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Olmesartan medoxomil 40 mg
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HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

GLANTA® 40

Olmesartan medoxomil
Vién nén bao phim

1. Thanh phin

M3i vién nén bao phim chira:

Hoat chdt: Olmesartan medoxomil 40 mg.

Ta duge: Cellulose vi tinh thé, lactose monohydrat, crospovidon, natri stearyl fumarat, hypromellose, hydroxypropylceliulose, talc,

titan dioxyd.

2. Dang bao ché: vién nén bao phim.

3. Duge lye hoe va duge dong hoe

Duge lue hpe

Nhém dwge Iy: Thube dbi khang thu thé angiotensin I1.

Ma ATC: C09C A 08

Olmesartan 13 thude chdng ting huyét ap dung dudmg u6ng co tac dung dbi khéng thy thé angiotensin Il (AT,). Angiotensin II duge

tgo thanh tir angiotensin 1 va durge xic tac bdi men chuyén (ACE, kinase I1). Angiotensin 11 1 téc nhén co mach, tang huyét ap, kich

thich téng hgp aldosteron, tai hdp thu Na+, kich thich tim. Olmesartan ¢ ché sy co mach va hiéu qua bai tiét aldosteron cia

angiotensin 11 do cén tré sy gén angiotensin 11 1én thy thé AT, (thy thé angiotensin logi 1) & nhiéu mé nhur co tron thanh mach, tuyén

thugng than. Ciing ¢6 thy thé AT, & nhiéu md nhung né khong lién quan dén didu hoa tim mach.

Olmesartan khong trc ché men chuyén, cling nhu khong gén hozc khéa hormon khéc hogc kénh ion lién quan dén diéu hoa tim mach.

Duge djng hpc

Olmesartan medoxomil 1a m{t tién chét dang ester, bj thiy phén trong qu4 trinh hip thu & duomg tiéu hoa chuyén thanh dang

olmesartan c6 hoat tinh. Sinh kha dung tuyét d6i khoang 26%. Néng d6 dinh trong huyét twong dat dugce sau khi ubng thube 1 - 2

gidv. it nhét 99% thubc gin véi protein huyét trong. Khodng 35 - 50% lidu hip thu duge bai tiét trong nude tidu, phén con lai trong

mit. Nira doi thai trir cia thude khoang 10 - 15 gid.

Nhém bénh nhiin dfic biét:

Ngtedi cao tuéi (trén 65 tuoi);

Bénh nhén cao huyét ap: Khi so véi nhém bénh nhan tré tudi hon, AUC & trang thai 6n djnh ting khoang 35% & nhém bénh nhén cao

tudi (1ir 65 dén 75 tudi) va khoang 44% & nhom bénh nhén trén 75 tudi.

Bénh nhan suy than:

(3 nhimg bénh nhéan suy than, AUC & trang thai 6n dinh ting lan lugt 62%, 82%, 179% trong (g vai tinh trang suy thin nhe, vira va

ning so vai nhimg ngudi khée manh.

Bénh nhan suy gan:

Sau khi ubng liéu duy nhét, gia tri AUC cia olmesartan da tang 1dn lugt 6% va 65% & ngudi suy gan nhe va ngudi suy gan vira so

véi ngudsi binh thuémg Hai gitr sau khi ding thude, phin khong lién két cia olmesartan 1n lugt & ngudi binh thudmg, ngudi suy gan

nhe va ngudi suy gan vira 2 0,26%, 0,34% va 0,41%, Sau khi 1ap lai liéu dung & bénh nhin suy gan vira, gid tri AUC trung binh cta

olmesartan mdt 1&n nira ting 65% so v&i ngués binh thuémg, Gia tri Cmax trung binh clia olmesartan nhu nhau & ngudi bénh suy gan

va ngudri binh thudmg, Olmesartan medoxomil chura duge danh gig & nguiri suy gan ning.

4. Quy cich déng gbi:

Hp 3 vi x 10 vién nén bao phim.

5. Chidinh

- Olmesartan dvgc ding trong diéu trj tang huyét dp, ding mdt minh hay phdi hop véi thube trj ging huyét 4p khac nhu amlodipin
hay hydroclorothiazid.

- Olmesartan duge dung trong diéu tri ting huyét ap & b¢nh nhin cd bénh than man tinh, dai thio ditdmg, su i

- Olmesartan dugc ding trong diéu trj suy tim sung huyét & bénh nhén khong dung nap véi thubg/tre ch&men chuyén.

6. Liéu dung va cich ding

Liéu diing

Ngudi lén: Liéu thong thudmg 20 mg, ngay mot ldn. C6 thé tang liéu 40 mg, ngdy mdt lin khi can.

Téc dung ha huyét 4p kéo dai 24 gitr sau khi ubng thudc. Hau hét tic dung ha huyét ap thily rd nhét trong vong 2 tudn sau khi bét diu

diéu trj va co hiéu Iyc t6i da trong vong 8 tuln.

Ngudi cao tudi (= 65 tudi): Lidu t6i da 20 mg, ngay mot 1an.

Bénh nhin suy thin nhe dén vira (4§ thanh thii creatinine 20 - 60 ml/phat): Lidu t6i da 20 mg, ngdy mit lin.

Bénh nhiin dudi 18 tudi: khong khuyén cdo sir dung.

Ciéch dang

Udng thube khéng ciing véi bira an.

7. Chdng chi dinh

Qua min cam véi olmesartan hodic véi bt ky thanh phin ndo cia ché phim,

Suy gan,

Suy thén ning.

Phuy nir ¢6 thai va phy nir cho con bu.
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8. Luu y va thin trong

O nhimg bénh nhén bj giam thé tich ndi mach (nhu nhimg ngudi dugc diéu tri voi lidu cao thube Igi tiéu) co thé xay ra tut huyét 4p.
nén diéu chinh tinh trang ndy truée khi ding olmesartan hoéic dung liéu khéi du thip hon.

Sir dung thude thin trong trén nhimg b¢nh nhén ¢6 chirc nang thdn phy thuge vao hoat dong cua hé renin-angiotensin-aldosterone
(suy tim sung huyét ndng), ding thudc e ché men chuyén va thube dbi khang thy thé angiotensin.

Tiéu chay man tinh, ning kém theo sut ¢én déng ké da xdy ra & bénh nhin dung olmesartan sau vii thang dén vai nam. Néu bénh
nhén xudt hién cdc triéu chimg ndy trong khi diéu tri véi olmesartan, nén xem xét viéc ngimg dung thubc.

Sir dung trén phy nir ¢6 thai: Olmesartan chdng chi dinh trong thai ky, nén ngimg ding olmesartan néu phat hién c6 thai.

Sir dyng trén phy ni¥ cho con bii: Chua dugce biét rd olmesartan c6 bai tiét trong sita me hay khong. Do nhiéu thube duge bai tiét
trong sira va do kha niing xdy ra tdc dung ngoai ¥ ciia olmesartan trén tré bii me, nén quyét dinh ngirng cho tré bl hodic ngimg thude
tiy vao tim quan trong cua thude dbi véi ngudri me.

Sir dung thude trén tré em:

Olmesartan khong c6 tac dung ha huyét ap @ tré em dudi 6 tudi.

Khéng ding olmesartan trong diéu trj ting huyét ap ¢ tré em dudi 1 tudi.

Anh hudng cia thude dén kha ning didu khién thu xe vi vin hanh miy méc: Olmesartan c6 thé gy chong mit, do d6 nén than
trong khi dung thude cho ngudi 14i xe va vin hanh may méc.

9. Twong tdc ciia thube véi cac thube khic va cdc dang twong tic khic

Téc dung chdng tang huyét dp cia olmesartan dugc tang cudng khi ding ddng thiri voi cde thude lam ha huyét ép khéc.

Sinh kha dung cia olmesartan khong bién déi ddng ké khi ding déng thori véi cée thude khang acid.

Olmesartan khéng bj chuyén héa bdi hé enzym cytochrom P450 va khong ¢6 téc dong 1én enzym P450, do d6 dyr kién khong c6
tuong téc thube gitra olmesartan véi cic thude (e ché, xiic tac hodc bj chuyén héa béi enzym nay.

NSAID c6 kha ning lam tAng nguy co suy thin va gidm tic dung ching tang huyét ap ctia olmesartan khi ding ddng thoi.
Colesevelam hydroclorid lam giam néng dé dinh trong huyét tuong cta olmesartan. Nén diing olmesartan truée colesevelam
hydroclorid it nhét 4 gier dé giam twong téc ndy.

Tuwong tde voi thuée bé sung kali va thude lpi tiéu tiét kigm kali:

Dyra viio kinh nghiém vigc sir dung céc thude khéc anh huémg téi hé renin — angiotensin, khéng nén diing dong théi vai thude loi tiéu
tiét ki¢m kali, thubc bd sung kali va mudi thay thé chira kali hodc cac thude khéc vi ¢6 thé lam ting ndng 9 kali trong mau (nhu
heparin) diéu nay co thé din dén tang kali huyét.

Twomg tac var Lithium:

Di ¢6 bao cdo vé truomg hgp tang c6 hdi phuc nong df lithi trong huyét thanh va dgc tinh khi ding ddng thiri vai cdc thudce e ché
enzym chuyén dbi angiotensin va thude dbi khang thy thé angiotensin I1. Vi vily, khong nén sir dung ddng thai olmesartan vdi lithi.
Néu bt bude phai dimg thube, cin theo ddi chat ché ndng d9 lithi trong huyét thanh.

10. Téc dyng khéng mong mubn

Céic tic dung khong mong mubn duge xép theo tdn sudt nhu sau:

Rét thuimg gip (ADR=> 1/10)

Thuimg giip (1/100 < ADR < 1/10)

it gip (1/1000 < ADR < 1/100)

Hiém gap (1/10 000 < ADR < 1/1000)

Rt hiém gap (ADR<1/10.000)

Che rbi loan toan thén va tai chd

chitng gibng cam; Mét moi

H¢ co quan Tac dung khing mong muon Tén suiit
R3i loan méu va h¢ bach huyét Giam tiéu ciu It gap
Rai loan hé mién dich Phén tmg phén v§ It gap
Rbilomchrbnbin i dmanong |- gycerd eyl Ting adwic iyl Thing g
R&i loan hé thin kinh Chong mat; Pau diu Thuomg gap
R&i loan tai va mé dao Chéng mat It gap
R&i logn tim Dau that ngyre It gap
R&i logn mach Ha huyét ap Hiém gip
R&i loan hé hdp, long ngire va trung that Viém phé quan; Viém hong; Ho; Viém mii Thurtmg géap
Vlét:l‘l da. dx.iy-mét: Tiéu chdy; Dau bung; Budn Thudng gép
Réi logn tiéu hoa 2 St
Non it gap
Bénh sprue gidng nhir bénh rudt non. Rét-hiém gip
Ngoai ban; Viém da dj (mg; May day; Phat 1 ol
Réi loan da va mé dudi da ban; Ngira P
Phir mach ha 7~ Hiém gip
Viém khép; Dau lung; Pau xgromg~" Thudmg gip
R&i loan hé co-xiromg khép va mé lién két Dau co It gap
Co thit co Hiém gap
£y —_— Tiéu ra mau; Nhiém tring tiét niéu; Thudmg gap
R6i logn thiin va tiét nigu Suy thin chp; suy thén Hikm gip
Dau nhire; Pau ngye; Phu ngoai vi; Tri¢u Thisdng ghp

Phi mat; Suy nhuge; Kho chiju

it gap
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Ngung st dung va hoi y kién bdc st néu ban gap bat ky truomg hop nao sau ddy: Céc tic dung phy tré nén ning hon.
Théng bdo cho béc si nhirmg tic dyng khng mong mudn gip phai khi sir dung thube.

11. Qué liu va xir tri

Trigu chimg: Déu higu cla qué liéu olmesartan gbm ha huyét ap, tim ddp nhanh, mach chim.

Xié tri: Lap tirc lam réng da day bing cach gy non hodc rira da day. Néu tri¢u chimg ha huyét 4p xdy ra, nén diu tri hd tro.
12. Didu kién bio quan: D& noi khd réo, tranh 4nh sang, nhiét do khong qué 30°C.

13. Han diing: 36 thang ké tir ngdy san xuft.

14. Tén, dja chi cia co s& sin xufit:

CONG TY TNHH DUQC PHAM GLOMED

Dja chi: S6 35 Dai L§ Ty Do, KCN Viét Nam — Singapore, thi xa Thudn An, tinh Duon

DT: 0650.3768823 Fax: 0650.3769095

15. Ngay xem xét, sira dbi, cdp nhit lai ndi dung huéng din sir dung thube: 14/11/16




{

1994214,
https://trungtamthuoc.com/ /0 CA
e - [/ conGTY \Z
";’ ﬁaicn NHIEM HUU

: o * o <
HUSN_(_;_JDAN SU DUNG THUOC CHO BENH\%§;§'5 )ﬁ/

N gy T
1- Tén san phim M

Tén generic hodc tén chung quéc té: Olmesartan medoxomil
Tén biét duge: GLANTA® 40

Thubc bén theo don.

Dé xa tAm tay cua tré em.

Poc ki huéng din sir dung truée khi dung.

Néu chn thém thong tin xin héi y kién béc si.

Théng bido ngay cho béc si nhirng tic dyng khéng mong mudn gip phii khi sir dung thude.

2- Thanh phin cia thube

M&i vién nén bao phim chira:

Hoat chit: Olmesartan medoxomil 40 mg.

Thudc con chira cdc ta duge sau: Cellulose vi tinh thé, lactose monohydrat, crospovidon, natri
stearyl fumarat, hypromellose, hydroxypropylcellulose, talc, titan dioxyd.

3- M té san phim

Glanta 40 c6 dang vién nén bao phim diung dé ubng.

Vién nén bao phim dai, mau tring, mdt mat c6 khic gach ngang, mot mat c6 khic chir GLM.

4- Quy cach déng goi

-Hop 3 vi x 10 vién nén bao phim.

5- Thudc dung cho bénh gi?

- Olmesartan dugc dung trong diéu trj ting huyét ap, ding mdt minh hay phdi hgp véi thude tri
tang huyét ap khac nhu amlodipin hay hydroclorothiazid.

- Olmesartan dugc ding trong diéu tri ting huyét 4p & bénh nhén c6 bénh thin man tinh, dai thao
dudng, suy tim.

- Olmesartan dugc ding trong diéu tri suy tim sung huyét & bénh nhan khéng dung nap véi thube
trc ché men chuyén.

6- Nén ding thudc nay nhw thé nao va liéu lwgng?

Céch dung

Ubng thude khong ciing vai bira an.

Liéu ding

Ngudi 16m: Liéu théng thudong 20 mg, ngay mdt 1an. C6 thé tang liéu 40 mg, ngay mot 1an khi can.
Téc dung ha huyét 4p kéo dai 24 gid sau khi ubng thube. Hau hét tac dung ha huyét 4p thdy rd nhat
trong vong 2 tuan sau khi bit diu diéu tri va c6 hiéu luc t6i da trong vong 8 tuan.

Ngudi cao tubi (> 65 tudi): Liéu t6i da 20 mg, ngay mot lan

Bénh nhén suy thin nhe dén vira (d¢ thanh thai creatinine 0 ml/phat):

Lidu téi da 20 mg, ngay mot lan.

Bénh nhén dwéi 18 tudi: khong khuyén cdo sir dung.

7- Khi niao khong nén dang thude nay?

Qua min cam véi olmesartan hoic v6i bét ky thanh phdn nao cia ché pham.

Suy gan.

Suy than ning.

Phu nir ¢é thai va phu nir cho con bi.

Dung phdi hop olmesartan véi céc thude trc ché renin truc tiép & bénh nhan dai théo duomg, bénh
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8- Téc dung khong mong muén

Céc tac dung khoéng mong mudn duge xép theo tin sudt nhu sau:

Rét thuong gap (ADR> 1/10)
Thuodng gép (1/100 < ADR < 1/10)
it géip (1/1000 < ADR < 1/100)

Hiém gap (1/10 000 < ADR < 1/1000)

R4t hiém gip (ADR<1/10.000)

H¢ co quan Tac dung khong mong muon Tian suit
R4i loan méu va hé bach huyét | Giam tiéu cau It gap
R6i loan h¢ mién dich Phén (mg phan vé It gap
Rbi loan chuyén héa va dinh Té'ng m.:g Fyeorsl Hyes T ol Thudmg gap
duitiig uric huyét ' :
Tang kali huyét Hieém gép
R&i loan hé than kinh Chéng mit; Pau dau Thuong gap
Rdi loan tai va mé dao Chéng mat It gap
Réi loan tim Pau thit nguc It gap
Ro6i loan mach Ha huyét ap Hiém gip
R6i loan hé hap, long nguc va | Viém phé quan; Viém hong; Ho; .
trung thét Viém mai Thutng gép
Viém da day-rudt; Tiéu chay; Pau ;
bung; Budn ndn; Kho tiéu Thuong gip
R6i loan tiéu hoa Nén It gip
Bénh sprue giong nhu bénh rudt Rét hiém giip
non.
Ngoai ban; Viém da di ung; May it
Réi loan da va mé duéi da day; Phét ban; Ngira gap
Phu mach Hiém gdp
5 Viém khop; Pau lung; B
ROi loan hé co-xuong khép va R T R e e :Fhuﬂrng gip
m6 lien két i o 1t g3p
Co thit co Hiém gip
) Tid A T - % TR =
Réi loan than va tiét niéu icu rfi makl, Ntuem}rung tiét nigu; T’l.w_:rmlgv gép
Suy than cap; suy than Hiém géap
Da’:lf nhuF; Ba-li nguf:; Phtxnngoz._l} vii Thiding g8
Ot loam folin il viiglal |0 e ouil SONg S TN TG,
e s Phu mat; Suy nhugc; Kho chiu it gap
Ngu lim

Ngung sie dung va hoi y kién bdc si néu ban gap bat ky truong hop nao sau ddy: Céc tac dung phu

trd nén nang hon.

Théng bso cho béc si nhimg tic dung khong mong mudn giip p
9- Nén tranh ding nhirng thude hoic thye phim gi khi dang di

Tac dung chong tang huyét ap cta olmesartan dugc ting cuong
lam ha huyét ap khac.

Sinh kha dung cua olmesartan khong bién ddi dang ké khi ding ddng thoi véi cac thuc khang
acid.

Olmesartan khong bj chuyén héa bai hé enzym cytochrom P450 va khéng cé tic dong 1én enzym
P450, do d6 du kién khong c¢6 tuong tac thudc giira olmesartan véi céc thude tre ché, xtic tac hodc
hi chivén héa hdi enzvm nav

=
n
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NSAID c6 kha ning lam ting nguy co suy than va giam tic dung chdng ting huyét ép cua
olmesartan khi ding ddng thoi.

Colesevelam hydroclorid lam giam ndng d¢ dinh trong huyét twong cta olmesartan. Nén diing
olmesartan trudc colesevelam hydroclorid it nhit 4 gi¢r @& giam tuong téc nay.

Twong tic véi thuoe bo sung kali va thuéce loi tiéu tiét kigm kali:

Dura vao kinh nghiém viée sir dung céc thude khac anh huong tGi hé renin — angiotensin, khéng nén
ding dong thoi véi thube loi tiéu tiét kiém kali, thude bd sung kali va muédi thay thé chira kali hoic
céc thude khac vi c6 thé lam tang ndng do kali trong méu (nhu heparin) didu ndy c6 thé din dén
tang kali huyét.

Tuwong tac voi Lithium:

D c6 bdo cdo vé trudmg hop tang c6 hdi phuc ndng do lithi trong huyét thanh va doc tinh khi dung
dong thoi véi céc thube e ché enzym chuyén ddi angiotensin va thubc déi khéng thu thé
angiotensin II. Vi vdy, khong nén sir dung dong thoi olmesartan véi lithi. Néu bét bude phai dung
thudc, ¢in theo doi chat ché ndng d§ lithi trong huyét thanh.

10- Cin lam gi khi mjt lin quén dung thubc?

Nén dung liéu da bo sét ngay khi nhé ra. Tuy nhién, néu gan dén thoi gian udng lidu ké tiép, bo qua
lidu da quén va udng lidu ké tiép vao giv thuomg 1. Khong udng lidu gdp doi dé bu cho lidu bé sét.
11- Can bio quin thudc nay nhw thé nao?

Pé noi kho rao, tranh 4nh sang, nhiét 49 khong qué 30°C.

12- Nhirng ddu hi¢u va tri¢u chimg khi ding thube qu4 liéu

Déu hiéu ctia qua liéu olmesartan gdm ha huyét 4p, tim d4p nhanh, mach chém.

13- Cén phai lam gi khi ding thudc qué lidu khuyén cdo?

Lép tirc 1am rdng da day bing cach giy nén hoic rira da day. Néu triéu chimg ha huyét 4p xay ra,
nén diéu trj hd trg.

14- Nhirng diéu cin thén trong khi dung thudc nay?

O nhitg bénh nhan bj giam thé tich ndi mach (nhu nhimg ngudi duge diéu trj véi lidu cao thude loi
tiéu) c6 thé xay ra tut huyét ap, nén diéu chinh tinh trang nay truéce khi dung Olmesartan hogc ding
liéu khéi déu thip hon.

Str dung thude thén trong trén nhimg bénh nhén cé chirc nang than phu thude vao hoat dong cia hé
renin-angiotensin-aldosterone (suy tim sung huyét nang), ding thuic irc ché men chuyén va thuéc
ddi khdng thu thé angiotensin.

Tiéu chay man tinh, nang kém theo sut cAn dang ké da xay ra & bénh nhan ding olmesartan sau vai
thang dén vai nam. Néu bénh nhén xuét hién céc triéu chimg nay trong khi didu tri véi olmesartan,
nén xem xét viéc ngimg ding thude.

Sir dung trén phu nir ¢é thai: Olmesartan chong chi dinh trong thai ky, nén ngimg ding
olmesartan néu phat hién ¢ thai.

Sir dung trén phu nir cho con bi: Chua duge biét rd olmes c6 bai tiét trong sita me hay
khéng. Do nhiéu thudc dugc bai tiét trong sita va do kha ning ay ¢ dung ngoai y cua
olmesartan trén tré bt me, nén quyét dinh ngimg cho tré b hoic/ngig thude tity vao tim quan
trong ctia thube dbi véi ngudi me.

Sir dung thubc trén tré em:

Olmesartan khéng cé tac dung ha huyét ap & tré em dudi 6 tudi.
Khong ding olmesartan trong diéu trj ting huyét ap & tré em dudi 1 tudi.

Anh huéng cta thube dén kha ning diéu khién tau xe va vin hanh may méc: Olmesartan c6 thé gay
chéng mat, do d6 nén than trong khi ding thudc cho ngudi 14i xe va van hanh may méc.

15- Khi nao cin tham vén bic si?
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Khi thude khéng dat duge hiéu qua tri liéu nhu mong muén trong qua trinh diéu trj.

Khi xuét hién cac phéan ung di ing hodc triéu chimg méi bét thudng ngay ca khi thude duge st
dung véi liéu khuyén céo.

Néu cin thém théng tin xin héi y kién bdc si hojc duwge si.

16- Han ding ciaa thube

36 thang ké tir ngay san xuét.
17- Nha sin xuét/chi sé hiru gidy phép ding ky san phim
: CONG TY TNHH DUQC PHAM GLOMED
Dia chi: 35 Pai Lo Ty Do, KCN Viét Nam — S re, thi xa

Thuén An, tinh Binh Duong.
18-Ngay xem xét sira d6i, cip nhit lai ndi dung hwéng din sir dyng thude: 29/08/16

TUQ.CUC TRUONG
P.IRUONG PHONG
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