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S asy (Bses)
Bayer (South East Asia) Ple Lta
63 Chulia Stree!
OCRC Gentre East, 14" Floor
Singapore (49514
Ra Thude bin theo don
Adalat® retard

Vién nén bao phim tde dyng chiim
Tri lifu bénh mach vinh/ Chbng ting huyét &p

Baver Pharma _.:G‘
Thinh phéin
Hoat chiit:
Mt vién tic dyng chiim chira 20mg nifedipine. {IH
Ta duyge: -
Hypromellose, lactose monohydrate, macrogol 4000, magnesium stearate, tinh bt ngd A
cellullose vi tinh the, polysorbate 80, oxid sit do (E 172/C. 1. 77491 ), titanium dioxide (E171/C.1
77891
Mo ti san phim
Vién nén bao phim tie dung chim. hinh ton I15i, mau héng xdm.
Tri ligu bénh mach vanh/ Chong ting huyet ip 2
Chi djnh __
I Dulplu’:m__- cam dafl that ngue on dinh man tinh. sayer (Soutt
2. Dicu tri thng huyét dp 63C
Lidu hegng vi céch diing DC“%%;’;

Litu Irgmg

L:cu khai ddu khuyén cio cho Adalal retard 13 10ma mdi 12 gir ubng ciing v6i nude, sau 46
diéu chinh Jidu 1oy lhco diap g LIH.I bénh nhan. Vién nén Adalat retard cho phép duge didu
chinh so véi liéu ban diu wi -i-l]m[._, mdi 12 gidr, mirc lidu hang ngay toi da ki S0mg.

Vige dfillg Ihuﬁc elng vérl cic chit ire ché CYP 3A4 vi cam img CYP 3A4 ¢6 thé dan dén vide
khuyén cdo didu chinh lidu hoje ngimg sir dung nifediping (xem Twong tdc thude v cde dang
neeng fec khde).

Thii vian diéu tri

Khang han dinh thivi gian diéu trj.

Théng tin thém trén nhirng dii twomg dic biét:

Bénl ki

D an 1odn vil hidu qui cua Adalat retard 1rén tre em dudi 18 woi chua duge chirng minh. Do
ligu hién co dbi vai su dung nifedipine trong tang huyét ap dwge md ta & phin Dae diém diwoc
fiee hoe.

Naredi cao (i

Duge dong hoc cia Adalat retard thay d6i & ngudi cao tudi nén ¢6 thé ¢dn lidu nifedipine duy tri
thap homn.

Bénh nhan ton thiemg gan

Nifedipine chuyén hoa lin ddu boi gan va do d6 nhiing binh nhén bj 1on thurong gan mirc 4§ nhe,
trung binh hode niing nén duge theo ddi chit chi va o thé cin phai giam lidu Duge ddng hoe
cua nifedipine chua duge nghién ci weén phimg bénh nhin suy gan ndng (xem Canh bao va
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thin irpng va Dde didm digpe déng hoc),

Bénh nilin ton thieng thin

Theo dir licu nghién ciru duge dong hoc., khong can chinh lidu & ngwdi cb 16n thuong than (xem
Die diém duege dong hoe).

Céch dang r}r

Ding dudmg ucng

Theo nguyén e, thube duge udng nguyeén vién ciing véi nirée, cunl, hojc khong cing vai thire
an.

Khéng nén udng Adalal retard cong véi nude ép qui budi (xem Twong fac thide va cac dang
neemg tae khae),

Chong chi dijnh

Adalat retard khiing duge sir dyng trén nhitng bénh nhin cd tién str qui man vai thinh phin hoal
chal hode cée dihydropyridine khac bii vitrén 1y thuyér co thé xay ra phan ime chéo, hoge vai
bit ki thanh phan ta duge ndo 1id ké trong mye Canh béio va thdn trong va Td dirge,

Adalat retard khing duge su dyng trong nhilmg truong hop shnck tim. hep digng mach rd rét ln.‘n
lim sang, dau thit ngye khing on dmh dang bj holic mdi bj nhdi msiu co tim lrong vong 4 twdn.
Adalat retard Khdng duge diing dé diéu trj cic com dau thit ngue cap

D) an todn cia Adalat retard trong tang buyét dp 4e tinh chua duge thiét lip.

Adalat retard khang dugc diing dé dy phong thir cdp bénh nhoi mau co tim.

Nifedipine khong duge dimg phéi hgp véi rifampicin vi ¢6 thé khong dat duge ndng 4§
nifedipine hi¢u qua trong huyét wemg do hién trong cam img enzym (xem Tramng fic thude v
cdc dang neeng fae khac).

Cianh bdo va thin trong

Adalat retard khdng phai 12 mot thudc chen beta va do do khong cd tic dyng bao vé ching lai cie
nguy hai khi ngimg thude chen beta ddt ngdt. vige ngimg thuoe chen beta nén duge tién hanh
biing céch giam lidu tir i, t61 hom 13 trén 8-10 ngiy.

Adalat retard cd thé dl.rt;rc ding phbl hop véi cic thude chen beta va cde thude diéu |r1 mng huycl
dp khac, tuy nhién cin luu § dén kha nang the dung higp dbng diin dén gidm huyét dp tu thé
Adalat retard ¢o the 5& khing ngén ngira cic tic dung hdi img lai sau khi ngimg liéu phip didu uj
ting huyét ap khac,

Phai cin thiin déi vai bénh nhin 6 huyét ap rat thip (ha huyét ap trim frong VoI mirc huyét ap
tam thu thip hon 90 mmHg). Khing nén sir dung Adalat retard trong théi gian mang thaj trir khi
tinh trang |dm séng cia ngudi phu nir can phai dige diéu trj bing ml‘m.llpme Weén dé danh Adalat
retard cho phi nir bj ting huyét dp niing khong dap tmg véi cdc didu tri chudn (xem Pha nit oo
thai va eho con i),

Ngodi ra phai theo ddi cin man huyét dp khi diing nifedipine vai magncsmm sulfate tiém tinh
mach. do kha nany wt huyét dp qud mirc ¢6 thé gdy hgi cho ca ba me va thai nhi. Dé biél thém
thiing tin vé viée sir dung thudc teén phy nir ¢6 thai, xem phin Phu ni ¢i thai va cho con bii,
F\hum: I:hu:ﬂ.n cio sur dyng Adalat retard tmng théxi ki cho con bl vi nifedipine duge bio cdo la
<6 1iét vo sita me vt anh huang coa phoi nhigm nifedipine doi véi té nhé chira duge bidt (xem
Phu nit co thai va cha con hi).

D& voi nhimg h¢nh nhdn 100 thuong chire ning gan nhg, trung binh va ning, ¢in theo ddi cht
ché va ¢é thé ¢in giam lidu dimg. Duge ding hoe cua nifedipine chua duge nghién et trin
nhitng béunh nhin suy gan ning (xem Caeh ding va lidu ding vi Dde diem dige ding hpe).

Nén thin trong khi st dyng Adalat retard rén bnh nhan cé dir irir tim kém, Doi khi c6 thé quan
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sdt thiy suy tim tro nén xdu hon véi nifedipine,
Ca thé can phai diéu chinh kiém sodt dudng huyét d6i vai bénh nhin dai thde duéng ding Adalal
retard.
O nhing bénh nhin thim tach méu bj 1ang huyét 4p dc tinh va giam thé tich mau, ¢6 thé xdy ra
giam huyét ap i rét,
‘\;f-.s:hpmc duge chuyén hoa thing qua hé théng P450 3A4. Cic thude ire ché hofic giy cam img
dén hé thong enzym ndy cé thé 1am anh huong dén chuyén hoa lin diu hodc do thanh thai cia
I'Ilfl.‘.'diplll
Céc thude e ché he thong cytochrom P450 3A4 co the [am ting nong d cua nifedipine trong
huyét twong bao gbm:
= Cie thude khang sinh nhém macralide (nhir erythromyein)
= Cic thude trc ché HIV-protease (nhy ritonavir)
- Cac thube khing ndm nhém azole (nhu keloconazole)
- Thudc chéng 1rim cam nefazodone va fuoxetine ’]H
- Quinupristin/ dalfopristin
= Acid valproic
= Cimetidine
Ngay sau khi sir dung ddng thési vdi ce thude trén, cdn theo di huyét &p va néu cdn thiét co thé
cin nhic viée giam lidu nifcdipine
'\'hrmg bénh nhiin ¢6 vin dé vé di truyén khang dung nap galactose, thiéu Lapp lactase hodc rbi
loan hap thu glucose-galactose khang nén diing thudic ndy vi thudc ¢6 chim lactose,
Sir dung thude 1rén nhimg 467 tugng dic bict: xem mye Lidw heamg va ciach dimg.
Twong tic vii cic thubic khie va ede dang nrong téc khic
Cac thude dnh huong dén Nifedipine
Nifedipine duge -:huycn hoi qua hi Ihﬁug c;.tuchrom P-l‘?ﬁ 3A4, ¢d o niém mac rudt va gan.
Nhimg thude co tac dung e che hoge tic ding dén hé thing enzym niy cé thé lim anh hdimg
dén qua trinh chuwn hod lin diu tai gan (sau khi utng) hodc nnh huémg dén do thanh thai cua
nifedipine
Ciin ddnh gid mire d¢ cling nhnr théi gian twong tic khi sir dung nifedipine déng théi vai cde
thudic sau:
Rifampicin:
Rifampicin tic dong manh m@ 1én hé thong cytachrom P 450 3A4. Ngay sau khi dung phoi hop
‘vfn rifampicin, sinh kha dyng cua nifedipine giam rd rér, lam giam hi¢u qui diéu tr. Do do,
ching chi dinh sir dung pho: hop nifedipine va rifampicin,
Ngay sau Khi sir dyn dnng thai vii cac rimoe tre ché h¢ lhmm cytochrom P4350 3A4 d3 biét, cin
kiém tra huyét dp. néu cin thit, nén cin nhic dé giam liéu nifediping (xem Céch dimg va lidu
dimg va Cank bdo va thin trong). Trong phin Idn cde truémg hop ndy, cho dén nay khdng c6
:13!1:::n clru chinh quy néo dinh gid kha niing xay ra wong the giira nifedipine vai cie thude duge
i§t ke.
Cic thube lam ting tée dung nifedipine:

- khang sink macrolide (vi dy erythromycing

- tinade kigng HIV tec ché prorease tvi dy ritomavirs

- thuge khang nem nhonr azole (vi dy keroconazole)

- fluoxetine

- nefuzadinme

-

Adila: Reed OCDSIN AL LIRP VN 1
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- quinwpristin/dalfopristin

- cisdapride

- acid valproie

- chmelidine

- diltiazem
Khi diing déng thiri véi cie chdt cam (g hé cytochrom P450 3A4, cin theo dii sir dip img lam
sang cua nifedipine v ndu cdn, xem xét tang litu nifedipine. Néu tang Jidu nifedipine trong thei
wian sir dung két hop ca hai thudc, khi ngimg diéu trj vi thude kia ¢in xem xé giam licu
nifedipine.
Cde thude lim giam e dung nifedipine:

- rifampicin {xem o frén)

= plenytoin

= carbantazepine ‘:Df

= phenebarbiral

Nil:::ipinr ed thé lam tang tac dung ha huyét 4p khi ding dbng thixi cie thude didu 1 ting huyét
op khic.

Khi diing nifedipine déng thai véi thude chen B, binh nhin phai duge theo ddi cin thin vi trong
mét s& trwimg hop riéng biét, ¢6 thé lim nang hom tinh trang suy tim.

Digoxin:

Sir dung dong thai nifedipine va digoxin cd thé din dén tinh teang giam thanh thai digoxin va do
dé tng néng d§ cua digoxin trong huyét twong. Do vdy. bénh nhan cén duge kiém tra cic diu
higu qua lidu digoxin va. néu cin thiét nén gidm lidu glycoside.

CQuinidine:

Khi nifedipine dugre diing dong thén vdi quinidine, ngudi ta nhin lhie.' trén tirmy trudmg hop riéng
1€ nong 4§ quinidine giam hodic sau khi ngumg didu tri nifedipine, nong 6 quinidine tng cao rd
rél. Vi thé, can theo ddi ndng di guinidine hay phai didu chinh liéu néu dimg Phéi hop hodic
ngung sir dyng nifedipine. Cin theo ddi chit ché huyét ap v&, néu cin, nén giam lidy nifedipine.
Tacrolimus:

Buge chuyén hida qua hé thong eytochrom P450 3A4. Cde dit lidu dwge cong bd gan diy cho
ring co thé phai giam lidu nifedipine khi ding déng thisi voi 1acrolimus trong timg trirdmg h
ricng r&. Khi ding phdi hop ca hai loai thude ién, nén theo ddi ndng dd tacrolimus trong huyét
thanh v giam liéu nifedipine khi cdn.

Turemg tde v thire dn:

Nude ép budi ire ché h§ thong enzym P450 3A4. Sir dung nifedipine dong thisi véi nude ép budi
s& Jam néng dg cia thude trong huyét trong ting 1én va kéo dai tic dung cia nifcdi}:inc do giam
chuyén hod lin ddu hofe giam dd thanh thai. Vi vy téc dung ha huyet dp c6 thé sE uing lén.
Théngg thirémg sau khi udng nudc ép budi, wie dung nay ed the duy i trong vong 3 ngay ké e
lin ubng cudi cing.

Cac dang tirong tde khic

Nifedipine ¢o thé lim ting gia d§ quang phé cia acid vanillyl-mandelic trong mude tiéu. Tuy
nhién ket qua thu duge biang sie ky long cao dp (HPLC) khiang cho thay bi anh huomg.

Sir dyng & phy ni¥ ¢d thai v& cho con bid

Phy nik ¢b thai

Mulali Hermnd CCDS2 0 BI215P YN D) 4
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Khang nén sir dyng Adalat retard trong thii gian mang thai tnir khi tinh trang lim sang coa ngudi
phy nir cin phai dieu 1rj bq‘.lng nifedipine (xem Canh bdo va than trpng)

Hién chura ¢6 cac nghién el thich hgp va cé kiém sodt & phy nir mang thai.

Trong céic nghién ciru trén dong vit nifedipine cho thay co gdy ddc cho phéi, pdy ddc cho thai
v sinh qum thai.

Tir e bﬁng chimg lim sing hi¢n co. chua xae dinh duge cic nguy co cy thé wuoe khi sinh, mic
di co s gia ting ngat chu sinh, mo bit con cﬁng nhu sinh non va chim ting truong trong 1w
cung dd duge bdo cdo. Ngudi ta van chua rd 1a cac bdo cio nay i do bénh tang huyét ap nén,
vige didu trj bénh hay do tac dyung cia mét thude cy thé ndo.

Théng tin hién nay chua ddy du dé logi trir cac e dung bat loi cua thude trén tre chua sinh ra va
so sinh. Vi vay bat ky vige s dung thuoe trén phy nir co thal nao cling cin danh gid lhan trong
v nguy co v loi ich trén timg ¢d nhin va chi duge xem xét néu tht ca cdc lya chon didu trj khic
khong duqc chi dinh hojc khong cd hiéu qua.

Phit phdi cdp di dugc quan sat thiy khi s dung cc thude chen kénh calci, bao pdm cic
nifedipine khac, dé giam co thit trong thai k¥ (xem Tdc dung khdng mong muon), dic biét 13
trong trudmg hop da thai (thai ddi hode nhiéu hen}, vai dudng tigém tinh mach vihode su dung
dbing thivi v thude chu viin beta-2, %

Phuy nir cho con bi

Nll’u.dipmu: dm;n': tiét vao sua me. Néng dé nifedipine trong sita me gan nhu wrong duomg v
ncng d-;l thuoc trong huy £t thanh cia ngudi me, DoI i ede dang bio ché phong thich tire thi,
ngwdi 1 dé xudt nén tri hodn viée cho con bit hodc vilt sira trong 3-4 gidr sau khi ubng thude dé
giam mirc phoi nhiém nifedipine déi véi ré nho (xem Cank bdo va thin rong)

Thy tinh trong dng nghig¢m

Trong nhimg trwong hop thy tinh trong ong nghiém neng? Ie, cic chat doi khang calci nhur
nifedipine ¢6 lién quan véi nhimg bien doi ve sinh hda ¢6 the héi phue o phin diu coa tinh tring
cb the lam suy 51am chire ning tinh trimg. [§] nhfmg, ngudi dan ong mudn cé con bing phuang
phép thy tinh trong dng nghiém nhung thit bai nhidu ldn, va khi khang tim duge mot ¥ do nio
khac, thi chat d6i khang calei nhu nifedipine co thé duge xem 13 mot nguyén nhén.

Tdc dyng trén kha niing Lii xe va viin hinh miy mée

Céc phan o img d6i vai thude, vl cuomg d9 khde nhau gita ting i thé, e6 thé lam giam kha ning
14i e hodic viin hinh may moc (xem Tdc dung khdng mong muon). Didu nay thudmg xdy ra nhat
i khi biit ddu didu 1rf, khi thay déi thude vi ¢6 sir dung alcohol trong qua trinh didu ir.

g
[
E
€

Tic dung kbhéng mong mudn

Cic tie dyung khéng mong muon LUH thude (ADR) dya trén cic nghién cuu v gta duge va
nifedipine duge thu thip theo cic miu béo cdo tic dyng khang mong mudn cda thude CIOMS
nhém 3 vé tin sut xuat hign (Cic dir ligu trong thir nghigm ml‘ed:prne n=2.661; p!acu.bu n=
1.468; trong thu nghiém ACTION ngay 22/02/2006 nifedipine n = 3.825, gia dugc n = 3.840)
Ihc{) bang dudi da)" cde tic dung khdng mong mudn liét ké rong muyc “thuémg gap™ o tan xudt
Xudt hién <3% trir tri¢u chimg phi (9,9%) vi dau dau (3,9%).

Cic tén suit ADR duge bdo cio voi cde san pham ¢6 chira nifedipine duge t6m 1t trong bang
dudi diy . Trang méi nhém lan sudl, cic tde dyng khdng mong mudn dugc trinh biy theo thir g
do tram rong giam din. Cac tan sudl duge xic dinh la thudmg gip ( = 1/100 dén < 1710}, it gap
(= 111,000 dén < 1/100) vi hiém gap (= 1/10.000 dén < 1/1000. Cac ADR chi duge bio cdo trong
théi gian theo déi sau khi dua thude ra thi lruung vi do d6 khéng thé wéc tinh duge tn sudt xay
ra. duge ligh ké trong mue “Khang bidt tan suft”
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Xép loai theo h | Thwimg gap it gap ' Hiémgip | Chua biéttin |
thing co quan sudt
sang(MedDRA)
| R&i logn miu va Chimg  mal |
" hé bach huyét bach cdu hat
| ) | Gidm bach ciu
'Réi logn H¢ Phan (mg dj img, phil | Ngtra, Phan émg phan |
| mién djch di ng/phi mach (bao Miy day, vé/dang  phan
' gom ca phi thanh | N3 g vé
_quan’)
Rﬁi loan tim | Tam trang lo du, rdi |
i thiin logn gidic ngu |
| RGi loan chuyén | Téng,ldl.th
'hoa  via  dinh huye
| duimg .
' Réi  loan  H§ | Dau diu | Chéng mit, dau nia |Dj  cam/Loan | Gidm eam ide
| thiin kinh diu, Chodng  ving, | cam Budn ngi
| Run |
Rii logn Mt | Réi logn thi lye Bau mét
Rdi loan Tim Chimg mach nhanh, Pau ngye (Dau
Héi hip 1hilt ngye)
Riii logn Mach | Phi, Gian | Ha huyét ap, Ngat
mach
Rﬁi Iwn H§ ho Chay miu cam, Xung | Khd tha
hiip, long ngye huyet mdi Phit phoi™
vit trung that |
Réi loan Tiu iT&n bén DPau bpng_ vi da diy- | Tang san lgi Nén, suy oo |
hos ruft, Buon non. Kho vong da diy-
litu. Piy hoi, Khd e quan '
_ i | migng |
Rii logn Hi gan | Tang cdc enzym gan | Vang da
miit thodng qua
R6i loan da va Ban d& Hoai wr thirgng
16 chire durdi da bi gdy déc
Nhay cam vai
(D‘[ inh sang, phan
- (g dj i Lrng
Ban xudt hu-.ct .
,cb thé so ﬂmy
- | 1} - | duge
Rbi loan h§ ow | Chugt rin, sung khép Bau khép
xuong, va mb Pau co
lién két |
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| Xép loai theo hi | Thwong gap it gap Hiémgp | Chwa biét tin
thing co quan sudt
| sang(MedDRA)

| Rdi logn Thin Tidu nhiéu, tiéu khé
lva duimg  tidt
| nigu 'j)'f

| Rbi logn HE l R loan cuong duong
sinh  sin  va |
tuyén via

Réi logn chung Cam  thiy Dau khéng dic higu,
' va hénh tai cho I khing khoe Lanh run
| ding thude |

cd thé de doa dén tinh mang
= cic tnrdme hop duge bio cdo khi st dung thude vii muc dich giam co thit trong thai ky
(xem mue Sie dung cho phu niv co thai va cho con bi).
j nhimg bénh nhan tham rach mdu ¢o Wng huyét dp dc tinh va giam thé tich mau o thang, ¢c6
thé xay ra hién urgng dot ngat tut huyét dp do hign wong gidn mach
Thing bio cho bac s nhitng tdc dung khing mong mudn gip phai kivi sie dung thudc.
Qui lidu vh cich xir Iy
Trigu chirmg
Trong nhimg trutmg hop ned doc nifedipine ndng, nguwdi ta quan sat thiy 6 cic trgu chimg sau:
roi loan tri gide ¢6 thé dua dén hon mé, iyt huyét dp. nhip tim nhanh, nhip tim chim, ting dwdng
huyét, toan héa chuyén hod, giam oxy, shock do tim kém phi phéi.
Xir tri trirbng hop qua lidu
U tién hing ddu I logi bé nifedipine va hai phye on dinh cic bénh 1y tim mach.
Clin phai logi bo thudc cang hoan toan cang 1ét, gbm ci & rudt non, & 1winh tink trang hip thy
hoat chat tiép tyc sau dd,
Lgi ich cua kho dée & dg ddy chua rd.
1. Xem xét su dung than hoat tinh (50g cho ngudi trwdng thanh, 1g/kg cho tré em) néu bénh
nhén nhip vién trong vong | gio sau khi ndng mdt lugng thude ¢d the gay dje.
Mac dir ¢6 vé hop Iy Khi gid dinh ring vige dimg than hoat tinh muén ¢6 thé hirg ich déi
vai cde che phim phang thich kéo dai (Sustained Release, Modified Release), nhung vin
khdng cé bing chimg nac hé trg cho diéu nay.
2. Cin nhiic lya chon khdc 1 rus da diy & ngudi truomg thanh trong vong | gitr sau khi
ubng qui lidu thude 6 khi ning de doa tinh mang.
3. Xem xét sis dung thém liéu than hoat tinh mi 4 gitr néu da udng mdt lugng ding ké trén
lam sang thube dang phong thich kéo dai, clng véi méi lidu thude nhudn tring thim thiu
{vi dy sorbitol, lactulose hodc magnesium sulfar),
4. Bénh nhin khéng c6 trigu chimg nén duge theo ddi trong it nhit 4 giér sau khi ubng thube
v trong |2 gidrnéu uang thudc dang phong thich kéo dai.
Loc méu khéng ¢d tae dung. vi mifedipine khang thé thdm phin. nhimg truyén huyét wong they
thé (thude gin két nhidu voi protein huyét twong, thé rich phan bd wong déi thip) cé thé thich
hop.
Trigu chimg chim nhip tim co thé duge didu tr bing awvopine, thude gidng giso cam beta (B-
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sympathomimetic), hoge dit may o nhip am thid néu cin,

Ha huyét 4p do hau qua cuia shock do tim va gidn dong mach co thé dirge didu tri bing calci (10-
20 ml dung dich calci gluconate 10% tiém tinh mach chdm trén 5-10 phit). Neu r.hug du higu
qua. cd thé tiép tuc didu trj, ddng thiri theo di ECG. Néu khong ndng duge huyét dp biing calci,
cé thé ding thém cde thude gidng giao cam gdy co mach nh dopamine hode noradrenaline. Licu
lrgng sii dung cée logi thude Irén 10y theo dép dmg cuia bénh nhan,

Ciin than trong khi truyén dich thém dé trédnh qué i ddi vai tim.

Bije diém dwge I¥ hoe CDT

Pic diém dwge hre hge 2

Nhom duge Iy diéu 1ri: thude chen kénh calei chon lge e dyung chii yéu trén mach mau, cic din
xudt dihydropyridine, ma ATC: COBCAQS

Nifedipine 1 mt chat d6i khang calei dic hi¢u thuge nhom | 4-dihydropyridine. Chat ddi khing
calci lam giam dong ion calei qua mang vao trong (¢ bao thong qua kénh calei chim. Nifedipine
tic dung chu yéu lén té bio co 1im va té bao co tron cia dang mach vanh va cic mach mau ddi
khing ngoai bién.

Trong tang huyét dp, tac dung chinh cua Adalat retard I3 gdy pian mach ngoai vi va do do lam
giam sire can ngoai vi.

Trong con dau thit ngue, Adalat retard giam sirc cin cua mach mau ngoai bién va déng mach
vanh, din dén gia ting dong miu dén mau mach vanh, cung ligng tim va thé tich nhat bop, trong
khi gidam hiu génh,

Nyodi ra, nifedipine lam gildn vira phai ca hai logi ddng mach vanh binh thudmg va bj xo vira, do
46 bdo vé tim chang co thit dong mach vanh vi cai thién s tudi miu cho co tim bi thiéu mau
cpe bd. Nifedipine Jam giam tin sudt cdc con dau thit ngue va cic thay ddi wén ECG do thidu
médu cyc b bat ké sy g6p phin ¢6 lign quan ciia co thit ddng mach viinh hay xo vita ddng mach.
Udng Adalat retard hai lin mdi ngiy ¢0 thc dung kiém sodl ting huyét ap trong 24 gio. Adalat
refard lim gigm huyet ap theo tl 1§ liégn quan trye 1iép vdi ndng dd ban dau coa thude. O newdi
hinh thirémg, Adalat retard khiing ¢d téc ding hode tde ddng cét it dén huvét ap,

Dii tiegrg binh nhi

Hién cé rat it thang tin so sanh nifedipine v cae thude chong ang huyét dp khic cho ca ting
huyét dp cap tinh lan ting huyét ap [4u dii v&i cic dang bio chi va lidu ding khic nhau. Higu
quéa chong ting huyét dp cua nifedipine ¢4 duge cht'mg minh nhung lidu khuyén cdo, dir ligu an
toan khi dimg kéo dai va higu qua trén hé tim mach van chia duge thict lép. Chura ¢ dang biao
che cho bénh nhi.

Pic ditm duge dgng hoe

Hep thu;

Sau khi uong. nifedipine nhanh chong duge hip thu gén nhy bodn todn, Sinh kha dung todn thin
sau khi udng 14 vio khoang 45 -36% chu yéu Ja do qud trinh chuyén hod 1n ddu. Nong d¢ 16 da
trong huyét wong va huyet thanh dat dwge vao khoang 1.5 dén 4.2 giér dbi voi Adalat retard
20mg. Sir dyng dong théri vai thirc an cé thé din dén kéo dai qua trinh hip thu nhung khang lam
gigm kha nang hip thu caa thube.

Pirdn b

C6 khoang 95% nifedipine duge gin két vdi protein huyét twong (albumin), Thai gian phin bd
ban phin sau khi tigm tinh mach duge xac dinh 13 5 dén 6 phiit.

Cheven hod sinh hoe:

Sau khi udng. nifedipine dirge chuyén hod o thinh rudt va o gan, chi yvéu qua qué trinh oxy hos,
Cic chét chuyén hoa niy khang cd hoat tinh vé dirge lye hoe.
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Nifedipine duge thai trir dudi dang céc chat chu}-.n hod cia nd, phﬁn lém qua thin va ¢6 khoang
5 -15% qua mit vio trong phan. Dang chua chuyén hoa duge tim thiy trong nude tidu dudi dang
wét (khoang dudi 0,1%),

Thai trie: )

Théxi gian ban thai vao khoang 6 -1 1gid (Adalat retard) do qua trinh hap thu bj chiim lgi. Khing
o hign twgng tich luy thude sau khi sur dyung lidu udng théng thudng trong didu tr kéo dai,
Trong truémg hop chire ndng thin bi suy giam. khong phat hién co sy thay doi dang ké nao so
v ngudi tinh nguyén khot manh.

Trong mgt nghién ciru 30 sanh duge ding hoe cia nifedipine & bénh nhin wn thuong gan nhe
{Child Pugh A) hodc vira (Child Pugh B} vai nhimg bl;nh nhin ¢6 chire nding gan binh thuimg,
thi d¢ thanh thai cua nll'ed:plnc udng giam trung binh dén 48% (Child I’ugh A) va 72% (Child
Pugh B). Két qua 1 AUC va Cmax cua nifedipine ting trung binh wiomg mg dén 93% va 64%
{Child Pugh A) va dén 253% va 171% (Child Pugh B) so vdi nhém bénh nhin chirc néng gan
binh thudmg. Duge dong hoe cia nifedipine & nhom bénh nhén ton thuong gan néing chua duge
nghién ¢l (xem Canh bao va thin trong), {D'[

Dir ligu an todn tién lim sing

Dir ligu ng,h:en el tién lam sang cho Ihﬂ} khung ¢6 nguy hiém djic biét ndo cho ngr.rol dura trén
cic nghién ci quy wie vé doc tinh ddi vai lidu don hodic lidu l3p lpi, dgc tinh trén gen hay kha
nang gdy ung thu.

Nhiém déc co guan sinh san

Nifedipine cho thiy cic két qua gy quii thai & chudt va the. bao gbm bil thueng & ngdn. dj
dang tir chi, sit méi, ho ham ech. dj dang o xweng suém.

Nhimng di dang tir chi va bit thwimg ngon thuimg ¢ 1I1c la do ton thuong twdai mdu 1 cung,
nh:mg cling quan sat thiy trén nhimg djng vit durge didu tri nifedipine dom dde sau khi két thie
giai doan hinh thanh 16 chire.

Sir da‘mg nifedipine cd lign quan dén nhidu logi tic {Iung dic cho bao thai, nhau thai va thai nhi,
bao gém ca tinh trang bao thai bj coi coe (trén chudt va tho), nhau thai nhéd va 16p nhung mao
ming dém (¢ khi) kém phat Irien gay chét bio thai va thai nhi (chudt va tha) va kéo dai tlu‘b'l gnan
thai nghén/ yum kha ndng song con so sinh (¢ chudt, chua danh gid o cic lodi khac) Néu mire
d§ phai nhiém todn thin du |én, khang thé loai trir nguy co trén ngudi, ty nhién, 1t ca cée licu
lién  quan t.’n: duny, gu:. qudi thai, dgc cho bao thai hay thai nhi & dong vilt gdy dic cho ¢ thé me
o liéu cao gdp nhiu lin so véi licu 18i da dimg cho ngwdi (Xem Sie dung cho phy it ¢6 thai va
cho con bii)

Tinh twong ky

Khong cé

Han ding

36 thing.

Bitu ki¢n bio quin

Khang bao quan & nhig¢t di trén 30°C,

Quy cich dong goi

Hgp 3 vi x 10 vién.

Hwémp diin sir dyng/tiéu huy

Khéng duge uéng thude khi da hét han sir dyng.

Hogt chit nifedipine rit nhay cam véi anh séng. Do dé khéng duge bé vién thude, khi dé téc
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dyng bao v§ khoi anh sdng coa I6p méu bao phim khong con bao dam nira.
Hogt chit nhay cam véi dnh séng chira trong vién thude bao phim duge bio vé khoi anh sing
trong vé& ngodi bao bi. Tuy nhién, chi ldy vién thudc ra khoi bao bi ngay trude khi sir dung.

Dé xa tém tay tré em

Doc kf huedng dén s dung trede khi ding
Néu cdn thém thong tin, xin hi § kién bdc si

San xudt bai: (DT
Bayer Pharma AG
-51368 Leverkusen, CHLB Pire =

Ngay duyét ni dung 16m tit sin phim:
Adalat Retard/CCDS23/161215/P1 VN 01

TUQ. CUC TRUDNG
PTRUING PHONG

” ~ i
»./lﬁr,fr{;(m Sy Sliing Ly

Adalar Retard CCDS2V A1 2ISPI VN O n




