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Dosage: As direc{ed by the Physician

Storage: Store in a cool, dry place, below 30'C.
Protect from light.

Keep out of reach of children

Please read carefully the enclosed
insert before use.

tndlcatlon, contralndlcatlons, slde.effec,ts:
Please.refer package insert.
Manufactured by:

GD BNBgouE
BAROCUE PIIARMACEI'IICALS Pl/r. LTD
1922&3, Sddnda388 61), Ta. l0ailfd, tls0id ArEd, e*rd Sdq hb

M6n n6n bao phlm FEXFED
HQp 1 vi x '10 vi6n n6n bao phim
Thlnh phln: M6i vi6n n6n i5ao phim ctr0a
fexofenadin hdroclorid 180 mg
Chi illnh, c6ch dtng, ch6ng chi dlnh vi cic
th6ng tln kh{c: OA nghi xem trong td
hu6ng d5n s& dung thu6c kdm thCo.
35 dtng kf: VN-)OOfiX-W
56 16 SX, Ngly SX, HD: xem myc Barch No.,
Mfg. Date, Exp. Date tr6n hQp thu6c

Eiio quin: bdo quin noi kh6 tho6ng, nhiQt dQ
kh6ng qu6 30'C. TrSnh 6nh s6ng.
D6 xa t6m tay trd em. Dgc ki hfung ddn
sir dpng tnrtc khi ding.

Thu6c ttuqc sin xu6t qi An Og bdi:
BAROQUE PHARTACEUTICALS PVr. LTO
19212&3, Sokhada-388 620, Ta. Khambhat,
District: Anand,Gujarat State, lndia
DNIIIK:

Mfg.Lic.No.: c|1217
Batch No. :

Mfg. Date :

Exp. Date ;

Composltlon:
Each film coated tablet contains:
Fexofenadine Hydrochloride USP 180 mg
Excipients q.s
Colour: Titanium Dioxide BP
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HTIONG nAN StI ouNc THUoC CHo cAN go y rE
FEXFED

(Vi6n ndn Fexofenadin hydroclorid USP)

THANH pHAN

V6i vien ndn bao phim chria:

Fexofenadin hydroclorid USP 180 mg
Td dro'c;croscannellose natri, magnesi stearat, cellulose vi tinh the, tinh bQtti€n gelatin h6a, colloidal silica
khan, til duoc bao phim cluoc trQn sEn chfra titan dioxyd

DANG BAo cH6 u,
Vi€n ndn bao phim. I

DU'qC LI,IC HQC
Fexofenadin hydroclorid ld thudc kh6ng histamin th6 he hai, c6 t6c dung OOi mang dac hiQu vd chgn loc tr€n

thq the H1 ngoai vi. Fexofenadin ld m6t chAt chuy6n h6a c6 hoat tinh cta terfenadin.

DUqC DQNG HQC
Hdp thu
Fexofenadin hydroclorid h6p thu t6t khi dirng tluong u6ng, nting ttQ dinh trong m6u d4t dugc sau 2-3 gid
u6ng thu0c. N6ng ttQ dinh trung binh ctiathutic trong huy6t tuong khodng 427 nglml, khi dtng li6u 120 mg

ho[c 180 mg I lAn/ngdy.

PhAn b5
Ti lg gin ktit vOi protein huyi5t tuong cria thurSc khoing 60- 7O%.

Chuy6n h6a vdr thii trit
Fexofenadin chuyiSn h6a kh6ng d6ng kO (qua gan hay kh6ng qua gan), n6 ld hgp ch6t cht y6u clugc tim th6y

trong ph6n vd nudc ti6u cria dQng vft vd ngudi. N6ng dQ cta fexofenadin trong huy6t tuong gi6m dAn theo

hdm sd mfi vdi thoigian b6n thii cu5i cirng tir ll d6n l5 gio sau khi dtrng nhi6u li€u lAp lai. Duoc clQng hr;c

cria fexofbnadin ld tuy6n tinh khi u6ng m6t li6u vi nhi,iu li6u 120 mgx2lAn/ ngdy. Dtrng li€u 240 mgx2
lAn/ ngdy ldm tdng nhe (khodng 8,8%) di6n tich drrdi tludng cong ndng d0 theo tho'i gian o'trang thdi 6n ctinh,

cho thdy tr6n thuc t6 dugc d6ng hgc ctia texofenadin ld tuy6n tlnh o khoAng li6u dtng tu 40 - 240 mgl ngiry.

Dtrong thAi trt'chinh ld qua su bdi ti6t rndt, klrodng l0% li6u dirng dugc bdi ti6t qua nrrdc ti6u o dang kh6ng
,.i -,1 .
bren dot.

QUY CACH DONG GOI
l{Qp I vi x l0 vi6n

CHi DINH
Thu6c rlugc chi tlinh <t6 ldm giim c6c triQu chring li€n quan d6n vi€m mfii di r?ng theo mira d ngudi l6n vd trd

em tir l2 tu6i tro l€n.

CH6NG CHi DINH
eu6 m5n vdi fexofenadin hydrochlorid ho4c b6t cf thdnh phAn ndo cfia thu6c.

LIT,U LT/qNG VA CACH DUNG
Li6u luqng
Tri em ti 12 tu6i td bn vd ngudi l6n:

A

a
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e
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Lidu khuy6n c6o cria fexofenadin hydrochlorid cho ngudi ldn li 120 mg ho{c l80mg x 1 lAn/ngdy vdo trudc
bfia [n. Fexofenadine ld ch6t chuyiSn h6a c6 hoat tinh cta terfenadin.
Tri em &r6i 12 tui;i
Hi€u qui vd an todn cria fexofenadin hydroclorid chua dugc nghi€n criu d tr6 dudi 12 tu6i.
Diii trong dqc bi€t
C6c nghi€n criu tr6n nh6m bQnh nhdn c6 nguy co cao (ngudi ldn tu6i, bQnh nhdn suy gan hay suy thdn) cho

th6y kh6ng cAn thi6t phAi di€u chinh li€u d nhiing b6nh nhdn ndy.

C:ich dtng
Thudc dtrng dudng uting, uting trudc bta In. 1u{
cAnH BAo vA THAN TR9NG
Nhu h6u h6t cAc thudc mdi kh6c, c6 r6t it drr li€u nghiOn cri'u tr6n nguoi l6n tu6i. b6nh nh6n suy gan hodc

suy thdn. NCn thpn trgng khi s& dgng fexofenadin hydroclorid OOI vOi nh6m bQnh nhdn tl{c biQt ndy.

Nhu hAu h6t c6c thu5c kh6ng histamin kh6c, thutic c6 th6 gdy rac6c phin ring kh6ng mong mu6n nhu: nhip
tim nhanh va h6i hQp. Vi vfly, cAn thfln trgng khi su dung thu5c cho bQnh nhdn c6 ti€n su hodc dang bi bEnh

tim m4ch.

PHU NU CO THAI VA CHO CON BU
Phg nfr c6 thai
Chua c6 nghi€n cr?u dAy dri viQc sri dpng fexofenadin hydroclorid o phU nii c6 thai. C6c nghi€n criu r6t h4n

ch6 tren dQng v{t kh6ng cho th6y t6c hai truc ti6p hodc gi6n titip 6nh huong khi mang thai, su ph6t tritan crha

ph6i thai/ thai nhi, qu6 trinh sinh d6 vd sau khi sinh. Fexofenadin hydrocloride chi n6n dirng cho phu n[ c6

thai khi loi ich cho mg vugt trQi nguy co OOi vOi thai nhi.

Phg nii cho con bri
Khdng rO thu6c c6 bdi ti6t qua sfra mg hay kh6ng. Tuy nhi6n, khi dirng terfenadine o c6c bd mg ilang cho con

bri, fexofenadin dugc tim th6y trong sila me. Do v6y, khOng khuyiSn c6o sti dung fexofenadin hydroclorid

cho c6c bd me dang cho con bri.

LAI xE vA VAN HANH MAY MOC
TrCn co s0 dugc luc hgc vd c6c b6o c6o phdn ring khdng mong mudn, chua xdc dinh rO fexofenadin

hydroclorid c6 6nh hudng dtSn khd ndng l6i xe hodc v{n hdnh m6y m6c hay kh6ng.

Trong mQt s6 thri'nghi€m, fexofenadin hydroclorid di dugc chring minh ld kh6ng cotdc dqng d6ng k6 tren

chri'c nlng cria h€ thdn kinh trung uong. Vi v6y, bQnh nh6n c6 th6 l6i xe ho{c ldm c6c c6ng vi6c ddi h6i sg

tdp trung. Tuy nhi€rr. cliS nhdn bi6t bqnh nhdn nhay cdm c6 phAn rlLng b6t thuo'ng v6i thLr6c, n6n ki6m tra tfnh

ddp 0'ng cua rnSi bdnh nhdn trudc khi l6i xe hay thp'c hi€n c6c thao t5c phuc t4p.

TUoNG TAc vol cAc rnuoc KHAc vA cAc LoAI TIIoNG rAc ruAc
Fexofenadine khdng trAi qua bi6n dOi sinh hoc 0 gan vd do d6 sE khdng tuong t6c vdi c6c thudc kh6c thdng

qua co ch6 gan. Dirng tl6ng thdi fexofenadin hydrochlorid v6i erythromycin hoflc ketoconazol ldm tlng ndng

clQ fexofenadin trong huyi5t tuong tri 2 d6n 3 lAn. C6c thay cl6i ndy khdng kdm theo b6t cri't6c dung ndo tr6n

kho6ng QT vd kh6ng lim tdng cdc titc dr,rng khdng mong mu6n so vdi khi dtng thu6c rieng lE'

C6c nghi€n crlu tr€n dQng vaichi ra ring n6ng dQ fexofenadine trong huy6t tuong tdng l€n sau khi dirng cl6ng

thoi vdi erythromycin ho[c ketoconazol c6 th€ ld do ldm tAng hAp thu trong tludng ti€u h6a vd giim thai trir

qua mflt hoic bdi titSt qua <lucrng ti6u h6a, tuong fng.
Kh6ng tim th6y sU tuong t6c ndo giira fexofenadin vd omeprazol. Tuy nhi6n. khi dtrng v6i thudc kh6ng acid

-
,r(

.q

!

chria nh0m vd gel magnesi hydroxyd trudc

dung ctia thu5c, chri y6u ld do thuSc dinh

fenadin hydroclorid l5 phtit ldm giAm sinh khd

ti6u h6a. Khuy6n cho ndn u6ng fexofenadin
khi
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hydroclorid vd c6c thu6c kh6ng acid chri'a nhdrn vd magnesi hydroxyd ciich xa nhau 2 gid.

TAC DUNG KHONG MONG MU6N
R6i to4n hQ thin kinh
Thudng gdp: dau clAu, budin ngt, ch6ng m{t
n6i lo4n ti6u h6a
Thudng g[p: bu6n nOn.

Cic r6i lo4n khdc
!. -It gap: met mol.

O nguoi l6n. nhfi'ng tiic dung khdng mong mu6n sau ddy dA duoc biio c5o sau khi dua ra thi tru<vng. TAn sudt

x6y ra ld kh6ng bi6t d6n (kh6ng th6 udc tinh duoc tir dfi' liQu sEn c6):

Rtii lo4n hG thSng mi6n dich
PhAn ['ng qu6 m5n vdi c6c bi6u hi€u nhu phu mach. rlau th6t nguc, kh6 thd, dO bung mdt vd chodng phAn v6.

R6i to4n tflm thAn
fr46t ngt, btin ch6n, rOi loan gi6c ngu vd 6c mdng / rno qu6 mt'c
Riii loan tim m4ch
nhlp tim nhanh, d6nh trdng nguc.

R6i lo4n ti6u h6a
Ti6u chiy
Cic riSi lo4n ri da vh md dutfi da
Ph6t ban, n6i mC day, ngfra

euA lmu vA cAcH xtl rni
Dfi c6 b6o c6o vA tirrh tr4ng ch6ng mdt, ngu gA, mdt m6i vd kh6 nriCng khi sir dqng qu6 li6u fbxofenaclin

hydrcrclorid. Cho nhffng ngutii khde m4nh ding 6 li6u l€n <I6n 800 mg/ lAn vd 690 mg/ lAn x 2 ldnl ngdy x I

th6ng holc 240 mgllAn/ ngdy x I ndm: kh6ng c6 tiic dpng khdng mong mu6,r dring k6 tr€n l6m sdng so vdi
gia dugc. Chua x6c clinh duoc li6u dung n4p t5i da cua fexofbnadin hydroclori<1. C6 the cdn nlric c6c bi6n

ph6p chuAn tl6 loai trir thu5c chrra duoc h6p thu khoi co th6. Khuy6n ngh! diAu tri trieu chu'ng vd diAu tri h5

trcr. ThAm phdn m6u khdng c6 hiQu qui trong viQc thii trir fexofenadin hydroclorid ra kh6i mtlu.

nAo euAN
86o qudn o noi kh6 tho6ng, nhiQt tlQ dudi 300C, tr6nh 6nh s6ng. D6 xa t6m tay tr6 em.

rEN vn DIA cHi co so sAx xuAr
69 BA.(oOuE
BAROQUE PHARMACEUTICALS PVT.LTD.
19212&3, Sokhada-388 62O,Ta. Khambhat, District:Anand, Gujarat State, An DQ

Ngiy xem x6t, sfr a6i, c$p nhft l4i nQi dung hurirng din sfr dgng thu6c:

D4i di$n ccr sO dlng kf thuSc
(K!,t\n & d6ng diiu)
Ho t€n: Lalit

Chric

q

UTICALS PVT. LTD
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HUONG nAx stl DUNG rrru6c CHo NGTIOT gENH

FEXFED
(Vi6n ndn fexofenadin hydroclorid USP)

Dpc ki hrdng ddn str dung trtrdc khi dilng
Ed xa fim tay trd em

Thong bdo ngay cho bdc s! hoSc duqc s! nhtcng tdc dqng
kh6ng mong muiin gfip phdi khi s{r d4ng thudc.

Thnnh phAn

tvt6i vien n6n bao phim chria:
Fexofenadin hydroclorid USP 180 mg
Til dugc: croscarmellose natri, magnesi stearat, cellulose vi tinh tht3, tinh bQt tiAn gelatin h6a, colloidal s

silica khan, t6 dugc bao phim dugc trQn sin chria titan dioxyd

MO te sin phAm

Vi6n ndn bao phim miu tring, hinh caplet, m6t mit c6 vach ngang, mdt kia nhEn.

Quy cdch tl6ng g6i
HQp 1 vix 10 vi6n.

Thu6c dtng cho bQnh gi?

Fexofenadin hydroclorid rtugc x6p vio nh6m thu6c kh6ng histamin.

Thu6c clugc dirng OC nm giim c6c triQu chimg nhu c16 bimg, phir n6 vi ngfta, xiy ra li6n quan vdi c6c tinh
tr4ng da bi di ung goi ld *C day v6 cdn mpn tinh.

NOn sfr dgng thuiic niry nhu th6 nio vir lidu lugmg

Ngudi l6nvd tri em ffen t2 tudi
LiAu ktruyiin c6o cta fexofenadin hydroclorid H 180 mg x I lin/ ngdy trudc bta 6n. Fexofenadin ld mQt

ch6t chuyiSn h6a c6 hopt tinh cria terfenadin.
:.lre em dtot l2 tuat

HiQu qui vd an toin cta fexofenadin hydroclorid 180 mg chua ilugc nghiOn ct?u o tr6 dudi 12 tudi

Oiii tuqng il4c bigt
C6c nghiCn crlu tr€n nh6m c6 nguy co cao (ngudi l6n tu6i, bgnh nh0n suy gan hay suy thin) cho th6y r6ng

kh6ng cdn thi6t phii di6u chinh liAu <r nhirng bQnh nh6n ndy.

Cich dtrng: thu6c dirng tludng u5ng, ui5ng vdi nudc lgc.

Khi niro kh6ng n6n dtng thu5c niry

Nilu bpn di ung (qu6 mfuj v6i fexofenadin hydroclorid ho[c b6t cri thdnh phin ndo cria thu6c.

Khdng khuy6n c6o sri dqng thu5c cho tre em dudi 12 tu6i.

Tic dgng kh6ng mong mu5n
Riit toqn hQ thin kinh
Thuong g[p: tlau rlAu, budn ngir, ch6ng m[t.
Rdi loqn ti1u h6a

,l
I huo"ng g?p: Duon non.

q
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Cdc rtfi loqn khdc
it gap, mQt m6i.
O nguoi l6n, nhfing t6c dung kh6ng mong muSn sau d6y d5 dugc b6o c6o sau khi dua ra thi trudng. TAn

su6t xay ra li kh6ng bi6t Ai5n fth0ng th6 udc tinh dugc tir df liQu s6n c6):

Rdi loqn hQ thiing midn dich
Phin rmg qu6 m6n vdi c6c bi6u hiQu nhu phtr m4ch, dau thit nguc, kh6 th0, d6 bimg m[t vd cho6ng phin
v€.

Rdi loan tdm thin
M6t ngri, bdn ch6n. r6i loan gi6c ngu vd 5c mdng / mo quii mri'c

Rii loan tim mttch
nhip tim nhanh. diinh trdng nguc.

Rii loon ti€u hda
Ti€u chAy

Cdc riii loan i cla vd m6 duri'i da

Ph6t ban, nOi mC day, ngri'a

NGn trdnh dtng nhfrng thu6c hof,c thgc phAm gi khi tlang sfr dgng thu6c ndry

Ni5u b4n clang dtng thuiic tri dau d4 ddy c6 chfta nhdm ho{c magnesi, khuy6n c6o n6n dilng c6c thudc ndy

c6ch nhau khoing 2 gitt. Sri dgng ddng thoi c6 th6 ldm gi6m h6p thu fexofenadin hydroclorid, tir il6 6nh

hudng di5n t6c dgng cria thuric..

Ni5u b4n dang dtng d6ng thoi fexofenadin vdi erythromycin holc ketoconazol, hodc vdi mQt li6u duy nhdt

cta ph5i hop lopinavir vd ritonavir, n6ng il6 fexofenadin trong huy6t tuong cta ban c6 th€ tdng. DiAu ndy

c6 th€ ldm tlng cdc thc dung kh6ng mong mu6n cria thudc.

C6c x6t nghi€m di ring: Ntiu ban dang thgc hi€n xdt nghiQm di ring, phii ngung sri dgng thu6c ba ngdy

trudc khi thuc hiQn x6t nghiQm.

Th6ng b6o cho bdc s! holc duoc sy b6t kj, loai thu6c ndo b4n dang hoflc <16 sri dpng gAn ddy, bao gtim cA

nhfrng thudc kh6ng kE clon.

CAn lim gi khi bqn qu6n sfr dgng thu6c?
Ntiu b4n qu6n u6ng m6t liAu, hdy u6ng ngay khi nhd ra trir khi quri gAn vdi li€u tiiip theo cria ban.Khdng

n6n dirng lieu gdp ddi de bir cho liAu 116 qu6n.

N6u b4n c6 b6t kj, th6c mfc ndo vA viQc sir dpng thudc ndy, hay h6i b6c si hoflc dugc sT cria b4n.

CAn b6o qurin thu6c niry nhu thd nho?

86o quin o noi khd tho6ng. nhiQt dQ dudi 300C, tr6nh 6nh srlng. D6 xa tAm tay tr6 em.

Kh6ng sil dung fexofenadin hydroclorid sau ngdy h6t hpn dugc ghi tr0n bao bi. Hpn sir dung ld ngdy cu6i

ctng cua thSng tl6. Thu5c ndy kh6ng ddi hOi diAu kiQn b6o quin ndo d{c biet. Thu6c khdng ndn cluoc lo4i

b6 qua nudc thAi ho{c ch6t thai hO gia clinh. Hoi dugc si cta bpn ldm th6 ndo d6 xil ly citc loai thu6c

kh6ng cdn cAn thi6t. Nhirng biQn ph6p ndy sE c6 fch cho b6o vC mdi trudng.

Nhilng dAu hi$u vir triQu chri'ng khi dtng thudc qud li6u?
r vd kh6 miQng khi sir dung qu6 liAu

800 mgilAn vd 690 mg/lAnx 2ldnlngdy
c6 t6c dgng kh6ng mong mudn d6ng ki3

nqp t6i da cta fexofenadin hydroclorid.
h6p thu khoi co th6. Khuyiin c6o di6u tri

Dd c6 b6o c6o vd tinh tr4ng ch6ng m{1 budn ngri, mQt m6i

fexofenadin hydroclorid. O nguoi kh6e m4nh, dtng liAu l€n dtin

trong I thring ho$c 240 mg/lAn/ngdy trong I n5m cho thSy kh6ng

q

v6 mpt l6m sing so vdi gi6 dugc. Chua x6c tlinh dugc li6u dung

C6 the cAn nhic cdc biQn ph6p chuAn cl6 loai tru thu6c chua duoc
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triQu chimg vd di6u tri h5 trg. ThAm phdn mdu kh6ng hiQu qu6 trong vi6c loai bo fexofenadin hydroclorid
ra kh6i m6u.

CAn phfli lim gi khi dtng thu6c qurl fidu khuy6n c6o?

Li6n hQ ngay l6p tr?c vdi b6c s! ho{c dugc s! ni5u b4n dtng lidu fexofenadin hydroclorid nhiAu hon so v6i
liAu ghi trong hudng d6n sri dung ho{c liAu do b6c s} k€ don.

n\
Nhiing tti6u cAn thgn trgng khi ding thuSc niy? UJ-f

Nhu h1u htit nhtnginu6" rr'oi kha., Jo rAt ft dil liQu nghiOn criu tr6n ngudi loritu6i, bQnh nhdn suy thfn
ho{c suy gan. N€n th4n trgng khi sri dgng fexofenadin hydroclorid OOi vOi nh6m b€nh nh6n d{c biQt ndy.

Nhu hiu htit cac thu6c kh6ng histamin kh6c, thu5c c6 th6 gdy ra c6c phin ung kh6ng mong mudn nhu:

nhip tim nhanh va h6i hQp. Vi vfly, c6n thpn trgng khi sir dgng thu6c cho b€nh nhdn c6 ti€n sri'ho{c tlang

bi bEnh tim m4ch.

Phg nti c6 thai vdr cho con bri: hay h6i b6c si ho{c dugc sT cria ban rl€ dugc tu v6n trudc khi dtng b6t cri

loaithuiSc ndo.

Phg nif c6 thai: fexofenadin hydroclorid chi n6n dirng cho phu n0 c6 thai khi lqi fch cho mg vugt trQi

nguy co OOi vOi thai nhi.

Cho con bf : fexofenadin hydroclorid khdng tlugc khuy6n c6o sti dung cho c6c bd mg dang cho con bri.

Lfi xe vi v$n hdrnh miy m6c
Tr€n co sd dugc lgc hoc vd c6c b6o c6o phin ring kh6ng mong mutin xiy ra, chua x6c dinh rO fexofenadin

hydroclorid c6 g6y 6nh huong tt6n kh6 nlng l6i xe ho{c vdn hdnh m6y m6c hay kh6ng. Tuy nhi6n, c6 th€

c6 nhiing ngo4i lQ hitim hoi, vi v6y hdy cl6m bio ring ban tinh t6o tru6c khi l6i xe hoflc thgc hi€n c6c thao

t6c doi h6i sr,r tflp trung cao.

Khi nio cAn tham v6n b6c si, duqc si?
Ntiu gAp b6t kj t6c dr,rng kh6ng mong muiSn nghi€m trong ho6c khdng dugc liQt k€ o ddy, xin vui ldng

th6ng b6o cho b6c s! hoflc dugc s].
Th6ng b6o cho b6c s! hofc dugc s! c6c loai thu5c ban tlang dirng ho4c di sir dqng gAn tl6y.

H4n dtng cfra thu6c?
24 thdngk6 tir ngdy s6n xu6t

rtN va DIA cHi co so sAN xuAr
6p BA.(OOUE

BAROQUE PHARTVTACEUTICALS PVT.LTD.
19212&3, Sokhada-388 620,Ta. Khambhat, District: Anand, Gujarat State, An DQ

Ngiry xem x6t, sir aOi, cfp nh$t l4i nQi dung hufng dfrn sii'dgng thu6c:

E4i diQn ccr sO dlng kf thu6c

6i ftn & d6ng diiu)
Ho t€n: Lal Y
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