Doc ky hudng din sir dung trudc khi dung.
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc.

DEMBELE

(Vién nén bao phim)

THANH PHAN

Mbi vién nén bao phim chura:

Valsartan ............cooeevviiiinninnn.nn. 80 mg
Hydroclorothiazid ..................... 12,5mg

Ta duogc: Povidon, cellulose vi tinh thé, silicon dloxyd lactose, crospovidon, magnesi stearat,
HPMC, talc, titan dioxyd, PEG, mau oxyd sdt d6, mau brown oxyd.

Pac tinh dugc luc hoc:

Valsartan la mét cht doi khang thy thé angiotensin 11 c6 hoat tinh manh va dac hi¢u dung dudng
udng. N6 tac dong mot cach chon loc Ién tiéu thy thé AT1 chiu trach nhiém di vai céac tac dung
d3 biét cua angiotensin I1. Nong d6 cua angiotensin 11 trong huyét twong tang lén sau khi thy thé
AT1 bj uc ché bang valsartan co thé kich thich thu thé AT2 khong bi uc ché, c6 tac dung lam cén
bang vai tac dung cua thu thé AT1. Valsartan khong cho thay bat ky hoat tinh nao cua chat cha
van tai thu thé AT1 va c6 ai luc cao hon nhiéu (gip khoang 20.000 lan) ddi véi thu thé AT1 so
Vi thy the AT2. ” ”
Valsartan khéng tc ché men chuyén angiotensin (ACE), con dugc biét la kininase II chuyén
angiotensin | thanh angiotensin Il va lam thoai bién bradykinin. Do khéng c6 tac dung nao trén
men chuyén anglotensm va khong ting tiém luc cua bradykinin hoac chat P, chat d6i khang
anglotensm Il khdng gy ho. Valsartan khong gan ket hay ¢ ché cac thy thé hormon khéc hay
cac kénh ion quan trong trong diéu hoa tim mach. Piéu tri valsartan & bénh nhan ting huyét ap
cho két qua ha &p tét ma khdng anh hudng dén nhip tim.

Hydroclorothiazid la mot thude loi tiéu thiazid lam tang bai tiét natri clorid va nuéc do co ché tc
ché tai hap thu cac ion natri va clorid ¢ éng luon xa. Hydrocloroth|a2|d cO tac dung ha huyét ap,
dau tién do giam thé tich dich ngom bao, theo thai gian tac dung ndy mét do co ché bu. Sau do,
tac dung ha huyet ap la do su gidn mach.

Su két hop gilta valsartan va hydroclorothiazid lam tang tic dung ha huyét ap so véi khi dung
mot thUOc don 16. Bdng thoi tac dung phu ha Kali huyét ciia hydroclorothiazid duoc giam do tac
dung tiét kiém kali cua valsartan.

Pac tinh dwgc dong hoc:

Valsartan

Hap thu: Sau khi ding duong udng valsartan don thuan, ndng d6 dinh cua valsartan trong huyét
tuong dat dugc sau 2 - 4 gio. Sinh kha dung tuyét dbi trung binh 1a 23%.

Phdn bo: Thé tich phan bd cua valsartan ¢ trang thai 6n dinh sau khi ding duong tinh mach 1a
khoang 17 L. Valsartan gan két manh véi protein huyét thanh (94 - 97%), chu yéu 1a albumin
huyét thanh.

Chuyen hoa: Valsartan it bi chuyen hoa vi chi khoang 20% liéu ding duoc tim thay lai dudi
dang cac chat chuyén hoa. Mot chat chuyén héa hydroxy dd dugc nhéan thay trong huyét tuong &
nong do thap (dudi 10% AUC cua valsartan). Chat chuyén hoa nay khong co6 hoat tinh dugc 1y.
Thai trur: Valsartan chu yéu dugc thai dudi dang khong doi trong phan (khoang 83% licu dung)
va trong nude tiéu (khoang 13% liéu dung), chu yéu 1a thudc dang khong doi. Sau khi dung
duong tinh mach, d6 thanh thai cua valsartan trong huyét twong khoang 2 L/ gio va do thanh thai
ctia thude qua than 1a 0,62 L/gio (khoang 30% d6 thanh thai toan phan). Thoi gian ban thai cia
valsartan 1a 6 gio.

Hydroclorothiazid
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Sau khi udng, hydrocloroth1a21d hap thu twong ddi nhanh, khoang 65 - 75% liéu st dung, tuy
nhién ty 1¢ nay c6 thé giam & ngudi suy tim. Hydroclorothiazid tich lity trong hdng cau. Thudc
thai trr chu yéu qua thén, phan l6n dudi dang khong chuyén hoa. Nira doi cua hydroclorothiazid
khoang 9,5 - 13 gid, nhung co thé kéo dai trong tru:ong hop suy than nén can diéu chinh lidu.
Hydroclorothiazid di qua hang rao nhau thai, phan bé va dat ndng d6 cao trong thai nhi.

CHI PINH:

Diéu tri ting huyét ap. i

DEMBELE diéu tri ting huyét 4p & bénh nhan c6 huyét ap khong dugc kiém soat ding muc khi
diéu tri bang phuong phap don tri liéu.

CHONG CHI PINH:

Qué man véi hydroclorothiazid, valsartan, cac sulphonamid hoic bat ct thanh phan nao cua
thudc.

Phu nir c6 thai va cho con ba.

Suy gan nang, xo gan va o mat.

V6 niéu, suy than nang (d6 thanh thai creatinin < 30 mL/ phat).

Ha kali huyét, ha natri huyét, ting calci huyét kéo dai va ting acid uric huyét triéu ching.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Nhiing thay déi chat dién giai trong huyét thanh: , 7 , ,
Phai can than khi dung thudc ket hop véi chat bo sung kali, thuoc loi tieu gitr kali, muoi thay the
c6 chua kali, hodc céc thude 1am ting nong do kali trong huyét thanh (heparln ). Ha kali huyét
duge bdo céo trong truong hop ding thUOc loi tiéu thiazid. Khuyén céo nén kiém tra thuong
xuyén nong do kali trong huyét thanh. Diéu tri thudc loi tiéu thiazid co lién quan tsi ha natri va
clo huyét. Thiazid 1am ting bai tiét magnesi qua nudc tiéu va ¢ thé dan tsi ha magnesi huyét.
Bénh nhan mat mudi va/ hoic mat thé tich:

Nhng truong horp mat mudi v/ hoic mat thé tich niang do dung lidu cao thudc loi tiéu, triéu
chang ha huyét &p co thé gap khi bat dau diéu trj bang valsartan va hydroclorothiazid. Phai bu du
mudi va dich trude khi tién hanh diéu tri bang DEMBELE.

Néu ha huyét ap xay ra, phai dat bénh nhan nam ngua, trong truong hop can thiét phai truyén
nudc mudi sinh 1y. Tiép tuc diéu tri khi huyét 4p 6n dinh.

Hep dong mach than:

Bénh nhan hep dong mach than mot hoac hai bén hoac hep trén bénh nhan chi cé mét than, tinh
an toan vé st dung DEMBELE chua duoc xac dinh.

Suy than:

Khoéng can diéu chinh liéu trén bénh nhan suy than (hé sé thanh thai creatinin > 30 mL/ phat).
Suy gan:

Khong can diéu chinh liéu doi véi bénh nhan suy gan nhe va vira do nguyén nhan ngoai mat
khong kém & mat. Tuy nhién, DEMBELE phai dugc dung can than. Bénh ly vé gan khong lam
thay d6i dang ké duoc dong hoc cua hydroclorothiazid.

Lupus ban dé hé thong

Da c6 nhitng b4o céo vé thubc loi tidu thiazid 1am nang hoac kich hoat bénh lupus ban do hé
thong.

Nhirng roi loan chuyén hoa khéc:

Thubc loi tiéu thiazid c6 thé lam thay d6i kha ning dung nap cia duong glucose va lam ting
ndng do cua cholesterol, triglycerid, va acid uric trong huyét thanh.

Pé xa tam tay tré em.

SUDUNG CHO PHU NU'CO THAI VA CHO CON BU:
Khong dung thuoc nay cho phu nir c6 thai va cho con bu

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
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Thudc ¢ thé gay nhirc dau, chong mit, budn ngu... c6 thé anh huong dén kha ning lai xe hay
van hanh may moc. Nén than trong khi sir dung.

TAC DUNG KHONG MONG MUON:

Tac dung khong mong mudn cua vién két hop valsartan va hydroclorothiazid so véi gia dugc
trong giai doan thur nghi¢m lam sang:

T hwo'ng gap: bau co.

Hlem gap: Mit nuéc, di cam, mo mat, U tai, ha huyét ap, ho, mét moi.

Rat hiém: Chong mat, ti€u chay, dau khap.

Chua ro: Ngét, phu phéi khong do tim, suy glam chtrc ning than, ting acid uiric huyét thanh,
ting ndng do bilirubin va creatinin huyét thanh, giam kali huyét, giam natri huyét, ting nito uré
trong mau, giam bach ciu trung tinh.

Lién quan dén valsartan:

It gap: Chong mat

Chua ro: Giam haemoglobin, giam thé tich huyét cau, glam tiéu cau, cac phan tng qua man/ di
ung khac bao gom bénh huyét thanh, ting kali huyét, giam natri huyét, dau bung, viém mach
mau, tang cac gia tri chirc nang gan, phu mach, phat ban, ngtra, suy than.

Lién quan dén hydroclorothiazid

Rat thuong gdp: Ha kali mau, ting lipid mau (chu yéu 13 ¢ liéu cao).

T hwo'ng gap: Ha natri méu, ha magnes1 mau, tang acid uric mau, ha huyét ap tu thé, mat cam
gidc ngon miéng, buon ndn va non, may day, bat luc.

Hzem gap: Giam t1eu cau ddi khi kém theo ban xuat huyet tang calci mau, tang duong huyet
tleu duong va 1am trAm trong hon trang thai trao do6i chat bénh tiéu duong, trAm cam, rbi loan
gidc ngt, nhirc dau, chong mat, di cam, suy giam thi giac, loan nhip tim, suy ho hap bao gdbm
viém phdi va phu phéi, tdo bon, kho chiu duong tiéu hoa, ti€u chdy, r mat trong gan hoac vang
da, nhay cam v6i énh sang. i )

Rat hiéem gap: Mat bach cau hat, giam bach cau, thi€éu méu tan mau, suy tuy xuong, phan ung
qué mén, nhiém kiém, gidm clo huyét, viém tuy, viém mach hoai tir va hoai tir thuong bi nhiém
ddc, lupus ban do h¢ thong

Chua ré: Thiéu mau bat san, ting nhan ap goc dong cap, r6i loan chirc nang than, suy than cap,
héng ban da dang, sot, suy nhugc, co that co.

Théng bdo cho thay thuéc cdc tac dung khéng mong mudn gdp phdi khi sir dung thuéc.

LIEU DUNG - CACH DUNG:

Nguoi 16n: Liéu ban dau, st dung valsartan/ hydroclorothiazid 80/12,5 mg mdi ngay mot lan,
diéu chinh liéu theo dap tng cua bénh nhan, va cé thé I1én dén 160/25 mg moi ngay.

Khéng str dung thudc cho ngudi co do thanh thai creatinin < 30 mL/ phat

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cac twong tac cua valsartan:

Chua thdy c6 twong tic duwoc dong hoc dang ké khi dung chung valsartan véi amlodipin,

atenolol, cimetidin, digoxin, furosemid, glyburid, Hydroclorothiazid, hoac indomethacin. Dung

két hop valsartan-atenolol ¢ hiéu lec chong cao huyét ap hon tirng thudc thanh phan, nhung
khéng lam giam nhip tim bang ding mét minh atenolon.

- Wafarin: Dung chung valsartan va wafarin khong thay doi dugc dong hoc caa valsartan hay
hoat tinh khang dong cua warfarin

- Tmmg tac qua trung gian CYP 450: Nghién ctru chyén héa in vitro cho thay duong nhu khong
¢6 twong tac thudc qua trung gian CYP450 giira valsartan va cac thudc dung chung do
valsartan chuyen hoa it.

- Chdt van chuyen Két qua tir mot nghién ctu in vitro véi mo gan nguoi cho thiy valsartan 1a
chat nén cua chét van chuyen hap thu cua gan OATP1B1 va chat van chuyén thai trir cia gan
MRP2. Dung chung véi cac thudc e ché chat van chuyen hap thu (rlfampln cyclosporln)
hodc chat &rc ché chat van chuyén thai trir (ritonavir) c6 thé 1am ting tiép xdc hé thong ddi véi
valsartan
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NSAIDs bao gom chat sc ché chon loc COX-2: O bénh nhan lén tudi, thiéu hut thé tich (bao
gom ca nhitng nguoi dang diéu tri thudc loi tiéu), hoac bi ton hai chirc nang than, dung chung
cac thubc NSAIDs, bao gdm chit tc ché chon loc COX-2, véi chét tc ché thu thé angiotensin
11, bao gém valsartan, c6 thé dan dén suy giam chirc ning than, ké ca suy than cip. Nhitng anh
huong nay thuong hdi phuc. Theo ddi chirc nang than dinh ky ¢ bénh nhan dung valsartan va
NSAID.

Téc dung ha huyét ap cua thudc tc ché thu thé angiotensin 11, bao gom valsartan c6 thé bi
giam bai NSAID bao gém thude we ché chon loc COX-2.

Kali: Str dung dong thoi valsartan véi cac thude chan hé thong renin-angiotensin, thudc loi
tléu tiét kiem kali (VI du nhu spironolacton, triamteren, amllorld) thudc bd sung kali, hoic
mudi ¢6 chua kali co thé dan dén ting kali huyet thanh va ¢ bénh nhan suy tim tdng creatinin
huyet thanh. Néu phéi hop thudc duoc coi la can thiét, khuyén céo theo doi kali huyét thanh.
Uc ché kép hé Renin- -Angiotensin (RAS): Uc ché kép RAS véi thube chen thu thé angiotensin,
thudc e ché men chuyén, hoic aliskiren c6 thé lam tang nguy co ha huyét ap, ting kali mau,
va anh huong dén chuc nang than (bao gém ca suy than cip) so vai don tri liéu. Theo ddi chat
ché huyét &p, chirc ning than va dién giai & bénh nhan ding DEMBELE va cac tac nhan khéac
anh huong dén RAS.,

Khoéng dung chung aliskiren voi DEMBELE ¢ nhitng bénh nhan bi tiéu duong. Tranh sir dung
aliskiren véi DEMBELE ¢ bénh nhan suy than (GFR < 60 mL/ phat).

Cac twong tac cua thiazid:

Rurou, barbiturat hogc thusc ngu gay nghi¢n: Tang tiém lyc ha huyét ap. thé dung.

Thudc Chong ddi thdo dwong (thusc usng va insulin): Can phai diéu chinh liéu do ting
glucose huyet.

Cac thudc ha huyét &p khac: Tac dung hiép dong hoic ting tiém luc ha huyét ap.
Corticosteroid, ACTH: Lam ting mat dién giai, dac biét 1a giam kali huyét.

Amin ting huyét &p (thi du norepinephrin): C6 thé 1am giam dap (ng véi amin ting huyét &p,
nhung khong du dé ngin can sir dung.

Thuéc gidn co (thi du tubocurarin): C6 thé 1am tang dap tmg vai thube gidn co.

Lithi: Khdng nén ding cing véi thude loi tiéu, vi giam thanh thai lithi ¢ than va tang doc tinh
cuia chat nay.

Thudc chong viém khdng steroid: C6 thé 1am giam tac dung loi tiéu, natri niéu va tac dung ha
huyét ap cua thiazid & mot sé nguoi bénh. Vi vay néu dung cung, phai theo ddi dé xem c6 dat
hiéu qua mong muén vé loi tiéu khong.

Quinidin: D& gay xoan dinh, 1am rung that gay tu vong.

Céc thuoc chong déng mau, thuéc chira bénh gut: C6 thé bi thiazid 1am giam tac dung.

Thudc gay mé, glycosid, vitamin D: Thiazid lam ting tac dung cua thuéc gay mé, glycosid,
vitamin D

Nhzra cholestyramin hodc colestipol: C6 tiém ning gin thudc loi tiéu thiazid, 1am giam sy hap
thu nhitng thudc nay qua duong tiéu hoa.

QUA LIEU VA XU TRi:

Mic du chua c6 kinh nghiém vé viéc sir dung qua licu DEMBELE, triéu chiing chinh c6 thé xay
ra 1a ha huyét &p rd rét. Néu mai udng, cé thé gay nén. Ngoai ra bién phap xu Iy thuong dung la
truyén tinh mach nuéc mudi sinh Iy.

Valsartan khdng thé bi loai bo bang loc méau béi vi nd gin két manh vai huyét twong, trong khi
hydroclorothiazid cd thé loai bo dugc bang tham tach.

DONG G()I Hop 3 vi x 10 vién.

BAO QUAN Noi kho réo, tranh énh sang, nhiét do khong qué 30°C.
TIEU CHUAN CHAT LUON G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuét.

Séan xuat tai:
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CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Céng nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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