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H ) Hodc theo sy hudng din cla thdy thude.
X Thudc bén theo don Nhin chung, tic déng ha huyét 4p dat dugc 3 tuin sau khi bat ddu didu trj.

CHONG CHi BINH

( I‘ - ®
Ombl ar - Qua man vdi bat cf thanh phan nao cla thudc.
- Quéd man vdi cac din xuit sulfonamide.

- Mang thai.
Losartan Potassium - Hydrochlorothiazide - Cac bénh nhén bj vo niéu.
Vién bao phim 50 mg/12,5 mg
Chiét dai khang thy thé Angiotensin Il / Lgi tiéu LUU ¥
Thuéc diéu tri cao huyét 4p S dyng khi mang thai
Khi st dyng che phy nd mang thai trong 3 théng thd hai va thd ba cla thai ky, cde thude tac
) 3 déng trén hé renin-angiotensin (nhu Losartan) cé thé gy tén thuong va tham chi tl vong &

THANH PHAN thai nhi dang phat trién. Ngung sl dyng Losartan ngay khi phat hién mang thai,

Moi vién bao phim:

Losartan potassium 50 mg THAN TRONG

Hydrochlorothiazide 12,5mg - Khéng sif dyng dang phdi hgp Losartan-HCTZ & nhitng bénh nhan cé thé bi mat nudc néi
mach {vi dy nhu nhiing bénh nhan diéu tri vdi cac thudc Igi tidu lidu cao).

Ta dudge: Microcrystalline Cellulose, Lactose, Hydroxypropyl Cellulose, Tinh bgt, Magnesium - Dang phéi hgp Losartan-HCTZ khéng nén diing cho nhiing bénh nhan bi suy than néng (dé

Stearate, Opadry, mau vang. thanh thai creatinine < 30 mL/phit) hodc nhitng bénh nhan bj suy gan.

- Theo céc dir ligu duge dong hoc cho thdy ndng dé huyét tudng clia Losartan gia tAng déng
cd sd cUA sy PHOI HOP ké & nhiing bé&nh nhan bi xd gan, nén xem xét s{f dung liéu thdp cho nhiing bénh nhan cd tién
Losartan va Hydrochlorothiazide (HCTZ) duge s dyng cing vdi nhau d dang phéi hgp ligu sU bj suy gan. Vi thé, dang phdi hgp Losartan-HCTZ khang nén ding cho nhiing bénh nhan |
udng mot lan méi ngay (FDC) dé kiém soat cao huyét ap. Losartan |a chét d6i khang dic cén chudn dé lidu lugng Losartan.
higu va chon lpc trén thy thé angiotensin | trong khi HCTZ 1a mdt thude Igi tiu thiazide. Ca - Losartan co thé lam tang urea huyét va creatinine huyét thanh & nhiing bénh nhan bi hep
hai thudc cd tac dong higp lyc trén huyét dp. Hiéu qua diéu tri cao huyét dp thudng cao hon déng mach than hai bén hodc hep déng mach cla ngudi chi cé mét than. Nhiing thay ddi nay
khi két hgp mot liéu nhd thudc Igi tiéu thiazide nhu HCTZ vdi chatl déi van thy thé trong chifc nang than ca thé phyc héi khi ngung diéu trj.
angiotensin-Il. Losartan lam ha huyét dp béng cdch phong bé chon Ipc thy thé ATy & mach - Su dung & nhiing phy ni cho con bii: Chua rd Losartan cé bai tiét qua s@fa me hay khang.
mau va cac mo khac dé ddi khang tac ddng cia angiotensin Il. Mat khac, HCTZ lam ha HCTZ xudt hién trong stia me. Do kha ning gay ra phan (ng phy & tré dang bu sda me, nén
huyét 4p bang cach tang bai tiét Natri qua than. Losartan cé xu hudng dao nghich tic déng can nhac gilia vigc ngung cho con bu va ngung sit dyng thudc, tinh dén tdm quan trong clia
ha kali huy&t gay ra do HCTZ. thude déi vdi ngudi me.

- Anh hudng 1&n kha niing ldi xe va van hanh may mée: chua co di lidu dé cap.
pugc Lyc HQC .

Losartan Potassium TACDUNGPHY ) o B

Angiotensin Il {dugc tao thanh tif angiotensin 1), 1a mat chit co mach manh, dé la hormone Nhin chung, viéc diéu trj vdi Losartan potassium - Hydrochlorothiazide dugc dung nap t6t.

kich hoat mach mdu ddu tién cla hé renin-angiotensin va la mot thanh phdn quan trgng Ph&_r] 16n céc phan Ung phy nhe, thoang qua va khong can ngung diéu tri. Trong cac thi

trong sinh Iy bénh hoc cla tang huyét ap. Chat nay (Angiotensin II) ciing kich thich sy bai nghigm 1am sang ¢6 kién}‘suall, vigc ngung ?’é“ tri do céc phdn Ung phy trén lam sang trén

tiét aldosterone tif vd thugng than. Losartan véa chét chuyén hod chinh ¢é hoat tinh chen tic ;r.:}og b?zhanala” dugc didu tri vdi dang phdi hgp so vdi nhom ding gia duge tuang ung 1a
va

dyng co mach va tiét aldosterone cla angiotensin Il bang cach ngan can chon loc sy gan
két clia angiotensine Il vao thy thé ATy cd trong nhidu md, Thy thé ATz ciing dugc tim tha
d nhiéu mé nhung khéng rd thy thé nay ed lién quan gl dén diéu hoé tim mach hay K i

__,_.N.hiLg ph&n tng phy sau dudc ghi nhan vd| Lnsartan -Hydrochlorothiazide:

dap nhanh
u chéy budn nan.

clia thy thé AT1 Ca Losartan va chit chuyen hoa cé hoat tinh clia né déu kh
ACE; cling nhu khong két hgp hodc Uc ché cac thy thé harmon khac hodc cac k
biét la quan trong trong diéu hoa tim mach.

Hydrochlorothiazide (HCTZ)

Hydrochlorothiazide 1a mot thudc Igi tiéu nham thiazide. Céc thiazide lam ting h'
bing céch e ché sl.r tai hdp thu cdc ion Natri va chloride & dng lugn xa. Tac dd
Matri trong nudc tiéu xay ra cing vdi sy mat thif phat Kali va Bicarbonate cd thé gy gi3
Kali mau nhg, gidm clo mau, kiém chuyén hod. Cdc Thiazide cing lam gldlﬂ thai trix C}k}_{ i g
acid uric. Céc thudc Igi ti€u Thiazide thudng khdng anh huéing dén huyét ap binh thudng. Rm. ~
uting lau dai, cac thudic Igi tiéu Thiazide lam gidm khéng lyc clla mach mau ngoai bién. Cd
ché chinh xac lam gidm khang lyc ngoai bién chua rd, nhung sy thai trl Natri qua than 1a cdn

jum: dif ligu vé qua liéu & ngudi con han ché. Biéu hién vé qua liéu hay gap
{Q huyét &p va nhip tim nhanh; cing co thé gép nhip tim cham do kich thich thin
 gid6 cam {day than klnh phe V\] Neu ha huyei ap tneu cerng xay ra, pha' didu trj hd

thigt d& fam giam huyét ap. Ban ddu, cac thugc Igi tiéu lam giam huyét dp biing cach gidm dang dung digitalis, gidm kali huy&t 1am tang loan nhip tim. X tri: didu tri hd trg tr
cung lugng tim, thé tich huy€l Iudng va thé tich dich ngoai bao. Cung lugng tim s& ddn trd lai Ria da day néu mdi ding thudc. Cé thé ding than hoat sau khi gay nén. Nén dar h gid va
binh thudng, cdc gia tri huyét tudng va ngoai bao trd vé hoi thap hdn binh thudng, nhung didu chinh rai loan nudc va dién gidi nhanh chéng.

khang Iyc mach ngoai bién gidm, dan dén lam gidm huyét ap.
TUONG TAC THUOC

DUQC BONG HQC Losartan potassium 0
Losartan potassium . . . ) . Khi st dyng ciing lic, nhitng thudc sau day c6 thé tudng tic véi Losartan: <

Sau khi udng, Losartan dugc hap thu tot nhung chuyén hoa tién hé thdng tai gan, tao thanh Gimetidine - Tang khodng 18% AUGC ciia Losartan co thé xay ra nhung khéng gé®anh hudng ‘
mdt chat chuyén hoa co hoat tinh (E-3174) va cac chat chuyén hoa khang cd hoat tinh khac. trén duge dong hoc clia chit chuyén hoa cé hoat tinh.

Sinh kh& dyng clia vién Losartan |a khodng 33%. Ndng dé dinh trung binh clia Losartan va Phenobarbital - Giam khoang 20% AUC cla Losartan va AUG ciia chat chuyén hoa co hoat
cac chat chuyén hod cé hoat tinh dat dugc tudng ting sau 1 gid va 3-4 giti. Khong c6 sy khéc tinh.

biét c6 y nghia lam sang trén ndng d6 Losartan trong huyét tuong khi thude duge si dung Rifampicin va Fluconazole - Giam néng d6 chat chuyén hoa cé hoat tinh ciia Losartan.
chung vdi thic an. Céc thudc Igi tiéu gilr Kali (nhu Spironolactone, Triamterene, Amiloride), céc thudc bd sung
Ca Losartan va chat chuyén hoa clia nd két hgp vdi protein huyét tudng hon 99%, chil yéu Kali, hodc cdc chit thay thé mudi cé chita Kali - Tang Kali trong huyét thanh.

la vdi albumin. Thé tich phan phai cla Losartan tuong dai thap 1a 34 Iit. Hydrochlorothiazide (HCTZ)

Néng dé trong huyét tuong clia chit chuyén hod cé hoat tinh cao hdn Losartan & 131 ¢a cdc Khi s{t dyng ciing lic, cac thudic sau cé thé tuong tac vdi HCTZ:

liéu. Cmax va AUC ctia E-3174 khoang 2 va 5-B 1an cao hon gid tri tudng (ing clia Losartan. Rugu, barbiturate, hodc thudc gidm dau gay nghién - C6 thé xay ra ha huyét 4p tu thé ding.
Sau khi udng, néng do huyét tudng clia Losartan, va cht chuyén hod cé hoat tinh gidm Cée thude i tiéu dudng (cdc thudc dang udng va insulin) - C6 thé edn phai didu chinh ligu
nhanh, vdi théi gian ban huy tong dng khoang 2 gi¢ (1,5 - 2,5 gid) va 6-9 gid. Do thai gian cia thude didu tri tiéu dudng.

ban huy ngén, c& Losartan va chat chuyén hoa cé hoat tinh khéng tich luy dang ké trong Thudc gén acid mat ramine v c pol - Hap thu HCTZ gidm khi cd mat céc thude
huyét tudng khi st dyng liéu 100 mg mgt lan trong ngay. gén acid mat trao ddi ion am. Céc liéu don cla cholestyramine hodc colestipol két hgp vdi
D6 thanh thai huyét tudng cila Losartan va chit chuyén hod ed heat tinh tudng dng khodng HCTZ lam gidm hip thu cla thudc 1 hé tidu hoa tudng Ung 85 va 43%.

600 mL/phit va 50 mLiphit. Losartan dugc chuyén hod chi y&u & gan. Khodng 35% liéu Cac corticosteroid, ACTH Gay mat dién gidi manh, déc bigt 1 ha kali huyét.

udng dugc bai tiét qua nudc tiéu & dang khang ddi va dang chuyén hoa. Chi 4% liéu st dyng C.ic amine lam ting huyét é}p (nhu adrenaline) - Bap dng vdi cdc amin lam tang huyét ap co
dudc bai tiét dusi dang khéng déi qua than. Ba thanh thi than cia Losartan 1a 74 mLUphut. thé giam nhung khang du d& ngan ngda vidc sif dung cdc thude nay.

Khoang 6% liéu sii dyng dugc bai tiét qua nudc tidu dudi dang chuyén hod cé hoat tinh vdi Gac thufic gian cd van, khang khit cyc (nhu tubocurarine) - G6 thé tang dap Ung vdi cac thude
do thanh thai than 26 mLiphut. Losartan va cac chét chuyén hod cling dugc bai tiét qua mat, gian cd

vdi 58% ligu udng vao dugc tim thay trong phan. Lithium - Cdc thudc Igi tiéu lam giam dé thanh thai lithium va lam tang nguy ca ngé dic lithium.
Hydrochlorothiazide (HCTZ) Cdc thudc khang viém khéing steroid (NSAIDs) - NSAIDs cd thé lam glém tac dﬁng Igi tiéu,
Hydrachlorothiazide dugc hap thu khac nhau tif hé tiéu hoa tuy theo céng thifc va liéu lugng. théi trlf natri qua nudc tidu, va diéu tri cao huyét ap C,UG’HWZ'

Sinh kha dyng khodng 50-60%. Sau khi udng HCTZ, tic dong lgi tidu xay ra trong vang 2

gi&s, ndng do dinh dat dugc sau khoang 4 gid va kéo dai khoang 6 dén 12 gid. Thai gian tac TRINH BAY: Hop 3 vi x 10 vién.

dong dao dong tif 6-12 gid. Thuéc qua duge nhau thai, nhung khong qua dugc hang rao mau
ndo va duge phan phdi trong sita me. HCTZ khéng dude chuyén hod nhung duge thai trd
dudi dang khiing ddi trong 24 gid. Khdi dau thoi gian ban thai cla HCTZ da dugc ghi nhan
trong khodng ti 5,6 - 14,8 gid khi ndng dé huy&t uong da dugc theo dai trong it nhat 24 gia,
Mat nghién clru gdn day ghi nhan thai gian ban thai trung binh la 2,5 gid d nhifng bénh nhan
vdi chifc ndng thén binh thudng. Thai gian bén thai dudc dy doan tang 12-20 gid & nhiing
bénh nhin bi bénh thian nang (nhu dd thanh thai than < 10 mL/phut).

CHi BINH _
Diéu tri cao huyét &p: Cho nhiing bénh nhan thich hgp vdi dang diéu trj phdi hgp. San yust ta ’
CONG TY TNHH UNITED INTEF[NATIONAL PHARMA

LIEU DUNG VA CACH DUNG WHO-GMP, GLP, GSP

- Ligu khdi ddu & duy trl & ngudi ldn: 1 vién phdi hgp Losartan 50 mg + HCTZ 12,5 mg mot S8 16 VSIP Il, Duéing s 7, Khu Cong Nghiap Vist Nam-Singapore Il

1an méi ngay. ) h

- Cho nhidng banh nhan khang dap Ung hoan toan, diu chinh dén li§u 161 da: 2 vién phdi hop Piufing Hol Ph, Thinh PR Tl ggg;:gggfnhﬁwt‘l”m.f@ RUGNG
Losartan 50 mg + HCTZ 12,5 mg mai ngay. ®Bing ky nhan higu United Lab“’a‘FWWON G PHO NG
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