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CHi DINH, CHONG CHI BINH, LIEU LUQNG, CACH DUNG VA CAC THONG TIN KHAC ‘
VE SAN PHAM: Xin doc t&r hu’ang dan sir dyn,

OE XA TRM TAY TRE EM. DOC KY HUONG DEN SU DUNG TRUGC KHI DUNG.

BAO QUAN: Dé noi khé rao, tranh dnh sang, nhiét dd khéng qua 30°C
COMPOSITION: Each film coated tablet contains:

Irbesartan 150 mg, Hydrochlorothiazide 12.5 mg. Excipients q.s. 1 tablet
INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMINISTRATION AND OTHER
INFORMATION: Please refer to the package insert.

KEEP QUT OF REACH OF CHILDREN.

READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
TIEU CHUAN/ SPECIFICATION: SDK/ REG. NO.:

San xuét béi: CONG TY TNHH DUQC PHAM GLOMED

35 Dai 16 Ty Do, KCN Viét Nam — Singapore, An Phi, Thudn An, Binh Duong.
Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd.

35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, An Phu, Thuan An, Binh Duong.
Chi s& hivu Glomed: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L
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Irbesartan 150 mg, Hydroclorothiazid 12,5 mg. Ta dugc vira du 1 vién \
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BE XA TAM TAY TRE EM. BOC K¥ HU'ONG DAN SU DYNG TRUGC KHI DUNG. |
BAO QUAN: Bé nai khé rdo, tranh dnh sang, nhiét do khéng qué 30°C

COMPOSITION: Each film coated tablet contains:

Irbesartan 150 mg, Hydrochiorothiazide 12.5 mg. Excipients q.s. 1 tablet

INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMINISTRATION AND OTHER INFORMATION:
Please refer 1o the package insert.

KEEP OUT OF REACH OF CHILDREN. READ THE PACKAGE INSERT CAREFULLY BEFORE USE. ‘
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light. |
TIEU CHUAN/ SPECIFICATION: SDK/ REG. NO.: ‘
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35 Tu Do Boulevard, Vietnam — Singapore Industrial Park, An Phu, Thuan An, Binh Duong.
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TO HUONG DAN SU DUNG THUOC

Rx Thuoc ké don
APLORAR® HCTZ
Dé xa tim tay tré em
Doc ky hudng din sir dung truwée khi ding
Thuéc nay chi ding theo don thubc

1- Tén thude: APLORAR® HCTZ
2- Thanh phan cong thirc thude: Mai vién nén bao phim chira:
Thanh phéan hoat chat:

APLORAR® HCTZ 150/12.5:
Irbesartan 150 mg
Hydroclorothiazid 12,5mg
APLORAR® HCTZ 300/12.5:
Irbesartan 300 mg
Hydroclorothiazid 12,5 mg
APLORAR® HCTZ 300/25:
Irbesartan 300 mg
Hydroclorothiazid 25 mg
Thanh phd‘n ta duoe:

APLORAR® HCTZ 150/12.5 va APLORAR® HCTZ 300/125: Lactose
Hydroxypropylmethylcellulose, Cellulose vi tinh thé 102, Silic dioxyd thé keo, Magne
dioxyd, Talc, Sit oxyd do, Sit oxyd vang,

APLORAR® HCTZ 300/25: Lactose monohydrat, Crospovidon, Hydroxypropylmethylcellulose, Cellulose vi tinh thé
102, Silic dioxyd thé keo, Magnesi stearat, PEG 6000, Titan dioxyd, Talc, Sat oxyd dé.

3- Dang bao ché: Vién nén bao phim

4- M ta san pham

APLORAR® HCTZ 150/12.5: Vién nén bao phim dai, mau hdng, mét mit tron, mdt mit ¢ khic hinh tréi tim.
APLORAR® HCTZ 300/12.5: Vién nén bao phim dai, mau hdng, mét mat c6 khic chit GLM, mét mit ¢6 khéc hinh .
trdi tim.

APLORAR® HCTZ 300/25: Vién nén bao phim dai, mau do, m6t mit co khic chit GLM, mét mit ¢o khic hinh tréi
tim.

5- Chi dinh

Diéu tri ting huyét 4p nguyén phét (tang huyét 4p khong 1 nguyén nhan).

Phéi hop nay dugc chi dinh diéu i ting huyét 4p & nguoi lon khi khong kiém sodt duoc huyét 4p bing
Hydroclorothiazid hodc Irbesartan don lé.

6- Liéu ding va cich ding

Li¢u ding:

Nguoi lém: Liéu dung c6 thé duoc tinh theo timg thanh phén riéng 1é (irbesartan va hydroclothiazid) 1 vién, ngay 1 lan.
Vién APLORAR® HCTZ 150/12.5 ding khi khong kiém soat duoc huyét 4p bang don chét Hydroclorothiazid hodc
Irbesartan 150 mg,

Vién APLORAR® HCTZ 300/12 5 ding khi khéng kiém soat duoc huyét 4p boi Irbesartan 300 mg hoic APLORAR®
HCTZ 150/12.5.

Vién APLORAR®™ HCTZ 300/25 dung khi khéng kiém soat duoc huyét 4p boi Irbesartan 300 mg hodc APLORAR®
HCTZ 150/12.5 hode APLORAR® HCTZ 300/12.5. Liéu cao hon 300 mg Irbesartan/ 25 mg Hydroclorothiazid ngay
1 lin khong dugce khuyén céo.

Khi can, ¢6 thé két hop APLORAR® HCTZ véi | thudc trj tang huyét 4p khac.

Ngueoi lom tuéi (= 65 wéi): Khéng cin diéu chinh lidu,

rat, Crospovidon,
1 stearat, PEG 6000, Titan
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Bénh nhén suy than: Do thube ¢6 chua hydroclorothiazid, APLORAR® HCTZ khong khuyén diing cho bénh nhéin bj
suy thin ning (dd thanh thai < 30 ml/phat). Khéng cén diéu chinh liéu véi nhitng bénh nhén bi suy thén voi dé thanh
thai > 30 ml/phut.

Bénh nhan suy gan: APLORAR® HCTZ khong dugc ding cho bénh nhan bi suy gan nang. Thiazid nén sir dung thin
trong & nhitng bénh nhan b suy giam chitc ning gan. Khéng cin diéu chinh liéu diing cén thiét cia APLORAR® HCTZ
¢ nhitng bénh nhén bi suy gan vira va nhe.

Tré em: APLORAR® HCTZ khéng khuyén dung cho tré em va tré vi thanh nién vi tinh an toan va hiéu qua ctia thude
chura duoe thidt lap.

Cach ding

Ubng thue ciing hodc khdng cung véi bira in.

7- Chéng chi dinh

Qué min cam voi Irbesartan, c4c thiazid, din chit ciia sulfonamid hodc véi bit ky thanh phan nao cia ché phim.

Phu nit mang thai 3 thang giita va 3 thang cudi ctia thai ky.

Phu nit dang cho con bu.

Suy than nang (d6 thanh thai < 30 ml/phat)

Suy gan ning, X0 gan, o mat.

Giam kali huyét dai ding, ting calei huyét.

Bénh git, ting acid uric huyét, vd niéu, bénh Addison.

8- Canh bio va thén trong khi ding thudc

Ha huyét ap: Ha huyét ap c6 triéu chimg hiém gap ¢ bénh nhan tang huyét 4p khong c6 bién
khi bénh nhén bj giam thé tich néi mach vi du nhu do dung thuée loi tiéu, ché dé an han ché mudi, thdm phan mau,
tiéu chay, nén mura hodc cao huyét 4p ning phu thudce renin. Vi vy nén khic phuc tinh trang hay trude khi bit diu
diéu trj véi APLORAR® HCTZ.

Bénh nhén suy than: Diéu trj bing APLORAR® HCTZ cho bénh nhén bi suy thén, cAn phai theo d&i dinh ky néng dé
kali, creatinin va acid uric. Khéng dung thube nay cho bénh nhan bi suy thin ning (d6 thanh thai creatinin < 30
ml/phut). Thude loi tiéu thiazid ¢6 lién quan dén viée lam tang uré huyét & nhitng bénh nhan bj suy giam chitc nang
than. Khong cén diéu chinh liéu cho nhitng bénh nhén suy than c¢6 dé thanh thai creatinin > 30 ml/phit. Tuy nhién, véi
nhitng bénh nhén bj suy than nhe dén trung binh (d6 thanh thai creatinin > 30 ml/phiit, < 60 ml/phit) cin than trong
khi ding liéu két hop khong déi.

Chen kép hé renin-angiotensin-aldosteron (RAAS): Sir dung ddng thoi cic thude e ché men chuyén ACE,
angiotensin II hodic aliskiren lam ting nguy co ha huyét ap, ting kali mau va suy giam chire nang than (bao gdm suy
than cép). Khong khuyén céo sir dung két hop céc chit e ché men chuyén ACE, angiotensin 11 hodc aliskiren vi ¢6
thé gay ra s chen kép hé RAAS. Néu lidu phap chen kép 14 tht s can thiét thi phii ¢6 sur theo doi ddc biét va thuong
xuyén kiém tra chire nang than, chit dién giai va huyét ap. Khéng nén dung déng thoi thude e ché men chuyén ACE

vi angiotensin II cho bénh nhan bi bénh than do bién chimg ciia bénh tidu duong, ol
Anh huéng dén trao ddi chit va ndi tiét: Diéu tri bing thiazid ¢6 thé lam gidgm dung nap glucose. V6i nhitng bénh il
nhén bj tiéu duong cin phai didu chinh lidu cia insulin hodic udng thube ha glucose huyét. Nhimg nguoi ¢ nguy co ou

tiém 4n bj tiéu duong co thé bénh s& biéu hién khi diéu tri vai thiazid.
Tang cholesterol va triglycerid trong mau khi diéu trj véi thude loi tiéu thiazid; tuy nhién, véi lidu 12,5 thi kha nang ”
xay ra trwong hop nay la rit thip hodc khong bi anh huong. =
Tang uré huyét hodc bénh gout ¢ thé ning hon & nhitng bénh nhan dang diéu trj vdi thiazid.

Lactose: Thudc nay ¢6 chira lactose. Bénh nhan ¢6 vén dé vé di truyén khéng dung nap galactose hodc thiéu enzym
lactase, hodc bénh nhén kém dung nap glucose-galactose khong nén str dung thude.

Giam kali huyét dai diing: Hydroclorothiazid c6 thé gy méit can bing dich co thé hoac chét dién gidi (giam kali
huyét, giam natri huyét va nhim kiém, gidm clorua huyét). Céc déu hiéu khi xay ra mét can bang dich hodc chit dién
gidi 1a khé miéng, khat nude, suy nhuge, the o, budn ngu, chudt rit, méi co, ha huyét ap, giam niéu, tim dap nhanh,
16i loan tidu héa nhu budn ndén hodc nén.

Héu nhu bénh giam kali huyét 6 thé tang 1én khi sir dung thude loi tiéu thiazid, diéu tri két hop véi irbesartan ¢6 thé
lam giam chimg gidm kali huyét do thude loi tiéu gay ra. Nguy co giam kali huyét ting 1én véi nhitng bénh nhén bi xo
gan, bénh nhén bi tiéu sén, nhitng bénh nhén khéng duoe cung cip diy di cac chat dién giai va nhitng bénh nhéan duoc
két hop diéu tri véi thude corticosteroid hay ACTH. Nguoc lai, do irbesartan trong thanh phin cia APLORAR®* HCTZ
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¢ thé gay tang kali huyét, dac biét voi nhitng bénh nhén bi suy gan, suy than va/hodc suy tim, va bénh nhéan bj tiéu
duong. Cn theo doi ndng dé kali trong mau & nhitng bénh nhan c6 nguy co da duge khuyén céo. Thén trong khi ding
ciing céc thude loi tiéu git kali, bd sung kali, hodc cac mudi kiém kali.

Sir dung thude thin trong trén nhimg bénh nhén bj hep dong mach than: Vinguy co ha huyét 4p va suy thin tang
khi bénh nhén bi hep hai bén déng mach thin hodc suy giam chitc nang mot bén thén khi diéu trj cung véi thude i
ché men chuyén angiotensin hogc thuée déi khang thu thé angiotensin 11.

Cén 6n dinh dién giai, thé tich dich co thé trude khi dung thude.

Irbesartan

(3 nhitng bénh nhan bi giam thé tich ndi mach (nhw nhitng ngudi duoce didu tri voi liéu cao thude loi tiéu) co thé xay ra
tut huyét ap, nén didu chinh tinh trang nay trude khi dung Irbesartan hodc ding liéu khoi déu thp hon.

Vi tinh trang tang kali huyét ¢6 thé xdy ra, nén kiém soat ndng dé kali trong huyét thanh, dic biét & nguoi gia va bénh
nhan suy thén, v tranh diing chung véi thude loi tiéu gii kali.

Hydroclorothiazid

Nén diéu chinh lidu cac thube chéng dai théo duong, ké ca insulin.

Cic thiazid ¢6 thé 1am giam bai tiét calci trong nude tiéu va co thé gdy ra tinh trang ting calci huyét thanh nhe va khong
lién tuc. Ting calei huyét 1 rét ¢o thé 1a déu hidu clia cromg tuyén cin gidp trang thé an. Can ngung dung thiazid trude
khi tién hanh céc thir nghiém vé chire ning tuyén cén gidp trang.

- Sir dung cho tré em: Tinh an toan va hiéu qua cua thuée & tré em van chwra duge xéc 13p.
9. Sir dung thudc cho phu nir ¢é thai va cho con bu:

Stk dung thudc cho phu nit co thai: Khéng khuyén céo dung Irbesartan trong 3 thang gilra va 3 thang ¢upithgrky. Cac
thiazid qua duoc nhau thai va gy ra réi loan dién gidi, giam tiéu cdu va vang da & tré so sinh. Nén ngung dung
APLORAR® HCTZ néu phat hién c6 thai.

Sir dung thuée cho phu nir cho con bi: Chua duge biét Irbesartan co bai tiét trong sita nguoi hay khong, nhung
I[rbesartan hay mot vai chit chuyén hoa ciia Irbesartan duorc bai tiét trong sita chudt me véi ndng dé thép. Do thude c6 “
thé gay tac dung phu cho tré b me, nén quyét dinh ngimg cho con b hode ngimg thude ¢6 cin nhéc dén thm quan
trong cua viéc ding thude déi voi nguoi me. Cac thiazid duge bai tiét trong sita me va e ché sy bai tiét sira. Khong
dung APLORAR® HCTZ cho phu nit cho con bu.

10. Anh hwéng ciia thudc dén kha ning diéu khién tau xe va vin hanh may méc

Irbesartan c6 thé gy chong mit. Khong l4i xe, sit dung may méc hay lam batky cong viée nao doi hoi su tinh téo trude
khi ban chic chin ring ban c6 thé thuc hién nhimg cong viée d6 mét cach an toan.

11- Tuong tac, tuong Ky cia thude

st

-
Irbesartan
Téc dung chéng ting huyét 4p cua Irbesartan duoc ting cuong khi diing déng théri vai cée thude 1am ha huyét ap khéc. B
Str dung Irbesartan ddng thoi véi cac thude lam tang kali huyét nhw thude loi tiéu giir kali, cac ché pham bé sung Kali 3
hosic mudi chira kali ¢ thé gy tang kali huyét. -
Irbesartan duge chuyén hoa boi hé enzym cytochrom P450 va ¢6 thé anh huéng dén chuyén hoa clia mét vai thude bi G
chuyén hoa boi cac enzym nay. £
Cimetidin lam ting dién tich dudi dudmg cong (AUC) cia Irbesartan khodng 18%. cl
Phenobarbital 1am giam ndng do Irbesartan va chit chuyén hoa ¢é hoat tinh. e)

Ketoconazol re ché qua trinh chuyén Irbesartan thanh céc chat chuyén hoa cé hoat tinh.

Sir dung Irbesartan déng thai vai Hydroclorothiazid va digoxin khong cho thay tuong tée ndo c6 ¥ nghia lam sang.
Hydroclorothiazid

Khi dung cung cac thude sau co thé trong tac vai thube loi tiéu thiazid:

- Ruou, barbiturat hodic thude ngti giy nghién: Tang tiém luc ha huyét ap thé ding.

- Thuée chéng dai thao dudmg (thude ubng va insulin): Cén diéu chinh lidu do thiazid 1am giam dung nap glucose.

. Céc thude chdng tang huyét ap khac: Tang tac dung ha huyét 4p.

. Nhya Cholestyramin hogic Colestipol: C6 kha nang gin thude loi tiéu thiazid, lam giam hap thu nhitng thude ndy qua

il

dudng tiéu hoa.

. Cic corticosteroid, ACTH: Lam tang mét dién giai, dic biét 1a giam kali huyét.

. Amin ting huyét 4p (nhw Adrenalin); C6 thé lam giam dép tmg voi amin tang huyét 4p, nhung khéng di dé ngéin can
str dung.




nttps://trungtamthuoc.com/

. Thubc gian co (nhrr Tubocurarin): C6 thé lam tang dap g véi thude gidn co.

- Lithi: Khéng nén dung cuing thude loi tiéu vi lam giam thanh thai Lithi & than va ting dc tinh ctia chat nay.

Thudc khéng viém khong steroid, ké ca thude trc ché COX-2: C6 thé lam giam téc dung loi tiéu, natri niéu va tac dung
ha huyét ap ciia thiazid & mét s6 nguoi bénh.

12- Téc dung khéng mong muén cia thude

Tac dung khéng mong mudn lién quan dén két hop irbesartan va hydroclothiazid:

Khéng thuong gap: (1/1000 <
ADR < 1/100)

Phin loai theo hé thong co quan Thuomg gip: ADR > 1/100

Tang uré mau (BUN), creatinin va

s Giam kali huyét va natri huyét
cretinin kinase

Anh huong dén két qua xét nghiém

. . Bi ngit, ha huyét ap, tim dé
Réi loan tim mach I ngat, ha huyct ap ap

nhanh, phi né
R6i loan than kinh Chéng mat Chong mit khi ding dédy
Réi loan da day rudt Budn ndn, ndn Tiéu chay.
Réi loan chirc nang gan Bénh vang da
Réi loan thén, tiét niéu Di tiéu khéng binh thuong
Réi loan co xwong va md lién két Sung tay nguy hiém

Réi loan toan than va tai vi tri ding thube | Mét moi

Réi loan tuyén v va kha ning sinh san

, \
R&1 loan i napg sinh san,

thay dbi sulham mudn

Tac dyng khéng mong muon lién quan den Irbesartan

Téc dung ngoai ¥ do Irbesartan thuémg nhe va thoang qua bao gém chong mit, nhire du, va ha huyét ap thé ding lién
quan dén liéu ding. Tinh trang ha huyét ap dic biét xay ra & nhimg ngudi bi giam thé tich ndi mach (nhu nhimg nguoi
duoe didu tri véi lidu cao thube 1oi tiéu).

Cac tac dung khac hiém khi xay ra nhu suy chire ning than, ndi man, may day, ngira, phi mach, va ting men gan. Tinh
trang tang kali huyét, dau co va dau khop ciling d duoc béo céo. Tac dung giy ho do Irbesartan it xay ra hon so voi
cac thue re ché men chuyén dbi angiotensin.

Céc tac dung ngoai ¥ khéc do thube déi khing thu thé angiotensin 11 gdm rdi loan hd hép, dau lung, réi loan tiéu hoa,
mét moi, va giam bach cdu trung tinh.
Téc dung khéng mong mudn lién quan dén Hydroclorothiazid

Thiromg gdp (ADR > 1/100): Mét méi, hoa mét, chong mat, dau dau, giam kali huyét, tang acid uric huyét, tang glucose f\
huyét, tang lipid huyét (¢ liéu cao). '
It gdp (171000 < ADR < 1/100): Ha huyét ap tr thé, loan nhip tim, budn nén, nén, chan in, 4o bon, tiéu chay, may
day, phat ban, ha magnesi huyét, ha natri huyét, ting calci huyét, giam clo huyét, ha phosphat huyét. -
Hiém gdp (ADR < 1/1000): Phan tng phéan vé, sbt, giam bach ciu, mat bach cau hat, giam tiéu cdu, thiéu méu bét san, -C
thiéu méu tan huyét, di cam, r6i loan gidc ngt, trdm cam, viém mach, ban, xuét huyét, viém gan, vang da & mét trong ;\
gan, viém tuy, kho thd, viém phdi, phu phdi, suy than, viém than k&, liét dwong, m& mat. 1y
Ngwng sir dung va hoi y kién bde st néu: Phit mach, viém hong, sdt, kho nudt hodc khé thé. e
Théng bio ngay cho bic si hodic dwge si nhiing tic dung cé hai gip phai khi sir dung thude. B
13- Qua liéu va cich xir tri '
Irbesartan ?';
=

Tri¢u chimg: Kinh nghiém cho thiy nhitng ngudi truong thanh ding lidu té1 900 mg/ngdy trong 8 tudn khong bi ngd
déc. Nhitng biéu hién co thé duge cho la do qué lidu 1a ha huyét 4p va tim dap nhanh; nhip tim chim cling c6 thé xay
ra khi qua liéu.

Xir tri: Chua c6 théng tin cu thé vé viée didu tri qua liéu v Irbesartan. Bénh nhan cén duge giam sat chat ché, duoe
diéu tri triéu chimg va didu tri hd tro. Cac phuong phép dé nghj bao gdm gay nén va/hodc rira da dy. Than hoat co the
duoc sir dung trong diéu tri qué lidu. Irbesartan khéng bi loai trir béi su thdm phéan méu.

Hydroclorothiazid

Triéu chimg: Nhimg d4u hiéu va triéu chirng chung nhét vé qua lidu thiazid 14 giam cdc dién giai (ha kali huyét, ha clo
huyét, ha natri huyét) va mit nude do loi nidu manh. Néu phdi hop voi digitalis thi tinh trang giam kali huyét c6 thé
lam cho loan nhip tim tram trong hon.
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Xor tri: Néu ¢6 qua lidu xay ra, chu yéu diéu ui triéu chimg va hd tro. Chua xac dinh dugc mire do loai bo cia
Hydroclorothiazid bing thAm phan méu.

14- Dic tinh duge e hoc

Nhém duge 1¥: Thube déi khang thu thé angiotensin-II, két hop.

Ma ATC: CO9DA04

/—\PLO}U-\R® HCTZ 1a mot ché phém phdi hop trong didu tri ting huyét ap. Trong do, Irbesartan 1a mot thude ding
duong ubng co tac dung dbi khang chon loc trén thu thé angiotensin-II (phan nhom AT)).

Irbesartan ngan chan toan bd tac dong cua ang:otensm -1 qua trung gian thu thé AT, bét ké ngudn gbe hodc du'O’ng tong
hop cua angiotensin-11. Su dbi khang chon loc thu thé ciia angiotensin-11 (AT) lam ting renin huyét trong va ndng do
angiotensin-II, lim gidm néng d6 aldosterone huyét twong. Nong db kali trong huyét thanh khéng bi dnh hudng dang
ké boi Irbesartan khi ding mot minh vai lidu khuyén céo. Irbesartan khong te ché men chuyén (kinase-II), 1a men tao
ra angiotensin-II va 14 men tic déng lén sy thoai gidng cua bradykinin thanh céc chét chuyén hoa bét hoat. Irbesartan
khong c4n phéi chuyén thanh cac chit chuyén hoa dé co tac dong nay.

Thanh phén con lai, hydroclorothiazid, 1a mét thube loi tiéu 1am tang thai nude tidu, 14y di lwong dich du thira trong
co thé va do do lam ha huyét ap.

15- Pac tinh dugce dong hoc

Irbesartan

Irbesartan dwoc hép thu nhanh chéng qua duong tiéu hoa vai sinh kha dung duomng udng 60-80%. Nong do dmh trong
huyel twong cta Irbesartan dat duoc sau khi uéng 1,5-2 gidr. Irbesartan gin két khoang 96% voi
Thube chiu sy chuyen hoa mét phan & gan, chii yéu boi hé cytochrom P450 2C9 (CYP2C9) tha
khéng hoat tinh. Thuoc duoc bai tiét trong mét va trong nude tiéu dudi dang khong ddi va chat ¢huyén hoa, khoang
20% cua mot liéu udng hodc tiém tinh mach duge bai tiét trong nudc tiéu trong do dudi 2% 1a duti dang thuée khong
ddi. Nira doi thai trir cudi ciing khoang 11-15 gio.

Hydroclorothiazid

Hydrocloroth1321d hép thu trong d6i nhanh qua dudmg tiéu hoa. Sinh kha dung caa thude khoang 65 - 70%. Nira do
cua thude trong huyét twong nim trong khoang tir 5 - 15 gio va tich liy trong héng ciu. Thubc thai trir chu yéu trong
nude tiéu dudi dang khong dbi. Hydroclorothiazid qua duoc hang rao nhau thai va phéin b vao trong sita me.

Bénh nhan suy than:Duoc dong hoe cia irbesartan khong thay déi d6i voi nhimg bénh nhan suy than hogic dang thim
tach than. Irbesartan khong duge loai bé théng qua phuong phép thim tach mau. Voi nhitng bénh nhén ¢o do thanh
thai < 20ml/phit, nira doi thai trir cia hydroclorothiazid ting dén 21 gio.

Bénh nhan suy gan: Vi nhitng bénh nhén bi suy gan nhe dén trung binh, dugc déng hoc cua irbesartan khong thay dbi 4
déng ké. Chua thuc hién nghién ctru trén nhitng bénh nhén suy gan ning. i %
16- Quy cach déng géi: ]
Hép 2 vi x 14 vién nén bao phim.

Hop 3 vix 10 vién nén bao phim.

17- Piéu Kién bao quin: Pé noi kho réo, tranh énh sang, nhiét do khong qua 30°C.

18- Han ding: 36 thang ké tir ngay san xuét.

19- Tiéu chuén chit lwgng cia thude: USP

20- Tén, dia chi cua co so san xuit:

CONG TY TNHH DUQC PHAM GLOMED

Pia chi: $6 35 Pai L6 Tu Do, KCN Viét Nam — Singapore, phuong A
tinh Binh Duong.

DT: 02743768823 Fax: 0274.3769095

21- Chii sé hitu GLOMED: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L
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