thanh thai nho hon 30 mL/phit.

Bénh gan man tinh hodc viém gan virus B

Dir lidu lam sang va hidu mai cho thay ¢ nhirng bénh nhan bj viém gan siéu vi B (HBV) co thé tdi phat bénh tro lai néu ngung
sir dung lamivudin, hdu qua cé thé nghiém trong hon & nhimg bénh nhén bj viém gan bi. Néu ngung sir dung lamivudin &
nhitng bénh nhin déng nhiém HIV va HBV, c¢in theo ddi kiém tra dinh ky chirc nang gan vi

xem xét cac déu hiéu cla viéc sao chép HBV.

Sw phén bd lai chit béo:

Su phan b6 lai/ tich lily m@ cia chat béo, bao gdm sy mdp 1én cia ving eo, bung, dorsocervical fat enlargement (bufalo
hump), peripheral wasting, facial wasting, ting vong ngyc, tang lipid trong huyét thanh va ndng do duémg trong méu & mot
vii ca nhan hodc vai bénh nhin nhan diéu tri két hop vai thude khang virus.

Thém vao do, hdi chimg rdi loan chuyén hoa md nhiéu hon con sé da dugc nghién ciru, vi du tinh trang bénh HIV, nhimg

ngudi 16n tudi dang trong giai doan diéu tri voi thudc khang vius tét c déu rat quan trong, c6 thé 1a cung vai tro.

Héu qua lau dai cua nhitng tri¢u chirng nay chua dugce biét dén,

Nhiém acid lactic va gan nhiém mé ning

Nhiém acid lactic va gan nhiém m& nang di xay ra truong hop tir vong khi sir dung céc thubc khang nucleosid ctia retrovirus
dung mot minh hodc két hop, bao gbm lamivudin. Phan lén céc truomg hop nay déu xay ra & phy nit.

Dit liéu 1am sang cho thiy sy phat trién ctia nhiém acid lactic bao gdm suy nhugc, biéng an va giam can mot cach dot ngdt
nhung khéng 13 i do, céc tridu chirng lién quan dén da day rudt va dudng hd hap.

Cén than trong khi sir dung thubc & nhimg bénh nhin ding lamivudin va nhing ca nhan dugc biét ¢6 nguy co mic bénh gan.
Tam ngung viée didu trj bing lamivudin cho bat ky bénh nhin nao c6 dau hiéu phat trién hodc két qua xét nghiém cho thay
nhiém acid lactic c6 mic bénh gan hodc khong. (Bao gdm phi dai gan va gan nhiém md thim chi trong truong hop khéng co
biéu hién vé sur ting men gan transaminase rd rang).

H@i chimg suy giam mién djch

O bénh nhan bi nhiém HIV véi sy thiéu kha ning mién dich nghiém trong ngay tai thoi diém bit ddu liéu phap diéu tri khing
retrovirus (ART), phan img viém khong ¢6 trigu ching hogic nhiém khuan co héi c6 thé tang 1én va gay ra cac triéu chimg
lam sang nghiém trong hodc 1am cac trigu chimg tré nén trim trong hon, Thong thuong, cac phan (ng nhu vy da dugc quan
sat trong khoang thoi gian vai tuin hodc vai thang khi bit du liéu phap diéu tri khang retrovirus. Céc vi du lién quan nhu
viém vong mac mat do virus lam cho t& bao biéu md to ra, cac nhiém khudn téng quat hodc dién hinh do nim vi khuin gay ra
va viém phoi do Prneumocystis jiroveci (P. carinii). Bit ky triéu chirng viém nao cling phii dugc danh gia n Wg duoc
tri hodn va bit diu viée didu tri triéu chirng khi can thiét. RSi loan kha ning ty mién dich (nhu bénh Gravesﬁv m da co va
hoi chirng Guillain-Barre) da duoc bao céo xdy ra trong qua trinh tai tac mién dich, tuy nhién thei gian dau C}I nhiéu thay déi
hom va ¢6 thé nhiéu thang sau khi bit ddu diéu tri va thinh thoang c6 thé biéu hi¢n khéng dién hinh.

Hoai tu xwong

Mic du nghién ciru nguyén nhan gay bénh dang dugc xem xét véi nhiéu yéu d (bao gdm sir dung corticosteroid, tac hai cia |

rugu, su suy giam kha ning mién dich nghiém trong, trong luong co thé cao), trrdng hop hoai tir xwrong di duge bao cdo mét
phén & bénh nhan HIV tién trién va hojc tiép xdc voi liéu phap két hop khang retrovirus trong thdi gian dai. Bénh nhan nén
dugce biét vé viée phai tim cac 101 khuyén y khoa néu gdp phai céc triéu chimg dau nhirc khop, dau khép holdc kho khan trong
véin dong.

9. Sir dyng thude cho phy nir ¢6 thai va cho con bi:

Sie dung trén phu nie ¢6 thai: Thude duge ding gidi han cho nhirng bénh nhéan c6 thai va phu nir dang d tudi sinh san, khéng
tAng tan suét bi di tit hodc truc tiép hodc gian tiép anh huong dén bao thai da dugc béo céo,

Lamivudin qua dwoc nhau thai, cdn xem xét k¥ khi str dung thude cho phu nir c6 thai chi sir dung khi loi ich diéu tri hon hin
nguy co.

Sie dung trén phu nit cho con bii: Lamivudin dugc bai tiét trong sira. Phu nit ¢6 HIV khéng cho con bi. Ngudi me bi nhiém
HIV dang dung lamivudin khéng nuéi con bang sira me.

10. Anh hwéng ciia thude 1én kha ning l4i xe, van hanh miy méc:

Lamivudin c6 thé giy chong mat. Khong l4i xe, sir dung may moc hay lam bét ky cong viéc nao doi hoi su tinh tdo trude khi
ban chic chin ring ban c6 thé thuc hién nhimg cong viée dé mét cach an toan.

11. Tuong tic, twong Ky cia thube

Su bai tiét qua than cua lamivudin cé thé bi trc ché bai nhitng thude khac dwoe thai trir chi yéu bang sy bai tiét cha dong qua
thén, vi dy nhu trimethoprim.

_meg do trong huyét tuong clia zidovudin ting nhe khi ding chung véi lamivudin. Mic dii khéng c6 cac tuong tac ¢o ¥ nghia

Yo



httPS‘E#E;EHQ glt@mtnuz@gq'ﬁggm!ng d61 khi xdy ra & nhirng ngudi dung dong thoi lamivudin véi zidovudin.

Trimethoprim/sulphamethoxazol lam tdng 40% nong d6 lamivudin trong huyét wong. Tuy nhién, khong cén phai chinh liéu
trir khi bénh nhéan da co suy than.
Lamivudin c6 thé trc ché qué trinh phosphoryl ndi bao ciia emtricitabin khi dung dng thoi hai thubc nay. Thém vao dé, co
ché khang virus ciia lamivudin va emtricitabin théng qua su bién déi trung gian ciia qua trinh phién ma nguoc (M184V) do
vy hiéu qua diéu trj khi két hop cac thude nay bj gidi han. Lamivudin khong khuyén cdo sir dung két hop véi emtricitabin
hoiic két hop liéu co dinh chira emtricitabin.
' 12. Tdc dyng khéng mong mudn
Rit hiém gip: <1/10,000
Réi loan chuyén héa va dinh dudng: nhiém acid lactic
Hiém gap: (> 1/10000 dén < 1/1000)
Réi loan hé théng mién dich: phi mach bach huyét.
Rit thwong gip: > 1/10
Roi logn gan mdt: nong do ALT cao.
Thudng gap: > 1/100 dén < 1/10
Roi loan da va mé dueéi da: ngira, phat ban.
Réi logn co xwong va mé lién két: ting CPK, ri loan co bao gdm dau co, chudt rit.
Nhém bénh nhin dic biét:
O nhitng bénh nhan bi nhiém HIV, truong hop bi viém tuyén tuy va roi loan hé than kinh ngoai vi (hodic ching di cam) da cé
béo cao. O nhirng bénh nhin viém gan B man tinh da thiy su khac nhau giita viéc diéu tri véi lamivudin va gid duge.
Ngung sir dung va héi y kién bie si néu: Xudt hién cac déu hiéu hodc triéu ching 14m sang hay két qua xét nghiém cho
thdy c6 thé xay ra viém tuy.
Théng bdo ngay cho bic s hodc duge sinhiing tic dung ¢6 hai gip phai khi si dung thude.

13. Qui li¢u va cdch xir tri T
Quad liéu: Thong tin vé qua liéu cép & ngudi con han ché, Khong ¢ cac ddu hiéu hodc triéu ching lam sang sau khi ding qua -7
liéu. 3Ty

Xiz tri: Khéng ¢6 thude giai dge dc hiéu. Néu co qua licu xay ra, nén theo ddi bénh nhin va 4p dung céc bién phap diéu tri % Hiy
hd trg thong thudng. Loi ich lam sang cia phuong phap thim tach trong triromg hop qué lidu lamivudin khong duoc biétrd,  PHiy
14. Dic tinh duoc lye hoc
' Nhém duge Iy: Thude khing retrovirus va virus

Ma ATC: JOSAF05

Lamivudin la thube (¢ ché enzym phién ma ngugc thude nhém nucleosid ¢é cdu tric tuong ty cytosin voi hoat tinh khang
retrovirus ké ca HIV,

Lamivudin dugc bién ddi ndi bao thanh triphosphat. Chat nay 1am ngung qué trinh tdng hop ADN cua retrovirus, ké cd HIV,
bing cach trc ché canh tranh enzym phién ma nguge va hgp nhét vio ADN ciia virus. Ngoai ra, lamivudin con i:;;;;)nh

V va HBV.

trén virus gdy viém gan B (HBV). Tinh khang thude cua lamivadin di dugc bao céo & cac chung phéan ldp cua
Lamivudin c6 hoat tinh 1én virus HIV typ 1 va 2 (HIV-1, HIV-2), va ciing ¢6 tdc dung tc ché virus viém gan nghoi bénh
man tinh. Tuy lamivudin dugc dung nap tét, nhung khong dung lamivudin don dgc vi dé sinh khang thude. STr khang thude
nay do djt bién vé enzym phién ma nguoc, laim giam tinh nhay cam hon 100 lin va lam mét tac dung khang virus trén ngudi
bénh. Cac ching HIV khang lamivudin 12 M184I (isoleucin thay thé methionin & codon 184) ciia enzym phién mé nguoc.
Diéu tri viém gan B man tinh bing lamivudin mdt thoi gian thi s& xuét hién cdc ching dot bién khang thude trén enzyme
polymerase. Cac chiing HBV dét bién khang lamivudin 12 M552V (valin thay methionin ¢ codon 552) va M5521 (isoleucin
thay methionin. Mac du xuat hién khang thé anti-Hbe nhung ADN-HBV lai ting cao sau khi ngimg lamivudin v ALT lai |
ting, bénh tai phat. Ty 1& khang lamivudin sau | nam diéu tri la 24%, 2 nam la 38%, sau 3 nim 1a 50%.
Liéu phap phéi hop lamivudin va zidovudin & ngudi bénh chua duoce didu tri trrde day, lam giam khoang 10 ldn mét d¢ virus
trong huyét tuong, tac dung kéo dai hon 1 ndm, mac du c6 sy dot bién cua enzym phién ma ngugc.
15. Pic tinh duge dong hoc

Lamivudin dugc hap thu nhanh va dat nong d¢ dinh trong huyét trong khoang 1 git sau khi udng. Sy hép thu bi chim nhung
khéng giam khi udng thudc ciing véi thirc an. Sinh kha dung khoang 80-87%. Thudc gin két khoang 36% v6i protein huyél
tuong. Lamivudin qua dugc hang rdo méu ndo va ti 1¢ thude véo trong dich ndo tay so vai nbng do thude trong huyét thanh
khoang 0,12. Thuéc qua dugc nhau thai va phan bo vao trong sra me. Lamivudin duoc chuyén hoa ndi bao thanh triphosphat
¢6 hoat tinh khang virus. Thude duge chuyén hoa it & gan va duoc thai trir chi yéu duéi dang khdng bién déi bing cach bai
tiét chu déng & than. Nira doi thai trix khoang 5-7 gitr sau khi uéng mét liéu don.

| 16. Quy cich dong goi:

' Hép 3 vix 10 vién nén.
Hop 10 vi x 10 vién nén,
Hép 20 vi x 10 vién nén.

17. Diu ki¢n bio quan: Dé noi khé réo, tranh anh sang, nhiét dé khong qua 30°C.
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19. Tiéu chuén chét luong cia thude: Duge dién Viét Nam IV

20. Tén, dia chi ciia co s¢' sin xuit:
CONG TY TNHH DUQC PHAM GLOMED /
Dia chi: $6 35 Pai L6 Ty Do, KCN Viét Nam — Singapore, phuéng An Phu, thj xa Thuapkp\g/h/nh Binh Duong.
DT: 0274.3768823 Fax: 0274.3769005
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