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Kich thuéc: (Hop 3 vix 10 vién)
Dai. 117 mm

Rong: 50 mm

(ao:  25mm

Rx Prescription only

Glanta HCTZ

=
€ £ &
s 3 =
g ‘?‘ <
538
$5s
= COMPOSITION: Each film couted tabsbet contain = ——
Clmesartan medaxomil 20 myg dry place. protect from light
| Hydrod Morothiazide
Excipronts g5, | tabiet
INDICATIONS, DOSAGE ADMINISTRATION. CONTRAINDICATIONS  Muanulactused by
ANDOTHER INFORMATION: Pliise it Lo i packinge insert GLOMED PHARMACEUTICAL COMPANY, Lid
KEEP GUT OF REACH OF CHILDREN, 5 Tu Do Boulevard. Vi ap
READ CAREFULLY THE LEAFLET BEFORE USE dustral Park. Thuan An, Binh Duong =
- N P i —
Thudc ban theo don
[ {
e N
m@ Qlmesartan medoxomil 20 mg
Hydroclorothiazid 12,5 mg 2 / 1 2 ] 5
- .
N -
— THANM PHAN: MB vidn nan bas phin chis BAO QUAN: | T {
Ol Jomg Beno kb Lrindy Anh Sang,
Hydroc lorathiasid 1L5mg a4 ng qusd 30°C
18 duoc vira 80 1 wil SO e |
CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA
CAC THONG TIN HAC VE SAN PHAM: Xin 3oc 1 hidng din s dupg.  Sden it bt !
DF A TAM TAY CUA TRE EM. CONG TY TNIHH DUDT PHAM GLOMED
- DOC KY HUONG DAN SU DUNG TRUOL KHI DUNG, 35 £ LD Tu Do, KEN Vit Nam-Singagare. Thisdn An. Binh Duong
. V.
\-qql

Ngay /€ thang 4 nam 2046
- Tong; Giam Bec

CONGTY

e/ lf]( l_; (}'-}r ¢ yfr;_{_.f



https /Itrungtamthuoc.com/

- NHAN HOP GLANTA'HCTZ 20/12.5

(Hop 5 vix 10 vién)

Kich thuac:
Dai: 117 mm
Rong: 50 mm
(ao:  35mm

Rx Prescription only

Glanta HcTZ

Olmesartan medoxomi
Hydrochlorothiazide12.5 mg

%) Box of 5 blisters of 10film coated tablets

20mg

20/12.5

Glanta HCTZ

Manufactured by

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Viemam-Singapore
Industrial Park, Thuan An, Binh D\_;;sm]

ZLOH plUe[s)

Rx Thudc ban theo don

Hydroclorothiazid 12,5 mg

Olmesartan medoxomil 20 mg

Hop 5 vix 10 vién nén bao phim

San xudt bor

CONGTY TNHH DUOC PHAM GLOMED
35 Pal Lo Tu Do, KON Viet Nam-Singapore,
Thudn An, Binh Dugng

THANH PHAN: M&i vidn nén bao phim chida

Olmesartan medoxormnil

Hydroclorothiazid

Ta duipc viia 40 1 vién

CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI B
THONG TIN KHAC VE SAN PHAM: Xin doc ta huang din sl ddng
DE XATAM TAY CUA TRE EM.

B0OC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: D not kha rao, tranh dnh sang nhigt 86 khéng qua 30°C
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COMPOSITION: Each film coated tablet contains

Olmetartan medoxomil J0mg |

Hydrochlarothiazide 125 mg

Exciptents g.s. | tablet

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS

AND OTHER INFORMATION: Please refer to the package insen

KEEP OUT OF REACH OF CHILDREN. |

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry

place, protect from light
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HAN HOP GLANTA'HCTZ 20/12.5

Kich thuac:
Dai.  117mm -
Rong: 60mm /
(ao:  50mm

Prescription only

Dimesartan medoxomil 20 mg
Hydrochlorothiande12.5mg

( _) Box of 10 bhstersa”ﬂhlm coated tablets

COMPOSITION: Each film coated
UJ'“;".dl'l.l-"- medoxamil -
Hydrochlorothiazid SO, o 1 1 "
Excipients g.a. | tablet

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package ingert

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

tablet contains
20mg

s Glanta "HcTZ

(Hop 10 vix 10 vién)
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Glanta HcTZ,
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than 30°C, in a dry place, protect from light

Manufactured by

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An, Binh Duong

Thuéc ban theo don

Hydrodlorothiazid 125 mg
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Glanta HcTzZ
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Olmesartan medoxomil__. » ’L 11]
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CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM:
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: (-" "IQ M I@lx}eﬂb’hoé.c tén chung quoc té: Olmesartan medoxomil va Hydroclorothiazid

rend ﬁd(m GLANTA®HCTZ

Thude bén theo don.

Dé xa tam tay ciia tré em.

Poc ki hwémg din sir dung trude khi ding.

Néu cin thém thong tin xin héi ¥ kién bic si.

Théng bdo ngay cho béc si nhirng tic dung khong mong mudn gip phai khi sir dung thude.

2- Thanh phén ciia thubc
Hoat chit:
GLANTA® HCTZ 20/12.5: Olmesartan medoxomil 20 mg

Hydroclorothiazid 12,5 mg
GLANTA® HCTZ 40/12.5: Olmesartan medoxomil 40 mg

Hydroclorothiazid 12,5 mg
Td duge: Cellulose vi tinh thé 101, Tinh bt ngd, Crospovidon, Low — substituted hydroxypropyl
cellulose (L-HPC), Magnesi stearat, Vivacoat white, Sit oxyd do, Sat oxyd vang.
3- M ti san phim ;
GLANTA® HCTZ 20/12.5 ¢6 dang vién nén bao phim ding dé uéng. Vién nén bao phim tron, |
mau vang cam, mOt mat ¢6 khéc s6 20, mot mit c6 khic chir GLM. |
GLANTA® HCTZ 40/12.5 ¢6 dang vién nén bao phim dung dé uéng. Vién nén bao phim dai,
mau vang cam, mét cd khic chir GLM, mdt mat tron.
4- Quy cich dong goi
- Hop 3 vi nhém/nhém x 10 vién nén bao phim.
- Hop 5 vi nhém/nhém x 10 vién nén bao phim.
- H¢p 10 vi nh6m/nhém x 10 vién nén bao phim.
5- Thute dung cho bénh gi?
GLANTA® HCTZ duoc ding trong diéu trj ting huyét ap. Phéi hop nay khong duge dung trong
diéu tri khoi déu.
6- Nén diing thudc nay nhw thé nio va litu hrgng?
Liéu ding:
Nguoi lom(> 18 tuéi): udng 1 vién, ngay 1 lan,
Néu huyét ap da dugc kiém soat thich hop véi liéu phap don tri li¢
hydroclorothiazid, c6 thé chuyén qua sir dung dang phéi hop olmesartan va h
O nhimg bénh nhan da ding olmesartan hogc hydroclorothiazid, liéu ding bt diu cia dang phéi |
hop ndy 1a GLANTA® HCTZ 20/12.5, ngay 1 lan.
Tﬁng liéu olmesartan medoxomil 40 mg va hydroclorothiazid 25 mg, ngay 1 lan dé kiém soat
huyét ap néu cin. 4
Piéu chinh liéu GLANTA® HCTZ theo ddp (mg ctia bénh nhén sau 2 — 4 tuln so véi liéu ding & |
thdi diém hién tai.
Ngueoi I6m tudi (= 65 tuéi): Khong can diéu chinh liéu.
Khéng khuyén cdo sir dung cho bénh nhéan do tudi dudi 18 tudi.
Bénh nhdn suy gan, suy thdn (d§ thanh thai creatinine > 30 ml/phur).Khong can diéu chinh liéu.
Cich dung:
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Ubng thubc khong cung véi bita an.

7- Khi nao khong nén ding thudc nay?

Qué min cdm v&i Olmesartan, céc thiazid, dfn chét ciia sulfonamid hodc véi bét ky thanh phén

nao ciia ché phim.

Suy gan, suy thin ning.

Phu nif ¢6 thai va phy nit cho con bu.

Diing phéi hop Olmesartan véi cac thuée (e ché renin tnre tip & bénh nhén déi théo duomg,

bénh nhén suy giam chirc ning than.

Bénh git, ting acid uric huyét, ting calci huyét, vo niéu, bénh addison.

8- Tic dung khong mong mudn

Téac dung khéng mong mudn lién quan dén Olmesartan

Téc dung khéng mong mudn thudng xay ra do Olmesartan gE"nm chéng mit, dau lung, viém phé

quan, tiéu chay, nhirc diu, huyét niéu, ting dudmg huyét, ting triglycerid huyét, triéu chimng

giéng cim, viém hong, viém mfii, viém xoang, nhiém khuén dudmg hd hip trén.

Cée tic dung ngoai ¥ khac do thudc déi khéng thu thé angiotensin IT gdém rdi loan hd hip, dau

lung, r6i loan tiéu héa, mét méi, va giam bach cau trung tinh.

Téac dung khong mong mudn lién quan dén Hydroclorothiazid

Thuong ggp (ADR > 1/1 00) Mét méi, hoa mit, chong mit, dau du, giam kali huyét, ting acid

uric huyét, ting glucose huyét, ting lipid huyét (& lidu cao).

it gdp (171000 < ADR < 1/100): Ha huyét ép tu thé, loan nhip tim, budn ndn, ndn, chén &n, t4o

bén, tiéu chay, may day, phat ban, ha magnesi huyét, ha natri huyét, ting calci huyét, giam clo

huyét, ha phosphat huyét.

Hiém gip (ADR < 1/1000): Phan tmg phan v&, sbt, giam bach ciu, mét bach cdu hat, giam tidu

chu, thiéu mau bt sin, thiéu mau tan huyét, di cam, roi loan giéc ngl, trAim cam, viém mach,

ban, xuat huyét, viém gan, vang da & mit trong gan, viém tuy, kho thd, viém phdi, phi phéi, suy
than, viém thin k&, liét duong, md mit.

Ngung str dung va hoi y kién bdc st néu ban gdp bat kp trieong hop nao sau ddy: Céc tic dung

khdng mong mudn kéo dai hofc tr& nén ning hon.

Théng béo cho béc si nhirng tic dung khéng mong mubn giip phii khi si dung thude.

9- Nén trianh ding nhitng thuoc hodc thire phim gi khi dang diing thubc nay?

Nguy co twong tiac véi Olmesartan medoxomil va Hydroclorothiazid:

- Baclafen: Nguy co ha huyét 4p c6 thé xay ra.

Nguy co twong tac véi Olmesartan:

- Tae dung chéng tang huyét 4p ciia Olmesartan duogce ting cudng khi ding dong thoi véi céc
thudc 1am ha huyét 4p khdc.

. Sinh khé dyung cia olmesartan khéng bién déi dang ké khi diing ddng thdi vai cde thube khang
acid.

- Olmesartan duoc chuyén héa boi hé enzym cytochrom P450 va twong tic ¢6 thé xay ra véi cad
thude tic dong vao hé enzym nay.

- NSAID c6 kha ning lam ting nguy co suy thin va giam tic dung chéng ting huyét ap clia
olmesartan khi ding ddng thoi.

- Thubc gén acid mt colesevelam: Ding ddng théi thube gin acid mét colesevelam hydroclorid
lam giam sw phoi nhi®m toan thin, ndng d§ dinh trong huyét twong ciia olmesartan va thoi gian
ban thai. Nén dung olmesartan trude colesevelam hydroclorid it nhét 4 gir dé giam tuong téc
nay.

Nguy co twong tie véi Hydroclorothiazid:

Khi diing cting céc thude sau ¢é thé tuong tac véi thube loi tidu thiazid:
-— - - - . - xr - - — — 1 - - - z
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. Thudc chéng ddi thio dwong (thube udng va insulin): Can diéu chinh liéu do thiazid lam giam

dung nap glucose.

. Cdc thude chdng ting huyét dp khdc: Tang tac dung ha huyét ap.
. Nhyea Cholestyramin hogc Colestipol: Co kha niang gin thude loi tiéu thiazid, lam giam hap

thu nhimg thude ndy qua dudng tiéu hoa.

. Cdc corticosteroid, ACTH: Lam ting mit dién gii, dic bi¢t la giam kali huyét.
. Amin ting huyét dp (nhw Adrenalin): C6 thé lam giam dap tmg véi amin tang huyét ap,

nhung khéng du dé ngan can sir dung.

. Thubc gidn co (nhuw Tubocurarin): Co thé lam ting dap tmg vai thude gidn co.
. Lithi: Khong nén ding cung thude lgi tiéu vi 1am giam thanh thai lithi & thin va ting ddc tinh |

cta chit nay.

. Thudc khdng viém khéng steroid, ké cd thudc irc ché COX-2: C6 thé lam giam tac dung loi

tiéu, natri niéu va tac dung ha huyét ap cua thiazid & mot ) ngudi bénh.

. Muédi Calci: Thube loi tiéu thiazid c6 thé lam ting ndng 9 calci trong huyét thanh do giam sy

bai tiét. Néu viéc bd sung calci 12 bit bujc, cin theo ddi ndng d calci huyét thanh va diéu
chinh liéu ding calci cho phu hgp.

- Cdc thude glycosid tim: Ha kali huyét hodc magie huyét do thiazid c6 thé dan t6i loan nhip tim

do ché phim digitalis géy ra.

- Metformin: Than trong khi ding véi metformin vi nguy co nhiém acid lactic do suy giam chirc

niing than lién quan dén hydroclorothiazid.

. Amantadin: Thiazid c6 thé 1am ting nguy co céc téc dung phu giy ra boi amantadin.

. Cdc chdt gay dpc té bao (nhw cyclophosphamid, methotrexat): Thiazid 1am giam sy bai tiét &
than cua céc thube gy doc té bao va co thé din dén kha ning téac dung trc ché tily xwong ciia
céc thude nay.

_ Salicylat: Trudmg hop sir dung lidu cao salicylat hydroclorothiazid c6 thé lam tang dgc tinh cia

salicylat 1én h¢ than kinh trung wong.

- Methyldopa: Di c6 bao cdo vé chimg thiéu méu tén huyét xdy ra khi sir dung déng théi

hydroclorothiazid va methyldopa.
. Cyclosporin: Dung ddng thoi vai cyclosporin co thé 1am ting nguy co céc bién chimg cua ting
acid uric mau va céc loai b¢nh gut.
. Tetracyclin: Ding ddng thoi cac tetracylin va thiazid gia ting nguy co ting ure géy ra bai
tetracylin. Tuong tac nay khong ap dung déi vai doxyeyclin.
10- Cén lam gi khi mjt lin quén ding thube?
Nén diing liéu da bd s6t ngay khi nhé ra. Tuy nhién, néu gin dén thei gian uéng
qua lidu d quén va ubng liéu ké tiép vao gitr thuomg 1¢. Khong udng liéu gép dd
bo sot.
11- Cén bio quan thudc nay nhw thé nao?
Dé noi kho réo, tranh dnh sang, nhiét 6 khong quéa 30°C.
12- Nhirng d4u hi¢u va tri¢u ching khi diing thudc qua liéu
Olmesartan
Triéu ching: DAu hiéu cua qué lidu Olmesartan gdm ha huyét ép, tim dap nhanh, mach chim.
Hydroclorothiazid
Triéu chimg: Nhimg dAu higu va tri¢u chimg chung nhét vé qua lidu thiazid 14 giam céc dién giai
(ha kali huyét, ha clo huyét, ha natri huyét) va mét nuéc do lgi niéu manh. Néu phdi hop véi
digitalis thi tinh trang giam kali huyét c6 thé 1am cho loan nhip tim trim trong hon.
13- Cén phii 1am gi khi ding thuc qua liéu khuyén cio?
Olmesartan
Xir tri: Lép tirc 1am rdng da day bing céch giy ndn hoic rira da day. Néu tri¢u chimg ha huyét ap

\ . A
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Hydroclorothiazid

Xir tri: Néu ¢6 qua lidu Xay ra, chu yéu diéu trj triéu chimg va hd trg. Chua xic dinh dugc mirc
d6 loai bo cua hydroclorothiazid bing thim phan méu.

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

Olmesartan

o) nhirng bénh nhén bj giam thé tich ndi mach (nhu nhitg ngui duge diéu trj véi lidu cao thude
lgi tiéu) 6 thé xay ra tut huyét ap, nén diéu chinh tinh trang nay truée khi diing Olmesartan hoc
ding li¢u khéi dau thap hon.

Str dyng thudc thin trong trén nhitng b¢nh nhéan c6 chirc ning than phu thude vao hoat djng cua
hé renin-angiotensin-aldosterone (suy tim sung huyét ning), ding thudc (rc ché men chuyén va
thudc dbi khéng thy thé angiotensin.

Tiéu chay man tinh, niing kém theo sut cin dang ké da xdy ra & bénh nhan ding Olmesartan sau
vai thang dén vai nam. Néu bénh nhén xudt hién cdc triéu chimg nay trong khi diéu trj véi
Olmesartan, nén xem xét viéc ngimg dung thudc.

Hydroclorothiazid

Piéu trj véi thiazid ¢6 thé 1am giam dung nap glucose. Nén diéu chinh liu céc thudc chdng dai
thao dudmg, ké ca insulin.

Céc thiazid c6 thé 1am giam bai tiét calci trong nudc tiéu va co thé gay ra tinh trang ting calei\

huyel thanh nhf; va khong lién tyc. Téang calci huyét 15 rét c6 thé 12 ddu hiéu cia cuimg tuyen cé{,t\,_‘\
glap trang thé 4n, Cin ngung ding thiazid truée khi tién hanh cac thir nghiém vé chirc ning 1
tuyén cén giap trang. /¥
Sir dung trén phu nir ¢6 thai: Olmesartan chong chi dinh trong thai ky. Céac thiazid qua u.'hrt;)‘::r r,a

nhau thai va géy ra rbi loan dién giai, giam tiéu ciu va vang da & tré so sinh. Nén ngung ding
GLANTA® HCTZ néu phit hién c6 thai.
Sir dung trén phu nif cho con bi: Chua dugc biét rd Olmesartan c6 bai tiét trong sita me hay
khong. Céc thiazid duoc bai tiét trong sita me va irc ché sw bai tiét sira. Khong ding GLANTA®
HCTZ cho phu nir cho con bu.
Sir dung thude trén tré em: Tinh an toan va hi¢u qua ctia thubc & tré em van chua duge xéc 1ap. |
Anh huéng ciia thudc dén khi niing didu khién tau xe va vin hianh may méc: Olmesartan c6
thé giy chéng mit, do d6 nén thén trong khi dung thude cho ngudi 14i xe va vén hanh may méc.
15- Khi nao cin tham vén béc si?
Nén tham vén béc si trong nhimg truong hgp sau:
Khi thudc khong dat duoc hiéu qua trj liéu nhu mong mudn trong qué trinh diéu
Khi xudt hién cac phan mg dj (mg ho#c triéu chimg méi bat thuéng ngay ca
dung véi liéu khuyén cdo.
Néu cin thém théng tin xin héi y kién bdc st hodic dugc .
16- Han ding ciia thude
36 thang ké tir ngdy san xuat,
17- Nha sin xufit/chii sé hiru giﬂy phép diing ky sin phim
: CONG TY TNHH DUQC PHAM GLOMED
Dia chi: 35 Pai L Ty Do, KCN Viét Nam — Singapore, thi xa
Thuén An, tinh Binh Duong.

18-Ngay xem xét sira dbi, cip nhit lai nji dung huéng din sir dung thude: 05/09/2016
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
GLANTA® HCTZ

Olmesartan medoxomil
Hydroclorothiazid
Vién nén bao phim

1. Thanh phiin
Mbii vién nén bao phim chira:

Hoat chdr:

GLANTA® HCTZ 20/12.5: Olmesartan medoxomil 20 mg
Hydroclorothiazid 12,5 mg

GLANTA® HCTZ 40/12.5: Olmesartan medoxomil 40 mg

Hydroclorothiazid 12,5 mg
T4 duwgre: Cellulose vi tinh thé 101, Tinh bt ngd, Crospovidon, Low — substituted hydroxypropyl cellulose (L-HPC), Magnesi
stearat, Vivacoat white, Sit oxyd do, Sit oxyd vang.
2. Dang bio ché: vién nén
3. Duge lyc hoe va duge dfng hoce
Durge lwe hge
Nhém duge Ij: Thube ddi khang thy thé Angiotensin 11 va Thude lgi tiéu.
Mi ATC: CO9DAOS

GLANTA® HCTZ 12 mdt ché phim phdi hop trong didu trj tang huyét &p. Trong d6, Olmesartan la thubc ching taing huyét p
dung duémg udng c6 téc dung ddi khang thy thé angiotensin 11 (AT,). Angiotensin II dugc tao thanh tir angiotensin I va dugc xtic
tac bai men chuyén (ACE, kinase IT). Angiotensin 11 13 téc nhdn co mach, ting huyét 4p, kich thich thng hop aldosteron, tdi hip
thu Na+, kich thich tim. Olmesartan trc ché sy co mach v hiéu qua bai tiét aldosteron cia angiotensin Il do cin trér sy gin
angiotensin I 1én thy thé AT, (thy thé angiotensin logi 1) & nhiéu md nhur co tron thanh mach, tuyén thugng thin. Ciing c6 thy
thé AT, & nhiéu md nhung né khong lién quan dén diéu hoa tim mach.

Olmesartan khong irc ché men chuyén, ciing nhu khong gin hodc khéa hormon khéc hoc kénh ion lién quan dén didu hda tim
mach.

Thanh phén con lai, Hydroclorothiazid, 1a mgt thudc lgi tiéu 1am tang thai nwdc tiu, 1y di lugng dich du thira trong co thé va do
d6 1am ha huyét dp.

Dugc ding hpc N
Olmesartan =
Olmesartan medoxomil 2 mdt tién chét dang ester, bj thiy phin trong qu4 trinh hdp thu & duimg tiéu hoa chuyén thanh dang
olmesartan ¢6 hoat tinh. Sinh kha dung tuyét d6i khodng khodng 26%. Nong d9 dinh trong huyét twong dat dugc sau khi ubng
thude 1 - 2 gio. it nhit 99% thudc gin véi protein huyét tuong. Khodng 35 - 50% liéu hip thu dugc bai tiét trong mwéc tiéu, phin
con lgi trong mét. Nita déi thai trir ciia thube khodng 10 - 15 gidr.

Hydroclorothiazid

Hydroclorothiazid hdp thu twong déi nhanh qua dudng tiéu héa. Sinh kha dung cia thube khodng 65 - 70%. Nira doi cua thudc
trong huyét twong nidm trong khodng tir 5 - 15 gitr va tich Iy trong héng céu. Thudc thai trir chii yéu trong mirére tiéu dudi dang
khong ddi. Hydroclorothiazid qua duge hing rdo nhau thai va phan bé vao trong sira me.

Nhém bénh nhiin dic bit:

Ngudi cao tubi (trén 65 tudi): _
Bénh nhén cao huyét ap: Khi so vdi nhom bénh nhén tré tubi hon, AUC ciia olmesartan & trang thai én dj khogeg 35% o

nhom bénh nhén cao tudi (tir 65 dén 75 tudi) va khodng 44% & nhom bénh nhén trén 75 tudi.

D{ thanh théi cia hydroclorothiazid & ngudi 16m tudi khde manh va ngudi 16m tdi bj cao huyét ap déu gigm so véi nhimg ngudi
tré tudi khoe manh.

Bénh nhdn suy than:

() nhimg bénh nhin suy thin, AUC cta olmesartan & trygng thai én dinh ting lin lugt 62%, 82%, 179% tuong mg vdi tinh trang
suy thiin nhe, vira va niing so v&i nhimg ngudi khoe manh.

Nira doi thai trir cia hydroclorothiazid kéo dai & bénh nhén suy théan.

Bénh nhadn suy gan:

Sau khi ubng liéu duy nhét, gi tri AUC cua olmesartan da ting I4n lwgt 6% va 65% & ngudi suy gan nhe va ngudi suy gan vira
so vi ngudi binh thudmg. Hai gitr sau khi ding thube, phin khong lién két cia olmesartan 1in lugt & ngudi binh thutmg, nguéi
suy gan nhe va ngudi suy gan vira 4 0,26%, 0,34% va 0,41%. Sau khi Igp lai lidu ding ¢ bénh nhdn suy gan vira, gid trj AUC
trung binh ctia olmesartan mdt 14n nira ting 65% so v&i ngudi binh thuémg. Gid tri Cy,, trung binh ciia olmesartan nhur nhau &
nguén bénh suy gan va ngudi binh thurdmg. Olmesartan medoxomil chua duge dédnh gid & ngudi suy gan niing.

Tinh trang suy gan khong anh hudmg rd rét dén duge dong hoe cia hydroclorothiazid.
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4. Quy cich déng goi:

Hp 3 vi nhdém/nhdém x 10 vién nén bao phim.

Hop 5 vi nhém/nhdm x 10 vién nén bao phim.

Hép 10 vi nhém/nhém x 10 vién nén bao phim.

5. Chi djnh

GLANTA® HCTZ dugc diing trong diéu trj ting huyét dp. Phéi hop nay khong duge ding trong diéu trj khéi diu.
6. Liéu ding va cich diing

Liéu diing

Nguwdi lom(= 18 tuéi): ubng 1 vién, ngdy 1 lin.

Néu huyét dp da duge kiém sodt thich hgp vai ligu phap don trj ligu olmesartan hojic hydroclorothiazid, c6 thé chuyén qua sit
dung dang phdi hop olmesartan va hydroclorothiazid.

O nhimg bénh nhén da dung olmesartan hofic hydroclorothiazid, lidqu ding bét diu cua dang phdi hop nay 12 GLANTA® HCTZ
20/12.5, ngay 1 ldn.

Tang lidu olmesartan medoxomil 40 mg va hydroclorothiazid 25 mg, ngdy 1 lin d& kiém sodt huyét ép néu cén.
Diéu chinh liéu GLANTA® HCTZ theo d4p img ctia bénh nhan sau 2 — 4 tufin so vi lidu diing & thdi diém hién tai.
Nguari lom tuéi (> 65 tuéi): Khong céin didu chinh lidu.
Khéng khuyén cdo sir dung cho bénh nhan db tudi dudi 18 tudi.
Bénh nhdn suy gan, suy thdn (49 thanh thai creatinine > 30 ml/phiz):Khong cin diéu chinh lidu.
Céch dung
GLANTA® HCTZ c6 thé duge ding véi ce thube chéng tang huyét ép khéc.
Uéng thube khéng cling véi bira an.
7. Chéng chi djnh
Qué mén cam v&i Olmesartan, céc thiazid, din chit cia sulfonamid hogc véi bt ky thanh phiin ndo ctia ché phim.
Suy gan, suy thin n@ng.
Phu nir c6 thai va phy nir cho con ba.
Dung phéi hgp Olmesartan véi céc thudc irc ché renin tryc tiép & bénh nhin dii théo dwomg, bénh nhén suy gidm chirc ning thin.
Bénh git, ting acid uric huyét, ting calci huyét, vo nigu, bénh Addison.
8, Luu ¥ va thin trong
Qlmesartan
O nhimg bénh nhan bj giam thé tich ndi mach (nhu nhimg ngudi duge didu trj véi lidu cao thube lgi tiéu) c6 thé xdy ra tut huyét
dp, nén didu chinh tinh trang nay trude khi dung Olmesartan hodic ding lidu khéi ddu thip hon.
Sir dyng thude thén trong trén nhimg bénh nhin ¢6 chirc ning thin phy thude vao hoat ddng cia hé renin-angiotensin-aldosterone
(suy tim sung huyét niing), ding thubc trc ché men chuyén va thubc dbi khing thy thé angiotensin.
Tiéu chay man tinh, niing kém theo sut can ding ké da xay ra & bénh nhan dung Olmesartan sau vai thing dén vai nam. Néu bénh
nhan xudt hi¢n cée triéu chimg ndy trong khi didu trj véi Olmesartan, nén xem xét viée ngimg dung thudc.
Hydroclorothiazid
Dibu trj véi thiazid c6 thé 1am giam dung nap glucose. Nén diéu chinh liéu cac thubc chéng dai thédo dudmg, ké ci insulin.
Céc thiazid c6 thé lam giam bai tiét calci trong nude tiéu va co thé gay ra tinh trang ting calci huyét thanh nhe va khong lién tyc.
Tang calci huyét rd rét c6 thé 12 ddu hiéu ciia cudmg tuyén cn gidp trang thé &n. Cn ngung diing thiazid trwée khi tién hanh céc
thir nghiém vé chirc niing tuyén cfin gidp trang.
Sir dyng trén phy nir ¢é thai: Olmesartan chbng chi dinh trong thai ky. Céc thiazid qua dugc nhau thai v oan dién
gidi, gidm tiéu cdu va vang da & tré so sinh. Nén ngung ding GLANTA® HCTZ néu phat hign c6 thai.
Sir dyng trén phy nir cho con bia: Chura duge biét rd Olmesartan cé bai tiét trong sira me hay khéng. C4c thiazid duge bai tiét
trong sira me va rc ché sy bdi tiét stra. Khdng diing GLANTA® HCTZ cho phy nir cho con bi.
Sir dyng thubc trén tré em: Tinh an todn va hiéu qua cia thude & tré em viin chua duge xéc ldp.
Anh huwdng ciia thube dén khi niing diéu khién tdu xe vd viin hinh mdy méc: Olmesartan ¢6 thé giy chong mat, do d6 nén
thin trong khi ding thubc cho nguir 14i xe va viin hanh miy méc.
9. Tuong tic cia thubc véi cdc thube khic va cdc dgng twong téc khic
Nguy co twong tic vii Olmesartan medoxomil vi Hydroclorothiazid:
- Baclofen: Nguy co ha huyét dp cé thé xay ra.
Nguy co twong tic véi Olmesartan:
- Thc dyng chéng tang huyét 4p clia Olmesartan dugc ting cuémg khi ding ddng thér v6i cic thube 1am ha huyét 4p khac.
- Sinh kha dyng ciia olmesartan khdng bién dbi dang ké khi diing dong théi vdi céc thude khang acid.
- Olmesartan dugc chuyén hoa béi hé enzym cytochrom P450 va tuong téc c6 thé xay ra véi cée thude téc dong vio h¢ enzym nay
. NSAID c6 kha niing lam ting nguy co suy thgn va gidm tic dyng chdng tang huyét 4p cia olmesartan khi ding ddng théri.
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- Thudc gin acid mit colesevelam: Ding dong thoi thude gin acid mjt colesevelam hydroclorid lam giam sy phoi nhiém toan
than, ndng 49 dinh trong huyét tuong cia olmesartan va thii gian bén thai. Nén ding olmesartan truéc colesevelam
hydroclorid it nhit 4 gi¢r dé giam wong téc nay.

Nguy co tuong tic véi Hydroclorothiazid:

Khi ding ciing cc thudc sau co thé twong tac vai thube lgi tiu thiazid:

- Rurgu, barbiturat hofic thudc ngi gy nghign: Tang tiém lyc ha huyét ap thé dimg.

- Thudc chéng ddi thdo dwdng (thube ubng va insulin): Cn diéu chinh liéu do thiazid 1am giam dung nap glucose.

- Cdc thudc chbng tang huyét dp khdc: Tang tac dyng ha huyét ap.

- Nhura Cholestyramin hofic Colestipol: C6 kha ning gin thudc lgi tiéu thiazid, 1am giam hdp thu nhimg thude ndy qua dwbng
tiéu hoa.

. Cde corticosteroid, ACTH: Lam tang mét di¢n giai, djc bi¢t 1a giam kali huyét.

- Amin tdng huyét dp (nhwr Adrenalin): C6 thé 1am giam ddp img v&i amin tang huyét ép, nhung khong d dé ngan cén sir
dung.

. Thude gian co (mhur Tubscurarin): Co thé lam tang ddp (mg vdi thudce gian co.

. Lithi: Khdng nén ding cing thube lgi tiéu vi lam giam thanh thai lithi & thin va ting ddc tinh cia chit nay.

. Thude khdng viém khéng steroid, ké ca thude irc ché COX-2: C6 thé 1am gidm tac dyng lgi tiu, natri nigu va tac dyng ha
huyét dp cia thiazid & mdt sé ngudi bénh.

- Mudi Calci: Thubc lgi tidu thiazid c6 thé lam tang ndng d§ calci trong huyét thanh do giam sy bai tiét. Néu vige bd sung calci
Ia biit budc, cin theo ddi ndng dj calci huyét thanh va diéu chinh liéu ding calei cho phi hgp.

- Cde thudc glycosid tim: Ha kali huyét hojc magie huyét do thiazid ¢6 thé din t&i loan nhip tim do ché phim digitalis gay ra.

- Metformin: Thin trong khi ding véi metformin vi nguy co nhim acid lactic do suy gidgm chirc niing thin lién quan dén
hydroclorothiazid.

- Amantadin: Thiazid ¢6 thé 1am ting nguy co céc tic dung phy gdy ra bdi amantadin.

- Cic chit giy djc té bao (nhw cyclophosphamid, methotrexat): Thiazid 1am gidm sy bai tiét & than cia céc thudc gdy ddc 1é bio
vii c6 thé din dén kha niing tac dung irc ché tiy xwong ciia cic thude ndy.

. Salicylat: Tredmg hop sir dung liu cao salicylat hydroclorothiazid c6 thé 1am tang ddc tinh cua salicylat 1én h¢ thiin kinh trung
wong.

- Methyldopa: DA c6 bio céo vé chimg thiéu méau tan huyét xdy ra khi sir dung ddng thi hydroclorothiazid va methyldopa.

- Cyelosporin: Ding ddng thi véi cyclosporine co thé lam ting nguy co céc bién chimg ctia ting acid uric méu va cdc logi bénh
gut,

- Tetracyclin: Ding dong théi céc tetracylin va thiazid gia ting nguy co ting ure gy ra bai tetracylin. Tuong tic nay khong dp
dung dbi vai doxycycelin.

10. Téc dyng khéng mong muén

Tic dyng khéng mong mudn lién quan dén Olmesartan

Téc dung khong mong mudn thitmg xay ra do Olmesartan gdm chong mat, dau lung, viém phé quan, tiéu chay, nhirc dau, huyét

ni:u. ting dwdmg huyét, ting triglycerid huyét, triéu chimg giéng cim, viém hong, viém mili, viém xoang, nhiém khufn dudmg hd

hap trén.

Céc téc dung ngoai ¥ khéc do thubc dbi khang thy thé angiotensin I gbm rbi loan ho hip, dau hmg. rdi loan tiéu hoa, mét moi, va

giam bach clu trung tinh.

Téc dyng khéng mong mudn lién quan dén Hydroclorothiazid

Thieomg gdp (ADR > 1/100): M@t moi, hoa mit, chéng mat, dau ddu, gidm kali huyét, tang acid uric huyét, ting glucose huyét,

ting lipid huyét (¢ liéu cao).

ft gép (171000 < ADR < 1/100): Ha huyét ap tw thé, loan nhip tim, budn ndn, ndn, chén &n, téo bon, tiéu chdy, may day, phét ban,

ha magnesi huyét, ha natri huyét, ting calci huyét, giam clo huyét, ha phosphat huyét.

Hiém gdp (ADR < 1/1000): Phén (mg phan v&, sbt, gidm bach ciu, mét bach cdu hat, giam tiéu céu, thiéu afi, thiéu méau

tan huyét, dj cam, réi loan gidc ngu, trdm cam, viém mach, ban, xudt huyét, viém gan, vang da & mt

thé, viém phdi, phi phdi, suy than, viém thin k&, li¢t duong, mor mat.

Ngung sir dung va hoi y kién bac st néu ban gip bét ky trimg hop néo sau ddy: Céc tic dyng khong njong mudn kéo dai hofic

tré nén niing hom.

Théng bio cho bic sT nhiing tic dyng khéng mong mudn gip phii khi sir dung thube.

11. Qui lidu va xir tri

Olmesartan

Triéu chimg: Déu hi¢u cta qua liéu Olmesartan gdm ha huyét dp, tim dip nhanh, mach chim.

Xie tri; Lap tirc 1am rdng da ddy biing cach gdy ndn hofic rira da day. Néu tri¢u chimg ha huyét ap xdy ra, nén diéu tri hd trg.

Hydroclorothiazid

Trigu chimg: Nhimg ddu hiéu va triu chimg chung nhét vé qua liéu thiazid 1a giam céc dién giai (ha kali huyét, ha clo huyét, ha

natri huyét) va. mét nuée do 1gi ni¢u manh. Néu phdi hop vei digitalis thi tinh trang giam kali huyét c6 thé lam cho logn nhjp tim

triim trong hon.

Xir tri: Néu c6 qud lidu xdy ra, chi yéu diéu tri tri¢u chimg va hd trg. Chua x4c dinh duge mirc dd loai bo cua hydroclorothiazid

bine thim phin mau.
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12. Piéu kign bio quin: Dé noi kho réio, trénh dnh sang, nhiét d§ khong qua 30°C.
13. Han diing: 36 thang ké tir ngdy san xuft.
14. Tén, dja chi ciia co s& sin xudt:

CONG TY TNHH DUQC PHAM GLOMED

Dia chi: 86 35 Dai L Ty Do, KCN Vigt Nam — Singapore, thj xa Thun An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095

15. Ngiy xem xét, sira dbi, cip nhit lai n§i dung huéng diin sir dyng thude: 05/ 6

Ngay {8 thing 1{ nam 2016
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