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~ Mbi vién nén phan tan c6 chira:
Abacavir suifat USP

twong dwong Abacavir .....60mg
Lamivugin USP...............30mg

Dosage;
As directed by the physician

Store in cool, dry place,
’ temperature not exceeding 30°C

Q KEEP OUT OF REACH OF CHILDREN
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Chi diing theo s ké don cua thay thuée
Doc kjj hiedng dadn truce khi ding. Néu cdn thém thong tin, xin hoi y kién bdc si.

ABAMUNE - L BABY (Tablets)
Vién nén phan tdn Abacavir/Lamivudin 60/30 mg

Thanh phin
Moi vién nén phan tan co chiza:

Abacavir sulfat USP I),
Tuomg duong Abacavir ......60mg
Lamivudin USP................ 30mg

Td dwoc: Cellulose vi tinh the, hydroxy! propy! methy! celluiose, natri starch glycolat, tinh bot.
colloidal silicon dioxid, magnesi stearat, aspartam, chat diéu vi dau tay.

A'TC code: JG5AR02

DUQC LUC HOC

ABAMUNE-L BABY Ia dang bio ché vién nén phan tan phdi hop abacavir va lamivudin diing
trong diéu tri HIV cho tré em.

Abacavir va lamivudin déu Ia cac chit irc ché enzym phién ma ngugc (NRTIs) c6 tac dung chon
loc véi virus HIV-1 va HIV-2. Ca hai thudc abacavir va lamivudin dugc chuyén hoa nhé kinase
trong t€ bao thanh cac din chit S™-triphosphat (TP) ¢6 tac dung. Cac chét chuyén hoa triphosphat
lamivudin-TP va carbovir-TP 1a cac co chat c6 clu triic tuong tr deoxyguanosin-5'-triphosphat
(dGTP) nén da canh tranh v&i dGTP - mot co chét cha enzym phién ma nguoc cua virus, dugc
gan vao DNA cia virus, gay gian doan sy t3ng truong cla virus.

In vitro, chat chuyén héa co hoat tinh 5’-triphosphat ciia abacavir ¢6 tic dung trén cac
retrovirus cua ngudi va ddng vat, bao gbm HIV-1, HIV-2 va FIV (feline immunodeficiency
virus). Thudc cing ¢ tac dung voi virus viém gan B (HBV) va cytomegalovirus (CMV),
nhung khéng co 1ac dung vai cic virus Herpes simplex 1oai | va 2 (gay bénh mun rdp), virus
Varicella zoster (bénh Zona) va virus ciim A. Thudc 6 tac dung hiép ddng vdi nevirapin va
zidovudin, tac dung cong khi két hop va&i didanosin, zalcitabin, lamivudin va stavudin.
Abacavir néi chung khéng gay doc trén mot sé té bao nudi cay (bach clu, gan), va khdng anh
huong t&i sy sao chép, sinh san cia té bao.

Pa thdy théng bdo xuat hién cac ching virus HIV-1 giam nhay cam véi abacavir khi ting
ndng do thubc trong mdi trudng nubi ciy in vitro. Bén canh d6, nghién ciu in vitro ciing da
thady mot sd chung HIV-1 khang thudc khi didu tri v&i abacavir. Co ché khang thudc chua
duge xic dinh rd, nhung dot bién gen enzym phién ma nguoc caa HIV duge cho 1a nguyén
nhan chinh giy khang thudc. Dot bién don c6 thé giy giam nhay cam véi abacavir, dt bién
da gy khang thudc & mic do cao hon. Tuy nhién, su khang thudc khéng tang nhanh. Da
thdy théng bao c6 hién tugng khang chéo gitra abacavir véi cac NRTI khac. Cac chung HIV
phin lap duoge (c6 dot bién Q151M) khang cao véi nhidu nucleosid ciing giam nhay cam voi
abacavir., Khang thubc taing nhanh khi ding riéng abacavir, do vay abacavir luén duoc phdi
hop vdi céac thudc khang retrovirus trong ditu trj.

Lamivudin duge dung nap tbt, nhung khong duoc ding don déc vi dé gay khang thudc. Su
khdng nay do dot bién vé enzym phién ma nguoc, lam giam tinh nhay cam hon 100 13n va lam
mét tac dung khang virus trén ngudi bénh.

Cac thubc ndy chi co tac dung trc ché ma khéng diét virus HIV nén trong thdi gian didu tri,
ngudt bénh vin cin phai triét dé ap dung cac bién phap an toan (tinh duc an toan, khdng diing
bom, kim tiém chung v.v...) dé tranh 1y nhiém.



Dugce ddng hoc

Theo cac dir fiéu duoc dong hoc da cong bd cua cac thudce thanh phf‘m cho thiy abacavir va
lamivudin dugc hdp thu tét va nhanh qua dudmg tiéu hoa sau khi udng. Sinh kha dung tuyét déi
ciia abacavir va lamivudin sau khi ding dudong udng o ngudi Iém tuong ing khoang 83% va 80-
85%. Dir liéu thu duge tir nghién ciru sinh kha dung va tuong duong sinh hoc cua thube phdi
hop ¢b dinh lieu Abamune-1. Baby trén ngudi tinh nguyén khoe manh. sau khi udng lidu don,
ndng d6 dinh trong huyét tuong (Cmax) dat dirgc 1a 5838 (& 2023) ng/ml, va AUC tuong tmg 12
15059 (+:2456) ng*h/ml. Théi gian dat dén ndng d6 t6i da (Tmax) 1a 0,80 (= 0,59) g1, Thire an
lam cham hip thu va giam Cmax, nhumg khong anh huong toi AUC. Do vay, Abamune -L baby
6 thé uong cung véi thie an hodc khong.

Cac thudc lién két véi protein thap dén trung binh, khoang 36% (lamivudin) va 49% (abacavir).
Lamivudin ¢6 dugc dong hoc tuyén tinh theo lidu. Thubc co kha nang tham nhap vao hé thin
kinh va ¢ trong dich ndo ty véi ty 1€ ndng d6 thudc trong dich ndo tay so Vi trong huyct
tuong 12 12%, va AUC khoang 30-44%. Abacavir duoc chuyén hoa chi yéu & gan. Cac chét
chuyén héa duge bai tiét qua nudc tiéu va khoang 2% liéu dudi dang khéng ddi, phan con lai
dugc thai trir trong phan. Tho gian ban thai trung binh cua abacavir khoang 1,5 gid, sy tich iy
thuéc khong dang ké. Lamivudin it chuyén héa, thai trir chi yéu qua than dudi dang khong dbi,
véGi thai gian ban thai khoang 5-7 gid.

Dueoc dong hoc trén tré em: Chua ¢d nghién cire vé duoc dang hoc ciia dang phdi hgp trén tre¢
em khoe manh. Cac nghién cim duge dong hoc va thy nghiém 1am sang dang thude phé: hap
trén tré em nhiém 11V cho thay abacavir va lamivudin dugc hip thu nhanh qua duong udng khi
dung duci dang dung dich udng hodc cac dang vién nén phén tan. Smh kha dung tuyét ddi cua
lamivudin (x4p xi 58-66%), giam & bénh nhan dudi 12 wdi. Tré em udng dang vién nén phan tan
cho AUC va Cmax cao hon so véi dang dung dich. Tré em ding cac dung dich udng abacavir
va lamivudin theo miic liéu khuyén co dat duge nong d6 trong huyét tuong twong i nhu &
ngudi Iém, nhung dao dong nhiéu hon. Nghién ciry dugc dong hoc trcn tré¢ em dung lamivudin
dang dung dich udng va vién nén déu cho thiy rang voi 1dng liéu mdi ngay nhir nhau thi dung 1
1an hojc 2 1an mdi ngay déu cho gia tri AUCq.24 tuong dirong.

Chua c6 du dif 1i€u an toan aé khuyen cdo si dung abacavir va lamivudin cho tré dudi ba thang
wdi. O tré so sinh mét tudn tudi, thanh thai lamivudin dudng udng giam so voi 6 ré em. ¢6 the
do chirc nang thin chua truong thanh va sy hap thu bién thién. Vi vy dé dat duoge phoi nhiém &
tré em nhu ngudi lén, liéu thich h0'p cua famivudin cho tré so sinh 13 4 mg/kg/ngay. Uéc tinh
theo kha nang loc & cau thén cho thay dé phoi nhiém & tré em dat duge tuong ty nhu ngudi Iom.
lidu thich hop cho iré em tir 6 tudn tudi trd 1&n 13 8 mg/ kg/ ngay. Phoi nhiém cao véi abacavir
¢6 thé xay ra & mét 56 bénh nhan nhi do khong thé diéu chinh lidu duoc khi dung dang phdi hop
¢b dinh liéu. Do viy, can theo di vdi ddc tinh cua acabavir chit ché hon. _1

)

Nhom bénh nhén ddc biét: -

Suy gan: Chira c6 dir liéu vé viéc sir dung abacavir/lamivudin cho nhimg bénh nhan suy gan.
Hién chi ¢6 dir liéu dugc dong hoc khi dung ri€ng abacavir hodc lamivudin. Khéng cé khuyen
cao giam lidu cho bénh nhin suy gan nhe. Dit lién thu dugc & nhitng bénh nhan suy gan vira dén
ning cho thiy duoc dong hoc cia lamivudin anh hudmg khéng dang ké do rdi loan chirc ning
gan.

Suy thén: DI liéu duge dong hoc thu duoc khi dung riéng lamivudin hodc abacavir. Abacavir
chii yéu duge chuyén hoa & gan. vai khoang 2% abacavir bai tiét khong thay déi trong nuéc tidu.
Dugc dong hoc ciia abacavir & nhitng bénh nhan ¢6 bénh than giai doan cubi twong tr nhur bénh
nhan c6 chiic ning thin binh thudng. Cac nghién ciu vdi lamivudin cho thdy ndng do trong
huyét tuong (AUC) tiang 1én & nhiing bénh nhan c6 réi loan chiic nang thin do giam dd thanh
thai. Khong khuyén cdo ding abacavir/ lamivudin cho bénh nhan c6 d thanh thai creatinin
<50mi/ phiit do khong thé diéu chinh liéu khi can thiét.




CHI PINH

ABAMUNE-L BABY dugc chi dinh trong dicu tri nhidm 1{IV-1 6 tre em can ning > 3kg den -

25kg. phdi hop véi cic thude chdng virus khac.

o ABAMUNE-L BABY 13 mét ché pham co chira abacavir. Truée khi bat diu didu tri vdi
ABAMUNE-L BABY, cin xem xét dén tién si ding thude cha bénh nhin trudce diy dé tranh
diing thudc cho bénh nhan di c6 tién st di ang véi abacavir.

» Theo phac db diéu tri 3 thubc, vién nén ABAMUNE-L BABY duogc khuyén cdo ding véi
mét thude khdng virus thuéc nhém duoc 1y khac ma khong phai cac thudce trc ché phién ma
nguge nucleosid/nucleotid.

LIEU DUNG VA CACH DUNG

Tré em

ABAMUNE-L BABY nén ding 2 1an mdi ngay, ubng thudc véi nude va xa bira an.
Liéu khuyén cdo cho tré em tinh theo cén ning.

Thé trong (Kg)  S6 vién/ lan (ding 2 lan méi ngay)
3-59 1 vién N
699 1.5 vién O
| ~16-13.9 2 vién o
14-j9.9 2.5 vién |
20-24.9 3 vién i

Vi tré rit nho klmng (he uong duge vien thudce, co thé dung nhu'sau
1. Cho cic vién thude vao cdc, thém 2 thia nude (10ml) cho méi vién.
2. Khudy cho dén khi vién thudc v ra thanh cac manh nho dé ué co thé udng durgc. Co thé
dung thia dé nghneu vién thuo‘~ cho nhé hon.
3. Hén hop thudc di pha phai ubng trong vong mot gior.
4. Trang cbc véi mot it nude, cho udng ca phan nudc trang dé dam bao du licu.

KHONG PHA VIEN NEN VOI BAT KY LOAI CHAT LONG NAO KHAC BE UONG.

Dicu chinh liéu

Vi thuéc 1a dang vién pho: hop 6 dinh liéu, nén khong thé ké don ABAMUNE-L BABY cho
nhung bénh nhan can diéu chinh lidu nhy ngudi co thanh thai creatinine <50 mL/min, ngudi bi
suy giam chirc nang gan hodc phai han ché 1iéu do cic phan mg bat lgi.

CHONG CHI PINH N
Man cam véi bét cir thanh phin nao cua thuéc. |
Suy gan vira va ning.

Phu nir co thai.

THAN TRONG

Chung: Phai rat than trong khi ding abacavir, nhét 1a trong 6 tuén diu, vi nguy co phan g
quéa man (4%), d6i khi gdy tir vong. Phat hién phan imng qua min thudng rit kho vi dé 13n voi
mot bénh toan than. Phai ngirng ngay abacavir néu cd cac triéu chirng qua man va khong bao
gio dugc diing lai. Ngudi bénh phai dugc theo dai can than trong 2 thang dau diéu tri, vi phan
(g qué man co thé xay ra bat cir luc ndo. Ngudi bénh bit diu dleu tri lai sau khi ngimg thudc
cling co nguy co, ké ca trzée do khong co triéu chitng qua man. Do do, can khuyén ngudi
bénh phai udng thude déu, khéng duge ngit quing.




L C.COIT

Khdng dugc dung abacavir cho ngudi bi bénh gan nang va phai rit than trong déi véi ngudi ¢
nhiéu nguy co mic bénh gan (phu nir béo phi, gan 1o, viém gan man tinh B, C va diéu trj két
hop thudce khang virus). Phai ngirng thude ngay néu chiic nang gan thay déi theo hudng xau di
nhanh hoac néu gan to hodc nhiém toan chuyén hoa ma khong d nguyén rnhan.

Thén trong diing abacavir & nguoi bi suy than giai doan cudi.

CANH BAQ: nguy co phan img qud mdn, nhiém acid lactic va bénh gan to ndng, con bimg phd
cua viém gan B.

ABAMUNE-L BABY c6 chira 2 dén chdt nucleosid (abacavir sunfat va lamivuding va chi danh
cho nhitng bénh nhdn c6 phac do diéu tri voi 2 thuoe nay.

Phan img quad man man

Phan img qua man tram trong, doi khi tu vong da thdy cé lién quan 16i abacavir sunfat, mot
thanh phan cua ABAMUNE-L BABY

Phén tmg qud man véi abacavir I héi chimg roi loan chire nang da co quan thidong dic irumg
boi ddu hi¢u hodc tri¢u chitng 6 > 2 co quan thugc cac nhom sau- (1) s61, (2) phdt ban, (3) tiéu
hoa (bao gom budn non, nén, tiéu chay, hodc dau bung), (4) Thé trang (bao gé:m kho chiu, mét
moi, hodc dau nhirc), va (5) hé hdp (bao gém khé thé, ho, viém hong). Ngirng ding ABAMUNE-
L BABY cang som cang tot néu nghi ngo c6 phan tmg qud man.,

Nhitmg bénh nhdin mang gen HLA-B * 5701 c6 nhiéu nguy co phan img man cam véi Abacavir.
Do vay, cdn sang loc HLA-B * 5701 truéc khi bdt dau tri liéu véi abacavir; Bién phap nay sé
giup gidm nguy co xay ra phan g qud man. Trudc k}zz hat dau dung lai abacavir, ciing nén
sang loc vai cic bénh nhdn trude ddy dung nap thudc 1t nhu'ng chua biét c6 mang gen HLA-B*
5701 hay khong. Ngwoi bénh am tinh vai HLA-B* 570] ciing cé thé tdng man cam voi abacavir,
Tuy nhién, it xay ra hon voi ngudi bénh diwong tinh voi HLA-B * 5701.

Khong ké dén tinh trang HLA-B* 5701, ngimg ding ABAMUNE-L BABY hodc cdc thuéc co
abacavir vinh vién néu khong thé loai tric duge phén tong mdn cam. ngay ca khi cdc chan dodn
khuic 1é co thé.

Sau khi da bi phan img qua man véi abacavir, khong bao gi0 ding lai ABAMUNE-L BABY hay
bat ky thudc nao co abacavir vi triéu chieng ndng hon cé thé xdy ra trong vai gié, tut huyét ap,
de doa tinh mang va ci thé ur vong.

Da thdy bde cdo nhiém acid lactic va gan to nhiém m@ ning, c6 truimg hop gdy ur vong khi si
dung cdc thuée nucleosid down thanh phan hodc phoi hop, nh abacavir, lamivudin, va thuéc
khang retrovirus khdc.
Con bung phat viém gan B
Pa thdy bdo cdo dot cdp ning cua bénh viém gan B & nhitng bénh nhdn dong nhiém viém gan B
(HBV) va HIV-1 sau khi ngimg lamivudin, mot thanh phan ¢ trong ABAMUNE-L BABY. Nén
theo doi chdt ché chiec ning gan bang xét nghiem va lam sang trong it nhat vai thdng doi voi
bénh nhdn ngimg diung ABAMUNE-L BABY va van dang nhiém HIV-1 va HBY. Néu thich hop,
6 thé bat ddu diéu tri viem gan B.

N
13

Dimg thubc cho phyu nit ¢é thai: Thudc nay dwoc bao ché dé sir dung cho tré em. N6i chung,
khong diing vién hon hop abacavir/lamivudin cho phu nir mang thai. Trén chudt thi nghiém, thube
qua nhau that va gy doc cho phdi va thai nhi.

Diang thubc cho phu nit cho con bit: Thudc ndy duoc bao ché dé sir dung cho tré em. Cac
thubc va chét chuyén hoa clia abacavir/lamivudin déu bai tiét qua siia dong vét thi nghiém va
rat ¢6 thé ciing co trong sita me. Ba me ding cac ché pham hdn hop abacavir/lamivudin thi
khéng nén cho con b, va néi chung, phy nit nhiém HIV khéng nén cho con bu vi cé thé
truyén HIV qua sira sang con.

-
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Anh hiegng khi ldi xe va vin hanh mdy: ABAMUNE-L BABY chu yéu ding cho tre em, |2 déi
tuong chua ¢6 kha nang nén 1ai xe hodc vin hanh may moéc.

TUONG TAC THUOC

Tuong tac voi abacavir:

Véi céc thuoe bi chuyén héa boi hé men gan: Do cac enzym cytochrom Puso giy chuyén héa
abacavir khong dang ké, nén it c6 tuong tac véi cac thude chuyén hoa boi hé men nay.

Véi alcohol (ruguj: Khong cd tuong tac Iam sang glua regu va abacavir, nhung rugu 1d3m
cham thai trir abacavir va do d6 lam ting néng dd thude trong mau. Khéng thiy ¢ phan img
kiéu disulfiram.

Vi cde thuée khdng virus: In vitro, abacavir ¢ tac dung khang virus HIV-1 cdng hop hodc
hiép dong v6i cac thubc irc ché integrase va prolease ciia HIV (nhu raliegravir, amprenavir,
nelfinavir, tipranavir); Tac dung cong hoac hiép ddng voi cac thude e ché phién ma nguoc
khong thudc nhom nucleosid (efavirenz, nevirapin) cling nhu véi céc thudc e ché phién ma
nguoce nucieosid va nucleotid (didanosin, emtricitabin, lamivudin, stavudin, tenofovir va
zidovudin)

Vi methadon: Khi diing dong thdi, abacavir 1am tang tdc d§ thanh thai ciia methadon nhung
dugc ddng hoc caa abacavir khong bi anh hudéng. Theo doi bénh nhan, ¢6 thé dicu chinh liu
methadon & mdt sé hénh nhan néu can.

Twong tic véi lamivudin: Néng d6 zidovudin trong huyét tuong ting 1én dang ké (khoang 39%)
khi diing dong thoi véi lamivadin.

Trimethopnim/sulfamethoxazol gay tang sinh kha dung ctia lamivudin (khoang 44%) va 1am
giam dd thanh thai qua than. =
).

TAC DUNG KHONG MONG MUON

Tong qudt vé dé an todn

Nhimg tac dung khong mong mudn (con goi 12 phan fmg bt lgi co thé xay ra khi ding thudc)
cta ché pham hdn hop abacavir/lamivudin phil hop véi cac dif liéu vé dd an toan ciia abacavir
va lamivudin khi ding riéng. Trong d6, nhiéu phan img bit loi xay ra nhung chua thé xac dinh
16 ligu o lién quan dén thude hay khong, hay do cac loai thudc khac diroc sir dung dong thoi
dé diéu tri nhi€m HIV, hoic 1a do biéu hién tidm 4n caa hénh.

Mbt sb phan iing bét lgi liét ké dudi diy (nhu budn ndn, ndn mua. tiéu chay, sét, budn new,
phat ban) thudémg xay ra & nhimg bénh nhan qua man véi abacavir. Do d6, bénh nhan c6 bat ky
dau hidu nao trong s6 nhimg triéu chiing nay cin dugc danh gia can than vé kha nidng xay ra
phan img qua man. Rit hiém trudng hop phan ing trén da nhu hdng ban da dang, hdi chitng
Stevens-Johnson hodc hoai tir bidu bi do doc duge bao cao, khong thé loai trir phan ang qua
man vé&i abacavir. Trong nhitng trudmg hop nhur vy, can ngiing vinh vién khong sir dung lai
cac san pham thudc co chira abacavir

Phan (g thudomg gip nhit, cin chu v 1a min cam, nhidu tru'(mg hop nang, nguy kich va co thé
dan t&i tir vong, Phan ung qua man hay xay ra nhét trong 6 tuin diu diéu tri hoac khi diéu tri
gian doan va cé thé bidu hién & nhidu co quan. Cac triéu chiing qua man bao gdm triéu chimg
& da (ndi san, phong, may day); tiéu héa (budn ndn, ndn, ia chay, dau bung, loét miéng); hé
hip (khé tho, ho, dau hong, thim nhidm phdi trén X quang), toan than (s6t, nga lim, kho chiu,
phy, sung hach, ha huyét ap, viém két mac, phan vé), than kinh {nhirc dau, giam cam giac);
huyét hoc (giam bach cau); gan - tuy (rbi loan chirc nang gan, vi€ém gan, suy gan); co - Xuong
(dau co, tidu co, dau khop, tang creatin phosphokinase); tiét niéu (tang creatinin, suy thén)..
Cac triéu chitng man cam rit d& bi chin doan nham vdi cac bénh khic nhur cém, bénh dudng
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hé hip hodc tiéu hoa, tridu chimg s& mat di néu ngig thude nhung ning 1én nhidu néu tiép tuc
diing thudc. Chan doan dya vao ¢d noi méan hodc cé hai trong sb céc tridu chimg sau: sét, ri
loan {iéu héa (budn ndn, ndn, dau bung, ia chay), mét moi, kho chiu, chan an. triéu ching hé
hip (viém hong, ho, thé ndng, kho tha).

Trén tré em: Cac triéu ching hay gip & tré em 13 ndi min da, r8i loan tiéu hoa. D 1iéu an toan
thu dugc tir thir nghiém 1am sing ARROW Trial (COL105677) trén 669 bénh nhan nhi nhiém
HIV-1 (tir 12 thang dén <17 tubi) di diing abacavir va lamivudin 1 hodc 2 13n m3i ngay cho thiy
khéng ghi nhan thém phan Gng bit loi ndo khac biét nhu da thdy bao céo & bénh nhan nguoi 1on.

Iy 18 cde phan img bdt loi phdn theo cdc co quan nhu sau.

Thuong gap, ADR = 1/100

Mién dich: Qua min cam

I'iéu héa: Non, budn ndn, chan in, tiéu chay, dau bung hoac chudt rat.

Than kinh: Pau ddu, mét ngu, ri loan gifc nga hoic ngy it.

Hb hap: Ho, triéu chirng miii

Ngoai da: Phat ban, mé day, rung tc.

Co xuong: Ching dau co, rbi loan co 'W\,,

Toan thin: S6t, mét mai, khé chiu, hon mé.

{1 gap, 1/1000 < ADR < 1/100

Toan thin: $&t, dau khép, phi,

Mau va hé bach huyét: Sung hach, giam bach ciu lympho, giam bach cau trung tinh. thiéu
mau, ting triglycerid, giam tidu cau.

l'iéu hda: Chan an, 1oét miéng, dau bung, viém tuy.

Gan: Tang nhat thdi men gan (AST, ALT)

Ho hip: Kho thd, dau hoag, ho.

Tuan hoan: Ha huyét 4p.

Than kinh: Dj cam.

Khac: Viém két mac. ri loan phin bd m& (giam md & wy, chan, mat: tang md & cd, nguc,
than).

Hiém gdp. ADR < 1/1000

Haé hdp: thd nhanh va/hoic the siu).

Tiéu hda: Viém tyy da thdy bdo cdo, nhung chua 15 c¢6 lién quan 167 thube nghién cim hay
khong. Cac dau hiéu sém bao gém r8i loan ticu hoa thong thuong (budn nén, ndn, dau bung),
cam gidc mét xiu, an khong ngon, syt can,

Gan: Viém gan. Nhidm acid lactic huyét c6 thé nguy hiém dén tinh mang, thudmg xay ra & ngudi
bi gan rit to, gan xo hda md da thdy thdng bao vii bénh nhan ding cac thude nucleosid ire ché
enzym phién ma ngugc

Da: Phu mach, ran da

Rdt hiém gdp, ADR < 1/10000

‘T'han kinh: Bénh than kinh ngoai vi (hoac chung di cam)

Mau va hé bach huyét: Thiéu mau do thiév hdng cau.

Da: hdng ban da dang, hdi ching Stevens-Johnson va hoai tu biéu bi do doc.

Chii y: Théng bdo cho bdc sT nhimg tdc dung khong mong muon gip phai khi dimg thuic.

QUA LIEU VA CACH XU TRI

Chua ¢4 théng bda vé tridu chimg ngd doc do qua liéu. Khong co thude giai doc dic hiéu, nén
diéu trj chd yéu theo triéu chitng. néu c6. Chira hiét thubc ¢6 thé thai loai bing thim tach
mang bung hay lgc mau khong.




https://itrungtamthuoc.com

Pong g6i: Hop 1 1o x 60 vién.
Tiéu chufn: TCCS.
Han diing: 24 thang ké tir ngay san xuat.

Piéu kién bio quan: Noi kkd mat, nhiét d6 khong qua 30°C. Dé xa 1dm tay iré em.

San xudt béi: CIPLA LIMITED
M/s CIPLA LIMITED
Plot Nos. A-2, A-33 and A-37/2/2, M.1.D.C., Patalganga,
Raigad 410 220 Maharashtra State, An D9, T+

Ngay cdp nhdt: 6/2017
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