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Rx

TOROPI 10

(Vi6o n6n bao phim Lercanidipin hydroclorid 10 mg)

cANH BAo D+c Brpr:
Chi sb dqng thu6c nay theo tton

Dpc kI hfing ddn s* dqng trudc khi dilng

Khdng dilng qud liiu chi dinh.

Nilu cdn th€m th6ng tin, xin hdi !, kiiin bdc si
Xin th6ng bdo cho bdc si biiit *iu xay ra biit bj,

tdc dltng khdng mong mudn ndo trong qud ninh s* dqtng.

Kh6ng ditng thuiic ttd qud hgn s* dqtng.

DA thuiic ngodi timvhi cila trd.

THANH PI{AN:

tvtSi vien n6n bao phim c6 chfa:

HoSt chAt: krcanidipin hydroclorid ... 10 mg

Td dugc: Tinh bQt ng6, natri starch glycolate (T1pe A), colloidal silicon dioxide, cellulose

microcrystalline (pH I l3), poloxamer 188, sodium stearyl fumarate, macrogol 6000, hypromellose 6 cps,

sitoxydving(E 172),ritandioxyd(E 171). /(tDr/O.cLu.cHQCz 1/
Lercanidipin ld m6t ch6t chgn k€nh calci trong nh6m dihydropyridin. Lercanidipin fc ch6 chon

lgc ddng calci dixuy6n qua ming vdo trong c6c co tron mach m6u vd tim, trong d6 t6c dgng l6n

co tron mgch m6u mpnh hon co tron tim. Lercanidipin c6 t6c dgng ch6ng tlng huytlt 6p ld do

thu5c ldm gi6n truc tii5p co tron, ldm gi6m sric cin ngoai bi6n todn phAn vi vdy ldm gi6m huy6t

6p. Lercanidipin chting tlng huyi5t 6p k6o ddi do n6 c6 c6 tinh thdn dAu cao. Do t6c dgng gi6n

m4ch tir tir crla Lercanidipin, hi6m g[p trudng hqp ha huy6t ap c6p tinh vdi phin x4 nhip nhanh

0 nhirng bQnh nhdn tlng huy6t rip.

Nhu cilc thuSc trong nh6m 1,4 -dihydropyridin kh6c, tac dpng chting tdng huytit 6p ctia

Lercanidipin ch0 y6u ld d6ng ph6n d6i quang (S). Kh6ng thSy Anh huong tt6ng k€ cria thu6c tr6n

diQn tdm d6.

DUqC DSNG HQC:

Hiip thu:

Lercanidipin tlugc h6p thu hodn todn sau khi uting. N6ng ttQ ttinh l6n lugt d4t 3.30 nglml + 2,Og

SD vd 7,66 nglml+ 5,90 SD trong thoi gian 1,5 t6i 3 gid sau khi uiSng li6u 10 mg vi 20 mg.

Sinh kha dung duong u6ng khoing l0% do thu6c bi chuyiSn h6a cao o lAn ddu. Sinh khA dgng

t[ng g6p 4 l6n khi Lercanidipin tlugc uting hon 2 gid sau khi 6n nhi€u ch6t b6o vd cao g6p 2 l6n

n6u ui5ng ngay khi vtia 6n nhi6u carbonhydrat. Vi vfly, Lercanidipin n€n dugc uSng it nh6t tS

phfit trudc khi bfa 6n.

Khi dtng <ludng u5ng, duo. c dQng hgc cta Lercanidipin li kh6ng tuy6n tinh. Sau khi dung li€u

10, 20 vd 40 mg, ndng dQ ttinh dpt theo ti lQ 1: 3:8 vi diQn tich dudi duong cong dpt ti l€ l:4:18,

ktit qun ndy li do chuytin h6a lAn dAu cria thuiSc. Di6u niy chimg t6 sinh khi dqng tdng l€n khi

tdng li6u.

Hai d6ng phdn <l6i quang cria Lercanidipin c6 ctng thdi gian dti dpt n6ng dQ tlinh. Trung binh,

\
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nong dQ tlinh vd AUC cta d6ng ph6n S cao g6p l,2ldn.Khong th6y sy chuyi-in d6i qua Iai gifra
c6c d6ng phdn o in vivo.

Phdn b6:

Lercanidipin duoc phdn b6 nhanh vd r6ng tir m6u vdo c6c m6 vd t6 chric. Thutic li6n ki5t tr€n
98% v,i protein huytit thanh. Ndng d6 Lercanidipin t.u do c6 thti ting l6n d bQnh nh6n suy th6n,
suy gan vi nong t16 protein huytit thanh gi6m v6i nhtng b€nh nh6n ndy.
Chuydn hda:

Gi6ng c6c d6n ch6t cria dihydropurin, Lercanidipin duoc chuy6n h6a chfnh bdi Cyp3A4. thu6c
chri y6u duo. c chuytan thdnh cbc chdtkh6ng c6 ho4t tfnh, khdng tim th6y ch6t me trong phdn vi
nu6c titiu. Gdn 50%thu5c dugc bdi ti6t vdo nu6c tir5u.

Thdi tr*:
Thoi gian bdn thii trung binh cria d6ng phdn S vd R lAn lugt ld 5,8 +2,5 vd7,7 + 3,8 gid. Kh6ng
th6y tich lfry thuiSc khi dr)ng li6u nh6c lai. T6c dung cria thu6c k6o ddi24gid la do thu6c li6n ktit
cao vdi lipid mdng tii bao.

cni o1rvn:

Di6u tri t[ng huy6t rip.

LrEU LrIgr{c vA cAcn ouNc:
Thui5c dtng tluong udng. Dtng theo chi dinh cria b6c si di€u tri.
- Ngudi l6n:

Li€u kh0i dAu ln l0 mg x 1 Gr/ I ngdy, it nh6t 15 phrit trudc bta 5n, n6u cAn thii5t thi tlng l6n

2Omg,1 6n/ I ngiy sau it nh6t 2 tuAn. TrOn m6t vdi trudng hqp khi dung mQt thu5c ch6ng tdng

huytlt ap nhu thu6c chen bet4 thu6c loi niQu, thuiSc r?c chi5 enzymchuyiSn angiotensin md kh6ng

d4t hiQu qui cli€u tri thi c6 tne Atrng th6m Lercanidipin v6i li6u nhu khi dtrng m6t minh.

- Trd em, ngudi cao tu6i, ngudi suy gan, suy thQn: xem phAn "khuy6n c6o vd th$n trgng"

CH6NG CHi olrvg:
Min cim vdi c6c thu6c nh6m dihydropyridin hoic U6t ty thdnh phAn niro cria thu6c.

Hgp dQng m4ch chri, dau th6t nguc kh6ng r5n dinh, suy tim kh6ng kiiSm so6t, trong vdng 1 th6ng

sau khi mfc nhOi m6u co tim, r5i lo4n chuy6n h6a porphyrin c6p tinh.

Suy gan n{ng.

Suy th4n n[ng (GFR < 30 ml/phrit/1,73m2)

Kh6ng ptrOi hqp Lercanidipin v6i cyclosporin.

Phg nt c6 thai vd cho con bir

KHUY6,N cAo vA rH,iN TReNG:

B€nh thiAu mdu cqc b0 co tim: c6c thuiic nh6m dihydropyridin t6c dgng ng6n c6 th6 lim ting

nguy co tim mach cho bQnh nhdn bi bQnh thitiu m6u cgc bQ co tim. M{c dt Lercanidipin tic
dgng k6o ddi, nhung cfing cin phni th4n trgng khi dirng d nhirng b€nh nhdn ndy. Th4n trqng khi

ding cho bQnh nhdn c6 hQi chimg n0t xoang. M4c dri nhiing nghi€n cr?u huytit ttQng c6 ki6m

so6t cho thSy kh6ng gdy suy giim chric ndng th6t, nhtmg cin thfln trgng khi dtng o nhirng bQnh

nhin r5i lo4n chfc nlng th6t trii. Cdc thu6c nh6m dihydropyridin hiiSm khi gfly dau vtng

thugng vi ho{c dau thit ngr,rc. R5t hiiSm khi g|.y gia t[ng tin su5t, thdi gian vd mric dQ trdm

trgng cria @nh d nhirng bQnh nhdn de tung c6 con dau thit nggc. R5t hii5m gap nh6i mau co tim.
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Suy tim sung huy&.'th6ng thudng, cin dtng thdn trong c6c thu5c chgn calci v6i benh nh6n suy
tim' Mrc dt c5c nghiOn cfu tr€n d6ng vat vd c6c cilinh gi6 huytit dgng c6p tfnh d bQnh nh6n cdn
tlu-o. c b6o t6n chric n[ng tdm thit trai kh6ng cho th6y Lercanidipi n gdy gitmco b6p co tim truc
titip, dQ an todn v6i bQnh nh6n suy tim xung huyr5t kh6ng du-o. c thii5t rflp.
Vi vdy, gi6ng nhu c6c thu6c chen calci khdc, cAn dtng Lercanidipin th6n trong v6i cdc trudng
hqp tr6n.

Lercanidipine khdng rlu-o. c khuytin ciio sri dung cho nhiing benh nh6n suy gan hay suy thpn n4ng
(GFR< 3OmUph[t/l ,73 m2)

Ngudi suy thdn: m6c dir duo. c dQng hoc cria Lercanidipin 6 bdnh nh6n suy thfn nhe t6i vira ld
tuong tu v6i ngudi binh thuong, cAn theo ddi chflt khi dtng thu6c v6i nhirng b€nh nh6n niy.
Li€u l0 mg hdng ngiy duo. c dung nap tr5t nhmg cAn thdn trong khi tlng li6u l€n 20 mg hdng
ngey.

Ngudi suy gan: duoc tl6ng hoc d ngudi suy gan nhe kh6ng kh6c vdi ngudi binh thuong. tuy
nhi6n kh6ng c6 nghiCn cr?u cp thti tr6n ngudi suy gan trung binh vd li6u khuytin cilo chua duoc
thi6t hp. Vi vfly c0n dtng Lercanidipin thdn trgng vdi nh6m bQnh nhdn suy gan vi gi6m s6t ch6t
chE trong su5t qu6 trinh tli6u tr!. Vi sinh kh6 dung vd t6c dgng ha huy6t 6p c6 th6 t[ng l6n. Chi
dtng cho b6nh nhdn suy gan trung binh khi lqi ich mang lai nhi6u hon nguy co. Ch6ng chi dinh//Tr
Lercanidipinvdi b€nh nhdn suy gan ndng. /LLy

/J
Ngudi cao ndi: cAn thdn trgng khi sti dung m6c dt c6c nghidn cr?u dugc ttQng hgc vi ldm sing
cho th6y kh6ng cAn hiQu chinh li€u Lercanidipin v6i ngudi cao tu6i.

Trd em: kh6ng dtng cho tr6 em du6i 18 tu6i do hiOu luc vd tinh an todn cho trd em chua duoc

thi6t lap.

ANH HTIdNG DEN XnA NANG LAr xE HOAC vAN HANH MAy ru6c:
CAn th$n trong vi thui5c c6 th6 gdy hoa m6t, m6t m6i, suy nhuo. c, hitim g6p ngri gd.

srl ogNc cHo pHV NrI co rHAr vA cHo coN B0 :

PhU nii c6 thai: Mtic C chua c6 nghiCn ct?u cg thC khi dring Lercanidipin cho phu n[ mang thai.

Nhrmg kh6ng dugc dtng c6c dihydropyndin cho phg nft c6 thai do c6c nghiCn cftu tr6n tlQng vft
cho thSy thu5c gdy di tflt kh6ng hOi phpc. Do vAy kh6ng duo. c dtng Lercanidipin cho phg nfr

mang thai vi phq nt c6 thiS mang thai tru khi dd c6 biQn ph6p tr6nh thai an todn.

Khi cho chuQt mang thai u6ng Lercanidipin d li6u l6n hon holc bing 2,5 mgkglngdy tru6c khi

giao ph6i hopc 12 mgkglngiy bit dAu tir dAu thai k! th5y chu6t sinh kh6 hcrn, tlng nguy co thai

chtit luu, ldm gi6m sric s6ng c0a chuQt non. Kh6ng th6y 6nh huong l6n khi n[ng sinh sdn vd

s6ng s6t cria chuQt non khi dung li€u 0,5mg/kg/ngdy tru6c khi bit tliu mang thai ho{c li6u

2,Smgkglngdy vdo giai doan dAu c0a thai kj,. Dtng li€u 2,5 mgkglngdy trong suiSt thai kj, cfing

ldm tlng nguy co d! t$t nQi t4ng thai nhi, di t$t xuong 0 tit ch c6c mric li€u. Chua c6 mric li6u

ndo kh6ng giy 6nh huong cho phg nfr mang thai.

Phq nfr cho con bil: l(h6ng c6 nghiOn cr?u dAy dt dtng Lercanidipin cho phu n[ nu6i con bri.

Thu6c c6 th6 bdi titit vdo sfa mg do c6 tfnh thdn dAu cao. Vi vQy, khdng tluo. c dtng Lercanidipin

cho phg n[ cho con b[.
TTI0NG rAc rnu6c:
Lercanidipin an todn khi dung cirng c6c thu6c loi niQu vd chc chitt ric chri et:zp chuyiSn

angiotensin. Lercanidipin cffng c6 th6 phOi trqp vdi c6c thutic chgn beta md dugc thAi tru duoi
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d4ng kh6ng AOi lntru tremolo).

Vdi cdc thuiic trc chii ho4c cdm {mg cytochrome Cy 3A4;
vi con duong chuyiSn h6a chfnh cta Lercanidipin th6ng qua enzym cyp3A4, c6c thu6c fc ch6
hodc cdm tng enzym ndy c6 thc anh hudng t6i n6ng trQ trong m6u cta Lercanidipin.
Do vdy, cAn thdn trong khi ph5i hqp voi citc thuiSc ric ctri5 cypla+ lnhu ketoconazol,
itraconazol, erythromycin, ritonavir vi fluoxetin) vi c6 th6 g6y t6ng n6ng dQ c0a Lercanidipin.
Khi ph6i hqp vdi c6c thu5c c6m img cyp3A4 nhu cdc thu6c ch6n, uory kinh (phenytoin,
carbamazepin), rifampicin, tiic dung ha huy6t rip cta Lercanidipin b! giim di. Vi vfy cAn theo
ddi huy6t 6p khi it6 dtrng phoi hqp Lercanidipin v6i c6c thu5c ndy.
co ch6t CYP3A4 vd GYP2D6: d in vivo, t6c dung r?c chi5 cyp3A4 cta Lercanidipin ld kh6ng
rlring k6, diOu ndy tl6 duo. c chtmg minh trong nghi€n criu tuong tdc vfiimidazolam o ngudi tinh
nguyen kh6e manh. Sau khi dtng ph6i hqp nhic lai vcri Lercanidipin, midazolam (mQt ch6t ttui
cta CYP3A4 th6 ho4 <lOng) tuong duong sinh hgc vdi khi dirng m6t minh. Tuy nhi6n, can th6n
trong khi phOi hqp Lercanidipin v6i c6c co ch6t cria CYP3A4 md c6 tac dgng tli6u tr! hgp nhu
cyclosporin vd thu6c chting loan nhip nh6m III (nhu amiodaron v?r quinidin), tnr phi c6 c6c dit , ,"r"
riQu tlrc trmg kh6c. /U(
fh6i hqp Lercanidipin v6i cyclosporin ldm ting gAp 3 lAn n6ng dO trong m6u vi t[ng Zt% s{nh /
khi dung cfia Lercanidipin. Tuy nhi6n khi cyclosporin tlugc dtng c6ch 3 gid sau khi dtng
Lercanidipin thi sinh khi dung cria cyclosporin ting 27%. Yl vdy, khdng tlugc ph6i hqp hai

thutic niy v6i nhau.

Hon nta c6c nghi€n cr?u tuong tric d ngudi th6y Lercanidipin kh6ng ldm thay OOi nOng d6 cria

metoprolol, (m6t co ctrSt <litin hinh cria CYP2D6). Vi viy, d li6u di6u tri, Lercanidipin kh6ng ric

chi5 chuyOn h6a cria c6c ch6t duoc chuyi5n h6a boiCYP2D6.

Di€u d6 chung t6 o in vitro sp ric ch6 cdc enzym isoenzym cytochrom P450 cria Lercanidipin li
kh6ng c6 f nghia v€ m[t l6m sing. C6c nghiCn ctu in vitro v6i c6c vi lap th6 gan ngucri cho thSy

Lercanidipin ric ch6 CYP3A4 vi CYP2D6 (IC 50 lAn luot \d2,6 vit0,8 mcg). NOng ttQ IC50 cta

CYP3A4 vd CYP2D6 cao hon 160 vd 40 lAn so v6i c6c nding tlQ tlinh niry sau khi dtrng li€u 20

mg.

Vdi thuiic chen beta: lJri dung Lercanidipin vdi metoprolol, m6t thu5c chgn beta dugc thii trtr
chri ytiu qua th{n, sinh khi dgng cria metoprolol kh6ng bi thay d6i, trong khi sinh khi dpng cria

Lercanidipin bi gi6m 50%. Vi vfly, cAn ting li€u Lercanidipin ktri ph6i hqp vdi metoprolol. T6c

dung niry cfing c6 th€ xiy ra tuong t.u khi dtng Lercanidipin ctng propanolol.

Vdi glycosid tim: ph6i hqp Lercanidipin v6i bQnh nhdn dtng k6o ddi c6c beta-methyldigoxin

(ti€n ch6t cta digoxin) kh6ng thSy tuong t6c duo. c dQng hqc ndo xiy ra. Tuy nhi€n, cAn theo d6i

ch4t bQnh nhdn khi ptrOi hqp Lercanidipin vdi cdc glycosid tim.

Vdi cimetidin: dtrng li€u cimetidin 400 mg x 2 lAn/ ngdy kh6ng 6nh huong tdi ndng tlQ cia

Lercanidipin. AUC vi C-* t[ng trung binh l lo/o.Try nhi6n sinh khi dung vd ti{c dqng hp huy6t

6p cria Lercanidipin c6 thrS t[ng l6n lJri dung li€u cao hon.

Vdi simvastatin: ph6i hqp Lercanidipin 20 mg vdi simvastatin 40 mg kh6ng ldm t[ng sinh khi
dung cria Lercanidipin. Tuy nhi6n ph6i hqp ndy c6 th6 lim sinh khi dpng cta simvastatin tlng

56%vitch6t chuy6n h6a c6 hopt tinh beta-hydroxyacid c0a n6 tlng 28o/o. Sg thay d6i ndy kh6ng

thgc sg c6 y nghia ldm sdng. Tuy nhi6n, t6t nh6t n6n dtng Lercanidipin vdo bui5i s6ng vlr
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simvastatin vao budi t6i.

Ybi tht?c dn: (xemphAn duoc d6ng hqc) sg chuyiin h6a cria dihydropyridin c6 the b! ric ch6 do

nu6c 6p budi, d6n diin ldm t[ng n6ng do vd trlc dung ha huytit 6p. Tr6nh u6ng rucru khi dtng
Lercanidipin vi c6 the lam tdngtAc dung c0a thuiSc hp huy6t ap gdy gi6n m4ch.

rAc DUNG KHONG MoNG MUON (ADR):

Lercanidipin dugc hAp thu t6t. Trong chin nghidn ct?u ldm sdng so s6nh v6i gii duoc v6i thdi

gian k6o dni it nh6t 4 tuAn, 582 bQnh nhdn dtng Lercanidipin , 292 b€nh nhdn dtng gi6 duoc.

H6u htit c6c tic dgng xiy ra dAu li6n quan tli titc dgng gi6n m4ch cta Lercanidipin vd cht ytiu ld

nhg tdi vira.

B6ng I sau ddy liet kC cdc tAc dung kh6ng mong mu5n, liet ke theo c6c co quan, tlugc b6o c6o

khi dtng Lercanidipin vd gi6 dugc cho b6nh nhdn bl tlng huytit 6p, trong d6 c6c trudng hgp xiy
ra ddu l6n h<yn hodc bing lo 6 itnh6t m6t nh6m dtng thutic. (Tham kh6o bing 1)

Bing 1:

C{ctitc kh6 mu5n vr6'i tAn su5t >17o O it nh6t nh6m thuiic

Ngodi ra, trong mQt nghiCn criu v6i 15500 bQnh nhdn <li6u tr! bing Lercanidipin (bao gdm c6c

nghiCn cr?u trudc lc! kinh nguyQt) v6i liAu ti 2,5 mg hdng ngdy tdi li6u 40 mg hing ngdy vd thdi

gian tti€u tri c6 th6 ld dirng don li€u tdi k6o ddi hon mQt nIm. Cic tdc dung kh6ng mong mu6n

kh6ng chic chin do thu6c vi xiy ra dudi l% nhmg l6n hon ho4c bing O,lyo di duo. c t6ng hqp

vd b6o c6o (theo cdc co quan cta co th0).

- Tim m4ch: tl6nh triSng nggc/ nhip nhanh.

- Thdn kinh trung uong: hoa mit, ch6ng m{t.

- HQ ti6u h6a: butin n6n, kh6 ti€u, dau bgng, ti€u chiy.

- Tdm thin: ngri gd

- Toin thdn: d6 bung mA! suy nhuo. c (mQt m6i vd ytiu co).

Hir5m gAp cictAcdgng sau:

- Tim mpch: h4 6p, h4 6p tu th.s dung, pht quanh hric mit, dau nggc, nhdii m6u co tim, suy tim.

- HO h6p: kh6 thd.

'<r

t

t

,

,a

T6c dung kh6ng mong mu5n

Nh6m dirng

Lercanidipin liAu

l0mgxtHr/
ngey

(%)

Nh6m dtng

Lercanidipin li6u 20

mg x 1 lin/ ngdy (da

hiQu chinh)

(%)

Nh6m

dtng gi6

dugc

(%) /

TrOn tim m4ch:

- D6 bung (da m6t, nggc)

- D6nh tr6ng nguc/ nhlp nhanh

2,6

1,5

))
I I

1,6

0,3

Todn thdn:

- pht ngo4i bi6n 1 0 I 1 0,9

ThAn kinh trung uong:

- Hoa m6t ch6ng mdt

- Dau dAu

1,0

4,4

0,0

4,3

0,6

2,5

Gan:

- Tdng GGT 0,0 I 1 0,3
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- Hd thAn kinh trung uong vd ngopi bi6n: dau nta itAu, d! cim, tC chin.

- Xric gi6c: thay d6i vigi6c.

- HQ ti6u h6a: n6n, ri5i lo4n ti€u h6a kh6ng d{c trmg
- Gan vi m$t: tdng GGT

- titit niQu sinh dqc: tla niQu, tii5u nhiAu, b6t lyc.

- Co xuong: dau co.

- Da vd phAn php: ban da, ngfta, vi6m da dl (mg, nOi me day,tilngti6t mO h6i.

- Tdm thAn: lo l6ng, ngri gd.

- Chuyen h6a: ting cholesterol huy6t.

- Todn thdn: tlau nggc, kh6 ch!u.

Cic tfuc dgng kh6ng mong mu5n n{ng dugc b6o c6o dudi O,OO2yo trong c6c nghiOn criu lAm

sdng. HAu hi5t cAc trudng hqrp xdy ra d6u nhg t6i vira.

- Thrl nghiQm l6m sdng: kh6ng c6 b6o c6o tSng d6o ngugc n6ng rtQ transaminase gan. Kh6ng

thAy Lercanidipin g6y ra cic ktit qun xdt nghiQm b6t thuong nio. Lercanidipin kh6ng lim 6nh

huong tdi n6ng tlQ tluong huytit ho[c lipid huytit.

quA rrtu:
- TriQu chimg: c6 ft b6o c6o qu6li€u khi dtng Lercanidipin. Gi6ng nhu c6c dihydropyridin khiic,

triQu chting khi qu6 li6u c6 thC le gian mpch ngo4i bi6n qu6 mfc d6n t6i h4 huytit ap d6ng kC vn

g6y phin x4 nhip nhanh.

- Xt tri khi qu6li6u: khi bihe huy6t 6p nghiOm trgng, b!chflm nhip vd b6t tinh, cAn theo d6i tim

m4ch vh hO h6p vd cdn c6 bi6n ph6p h6 trg klp thdi. Vi Lercanidipin c6 tinh thdn diu cao, kh6ng

th6 dtng thAm t6ch m6u di5 thdi trir.

TIf,u cHUAN cHAr LtIoNG: Nhd s6n xu6t

n4N DUNC:

24 thhngke ttr ngdy s6n xu6t.

so 16 san xu5t lBatch No.), ngiy sdn xuSt (Mfc.), han dtng (Exp.): xin xem tr€n nhrn bao bi.
nAo quAN:
Giii thut5c o nhiQt dQ du6i 30oC. Tr6nh 6nh s6ng
DONG GOI:
HQp l0 vi x l0 vi6n n6n bao phim

Sin xu6t bdi:
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