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MAU TO HUGNG DAN SU DUNG XIN LUU HANH

R THUSC BAN THEO PON

EUVALTAN PLUS

Vién nén bao phim

CONG THUC: Cdng thuc cho 1 vién nén bao phim
Valsartan
Hydroclorothiazid . 12,5mg

T4 dugc: Croscarmellose natri, Colloidal silica khan, Magnesi stearat, Avicel
101, Lactose monohydrat, Hydroxypropylmethylicellulose 615, Polyethylen
glycol 6000, Bot Tale, Polysorbat 80, Titan dioxyd, Vang tartrazin lake, 151}
Ponceau4R.

CACBAC TINHDUGCLY:

DUGC LYCHOQC:

Lién quan dén valsartan

Valsartan 1a thuGc d8i khang thy thé typ 1 clia angiotensin Il (AT1). Valsartan
¢6 tdc dung dugc ly tudng ty losartan; tuy nhién, khéc vdi losartan, valsaltan
kh&ng phai tién chat nén tac dung dugc ly clia thudc khéng phu thugc vao phan
ing thily phan & gan.

Trong hé renin-angiotensin-aldosteron, angiotensin | khdng c6 hoat tinh dugc
chuyén thanh angiotensin Il ¢é hoat tinh co mach manh, gay tang huyét &p,
déng thai, kich thich tuyén thugng than bai tiét aldosteron. Ai lyc gin cia
angiotensin |l trén thy thé AT1 va AT2 tuang ty nhau, trong khi d6, &i lyc cla
valsartan d8i véithy thé AT1 manh gép khodng 20.000 I4n so Véi 4i lyc clia thy
thé AT2. Thu th8 AT1 tham gia vao hdu hét hodc t&t ca cac hoat ddng trén tim
mach, than va thdn kinh trung uong. Valsartan tc ché chon loc angiotensin Il
gén vao thy thé AT1 & nhiéu mé khac nhau, trong d6 ¢6 cd tron mach mdu va
tuy&n thugng than, 1am ha huyét 4p b&ing cach d8i khang cac tac dung gay ra
bai angiotensin Il (co mach, ting bai tiét aldosteron, tang bai tiét catecholamin
& tuy&n thugng than va trudc synap, gidi phéng arginin Vasopressin, tai hp thu
nudc va gay phldaicaotim).

So sanh véi cac thubc d8i khang thy th AT1, céc thudc Uc ché enzym chuyén
angiotensin tic ché chuyén angiotensin | thanh angiotensin Il khdng hoan toan
viangiotensin Il ¢6 thé dugc tao thanh thdng qua cac enzym khac khdng bj céc
thudc tic ché ACE chen lai. Valsartan khdng tc ché gidng héa bradykinin, do
d6, khdng gy céc phan ing bat Igi nhu ho dai ding lién quan dén qua trinh nay
thudng xay ra vdicac thudc Uc ché enzym chuyé&n angiotensin.

Tac dung ha huyét dp xu&t hién khodng 2 gid sau khi udng valsartan, dat cyc
dai sau 4 - 6 gid va duy trl tdc dung trong 24 gid. Khi dung liéu 14p lai, tac dung
chéng tang huyét 4p thé hign rd rét sau 2 tudn, dat t8i da sau 4 tudn va dugc
duy trl khi diéu trj dai ngay. Ty 1& day/dinh clia hidu qua gidm huyét 4p tam thu
va huyét &p tam truong tuang Ung |4 78% va 74% cho th&y thuéc c6 thé sit
dung 1 14n/ngay trong kiém soathuyétap.

Lién quan dén hydroclorothiazid:

Hydroclorothiazid va céc thudc Igi tiéu thiazid lam tang bai tiét natri clorid va
nudc kém theo do co ché tic ché tai h&p thu c4c ion natri va clorid § 8ng lugn xa.
Sy bai ti6t cac chat dién giai khac cling ting dic biét 1a kali va magnesi, con
calci thl gidm. Hydroclorothiazid cling lam gidm hoat tinh carbonic anhydrase
nénlam tang bai tiét bicarbonat nhung tac dung nay thudng nhd so véitac dung
bai ti€t Cl - va khéng lam thay d8i ddng k& pH nudc tiu. C4c thiazid cé tac dung
\gi tifu muc a6 vira phai, vi khodng 90% ion natri d& dugc tai hdp thu trudc khi
dén 8ng lugn xa la vj trichil y&u thuSc c6 tac dung.

Hydroclorothiazid c6 tdc dung ha huyét 4p, trudc tién cé 18 do gidm thé tich
huyéttudng va dich ngoai bao lién quan dén sy bai niéu natri. Sau d6 trong qué
trinh ding thudc, tdc dung ha huyét p tuy thudc vao sy gidm suic can ngoai vi,
thdng qua sy thich nghi dén clia cdc mach méu trude tinh trang gidm ndng dd
Na+. Vivay, tac dung ha huyét &p clia hydroclorothiazid thé hiénchamsau1-2
tudn, con tac dung Igi tiéu xay ra nhanh cé thé thdy ngay sau vai gid.
Hydroclorothiazid Iam tAng téc dung clia cac thuSc ha huyétap khac.

DUGC BONG HOC:

Lién quan dénvalsartan

Hép thu: Valsartan h&p thu nhanh sau khi ugng. Sinh kha dung dudng udng dat
khoang 25%. Thai gian dat néng d6 cyc dai trong huyét tuong trong khodng 2
dén 4 gid sau khi dung thudc. Thic &n cé anh hudng bat Igi dén h&p thu clia
valsartan, 1am gidm AUC khodng 40% va gidm néng dé cyc dai trong huyét
tuong kho&ng 50%, nhung nng dé trong huyét tuong sau khi udng 8 gid tuong
ty nhau du b&nh nhan d6i hay khéng. Tuy vay, AUC gidm khéng kém theo gidm
tac dung 1am sang cé y nghia, do d6 c6 thé udng valsartan trong hodc ngoai
bita &n. AUC va néng dd cyc dai trong huyét tuong clia valsartan tang ty 1
tuy&n tinh véi liéu trong khodng liéu dugc khuyén cdo trén lam sang.

Phén bé' Valsartan lién k8t manh véi protein huyét tuang (khoang 94 - 97%),
chli yu lién két véi albumin. Thé tich phan b8 & trang thai 8n djnh sau khi tiém
tinh mach valsartan khodng 17 Iit, nhu vy chiing td khdng c6 sy phan bé quan
trong valsartan vao cac mé.

Chuyén héa: Valsartan khong dugc chuyén héa dang ké, chi c6 20% liéu tim
th&y dudi dang chat chuyén héa. Chét chuyén héa clia valsartan 1a valeryl 4-
hydroxy valsartan khdng cé hoat tinh x4c dinh dugc trong nudc tiéu va phan.
Hién chua x4c djnh dugc chinh xdc cdc enzym tham gia chuyén héa valsartan

nhung c6 thé valsartan khong dugc chuyén héa qua hé enzym cytocrom P450.
Thai trer Valsartan dugc thai trir theo nhiéu pha (t1/2 alpha < 1gid, t1/2 beta
khodng 9 gid). Valsartan thai trir chi yéu qua dudng mat vao phan (khodng
83%) nhung cling qua than vao nudc tiéu (khodng 13% liéu), chi y&u dudi
dang khéng d8i. Sau khi tiém tinh mach, dd thanh thai valsartan huyét tuong
khoang 2 lit/ gi& va d¢ thanh thai than 0,62 lit/gi¢ (khoang 30% d9 thanh thai
toanbd). Thdigian ban thiicla valsartan khodng 6 gid.

Lién quan dén hydroclorothiazid

Hép thu

Hydroclorothiazid h&p thu nhanh sau khi ung (tmax khoang 2 gid). Thyc phdm
khéng anh hudng hodc anh hudng rat it dén sy hép thu hydroclorothiazid. Sinh
kha dyng tuyét d8i sau khiudng 12 70%.

Phén b6

Thé tich phan b6 1a 4-8 L/kg

Hydroclorothiazid g&n véi protein huyét thanh (40-70%), chi y&u Ia albumin
huyét thanh. Hydroclorothiazid tich 10y trong hdng c4u g&p khoang 3 14n so véi
trong huyét tuong.

Théi trr

Hydroclorothiazid dugc thdi trd chd y&u dudi dang khéng dsi.
Hydroclorothiazid dugc thai trir khdi huyét tuong vdi thdi gian ban thai trung
binh tr 6 d&n 15 gid & giai doan thai trif sau cung. Khdng cé sy thay ddi vé dugc
dong hoc khi dung lidu I3p lai, va rdt it tich luy khi dung liéu mét 14n mot ngay.
C6 hon 95% liéu h&p thu dugc bai ti6t dudi dang hgp ch&tkhdng ddi trong nuée
tiéu. D9 thanh thai than bao gém qua trinh loc thy ddng va bai tiét tich cyc vao
8ngthan.

Nhiing i tugng dac biét

Ngugi cao tubi

Mtrc d6 ti€p xuc valsartan toan than thudng c6 phén cao han trén mét vai ngusi
cao tudi so v8i nhiing ngudi tré tudi; Tuy nhién, diéu nay chua thé hién dugc bat
ky y nghia Iam sang nao. Dya trén s& liéu con han ché cho thdy sy thanh thai
toan than clia hydroclorothiazid gidm & c& nhiing ngudi cao tudi khde manh va
cao huyét &p so véi nhiing ngudi tinh nguyén khdée manh.

Suy thdn

Vi liu khuy&n cdo clia valsartan/ hydroclorothiazid, khéng cdn hiéu chinh liéu
chobé&nhnhan cé dé thanh thai creatinin 30 - 70 mL/ phut.

& bénh nhan suy than nang (46 thanh thai creatinine < 30 mL/ phut) va bénh
nhan dang chay than, chua c6 di li¢u khi dung valsartan / hydroclorothiazid.
Valsartan g&n két cao véi protein huyét tuong va khdng thé loai bd blng cach
loc mdu, trong khi d6 hydroclorothiazid cé thé dugc loai bd biing cach chay
than.

Sy thai trir hydroclorothiazid gém qué trinh loc thy ddng va bai tiét chli dgng
vao 8ng than. Theo dy doan d8i v6i mdt hgp chét dugce thai trr hdu nhu thong
qua than, chic ning than cé &nh hudng rd rét dén dugc ddng hoc clia
hydroclorothiazid.

Suy gan

Trong mét thir nghiém vé dugc ddng hoc & nhitng bénh nhan c6 réi loan chic
néng gan nhe (n = 6) dén trung binh (n = 5), muc d§ tiép xuc vdi valsartan ting
gép 2 I4n so véi ngudi tinh nguyén khde manh. Khéng cé dif ligu vé viéc si
dung valsartan & nhitng bénh nhan bj r8i loan chitc nang gan ndng. B¢nh gan
khéng &nh hudng dang ké d&n dugc ddng hoc clia hydroclorothiazid.
CHIBINH:

Diéu trj cao huy&t 4p & b&nh nhan huyét 4p khéng dugc kiém sodt ddy du khi
diéu trj bAng valsartan hoac hydroclorothiazid dan trj ligu.

LIEULUQNG VA CACHDUNG:

Liéulugng:

Liéu khuyé&n cdo diéu tri: 1 vién valsartan/ hydroclorothiazid 80mg/ 12,5mg,
uéng mdingay 114n.

Trong trudng hgp cén thiét, viéc tang liéu nén xem xét trén ting c4 thé & lidu
tiép theo d& gidm nguy co ha huyét 4p va céc téc dung ngoai y khédc. Higu qué
Iam sang khi dung phéi hgp valsartan/ hydroclorothiazid 80mg/ 12.5mg cén
dugc danh gié sau khi bit ddu diu trj, néu huyét 4p khdng dugc kiém soat, c6
thé tang liéu bing cach tdng mét trong hai thanh phén tdi liéu tdi da valsartan
320mg va hydroclorothiazid 25mg.

Hiéu qua ch8ng tang huyét &p t6i da dat dugc trong vong 2 d&n 4 tudn diéu tr.

3 da s6 banh nhan, nhan th&y hiéu qua t&i da trong vong 4 tudn. Tuy nhién, &
mot s8 bénh nhan, c&n phai diing d&n 4-8 tudn. Diéu nay nén dugc tinh dén khi
hiéu chinh liéu.

Liéudang cho nhing déi tugng ddc bigt:

Suy thdn

Khéng c4n hidu chinh liu cho bénh nhan suy than nhe déntrung binh (TY 1& 4o
loc cdu than (GFR) > 30 mL/phut). Do cé thanh phdn hydroclorothiazid, chéng
chl dinh thudc & nhitng b&nh nhan suy than ning (GFR < 30mL / phut) va vé
niéu.
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+ Suygan
o] bénh nhan suy gan nhe téi vira khdng do & mat, liu valsartan khéng nén
vugtqud 80mg.
Khéng cdn hiéu chinh liéu hydroclorothiazid cho b&nh nhan suy gan nhe dén
trung binh. Chéng chi djnh thu8c & nhiing b&nh nhan suy gan nang va & mat.
Ngugi cao tubi
Khaéng cn hidu chinh liéu & b&nh nhan cao tudi.
Tréem
Khéng khuyé&n c4o ding thuéc cho tré dudi 18 tudi do chua cé di ligu vé tinh an
toanva hiéu qua.
Céch dung:
Thuéc cé thé dung cung hodic khdng cing thic &n, va nén udng véi nudc
CHONG CHIBINH:
- MAn cam véi bt cu thanh phén nao clia thudc, cac san ph&m cé nguén géc
tir sulfonamid.
- Phu nii c6 thaiba thang giita va ba thang cudi thai ky.
- Suy gann3ng, xd gan matva u mat.
- V& niéu, suy than naing (hé s& thanh thii creatinine < 30 mL/phut).
- Ha kali huyét, ha natri huyét, tang calci huyét va acid uric mau.
- Khdng diing thuéc chung véi cdc sdn phdm cé chia aliskiren & ngudi bj d4i
thdo dudng va suy than (GFR <60mL/phut/1,73m?).
TUONG TAC THUGC:
Tuong tac véi ca valsartan va hydroclorothiazid:
Khéng nén st dung déng thai:
- Lithium: d& c6 bdo cdo vé viéc diing ddng thdi vi lithium 1am tang néng Ao
lithium trong m&u d&n d&n ngd ddc. Do thiéu kinh nghiém trong viéc st dung
d8ng thdi valsartan va lithium, ph8i hgp ndy khéng dugc khuyé&n cdo. N&u cén
thi§tphai kéthgp, nén theo ddi chitcha néng d9 lithium huyétthanh.
St dung déng thdi cdn thdn trong:
- Céc thubc ch8ng tang huyét 4p khéc: valsartan/ hydroclorothiazid c6 thé lam
ting tac dung clia cac thudc chng tang huyét dp khac (vi du guanethidine,
methyldopa, thuSc gian mach, thudc tc ché men chuyén, thudc uc ché beta,
thudc chen kénh calci).
- Thu8c khdng viém khéng steroid (NSAIDS), bao gém thudc uc ché chon loc
COX-2, acid acetylsalicylic > 3g / ngay va cdc NSAID khéng chon loc): Than
trong khi ding ddng thdi v8i valsartan / hydroclorothiazid do gidm téc dung ha
huyét 4p, tang nguy cd suy than va ting néng dd kali huyét thanh. Vivay, cén
theo ddi chuic nang than trong giai doan bat d4u diéu trj va bu dl nudc cho bénh
nhan ¢ suy gidm khdi lugng tuén hoan.
Tudng tdc véi valsartan:
- Uc ché kép hé Renin-Angiotensin-Aldosterone (RAAS) vdi ARB, ACE, hodc
aliskiren:
- Di lidu thit nghiém 1am sang cho thdy viéc sit dung céc thudc tc ché kép hé
renin-angiotensin-aldosterone (RAAS) b&ng céch két hgp thudc tc ché men
chuyén (ACE), thuc chen thy thé angiotensin Il (ARB) hoic aliskiren c6 lién
quan dén viéc téng tdn suét cac tdc dung khéng mong mudn nhu ha huyét 4p,
tang kali mau va gidm chuc néng than (bao gém suy than c&p) so vdi sif dung
dan doc cac thude uc ché RAAS.
- Thudc Igi ti€u tiét kié m kali, cdc ché phdm b sung kali, mudi thay thé c6 chia
kali: Khéng khuy&n cdo ding d8ng thdi vi valsartan do nguy cd tang néng 4§
kali huy&t thanh va ting néng dd creatinin huy&tthanh & bénh nhén suy tim.
- Kénh vén chuyén
D@ liéu in vitro cho th&y valsartan 14 ch&t nén clia kénh van chuyén vao
OATP1B1/OATP1B3 va ké&nh van chuyén ra MRP2 & gan. Sy lién quan trén
lam sang clia théng tin ndy chua dugc biét. SU dung déng thdi cac chét tic ché
ké&nh van chuyén vao (vi dy rifampin, ciclosporin) hodc kénh van chuyén ra (vi
du ritonavir) c6 thé 1am tang muc dd ti€p xuc valsartan toan than. Cén than
trong khi bt ddu ho#ic két thuc diéu trj véi céc thude nay.
Tudng tac véi hydroclorothiazid.
St dung déng thoi cdn thén trong.
- ThuBc Igi tiéu mé&t kali, corticosteroid, ACTH, thuéc nhuén trang,
amphotericin, carbenoxolone, penicillin G, glycosid, salicylic acid va cac dan
xu&t: 1Am mé&t kali va ha kali mau. N&u dung chung phai theo ddi néng dé kali
huyéttucng.
- Thu6c chéng loan nhjp nhém la (quinidine, hydroquinidine, disopyramide),
thudc chéng loan nhjp nhém Il (aminodarone, sotalol, dofetilide, ibutilide),
thudc chBng loan thén (thioridazine, chlopromazine, haloperidol, ..) va mét s&
thuSc khac (bepridil, cisapride, diphemanil, erythromycin IV, halofantrin,
ketanserin, mizolastin, pentamidin, sparfloxacine, terfenadine, vincamin [V): do
nguy cd ha kali m&u nén than trong khi ding chung vicé thé gay xoén dinh, 1am
rung th&t gay tif vong.
- Cacdigitalis glycoside
Khi dung thiazid c6 thé 1am ha kali v magnesi mau, day Ia tdc dung khéng
mong mudnlam khdiphétsuy tim, gay loan nhjp.
- Musicanxi va vitamin D: lam ting canxi huy&tthanh.
- Thuéc trj d4i thao dudng (thudc udng va insulin): C&n phai hiéu chinh liéu do
tang glucose huyét.

Luu y: than trong khi dung chung v8i metformin vi nguy ¢a nhiém toan lactic.

- Thudc ch8ng trAm cam, thu8c chéng loan than, thudc chdng ddng kinh: gay
gidm tiéu cdu, luu y khi sif dung thudc thdi gian dai.

- ThuBc chen beta va diazoxide: SU dung déng théi véi céc thubc Igi tidu
thiazid, bao gém hydroclorothiazid, thuSc chen beta cé thé 1am ting nguy cd
t&ng dudng huyét. Thudc Igi tiéu thiazid, bao gém hydroclorothiazid, c6 thé lam
t&ng tac dung ting dudng huyét clia diazoxide.

- Thu8c diéu trj b&nh gout (probennecid, sulfinpyrazone va allopurinol): cén
higu chinh liéu vi c6 thé 1am tang ndng dd acid uric huyét thanh, gay phan ung
quéa man véi allopurinol.

- Thudc khang cholinergic: lam tang tdc dung clia thiazid khi d0ng déng thai.

- Amantadine: tang tac dung phy cla thiazid, bao gém hydroclorothiazid, do
amantadine gayra.

- Nhya trao d6i ion: gay gidm hé&p thu va ting tdc dung phu clia hydroclorothiazid.
- Céc thuBc gay doc té bao: lam gidm bai tiét cac thubc gay ddc té bao
(cyclophosamide, methotrexate) qua than va lam ting tac dung Uc ché tiy
xuong clachung.

- Thu8c gidin cd (vidy tubocurarin): C6 thé 1am ting dap Ung véithubc gidn co.
- Rugu, barbiturat ho#c thu8c ngli gay nghién: Tang nguy co ha huyét 4p thé
dung.

- Ciclosporin: dang d8ng thdi cé thé 1am ting nguy co tang acid uric mau va
biénchung gout.

- Methyldopa: da ¢6 bdo c4o vé thiSu mau tan huyétd nhitng bénh nhan dung
Aa8ng thdi methyldopa va hydroclorothiazid.

- Carbamazepine: diing hydroclorothiazid déng thdi vdi carbamazepine c6 thé
gay gidm natri huyét.

THAN TRONG:

Lién quan d€n valsartan W
- Nguy cd ha huyét 4p: Ha huy&t 4p ning hiém gap & bénh nhan tang huyét 4p
khdng bién chiing. Ha huyét 4p c6 biéu hién triéu ching thudng xay ra & bénh
nhan c6 gidm kh&i lugng tudn hon do sif dung thudc Igi tiéu liéu cao, c6 ché d6
&n han ché mudi, dang thdm tach mau, tiéu chiy hodc ndn. é nhiing bénh
nhan nay, nén bl natri va/ hodc bu nudc hodic gidm liéu thudc Igi tiéu trudc khi
bét ddu diéu trj b&ng valsartan. C4n gidm sat chat ché bénh nhan trong giai
doan bit d4u diéu tri. N&u xay ra ha huyét 4p c6 bidu hién trigu chiing, nén dit
bénh nhan & tu th& ndm nglra, ddu th&p. Trong trudng hgp ha huyét 4p néing,
cén bu dich bing truyén tinh mach dung djch natri clorid 0,9%. Ha huyét 4p
thodng qua khang bit budc chdng chi dinh sit dung valsartan nhung cén duge
hiéu chinh lailiéu thuéc than trong sau khi huy&t&p cliabénh nhan da 8n dinh.

- Than trong khi bt d4u diéu trj cho bénh nhan suy tim hoc c6 d&u hiéu lam
sang r8i loan chuc nang tdm thu th&t trai sau nhéi mau ca tim do thudng xay ra
ha huyét4p & nhitng bénh nhan nay.

- Tuy nhién, khdng cdn ngung thudc néu liéu clia thudc dang & trong khodng
liéu khuyé&n céo. Cén theo ddi chat ché chiic nang than clia bénh nhan nay
trong thdi gian diéu trj.

- Nguy cd ting kali mau, d&c biét trén nhiing b&nh nhéan suy tim hoc nhitng
bénh nhan c6 suy than kém theo. Khdng nén sit dung d8ng thdi cac thudc Igi
tiéu giir kali, cac ché phdm b8 sung kali hodic cac thudc khac c6 kha ning tang
néng dd kali huyét thanh (nhu heparin). Bénh nhan cén theo ddi dinh ky néng
d6 kali huyétthanh.

- Than trong & bénh nhan con mét than va hep dong mach thén hai bén hodc
hep ddng mach than mdt bén do dd an toan chua dugc xac 1ap. Viéc sif dung
céc thudc uc ché hé renin-angiotension-aldosteron néi chung ¢é thé lam ting
néng d creatinin huyét thanh ho#c tang nitrogen uré mau (BUN) & bénh nhan
hep ddng mach than. Cén theo ddi chit ché chic nang than & nhiing bénh
nhan nay khi diéu trj bing valsartan.

- Bénh nhan suy than c6 Cler < 10 mL/phit hodc dang th&m tdch méu. Suy
gidm chic nang than lién quan dén viéc st dung valsartan cing nhu cac thudc
c ché hé renin-angiotensin-aldosteron néi chung chi yéu xay ra trén bénh
nhan suy tim nang ho#c cé cac yéu t& nguy co nhu hep ddng mach than, tién st
suy than holc sif dung déng thai véi cac thudc Igi tidu.

- Bé&nh nhan suy gan nhe dén trung binh khéng mac kém i mat.

- Bénh nhan cudng aldosteron nguyén phét do hé renin-angiotensin-
aldosteron khdng dugc hoat hda & nhitng bénh nhéan nay.

- Than trong véi ngudi bénh hep van ddng mach chli hodc hep van hai ld hodic
bénhly phidaicotim.

Lién quan dén hydroclorothiazid

- T4t ca bénh nhan dung thiazid Igi tiéu (trong d6 c6 hydroclorothiazid) phai
dugc theo ddi dinh ky dién gii trong huyét thanh va nuéc tiéu, nh&t |a bénh
nhan dung corticosteroid, ACTH ho#c digitalis, quinidin (nguy co xoén dinh gay
rung that).

- Suy than n&ng: TAng uré huy&tva cé thé lam suy gidm thém chitc ning than.

- Suy gan: D& bjhénmé gan.

- Gout: B&nh n&nglén.

- D4ithao Audng: Chu y diu chinh thuSc (insulin, thudc ha glucose huyét).

- Tac dung ha huy&t 4p clia hydroclorothiazid tang I&n & bénh nhan sau cit bd
thén kinh giao cam.




- Tang cholesterol va triglycerid trong mau. Chu y khi dung thu8c & ngudi cao
wéivl dé métcanbing dién giai.

Luu y: ThuBc nay c6 chud céc ta dugc lactose, tartrazin va ponceau 4R: ¢6 thé
xay ra cdc phan ung dj tng. Khuyén céo khdng sit dyng cho bénh nhan c6 céc
v&n dé vé di truyén hiém géip nhu khdng dung nap galactose, thiu enzym Lapp
lactase ho3ic kém hép thu glucose va galactose.

PHY NJ MANG THAI VA CHOCON BU:

Thdi ky mang thai:

Valsartan

Valsartan va cdc thudc tac dung tryc tiép trén hé renin-angiotensin-aldosteron
n6i chung khi sif dung & phu nii ¢6 thai trong ba thang giita va ba thdng cudi thai
ky c6 thé gay t8n hai cho thai nhi (suy gidm chifc nang than, [t nudc 6i, cham cét
héa xuong so) va tré sa sinh (suy than, ha huyét 4p, tang kali huyét), tham chi
c6 thé gay chét thai. Vi vay, ch8ng chi dinh sit dung valsartan cho phy ni ¢6
thai trong giai doan ba thang gita va ba thang cudi cla thai ky. Khéng khuyén
cdo sl dyng valsartan trong ba thang ddu cuia thai ky. Mac du céc nghién ciu
dich t& hoc hién chua chiing minh dugc nguy co gay quéi thai khi sit dung thudc
trong ba thang d4u clia thai ky nhung khéng thé loai tri dugc hoan todn nguy co
nay. Khi phét hién c6 thai, b&nh nhan dang diéu trj b&ng valsartan cdn ngung
ngay thudc va diéu trj thay thé bling thudc khac. N&u da su dung valsartan
trong mot thai gian dai tr ba thang gidia thai ky, cin siéu am kiém tra chic nang
than va chyp so cla thai nhi. Tré so sinh cé me sif dung valsartan trong thdi ky
mang thai cdn dugc theo ddi chitcha nguy co ha huyétép.

Hydroclorothiazid.

Chua c6 nhiéu kinh nghiém vé viéc sii dung hydroclorothiazid trong thai ky, déc
biét 1a trong ba thang ddu. Cac nghién clu trén ddng vat khong ddy du.
Hydroclorothiazid qua dugc nhau thai. Dya trén co ché dugc déng hoc clia
hydroclorothiazid trong ba thdng giita va ba thang cubi thai ky c6 thé tdc déng
dén sy truyén dich dén nhau thai, gay ra nhitng &nh hudng cho thai nhi va tré so
sinh nhu'vang da, réiloan can b&ng dién gidi va giam tidu cdu.

Thdiky choconbu

Valsartan

D lidu thyc nghiém trén chudt cho thdy valsartan dugc bai tiét vao sita me.
Hién chua rd lidu valsartan cé dugc bai tiét vao sita me & ngudi hay khéng. Do
nguy ca bt Igi trén tr& bu me, nén ngung cho con bu trong thdi gian diéu tri
bing valsartan hodc ngung thudc va diéu trj thay thé béing thudc khéc.
Hydroclorothiazid

Hydroclorothiazid dugc bai tiét vao sifa me. Do d6 viéc sif dung thudc trong thdi
gian cho con bl khdng dugc khuyén céo. Céch diéu trthay thé véicac thudc an
toan khéc s& thich hgp hon khi cho con bu, dc biét khi cho tré so sinh hoic tré
sinh non bu.

ANHHUGNG KHI LAI XE VA VAN HANH MAY MOC

Do céc tac dung khéng mong mudn nhu hoa mét, chéng mat, phai cdn than khi
l4i xe hay vdn hanhmay méc. |

TAC DYNG KHONG MONG MUON (ADR)

Lién quan dén valsartan/hydroclorothiazid:

itgap, 1/1 000 SADR < 1/100

- Ré&iloan chuyén héa va dinh dudng: m&t nudc

- Réiloan hé thankinh: djcdm

- Réiloan thj giac: matnhin mg

- Réiloan tai va taitrong: U tai

- R&iloan hé mach: ha huyétap

-R&iloan hé hép, 16ng ngyc va trung thdt: gay ho

- Réiloan cd xudng va mé lién két: dau co

R&thiém gap, ADR < 1/10000

- R6iloan hé than kinh: chéng mét

-Rd&iloan hé tidu héa: tidu chdy

- Réiloan cd xuang va mé lién két: dau khép

Chuard tan suat

- R&iloan hé than kinh: ng4t

-R&iloan hd hdp, 18ng nguc va trung thét: phu phdikhong do tim mach

- Réiloan than va hé tiét niéu: suy gidm chuc néng than

- Khac: tang acid uric huy&t thanh, tang bilirubin huyét thanh va tang creatinin
huy&t thanh, gidm kali mdu, ha huyét &p, tang néng do uré mau, gidm bach
cu.

Lién quan dén valsartan:

itgap, 1/1 000 SADR < 1/100

- R&iloan tai va tai trong: chéng mét

-Ré&iloan hé tiéu hda: dau bung

Chuard tdn suft

- R&iloan m4u va hé bach huyét: giam hemoglobin, gidm hematocrit, gidm tidu
clu

- RGiloan hé mién dich: c&c phan iting qua mén / dj ting khéc bao gdm bénh vé
huyétthanh

- Réiloan chuyén héa va dinh dudng: ting kali huyét, ha natri huyét

- R&iloan hé mach: viém mach

- RGiloan gan: tAng c4c chis6 vé chic nang gan

- Réi loan da va mé duéida: phu né, phatban, ngita

- Réiloan than va hé tiét niéu: suy than

Lién quan dén hydroclorothiazid

R&tthudng gap, ADR 21/10

- R&iloan chuyén héa va dinh dudng: ha kali huyét, tang lipid huyét (chi yéu &
lidu cao)

Thudng gap, 1/100 SADR < 1/10

- Réi loan chuyén héa va dinh dudng: ha natri huyét, ha magnesi huyét, ting
acid uric huyét.

- R&iloan mach mau: ha huyétap thé ding

-Ré6iloan hé tiéu héa: chan &n, buén ndn va nén.

- Réiloan da va mé duéi da: ndi mé day va cac dang phatban khac

- Réiloan sinh san: batlyc

Hiém gap, (1/10,000 SADR <1/1,000)

- R&iloan mau va hé bach huyét: gidm tiéu cdu d6i khi ké m ban xu&t huyét

- R&i loan chuyén héa va dinh dudng: tang calci, ting dudng huyét, dai thdo
dudng va dién bién x&u di tinh trang d4ithdo dudng.

-Ré&iloan tam than: trdm c&m, réiloan gi&c ngu

- Réiloan hé thdn kinh: nhitc ddu, chéng mat

- Réiloantim: loan nhjp

-Réiloan hé tiéu héa: tdo bén, khé chju dudng tiéu hda

-R&iloan gan: U mattrong gan ho#c vang da

- R&iloan dava md dudida: nhay cAm dnh séng

R&thiém gap (< 1/10,000)

- Réiloan m4u va hé bach huyét: m&t bach cdu hat, gidm bach cdu, thi€u méu
t4n huyét, thodi héa tly xuang.

-R&iloan hé mi&n dich: phan (ng qua man

- Réi loan chuyénhéa va dinh dudng: gidm clo huyé&t

-Ré&iloan hé hd h&p, 16ng ngyc va trung th&t: viém phdi, ph phéi

-R6iloan hé tiéu héa: viém tuy

- Réiloan da va md dudi da: viém mach hoaitlf, hoai tf bidu bi, phan ting giéng
lupus ban dé, kich hoat lupus ban dd.

Théng béo cho béc si nhiing téc dung khéng mong muén gép phéi khi su
dung thuéc.

QUA LIEU VA XU TRi:

Lién quan dén Valsatan

- Triéu ching qua liéu valsartan bao gém ha huyét 4p néing, nhip tigy @hanh,
gidm y thifc, suy tudn hoan c6 thé kém theo sc. Cham nhip tim cling c6 fhé xay
ra do kich thich thdn kinh ph6 giao cAm. N&u xay ra ha huyét 4p triéysChing,
c4n datbénh nhan trong tu thé n&m ngira, d4u th&p, truyén tinh maci’gling dich
natriclorid 0,9%.

- XU trf qud liéu phy thudc vao thdi gian diing qué liéu thudc, bidu hién va muc
6 nang clia c4c triéu ching, nhung bién phap quan trong nhatla 8n dinh huyét
déng chobénh nhan.

- Th4m tdch mau khdng loai bd dugc valsartan.

Lién quan dé€n hydroclorothiazid

Bi€u hién qué liéu: Bidu hién chi y&u 14 r8i loan nudc va dién gii do bai nigu
nhiéu. N&u dang dung digitalis, gidm kali huyét lam ting loan nhjp tim.

Xurtrf:

- Rirada day khi méi dung thu8c, dung than hoat.

-Chéng kiém héa mé&u: Dung amoni clorid trir khi bénh nhan méc bénh gan.

- B0 lai nhanh chéng lugng nudc va dién gidi da mt.

- C6 thé thdm tach phuic mac dé diéu chinh can bang nudc va dién gii. Trong
trudng hgp ha huyét 4p ma khdng dép ung véi nhiing can thiép trén, dung
norepinephrin 4 mg/lit tiém truyén tinh mach cham hoéic dopamin véi liéu ban
d4du 5 microgam/kg/phut.

QUY CACHDONG GOI: Hop 3vix 10 vién nén bao phim.

BAO QUAN: D& ndi khd mat, nhiétdd dudi 30°C, trdnh &nh séng.

HAN DUNG: 24 thang ké tU ngay san xu&t

& Vién nén bao phim EUVALTAN PLUS dat theo TCCS.

& D& xa tdm tay tré em. Doc ki huéng ddn st dyng truéc khi dong.
& N6u cdn thém théng tin xin hdi y kién béc si.

& Thubc nay chidong theo sy ké don ciia théy thuéc.

@a CONG TY CO PHAN DUGC PHAM 3/2
e 601 Cach Mang Thang Tam, P.15, Quén 10, TP.HCM

San xuét tai: Nha may GMP - WHO s8 930 C2, dudng C, KCN Cat Lai,
Cum Il, P. Thanh My Lgi, Quéan 2, TP.HCM
Pién thoai: 39700025 - 37422612 * Fax: 39700182
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