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R, Thudc bin theo dow

Lie) Adalat® LA

p Vita phing thich ko dii

Baver Pharma AG

Thaah phin
Hogt chir:
Adalat®LA 0mg: | vién phéng thich kéo dii chira 30mg nifedipin CD“!
Adalst®LA 60myg: | vién phong thich kéo dbi chia 60meg nifedipin
Té durge: -

Hypromellose, Polycthyken oxid. Magnesi stearat, Sodium chlorid, Oxid sit 36 (E172C.L 77491)
Cellulose acctat. Polycthylen glycol 3350, Hydroxypropyl cellulose. Propylen glycol Titan diosad
(EVTIAC.L 77891)

M ti sin phim

Adalat LA 30mg: Vién phong thich kéo dii trén. 8L, o6 v6 boc miu hbng. mit myt ¢ 16 duoc khoan
bing laser. mMt kia 14 hing chd ADALAT 30
Adalat LA 60mg: Vién phong thich kéo dai trdn, 14, cb vo boe miu hing, mit mit cb 1 duge khoan
bing laser. mYt kia 14 hing chd ADALAT 60

Chi djnh

Didu trj ting huyét dp it ca cic méx & _

Diing dom d¢ hoge phdi bop véi mie thude chen beta 38 dy phing con dau thit ngyc dn &inh man tinh.
Liéu lwgng va cich ding

Lién
lhﬁ»w&mﬂ-mmwm&mm& binh Lk mdt vién nén 20mg mdt Lin
m&iw.ﬂﬁwﬁmmﬁ:mmmﬁmmu vién nén 30mg mit Lin
mdi ngay. Néu cin thiét, co the ting liu lén mirc 15i da %0mg mit Lin mbi ngly tiy theo cic
yéu chu dbi voi timg binh nhin.
Db v ngira con daw thit ngyc, liéu ban dhu khuydn cio 14 mdt vién nén 30mg mix lin
m&z) ieu o thé ting tiry theo cac yiu ciu ddi vii limg binh nhin lén mix 1i da %0mg
mit lin mdi ngdy. Nhing bénh nhin dugc kidm sodf ting huyét ip hoje cic tridu chimg dau
thit ngye biing vién nang Adsla bode Adalat retard cb thé chuyén sang ding Adalat LA mdt
cich an tosn. Hidu qui phéng ngira con day thit ngye dupe duy tri khi bénh nhin dupe chuyén
1ir cic thube dbi khing calcium khic nhy diltiazem hay verapamil sang Adala1 LA. Nhimg bénh
nhin chuyén tir ciic thubc dbi khing calei khic sang Adalat LA nén khai din didw trj voi lidu
khuyén cio ban dlu 1 30 mg Adalat LA mit lin mdi ngly. Sau 6 cé thé hit dhu &idy chinh
Tidu ca0 hom hio dim hidu qui vé Lim dag,
Vige ding thudc clng voi cic chlit i ché CYP 3A4 hay cim img CYP JA4 b thé din dén kbuyén cio
ditu chinh lidu hodc ngimg su dung nifedipin (xem Tiomg rdc thwdc v ode dang Reomg fac khac).
Thii glan s dyag
Diéu trj cé thé duge tiép ue khdng han dinh,
Thing tin thém irén ahimg 34 twgng djc bifi:
Bénk ki
DY) an 10dn vi higu qui cia Adalat LA tén tré em dui 18 tebi chia duoc thidt lip. DO lidu hién o6 dbi
vl st dung nifedipine trong ting buyét ap dupc mé ta o phin Doc didm doc lic hoc

(&4

Adalat LACCDS 17 1812089 Wl i
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Theo d lidu nghién cirs droc diaz hoc, khing cin chinh lidu & npubi o8 1éa thuong thin (xem shin
TrungTamThuoc.com e dimg o

Cich ding: Dung dudng udag

Thube duoe ubeg aguyén vidn voi mde cle nude. khiag phy thudc vio 5l ta Ci 1in ving thode nén
cich ol khodng 24 gid, tire 1 wbag vilo & cing =t thoi diém mdi ngly. nén udng vio bubi

Vién nén Adalat LA phi dupc udng nguyin vién, khing dugpc cin, nhai hay be vidn thodc 42 wong
ot trudmg Byp ndo. Trsh udmg nuoe ép gud bud (xem Twvong ée thake v ode damg heomg (e dhdc)

Chéng chi djah
Adalat LA khing duoe s dyng rrén nhifng nhin o thén 50 qud mln vi tdak phbin boat chie
cc dihydropyridine khic boi vi theo |y thuy thé xiy ra phin frg chéo, hoe wi bdt ky thnls

i dhrge ndo lidt ki trong mye Cand huo va dlkda romg v Ta depe

Adalat LA khéng duge s dyng trong nhing trateg bop shock do tim, hep dong mach 1 rit trén lim

sang, duu thit ngye khong da Snh. dang 5 hode mani bj nbdi mdu co tim troog vong | thing.

Adslat LA khing dupe dung 8¢ didy trj ci¢ com daw thit ngec clp tnh,

D9 a0 todn cus Adalat LA trong tng buyit &p S tink chua dupe thidt bp. @1

Adalat LA khong dugc ding ¢ dy phing thir clp binh nhii mda oo tim. -

Do this giss tic dyng cia dgng blo chi, nin Adslat LA ahding duxx dimg cho bizh nhin suy gaa.

Adalat LA khing dugs ding cho biah ahin ob hink s i nghin &) diy-ruli, e quan halc hep

dudmg kinh cia dwong rudt o bit oo mic 4 ndo.

Adalat LA khing dugc dimg @ ahing bink nhin cd ni cimg Kock (thi thujs me thing hdi tring s

phdu theje cir bo dgi tryc iring).

Adslat LA chdng chi dinh o bénh niin bi bénh viém rajt hodc bésh Crohn.

Nifed] pine khdng dvoc dung phéi bep vt rifampicin vi co thé Abéng & door ndng 5 nifed:pine Riku

Qqui mrong huydt luong do 5¢ chm img endyme (xem Timomg 1 rinsc v cudc damg nmg tac bhac)

Ciinb bdo va thin trong

Pﬁ#mmmaﬂnmh&m:&hmu\hmﬁmmwm

bop L

Nén thin trong ihi st dung ok cho nkdn hy vt dp vi ob <o lim gism thim haydt dp v

ﬁﬁﬁwmnd b'ﬁlimh?ﬁb;m\ﬂidchuﬁhlhh

Khong nén sz dyng Adalat LA trong thirl pan mang thai trir khi tish trgng 1im sing cia nguod phy nd cla

phii duoc Bl i bing nifedipine. Nin & dink Adalat LA cho phy nit b tieg huyét dp njag khing dip

mg v chc didy tri chisdn (xem Pha i o8 ikl va char com M)

Ngodi ra phiti theo dbi cin thin huyé: &p khi déng nifedipine vii magnesium sulfate tidm tinh mach, do

ik ndng tyt huydt dp qud e od thé gy hgi cho ci bl me vi thai nbi. D& Bidt thém thieg tin ve vik

ur dyng thudc 1rén phy nd 6 thal, xem phlin Phy ni oo thai v cho comr bic

Kidng khuyén cao sir dyng Acalat LA trong thén ki cho con bi vi nifedipine dupe héo cio 1 ¢ 1t vio

xmr;:ﬂMﬂ#&bﬁh&ﬁﬁﬁch@ﬁﬁim?&ﬂdﬁﬂﬁ
o

Adalat LA cb U dupe dimg phai bop vin cie thude chen beta va cic thube didu uj ip khac,

vay nhidn cin hua 3 Sén ki whlhhﬁﬁmmﬁqu&&m&a:ﬂd

Khdery: ol npia chs the dong hv omg hal sau Ahi sipmy 1idu phap didu tri ting haydt 4p khac.

Nén thde trongg khi s dyng Adalat LA trén binh shin of dy td tim hém. DSI khi cd thé quan we thily

suy lim o nén adu hon voi nifedipne

€6 1 clin phai didu chinh Lidm sodt dudng buydt 86 voi bieh akin dii thio duimg dang Adalet LA
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UTLFIELLTT IR cbime bénh nhin thim tich mis b tng buyét &p ic tinh va gidm the tich mdu, cb the xay ra gidm
huyét 4p O 1L )
Vi I0p ming bén ngodi cea vién nén Adalar LA khiag dugc tiéa hia, nén cb thé nhin thiy hinh vién
thudc nguyén wong bén v sinh holic wong phin cia bénh nhia. Do d6 néa cin thin khi Adalat
LA cho bénh mhin vi cic widu chimg the c6 thé xiy ra. Hign twomg dj vit dp dity ¢ thé xiy ra
trong cic truimg hop rit hidm ghp vi co thé cin can thiép bing phiu thujt
Cic tri¢u chimg thc nghén d dugc mb 1 roag cic truimg bop ridng Ié mi khing c6 bénh st rdi logn
tiéu héa dupe biéL
Khi chyp X-quang véi chilt cin quang barium. Adalas LA ¢6 thé 130 hinh anh duong tinh gid
?“mmm&m&“p*mpﬁwuﬁﬁmﬁmuﬁum
i
Nifedipin dugs chuyén hoa qua bé théng Cytochrome P450 3A4, thimg thubc duge bidt i ché hay cam
hummwrﬁdﬂmmﬁm-hmmahm&mﬂﬂm

mifedi
wmﬁun—ha&uﬁumﬂwsudﬂ&ﬁwqﬁuﬂmﬁm
ﬂ&ﬂﬁtm vi dp : erythromycin)

{ -
Thudc ching HIV (e ché protease ( vi dy : ritonavir)
Thude chbng nim nhém azole { vi dy : ketoconazole) [D.,

LI T R T

Acid valproic
- Cimetidine
“%Mﬁmﬂmﬂm&mﬁhﬂﬁhﬂmﬂkdﬁﬁhdﬁli&
Sy ting lidu toi mixc 18i da mdt ngly L 120mg nifedipin o6 thé din dén ting hip thy 2 mmol natri mdi
w.m&mma&ﬂwmmmnﬁmunmﬂmm

Sur dung trén nhimg 85i tugng dic bidt: vem myx ~Liku lugng v cich dimg™.

Tuong tic v cic thede khic vi cic dyng twong thc khic

Thudc inh hwong dén nifedipin:
Mmmmhm“ﬂ_ﬁumuﬂej.ddﬁihmu#ﬂpmﬁ
mmoamﬁuhuw hode cam ung bt enzyme ndy c6 th lim thay 88i bude

hea ddu tidn tai gan (sau khi wbng) hobe &) thank thai sifedipin
Nién tinh dén vé mire & cling nib thiri gian tuomg tic khi sif dung nifedipin cing voi cic thudc sau:
Rifampicin:
Rifampicin cim dng manh hé théag cytochrome P 450 3AL Khi phdi hop rifampicin, sinh kha
dyng cisa nifedipin gidm rd rét, lim gidm bidu qui didu 1. Do 84, chi dinh sur dung phéi hop
mifedipin von nfampecin
Khi ding chung vin céc chilt ic ché b thing cytochrome P35O 3A4 0 mix 83 nhg dén trung bink sau
&y nén theo ddn buyét 4, ndu cln phai xem xét gism libs nifedipine.
Trong phdn kim cic trutmg hop niy. cho dén nay chua c6 aghidn ciu chinh quy ndo dinh gid khi ning
13y ra womg te gida aifedipine von cac thude dage [ét ké.
Cic thudc Lim 1ing tic dyng nifedipine:

- khing vink macrolide (vi dy erythromycing

- thruck: khdmyg HIV sic ché profease i du ritomaviri

- Hhec iimg ndm whim aole (i o ketoconazole)

- Murarting

- mefziadony

- yuinupwristin dalfopristin
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- civapride

- acid valproic

- cimetidine

- diffia=em
Khi ding déng thisi voi cic chit cim img hé cytochrome P450 3A4, cin theo d8i sy dip img Lim sing
n-ﬁﬁphﬂduchmmmmmmmﬁhﬁﬁﬂhcmﬂﬁjnﬁm
kit hop i hai thudc, khi ngimg didu trj voi thude kia cin xem xé gidm lidu nifedipine.
Cic thube lam gidm tic dung nifedipine:

= rifenpicin (xem o tris)

- phemyioin

- carbamazepine

- phencbarbiral

B

Anh hwvmg cia nifedipie dén cic thubc khic

Ni%dﬁhhkﬂhm&&ﬂihhdﬁmmﬁﬂuﬁhmﬁh
khic by thubs I8 tdu, thude chen Bl thuds i ché men chuyén. thudc chen thy the angiotensin | (AT-
1), thudc chen kiénh calci khie, thude chen o-adrenergic, chit ic ché PDES, vil a-methyldopa.

mmﬁfm%m‘ﬁmkm bénh nhin phai duge theo 88 cln thin vi su ha huyét dp

khd nghiém trong ¢6 the xay ra. Trong mit 0 tnrdmg hop riéng bift, 6 thé Lim ngng hon tish trang suy
um

Digoxin:

Diing dong thiv nifedipin v digoxin ¢6 thé lim giam &) thanh thii digoxin, vi viy lim thng ndag 35
digoxin huyét twong. Do 49, nén luu ¥ theo dai tridu chimg qud lidu digoxin & bénh nhin. Néu cin, nén
glam fidu ghooside

Quisidine:

Khi nifedipin dupe ding déng thisi véi quinidine, nguii ta nhin thiy trén timg hip niéng ré nbng
ﬂmﬁupnwmmmﬁhﬂﬁﬁrm ting cao 10 rét. Vi thé, cin
theo di ndng 3 quinidine hay phii didu chinh lidu néu dimg phbi bop hodc ngung su dyng nifedipin.

Cic dgng twong tic thuic khic

Nifedipin ¢4 thé lim ung gid o gid i1 quang phd cls acid vanillyl-mandclic trong nudc tidu. Tuy
nhién do bing phuong phip HPLC khing b anh huong.

Phy nir co thai vi cho con bi
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Phy o cb thai
Khéng ndn sir dyng nifedipine trong thii gizn mang ths triz kin tink trgng Hem siag cus ngudi phy nd
cin phai ddu trj bing nifedipine (xem Cank hio va thi rrong)

Chsa co dly da cic nghidn ciru v kidm sodt it duge thyx hign trén phy it mang thei.

Cie nghién clu trén ding vit 4 cho thiy nifedipin giy ra &dc tiah phdi thai, hio thai vi sish quii thai (xem
Di lidw an tode tidn lim sing).

Tix ¢ie biing chimg Lim sing hign cd, chua xic Jnh doge cic nguy ©0 cp thé trooe khi sinh. mic & o s
gia ting nggt chu tinh. md bt con cdng nby sinh non vi chim ting teong nr cung 35 duge bio cho.
m-ﬁmmummmmuhuﬂmm&wh& ) bénh hay do tac dyng
d3c hegu cun

Thoeg tin hién nay chua diy du 8 logi trir cie the dung it kol cua thebe iin we chus sink ra vi w0 sinh

Vi iy bt k3 vide ser dyng thulc trin phy o co thai nbo cing cln dish g4 thin trong vé nguy <o va Lol
ich trén simg cb nhin v chi duge sem At ndu tis ca cie bya chon diéu trf Liie khdng dupc chi dinh boje
Khdng oo hidu qui.

Phis phéi cdp @1 duge quan sit thly khi s dyng cic tude chen kidnh calci, bao poem cic nifedipine khac,

& giam co thit rong thai ky (xem [ie dung biing momg 1. 43¢ bids 1 rong rutmg hop da thai (hal
A5 hode nhidu hon), voi dutmg tidm tink mach vahode s dung ddng thivi v0i thube chd vin beta-2

Phy aik cha con ba

Nifedipine duvc tidt vdo s me. Ndog 8) nifedipine trong 302 me tuong duomg voi ndng 80 thulk
trong huyét thanh cis aputi me. D voi cic dang bio chi phing thich 1 thi, npsbi ta ¢4 aule tri hode
vide cho con b hode vit sla trong 3-8 b sau khi ubng thulc 42 guim mix tip xic v nifedipine 36
i tre (xem Canh Bdo vl s romg).

nle adovin e PRI -
Trong nhidng treéng hop thy tink trong dng nghiém riéng le. cic chit khiag calci nhu giy ra
Mhﬁ&&ﬁhaﬂﬁﬂmmﬁ-mmmdﬂhw#ﬂmw
tinh tning. () phing ngudi din dng mubda cb con hing phip thy tinh nhin tgo nhung thit bei
nhidu Lin, vi khi Lhdng tim duge mdt 1 do ndo khic, thi chdt khing calcl nhw nifedipin cd thé dugx
e Ls mit nguyén nhin

Tic dung trén khd ndng 14| ve va vin hinh méy méc

Phan (myg &5 voi thube thay dbi tly theo bénh nhin cd thé lim gidm khi ning L xe hoje vin
tank miy moc. Dhéu miy dic bidt xay ra kbl d-s!"mqa&ihmmdqmmm

Tac dyng khing mong muda

Cic tic dyng khing mudn céa thudc (ADR) dya trén cic nghidn cou voi gid dupe v nifedipin
duoc tha thip theo cac mdu béo cio tac dung khing mong mudn cus tude CIOMS shém 111 vé tin xisdt
sudt hign (Co w che 30 Iu tha nghidm lm sdag: nifodipin n = 2661 gid dugc n= 1.468;
nghy 22022006 v4 trong that nghidm ACTION; nifedipin n= 3,525, gid duge n = 1.840) doge Bt ke
dueh ddy.

Cic phin img thelc khing mong muda (ADR) lift ké trong mee “thuimg ghe™ ¢4 tn xudt xudt hin
I trils ridu chimg phé (9.9%) v dau dlu (3,9%)

Cac thn sudt ADR dupe bio ¢ho voi cic san phim cd chia nifedipin duge 16m tit trong bang duoi diy
Trong mdi nhom tin sude. cac e dyng hbdng mong mubn dwos trinh biy theo thir ty o trkm trong
giam ddn . Cic thn sads duge aic dink L thudmg ghp ( = 1/100 &n < 1710}, it ghp (= 171,000 &én <
17100} v hiden g3p (22 110,000 ddn < 1/1000. Céc ADR chi dupe djnk danh wong thoi gian theo 35 iau
kbl diza ra marketing. va cho thn sult khdog thé wic luong, dupc I ki dudi diy “Khdag bidt™
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fogi theo hi Thuimg zip Ieghp Hwm etp Rit bitm
o quan
Chimg_mit bach
g =
| Giam bach clu |
Rii legn b mibn Phan eng di eng. pha di | Ngi, Phan tng phan
dieh img b mach (630 £5% <2 | ntay day, vé'dgog phan vé
Ris logn tim thia Cic phan img o du, oi | I
R R J[ I
Wi logn  chuyin Tang dvomg huyl |
hoi vh dink dwing
|ﬁl-uh§ﬁh Bas din Ching mit, Dau sim dis. | D cam’ losn cam Ihmﬂ
| kink Chaing ving. Run | = Budn agu
| Rl laga mit R lopn thi gabc | Dlas et
| R logm tim Ching mach nhash, Hix | Dm mgyc foom
hip dm ngwc) |
R logn mpch Phi, Gide mach  Ha buylt ip, Npht
Riki bogn b§ hb hip, Chay min cam, Xung Kho the
| ngye vi trung II-:-Il-!- | s p® |
| Rbiloyntduned | Thobom [Dos bomg. & digrolt, | Toaguin it Di vk tbu hod,
‘ Boba sda. Kho tidu, BDly | Kbs melt, T
boi. Khsih midng e, Lodt dwimg
s hoa  Niw, |
G}T Suy co vimg ds |
| | - day -thuc quan
| Rb loge bi gan | | Ting cic men gan thoing Ving ds
mit | qua |
| R logn da vi b | | Bango Towl 1% theung b
chax dum da £3y &
' Nhgy cam voi ank
[ sing. phan g o
ung
Ban audt buyit cb
i = NS |HH“)M:
Ri logn b§ o | | Chuie i, sumg hbop I Daaihop
swomg, vi md lién | Daw oo
kit [— | : j
Réi logn thjn v | Tidw skibu, Tidu kbs |
(Guinglonile | |
Rbi sink | R toam cuang deong
dlt:l':ph“n

nﬁ lagn chusg v ('.uﬂ,m-. n-mqqumm

|ty el dimg ehude | khoe

"= cd thé de doa dén tinh mang
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"= cdc ¢a dupe hdo cdo khi sir dung thude voi muc dich giden ¢o thit trong thal ki (xem mys Phy mir cd
theel wii cho oo bai). )

O nhany bénh nhin thim tch miu of ting huyés dp vi gidm thé tich més i tish. o6 th xay ra hién
nrgng g huydt dp rd do gl mach.

Thing bio cho bic s whitmg idc dumg khdng mong muin pip phai Ak sir dyng thudc.

Qui lién vi ciich xir Iy
Tﬂlmmmz-ﬂd&ﬁ%dehwﬂlﬂadﬁﬂnmm
R&i logr i gide co thé s dén him mé. 1y huyét &, rii logn niyp tim nhanh/chim, ting dubng huyée
toan chuydn hod. gidm oxy, sbc do tim kém phis phoi.

Xir tri qui lidw ir nguii

Ut tidn hing ko L Togi b hogr chit vi b phyc n dinh cic bénh Iy tim mach )
&pﬂlhﬁhﬂdﬂlﬂnﬂm&#nnrﬂndﬁlﬂﬁmhﬁﬂ-ﬂcﬂ
iep tuc s db.

Lo ich cua vidc rim da diy chua duoe khing dinh. @1

1. Nera wét si dyng thar hoge einh (40g cho nguii muime think, 1g'kg cho tre em) ndu bénh shin nhip

vidn tromg vong | gh sam ki wdng mit logng thode o the gy &

Mic 48 o6 v hop Iy khi gid Enk riag vide ding than hegt tink mudn c6 thi hitu ich 36i vin cie ché

phim phing thich keo dii (Sustained Release, Modified Release). abung via khiag co hieg chimg

o bl tro cho didu ndy.

Ciin nhiic Iya chon kisic L rom da dify © ngudi tuing think trong voeg | gid sau khi whng qui lits

thisde 06 kha ning de doa tinh mang.

1. Xem uét wr dung thém lidu thaa hogt tinh mdi 4 gid sfu &) abng mt kigng Eing ¢ trin Lim sng
thuic dgng phiag thich kéo dil, cling voi mit lide thubc abudn wing thim (v du sorbitol,
lacmuione hode magmrsiam iatfal)

1, Binh nhin khing o6 widu chimg nin duoc theo dBi trong it nhit 4 gid sau khi wiag thebc vi
trong |2 gid ndu uing thobe dyag phing tiich kéo dii

Thim tich miu khdng o6 tic dyng. vi nifediping kbbag the thim phin. shung troyés huyét reong thay i

(thudc gin L nhidu vibi protein huyét g, thé tick phia bé neong 66 thip) o B thich hyp

Triéu chimg chim nbip tim ob thé dupe Side ] bag sropise, thudc pileg giso cim ben (I

sympathormimenc |, bodc i may 10 abip tum i nlu cle.

Hy hiydt Sp do b quab el shock o tim va gilln dag mach o thé dupe dibu irj hlng caled {10-20 mi dung

tmmnmﬁhmm:ﬂ-ms-mmmud—mﬁhmuu' s didu i,
théri theo d8i ECG. Néu khing ning dupe huydt ip bing calci, cb e déng thém cic pbng giso

u-gummmmmum-“ummuﬁmmﬁ,mmu

caa bénk nhin.

Clin thim trong khi truyén dich thém do quk =i 3 von tim gy nguy hiém.

L

Dije diém duwpe Iy boc

Bjc diém dwpe lye boc

Nhim duge ly didu ui: thulc chen Linh calei chom oo tac dyng chil yéu win much mdu, cic din bt
dibydropyridine, md ATC: COSCADS

Nifedipine L mit chis 85 bhing calei dic bidu thode nhom |, 4-Sibydropyridine. Chlt 35 bhing calci lm
gitm dong jon calei qua ming via troag i hio thing qua Lénk calei chim Nifedipise taz dyng chi ybu léo
1 bao co tim vi i 580 c0 Do cua ding mach vanh v cic mpch maw 35 khing ngogi bifn.
!um:hﬂmdrﬁnizslnmmhmmﬂmdlﬁﬂﬂnmﬂuw Wi
Vién nén Adalat LA dugc bbo che d oo thé dpt duoc sy phang thich ¢ kibm sodt nifiedipine & moc di
A dyt dape hidu qud vir dyng M sing vor lide wbng thobe mdt la m3i ngay.



https://trungtamthuoc.com/

7 central

pharmacy m_‘[

LT RETRRGTTTRCCTIMI . chog byt dp, tac dung chin oo mfedipine b ghy 280 mech ngax vi v do do lam gam v
can ngogi vi. Nifedipine whag mit Lin mdi ngay o tic dung kifm sads sy ring huyét 3p tong 24 gib.
Nifekpine o6 thé Lim gidm huyét 3p theo ti i voi nlag &0 ban dis cia thadc. O nhimg nguii hoyét ip
bizh thuong, nifedipine it hode khdng cd tic dyng trin buyét ap.

Trong com dau thlt nguc, Adalat LA gam s can cus mach miu ngoai bién va ddag mach vinh, din
b sy gia ting dong én miy mach vish, cung lugog BT v 1€ tch nhit 5op, tong khi gism his ganh
Ngodi ra. aifedipine lm gin virs phai ca hai logi ddng mych vinh binh thuimg vl 1o vt do do bao vE
tim chéng co thit dims mach vash +i cai thidn sy s mbs cho ¢o tim b thido mus oy N Nifedipine
Liun gism tie sukt cdc con dau this nguc vil cic thay dbi trén ECG do thidu miw cpc b) bit ki sy pop
phde o6 Iién quan c2a co thit ddng moach vank hay 1o v ddng mach.
O tim. mifeddipine lm gidn Sag mach vanh. shdt 1 cic mech miu o6 4§ din dn. ngay ca 0 doan khdnyg
¢ thinh moch clia abling viing bi hep mdt phda. Nipodi ra nifedipine cbn Lam giam truomg lge oo trom
dfng mach vinh vi ngln nglia sy o this mach. Kt qua sau cling 14 lim ting ke leong mdu sau chd
hep vi tiag cung clp oxy, Dlag (s, nifedipine i giim nhu cde tidu thy oxy do pam khing e
ngogi bidn (hju giak) Khi dimg dii han, nifedipine clng co e ngin agia s hinh thich ci wn
thuong x0 v0a mai trong Sfog mach vinh
Nifedipiae lim giam trwong e oo nom i tiéa ding miach, do 30 gikm khing lye ngopi bidn nin gidm
hyhg.Emm&ﬁﬁﬁﬂmﬂd#qwﬂtnm“tib&hw
cung lugng tim Tuy nhiés ¢ gia theg niy khing &0 ba trir cho 5 gl mach. Hom nlia, sifedipine lim
n.;u_hiﬁ-ﬁmumm*mummmmunmnmtwm
ding ki o cac bénh akidn ng buydt ap.
Trons mt nghidn cir thén oo, mpha nhbin, el 48, vi da qudc gis bao pim 6121 blak sbiln ting huydt
»mm-u-«fﬁwummaﬁml 4.8 pdm, nifafipice (Adalat LA) cho
ﬁpmd:ﬂud tim mch va mach msu ado of thi so siah voi didu tr phii hop cie Igd
chudn,
Trong nghién cing ACTION nghu nhifn. mi 451, cb i chimg v gid dugc vi da trung Lim theo d8i
dén 3 nim bao ghm 7665 binh nhdn mic chimg daw thit ngyc do dinh qua &b 1ri cheln toog thee
hash ab¢ nhde, higu qui kit o lim sing cia Adalat LA 5o win gid duoc 33 duoe khio sie
Tidu chi dinh gid chinh yéu v& bigu qua didu iz} (U ¥ chét phdi bop by bl ky nhin nio, nhbi
nhmﬁnh&ﬁwdiﬂumﬁ-ﬂi.&mﬂﬂntﬂ.li;ﬂn mach npogi bitn)
khdng ke Bift pika nhém bénh nhi= dope chi dinh Adalat LA (s = 38525) vi binh nhin s dung gia
doye (n = 3840) (P =0.54), . — Q@
L ] mdt tich ahden dupe ube dnb thaic IoaT mic con Sau ngye oo
%mumnmmu&&ﬁhmpﬂmnmmmﬁmw
m.

e\dﬂ.Unﬂh::m-ﬁﬂ:hu“ﬂahdd&*ﬂ:ﬂﬁﬂnwwﬂﬂhﬂﬁimﬁ
bt k§ ngayin nhdn nso. nbdi miu co tim vi O quy giy tin ) uong W o < hal abdm w
(P=0.86)

Adalat LA 0 higu qui rd ring trén 2 1 tidu chi phy dupe xic dmb treoe. Ti 1 pbii bop 1 vong,
cac bidn ob tim mach chinh. sy 1 phia b mc vi chip X quang mach vinh gikm &i 1% (P=0,0012),
Iy do chink s sy gidm 10 nhu clu chp X quang mach vinh. Nhém w0 duag nifedipine ¢6 it hon 150
bedn cb alu tién 1 chyp X quang mach vinh s vin shom dong gis duge. Ciie bifn cb vé mach mau
gibm 9% (P=0,027), Iy do chinh 1a glim nby chu can tridp mach vinh qua da vi phl thuje bl cin
T lgi, ¢4 It bon &9 this thisft 14 ¢ bién of Al thén trong nhom nifedipine 1o voi gid dupe. Kt qud
ciim b chi phuy e 3 L Bidn ob mach miu ke Lhdeg o6 3y Khic shas gitia 2 nthom didu in (P=0,26)

Hidn o rit 11 thing tin sa wah aifedipios v cic Thede ing huvdl p khic cho ca dag huyd dp
*Mlhh;hmhqlhwmdﬂthcﬂﬂl' ding hhic nhau Hibu qui ching ung
huyét dp cus pifedipine &b duoe chimg mink nhung liky Uhaeydn cho, tinh an wdn Kl ding Léo d4i v3
by quia trén ket cuc tim mach vin chua duoc thict blip. Chua <o dieng hio ché cho biah ahi

e didm dwge dag hos
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& durge thisi vio trong phiin dudi dang vo boc khing hos mn

Hip the
Sau khi udeg, nifedipine dupc hip thu ghe shar bodn lodn, Kha dyng tods thin cus nifedipine ubng dgng
phdng thick ngay (vién nang nifedipine) L 45 -56% do tic dgng chuyén hod diu tidn.
Sinh ki dyng ¢ trang thii do dinh cus viéa nén Adalet LA vie khoing 65-B6% so v vién nang
nifedipine, Thi In Lm thay dbi she mize & hip th ban dlo nheng khing lim dnh huing déa mirc &)
khi dyng cua thubc.
Saa khi udng lia Adalat LA nbng 8 thubc trong huyét tzomg tiag voi the &) oo kidm sodt vi dat 164
mdﬁhdﬁmtﬂnﬂﬁ.muﬁyhdﬂb&md&ﬁnﬁg&ﬁm

mmdﬁmmammmmmﬁhmmw&muﬁ
ding thubc (0.9 - 1.2 ng'miL
Bing duti Ay chi ra ndag 3 dinh rong huydt trong {Cu) cua vidn nén Adalat LA vi thdi gian &t
ndag 35 dinh trong huyds tong (e

| -

Comn

[rg/mi] . L]
Adalat LA 30 0- 21 12-15°
Adala LA 60 43- 58 7- 9
* khong ro riag vi didn tién ndng 45 thuds trong huyés tuong & trang thiil dn djnh theo thbi gisn.
Phia bi:

€6 khodng 95% nifedipine duge gin kit voi protein huyd tuong (albemin). Thix gian phiin b5 bin phin
sau khi truydn tinh mach dupc xic dinh 14 S én 6 phic.

Sinh héa:

Sau khi nifedipine duge chuyin bod 0 thish rodt v gen. che yéu qua qui trink oxy hod. Cic chilt
chuyén hod nay khing cb hogt tinh duge luc hoc

Nifedipine doge bii xudt chi yéu qua thin dudi dng chit chayén bod vi ob khalng 5 -15% dugc bai
audt que mit vio trong phin. Nifedipine dang khing chuyén hod duge tim thiy voi luong ot nhd (dedi
0,1%) trong mudc tidu

Thai trie:

Thai gian bin thii cudi cimg tir 1,7 dén 3.4h o cic dang bio ché quy wix (nifedipine vidn nang). Thin
gian bis thii cull cing cus Adalas LA khdng the hidn mit tham o8 cd § nghia vi ndag &3 da &nh trong
huyét twong duge duy tri trong thin glan phéng thich tir vién thede vi hip thu. Sau khi phéag thich v
nhar dbi voi dang blo chi quy uic.

Trong truimg hop chixc ning thin b in thuong. khdng oo thay 35 ding L& nio duge phit hidn w0 v
nguin tinh nguyén Lhoc mgah.

Khdng b sy kiuie bift oo ¥ nghia vé duoc djeg boc cua nifedipin gida cic 3 nagmg khoe mgnh va ¢k
b uagng c6 suy thin. Do dd, kbdng cha thidt didu chinh libu & nhing bink nhin niy.

) nhing bénh nhin by suy gan. thoi gian ban thai thade kéo di rd rit va 86 thanh thai woan phia giam
Do thin gian tic dung cua dang bdo chd, khing ndn e deng Adatat LA 0 bénh nhin ndy.

Treang mdt aghiln clu so sanh dupe d)ng boc cua nifedipine o biah alsdn 1n thaong gan she (Child
Pugh A ) hode via (Chilkd Pugh B vl nhong déah nhiin ob chire ming gan binh thudng. thi o0 thanh thai
qua duimg udag cia nifedipine gidm trung binh dén 8% (Child Pugh A) va T2% (Child Pugh B). Ki
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qui B AUC ¥4 Con cila mifedipine ting 3%
253% vi 171% (Chiki Pugh B} 50 v ahém binh nhin chix ning gan binh Dupe djog hoc cila
nifedipine @ nbhom bénh W

tim
D0 [i$u nghién ciru tidn lim sing cho thiy khdng b nguy hei dhc bit ndo cho mpudi dya Irén cic
nghién ciru quy wdc vé dc tinh &b vei lidu don bolc lidu Wp lgi. &5c tinh trén gen hay kha ning iy
Sau khi dimg rifedipine qua Guimg tiém tinh mach vé bing cho cic losi dag vit khic shau, gid trj

Chuld shic: C Uler s9s 4218721 Lo 42,8480

Chudt chng: Udng: 1022 (950-1087)": iv.: 15.5(13,7-17.57

Tho Ubng: 250-500; iy 23,

Méo Udng: ~ 100; iv:05-8

Ché Uday: > 250, ivizy
= — khoang tin cy 95%

Trong cic nghién cira dic tink bin cip v bin roing dién trén chudt vi ché, nifedipine duoe dung nap
ma khdag co bit cir tdn thuong nio o lido Ién dén 50 mg /kg (chudt) vi 100 mg Ag (ché) rong
khodng thiri gian tin luge 1 mubi b2 va bin Sau khi tiém fich mach & ché, mixc dung ngp lén dén
0,1 mye / kg nifedipine tromg séu ngly ms khing cé v tuong nko. O chudt, mix dung nap tiém tinh
mach hang ngdy 1 2.5 mg kg nifedipine trong khoing thii gian be fudn ms khing cé tn thuong nbo.
Trong cdc nghidn ciu ddc tinh man o chd vl didu tri kéo dii &dn mik ndm. nifedipine duoc dung
khding 6 thn thoong nso o lidy iiudhuudlwwt;ﬂchhﬁ:dwﬂku’:uam
45 teén 100 ppm trong théx Ba (khaing 5-7 mg /kg kbdi lugng co thé).
I:ﬁﬂ%ﬁﬁwhﬁ%lﬁ*i%ﬂhmd*mwﬂm

Dic tinh trin co quan sinh sdn: Ngodi s shia thiy nifedipine o6 L ndng gly quil thal tén chude
cdag, chudt nhit vi tho, bao plm cac bl thudng & npoa, di deng cac chi, hd his dch, o xuong 0 va
ci¢ & dgng 0 xwong seim.

Nhiing di dang i chi vi bt thuomg ngon thuimg o thé Li do 1da thuong 16 mdu 1 cung. nhung cling
rmﬂﬂﬁ“ﬂhﬁmmh*mmmﬂﬂ&uﬂm
churc.

Si7 dyng nifedipine ¢6 lién quan dén nhiéu logi e dyng dbc cho bio thai, nhaw thai va thai £hi, bao gbm
v tink trang bbo that bi cdi coc (wén chude vi tho), nhau thai shé vi [6p nhung maso ming dém (& khi)
kém phit trién, gy chét bio thai vi thai nhi (chudt vi tho) vl kéo dii ths gian thai nghén/ giam khi
nlng sdng cda s0 sinh (0 chudt, chua dinh gid & cic lodi khic) Tt ci cic 1k idn quan tc dung ghy
qudi thai. ddc cho bio tha hay thai nhi & djng vit ghy di cho ca the me & Ik ca0 ghp nhiby ln 50 vai
lidu i da ding cho nguiri.

Timh tewng ky

Khdag co

Hpn dieg

Adalal LA 80mg : 48 thing

Adalat LA 30mg : 48 thing

Ditu kifs bao quin

Trong Adalat LA. thebe duoc chia trong mdt vo boc kiding b bz thu Lim cho thule duge phing thich
1 1 vio co thé 38 bl e Khi qui trinh ndy hodn e, vién rdng duos thai ra khoi co the vi o
thé dé § thiy trong phin.
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Hogt chit chira trong vién thudc Adalat LA nhgy cim vdi dnh sing Guoc bio vE trinh dnh sing bén
trong vi bén ngodi bao bi. Khing duge d¢ thudc noi &m vi phii uing ngay sau khi liy thudc ra khoi vi .
Khéng bio quin & nhiét d§ rén 30°C.
Quy cich dbog gbi
Hip 30 vién (3 vi x 10 vién)
Dé xa tdm tay tré em
Doc ki hwing din i dyng trwedc khi ding
Néu cdn thém thong tin, xin héi § kidn bdc s

San xuil bai:
Bayer Pharma AG,
D-51368 Leverkusen, Dirc @1

-

Ngdy duydt ndi dung tom tit sin phim:

Adalat LA/CCDSI17/161215P1 VNOI

TUQ.CLUC TRUONG
PTRUONG PHONG

;ﬁjuyfn .ihry .i'rriny



