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TGO HUONG DAN SU DUNG THUOC
Vién nén bao phim
ANDIREL-20
Vién nén bao phim

ANDIREL-40

Thude ban theo don
Pé xa tam tay tré em
Poc ky hwéng din sir dung trwde khi ding
Théng bdo ngay cho bdc sy ho{u: dugc sy nhirng tic dung khong mong mudn khi sir dung thubc
To thong tin sdn phédm nay bao gom huing din sic dung cho thude c6 nhiéu ham licgng khdc nhau

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phin

MOdi vién nén bao phim ANDIREL-20 chira:

Olmesartan medoxomil ........ 20 mg

T4 duge: Lactose monohydrat, cellulose vi tinh thé M101, povidon, natri lauryl sulfat, natri
starch glycolat, acid stearic, silicon dioxyd, HPMC E6, titan dioxyd, talc, polyethylen glycol
4000, polysorbat 80, ddu thau dau.

M3i vién nén bao phim ANDIREL-40 chia:

Olmesartan medoxomil ........ 40 mg

Té duoc: Lactose monohydrat, cellulose vi tinh thé M101, povidon, natri lauryl sulfat, natri
starch glycolat, acid stearic, silicon dioxyd, HPMC E6, titan dioxyd, talc, polyethylen glycol
4000, polysorbat 80, ddu thdu dau.

2. Mé ta san phim
ANDIREL-20: Vién nén trdn, bao phim mau tring, mét mit cé dép logo %’fﬁ mat kia co dap s

gach ngang.
ANDIREL-40: Vién nén tron, bao phim mau trng, mot mat c6 dap gach ngang, mit kia tron.

3. Quy cich déng goi
ANDIREL-20: Hép 6 vi (Nhém - Nhém) x 10 vién.
ANDIREL-40: Hop 3 vi (Nhoém - Nhom) x 10 vién. )

I g R

4. Thubc ding cho bénh gi?

ANDIREL-20/ ANDIREL-40 thuéc nhém thudc ddi khang thy thé angiotensin 11, ¢4 tic dung ha
huyét 4p bing cich gidn mach mau.

ANDIREL-20/ ANDIREL-40 dugc dung dé diéu tri téng huyét ap. Tang huyét ap c6 thé lam ton
thuong mach mau ndi tang nhu tim, than, ndo va mat. Trong mdt s truong hop diéu nay cé thé
dan dén dau tim, suy tim hodc suy than, d6t quy hoac mat thi lyc. Tang huyét 4p thuong khong
cd triéu chimg. Ban can kiém tra huyét 4p dé ngan ngira Xy ra tdn thuong.

Ting huyét 4p cé thé duoc kiém soat bang thuéc nhur olmesartan medoxomil. Bac sy ciing
thuémg khuyén ban nén thay dbi 16i séng dé giup giam huyet &p (vi du nhur giam can, bé thude 14,
giam lugng rugu ban ubng, va giam lugng mudi trong che d6 an). Bac sy cling cd thé s& khuyén
ban tép thé duc thudmg xuyén, nhw di b hay boi. Ban can lam theo 1&i khuyén cla bac s§.

5. Nén dung thubc niy nhu thé nao va lidu lwgng? ’
Ludn dung thube chinh x4c nhu huéng din ciia bac sy hodc duoc s§. Neu ban chua rd, hay hoi
lai cho chéac chén.
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Lidu ding:
Liéu khoi ddu khuyén céo 1a 10 mg x 1 lan/ ngay. Tuy nhién, néu huyét 4p cua ban khong duoc

kiém soat, bédc s§ co the quyét dinh thay d6i liéu cua ban 1&n 20 mg hoic 40 mg x 1 lan/ ngay,
hodc cho thém mét thude nira.

Néu ban bi bénh than nhe dén vira, lidu cta ban s& khong cao qua 20 mg x 1 1an/ ngay.

Céch ding:

Ban ¢6 thé dung thude cung hodc khong cung v6i thitc dn. Ban nén nudt v1en vl mot lugng
nude du (1 cbe). Néu cb thé, ban nén ding thude vao cing mot thai diém mdi ngay, vi du nhu
bita sdng.

6. Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Mén cam véi olmesartan medoxomil hodc bat ky thanh phan ctia thude.

- Neu ban mang thai hon 3 thang. (Tot nhat khong nén ding thudce trong thai ki).

- Néu ban bj vang da va mét hodic vin d& vé thodt mat tir tii mét (tic mat nhu séi mat).

- Néu ban bj dai thao dudomg hodc suy giam chic ning than va ban da duoc diéu tri véi thude ha
huyét ap chira aliskiren.

7. Téc dyng khong mong mudn

Nhu céc thube khac, olmesartan c6 thé gy tic dung khong mong muén, nhung khong phai ai
cling gép phai.

Ngung ding thude va lién hé trung 1Gm y té gan nhdt néu ban gip cdc phan umg sau:

Hiém gap

Sung mit, miéng va/ hodc thanh quan kém vai ngira va phat ban.

Ha huyét 4p qué mirc & bénh nhén nhay cim (thudng gdp hon & ngudi cao tudi) hogc do phin
tng di (mg, c6 thé gdy choang véang nang hodc ngét xiu.

Cdc tdc dung khéng mong muon khdc:

Thuong gdp

Chéng mat, nhire dau, bubn nén, khé tiéu, tiéu chay, dau bung, viém da day, mét moi, dau hong,
chay mii hodc s6 miii, viém phe quan, tri¢u chimg gidng cim, ho, dau, dau ngyc, lung, xwong
hodc khép, nhlem tring duong tiéu, sung mit c4, ban chén, chin, ban tay hodc canh tay, c6 mau
trong nudce neu

Mot sb thay ddi trong ket quéa xét nghi¢m mau co thé dugc thdy bao gom: Ta.ng nong do chét
béo (téng triglycerid huyét), ting nong d¢ acid uric trong mau (ting acid uric huyét), tang ure
trong mau, bat thuong trong xét nghiém chirc nang gan va co.

It gap

Sung mat, hoa mét, non, yéu cam gidc khong khoe, dau co, phét ban da, phat ban da di img,
ngua, non may day, dau that ngyc (dau hodc cam gidc khoé chiu ¢ ngyc).

Giam sb lugng té bao méu (tiéu cdu) trong xét nghiém mau.

erm gap

Thiéu nang lugng, chudt rat, suy glam chirc néng thén, suy than.

M0t s thay dbi trong xét nghiém méu nhu ting néng d9 kali (ting kali huyét) va tang nong do
ciia céc chat lién quan dén chire ndng than.

Cadc tdac dung khong mong muon g tré em

Tac dyng khong mong mubn & tré em tuong tu nhu & nguoi 1on. Tuy nhién, chéng mét va nhue
dau thuong gap hon 6 tré em, va chdy mau cam la tac dung phu thuong gép, chi gap ¢ tré em.
Thuéc cé the c6 tdc dung khdng mong muén khdc, thong bdo cho bdc sy nhitng tdc dung khong
mong mudn gap phai khi sir dung thuoc.

8. Nén tranh dung nhirng thudc hoiic thue pham gi khi dang sir dung thube nay?

Thong béo cho bac sy hodc duge sy cua ban vé tat ca céc loai thudc ma ban dang sir dung, bao
gdm ca céc thude ké don hodc khong ké don, céc vitamin hogc thuoc tir duoc 1iéu.

Théng bdo cho bdc si hodc duoc sy néu ban dang ste dung cdc thubc sau:
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Thubc 1am ha huyet ap khac, vi tac dung cua olmesartan cd thé tang.

Bac sy c6 thé can phai thay dbi lidu dung cho ban va/ hoic cé nhimg than trong khac néu ban
dang dung thude 1re ché enzym chuyen anglotensm (ACE) hoac aliskiren.

Thyc phim bd sung c6 chira kali, ché phim thay thé mudi c6 kali, thudc loi tiéu hodc heparin
(Iam lodng mau cua ban). Str dung chung céc thudc nay voi olmesartan c6 thé lam tang kali
trong mau cia ban.

Lithi (thude dncu trj thay déi cam xuc va mot s6 dang trdm cam) sir dung cung mét luc véi
olmesartan c¢6 thé ting ddc tinh cia lithi. Néu ban dang dung lithi, bac sy sé kiém tra noéng do
lithi trong méu cua ban.

Thube khang viém khéng steroid (NSAID) (thubc ding dé giam dau, sung, va céc triéu chimg
viém khac, bao gdm viém khop) sir dung cing mot lic véi olmesartan c6 thé 1am ting nguy co
suy théan va tac dung cua olmesartan bi giam bcn NSAID.

Colesevelam hydroclond thuoc Jam giam ndng d9 cholesterol trong mau cta ban, vi tac dung
ctia olmesartan c6 thé giam xudng. Béc sy c6 thé s& cho ban dung olmesartan 4 gid truée khi
dung colesevelam hydroclorid.

Mot s6 thudc khang acid nhit dinh (thude tri khoé tiéu), vi tic dung cua olmesartan c6 thé bi
giam doi chut.

Ngudi cao tubi

Neu ban trén 65 tudi va duge bdc s cho ting ligu olmesartan medoxomil 1én 40 mg/ ngay, ban
can phai dugc kiém tra huyét 4p thudng xuyén va dam bao ring huyét 4p ctia ban khong xubng
qua thap.

Bénh nhdn da den

Nhu nhimg thudc ¢6 tac dung ha huyét ap khéc, téc dung cia olmesartan gidm & bénh nhéan da
den.

Siz dung thubc ciing voi thikc dn va do udng

Cé thé dung thudc cing hodc khéng ciing véi thire an.

9. Cin lam gl khi mt lin quén khong dung thudc?
Néu ban quén khong ding 1 lidu, ding lidu tiép theo nhu binh thuomg. Khéng dung gip d6i lidu

dé bu cho liéu da quén.

10. Neu han muén ngirng thude
Ban cn tiép tuc dung thudc cho dén khi béc sy bao ngimg.
Néu ban ¢6 cau hoi gi thém, hay hdi y kién bac sy hodc duge sj.

11. Cén bio quin thuoc nay nhw thé nao‘?

Gitr thudc trong bao bi gdc clia nha san xuét, ddy kin.

Pé thube noi khd rdo, tranh 4nh sang, nhi¢t d6 khong qua 30°C, va ngoai tAm voi clia tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

12. Nhirng déu hi¢u va trigu chirng khi dung thuoc qui liéu
Diing thudc chinh xéc nhw hudng dén cta béc s¥. Néu ban ding qué lidu hozc tré em nudt phai
thudc, lién hé ngay vai bc s§ va trung tdm y té gan nhit.

13. Chn phii lam gi khi dung thudc qué litu khuyén cfo?

Ngung ding thude va lién lac ngay voi bac sy hodc trung tam y té gﬁn nhit.

Mang theo vién thubc cing voi bao bi dé bac s§ biét ban da udng thude gi va cé bién phap xir ly
kip thoi.

14. Nhirng diéu cin than trong khi ding thuoe nay

Théng bdo cho bdc sp néu ban dang dimg nhig thudc sau dé diéu tri tang huyét dp

- Thudc ttc ché ACE (nhu enalapril, lisinopril, ramipril), dac biét 1a néu ban bi cac van @ vé
than do dai thao duong.

- Aliskiren.
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- Béc sy ¢6 thé s& kiém tra chirc nang than, huyét ap, va lugng dién giai (nhu kali) trong mau
cua ban thudng xuyén.

Théng bdo cho bdc sy néu ban cé cdc van dé sirc khde sau

Vén dé vé than.

Bénh gan.

Suy tim hoic van dé vé van tim hoc co tim.

Nén nhiéu, tiéu chay, diéu trj véi lgi tiéu liéu cao hoc néu ban dang c6 ché do an it mudi.

Nong d¢ kali trong mau cao.

Vién dé vé tuyén thu(mg théan.

Lién hé véi bac s§ néu ban bi tiéu chdy nang, dai dang va gy sut cdn nhiéu. Bac sy c6 thé sé

danh g1a triéu chimg cua ban va quyét dinh d1eu tri tiép tuc nhu thé nao.

Nhu véi bt ki thude ha huyet ap nao, ha huyét 4p qui mirc & bénh nhén bi rbi loan dong mau

chay ¢ tim hogc nfo c6 thé din dén dau tim hoéic dot quy. Vi thé bac s§ s& kiém tra huyét 4p cua

ban can thén.

Ban can phai thdng béo cho bac sy néu ban nghi ban dang mang thai hodc c6 thé mang thai.

olmesartan khdng dugc khuyen céo sir dung & dau thai ki va chéng chi dinh néu di mang thai

hon 3 théng, vi thube 6 thé gay hai nghiém trong cho tré néu sir dung & g1a1 doan do.

Thuoc ¢6 chira lactose, théng béo cho béc s§ néu ban da timg duoc cho biét khéng dung nap véi

bit cir loai dudmg nao.

Thudc c6 chita polysorbat 80 ¢6 thé gdy di tmg va dau thdu dau c6 thé gdy dau bung, tiéu chay.

Diing thuéc cho tré em

Khéng khuyén cdo sir dung olmesartan cho tré em va thanh thiéu nién duéi 18 tubi.

Phu nix mang thai hodc cho con bu

Phu nit mang thai

Thong béo cho béc s§ néu ban nghi ban dang mang thai hodc c6 thé mang thai. Béc s§ thuong s&

khuyén ban ngimg sir dung olmesartan trude khi ¢6 thai hodc cang sém cang t6t khi ban phat

hién ra minh mang thai va khuyén ban chuyen sang dung thuc khic. Olmesartan khong duge

khuyen c4o sir dung & dau thai ki va chéng chi dinh néu @ mang thai hon 3 thang, vi thudc co

thé gay hai nghiém trong cho tré néu st dung & giai doan do.

Phu nit cho con bu

Thong béo cho béc sy néu ban dang cho con bu hodc ¢6 y dinh cho con bu. Olmesartan khong

duge khuyen cdo & nguoi me dang cho con by, va béc sy ciia ban ¢6 thé chon mot thude khéc

cho ban néu ban mudn cho con by, dac biét néu con ctia ban vira méi sinh hoéc sinh non.

Ldi xe va van hanh mdy méc

Ban c6 thé cam thay bubn ngi hodc chong mdt khi sir dung thudc. Néu diéu nay xay ra, khong

duoc l4i xe hodc van hanh may moc cho dén khi hét tridu chimg.

15_. Kl‘li nio cin tham van bac sy, dwge sy?
Néu cin thém théng tin xin héi y kién bac sy hodc duge s¥.

16. Han ding cia thude: 36 thang ké tir ngdy san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC

Ma ATC: CO9CAO08.

Nhém dwge ly: Thude d6i khang angiotensin II.
Olmesartan medoxomil la mot thube e ché manh, chon loc thu thé angiotensin II (loai AT))
dung dudng udng. Thube duge dr doan ngén chﬁn tit ca hoat dong cua angiotensin Il qua trung
gian thu the AT, khong phu thude vao ngudn gbc hoic con dudmg tong hgp cua angiotensin II.
Téc dung doi khang chon loc thy thé angiotensin I1 (AT:) lam tang ndng d6 renin, angiotensin [
va II trong huyét tuong va giam ndng d¢ aldosteron trong huyet tuong.

Angmtensm 1T 12 mot hormon véan mach chi yéu cta hé renin - angiotensin - aldosteron, tc
ddng chu yéu trén mach mau va déng vai trd quan trong trong sinh ly bénh tang huyét ép qua
thy thé AT.

Trong tang huyét 4p, olmesartan medoxomil gay ha huyét ap dong mach phu thuée lidu, kéo dai.
Chura c6 bang chimg ha huyet ap liéu du, mién dich nhanh khi diéu tri dai han, hogc tang huyét
ap. hdi tmg sau khi ngimg diéu tn

Liéu olmesartan medoxomil 1 1an/ ngay cho tic dung ha huyét 4p hiéu qua va kéo dai trong
khoéang lleu 24 glcr Liéu 1 14n/ ngay cho tic dung ha huyet 4p tuong tu nhu liéu 2 14n/ ngay véi
cung mot tong licu.

Khi diéu trj kéo dai, tac dung ha huyét ap t6i da dat dugc trong 8 tudn sau khi khoi déu didu tri,
mic du ti 1& téc dung ha huyét ap dang ké da duoc thdy sau 2 tuan diéu tri. Khi sir dung phéi hop
voi hydroclorothiazid, tac dung ha huyét ap tang 1én, va phdi hop dugc dung nap tot.
Chura ré anh hudng ctia olmesartan lén ti 1§ tir vong va bénh tat.

2. DU’OC PONG HQC
Hap thu:

Olmesartan medoxomil 12 mét tién duge, duge nhanh chéng chuyén thanh chit chuyén hoa’g
hoat tinh, olmesartan, boi céc esterase tai niém mac rudt va mau ¢ tinh mach cira trong qua tri
hép thu tir dudng tiéu hoa. -
Khéng tim thiy olmesartan medoxomil hoac chudi medoxomil nguyén ven trong huyét ttm'ng va
chét bai tiét. Sinh kha dung tuyét d6i cua olmesartan dang vién nén la 25,6%.

Néng do dinh trong huyet tuong dat dugc trong vong khodng 2 gid sau khi udng va nong do
olmesartan trong huyét tuong ting gan nhu tuyén tinh khi ting liéu don dung dudng udng dén
khoang 80 mg.

Sinh kha dyng olmesartan la 25,6%. Thic dn it anh hudng dén sinh kha dung ciia olmesartan va
vi vay ¢o the dung thudc cling hodc khong cung vai thire an.

Khac biét vé gi6i tinh khong anh huéng dén duoc ddng hoc olmesartan.

Phdn bo:

Olmesartan gim két nhiéu véi protein huyet tuong (99,7%), nhung kha nang gay tuong tic do
canh tranh gin két protem v6i céc thube gan két nhiéu khéc 1a thdp. Su gén két olmesartan véi té
bao mau khong déng ké. Thé tich phan bo sau khi tiém tinh mach thép (16 -29L).

Chuyén héa

Sau khi duge chuyén héa nhanh thanh olmesartan trong qué trinh hip thu, khéng c6 sy chuyén
héa c6 ¥ nghia d4ng ké nao khac xay ra véi olmesartan.

Thai trie:

Tong d6 thanh thai olmesartan huyét tuong la 1,3 L/ gid, tuwong dbi cham so voi luu lugng méu
qua gan. D4 thanh thai ¢ thin khoang 0,5 - 0,7 L/ gi& va khong phu thugc lidu. Sau khi ding
liéu don dudmng uong olmesartan medoxomil danh dau phong xa, 10 - 16% lidu phong xa dugc
thai trir qua nuéce tiéu (phin 16n trong vong 24 gid sau khi uéng) va phan con lai dugc thai trir

qua phan.
Dua trén sinh kha dyng cua thude 12 25,6% c6 thé tinh toan olmesartan hip thu dughc thai trir qua
ca than (40%) va gan - mat (60%).
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Thoi gian béan thai cua olmesartan thay dbi trong khoang 10 - 15 gi& sau khi udng liéu lap lai.
Trang thai 6n dinh dat dwoc sau vai liéu dau tién va khong tich lily thém sau khi dung ldp lai
trong 14 ngay.

Doi twong diic biét

Tré em

Do thanh thai cua olmesartan & tré em tuong tu nhu & nguoi 16n khi duge chuén hoa theo can
nang.

Chura c6 thong tin duge dong hoc & tré em suy than.

Nguoi cao tudi (tie 63 tudi tré lén)

O bénh nhéan ting huyét p, AUC ¢ trang thai 6n dinh téng khoang 35% & ngudi cao tudi (65 -
75 tu01) va khoang 44% & ngudi rét cao tudi (> 75 tudi) so v6i bénh nhén tré hon. Dy c6 thé
mot phan do sy suy giam chirc néing thén & nhitng bénh nhén nay.

Bénh nhdn suy thdn

0 bénh nhan suy thin, AUC ¢ trang thai 6n dinh ting 62%, 82% va 179% tuong (g & bénh
nhén suy thdn nhe, vira va ning so vdi ngudi khoe manh.

Bénh nhdn suy gan

Sau khi ding liéu don, AUC olmesartan cao hon 6% va 65% tuong img & bénh nhan suy gan
nhe va vira so vdi ngudi khoe manh. Ti 1§ olmesartan tu do 2 gid sau khi udng & ngudi khoe
manh, bénh nhén suy gan nhe va vira lan luot 1a 0,26%, 0,34% va 0,41%. Sau khi dung liéu lap
lai & bénh nhén suy gan vira, AUC olmesartan ciing ting khoang 65% so véi ngudi khée manh.
Cumax olmesartan twong tw nhau & ngudi suy gan va nguoi khde manh. Chua ¢ danh gia sir dung
olmesartan medoxomil & bénh nhén suy gan ning.

Gidi tinh

Khong c6 su khac biét duoc ddng hoc lién quan dén gidi tinh.

Twong tic th ubc

Chadt bdt gitt acid mdt colesevelam

Str dung ddng thoi olmesartan medoxomil 40 mg va colesevelam 3750 mg lam gidm Cmax v
AUC cta olmesartan. Anh hudng ndy giam khi dung olmesartan medoxomil 4 gio trudce khi
dung colesevelam hydroclorid. Thoi gian bén thai olmesartan giam 50 - 52% khong phu thudc
vao viéc ding olmesartan dong thoi hodc 4 gior trude khi dung colesevelam hydroclorid.

3. CHI PINH
Diéu tri ting huyet 4p nguyén phét.

4. LIEU DUNG - CACH DUNG

Liéu diing

Nguoi lon

Liéu khai dAu khuyén céo cia olmesartan medoxomil 12 10 mg x 1 14n/ ngay. O bénh nhin c6
huyét ap khong dugc kiém sot dﬁy dua véi lleu nay, ¢o thé ting liéu olmesartan medoxomll 1én
20 mg x 1 1an/ ngdy nhu lleu t6i wu. Néu cin thém tac dung ha huyét dp, c6 thé tang liéu
olmesartan medoxomil 1én t6i da 40 mg/ ngdy hodc c6 the ding thém hydroclorothiazid.

Thude cho tac dung ha huyét ap déng ké trong vong 2 tudn sau khi khéi ddu didu trj va dat tdi da
trong khoang 8 tudn. Nen cin nhéc diéu nay khi mubn thay ddi phac d6 cho bénh nhan.

Ngueoi cao tudi (tir 65 tuoi tré Ién)

Noéi chung khong can chinh liu & ngudi cao tudi (trudmg hop bi suy thén thi chinh liéu nhu &
phin bénh nhén suy thin bén dudi). Néu cin tang liéu 1én t5i da 40 mg/ ngay, nén theo ddi chat
ch& huyét 4p.

Bénh nhan suy than

Liéu t6i da cho bénh nhan suy thin nhe dén vira (d6 thanh thai creatinin tir 20 - 60 mL/ phut) la
olmesartan medoxomil 20 mg x 1 lan/ ngay, do con it kinh nghiém st dung lidu cao trén nhimng
bénh nhan nay. Khong khuyén cdo dung thude cho bénh nhan suy than ning (46 thanh thai
creatinin < 20 mL/ phut), vi thong tin vé sir dung thudc & nhimg bénh nhan nay con han ¢

Bénh nhian suy gan \}
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Khong cn chinh liéu cho bénh nhén suy gan nhe. O bénh nhan suy gan vira, khuyén cao dung
lidu khoi ddu olmesartan medoxomil 10 mg x 1 1An/ ngay va liéu ti da khong vugt qua 20 mg x
1 lan/ ngay. Nén theo d6i chat ché nhimg bénh nhan suy gan da dung thude loi tidu v&/ hosic
thudc tri tang huy ét ap khac. Chua c6 kinh nghlem str dung olmesartan medoxomil & bénh nhan
suy gan ndng, vi viy khong khuyén céo diing thude cho nhimg d6i tugng ndy. Khong nén dung
thudc & bénh nhan b tic mit.

Tré em

An toan va hiéu quéa ctia olmesartan medoxomil & tré em va thanh thidu nién duéi 18 tudi chua
dwoc thiét 1ap. Chira dua ra duge liéu khuyén céo cho dbi m::mg nay.

Khong nén ding olmesartan medoxomil cho tré em du6i 1 tudi vi vén dé an toan va thiéu thong
tin & doi tugng nay.

Cach dung:

Pé gitip viéc tuan thi dé dang hon, nén ding thude vao cung mdt thdi gian mdi ngay, cing hoic
khong cing véi thirc &n, vi dy vao bita sang. Nén nudt vién voi mot lugng nude du (1 cbe).
Khéng nén nhai vién.

5. CHONG CHI PINH

Qu# man véi olmesartan medoxomil hodc bét ky thanh phén nao cta thude.

Ba thang gifta va ba thing cubi cia thai ky.

Téc mat.

Sir dung chung véi thude chira aliskiren & bénh nhan dai thao dudng hofic suy than (GFR < 60

mL/ phat/ 1,73 m?) =
6. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC =
Giam thé tich ndi mach =
Tri¢u chimg ha huyét ap, dac biét la sau khi ding lidu dAu tién, co thé xay ra & bénh nhdn bi A
giam thé tich v&/ hogc natri do din thuéc loi tiéu manh, ché do @n it mudi, tiéu chay hodc non. W

Nhimg trudng hop ndy nén dugce diéu tri trude khi ding olmesartan medoxomil.

Cdc tinh trang khdc hoat hda hé renin - angiotensin - aldosteron (RAAS)

& bénh nhan ¢6 truong lyc mach méu va chiic nang than phu thuge chu yeu vao hoat dong cla
RAAS (nhu bénh nhén suy tim sung huyét ning hosc ¢6 bénh thén tiém 4n, bao gom hep dong
mach thén), didu tri voi cac thude khac ¢6 anh huéng den hé ndy c6 thé giy ha huyét 4p cap tinh,
tang nito huyét, thidu niéu hodc hiém giip 12 suy thin cap. Khong thé loai trir kha ning xdy ra tac
dung twong tyr khi dung cac thudc dbi khang thu thé angiotensin I (ARB).

Tdang huyét dp do do bénh mach madu thdn

Co sy gia ting nguy co ha huyét 4p va suy than khi bénh nhén bi hep dong mach than hai bén
hodc hep dong mach than don dgc khi sir dung thude téc dong lén RAAS.

Suy thdn va ghép thdn

Khi sir dyng olmesartan medoxomil cho bénh nhén suy giam chirc ning thén, khuyen cao theo
doi ndng do kali huyét thanh va ndng dj creatinin dinh ki. Khéng khuyén céo st dung
olmesartan medoxomil & bénh nhén suy thén néng (d6 thanh thai creatinin < 20 mL/ phat). Chua
¢6 kinh nghiém sir dung olmesartan medoxomil & bénh nhéan dugc ghép thin gén day hodc bénh {
nhan suy thén giai doan cudi (a6 thanh thai creatinin <12 mL/ pht).

Suy gan

Chua c6 kinh nghiém sir dung olmesartan medoxomil & bénh nhén suy gan ning vi vay, khong
khuyén céo dung thudc cho nhém bénh nhén nay.

Tang kali huyef

Str dung thudc tac dong 1én RAAS ¢o thé gay ting kali huyét.

Nguy co, ¢6 thé tir vong, tang & ngudi cao tudi, bénh nhan suy than va bénh nhén dai thao
dudng, bénh nhan sir dung dong thoi voi céc thube c6 thé gay tang kali huyét, v&/ hodc & bénh
nhén méc ddng thoi céc bién cb khic.

Trude khi can nhic str dung thude tac dong 1én RAAS, nén danh gid ti s6 1gi ich, nguy co va cin
nhéc c4c diéu trj khéc.

|
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Yéu t6 nguy co chinh cta ting kali huyét cin can nhéc 1a:

- Dai thdo dudng, suy thén, tudi tic =70 tu01)

- Sir dung phéi hop v6i mot hodc nhiéu thudc c6 téc dong dén RAAS va/ hodc thuc phdm bb
sung c6 kali. M6t s6 thude hoic nhém thube co thé géy tang kali huyet Ché phim thay thé
muodi ¢6 chira kali, thude lgi niéu gitr kali, thudc e ché enzym chuyen angiotensin (thudc irc
ché ACE), ARB, thubc khang wem khong steroid (NSAID) (bao gém thude e ché chon loc
COX—Z), heparin, thudc trc che mién dich nhu ciclosporin hogc tacrolimus, trimethoprim.

- Mic dong thoi cdc bién cb khéc, dac biét 12 mit nude, mat bl tim cp tinh, nhidém toan
chuycn hoa, giam chirc nang thén, giam chirc néng than d6t ngét (nhur bénh nhiém tring), ly
glal t& bao (nhur thiéu méu chi cip tinh, tiéu co vén, chin thuong kéo dai).

Khuyen cdo theo déi chat ché kali huyet thanh ¢ bénh nhan c6 nguy co.

Phong bé kép RAAS

C6 bang chimg cho thdy viéc sir dung phéi hop thubc rc ché ACE, ARB hogc aliskiren lam ting

nguy co ha huyet ap, ting kall huyet va giam chirc nang than (bao gbm suy than cip). Vi véy

khéng khuyen céo phong bé kép RAAS bang ph01 hop thude wrc ché ACE, ARB hoic aliskiren.

Néu phm hop diéu tri phong bé kép 1a thit su cin thiét, chi nén si dung dudi sy gidm sat cua

chuyén gia va theo d&i chat ché chirc nang thén, dién giai va huyét ap ciia bénh nhan thudng

Xuyén.

Khong nén ding phdi hop thude wrc ché ACE va ARB & bénh nhén bi bénh than do di thao

dudng.

Lithi

Khéng khuyén céo phéi hop lithi va olmesartan medoxomil.

Hep van dgng mach chi hodc van hai ld hodc bénh co tim phi dai tdc nghén

Nhur nhitng thudc gidn mach khéc, diic biét than trong khi dung thudc cho bénh nhén bi hep van

dong mach chu hodc van hai 14 hodc bénh co tim phi dai tic nghén.

Cudng aldosteron nguyén phdt

Bénh nhén bi cudng aldosteron tién phat néi chung khong dap ung véi thudc ha huyét 4p tc

dung théng qua trc ché hé renin - angiotensin. Vi vdy khéng khuyén cdo sir dung olmesartan

medoxomil & nhitng bénh nhén nay.

Bénh ly duong tiéu héa man tinh tuwong tu bénh sprue

Rét hiém gip trudmg hop tiéu chay niang, man tinh kém sit cén nhiéu & bénh nhin dung

olmesartan trong vai thang dén nhiéu nim sau khi khai dAu diéu tri, nguyén nhan c6 thé do phan

{mg tang huyét ap cuc bd xay ra chdm. Két qua sinh thiét rudt ciia cac bénh nhan thuong phat

hién cé teo nhung mao rugt. Néu xuét hién nhing triéu chiing nay trong quéa trinh diéu tri ma

khong ¢6 nhing nguyén nhén rd rang khic, nén ngu:ng dlcu tri vi olmesartan ngay va khong
nén bit dau lai. Néu tiéu chdy khong cai thién trong vai tudn sau khi ngimg thudc, nén cén nhic
tham khdo céc chuyén gia ve da day - rugt.

Chuing téc

Nhu véi nhimg ARB khac, tac dung ha huyet dp cua olmesartan medoxomil thdp hon & bénh

nhéan da den so v6i cdc bénh nhén khac, c6 thé do ti 1¢ trang thai renin thip cao hon & ngudi da

den ting huyét ap.

Phu nit co thai

Khéng nén bit déu sir dung ARB trong thai ki. Trir khi viéc tiép tuc didu tri voi ARB la thiét

yéu, bénh nhén c6 y dinh mang thai nén dugc chuyén sang mot thudc ha huyét 4p thay thé co

thong tin an toan khi sir dung cho phu ntt mang thai da dugc thiét 1ap.

Sir dung thudc co tac dong Ién hé renin - angiotensin trong ba théng giita va ba théang cudi thai ki

lam gidam chic nang thén cua thai nhi va ting nguy co bénh tat va tr vong & thai nhi va tré so

sinh. Thiéu bi ¢6 thé din dén giam san phéi va di tat xuong & thai nhi. Téc dung khéng mong y

mudn c6 thé xay ra & tré so sinh bao gdm giam sin xuong so, vd niéu, ha huyét ap, suy than va <§‘\/

tu vong. Khi dugc chan doan la c6 thai, ARB nén duogc ngimg ngay lap tirc, va, néu thich hop,

bt diu diéu trj thay thé.

Bénh tat o thai nhi
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Khong sir dung olmesartan dé didu tri tang huyét 4p cho tré em dudi 1 tudi. Thube tac dong truc
tiép trén hé RAAS c6 thé anh huong dén sy phat trién ctia than chua truéng thanh.

Thdn trong khdc

Nhu nhirng thudc diéu tri tang huyét ap khac, ha huyet 4p qua muc & bénh nhan bi bénh tim
thiéu mau cuc b hodc bénh thiéu mau néo cuc bd co thé gly nhdi méu co tim hodc dot quy.
Thude ¢6 chira lactose, bénh nhén méc bénh di truyén hiém gap khong dung nap galactose, thiéu
hut Lapp lactase hoac roi loan hép thu glucose - galactose khong nén dung thubc nay.

Thudc ¢6 chira poly sorbat 80 cé thé gay di tmg va dAu thdu diu c6 thé giy budn nén, ndn, dau
bung, ti€u chay.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nit co thai

Khéng khuyén céo sir dung ARB trong 3 thang déu thai ki. Chéng chi dinh sir dung ARB trong
2 thang gitra va 2 thang cudi thai ki. Mdc du cdc nghién ctru dich t€ hoc hién chua chimg minh
dugc nguy co gy quai thai khi st dung thudc trong ba thang déu cua thai ki nhung khong thé
loai trir dugre hoan toan nguy co nay.

Phoi nhiém véi ARB trong 3 thang giira va 3 thang cudi thai ki gdy ddc cho thai nhi (giam chirc
nang thén, thiéu 61, cham hoa cdt xuong so) va ddc cho tré so sinh (suy thin, ha huyét ap, tang
kali huyét).

Néu c6 phoi nhiém véi ARB tir 3 thang giira thai ki trd di, nén 51cu am kiém tra chirc nang thin
va xuong s9. Tré so sinh ¢6 me sir dung ARB nén duge theo doi cén than tinh trang ha huyét ap.
Phy nit cho con bu

Olmesartan tiét qua stta & chudt cho bi nhung chua rd thudc c6 tiét qua sita & ngudi khong. Vi
chua c6 thong tin vé& viéc sir dung olmesartan khi cho con by, khong khuyén céo sir dung thude
v t6t nhat nén dung céc bién phap diéu tri thay thé an toan khi sir dung cho phu nit cho con bu,
dac biét la khi cho bl & tré so sinh va tre sinh non.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Olmesartan c6 anh huong it t6i trung binh dén kha nang lai xe va vén hanh may moc. Chong
mit va mét moi 6 thé xay ra khi bénh nhén sir dung thude ha huyét ap, ¢6 thé lam giam kha
nang phan ung.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Anh hwing cua cac thudc khéc 18n olmesartan medoxomil

Cdc thuéc ha huyer dp khdc

Téc dung ha huyét 4p cia olmesartan medoxomil c6 thé tang khi ding dong thoi véi cac thudc
ha huyet ap khac.

Thuéc tec ché ACE, ARB hodc aliskiren

Phong bé kép RAAS bing phdi hop thuoc itc ché ACE, ARB hoic aliskiren gdy ting tin suat
tdc dung khong mong mudn nhur ha huyet ap, tang kali huyét va giam chirc nang than (bao gdm
suy thin cap) so véi chi sir dung mét thuoc tac dong 1én RAAS.

Thue pham bo sung chita kali va thudc loi niéu gm kali

Sir dung ddng thoi thude loi niéu giit kali, thye phém b sung chira kali, ché phim thay thé mudi
chira kali hodc cdc thude khéc 1am tang nong d¢ kali huyét thanh (nhu heparin) c6 thé dan dén
ting kali huyét thanh. Khong khuyén céo sir dung phéi hop nay.

Cdc NSAID

Cac NSAID (bao gbm acid acetylsahcyllc véi lleu >3 g/ ngay va ca thubc rc ché COX-2) va
ARB c6 thé tac dung hiép dong lam giam d¢ loc cdu than. Suy than cap 14 nguy co khi sir dung
ddng théi NSAID va ARB. Nén theo ddi chirc nang than khi khai dau diéu tri cling nhu thudng
xuyén b nudc cho bénh nhén.

Hon nita, viéc phdi hop didu trj ¢6 thé giam tac dung ha huyét 4p ciia ARB, din dén mét hiéu
lyc mot phan.

Chdt bat giir acid mét colesevelam
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Str dung dong thoi véi chit bat giir acid mat colesevelam hydroclorid 1am giam AUC va nong
do dinh huyét trong cta olmesartan va glam ti2. Ding olmesartan medoxomil it nhit 4 gid
trude khi ding colesevelam hydroclorid dé giam anh hudng cta tuong tic thude.

Cdc thubc khdc

Sau khi str dung thudc khang acid (nhdm magnesi hydroxyd), c6 sy gidm nhe sinh khé dung cta
olmesartan. Str dung chung voi warfarin va digoxin khéng anh hudng dén duge dong hoc cia
olmesartan.

Anh huémg ciia olmesartan medoxomil dén cdc thudc khic

Lithi

Tang ndng dd huyet thanh c6 hdi phuc va ddc tinh ctia lithi d3 dugc bdo cdo khi sir dung dong
thoi lithi voi thude re ché ACE va ARB. Vi vay khong khuyen cao sur dung ph01 hop llthl va
olmesartan medoxomil. Néu phéi hop duge chimg minh 14 cAn thiét, nén theo doi cin than nong
dd lithi huyét thanh.

Cdc thudc khdc

Olmesartan khong c6 tuong tac gay anh hudng dang ké véi céc thuée bao gdm warfarin, digoxin,
thudc khang acid (nhdm magnesi hydroxid), hydroclorothiazid va pravastatin.

In vitro, olmesartan khong ¢ ché dang ké hoat dong cia cic enzym CYP 1A1/2, 2A6, 2C/9,
2C19, 2D6, 2E1 va 3A4. Khoéng du doan olmesartan c6 tuong tac dang ké v6i cac thube chuyén
héa qua cac enzym CYP trén.

8. TAC DUNG KHONG MONG MUON
Thm:mg gap, 1/100 < ADR <1/10
Chuyen héa va dinh dudng: Téng triglycerid huyét, ting acid uric huyét.
Thén kinh: Chéng mét, nhirc dau.
Ho hap, long nguce va trung thit: Viém phé quan, viém hong, ho, viém miii.
Tiéu hoa: Viém da day, tiéu chay, dau bung, budn nén, khé tidu.
Co xuong va mé hen két: Viém khdp dau lung, dau xuong.
Than va tiét niéu: Tiéu ra m4u, nhiém tring duong tiéu. .
Toan than: Dau, dau ngyre, phu ngoai bién, tri¢u chimg gidng cim, mét moi.
Xét nghiém: Tang enzym gan, tang ure huyet ting creatinin phosphokinase huyét.
It gép, 1/1.000 < ADR <1/100
Mau va hé bach huyét: Giam tiéu cau.
Mién dich: Phan ng phéan vé.
Tai va mé dao (tai trong): Hoa mit.
Tim: Pau thit nguc.
} Tiéu hoa: Non. ]
Da va cic md dudi da: Phat ban, viém da dj ing, ndéi may day, ngira.
Co xwong va mo lién két: Pau co.
Toan than: Phu mét, suy nhuge, khé chiu.
Hiém 8dp, 1/10.000 < ADR <1/1.000
Chuyén hoa va dinh dudng: Tang kali huyét.
Mach mau: Ha huyét 4p.
Da va cdc m6 dudi da: Phu mach.
Co xuong va mé lién két: Co thét co.
Thén va tiét nidu: Suy thin cap, suy than.
Toan than: Hon mé.
Xét nghiém: Tang creatinin huyét.
Rét hiém gap, < 1/10.000
Tiéu héa: Bénh ly dudng tiéu hda man tinh tuong tu bénh sprue.
Poi twong dic bit Q/

Tré em
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Théng tin an toan cua olmcsartan medoxomil néi chung khong khac nhau dang ké giira ngudi

I6m va tré em. Nhung tan suét cia céc tac dung khong mong mubn sau & tré em cao hon ngudi

16m.

— Chay méu cam la tic dung khong mong mudn thudng gip & tré em nhung khong dugc béo
cdo ¢ ngudi 16m.

— Ti 1§ tdc dyng khong mong muon chéng mit va nhirc diu & tré em 6 - 17 tudi ding
olmesartan lléu cao, cao hon gan gdp dbi so véi & ngudi lén.

Nguoi cao tuoi

Tan suét ha huyet &p ting it & ngudi cao tudi (tir }nem gap thanh it gip).

Thubc co thé gdy ra cdc tdc dung khdng mong 1 muon khdc, khuyén bénh nhdn théng bdo cdc tdc

dung khong mong mudn gdp phai khi diing thubc.

9. QUA LIEU VA CACH XU TRi

Théng tin qué liéu & ngudi con han ché. Tac dung thudng gip nhét khi qua liéu 1a ha huyet ép
Trong truong hop qua lidu, nén theo dai bénh nhan cin thin, diéu trj triéu chimg va diéu trj hd
trg.

Chua c6 thdng tin vé kha ning thdm tach cia olmesartan.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéng ding qué liéu chi dinh.
11. TEN, DJA CHi VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)
L3 M7A, Pudmg D17, Khu Cong nghiép My Phude 1, Phuong Théi Hoa, Thi x@ Bén Cat, Tinh

Binh Duong, Viét Nam
Tel: 0274.3567.687  Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LA}
THUOC S

Téng Giam Ddc

Pham Ti Gutong

'UQ. CUC TRUONG
TRUONG PHONG
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