https://trungtamthuoc.com/

Open here

PMR 81100551 (88/01/MU-0201204598)
Pant 6, Processblue, Baver (South East Asia) Pte Lid
53 Chulia Street
12061 OCRBC Centre East, 14" Floor
Singapore 049514
=]
S Adalat LA m
BAYER
E
R

Bayer

leer.llpl ne tablets 60 mg
Obtainable only on prescription
Take as direcled by physician

1 tablel contains G0mg nitedipine %
30 tablets (3 blisters x 10 tablets) "
Do not bite, chew or break lablel.
Protect from light
Mot to be stored above 30°C=86"F ]
PLEASE READ PACKAGE INSERT CAREFULLY R
Made by
Bayer Pharma AG, 51358 - Leverkusen, Germany
Adalat LA m
Nifedipine 60 mg
MBi vikn phéng thich kéa dil chira 60 mg Nifedipine "

200y UBdQ

Chi dinh, cich ding, chéng chi dinh, cac thong tin khac
xin xem W hiréng din s dung kiém theo

Dé xa thm tay tré em

DPge ki hurdmg diin sir dyng trirére khi diing

30 vién (3 vi x 10 vién) 'z

]
SOK: VN-10755-10

Khéng bao quén thubc irén 30°C

Khiting nhai hay bé vién thubc

S4 14 X, NSX, HD: xin xem phin @, "MFD" vé "EXP" Irén bao bl
SX lai Bayer Pharma AG_51368 - Leverkusan, CHLE Bxrc

DMNMNE Cly CP Duge béu TW 2, TP Hb Chi Minh i.----'--~--.-

e
—
—
—_—
3
P B0
o >t 5
e wlo
: =
2 =0
Tl L -
E Sl -
r e
: ! E
.H; -d
=

th /s

@Sva? " NN



https://trungtamthuoc.com/

PMR 81100527 mtmumimml Panto

Klischee 133 mm/Z.-Nr. 8251
(215,8 mm = 98,091%)

®

by

MFD
1100577

Charge
Balch

®

ey

Herstelldatum

Date of manufacture

uFD
winEar

®
L

MFD
Ll

Sayer (Souln East Asis) Pte Ltd

QOCBC Centre East, 14™
Singagare 049514

O-Q-‘lim PRESENTATION I8 NOT BINDING

Vertalidatum
Expiry date

®

£3 Chulia Street
Floor

Lt

| s o 75 |

e |

ADALATLA
60

ADALAT'LA
160

[rsrvnmonse]
ADALAT'LA
60

[ 9o 5 ]

|nuop~*u—g|3.r-sml

I!&prnrﬁ: mﬁﬂw]

[ vasore g 73 e

Iuo-eewu-eﬁr'-!n-q

ADALAT'LA

@ @

ADALATLA

[oetorne 0 0075 ]

[Morsion s rgors ]

[oten 2o a5 0]

[t e 75 ]

|um—-u-w=sm-rl

ADALAT'LA

ADALAT'LA

ADALAT'LA

60 IS

ADALAT'LA

60 IS

[m.-ncmmsu'nl

|erq5¢5w|

[mmqﬁﬁswﬁ

[wansome ta1mg 575 s

ADALAT'LA
60

I-J-tn;crgt-’l‘suen

ADALAT'LA

e

ADALAT'LA

ADALAT'LA

o]

]um—mwms-.u:]

ADALAT'LA
60

ADALAT'LA

60 I

ADALAT'LA

[mspme temg og ]

[ussre g |

Fﬂ#mum{i-‘snmi

ADALATLA

ADALAT'LA

(60

[t g 75 |

| st g 075 s

ADALAT'LA

T

ADALAT'LA

ADALATLA

[pevsers omgoms ]
ADALAT'LA
(60

ADALATLA

ADALATLA

@ m

ADALAT'LA

i\mlc-‘;{ﬂ’s:t-il

|m-¢ammsw¢|

|Nmuu.-uu|>|nll

ADALAT'LA

Cmm @

ADALAT'LA

m @

ADALAT'LA
60

© m

ADALATLA

@ =@

[

ADALAT'LA

m @
|m~n-:msw-

ADALAT'LA

@

ADALAT'LA

m 9 o

[ovtprn 3 mg 075 ]

[Fevsrn t9mg 05 ]

|

[wawsp w0 mg 7 st

|_l=!w-m wwmmﬂ

Iw«wmu1

|'-H!Ml¢‘vﬂ?t1ﬂlh

ADALAT'LA

m.., ®

Wty AL
&Mw

[EXP

ADALAT'LA

60 S

Buppar PR3y K
Ty

ADALAT'LA

60 S

Prae=a il
lww
EXP

ADALAT'LA

60 NS,

By Priees A
Oy

Exp

ADALAT'LA
60 S

B Prarea L
iy

EXP

ADALAT'LA
(60

Mnhu"ulﬁ

EXP

ADALAT'LA

hq:rf-ruﬁ

EXp

DRAFT 2013-09-12 COLOUR PRESENTATION 03 NOT BINDING

[ei:

ADALAT'LA

@ mmw@ mmw@

Pirgns Prawa b
Gy



https://trungtamthuoc.com/

Qhac2 (@sigy

Bayer (Soulh East Asiz) Pte Lt
63 Chulia Street
OCBC Centre East, 14™ Floor
Singapore 049514
R, Thube bdn thee don

" Adalat® LA
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S fL Vién phong thich kéo dai

Baver Pharma AG

Thanh phiin

Hoat chiit:

Adalat®LA 30mg: | vién phong thich kéo dai chira 30mg nifedipin 0)'{
Adalat®LA 60mg: | vién phong thich kéo dii chim 60mg nifedipin .

Ti duge:

Hypromellose, Palyethylen oxid. Magnesi stearat, Sodium chlorid, Oxid sit do (E172/C.1. 77491),
Cellulose acetat. Polyethylen glycol 3350, Hydroxypropyl cellulose, Propylen glycol, Titan dioxid
(EITIAC.L 77891}

MG td sdn phiim

Adalat LA 30mg: Vién phéng thich kéo dai tron, 18, ¢6 vo boc miu hing, mdt mit ¢b 16 duge khoan
bling laser, mat kia 13 hing chr ADALAT 30

Adalat LA 60mg: Vién phong thich kéo dai tron, 1éi, ¢ vo boc mau ||ung. mt mit ch 16 duge khoan
biing laser, mdt Kia 13 hiing chir ADALAT 60

Chi dinh

Didu trj tang huyét 4p tit ca cde mike di. . I )

Ding dom dje hodc phﬂ: hop véi mt thude chen beta dé dy phing con dau thit ngye on dinh man tinh,
Liéu lrgng va cich ding

Liu lugng
1. Lleu ban dau khuyén cio trong ting hu:.'cl ap nhe dén trung binh 1 m@t vién nén 20mg mit lin

mm ngay. Do: wii ting huyét 4 ap ning, | liéu ban diu I\huyt.'n cdo la m@t v:e:n nén 30mg mft lin
mbi ng&} Néu cin thiét, cd thé ting lidu lén mire t6i da 90mg mdt lin mbi ngdy ty theo cic
véu chu dbi voi timg bgnh nhin.

Z DE. véi phéng ngira con dau thit ngyee, lidu ban dhu khuyén cdo 14 mirt vién nén 30mg mét 1in
mbi ngay. Lleu 6 thé ting thy theo cae yéu cdu dbi voi timg Ix;.nh nhin lén mirc 1i da 90mg
mit lin mdi ngﬂy Nhimg I:u:nh nhin duge kiém sodt tang huyét &p hojc cic trigu chimg dau
thit ngye bing vién nang Adalat hojic Adalat retard c6 thé chuyén sang ding Adalat LA mit
¢dch an todn. Higu qua phong ngira con dau thit ngye duge duy tri khi bénh nhin duge chuyén
tir e thude dii khang calcium khée nhu diltiazem hay verapamil sang Adalat LA, Nhimg bénh
nhén chu}'en tir cde thude dbi khing calei khac sang_ Adalat LA nén khai diu dlcu 1 vai lida
Khuyén cdo ban diu la 30 mg J\dnlal LA mjt lin mdi npay. Sau dé c6 thé bit diu diéu chinh
lidu cao hon bao diam higu qua vt ldm sing.

Vige ding thudc ciing véi cde chilt e ché CYP 3A4 hay cim img CYP 3A4 ¢d thé din dén khuydn cdo
diéu chinh lidu hoge ngimg sir dyng nifedipin (xem Twomg tdc thudc va cde dang lemg tde khdc).

Thii gian sir dung

Didu i ¢é thé duge tiép te khang han dinh,

Théng tin thém trén nhirng d6i tegng djic bijt:

Bénh whi:

B4 an todn va hifu qua cua Adalat LA trén tre em dudi 18 tuéi chisa duge thiét Lip. D li¢u hién co dbi
vai sir dyng nifedipine trong tang huyét dp duge mé 1a o phin Dde diém dieoe hee hoe,

Adalal LACCDS 174602157 VN ]
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Nawdi cao G

Theo dir ligu nghién e duge déng hoe ciia Adalat LA. khing cin chinh liéu & ngudi gid rén 63 Wbk
Bonir nhein tenr theeemy tlin

Theo dir ligu nghién ciru duge ding hoe, khang ciin chinh li¢u & ngudi cb 16n thuong thin (xem phin

Degre diing R,
Chch ding: Ding duimg uéng (B'l

Thude dirge udng nguyén vien vai mt coe nude. khong phu thude wln bira an. Céc. lin wing thde nén
cach nhau khoang 24 gidn, ke li usf:ng, vio r.ung_ mit thii diém mdi ngdy, nén ubng vio budi sang.
Vién nén Adalat LA phai duge uong nguyén vién, khong duge ¢fin, nhai ha’q‘ bé vién thude di trong bit
cir trwémg hop ndo. Trinh udng nude ¢p qua budi (xem Tiomg fic thude v cidc dang teemg tde kirde).
Chiing chi djnh

Adalat LA khdng duge sir dl.mg trén nkimg Ix:ﬂ'lr nldn 6 tién sir qua man vai thinh phan hogt chit ]

céc dihydropyridine khic bai vi theo Iy I]:uye‘t co thé xa;r ra phan img chéo, hode vii it ky thanh phin

14 duge nde 18 ké trong mye Canh bdo vé Hrdn trong v Td dirge

Adalat LA khong duge sir dung trong nhimg truimg hop shock do tim, hep dgng mach ro rét wén lém
sing, dau thit ngue khang dn dinh, dang bi hode mai bj nhdi mau co tim trong vong | thing.

Adalat LA khing duge dimg dé diéu trj ciic cam duu thit ngye cap tinh,

B§ an toan coa Adalat LA rong 1@ng Tyt &pdt tinh ¢l dm:rc thiét lip.

Adalat LA Khdng duge ding d& di plidng thie ¢ap bénh nhidi médu co tim.

Do thii gian tae dung cia dang bao ché, nén Adalal LA Lhﬁng duge dung cho bénh nhin suy gan,
Adalat LA khﬁng duge dimg ¢ho bgnh nhdn ¢6 bénh sir tie nghén da day-rudt. e quin hofic hep
dudmg kinh cia duimg gt dr bét cir mire & nio.

Adalat LA khéng duge ding ¢ nhimg bénh nhin co 101 cdng Kock (thi thufit md thing i trang sau
phiu thudt cdt bo dai tryc tring),

Adalat LA ¢hdng chi dinh & bénl nhin I:u hénh vigm rudt hodic bénh Crohn,

Nifedipine khéng duge ding phii hop voi rifampicin vi ¢6 the khong dat duge ndng d nifedipine higu
quit trong huyc‘l tuemg do sir eam g enzyme (xem Theong fie fherie v cde dang twomg 1de khaie)

Canh béo va thio trong

Phai udng nguyén vién nén Adalat LA, khong duge cin, nhai hay bé vién thude di trong bit cir truong
hop nio.

Nén thin trong khi sir dgng thude cho bénh nhan h.'.l huyét 4p vi ¢6 nguy co lim gliim thém huyé dp va
phai cin thin d&i véi bénh nhan ed huyét ap rit thip (hy huyet dp tram trong véi mibc huyét ap tim thy
thép hon 90 mmHg).

Khing nén sir dung Adalat LA trong thoi gian mang thai wir khi tinh trang 1am sing cia nguii phy nit cin
phai duge dicu 1 bang nifedipine. Nén ¢ danh Adalat LA cho phy nir bj ting huyét dp ndng khang dap
img véi cde didu trj cllua.n (xem Pl ni oo thai vé cho con bii)

Wizahi ra phii theo ddi cin thin huyét dp khi ding nifedipine vii |nagnesu|m sulfate tiém (inh ma,a:h da
kha nang gt huyé ap qud mite €6 the gdy hai cho ¢ bd mg vit thai nhi, D¢ bict thém thong tin vé vige
sif dyung thude teén phy nir cd thai, xem phéu Pl i ¢6 thai vér eha con i,

Khing Khuyén eio sir dyng Adalat LA trong thai ki ¢ho con bl vi nifedipine duye bdo cdo lico tiét vao
sira my v anh huimg coa phoi nhigm nifedipine A vai tré nho chira duge b (xem Ply i cd thai vi
che con i)

Adalat LA -ué thé duoe ding phdi hop vii cde thude chen beta v ¢dc thude didu 1rj ting huyét Ap khie,
ty nhién can lou y dén kha ndng téc dung hig¢p dong diin dén giam h'u_vél dp ur thé, Adalat LA g6 thé sg
khéng ngan ngira che tie dyng hoi tmg 1ai sau khi ngimg ldu phip didu 1] ting huyét 4p khie,

MEn thin Legng khi s dung Adalat LA trén binh nirdn co dyr trir tim kém. Dai khi co thé quan sdt thiy
suy tim trg nén xau hom véi nifedipine,

Cd thé chn pliii dicy chinh kidm sodt duimg huydt ddi voi binh nhin dai thao duimg ding Adalat LA

[

Adall LACTTS 120038 vl
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O nhimg bénh nhin thim tich miu bj ting huyét dp de tinh va giam the tich mdu. 6 the xay ra gidm
huyét dp o rét.
Vi I6p mang bén ngodi cua vidn nén Adalat LA khéng duge ti¢u héa. nén co thé nhin thiy hinh vién
thudc nguyén trong bon vé sinh hoic trong phin cia bénh nhin, Do dé nén can thin khi ding Adalat
LA cho bgnh nhin vi cac tn¢u chimg tac nghén b the xay ra. HtEﬂ tugmg di vir da ddy ¢d thé xay ra
trong che trudmg hop rit hiém gdp vi cb 1h£L n can thiép bing phiu thuit.
Cie tridu chung_lac nghén d2 duge md 14 trong cée trubng hop rigng 1é ma khdng c6 bénh sir ri loan
tidu hoa duge biét,
Khi chyp X-quang vdi chit can quang barium, Adalat LA 6 thé tzo hinh dnh duong tinh gia.
0 bénh nhdn c6 16n thuong chire nang gan nhe, vira phai holic nding, cin theo ddi k¥, vi cé thé giam
licu,
Nifedipin duge chuyén hoa qua hé théng Cytochrome P450 3A4, nhimg thuoc duge biét ire ché hay cam
img h¢ thing enzym ndy vi thé co thé lam thay déi chuyén héa bude diu hay dé thanh thai cia
nifedipin.
Vi »gr cdc thube irc ché hé théng Cvtochrome P450 3A4 ¢6 thé din 16 sy ting ndng dé cda nifedipin
irong huyét tuong nhur:
- Khang sinh nhém macrolide (vi dy : erythromycin)
- Thube ching HIV e ché protease ( vi dy : ritopavir)
- Thude chidng nim ahdm azole ( vi dy : ketoconazole) m—r
= Thude chang trim cam nefazodone va fluoxetine
- Quinupristin/dal fopristin
= Acid valproic
- Cimetidine
Khi ding chung vdi cac thude nay phai theo dai huydt dp va néu cin. phai cin nhiic dén vige giam ligu
nifedipin.
Sy ting Héu 161 mibc 161 da mét ngay 1a 120meg nifedipin co thét din dén ang hip thu 2 mmo) natri méi
ngiy. Do vy nén cin nhiic 16 viée kiém sodt lugng natri dua vao co thé bénh nhin,
Sir dyng thuoe trén nhimg déi twong die biét: xem myc “Lidu lugng va cach ding”.
Twrang the vivi cée thode khac vi cic dang twomg téc khic
Thube anh huing dén nifedipin:
Nifedipin duge chuyén héa qua hé thing cviochrome P 450 3A4, ¢6 & ¢ niém mge rudt vi gan. Do do
nhimg thube cd tdc dung holie (e ¢hé hodie cam img hé thong eneyme ndy cé thé lam thay déi budc
chuyen héa diu tién 1i gan (sau khi udng) hodic dd thanh thai nifedi pin.
Nén tinh dén vé mize d¢ ciing nhur thoi gian twomg e khi sir dyng nifedipin cling voi cde thube sau:
Rifampicin:
Rifampicin cam tmg mgnh h§ thong c:rlochrome * 450 3A4. K dung phéi hap rifampicin, sinh kha
dyng ciia nifedipin gidm rd rét. lim giam higu qua didu 1. Do d6, chong chi dinh sir dyng phéi hop
nifedipin vai rifampicin,
Khi dunu. chung vai cie l:hnl ire. ché h¢ thong c,ﬁochmmc P450 3A4 & mirc d9 nhe dén trung binh sau
diy nén theo ddi huyét dp. néu cdn phai xem xét gidm lidu nifedipine.
Trong phin lém cdc truimg hop ni)'. cho dén nay chua ¢6 nghién eiru chinh quy ndo danh gid kha ning
Xy ra twong tde gitm nifedipine vai cde thude duge 1idg ke,
Cic thube lam 1ang 1ac dyng nifedipine:

- kfwing sinl macrolide (vi dy ervihromyein)

- thude khang HIV we ché protease (vi dy ritonavir)

- thude khdng ndm nhim azole (vi du ketoconazole)

- fluoxerine

= nefazodone

- quinupristindalfopristin

-

Autalal LACTDS FISI315P0 vMal ]
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= cisapride

- acid valprofe

- clmetidine

= diltiazem
Khi dimg ding thiri vdi c4c chit cam émg hi eytochrome P430 3A4. ¢in theo doi sy ddp img 1dm sing
cuia nifedipine va 1_151.1 chn, xem xét tang Iihéu nifedipine. Néu tang lidu nifedipine trong thii gian sir dung
két hgp ca hai thube, khi ngimg diéu trj vai thube kia cin xem ~ét gidm liéu nifedipine.
Cic thude lam giam tde dyng nifedipine:

- Fifampicin {xem o leém

= phenytoln

- carbamazepine

= phenabarbital [:DT

Anh huing cia nifedipin dén céc thuiic khic

4¢ thube ha huvis
Nifedipine cd thé lam tang tic dung ha huyét dp khi ding ddng thai cde thube didu trj tng huyét dp
khde nhu thude 1gi tidu, thude chen B, thube ie ché men chuyén. thude chen thy thé angiotensin | (AT-
1), thude chen kénh caléi khie, thude chen a-adrenergic, chit ire ché PDES, va a-methyldopa.
Khi diing nifedipin déng thisi véi thude chen P binh nhin phai duge theo doi cén thin vi sir hg huyét ip
kha nghiém trgng ¢6 the xiy ra. Trong mft =0 truémg hop riéng bigt, 6 thé lim ning hom tinh trang suy
tim.

Digoxin:

Ding déng thai nifedipin va digoxin ¢ thé 1am giam d§ thanh thii digoxin. vi vy 1im tang ndng d§
digoxin huyeét tuong. Do d6, nén luu ¥ theo ddi tridu chimg qué lidu digoxin & bénh nhin, Néu cin, nén
giam licu glycoside.

Quinidine:

Khi nifedipin duge ding dong thi voi quinidine, ngudi ta nhjn thiy trén timg tnromg hop riéng /& nbng
b quinidine giam hoje sau khi ngung didu 1ri nifedipine. nong quinidine ting cao i rét. Vi thé, cin
theo ddi nong & quinidine hay phai dii_u chinh lidu néu diing phoi hop hode ngung sir dung nifedipin,
Cin theo ddi chit ch& huyét dp va, néu can, nén gidm lidu nifedipine.

Tacrolins;

Duge chuyén hoa qua h¢ théng eytochrome P450 3A4, Ciie dir ligu duge cong bb gin ddy cho ring cd
the phai giam licu nifedipine khi ding dong théi vai tacrolimus trong timg ineimg hop ridng ré, Khi
diing phdi hgp ca hai logi thudc trén, nén theo ddi ndng d tacrolimus trong huyét thanh va giam liéu
nifedipine khi can,

Twong the thude — thire in

Nusdic ép qui bidi .

Nude ép qui budgi irc ché h¢ théng eytochrome P450 3A4. LUiéng nifedipine ciing vdi nuée ép qua buai
vi thé lam ting nong d nifedipin trong huyét twomg vi kéo dai tic dyng cia nifedipine do lam giam
chuyén hda bude diu hay giam thanh thai. Hiu qua 12 ¢6 thé lam ting the dung hg huyét dp. Sau khi
udng nuoe €p qua buai déu din. tic dyng nay cé thé kéo dii it nhit 3 ngiy sau lin ubng nude ép qua
budi cudi cimg. Do vily phai trinh wing nude ép qui budi khi udng nifedipin,

Che dang trong tée thude khie

Nifedipin cé thé lam ting gia tgo gis 1 quang phd cia acid vanillyl-mandelic rong nude tidu, Tuy
nhién do bing phwong phip HPLC khong bj anh hudng.

Phy nir ¢6 thai vi cho con bii

daln LACCDS 1716121370 VoL 4
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Phuy nir ¢d thai

Khéng nén sir dyng nifedipine trong thoi gian mang thai trir khi tinh trang lim sing cda nguéi phy nir
can phai diéu tr bing nifedipine (xem Canht bao vi tlidn rrong)

Chura ¢6 day dii cée nghién ot va kidm sodt th duge thye hign trén phy nit mang thai.

Cie nghién eiu trén dgng vit d3 cho thay nifedipin giy ra djc tinh phoi thai, bio thai va sinh quéi thai (xem

Bix lid an tedm tién lim séng). .

Tir cic blng chimg lim sang hi¢n co, chua xic dinh duge cée nguy co ey the trude kv sinh, mic div co sg
gia ting ngat chu sinh, mé bit con ciing nhur sinh non vi chim tng tneomg trong tr cung da duge bio cao.
Meudi 1a vin chus rd [ cie bito cio ndy 1 do binh ting huyét dp nén, vide dicu 1 bénh hay do tie dyng
dic higu coa thude. ) ) ) )

Thing tin hién nay chua day du dé logi inr cde tde dung bat g1 cua thude trén tré chua sinh ra va so sinh.
Vi viy bdt ki vide sir dyng thude trén phy nir c6 thai nde cing cin dinh gid thin trgng v& nguy co va lgi
ich trén Wimg cd nhin va chi duge xem xé néu 1t ¢ eic lya chon didu trf khic khéng duge chi dinh hojc
khong cé higu qua. . )

Phis phdi edp da duge quan st thay khi sir dung cdc thuée chgn kénh calei, bao gém cac nifedipine khic.
dé giam co thilt trang thai ki (xem Tie diung khdng mong mudn). djc bigt 13 trong truémg hop da thai (thai
déi hoic nhigu hon), vi duimg tiém tinh mach vivhojic sir dung déng thoi vai thude chi viin beta-2.

Phy nir cho con ba

Nifedipine duge tift viio sira me. Nong & nifedipine trong sim me twong dwong voi ndng db thude
trong huyét thanh cia ngurdi mg. Do vai cde dng bio ¢hé phong thich tie thi, npudi 1 dé xuiit 1 hodin
vige cho con bi hofic vit sita trong 3-4 gii sau kii udng thubc 4é giam mire tiép xiic voi nifedipine dbi
Vi tré (xem Canl bado vé tiin frong),

Thi tind trong dng nghigm r]]’f

Trong nhimg trudmg hop thy tinh trong bng nghi¢m riéng ¢, cde chilt khing calci nhur nifedipin gdy ra
nhiing bién ddi vé sinh héa ¢d thé héi phye & phin iy cia tinh ring <6 thé lam suy gidm chic ning
tinh trang. O nhimg ngudi din dng mudn ¢é con bing phuong phip thy tinh nhan tgo nlimg thit bai
nhiu lan, va khi khang tim duge mdt 1y do ndo khie, thi chit khing calei nhu sifedipin ¢6 thé duge
xem 18 m§t nguyén nhin,

Tiic dyng trén kha néing I4i xe vA vin hinh miy méc

Phan tmg di v6i thube thay di tiy theo timg bénh nhin, c6 thé 1dm giam kha ning 14 xe hodic vin
hinh may mée. Didu nay dic bit xay ra khi bit ddu didu i, thay ddi thude va khi udng negu kém theo,
Tic dyng khing mong mudn

Cie tic dyng khdng mong mudn cia thude (ADR) dya teén cac nghién el véi gia duge vi nifedipin
duge thu thip theo cde mau bdo cdo 1dc dung khing mong muon cia thude CIOMS nhém 11 vé tin xudt
suil hién (Co so cde dir ligu thir nghigm ldm sing: nifedipin n = 2.661; gia duge n= |.468;
nedy2202/2006 va trong thir nghigm ACTION: nifedipin n= 3.825, gia duge n = 3.840) duge g ké
dudi day:

Céie phan img thude khong mong mubn (ADR) ligt ké trong mye “thudmg pip™ 6 tan xudt xudt hign
<3% trir trigu chimg phit (9,9%) vi dau diu (3.9%).

Céie tin sudt ADR duge bao cdo vai cde san pham co chira nifedipin duge 16m 1t trong bang dudi ddy .
Trong mbi nhém tin sut, céc tie dyng khdng mong muodn dupe trinh bay theo thir ty & trdm trong
giam din . Cac tin sudt duge xde dinh 1 thubng gip ( = 11100 dén < 1/10), it g3p (= 111,000 dén <
17100) va hi¢m ghp (= 1/10,000 dén < 1/1000, Cic ADR chi dwge dinh danh trong théi gian theo ddi sau
khi dura ra marketing. vi cho tan sudt khong thé uée lugng. duge lift ké dudi diy “Khong biét
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Xép logi theo h§ Thudmg gip iteip Hiém gip Rit hiém
thing co quan
(MedDRA)
Réi Iogn miu v b Chimg mét bach
bach huyét i hat
Gidm bach clu
Réi logn hi mida | Phan dng di g, phi di | Ngia. Phan (mg phan
dich dng/phit mich (bao gdm €a | agay dgy, vi/dang phin vé
phi thanh quan') i min
Réi loan tim thin Cic phan ing lo du. ri
10an gide nga
R4l logn chuyén Tang dutmg huyét
hod vii dinh dwdmg
Réi logn h§ thin | Bou diu Choéng mat, Bau nia dhu. | Df cam/ logn cim Giam cam gidc
kinh Chodng ving. Run Bubn nyu
Rbi logn mit Rii logn thi gide Bau mit
Réi logn tim Chitng mpch nhanh, HBi Bau ngye fcon
hop dau thit ngye)
Réi logn mach Pho, Gidla mach | Ha huyét dp, Neit
Réi logn b b hip, Chiy méu cam, Xung Khd tha
ling ngye vi trung huyft mii Phis phiit
thilt
Réi logn tiéu hod | Tdo bon Pau bung. da day-rufd, | Tang san lgi Di vl tiéw hod,
Budn nfn, Khé tidu, Diy Khé nudl, Tic
hoi, Khd migng ruft, Loft duimg
tity  hoa,  Non,
Suy ¢o vong dp
- day-thye quan
Réi Iogn h§ gan Tang cic men gan thoing Ving da
mit qua
Réi logn da va td Ban do Hoqi r thirgme bi
chire dudi da gy die
Nhay cam van anh
sang, phan dng di
g
Ban xuit huyét cb
thé sir thiy duge
Réi logn hi co Chudt riit, sung khop Bau khap
awomg, va mi lign Dau ¢
Két
Rbi loan thin vi Tiéu rhifu, Tiéu khd
| duimg tiét nifu
Réi loan hi sinh Réd ican cuong duong
san vifuyen vi
Réi logn chung vi | Cam thly khing | Bau khing djc hidu, Lanh
tgi chd ding thube | khor un
V= co thé de doa dén tinh mang
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* = cae ea duge bdo cdo khi sir dyng thude vai mye dich gidm co thilt trong thai ki (xem mye Py nie ¢4
thai va eho can bi),

0 nhﬂ'rlg bénh nhin thim tich mdu ¢ Ging huyét 4p vA giam thé tich mau de tinh, ¢ thé xay m hign
tugmy giam huyét Ap rd do gidn mach,

Thiing bdo cho bic 57 whitng tic dung khéng mong mudn gip phéai kii si dgng thudce.

Qua liéu v cich xi Iy

Tri¢u ching: trong trudmg hap ngd il!,h‘: nifedipine n%ng. nEudi 1a quan sdt thiy 6 cdc tiéu chimg sau:
Réi loan Iri gidic cb the dua dcn hon mé, 1t huyét ap. roi logn nhip tim nhanhichim, ting duong huyét
1oan chu;ﬂen hod. giam oxy, she da tim kém phii phﬁ:

Xir tri qué lidu & n puriri @-!

Uu tién hing diiu 13 In;l bé hogt chit va hoi phuc 6|1dmh cite bénh 1y rim mach.

Ean phéi Jogi bo thude cing hodn todn cang 161, gbm ¢ & rugt non. d& trinh tinh trang hép thu hoat ehit
tidp tyc sau do,

Lot fch etta vige rira da day chwa dwge khing dink.

1. Xem xét sir dyng than hogt tink (50g cho nguai mrong thianh, 1g/ky cho tré em) néu bink nhin rhip

vign trong vbing | gir sau khi wdng mar lugeig thute o6 the giy doe.

Mie di ¢b veé hop Iy khi gia dinh ring vige ding than kogt tinh mudn ed thé hin ich déi vai cic che

phim phong thich kéo dai (Sustained Release, Modified Release), nhumy viin khing co bing chimg

140 hd trg cho diku nay.

Cin nhie lya chon khic ld ria da ddy & ngudi truong thinh trong vong 1 gidr sau khi udng qui ligu

thude ¢b khi ning de doa tinh manyg,

3. Xem xét sir dyng thém liéu than hoat tinh mdi 4 gidr néu da udng mét lererng déng ki trén lém sang
thude dang phong thich kéo dii, cong véi mft litu thude nhudn tring thim thau (vi dy sorbitol,
lactulose hojge m:ngnﬂ.uurn sulfan),

4. Bénh nhin S:hcng o 1l‘1'5ll chimg nén duge theo ddi trong it nhit 4 gitr sau khi ubng thude va
trong 12 gitr néu udng thube dang phong thich kéo dai,

(8]

Thim tich miu Llléng €6 1ic dl,mg, vi nifedipine khing thé tham 'ph.'lll., nhung 1rup.n Tuyét twomg thay thé
(thude gin két nhidu véi protein huyét wrong, thé tich phén b tuomg d6i thap) cé Ih& thich hop.

Trigu chimg chim nhip tim cé thé duge didu oj bing alropine, thude wiong giao cim beta (0-
sympathomimetic). hode dit mdy tao nhip tam thid néu cin,

Ha huyét dp do hju qui cia shock do tim va gidn ddng mach cé thé duge didu tei bing calei (10-20 ml dung
dich calei gluconate |0% Ilrm tinh mach chim trén S 10 phiit), Neéu chua de hitu qua, b thé ll-f:P e, diu i,
ﬂuﬂ; thisi theo d ECG, Méu khing néng duce huyet ."q) bdng calei, ¢6 thé ding thém cdc thude gidng giao
cam phy co mach nhu dopamine hoje noradrenaline. Lilu lugmg sir diyng cde logi thude trén tdy theo ddp img
cua bénh nhin, )

Cin thin trong khi truyén dich thém do qua tai ddi voi tim gay nguy hidm.

Die diém duge If hoe

e diém duge lye hoe

Nhom dge 1y diéu trj: thude chgn kénh calei chon loe téc dung chi véu wén mach midu, cic din xudt
dihydropyridine, mi ATC: CO8CAOS

Nhfcdlplm 14 mt chat déi khing calei die higu thude nhém 1 4-dihydropyridine. Chit 45i khing calci lam
g.ualrl déng ion caln qua ming vaa trong & bio thing qua kénh calei chim. Nifedipine tac dung chi yéu lén
1¢ bdo cortim vii té bito co trom cua ding mach vinh vi cic mach mdu dii khing ngogi bién.

Téc dung chinh coa nifedipine 13 %Iﬁll oo trom dgng mach. bao gom i wan hodn mach vinh vi ngoai vi.
Vién nén Adalat LA duge bao che dé cé thé dat duge sy phong |I|u:h 6 kidm sodt nifedipine & mire di
dé dar duge higu qua sir dyng lim sing vai lidu udng thude mdt in m3i ngay,

Adadat LAWCCTS 1T81205P1 VNDI 7

by



https://trungtamthuoc.com/

O

Trong tng huyét dp, tie dyng chinh cin nifedipine 14 wiy gin meeh ngogi vi v do dé Jam gidm sie
can ngoal vi. Nifedipine udng mt lin mdi ngay ¢6 1ic dung kiém sodt sy mn%hu_v&l dp trong 26 giin
Nifedipine co thé im giam huyét 4p theo 1 13 voi ndng di ban diu cia thude. O nhing ngudi huyét dp
bink thutmg, nifedipine it hoje khong b tie dung teén huyén ap.

Trong con dau thit ngye, Adalat LA giam sic can caa mach mau ngoai bign v ding mach vanh, din
dén sy gia W@ng dong dén mdu mach vanh. cung ligmg tim va thé tich nhét bép. trong ki giam hju génh.
Ngodi ra, nifedipine lam gidn vira phai ca hai logi ddng mach vinh binh thudmg va xo vira. do d6 bao v§
tim chong ¢o than dng mach vanh va eai thign sy trai mau cho co tim bj thicu miu cye bj. Nifedipine
am giam tan sulit cic con dau thiit ngye v clie thay J6i wén ECG do thigu mdu cyc b bt ke sy gdp
phan ¢ lién quan cia co thit ddmg mach vinh hay xo viia ding mych. .

O m, nifedipine lam gidn ddng mach vinh. nhat 1 cac mach mau co 4 din lém. ngay ca o doan khing
b thanh mach cba nhitng viing bj hep mdt phan. Ngodi ra nifedipine con lim giam truong lye co tron
ding mach vanh va ngin ngba sy co thit mach. Két qua sau cing 14 14m thng luu lugng mdu sau chd
hgp va ting cung cap oxy. Dang thoi, nifedipine lam giam nhu cau ey thy oxy do giam khang lye
ngoai bign (hgu ganh) Khi ding ddi han, nifedipine cling ¢6 thé agin ngia sy hinh thanh cic 10
huomg % vira mdi trong dhag mach vinh,

Nifedipine lim giam truomg lye co fron cic tien dgng mach. do do giam khing lye ngogi bién nén giam
huyét dp. Khi bit diu difu wi nifedipine. co thé e6 phan xj tng ahjp tim hodng qua v do d6 lm tang
cung lugng tim, Tuy nhién sy gia Weg nay Khong di bt cho sy gidn mach. Hom nita, nifedipine lam
1ng sy bdi tiét mudi. nude <d khi dimg ngin hyn v [du dai. Tde dyng ha 4p coa nifedipine dic bit ting
déng ké ¢ cie bénh phin tng huyé ap,

Trony mit nghién ciru tién cin. nglu nhign. mi d6i, vi da qubce giz bao gom 6321 bénh ahan ting huyét
#p 6 thém it nhit mt yéu th nguy co duge theo ddi tén 3 dén 4,8 ndm. nifedipine (Adalar LA) cho
thily giam ede bidn b vé tim mach v mach miu ndo 6 thé so sinh véi didu trj phdi hop ede thude I
tiéu chuan,

Trong nghien ciu ACTION nghu nhién, mi d6i. co d6i chimg voi gia duge va da trung tdm theo doi
dén 5 nim bao gdm 7665 binh nhin mac chimg dau thit ngye dn dinh qua diéu wj chuan trong thye
hinh t64 nhill, higu qua két cuc lim sing cia Adalal LA so vdi gid duos dd duge khao sét,

Tiéu chi dénh gid chinh véu vé hidu qua didu r (11 15 chét phoi hop boi bit k§ nguyén nhan nio, nhdi
méu co tim, dau that nguc dai ding, suy tm mdi, it quy gdy tn @y, 1@ phin bo mach ngoal bién)
khéng khac bigt gitra nhdm bénh nhan duge chi dinh Adalat LA (n = 3825) va bénh nhdn s dyng gia
duge (0= 3840) (P = 0,54). ; "

Trong mgt phin tich phin nhdm dirgc xic dinh 1rude wom 3997 bénh nhidn mic con dan thit ngye co
ting huyét dp lic ban ddu, sir dung Adalat LA din dén gidm co ¥ nghia 13% téu chi chinh vé hidu qua
didu trj.

Adalat LA da duge chimg minh li an odn vi tiéu chi danh gid chinh vé& an todn (1 1¢ chét phéi hop béi
bit Ky nguvén nhin nao, nhoi miu co tim va dt quy gay tin §t) wong e & ca hai nhom didu g
(P=(L86).

Adalﬁt_ LA cb hidin qua rd rdng tén 2 trong 3 tidu chi phy dirpe xdc dinh trude, Ti 1§ phf)'r Ivirp o vomg,
cde bien b tim mach chinly, sy i phdn b mach vit chyp X quang mach vinh gidm &i 1196 (P#D,0012),
1¥ do chinh 1a sy giam rd nhu cdu chup X quang mgeh vank. Nhom sir dyng nifedipine ¢é it hon 150
bidn ¢b diu tién 13 chyp X quang maeh vinh so voi nhém dimyg gia duoe. Céc bién ¢ vé mach mdu
i 9% (P=0,027), Iy do chinh la giam nhu chu can thifp mach vanh qua da v phiu thudt bit chu,
Téom lyi. 6 it hon 89 thid thudt 1 cde bidn cb diu tién trong nhém nifedipine so voi gia duge. Ké qui
cia tidu chi phy tha 3 14 bién cb mach mau lim khdng eé sy ki nhau gida 2 ahdm ik irj (P=0,26),
Dai o bénh nhi

Hién <6 rt it thong tin so sinh nifedipine v cde thude chdng thng huybt dp ke cho ca tang huyét 4p
eap tinh tan ving huyét dp 1w dili vai ciic dng biae ché vit lieu ding khic nhay, Higu qud chéng ting
huyé ép coa nifedipine da duge chimg minh nhimg ligu khuyén cdo, tinh an 1oan khi ding kéo dai vi
higu qua trén két epe tim mach viin ehua duge thié 1p. Clira e6 dang bio ché cho béah nhi

Die diém duge djng hoe |-y .
Vign Adalat LA duge san xult nham cung cap nifedipine & 0 1§ xdp xi khing doi trung 24 gio,
Nifedipine dwge phéng thich wr vién thuée bit diu & téc 0§ 1ir mite zero qua qua tish bin-diy thim
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thiu, duge kidm sodt qua ming. Die tinh duge dong hoe ciia dang bio ché ndy duge dje tmg bai sy
dao dgng gitra dinh-ddy thip. Nong d6 thudc trong huydt twong W 0 - 24 gib so vai thii gian & trang
thii dn dinh 13 khing thay doi (plateau-like} 1im cho vién nén Adalat LA phi hop dé uong mdt lin trong
ngay. Toe d phang thich thude khing phy thue 49 pH hofic nhu dong rujt, Khi nubt, cae thinh phin
tro v miin sinh hoe cla vién thube viin edn nguyén trong thin gian viin chuyén trong dubing tidu hia vi
sé duge thai vao trong phin dudi dang vo boe khong hia tan.

Hip thun

Sau khi udng, nifedipine duge hip thu gin nhy hain todn, Khi duny toin than cda nifedipine ubng dang
phong thich ngay (vién nang nifedipine) i 45 -56% do tie dung chuyén hod diu tiga.

Sinh kha dyng o wrang thai cm dinhi cua vién nén Adalat LA vio khoang 68-86% so vai vién nang
nifedipine, Thie &n 1im thay d6i nhg mire d§ hip tha ban dau nhweng khdng ldm anh hwdmg &&n mic 4§
khi dgng cda thude. ) ) )

Sou khi ubny lidu Adalat LA. nong d§ thude trong huyét tuomg tang voi e 86 co Kidm soat v dat 16
trang thii 60 dinh khoing 6 dén 12 gid. Nhimg ngdy ding cae lidu thude tiép theo, ndng d thude wong
huyer tuomg tuomg déi hilng dinh & mire niy duge duy i vai dao dong dinh-ddy lh.ép nhat treng 24 i
dinng thudc (0.9 - 1,2 ng/mi).

Bang dudi diy ehi ra nbng 45 dinh trong huyét twomp (Cu) cua vign nén Adalat LA va thi gian dat
nong & dinh 1rang huyét (uong (few)

c1~i lﬁ"\

[mgymil) (R]
Adalat LA 30 20- 21 12- 15"
Adalat LA 60 . 43- 35 ) 7= 9
* khang rd rang vi didn tién ndng 43 thudc trong huyd wremg & trang 1thai an dinh thes thai gian.

Phiin bik:
Co khodng 95% nifedipine duge gin két vai protein huyét weong (albumin), Thiv gian phan b bin phin
sau khi truydn finh mach dirge xdc dinh 14 5 dén 6 phin,

Sinh chuyén hia: .
Sau khi udng, nifedipine dwge chuyén hod o think it va gan, chi yéu qua qud winh oxy hod, Cae chit
chuyen hod nay khdng ¢d hoat tinh duge lye hoe, <

Nifedipine duge bai xudt chid yeu gua thin dudi dang chat chuyén hod va cé khoang 5 -15% duge bai
xudt qua mt vio trong phin. Nifedipine dang khing chuyén hod duge tim thiy véi lugng rit nho (dudi
0.1%) trong nunde néu.

Thai trir: P ;

Thixi giun bdn thai cudi cong tir 1,7 dén 3.4h gl dang bao ché quy ude (nifedipine vién nang), Thii
gian bin thii cudi cing cha Adalar LA khéing thé hign mdt tham sb c6 ¥ nghia ¥i ndng 43 én dinh rong
buydt rong duye duy i trong thin gian phong thich 1 vién thube vi hip thu, Sau khi phéng thich va
tp thu idu cudi cong. ndng 46 thube rong huvét tuomg cudi cing s& giam xudng vii thiv gian bin thai
nhur déi véi dang bo ché quy woe. . .

Trong tnuimg kop chire ning thin bi tén thuomg, khdng co thay doi ding ké nao duge phat hign so vai
pu nh nguyen khoe manh.

Kihéllg o su khie bigt co y nghia vé duge djng hoc caa nifedipin giFa cde 44 wong khoe manh vi cée
doi wgmg oo suy thin, Do d6, khimg cin thiét didu chinh lidu & nhimg bénh nhin ndy.

€ nhing bénly nhan bi suy gan, thoi gian bin thai thude kéo dai rd eét vi df thanh thai win phin giam,
Do thi glan tie dyng cia dung biao ché, khong nén st dung Adalat LA o nhing bénl ahdn nay.

Trong mén nghién ¢iu so sénh duge ding hoe cia nifedipine @ binh nhan 16 thuong gan nhg (Chikl
Pugh A) hade vita (Child Pugh B) vii nhimg bénh nhiin cd chire ning gan binh thirdmg, thi 4 thanh thii
qua dubmg wdng ona nifediping giam trung binh dén 48% (Child Pugh A) va 72% (Child Pugh B), Kéi
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qui i AUC w3 Cpye clia nifedipine ting trung binh tuong Gng dén 93% vii 64% (Child Pugh A) va
253% vir 171% (Child Pugh B so v6i nhom bénh nhin chiic ndng gan binh thidmg, Duge dfng hoe cua
nifedipine o nhém bénh nkin won thwong gan ndng chua duge nghién cia (xem Canli bdo v thin
romg),

Dir Ji¢u an todn tido lam shng )

Dix lidu nghién clu ti;‘n lim sang cho thiy khong cé nguy hai dic bidl ndo cho nguin dua trén cac
nghién eiru quy wde vé dje tink doi véi litu dom hode lidu [ap lai. 46c tinh trén gon hay kha ning gay
g thu,

Sau khi ding nifedipine qua dutmg tiém tinh mach vi ubng cho cic lodi ding vil khie nhau, gid ui
1.Dso (mg/kg) thu duge nhu sau;

Chugt nhit: Udng: 494 (421-572); T A28
Chudt cong: Udng: 1022 (950-1087)%; v 15,8 (13717300,
Thé Ubng: 250-500; v 243,

Méo Uding: ~ 100: v 0U5-B,

Ché Uéng: > 250; ivi23,

* khoang tin cly 93%,

Trong cde nghién ciru dje tinh ban edp va bin 1nnimg dicn irén chudt va chi, nifedipine duge dung nap
ma khong c6 bt cirtan thuong ndo o liéu ubng 1én dén 30 mg ky (chut) va 100 mg kg (ché) trong
khoang théi gian 1an lugt la muéd ba vi bon win. Sau khi tiém tinh mgch o ehd, mide dung nap 1én dén
0.1 mg ./ kg nifedipine rrong sau ngdy ma khang co tdn thuomg ndo. O chudt, mirc dung nap tiém tinh
mach hing nzay 14 2,5 mg k2 nifedipine rong khodng thir gian ba tudn ma Khong o6 t6n thigng nio.
Trong cdc nghién cdu die tinh mgn & cho véi diéu tri kéo dai dén mét nim, nifedipine duge dung nap
Kkhing ¢6 16n thuong néo ¢ lidu uong 1én dén v ké ci 100 mg/ kg O chudt. tic dung dic xiy ra & nng
dd trén 100 ppm trong thie an (khoang 3-7 mg kg khoi lugmg corthe), .

Trong mét nghién cing giy ung thir o chudt (hai rim), khiong 6 bing chimg v& tic dung gdy ung thy
ciia nifedipine.

Dje tinh trén co quan sinh san: Newdi ta nhin thiy nifedipine c6 kha nang gay quii thai wén chudt
céng. chuft nhit v tho, bao gom cde bit thudmg & ngon, di dang ¢ac chi. ha ham éch, hir i e v
cde dj dang o xwong suom.

Nhitng di dang td chi va bt ihwime ngén thuimg eo 1hé 1 do 1n thwong Woi méu 1 cung, nlumy ciing
quan sét thay trén nhimg dfng vt duge didu 1r nifedipine dem dde sau khi két thic giai doan hinh thanh
10 chire.

St dyng nifediping 6 lign quan dén nhidu logi 1ic dyng die cho bio thai. nhau thai va thai nhi, bao gém
ca tinh irgng bao thai bj coi coe (irén chuft vi tho). nhau thai nhé va 16p nhung mao mang dém (& khi)
kém phat trién. giy chét bao thai va thai nhi (chudt va tho) v kéo dai thoi gian thai nghén/ gidm khi
nang sdng cdn so sinh (o chudt. chua dinh gia o cdc loai khde). Tt e ede ligu lign quan tde dung gay
quidi thai. dje cho bio thai hay thai nhi & djng vit giy dde cho ci thé me o lidu cao gip nhidu lin so véi
Jiéw 16 da diing cho ngirdi,

Tinh twong ky,

Khiing ca

Han ding

Adalat LA 60mg : 48 thang
Adalal LA 30mg : 48 thdng

Pidu kifn bao quin

Trong Adalar LA, Ihu.é'c dugre chim rong mét ve boe khong bj I|5p thu lam cho thube duge phang thich
Lir tr viio co thé dé hip thu. Khi qud trinh miy hodn tit, vién thude rong duge thin ra khoi ¢a thé va co
thé dé y thiy trong phin.
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Hogt chit chira trong vién thude Adalat LA nhay cim véi dnh sing duge bao :é_lni.n'h jinh sdng bén
trong vit bén ngodi bao bi. Khing duge dé thube noi am vA phai udng ngay sau khi lay thuoc ra khéi vi .
Khiing bao quan & nhiét dd wén 30°C,
Quy céch déng gdi
Hip 30 vién (3 vi x 10 vien)
BE xa tim tay 1ré em
Boc ki Inedng din sic dyng trieée khi ditng
Néu chn thém théng tin, xin hai § kién bidc st

Sin xuft bai:

Bayer Pharma AG,

[3-31368 Leverkusen, Dic

Ngay duyét ngi dung tom th san phim:

Adalat LA/CCDSI/161215/P1 VNOI

TUQ. CUC TRUUNG
PTRUGNG PHONG
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