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1.

9.

OLMAT® 20

Olmesartan medoxomil
Thudc ban theo don
D€ xa tdm tay tré em
Doc ky hmmg dan st dung trudc khi dung

khi sif dung thuéc.

//
PHAN 1. HUGNG DAN SU DUNG THUDC CHO NGUUQE‘ENFP““
THANH PHAN, HAM LUGNG CUA THUOC: M3i vién nén bao phim chia:
Hoat chat: Olmesartan medoXomil............cocooeveeeeereereennnn. 20 mg
Td dugc: Lactose monohydrat ddp thdng (flowlac 100), cellulose vi tinh thé 112
(microcrystalline cellulose 112), natri croscarmellose, natri lauryl sulfat, magnesi stearat, talc,
opadry Il white.

u“"

. M0 TA SAN PHAM:

Vién nén bao phim, hinh tron, mau tring dén trdng nga, hai mit vién tron va 18i, canh va
thanh vién lanh lan.

. QUY CACH DONG GO!I:

Hop 3 vi x 10 vién nén bao phim.

. THUOC DUNG CHO BENH Gi:

OLMAT 20 (chiia hoat chdt olmesartan medoxomil) thudc nhom thudc déi khang thu thé
angiotensin 11 va dugc dung dé diéu tri ting huyét ap.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Cach ding: Thusc OLMAT 20 dugc dung dudng udng. Thudc c6 thé duge udng cling hodc
khong cung v6i thitc &n. Nubt vién thudc v6i mdt lugng nube vita di (vi du v6i 1 ly nubc).
Néu c6 thé, dung liéu hang ngay tai cing mot thoi diém, vi dy lic &n séng.

Dung OLMAT 20 ding theo chi din clia béc sy. Hay hoi bac sy hodc dugc sy clia ban néu
ban khong chic chdn.

Liéu diing:

Ngu@i I6n

Liéu khéi ddu khuyén céo la 10 mg mdi ngay mdt lan. Tuy nhién, néu huy&t 4p cla ban
khong duoc kiém soat, bac s c6 thé quyét dinh ting liéu 18n d&n 20 hoic 40 mg mdi ngay
mot 14n, hodc ké toa thém thudc b sung.

3 nhitng bénh nhan cé bénh than nhe dén trung binh, liu ding clia ban khdng dugc vugt
qua 20 mg mbi ngay mdt lan.

Ngudi cao tudi (65 tudi trd 1én)

N&u ban trén 65 tudi va bac sy clia ban quyét dinh ting li€u olmesartan medoxomil dén 40
mg mdi ngay, sau do ban cdn kiém tra huyét 4p déu ddn bdi béc sy dé dam bao réng
huy&t a4p cla ban khong trd nén qua thap.

Tré em

OLMAT 20 khong dugc khuy&n cdo sif dung cho tré em va thanh thi€u nién dudi 18 tudi.
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Néu ban ngung diing OLMAT 20

Diéu quan trong 1a ti€p tuc dung OLMAT 20 trif khi b4c s§ bdo ban dung lai.

. KHI NAO KHONG NEN DUNG THUOC NAY:

Khéng diing OLMAT 20 néu ban:

- Man cém v6i olmesartan medoxomil hodc bat cif thanh phdn nao clia thudc.

- (o thai hon 3 thang

- Bj tdc mat (nhu sbi mat)

- Ban bi déi thdo dudng hodc suy gidm chic ndng thdn va ban dugc diéu tri véi thudc
gidm huyét &p c6 chia aliskiren.

. TAC DUNG KHONG MONG MUON:

Trong trudng hgp hiém gdp (co thé anh hubng dén 1 trong 1000 ngudi) cic phan ing di

(ing sau c6 thé &nh hubng dén toan bd co thé da dudc bdo cdo: Sung mit, midng va/hoic

thanh quan cling v6i ngla va phat ban c6 thé xay ra trong khi diéu tri véi OLMAT 20. Néu

diéu nay xay ra ngung dung OLMAT 20 va lién hé v6i bac sy ngay Iap tic.

Hi€m khi (nhung hoi thudng xuy&n hon & nhiing ngudi I6n tudi) OLMAT 20 c6 thé gdy ra

huyét dp xudng qua thdp & bénh nhan nhay cdm hodc la k&t qud clia mot phén ng di ng.

Diéu nay co thé gdy chodng vang nghiém trong hodc ngdt xiu. N&u diéu ndy xay ra ngung

dung OLMAT 20, lién hé véi bac sy ngay Iap tic va ndm xudng.

Nhiing tdc dung phu khac, bao gém:

Thudng gap (c6 thé dnh hudng dén 1 trong 10 ngudi)

- Chéng mat, nhic ddu, bubn ndn, kho tiéu, tiéu chdy, dau da day, viém da day rudt, mét
moi, dau hong, chdy nudc mii hodc nghet mii, viém phé quan, cac triéu chiing giéng
nhu cim, ho; dau, dau & nguyc, lung, xuong hodc khép; nhiém khudn dudng tiét niéu; sung
mét c4 chan, ban chén, cing chdn, ban tay hodc cdnh tay; mau trong nudc tiéu.

- Mot s thay ddi trong k&t qud xét nghiém méu ciing da dugc thdy va bao gom:

+ T4ng ndng do chit béo (tdng triglycerid huyét)
+ T4ng néng do acid uric (tAng acid uric huyét)
+ Tdng uré mau

+ Tédng trong xét nghiém chic ndng gan va co.

It gdp (c6 thé dnh hudng dén 1 trong 100 ngudi)

- C4c phan (ing di ng nhanh c6 thé anh hudng dén toan b co thé va c6 thé gay kho thd
cing nhu gidm nhanh chéng huy&t 4p thdm chi c6 thé dan dén ngdt xiu (phan ng phan
vé), sung mit, chdng mit, ndn mifa, suy nhugc, cdm thdy khong khoe, dau co bdp, phat
ban da, ndi m&n da di Gng, nglia, chitng phat ban, ndt sdn, dau thdt ngyc (dau hodc cam
gidc kho chiu & nguc).

- Trong xét nghiém mau c6 thdy gidm s6 lugng ti€u ciu.

Hiém gap (cd thé dnh hudng dén 1 trong 1000 nguoi)

- Thi€u ndng lugng, chudt rat, suy gidm chiic ndng thédn, suy than.

- M@t s6 thay ddi trong két qud xét nghiém mau ciing da dugc nhin thdy. Bao gém téng
kali (ting kali m4u) va ting ndng do clia cac hgp chat lién quan dén chic ndng than.
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Rét hiém gdp (cd thé dnh hudng dén 1 trong 10000 nguoi)
- Bénh ly dubng tiéu héa tuong tu bénh Sprue

8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI DANG SU DUNG THUOC NAY:

Thong bao v6i béc sy hodc dugc s§ néu ban dang dung hoic gdn ddy dd dung hodc dy

dinh dung bt ky thudc sau:

- Cdc loai thudc ha huy8t 4p khac, Wi tac dung clia OLMAT 20 c6 thé bj gia ting.

Bac sy c6 thé thay déi liéu dung clia ban va/hoic dung thin trong néu ban dang dung

thudc (ic ché enzym chuyén hodc aliskiren.

- Thudc bd sung kali, chat thay thé mudi chiia kali, thudc Igi ti€u hodc heparin (dung 1am
lodng méu). Sir dung thudc nay déng thoi v6i OLMAT 20 cé thé lam tdng ndng do kali
trong méu cla ban.

e Lithi (thudc dung diéu tri thay d6i tdm trang hodc mot s& loai trdm cdm) dugc dung
déng thoi v6i OLMAT 20 c6 thé lam ting doc tinh cla lithi. N&u ban phéi dung lithi,
bac sy sé do néng do lithi trong mau clia ban.

e Thudc khéng viém khong steroid (thudc dugc ding dé gidm dau, sung, va cac triéu
chiing clia viém k& ca viem khép) dugc dung déng thdi véi OLMAT 20 c6 thé ting
nguy co suy than va c6 thé 1am gidm tac dung clia OLMAT 20.

e Colesevelam hydroclorid, mdt thudc Iam gidm néng do cholesterol trong méu, vi c6 thé
lam gidm tic dung clia OLMAT 20. Bic sy sé khuyén ban udng OLMAT 20 cich it
nhat 4 gio trudc colesevelam hydroclorid.

e Thudc khang acid (bién phap khdc phuc khé tidu) vi co thé lam gidm nhe tic dung
cla OLMAT 20.

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUAC:
N&u ban quén dung thudc, dung liéu k& ti€p theo k& hoach binh thudng. Khdng nén gdp doi
liéu dung dé bu cho liéu bi quén.

10. CAN BAO QUAN THUGC NAY NHU THE NAO:

G nhiét do dudi 30°C, noi kho rdo, tranh anh séng.

11. NHONG DAU HIEU VA TRIEU CHONG KHI DUNG THUGC QUA LIEU:

Thong tin ¢6 lién quan dén qua lifu & ngudi con han ché. Anh hubng d& xdy ra nhét clia

qua liéu 1a ha huyét ap.

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

N&u ban dung OLMAT 20 qué liéu khuy&n cdo thi ban can phai:

- Théng béo ngay cho bac sy hodc d&n bénh vién gan nhét.

- Nhé mang theo nhdn thuSc hodc lugng thudc con lai d€ bac sy biét thudc ma ban da
dung.

13. NHONG DBIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Thong bdo véi bac s§ trudc khi dung OLMAT 20 néu ban dang dung bat cif loai thubc dugc

dung diéu tri ting huyét dp sau day:

- Thubc (c ché enzym chuyén (nhu enalapril, lisinopril, ramipril) ddc biét néu ban c6 vén

dé vé than do dai thdo dudng.
3/12
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- Aliskiren

Bac sy clia ban c6 thé ki€m tra déu dn chdc ndng than, huyét 4p, va lugng chat dién gidi

(kali) trong mau ban.

Thong bao cho bac s§ néu ban c6 bat ky cac van dé siic khde nao sau day:

- Van dé vé than

- Bénh gan

- Suy tim hodc ¢6 vdn dé vé van tim va co tim

- Non n3ng, tiéu chdy, diéu trj vdi liéu cao clia thudc Igi ti€u hoic néu ban dang trong ché
do an gidm mudi

- Ting nbng do kali trong mau

- C6 van dé vé tuyén thugng than

Lién hé v6i bac s§ néu ban bi tiéu chdy ning, dai ddng va gy gidm cin déng ké. Bac sy

co thé dénh gia cac trigu ching clia ban va quyét dinh lam thé& nao dé tiép tuc thudc huyét

ap cla ban.

Nhu bt ky céc loai thudc lam gidm huy&t ap khéc, gidm huy&t 4p qua mc & bénh nhan co

r6i loan Iuu lugng méu clia tim hodc ndo c6 thé din dén nhdi mau co tim hodc dot quy. Do

do, bac s s& kiém tra huy&t 4p ban mot cach cin than.

Ngudi da den: Nhu cac thudc tuong tu khéc, tac dung ha huyét ap clia OLMAT 20 it hiéu qud

hon & bénh nhin da den.

Thudc ndy c6 chifa: Lactose. N&u ban da biét ring ban khdng dung nap mot vai loai dudng

thi hdy théng bdo cho bac sy trudc khi sit dung thudc nay.

Thai ky mang thai: Ban phai thong béo cho bac sy néu ban nghi ring ban cé thai hodc c6

thé mang thai. Bac sy thudng sé khuyén ban ngiling dung thudc tru6c khi mang thai hoic

ngay sau khi ban biét ban dang mang thai va sé tu vdn cho ban mot loai thudc khéc thay

thd OLMAT 20. OLMAT 20 khong dugc khuy&n cdo trong ky ddu mang thai va khong dugc

udng khi mang thai hon ba thang vi né c6 thé gay ra tac hai nghiém trong cho em bé clia

ban néu dugc sif dung sau thang thir ba clia thai ky.

Thdi ky cho con bii: Thong bdo véi bac sy néu ban dang cho con bl hodc du dinh cho con

ba. OLMAT 20 khdng khuy&n cdo cho cdc ba me dang cho con bi, va béc sy c6 thé lya

chon diéu tri khac cho ban néu ban mubn cho con b, dic biét néu em bé clia ban la tré so

sinh hodc sinh non.

Anh hudng ciia thuée ddi vdi cong viée: Ban c6 thé cadm thdy bubn ngll hodc chong mat

trong khi dang diéu tri ting huy€t dp. Néu diéu nay xdy ra, khdng lai xe, sif dung méy moéc,

lam viéc trén cao va cac hoat dong khac cho t6i khi cac triéu ching hét h&n. Hay hoi bac

sy clia ban dé dugc tu van.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Trong trudng hogp qué liéu hodc tc dung khdng mong mudn.

Khi dang dung thudc khac hodc mot loai thuc phdm.

Néu cdn thém thong tin xin hdi y kién bac sy hodc dugc sy.

15. HAN DUNG CUA THUOC: 36 thang k& tif ngay san xudt. Khong ding thudc khi qua han ding.
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PHAN I1. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. DUQC LUC HOC:

Nhom duge Iy: Thubc d6i khdng thu thé angiotensin I

Ma ATC: CO9CA08

Olmesartan medoxomil 1a thuSc ddi khang thu thé angiotensin Il (typ AT1) manh, c6 chon
loc, dang ubng. Thudc dugc ky vong s& ngin can moi hoat dong clia angiotensin I thdng
qua thy thé AT1, bAt k& ngudn gdc hodic con dudng tdng hop clia angiotensin II. Viéc d6i
khang c6 chon loc & céc thy thé angiotensin Il (AT1) d&n d&n gia ting ndng do renin huyét
tuong cling nhu néng dg angiotensin | va II, va gidm it ndng do aldosteron huyét tuong.
Angiotensin Il 1a hormon vdn mach chinh clia hé thdng renin-angiotensin-aldosteron va
déng vai tro quan trong trong sinh Iy bénh ting huy&t 4p théng qua cic thu thé AT1.

Trong diéu tri ting huyét ap, olmesartan medoxomil gdy gidm huyét 4p dong mach kéo dai
va phuy thugc liéu. Hién chua c6 bing ching clia viéc ha huyét 4p liéu d4u, quen thudc trong
diéu tri kéo dai, hodc tdng huyét ap hdi ing sau khi ngung diéu tri.

Liéu mot 14n mbi ngay olmesartan medoxomil 1am gidm huy&t 4p mot cach hiéu qua va 6n
dinh trong khodng liéu 24 gio. Liéu mot 14n mdi ngay 1am gidm huyét 4p tuong tu liéu hai
Idn mdi ngay véi clng t6ng liéu hang ngay.

Trong diéu tri lién tuc, tdc dung gidm huy&t dp t6i da dat dugc sau 8 tudn tir khi bdt ddu
diéu tri, mac du mdt phdn I6n tdc dung ha huyét 4p da dugc quan sat sau 2 tudn diéu tri.
Khi dung chung véi hydroclorothiazid, tdc dung ha huy8t ap 1a hiép déng va viéc ding phoi
hop 1a d& dung nap.

Téc dung cla olmesartan |&n ti I8 bénh va tlt vong chua dugc biét.

. DUgC BONG HoC:

Hap thu va phan b6

Olmesartan medoxomil 12 tién chat. Thudc dugc chuyén héa nhanh thanh chdt chuyén hoa
c6 hoat tinh 1a olmesartan bdi cdc esterase ¢ niém mac rudt va mdu tinh mach khi dugc
hadp thu qua dudng tiéu hoa.

Khong phat hién olmesartan medoxomil con nguyén ven hodc chudi medoxomil con nguyén
ven trong huy&t tuong hoic ch4t bai tiét. Sinh khd dung tuyét doi clia olmesartan dang
thudc vién trung binh khodng 25,6%.

Nong do dinh huyét tuong (Cma) clia olmesartan trung binh dat dugc 2 gi6 sau khi udng
olmesartan medoxomil, va néng dd olmesartan huyét tuong ting xdp xi tuyén tinh véi viéc
tdng liéu ubng duy nhat 18n dé&n khodng 80 mg.

Thic 4n c6 tdc dung rdt nhd dén sinh khd dung cla olmesartan, do d6 olmesartan
medoxomil ¢6 thé dugc udng cung hodc khong clng véi thiic dn.

Khdng nhan thdy cac khac biét c6 y nghia 1dm sang lién quan dén gidi tinh trén dugc dong
hoc clia olmesartan.

Olmesartan gin két cao véi protein huyét tuong (99,7%), nhung khd nang la thdp cho céc
tuong tdc c6 y nghia 1Am sang lién quan dén viéc ddy khoi vi tri gdn trén protein gitta
olmesartan va cc thudc gén k&t cao véi protein huyét tuong dung dong thoi khdc (duge xac
nhan bdi viéc khdng cd tuong tdc cd y nghfa 1dm sang gilla olmesartan medoxomil va
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warfarin). Gdn két clia olmesartan v6i céc t& bao mau 1a khong dang ké. Thé tich phan bd
trung binh sau khi tiém tinh mach 1a thdp (16 - 29 L).

Chuyén hda va thdi tr

T6ng do thanh thai huyét tuong thong thudng la 1,3 L/gio (CV 19%), tuong ddi chdm so véi
luu lugng mau & gan (khodng 90 L/git). Sau khi udng mot liéu duy nhdt clia olmesartan
medoxomil dugc danh d&u 'C, khodng 10 - 16% liéu phong xa dugc bai ti6t qua nudc tifu
(phan I6n trong vong 24 gid sau khi udng) va phdn con lai cla lugng phéng xa dugc dao
thdi qua phan. Dya trén sinh kha dung toan than 25,6%, c6 thé tinh ra lugng olmesartan
hadp thu dugc bai tiét qua thdn (khodng 40%) va gan-mat (khodng 60%). T4t cd cic chat
phong xa da thu hdi dugc xac dinh 12 olmesartan. Khdng cd chdt chuyén héa quan trong
nao khac dugc phét hién. Chu trinh rudt gan cla olmesartan 13 t6i thi€u. Do mot ti I8 Ian
olmesartan dugc bai tiét qua dudng mat, thudc dugc chdng chi dinh & bénh nhan tic mat.
Thoi gian ban thai cubi clia olmesartan dao dong khodng 10 - 15 gi0 sau khi udng da liéu.
Trang théi 6n dinh dat dugc sau mdt vai liéu va khong cé sy tich Ity thém nao dugc thay ro
sau khi dung Idp lai trong 14 ngay. Do thanh thai thdn vao khoang 0,5 — 0,7 L/gid va khdng
phu thudc vao liéu.

Cdc dbi tugng ddc biét

Tré em: Dugc dong hoc clia omesartan dugc nghién ciu trén bénh nhi ting huyét dp & do
tudi tir 1 dén 16 tudi. DO thanh thi clia olmesartan & b&nh nhan nhi tuong ty nhu ngudi I6n
khi diéu chinh liéu theo trong lugng ca thé. Chua c6 thong tin vé dugc dong hoc & bénh nhi
bi suy than.

Ngudi cao tudi (trén 65 tudi): O nhitng bénh nhan ting huyét 4p, AUC & trang théi n dinh
ting khodng 35% & ngudi cao tudi (65 — 75 tudi) va khoéng 44% & ngudi rat cao tudi (> 75
tudi) so véi cac nhém tudi tré hon. Didu nay c6 thé lign quan it nhdt mot phdn dén su suy
gidm chiic ndng than & nhém bénh nhan nay.

Suy than: 0 bénh nhan suy than, AUC & trang thai 6n dinh ting 62%, 82% va 179% &
bénh nhan suy thin nhe, vifa va nang so véi ngudi khde manh.

Suy gan: Sau khi udng liéu duy nhét, AUC clia olmesartan cao hon I&n lugt 1a 6% va 65% &
bénh nhan suy gan nhe va suy gan viia so vi cdc nhém ngudi khde manh tuong tng. Ti 1€
olmesartan khong lién k&t 2 gio sau khi ubng & ngudi khde manh, bénh nhén suy gan vifa
va bénh nhan suy gan ndng lan lugt 12 0,26%, 0,34% va 0,41%. 3 nhitng bénh nhan suy
gan vira udng lidu 1p lai, AUC trung binh clia olmesartan ciing cao hon khoéng 65% so Véi
nhém ngudi khdée manh d6i chiing. Gid tri Cpa trung binh clia olmesartan la tuong tu 6
ngudi suy gan va ngudi khde manh. Olmesartan medoxomil chua dugc dénh gia 6 bénh nhan
suy gan nang.

. CHi DINH:

Piéu tri ting huy&t 4p nguyén phat.

. CACH DUNG, LIEU DUNG:

C4ch ding: D& hd tro cho viéc tuan thii diéu tri, nén dung thusc OLMAT 20 cung thoi diém
m&i ngay, ciing hodc khong cling véi thic &n, vi du lic &n séng. UGng thudc v6i mot lugng
chét Iong vita dii (nhu véi mdt céc nudc). Khdng nén nhai vién thudc.
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Liéu diing:
Nguai Ién:
Liéu khdi ddu khuyén cdo clia olmesartan medoxomil 1a 10 mg mdi ngay mot Iin. G nhiing
bénh nhan cé huyét dp khong dugc kiém soat ddy di 6 liéu nay, c6 thé ting liéu olmesartan
medoxomil d&n 20 mg mdi ngay mot I&n nhu 1A liéu t6i wu. N&u cdn gidm huyét p thém
nifa, c6 thé tang lidu olmesartan medoxomil t6i da d&n 40 mg mdi ngay hoic dung thém
liéu phap hydroclorothiazid.
T4c dung ha huyét ap clia olmesartan medoxomil ddng ké trong vong 2 tudn tir khi khéi ddu
diéu tri va cao nhét khodng 8 tudn sau khi khdi d4u diéu tri. Diéu nay cdn dugc Iuu y khi
xem xét viéc thay doi liéu & bat ky bénh nhan nao.
Nguoi cao tudi (65 tudi trd Ién): N6i chung khong cén thiét phai diéu chinh lidu & ngudi cao
tudi. Nén theo ddi huyét dp chat ché néu viéc ting liéu Ién dén liéu t6i da 40 mg mdi ngay
la cén thiét.
Bénh nhan suy than: Liéu t6i da 6 bénh nhan suy than nhe dén trung binh (d thanh thai
creatinin 20 — 60 ml/phit) 1a 20 mg olmesartan medoxomil mdi ngay mot I&n, kinh nghiém
dung liéu cao hon & nhém bé&nh nhdn nay con han ché. Khong khuyén cdo dung olmesartan
medoxomil & bénh nhan suy thdn ndng (dd thanh thdi creatinin < 20 ml/phit) do kinh
nghiém con han ch& & nhém bénh nhan nay.
Bénh nhan suy gan: Khong cin diéu chinh liéu khuyén céo & bénh nhan suy gan nhe. D&i
v6i bénh nhan suy gan trung binh, liéu khoi ddu khuyén céo 1a 10 mg olmesartan medoxomil
mot 14n moi ngay va liéu tdi da khong nén vuot qua 20 mg mdt 14n mbi ngay. Nén theo doi
chit ché huyét ap va chic ning than & bénh nhan suy gan dang st dung thudc Igi ti€u
va/hodc cac thudc diéu tri ting huy8t ap khac. Khdng cé kinh nghiém trong viéc dung
olmesartan medoxomil & bénh nhan suy gan ning, do do, khdng khuyén cdo dung & nhom
b&nh nhan nay. Khdng nén dung olmesartan medoxomil & b&nh nhén bj tic mat.
Tré em: An todn va hiéu qua cla olmesartan medoxomil G tré em va thanh thi€u nién duti
18 tudi chua dugc chiing minh. Khong nén dung olmesartan medoxomil & tré em dudi 1 tudi
do nhiing lo ngai v& an toan va thiéu dif liéu & nhém tudi nay.
5. CHONG CHI BINH:
- Qu4 man véi olmesartan medoxomil hodc bat cif thanh phdn nao clia thudc.
- Ba thang gilla va ba thang cudi thai ky.
- Bénh nhan tic mat.
- Viéc sif dung ddng thoi olmesartan medoxomil véi cdc thuSc chia aliskiren I3 chéng chi
dinh & bénh nhan dai thao dudng hodc suy thdn (GFR < 60 ml/phit/1,73 m?).
6. LUU Y VA THAN TRONG:
Gidm thé tich ndi mach
Ha huy8t 4p co triéu ching, ddc biét sau liéu ddu tién, c6 thé xdy ra & bénh nhan gidm thé
tich va/hodc gidm natri do liéu phap lgi ti€u manh, ché do 4n han ché mudi, tiéu chdy hodc
ndn miia. C4c finh trang nay cin dugc diéu tri trudc khi sif dung olmesartan medoxomil.
Cac finh trang khac v6i kich thich hé thdng renin-angiotensin-aldosteron
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G nhiing bénh nhan c6 truong lyc mach méu va chic ndng than phu thudc chl y&u vao hoat
dong cla hé théng renin-angiotensin-aldosteron (vi du nhu bénh nhan bj suy tim xung huyét
ndng hodc bénh than, bao gém hep ddng mach than), diéu trj véi céc thudc cé anh hudng 1én
hé thdng ndy c6 lién quan dén viéc ha huyét &p cAp tinh, ting uré huyét, gidm niéu, hodc
hi€m hon 1a suy than c4p tinh. Khd ning tac dong tuong tu khong thé dugc loai trir véi cdc
thubc ddi khédng thu thé angiotensin I.

Téng huyét 4p do hep dong mach than

C6 sy gia tdng nguy co ha huy&t 4p ndng va suy than khi bénh nhan bj hep dong mach than
hai bén hodc hep dong mach thén & mot bén than duy nhat con hoat dong dugc diéu tri bing
cac thudc ¢ anh hudng dén hé thdng renin-angiotensin-aldosteron.

Bénh nhén suy than va ghép than

Khi olmesartan medoxomil dugc sif dung & bénh nhdn co suy gidm chitc ning than, khuyén
céo theo ddi dinh ky ndng do kali va creatinin huyét thanh. Khong khuy&n co dung olmesartan
medoxomil & bénh nhdn suy thdn ning (do thanh thai creatinin <20 ml/phat). Khdng cd kinh
nghiém trong viéc dung olmesartan medoxomil & bénh nhdn méi dugc ghép than hodc bénh
nhén suy than giai doan cudi (dd thanh thai creatinin < 12 ml/phit).

Bénh nhan suy gan

Khdng c6 kinh nghiém sit dung & bénh nhdn suy gan n3ng va do d6 khéng khuyén céo ding
olmesartan medoxomil 6 nhdm bénh nhan nay.

Tédng kali mau

Vigc sif dung céc thudc c6 anh hubng dén hé théng renin-angiotensin-aldosteron ¢ thé lam
tang kali mau.

Nguy co tdng kali mau, cd thé gdy tf vong, gia ting & ngudi I6n tudi, & bénh nhan suy than va
G bénh nhan déi thdo dudng, 6 bénh nhin diéu tri dong thoi véi cdc thubc khdc cd khd nidng
lam tdng kali mdu, va/hodc & bénh nhan co céc tinh trang déng thoi khac.

Truc khi st dung dbng thoi cdc thudc cd dnh hubng I8n hé théng renin-angiotensin-
aldosteron, ti 1& nguy co-Igi ich cdn duge danh gid va xem xét cac Iua chon thay thé.

Cac yéu t6 nguy cd chinh gdy tang kali mau can dugc xem xét la:

- Bénh dai thdo dudng, suy thén, tudi tac (>70 tuﬁi).

- St dung ké&t hop v6i mot hay nhiéu thubc khac gdy anh hubng dén hé thdéng renin-
angiotensin-aldosteron va/hodc thudc b8 sung kali. Mot sd thubc hodc nhom thubc co kha
ning gdy ting kali mau bao gdm: Chat thay th& mudi chia Kali, thudc Igi tiu giir kali, céc
thudc (ic ché enzym chuyén angiotensin, thudc di khéng thu thé angiotensin II, thufc
khang viém khong steroid (bao gdm thudc ic ché& chon loc COX-2), heparin, thudc Uc ché
mién dich nhu ciclosporin hodc tacrolimus, trimethoprim.

- Cac tinh trang dong thdi khac, cu thé nhu mat nuéc, mat bu tim cdp tinh, nhiém toan
chuyén héa, suy gidm chitc ning than, cac ftinh trang suy gidm dot ngdt chic ndng thén
(nhu nhi@m khudn), ly gidi t& bao (vi dy, thiu mau cuc bd & cac chi cp tinh, tiéu co van,
chan thuong kéo dai).

Khuyé&n céo theo ddi chit ché kali huyét thanh & cdc bénh nhén cé nguy co.
Uc ché& kép hé renin-angiotensin-aldosteron
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C6 bing chiing cho thy viéc sit dung déng thdi céc thudc tc ch& enzym chuyén angiotensin,
thudc ddi khang thu thé angiotensin |1, hogc aliskiren Iam ting nguy co ha huyét dp, ting kali
mau, va suy gidm chiic ndng than (bao gém c& suy than cép). Uc ché kép hé renin-
angiotensin-aldosteron bang viéc sit dung két hop cac thudc (ic ché enzym chuyén angiotensin,
thudc d6i khang thu thé angiotensin Il hodc aliskiren vi vay khong dugc khuyé&n céo.

Néu liéu phdp dc ché kép dugc coi a that sy cdn thiét, viec ndy chi nén thuc hién dudi su
gidm sat clia béc s§ chuyén khoa va phai gidm sat chit ché chiic ning than, chat dién gidi va
huyét 4p.

Khong nén sit dung déng thai thudc ic ché enzym chuyén angiotensin va thudc ddi khang thu
thé angiotensin |1 & bénh nhan bénh than do ti€u dudng.

Lithi

Nhu cdc thudc d6i khdng thy thé angiotensin Il khac, khong khuy&n cdo k&t hop lithi va
olmesartan medoxomil.

Hep van dong mach chii hodc van hai I4; b&nh cd tim phi dai tic nghén

Nhu véi céc thudc gidn mach khéc, ddc biét than trong & bénh nhan mdc bénh hep van dong
mach chli hodc van hai 14, hodc bénh co tim phi dai tic nghén.

Bénh nhan bi chiing cudng aldosteron tién phéat

Bénh nhén bi chiing cudng aldosteron tién phat n6i chung sé khong dép (ng v6i céc thudc ha
huyét 4p tdc dong thong qua su (c ché hé renin-angiotensin. Do do, khdng khuyén céo s
dung olmesartan medoxomil ¢ nhitng bénh nhén nay.

Bénh Iy dudng tiu hda ging bénh Sprue

Trong cé4c trudng hgp nghiém trong rdt hiém gap, tiéu chdy man tinh kém gidm can déng ké
da dugc bdo cdo & nhiing bénh nhdn dung olmesartan vai thang dén nhiéu nim sau khi bat
d4du diéu tri, nhiéu khd ning gdy ra bdi mot phan Ung qua min cuc bd bi tri hodn. Sinh thiét
rudt & ngudi bénh thudng cho thdy c6 teo nhung mao rudt. Néu bénh nhéin cd cac triéu chiing
nay trong qua trinh diéu tri v6i olmesartan, can loai trif cic nguyén nhan tiéu chay khac. Xem
xét ngung stf dung olmesartan medoxomil trong trudng hgp khéng c6 nguyén nhan khac dugc
xac dinh. Trong trudng hgp cac triéu chiing bién mat va bénh Iy diGng tiéu héa gidng bénh
Sprue dugc x4c dinh bing sinh thiét, khong nén bit ddu lai diéu tri vGi olmesartan medoxomil.

Cac khéc biét vé chling toc

Nhu tit cA cac thudc ddi khdng thu thé angiotensin Il khac, tdc dung ha huyét dp clia
olmesartan medoxomil hoi kém hon & ngudi da den so véi cac chiing ngudi khac, c6 thé vi finh
trang renin thap chiém ti 18 cao hon & nhom ngudi da den b tdng huyét &p.

Khéc

Nhu véi bat ky cdc thudc chéng ting huyét &p khdc, gidm huyét 4p qud mdc & nhiing bénh
nhan bi bénh thifu mau tim cuc bd hodc thi€u mau ndo cuc bd co thé dan dén nhdi mau co
tim hodc dot quy.

Thudc ndy cd chira: Lactose. Bénh nhan c6 cac van dé vé di truyén hiém gdp khong dung
nap galactose, thigu hut Lapp lactase hodc kém hdp thu glucose-galactose khdng nén dung
thudc nay.
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Thai ky mang thai:

Khdng khuyén cdo dung thudc d6i khang thu thé angiotensin Il trong subt ba thang d4u clia

thai ky. Chdng chi dinh diing thuc d6i khéng thu thé angiotensin Il trong sudt ba thang gita

va ba thang cudi clia thai ky.

Béng chiing dich t& hoc lién quan dén nguy co gdy quai thai sau khi phoi nhidm véi thudc tc

ché enzym chuyén angiotensin trong ba thang d4u thai ky chua dugc két ludn. Tuy nhién, mot

sy gia ting nhd nguy co khong thé dugc loai trir. Mic du khong c6 dir liéu dich t& hoc c6 kiém

sodt vé nguy co doi véi thudc ddi khang thu thé angiotensin I, c4c riii ro tuong tu c6 thé tén

tai 6 nhém thudc nay. Trir khi viéc ti€p tuc diéu tri bing thudc ddi khang thu thé angiotensin I

dugc coi la cén thiét, bénh nhan dy dinh mang thai nén chuyén sang cac thudc diéu tri ting

huyét &p thay thé c6 tinh an toan da dugc thiét Iap trong thdi ky mang thai. Khi mang thai

dugc chan dodn, nén dung diéu tri ngay lap tiic voi cac thudc ddi khang thu thé angiotensin I,

va, néu thich hgp, nén bat ddu liéu phap thay thé.

Phoi nhiém véi thudc ddi khéng thu thé angiotensin Il trong ba thdng giila va ba thdng cudi

thai ky dugc biét 1a gdy ngd doc thai (gidm chiic ndng than, thi€u 6i, cham voi hoa hdp so) va

ngd doc G tré so sinh (suy than, ha huyét dp, tang kali mau).

N&u phoi nhi€m v6i cac thubc ddi khang thu thé angiotensin Il xdy ra tif ba thang giiia thai ky,

kiém tra bing siéu 4m chic ndng than va xuong so dugc khuy&n cdo. Tré so sinh c6 me dung

thudc déi khang thu thé angiotensin Il nén dugc theo ddi chit ché viéc ha huyét ap.

Thai ky cho con bii:

Olmesartan dugc bai tiét trong sita clia chudt me, tuy nhién khéng rd liéu olmesartan cé dugc

bai tiét trong sifa ngudi hay khéng. Vi khdng c6 thong tin lién quan dén viéc sl dung

olmesartan trong thoi ky cho con bi, olmesartan khéng dugc khuy&n céo va céc liéu phap thay

thé voi do an toan tot hon da dugc thiét 1ap 1a thich hgp hon, dic biét khi nudi tré so sinh

hodc tré sinh non.

Anh huéng cia thuée déi vdi cdng viée: Olmesartan c6 anh hubng nhd hoic vita dén kha

ndng l4i xe va van hanh may méc. Chong mat hodc mét modi doi khi co thé xdy ra & bénh

nhan dang dung thudc ting huyét ap, va c6 thé 1am suy gidm kha ning phén (ng.

7. TUGNG TAC THUDC:

Céc nghién ciu tuong tac thudc chi méi dugc thuc hién & ngudi I6n.

M@gmﬁ_&ﬁc thudc khac 1én olmesartan medoxomil

Cdc thudc chdng ting huyét 4p khac: Tac dung ha huyét &p clia olmesartan medoxomil co thé

tdng 1&n voi viéc sir dung ddng thai céc thubc chdng tdng huyét ap khéc.

Thuéc dc ché enzym chuyén angiotensin, thuéc déi khdng thu thé angiotensin I, hodc

aliskiren: DU ligu thit nghiém 1am sang cho thdy {c ch& kép hé renin-angiotensin-aldosteron

théng qua viéc st dung két hgp céc thudc tc ché enzym chuyén angiotensin, thudc doi khang

thu thé angiotensin 11, hodc aliskiren ¢6 lién quan dén tin sut cao hon clia cac tc dung phu

nhu tut huyét &p, ting kali méu, va gidm chiic ning than (bao gém ca suy than cdp) so Véi

viéc st dung mot thudc (c ché hé renin-angiotensin-aldosteron duy nhat.

Thudc b6 sung kali va thudc Igi tiéu gii kali: Dya trén kinh nghiém st dung cac loai thudc

khdc co anh hudng I&n hé renin-angiotensin, st dung ddng thdi céc thudc lgi ti€u gil Kali,
10/12
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thudc bd sung Kali, ch4t thay th& mudi chia kali hodc cdc thudc khac c6 kha ning 1am ting
néng do kali méu (nhu heparin) c6 thé din dé&n gia ting néng d kali mau. Do vdy, khong
khuy&n cdo ding déng thai.
Thuéc khdng viém khéng steroid: Céc thubc khdng viém khdéng steroid (bao gbém acid
acetylsalicylic ¢ liu > 3g/ngay va thudc dc ché COX-2) va thudc doi khang thu thé angiotensin
Il c6 thé hoat dong phdi hgp bing cach gidm do loc cdu than. Nguy co cla viéc sif dung déng
thoi cac thudc NSAID va thudc doi khdng thu thé angiotensin Il 13 viéc xudt hién clia suy than
cap. Khuy&n céo theo doi chiic ndng than khi bt ddu diéu tri cling nhu bl nudc thudng xuyén
cho bénh nhan. Ngoai ra, diéu tri ddng thoi c6 thé 1am gidm tac dung ha huyét 4p clia thudc
d6i khang thy thé angiotensin 11, d&n d&n mat mot phan hiéu qua.
Thuéc gdy dong acid mdat colesevelam: Dung dong thdi véi thubc gdy dong acid mat
colesevelam hydroclorid 1am gidm phoi nhiém todn than va néng do dinh trong huyét tudng clia
olmesartan va lam giam thoi gian ban thai. Sir dung olmesartan medoxomil it nhit 4 gio trudc
colesevelam hydroclorid lam gidm hiéu (ting tuong tac thudc. Nén dung olmesartan medoxomil it
nhat 4 gio trudc liéu colesevelam hydroclorid.
Cac hgp chat khdc: Sau khi diéu tri v6i thuGc khang acid (nhdm magnesi hydroxyd), da quan
sat thdy sy gidm nhe sinh khda dung cla olmesartan. Dung déng thdi warfarin va digoxin
khong &anh hubng dén dugc dong hoc clia olmesartan.
Anh huéng cia olmesartan medoxomil Ién cdc thudt khdc
Lithi: Da c¢6 bdo cdo gia ting c6 héi phuc ndng do lithi huyét thanh va doc tinh khi sl dung
dong thoi lithi v6i thudc (c ch& enzym chuyén angiotensin va thudc d6i khang thu thé
angiotensin II. Vi vy, khdng khuy&n cdo dung két hop olmesartan medoxomil va lithi. NEu viéc
sif dung k&t hop 1a cdn thiét, khuyén céo theo ddi cdn than ndng dg lithi huyét thanh.
Cdc hgp chat khdc: Cac hgp chat da dugc nghién clu trong c4c nghién clu Iam sang cu thé &
ngudi tinh nguyén khde manh bao gém warfarin, digoxin, thudc khang acid (magnesi nhom
hydroxyd), hydroclorothiazid, va pravastatin. Khdng quan sat thdy céac tuong tac c6 lién quan vé
mat 1am sang, va dic biét olmesartam medoxomil khdng c6 &nh hubng déng k& I&n dugc dong
hoc hodc dugc luc hoc clia warfarin hodc dugc dong hoc clia digoxin.
Olmesartan c6 tdc dung Gc ché nhung khong lién quan vé mat Idm sang Ién enzym cytochrom
P450 1A1/2, 2A6, 2C8/9, 2C19, 2D6, 2E1 and 3A4 & ngudi in vitro, va khdng c6 hodc co rat it
tac dung cam (ng 1&n hoat dong clia cytochrom P450 & chudt. Do d6, chua c6 cdc nghién clu
tuong tac in vivo v6i céc chat dc ché va cdm (ing enzym cytochrom P450, va khong c6 cac
tuong tac c6 y nghia 1dm sang nao gitia olmesartan va cac thudc chuyén hoa bdi cac enzym
P450 & trén dugc du kién.
8. TAC DUNG KHONG MONG MUON:
Thuong gap, 1/100 < ADR < 1/10

Chuyén hoa va dinh dubng: T4ng triglycerid huyét, tang acid uric huyét

Thén kinh: Chéng mit, nhic dau

Ho hdp: Viém phé& quan, viém hong, ho, viém mii

Tiéu hoa: Viem da day va rudt, tiéu chdy, dau bung, budn ndn, kho tiéu

Co xuong khdp va md lién két: Viém khdp, dau lung, dau xucng
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Than va tiét niéu: Tiéu ra m4u, nhiém khuin dudng tiét niu
Toan than: Pau, dau nguc, phu ngoai bién, céc triéu chiing giéng cim, mét moi
Khdo sét: Tdng enzym gan, tdng uré huyét, ting creatin phosphokinase huyét.
It gap, 1/1000 < ADR < 1/100
Méu va hé bach huyét: Gidm tiéu ciu
Hé mién dich: Phé&n ng phén vé
Tai: Chong mat
Tim mach: Dau thit nguc
Tiéu héa: Nén
Da va md duti da: Viém da dj ing, mé day, ndi ban, ngia
Co xuong va md lién két: Pau co
Toan than: Phi mat, suy nhugc, mét moi
Hiém gdp, 1/10000 < ADR < 1/1000
Chuyén héa va dinh dubng: Tang kali huyét
" Mach méu: Ha huygt ap
Da va mé du6i da: Phu mach
Ca xuong va md lién két: Co co
Thén va tiét niéu: Suy than cip, suy than
Toan than: Ngi lim
Khédo sat: Tang creatinin huyét
R4t hiém gap, ADR < 1/10000
Tiéu hoa: Bénh ly dudng tiéu héa tuong tu bénh Sprue
Céc trudng hop ly gidi co van don 1é dd dugc bdo céo lién quan dé&n viéc ubng thudc ddi khéng
thu thé angiotensin 1. "
9. QUA LIEU VA XU TRi: A
Qud liéu: Thong tin c6 lién quan dén qua liéu & ngudi con han ché. Anh hung d& xay ra nhd ED
clia qua liéu la ha huyét ap. 5 )
C4ch xu tri: Trong trudng hop qud liéu, bénh nhan cdn dugc theo ddi cin than va diéu tri tlﬁﬁ
chiing va diéu tri h6 trg. Khdng c6 thong tin v& khd ndng thanh loc clia olmesartan.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo:
Khdng ding qua liéu chi dinh.
11. TEN, DIA CHi, BIEU TUGNG CUA cO SO SAN XUAT:

Pharmaceuticals {5
WHO-GMP TUQ.CUC TRUONG
P"[ RUGNG PHONG
CONG TY CO PHAN pugc PHAM OPV SNooe An 4

AU,
S6 27, Budng 3A, Khu Cong nghiép Bién Hoa I, Phudng An Binh, Tp. Brg %9 Tinfl B6ng Nai.
BT: (0251) 3992999 Fax: (0251) 3835088
12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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