‘Rxmuo‘c BAN THEO BON

TO HUONG DAN SU DUNG THUOC
Vién nén bao phim
DEMBELE
Vién nén bao phim

DEMBELE-HCTZ

Thubc bin theo don
Dé xa thm tay tré em
Doc k§ hurdng dan sir dung trudc khi ding
Théng béao ngay cho béc sy hoic dwgc sy nhiing tac dung khong mong muén khi sir dung thudc
Térthong tin san pham nay bao gam huing dén si dung cho thugc ¢6 nhiéu ham hupng khac nhau

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGU'O1 BENH

Thanh phin

M3i vién nén bao phim DEMBELE chua:

Valsartan 80 mg
Hydroclorothiazid 12,5mg

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

M3i vién nén bao phim DEMBELE-HCTZ chua:

Valsartan 160 mg

Hydroclorothiazid 25mg L

Ta dugc: Lactose monohydrat, cellulose vi tinh thé (M112), povidon, crospovidon, magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau, mau ponceau 4R lake.

2. M@ ta sin phim
DEMBELE: Vién nén dai, bao phim mau nau do, mét mat dap logo
DEMBELE-HCTZ: Vién nén dai, bao phim mau hong, hai mat tron.
3. Quy cach déng g6i
DEMBELE : Hop 3 vi (Nh6m - Nhom) x 10 vién.
DEMBELE-HCTZ : Hop 3 vi (Nhém - Nhém) x 10 vién.
4. Thube dung cho b¢nh gi?
DEMBELE/ DEMBELE-HCTZ chita hai thanh phin hoat cht chinh 2 valsartan va hydroclorothiazid. C hai hoat chét nay déu c6 téc dung kiém soit tinh trang tang huyét dp.
- Valsartan, mét thude thuge nhom déi khang thy thé angiotensin I, giup kiém sodt huyét 4p ciia ban. Angiotensin 11 la mdt hop chét co trong co thé ban, co tac dung gay co mach méu, do do lam huyét ap cia ban tang lén.
Valsartan hoat dgng bing cich ngin chin tic dung ciia angiotensin IL. Tir do, lam gian mach mau va ha huyét ap.
- Hydroclorothiazid, mot thue lgi tiéu nhém thiazid, co téc dyng ting lwong nuy ha hu;
Thudc duge ding theo chi dinh cua bac sy dé tri tang huyét &p cho bénh nhan cn phéi hop thu

., mat kia dap gach ngang.

, khi ma don tri ligu khong higu qua. Thude khong duge ding dé khoi dau diéu tri.

5. Nén dung (huéc nay nhu thé nao va ]ié!l luwgng? . , ,
Lu6n dung thuoc chinh xéc nhu huéng dan cua béc sy hogc dugc sy. Néu ban chua 13, hiy hoi lai cho chac chan.

Bac sy s& cho ban biét ban can uong bao nhiéu vién. Tty thudc vao dap (ing cua ban ddi vai diéu tri, bac sy c6 thé cho ban duing liéu cao hon hoac thép hon.
Liéu thong thuong 1a 1 vién/ n

Téc dung ha huyét & ap t6i da cua DEMBELE/ DEMBELE-HCTZ ¢6 thé dat duoc trong vong 4 - 8 tuan sau liéu khai dau.

Duing thude cho déi twgng dgc bigt

Treé em: Khong khuycn céo st dung .

Bac sy s& chi dinh liéu phi hop cho ban trong trueang hop ban 1a ngudi cao tudi, bi suy gan, suy than.

Ban phai dung thudc déu dan hang ngay.
Khong thay doi liéu dung hogc ngung dung thudc khi khong c6 y y kién cua béc sy.
Nén uong thuoc vao cung mot thoi diém trong ngay, thuong 1a vao budi sang.
Ban c6 thé uong thudc cling hogc khang cling thirc an. X .
Nudt nguyén vién véi mot ly nuée. Khong dugc nhai, bé, nghién, hoa tan vién trong nude truge khi ubng.
6. Khinao khong nén ding thube nay?
Khﬁng nén d[mg thude nay néu ban: .
- Min cam véi valsartan, hydroclorothiazid cée dan xudt
- Dang mang thai 3 thang glua va 3 thang cudi thai ky.
Bj bénh gan nang, pha huy cac dng mat nho trong gan (xo gan tic mat) gy tich tu mét trong gan ({r mat).
- Bi bénh thin ning.
- Khong thé di
- Pang diéu trj bing chay than nhén tao. K
- C6 mirc kali hodc natri trong mau thap hon binh thuong hodc murc calci trong méu cia ban cao hon binh thuong mac du da duoc dicu tri.
- Bigat.
- Bi déi thdo dudng hogc suy thin va dang st dung thudc ha huyét &p c6 chira aliskiren.
Khéng dung thuéc néu ban gap phai nhiing truang hop trén. Tham khao y kién bac sy néu ban chua chic chin.

d khac hogc bt ky thanh phan nao cta thudc.

7. Téc dung khong mong muén X )
Nhu cée thuoc khac, DEMBELE/ DEMBELE-HCTZ c6 thé géy téc dung khong mong muon, nhung khong phai ai ciing gap phai.
Ngung ding thuoc va lién hé trung tam y té gan nhat néu ban gap cac phan ing sau:

Céc trigu chirng pht mach (mét loai phan tng di img) nhu:

- Sung mit, mdi, ludi hodc co hong.

- Kho tho hoac khé nudt.

- NOoi may day, ngira.

Céc téc dung khong mong mush khac:

Tic dung khong mong mudn lién quan phéi hop valsartan/ hydroclorothiazid

It gap

Ho.

Ha huyet ap.

Choéng véng. A . .

Mit nudc (triéu chimg bao gdm khat, khd miéng va ludi, tiéu it, nudc tiéu sim mau, kho da).
Pau co.

Mét moi.

Cam giac cham chich, ngtra ran (dj cam).

R6i loan thi lyc.

U tai.

Rat hiém gap

Chong mat.

Tiéu chay.

Pau khop

Chua ré tan sudt

Kho tho.

Lugng nudc tiéu giam nghiém trong.

Luong natri trong mau thap (doi khi gay budn ndn, mét moi, la 1an, suy nhugc, co giat).
Luong kali trong mau thép (d6i khi gdy yeu co, co cimg co, nhip tim bat thuong).

Lugng té bao bach ciu (mng mau thap (v6i céc triéu ching nhu sét, nhidm tring da, dau hong va loét miéng do nhidm trung, yéu ot).
Luong bilirubin trong méu tang (nang c6 thé gdy vang da va mat)

Mire BUN v creatinin trong méu ting (c6 the 3 ddu higu cua bit thuong chitc nang than).
Mirc acid uric trong mau tang (ning c6 thé gay khai phat gat).

Hén mé (ngét xiu).

Téc dung khng mong muén lién quan valsartan

itgap

Cam giac xoay vong (chéng mat).

Pau bung.

Chua ré tan sudt i . .
Phat ban ngoai da kém hoiic khong kém ngira cling mét sé déu hi¢u hoac triéu ching sau: Sét, sung khép va dau khép, dau co, sung hach bach huyét va/ hoac tri¢u chiing gidng cim (ddu higu caa bénh huyét thanh).
Phat ban, dom tim do, sét, ngira (dau hiéu cua viém mach mau), )

Giam s luong tiéu cau trong mau (doi khi c6 chay mau hoac tim bat thuong).

Téng lugng kali trong mau (c6 thé gay co thét co va nhip tim bét thuong). .
Phan ing di ing (v6i céc tri¢u chimg nhu n6i man, phdt ban, ngtra, khé tha hodc khé nuat, chéng mat).
Sung phu, chu yeu & mat va hong, phat ban, ngua.

Téng cac chi s6 chire nidng gan.

Giam hemoglobin vaty 1¢ héng cau trong méau (c6 thé dén dén thiéu mau trong trudng hop nghiém trong).
Rop da (dau hi¢u cua viém da bong nugc).

Suy than.

Tac dung khéng mong muén lién quan hydroclorothiazid

Rat thuong gap

Giam murc kali trong méu.

Tang lipid trong mau.

Thuong gap

Giam mrc natri trong mau.

Giam mirc magnesi trong mau.

Tang muc acid uric trong mau.

NGi man ngira va cac dang phat ban khac.

Choang, ngat xiu khi dang Ién.

Chan an, budn nén va nan nhe.

Ligt duong.

Hiéem gap

Sung va phong rop da (nhdy cam &nh sang)

Tang mirc calci trong méu.

Ting glucose trong méu, glucose nuGc tiéu va 1am nang thém tinh trang dai théo duong.
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10.

11.

12.

13.

14.

15.

16.

Tao bon, tiéu chay, da day hogc rugt kh chiu, réi loan chire ning gan (vang da hogc mat).
hi

Cam giac cham chich, ngira ran (di cam).

RGi loan gic ngu.

Tam trang chan nan (tram cam).

Giam s6 lugng tiéu cau trong mau (ddi khi kém chay mau hogc bam tim dudi da).

Suy giam thi luc.

Rat hiem gap

Viém mach mau véi céc trigu ching nhu phat ban, nét tim do trén da, sbt.

NGi man, ngia, phat ban, khé tho hoac khé nuét, chong mat (phan (g qua man).

Bénh ngoai da ning gay néi man, do da, phong rop méi, mét hogc miéng, bong tréc da, sét (hoai tir biéu bi nhidm dac).
Phat ban trén mat kem dau khop, réi loan \{é o, sot (lupus ban do 6 da).

Dau ngng & ving bung trén (viém tuy), thieu hogc giam so lugng céc loai te bao mau.

Khu lho kem sét, ho, thcy kho khe nhlem tring phol kho th (suy hd hap bao gom viém phdi va phil phéi).

LG 13n, mct moi, co giat va co thit co, tho nhanh (nhlcm kiém ha clor huyét).

Chuars | )

Yéu 6t, bam tim va nhiém tring thudng xuyén hon (thiéu mau bt san).

Giam nghiém trong lugng nuéc tieu (dau hiéu cua roi loan chirc nang than hoac suy than).

Giam thi lyc hodc dau mat do lang ap luc trong mit (c6 thé la dAu hiéu cua glaucom géc dong cép).

Phit ban, do da, phdng rop méi, mét hoac miéng, tréc da, sét (c6 thé 1a déu hiéu cua hong ban da dang).

Co that co.

Sét.

Yéu ot (suy nhuac)

Thudc c6 thé c6 tac dung khéng mong mudn khac, thang bao cho bac sy nhitng téc dung khdng mong mudn gap phai khi sir dung thudc.

Nén tranh diing nhirng thuéc hogic thye phi;  gi khi dang sir dung thude nay?

Théng bdo cho béc sy hodc dugc sy cua ban ve tét ca cac loai thudc ma ban dang sir dung, bao gom ca cAc thudce ké don hodc khong ké don, cac vitamin hoac thude tur duoc lidu.

Théng béo cho béc s hode dirot sy néu ban dang sir dung cac thudc sau:

Hiéu qua diéu tri c6 thé bi anh hwong néu phol hop valsartan/ hydroclorothiazid dige diing dong thoi véi mét sé thudc, ¢6 thé can chinh liéu, than trong khi sir dung hodc mét sé trarong hop phai ngimg thudc:
Lithi (thudc diéu tri mot s6 bénh vé tam than).

Thudc lam ting lugng kali trong mau cia ban. Bao gom thuc pham bé sung c6 kali hodc ché phim thay thé mudi co kali, thudc loi tiéu tiét kiem kali va heparin.

Thudc 6 thé lam giam lugng natri trong mau cua ban nhu cac thudc iéu, corticosteroid (nhu prednisolon), mét s6 thubc nhuan trang (nhu dau thiu dau), ACTH (hormon), carbenoxolon (diéu tri 10ét mi¢ng), amphotericin
(thuoc khang nim), penicillin G (khang sinh), acid salicylic va dan chit.

Mt s6 thuoc khang sinh (nhém rifamicin), thuéc chéng thai ghép trong ghép co quan (cyclosporin) hode khing retrovirus ding trong diéu tri nhigm HIV/ AIDS (ritonavir). Nhing thuéc nay c6 thé lim tang tac dung cua
DEMBELE/ DEMBELE-HCTZ.

Nhitng thudc c6 thé gay xoan dinh (nhip tim bét thudng) nhu lhuoc chéng loan nhip (Ihuoc didu tri cac vén dé vé tim) va mét s6 thuéc chong loan than.

Thudc 1am giam lwgng natri trong mau cua ban nhu thuoc chong trim cam, thudc chong loan than va thude diéu trj dong kinh.

Thude diéu tri git nhu allopurinol, probenecid, sulfinpyrazon.

Liéu phéap bd sung calci va vitamin D.

Thube diéu trj dai thao duong (thude ding duong uéng nhu metformin hoac insulin). ) )

Céc thuoc khac géy ha huyet &p cua ban bao gom methyldopa, céc thuoc trc che ACE (nhu enalapril, lisinopril...) hogc aliskiren, hogc cac thuoc gdy tang huyet 4p cua ban nhu noradrenalin hogc adrenalin.
Digoxin hogc céc digitalis glycosid khac (1huoc diéu tri cAc van dé vé tlm)

CAc thudce gay tang lugng duong trong mau cua ban nhu diazoxid hogc cac thudc chen beta.

Céc thude doc té bao (diéu trj ung thu), nhu methotrexat hodc cyclophospham:d

Thudc giam dau va thude diéu trj viém khép nhu thudc giam dau khang viém khong steroid (NSAID) bao gdm céc thude e ché chon loc cyclooxygenase-2 (COX-2) va acid salicylic > 3 g.

Thudc gidn co nhu tubocurarin.

Thude khang cholinergic (thude diéu tri cc réi loan nhu co thit da day - rut, co that ni¢u dao - bang quang, hen phé quan, say tau xe, co thit co, bénh Parkinson va hé trg gay mé) nhu atropin hodc biperiden.
Amantadin (mt thuc ding dé ngéin ngira cim va diéu trj Parkinson).

Cholestyramin va colestipol (thuoc diéu trj chiing md mau cao).

Cyclosporin, mot thuéc chéng thai ghcp trong ghép co quan.

Rugc, cac thubc gay ngu hoic gay mé (thudc co tac dung gay ngu hoac giam dau dung trong phau thuat).

Thudc can quang chira iod, diing trong xét nghiém chan doan hinh anh.

Sir dung DEMBELE/ DEMBELE-HCTZ véi thirc an

Ban c6 thé dung thudc cling hoac khong cuing véi thire an.

Tranh ubng rugu trong khi diing thudc. Rugu cé thé khién cho huyét &p cua ban giam xudng nhiéu hon va/ hoac 1am ting nguy co ban bi chéng mat hoc ngat xiu.

Can lam gi khi mjt I4n quén khéng dung thube?
N:u ban quér dung mot lieu, dung lieu do cang som cang tét ngay khi ban nha ra. Tuy nhién, néu sip dén thoi gian diing liéu tiép theo, bo qua lidu ban da quén va uéng liéu tiép theo nhur binh thuong. Khang udng gép doi lidu
dé bu cho liéu da quén.

Néu ban muén ngirng thude

Ngirng sir dung thuéc 6 thé 1am bénh ciia ban nang thém. Khang ngimg thuéc trir khi bac sy bao ban ngimg.
Néu ban c6 cau hoi gi thém, hay hoi ¥ kién bac sy hodc dugc sy.

Cén bio quan thudc nay nhir thé nao?

Giir thudc trong bao bi goc cua nha san xuat, dy kin.

DE thude noi kho rdo, tranh dnh sang, nhiét do khong qua 30°C, va ngoai
Khéng sir dung thuoc sau ngay hét han ghi trén bao bi (hop va vi thuoc).

Am voi caa tré em.

Nhirng déu i¢u va triéu ching khi dung thude qui lidu
Duing thude chmh xac nhu hudng dan cua bac sy. Néu ban diing qua liéu hogc tré em nudt phai thuéc, lién hé ngay vai bac sy va trung tam y té gin nhét. Khi diing qua liéu ban c6 thé cam théy chéng mat nang va/ hogc ngét.

Cin phii 1am gi khi dung glmoc qua lidu klmyen ciao? o .

Ngung duing thuoc, nam xuong va lién lac ngay véi bc sy hogc trung tam y té gan nhat.

Mang theo vién thudc cling v6i bao bi dé bac sy bict ban da uong thudc gi va cé bién phap xu 1y kip thoi.

Nhiing diéu cin thin trong khi diing thude nay

Truc khi ding thuoc nay, thong bao cho béc sy néu ban Jang 6 cde vin dé vé sic khde sau ddy: ‘ . L L | .

Néu ban dang dung thuuc 6 thé lam ting luong kali trong mau caa ban. Nhing thuéc nay bao gém thuc pham bé sung kali, ché phim thay thé mudi cha kali hogic cac thudc khéc ¢é thé 1am tang lugng kali trong méu cua ban
nhu hepann C6 thé can phai kiém tra dinh ky lugng kali trong mau cua ban.

Néu ban ¢6 mirc kali trong méu thap.

Ban bi non hoc tiéu chay nang. .

Ban dang dung liéu cao cac thuoc loi tiéu.

Ban bi bénh tim nang. A X X

Ban bj suy tim hogc tiang bj con dau tim. Tudn thu hudng dan cua bac sy khi ding liéu khoi dau mot cach can than. Bac sy ciing c6 thé kiém tra chirc ning than cia ban.

Ban bi hep dong mach than.

Ban dugc ghép than gan day.

Ban bi cudng aldosteron, bénh nay 1am cho tuyén thugng than cua ban tao ra qua nhiéu hormon aldosteron. Néu ban bi bénh nay, khong khuyén céo sir dung valsartan/ hydroclorothiazid.
Ban b bénh gan hoac than.
Ban bi sot, pht ban va dau khép, day c6 thé la nhing dAu higu cua lupus ban d6 h¢ thong (SLE, mét benh tu mién).

Ban bi dai thao dudng, git, tang cholesterol hodc chat béo trong mau cua ban.

Ban ting bi sung ¢ ludi hoac mat do phan mg di tng goi la phu mach khi sir dung cac thudc ha huyét & ap khac trong nhém thudc nay (thuée ddi khang thy thé angiotensin 1l (ARB)) hoac bj di img hoac hen phé quan, théng bao
vai bac sy. Néu trigu ching xay ra khi ban dang ding DEMBELE/ DEMBELE-HCTZ, ngimng dung thudc ngay va khong dung lai nira.

Ban bj giam thi lyc hodc dau mét. Py c6 thé 12 nhing trigu chiing cua tang 4p lyc trong mat VA c6 thé xay ra trong vong vai gio dén 1 tuin sau khi uéng valsartan/ hydroclorothiazid. Didu ndy c6 thé dan dén mt thi lyc vinh
vién néu khong duoc diéu tri. Ban c6 thé co nguy co gap phai diéu nay cao hon néu ban trude do timg bi di ang véi penicillin hogc sulphonamid.

Thudc c6 thé khién da ban tang nhay cam v6i anh sang mat troi.

Néu ban dang ding bt Ki thude nao sau day dé diéu trj ting huyét &p:

- Thubc trc ché ACE (vi du nhu enalapril, lisinopril, ramipril), ddc biét 1a néu ban bj bénh than do dai thao duong.

- Aliskiren.

- Néu ban dang ding thudc ic ché ACE chung véi mét thude khac nhu thude déi khang thy thé mineralcorticoid (nhu spironolacton, eplerenon) hodc thudc chen beta (nhu metoprolol).

Béc sy ¢6 thé kiém tra dinh ky chitc ning than, huyét ap va lugng dién giai (nhu kali) trong mau cta ban.

Canht béo lién quan dén ta dwgc

DEMBELE/ DEMBELE-HCTZ ¢ chira lactose, thong béo cho béc sy | néu ban da timg duoc cho biét khong dung nap véi bét ctr loai duong nao.

DEMBELE-HCTZ c6 chira polysorbat 80, mau ponceau 4R lake c6 thé gay di tng va dau thau dau cé thé gay budn ndn, non, dau bung, tiéu chay.

Tréem

Khéng khuyén cao dung thuéc cho tré em va tré vi thanh nién (dudi 18 tudi).

Phu niz mang thai hogc cho con ba

Phy nir mang thai o . . . ‘ X
Ban phai thong bdo cho bc sy biet neu ban mang thai (hodc 6 thé cd thai). Bac sy thuong s& khuyén ban nging dung thuoc true khi mang thai hoc ngay khi ban bict minh c6 thai va c6 thé khuyén ban sir dung mot thuoc
khéc thay thé.

Khéng khuyén céo dung thuéc trong thoi gian dau thai ky va khong dugc sir dung néu ban mang thai tir 3 thang tro 18n vi ¢6 thé gay hai nghiém trong dén con cua ban néu sir dung sau théng thir 3 cua thai ky.

Thai ky cho con ba

Thong bdo cho bc sy néu ban dang cho con b hodc sip bét dau cho con bii. Khong khuyén cao dung thude khi dang trong thai ky cho con bii va béc sy ¢6 thé chon mét thude khac cho ban néu ban muén cho con b, dac biét
neu con cua ban latre so sinh hoac sinh non.

Anh hwéng cua thude déi véi kha nang ldi xe va v@n hanh may méc

Nhu nhimg thudc diéu trj ting huyét 4p khic, DEMBELE/ DEMBELE-HCTZ ¢6 thé gy chong mit va ¢6 thé anh huéng dén kha nang tap trung cia ban. Ban can biét chic chin anh hudng cta valsartan déi véi minh truée khi
14i xe hofic van hanh miy méc.

Khi nao cin tham vén béc s§, duge s§?
Neéu can thém thong tin xin hoi y kién béac sy hodc duoc sy.
Han diing ciia thudc: 36 thang ké tir ngay san xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

DUQC LYCHQC

Nhém duge 1y: Di khang thy thé angiotensin Il va loi tiéu, valsartan va loi tiéu.

Ma ATC: CO9DA03.

Valsartan:

Valsartan 1a mot chat déi khang thu thé angiotensin II ¢6 hoat tinh manh va dac hi¢u dung dudng uong N6 tac dong mot cach chon I thy thé AT; chiu trch nhiém ddi voi céc tac dung da biét ciia angiotensin IL. N;ng
d9 cua angiotensin II trong huy¢t tuong tang Ién sau khi thu thé AT, bi trc ché 6 the kich thich thy thé AT, khong bi tre ch¢, ¢6 tac dung lam can bing voi tic dung cua thy thé ATy. Valsartan khong cho thiy bat
ky hoat tinh ndo ctia chit chii van tai thu thé AT} va ¢6 i lyc cao hon nhiéu (gép khoang 20.000 14n) déi voi thy thé AT, so véi thu thé AT, | .

Valsartan khong e ché enzym chuyén angiotensin (ACE), con dugc biét 1a kininase II chuyén angiotensin I thanh anglolensm 10 va lam thoai bién bradykinin. Do khong c6 tic dung nio trén enzym chuyén angiotensin va
khong tang tiém luc cua bradykmm hodc chét P, chit dol khang angiotensin II khong gdy ho. Valsartan khong ghn két hay Gic ché cac thu thé hormon khac hay cac kénh ion quan trong trong diéu hoa tim mach. Diéu tri
valsartan & bénh nhén tang huyét ap cho két qua ha ap tét ma khong anh huong dén nhip tim.

Hydroclorolhlazld mot thude loi tiéu thiazid 1am tang bai tiét natri clorid va nuée do co ché wre ché tai hap thu céc ion natri va clorid ¢ éng lugn xa. Hydroclorothiazid c6 tac dung ha huyét ap. Déau tién do giam thé tich dich
30, theo thoi gian tac dung nay mét do co ché bu. Sau dé, tac dung ha huyét 4 ap la do sy gian mach.

hop gitta valsartan va hydroclorothiazid lam tang tic dung ha huyét ap so véi khi ding mét thudc don lé. Dong thoi tic dung khong mong muén ha kali huyét cia hydroclorothiazid dugc giam do tac dung tiét kiém kali
ctia valsartan.

DUGC PONG HOC

Valsartan/ hydroclorothiazid: . A

Sinh kha dung toan than cua hydroclorothiazid gidm khodng 30% khi ding ddng thoi véi valsartan. Pong hoc clia valsartan khong bj anh huong dang ké khi ding déng thoi véi hydroclorothiazid. Céc tuong téc duge bio cdo
khong bj anh hudmg khi ding phdi hop valsartan va hydroclorothiazid do céc thir nghiém lim sang cho thay tac dung diéu trj ha huyét ap rd rét, cao hon so véi khi chi diing mét trong hai hoat chét hodic gia duge.

Valsartan:

Hp thu:

Valsartan hip thu nhanh sau khi udng. Sinh kh dung dudng udng dat khoing 23%. Thdi gian dat néng d¢ dinh trong huyét twong trong khoing 2 - 4 gid sau khi ding thudc. Thite n c6 dnh hudng bit loi dén hép thu cia
valsartan, 1am giam AUC khoang 40% va gmm nong d¢ dinh trong ]|uyu tuong khoang 50%, nhung nong d¢ trong ]|uyu tuong sau khi uéng 8 gi¢ tuong ty nhau khi udng ciing hodic khong cung thire dn. Tuy vy, AUC giam
khong kém theo giam tac dung 1am sang c6 y nghia, do d6 c6 thé uong valsartan trong hodc ngoai bira an. AUC va nong d§ dinh trong huyét tuong cua valsartan ting tuyén tinh voi liéu trong khodng liéu duge khuycu céo trén
1am sang.

Phan bdg:

Valsartan lién két manh voi protein huyél tuwong (khoang 94 - 97%), chu yéu lién két voi albumin. Thé tich phan bd & trang thai 6n dinh sau khi tiém tinh mach valsartan khoang 17 L, nhu vay chimg t6 khong c6 su phan bb
quan trong valsartan vao cac mo.

Chuyén hoa: . A . . . . X .

Valsartan khong dugc chuyén héa dang ke, chi ¢6 20% licu tim thay dudi dang chat chuyén hoa. Chat chuyén hoa cua valsartan 1a valeryl 4-hydroxy valsartan khong c6 hoat tinh xéc dinh duoc trong nuée tiéu va phan. Hién
chua xéc dinh duoc chinh xéc céc enzym tham gia chuyén héa valsartan nhung c6 thé valsartan khong duge chuyén hoa qua hé enzym cytochrom Puso.

Thai trie:

Valsartan dugc thai trir theo nhiéu pha (tyz alpha < 1 gid, tuz beta khodng 9 gio). Valsartan thai trir chu yéu qua dudng mit vao phan (khoang 83%) nhung ciing qua thn vao nudc tiéu (khoang 13% liéu), chu yéu dudi dang
khong doi. Sau khi tiém tinh mach, do thanh thai valsartan huyét tuong khoang 2 L/ gio va d9 thanh thai than 0,62 L/ gio (khoang 30% d9 thanh thai toan bg). Thoi gian ban thai cua valsartan khoang 6 gio.

Hydroclorothiazid:

Hap thu

Sau khi unng, hydroclorothiazid hép thu tuong déi nhanh (te khoang 2 gid). Sy ting AUC trung binh la tuyén tinh vaty I¢ véi liéu trong pham vi diéu tri. S anh huong cua thitc an, néu 6, c6 rat it y nghia 1am sang. Sinh kha
dung tuyét déi cua hydroclorothiazid Ia 70% sau khi uéng. Sinh kha dung cua thubc ¢é thé giam & ngudi suy tim hogc bi phu.

Phan bo

Ty lé hydroclorothlaud lién két protein huyét tuong khoang 60%, chu yéu lien két véi albumin. Thé tich phan bé biéu kién khoang 0,8 L/ kg. Hydroclorothiazid co thé di qua nhau thai, phan bé va dat nong do cao trong thai
nhi, bai tiét vao sita nhung khong thé di qua hang rao méu ndo. Hydroclorothiazid tich lily trong hdng ciu, néng do hydroclorothiazid trong hong cu cao gép khoang 1,8 1an trong huyét twong.

Chuyén héa

Hydroclorothiazid khdng bi chuyén hoa, dugc thai trir nhanh chéng qua than.

Thai tri

Hydroclorothiazid dugc thai trir chu yéu dudi dang khong doi. Thoi gian bén thai cua hydroclorothiazid khoang tir 6 - 15 gio. Bong hoc hydroclorothiazid khong déi khi ding liéu 13p lai va thudc tich Iy tdi thiéu khi dung liéu
11an/ ngay. Trén 95% licu duoc hap thu dugc thai trir dugi dang khong doi trong nudc tiéu. Thanh thai qua than bao gom qud trinh loc thu dong va bai tict tich cuc vao ong than.

Déi twgng dic bigt

Ngtro’t cao tué

O mot 56 ngudi, nong do valsartan mau hoi cao hon nguoi tré, nhung khong c6 ¥ nghta ndo vé mit lam sang.

Mot s6 thong tin cho thiy thanh thai toan than ciia hydroclorothiazid giam & ca ngudi cao tudi khoe manh v bj tang huyét 4p so véi ngudi tinh nguyén khoe manh tré tudi.

Suy than

G liéu khuyén cdo clia phdi hop valsartan/ hydroclorothiazid 160 mg/ 25 mg, khong cin chinh lidu cho bénh nhan c6 Cle, 30 - 70 mL/ phit.

Chua c6 dit liéu vé viée st dung phéi hop valsartan/ hydroclorothiazid 160 mg/ 25 mg ¢ bénh nhan suy than nang (Cle, < 30 mL/ phiit) va bénh nhan thim tach mau. Valsartan gin két protein huyét twong manh va khong bj loai
b6 khi thim tich mau, trong khi hydroclorothiazid bi tham téch.

O bénh nhan b suy than, ndng d¢ dinh trong huyét tuong va AUC cua hydroclorothiazid tang va te do thai trir qua than giam. O bénh nhan suy than nhe dén trung binh, da o béo cio AUC cua hydroclorothiazid ting gép 3
1an. O bénh nhan suy than ngng, AUC hydroclorothiazid tang gdp 8 1an da dugc béo cao. Chéng chi dinh dung hydroclorothiazid cho bénh nhén suy thin ning.

Suy gan

Mot nghién ciru duge dong hoc cho thdy AUC tang gép doi ¢ ngusi bi suy gan nhe toi vira so véi nguoi khoe manh.

Chua c6 thong tin vé viéc str dung valsartan ¢ bénh nhén suy gan niang.

Bénh gan giy anh huong khong dang ké dén dugc dong hoc cua hydroclorothiazid.

CHiPINH

Diéu tri tang huyét ap nguyén phat ¢ nguoi lén.

DEMBELE/ DEMBELE-HCTZ Ia phéi hop liéu ¢b dinh, dugc chi dinh cho bénh nhan khdng thé kiém sodt day du huyét 4p khi chi diing valsartan hogc hydroclorothiazid.

LIEU DUNG - CACH DUNG

Lidu dung

Liéu khuyén cdo cua valsartan/ hydmclomlluazld 80 mg/ 12,5 mg v valsartan/ hydroclorothiazid 160 mg/ 25 mg 1a 1 vién/ ngay.
clia timg thanh phan riéng ¢ dén liéu tiép theo dé gidm nguy co ha huyét ap va kha nang gap phai cac tac dung khong mong muo
Khi thich hop trén 1am sang, ¢6 thé can nhic thay dbi truc tiép tir don tri sang dang phdi hop ¢d dinh cho nhiing bénh nhan c6 huyét ap khong thé kiém soat ddy du chi bing valsartan hodc hydroclorothiazid, sau khi diéu chinh
lidu khuyén céo cho timg thanh phan riéng 1&. o i . . . o

Pap g trén 1am sang cua vién két hop can duoc danh gia sau khi khoi dau diéu trj va néu van khong kiém soat dugc huyét p, c6 thé tang lidu cia mot trong hai thanh phan dén liéu t6i da valsartan/ hydroclorothiazid 320 mg/
25mg.

Tac dung ha huyét ap phat huy ding ké trong vong 2 tuan.

o] ‘hau hét bénh nhan, tic dung t6i da da dugc béo céo trong vong 4 tudn. Tuy nhién, & mét s bénh nhan c6 thé can dén 4 - 8 tun diéu tri. Diéu nay can dugc can nhic trong qua trinh diéu chinh lidu.

Dbi twgng dic bigt

Bénh nhan suy thn

Khéng can diéu chinh liéu cho bénh nhan suy than nhe va trung binh (GFR 2> 30 mL/ phut). Do trong thanh phan c6 chira hydroclorothiazid, chéng chi dinh dung vién két hop cho bénh nhan suy than ning (GFR < 30 mL/
phit) va vé niéu. Chdng chi dinh dung phéi hop valsartan véi aliskiren cho bénh nhan suy than (GFR < 60 mL/ phut/ 1,73 m?).

Bénh nhan ddi thdo dwong

Chéng chi dinh phéi hop valsartan véi aliskiren & bénh nhan déi théo dudng.

Bénh nhan suy gan

O bénh nhan suy gan nhe t6i vira khong kem & mat, liéu valsartan khong nén vuot qua 80 mg. Khéng cin chinh lidu hydroclorothiazid cho bénh nhan suy gan nhe dén trung binh. Do thanh phan chira valsartan, chong chi dinh
dung vién két hop cho bénh nhén suy gan néing, xo' gan mét va &r mat.

Nguoi cao tudi .

Khéng can chinh liéu & nguoi cao tudi.

Tré em . i .

Khéong khuyén céo ding thudc cho tré em va thanh thiéu nién du6i 18 tudi vi chua c6 du bing chimg vé an toan va higu qua.

Cach dung:

Uong thudc véi nude, ubng cting hodc khang ciing voi thire an,

Nuét nguyén vién véi mot ly nude. Khong dugc nhai, bé, nghién, hoa tan vién trong nude truée khi ubng.

CHONG CHi PINH ) )

Man cam véi valsartan, hydro iazid, céc dn xudt sulfc d khéc hogc véi bét ky thanh phin nao cua thube.

Phy nit mang thai 6 thang cudi.

Suy gan nang, Xo gan I mt, tac mat.

Suy than ning (Cle, < 30 mL/ phut), vé niéu.

Ha kali huyét dé khang, ha natri huyét, tang calci huyét va ting acid uric huyét co triéu chimg.

Phéi hop véi cac thude chira aliskiren ¢ nhitng bénh nhén dai thao dudng hodc suy than (GFR < 60 mL/ phat/ 1,73 m2).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thay doi dién gidgi trong huyet thanh

Valsartan X . . o o o . ) A

Khéng khuyén céo sir dung dong thai vai thue pham bo sung cé kali, thudc loi tiéu tiet kiém kali, ché pham thay thé mudi c6 kali hodc cac thudc cd thé 1am tang kali khéc (nhw heparin ...). Nén theo dai nong d6 kali khi thich
hop.

MGt s6 bénh nhén suy tim xuat hién tang kali huyét, tc dung nay thuong nhe va thoang qua, va thuong xay ra & bénh nhén da bi suy than tir truge. C6 thé cn giam liéu va/ hogc nging valsartan.

Hydroclorothiazid

Ha kali huyet da dugc bao céo khi diéu trj Vvai céc thudc loi tiéu thiazid, bao gom hydrocloroth|a2|d Khuyen céo theo doi
Diéu trj véi céc thuoc lgi tiéu thiazid, bao gom hydroclorothiazid, c6 thé gay ha natri huyét va nhiém kiém ha clor hu
huyét. Loi tiéu thiazid ¢ thé 1am giam bai calci qua nude tiéu va c6 the lam tang calci huyet thanh.

Vi bit ky bénh nhan nao duge diéu tri véi thudc loi tiéu, can kiém tra dinh ky céc chét dién giai trong huyét thanh sau méi khoang thai gian thich hop.
Bénh nhan giim natri v/ hodc giam thé tich tuin hoan

Bénh nhan dugc diéu tri véi céc thude loi tiéu bao gom hydrm]nmlluazld céin dugc theo ddi cac dmu higu réi loan nuéc va dién giai trén 1am %ang L
Nhitng bénh nhan bi giam thé tich tudn hoan va/ hodc natri ndng, nhu & bénh nhan ding loi tidu li a ap c0 tri¢ t 56 hiém trudmg hop sau khi khoi dau diéu tri v6i vién két hop valsartan/
hydroclorothiazid. Can diéu chinh tinh trang giam thé tich tuin hoan va/ hodc natri truée khi bit diu diéu tri véi vién két hop valsartan/ hydroclorothiazid.

Bénh nhan suy tim mgn tinh nang va cac tinh trang khac kich thich h¢ renin-angiotensin-aldosteron (RAAS)

J bénh nhan c6 chire nang than phy thugc vao hoat tinh cua RAAS (nhw bénh nhén suy tim sung huyét nang), sir dung thudc tc ché ACE c6 thé gay thiéu niéu va/ hodc tang uré huyét tién trién va trong truong hop hiém 1a suy
than cap v/ hoac tir vong.

Nén danh gia bé¢nh nhan suy tim hogc sau nhdi méu co tim cing v6i danh gia chirc nang than. St dung vién két hop & bénh nhan suy tim man tinh nang chua duoc thiét 13p. Vi thé, khong thé loai trir nhiing nguy co nay vi tac
dung tc ché RAAS, viéc sir dung vién két hop ¢ thé lién quan dén su suy giam chirc ning than. Khdng nén ding vién két hop ¢ nhitng bénh nhan nay.

Suy giagm chire ning thgn

Khéng can chinh lidu cho bénh nhéan suy than c6 Cle, 2 30 mL/ phat. Theo ddi dinh ky kali, creatinin va acid uric huyét thanh khi diing dang phdi hop valsartan/ hydroclorothiazid cho bénh nhan suy than.

Chéng chi dinh phéi hop cac thudc ddi khang thu thé angiotensin Il (AIIRAS) - bao gdm valsartan - hoac céc thuéc irc ché enzym chuyén angiotensin (ACE) vi aliskiren & bénh nhan suy than (GFR < 60 mL/ phat/ 1,73m?).
Suy gan

Than trong khi str dung valsartan/ hydmclorolhlazld cho bénh nhan suy gan nhe dén trung binh khong kém & mét. Than trong khi dung céc thiazid cho bénh nhan bj suy giam chiic nang gan hogc bénh gan tién trién vi nhiing
thay di nho vé can bing nude va dién giai ciing c6 thé dan dén hon mé gan.

Ghép thin

Hién chua c6 kinh nghiém vé an toan khi dung valsartan/ hydroclorothiazid cho bénh nhan dugc ghép than gan day.

Curimg aldosteron nguyén phit

Khong nén diing valsartan/ hydroclorothiazid cho bénh nhén cuémg aldosteron nguyén phét vi hé renin-angiotensin & nhitng bénh nhan nay khéng hoat déng.

Khuyén cio diéu chinh lidu theo timg thanh phan. Trong mdi truong hop, nén diéu chinh lidu

inh ky kali huyét thanh. .
Céc thiazid, bao gom hydroclorothiazid, ¢6 thé lam tang thai magnesi qua nu6c tieu gdy ha magnesi
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Hep dgng mach chii va van hai la, co tim phi dgi tic nghén

Nhu nhitng thude gian mach khic, dc biét thin trong khi dung valsartan cho bgnh nhan hep dang mach chit hofc van hai 14, hofe o tim phi dai tfc nghan.

Tién si phit mach

Phu mz\ch bao gom phu thanh quan va thanh mén, gy tic nghén duong thd va/ hodc phi ¢ mat, n 0 hong, va/ hofic ludi da dugc bdo cdo & bénh nhin diéu tri v6i valsartan; Mot s6 bénh nhan c6 tién sit phu mach khi ding
céc thude khic bao gom thuéc e ché ACE. Nén nging valsartan/ hydroclorothiazid ngay 1ap tirc néu xudt hign phu mach va khong nén sir dung lai valsartan/ hydroclorothiazid.

Toan than

Thén trong khi ding thuéc cho bénh nhan da timg bi qua min véi cac thuéc ARB khac. X

Phan iing qua man véi hydroclorothiazid thuong xay ra & bénh nhan bi dj iing va hen phé quan.

Phang bé kép RAAS

C6 bang chimg cho thy viéc phdi hop sir dung thudc irc ché ACE, ARB hodc aliskiren ting nguy co ha huyét ap, tang kali huyét, va giam chirc ning than (bao gdm suy than cap). Vi vay khong khuyén céo phong bé kép
RAAS bang phm hop thudc trc ché ACE, lhuoc ARB hoic aliskiren.

Néu phéi hop diéu tri phong bé kép 14 thit s can thiét, chi nén sir dung dudi sy gidm st cta chuyén gia va theo ddi chat ché chirc nang than, dién gidi va huyét 4p ciia bénh nhan thuong xuyén.

Hg huyét ap

Ngu xay ra ha huyét 4p qua mic, nén dat bénh nhan 6 tu thé nam ngira, truyén tinh mach nuoc mudi sinh 1y néu can. Khang chéng chi dinh tiép tuc diéu trj khi c6 dap tng ha huyét ap thoang qua, thuang khong gap kho khan
khi tiép tuc dieu tri mot khi huyet ap da on dinh.

Hep dgng mach than

An toan chua dugc thi énh nhén hep dong mach than hai bén hoac hg,p & than don dgc.

Cac thudc khac anh huong dén enin-angiotensin c6 thé tang uré huyét va creatinin huyét thanh & bénh nhan hep dong mach than mt bén, vi vay nén theo dbi chirc ning than & bénh nhan dung valsartan/ hydroclorothiazid.
Téc dung trén chuyén hoa va ngi tiét

Dung thiazid c6 the lam glam su dung nap glucose. C6 thé tién hanh diéu chinh liéu lugng thudc diéu tri dai thao duong, ké ca insulin.

Duing thudc loi tiéu thiazid c6 thé 1am tang cholesterol va mglycend huyét thanh.

Hydroclorothiazid ¢6 thé gay tang acid uric méu do lam giam thanh thai acid uric hogc ¢6 thé gay ra hodc trm trong thém tinh trang tang acid uric méau va bénh gat & nhimg bénh nhan nhay cam. Tranh ding valsartan/
hydroclomlhlazld cho bénh nhan tang acid uric mau.

Loi tiéu thiazid c6 thé 1am giam bai tiét calci qua nudc tiéu va c6 thé lam tang nhe ndng do calci huyét thanh. Tang calci huyét c6 thé 1 ddu higu cua bénh cuong tuyén can gip tiém an. Do d6, nén ngung thiazid truéc khi tién
hanh cac xét nghiém chire nang tuyen can giap.

Lupus ban do h¢ lhang

Di c6 bao cdo lgi tiu thiazid, bao gom hydroclorothiazid, lam ning thém hogc khi phét lupus ban do hé thong.

Nhay cim dnh sing . ., A L . A i A .

Da ¢6 bdo cédo phan ing nhay cam anh sang khi sir dung loi tiéu thiazid. Khuyen cdo ngung diéu tri néu thdy c6 biéu hién cua phan img nhay cam anh sang. Trong truong hop can thiét phai ké don dieu tri lai, khuyén cdo bénh
nhin bio v¢ viing da tiep xtic dnh sing mat trdi hodc birc xa UVA nhan tao.

Can thj cap va glaucom géc déng thir phat

Hydroclorothiazid, mt sulfonamid co thé gay phan img co dia, din dén can thi cip thodng qua va glaucom goe déng thir phat. Tri¢u chimng bao gdm con cAp nhin my hoic dau mit, thong thuong xay ra trong vong nhing gio
dau dén nhiing, luan dau diing thude. Glaucom goc dong cép khong duge diéu tri ¢6 thé din dén mét thi lyc vinh vién. tri co bin Ia ngung ding hydroclorothiazid nhanh nhit c6 thé. Piéu trj bing thuc hogc phiu thuat ¢6
thé cn can nhic néu &p luc ngi nhan khang thé kiém soat. Cac yéu té nguy co gy glaucom gée dong cap c6 thé bao gom tién sir di ting véi sulfamid hoac penicillin.

Phu nit mang thai

Khéng nén khoi dau sir dung cac thude phong bé thu thé angiotensin 11 (AIIRA) trong thoi ky mang thai. Trir khi viéc tiép tuc sir  dung cac AIIRA la thit sy cintl ét, bénh nhén c6 ¥ dinh mang thai nén dwoc chuyén sang cac
bién phap diéu tri tang huyét &p thay thé da dugc ching minh 1a an toan cho phu nix mang thai. Khi phét hién mang thai, ngung diéu tri véi cac AIIRA ngay va bét dau sir dung bién phap diéu tri thay thé néu thich hop.

Tré em

Suy giam chirc nang than

Khong khuyén cdo sir dung valsartan cho tré em c6 d¢ thanh thai creatinin < 30 mL/ phut hogc dang duoc chay than nhan tao do chua cé nghién ctru sir dung thue trén nhing ddi tuong nay. Khong can hiéu chinh lidu cho tré
em c6 d¢ thanh thai creatinin > 30 mL/ phut. Nén theo dai cht ché chire nang than va kali huyét thanh khi dicu trj véi valsartan. Dgc biét la ding valsartan khi co sy hién dién cta nhimg tinh trang khéc (sot, mét nuée) dé lam
giam chirc nang than.

Suy giam chirc nang gan_

Gidng véi ngudi 16n, chéng chi dinh valsartan & tré em bj suy gan ngng, xo' gan mdt va r mét. Kinh nghiém 1am sing sir dung valsartan cho tré em bj suy gan nhe dén vira con han ché. Khang nén ding liéu qui 80 mg & nhig
bénh nhan nay.

Canh bio lién quan dén td digc

DEMBELE/ DEMBELE-HCTZ c6 chia lactose, bénh nhan méc bénh di truyén hiém gap khong dung nap galactose, thiéu hyt Lapp lactase hoac réi loan hap thu glucose-galactose khong nén duing thuéc nay.
DEMBELE-HCTZ c6 chira polysorbat 80, mau ponceau 4R lake c6 thé gay di (ing va dau thau dau c6 thé gay buon non, non, dau bung, tiéu chay.

Sir dung cho phu nir ¢é thai va cho con bu

Phu nir ¢6 thai

Valsartan va céc thudc téc dung truc tiép trén RAAS n6i chung khi sir dung ¢ phu nir ¢6 thai trong ba thang gitra va ba thang cubi cua thai ky c6 thé gay ton hai cho thai nhi (suy giam chirc nang than, it nuoc 6i, cham héa cbt
xuong so) VA tré so sinh (suy than, ha huyét 4 4p, tang kali huyet), tham chi c6 thé gay chét thai. Vi vay, chong chi dinh sir dung valsartan cho phu nir c6 thai trong giai doan ba thang gitra va ba thang cudi cua thai ky. Khéng
khuyén céo sir dung valsartan trong ba thang dau cua thai ky. Mac di cac nghién ciru dich t& hoc hién chua chimg minh duoc nguy co giy quéi thai khi sir dung thudc trong ba thang diu cua thai ky nhung khong thé loai trir
dugc hoan toan nguy co ndy. Khi phat hién co thai, nguoi bénh dang diéu tri bing valsartan can ngimng ngay thudc va diéu trj thay thé bang thudc khac. Néu da sir dung valsartan trong mét thoi gian dai tir ba thang gitra thai ky,
cén siéu am kiém tra chirc nang than va chup so cua thai nhi. Tré s sinh c6 me st dung valsartan trong thoi ki mang thai can dugc theo ddi chat ché nguy co ha huyeét ap.

Thiazid di qua hang rao nhau thai va xuat hién trong méau cudng ron. Co nguy co giy vang da cho thai nhi va tré so sinh, giam tiéu cdu hodc cic phan tmg bat lgi khac nhu xay ra trén ngudi truong thanh. Vi vay khong ding
thubc nhom nay trong 3 thang cudi thai k;

Vi vay, khong nén cho bénh nhan ding vién két hop trong 3 thang dau thai ky, chéng chi dinh diing thudc trong 3 thang giira va 3 thang cudi thai ky. Kiém soat thich hop tinh trang tang huyét p ctia ba me trong suét thoi gian
mang thai 14 viéc 1am quan trong dé t6i wu hiéu qua cho ca me va thai nhi.

Phy nér cho con ba

Dir li¢u thuc nghiém trén chudt cho thay valsartan dugc bai tiét vao sita me. Hién chua rd ligu valsartan c6 dugc bai tiét vao sira me ¢ ngudi hay khong. Do nguy co bt lgi trén tré bl me, nén ngirng cho con bd trong thai gian
diéu trj bing valsartan hoic ngimng thude va diéu tri thay thé bang thuéc khéc.

Thiazid trc ché sy tiét sita, ddng thoi di vao sita me véi lugng c6 thé gay hai cho dira tré. i .
Vi vay, khong khuyén cao dung valsartan/ hydroclorothiazid trong thoi ky mang thai. Tt hon nén thay thé liéu phap diéu tri khac da dugce chimg minh 1a an toan khi dung trong thoi ky mang thai, dc biét 1a ¢ nhirng truong
hop danh cho tré so sinh va tré sinh non.

Anh huéng cia thuoc dbi véi cong vige (ngudi van hanh may méc, ngudi dang 14i thu xe, ngudi lam vigc trén cao va céc trudng hop khéac)

Chua c6 nghién ciru vé anh huong ciia valsartan/ hydroclorothiazid dén kha nang lai xe va van hanh may moc nhung nén than trong vi thudc 6 thé gay chéng mét hodc mét moi.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Tuong tic lién quan valsartan va hydroclorothiazid
Khéng khuyén cdo dimg dong thoi
Pi c6 béo céo vé su ang thuan nghich nong d lithi trong huyét thanh va doc tinh khi s dung dong thoi véi cac thuoc uc che ACE va thiazid, bao gom hydroclorothiazid. Do thiéu thong tin ve viéc dung dong thoi
valsartan va lithi nén phoi hop nay khong duogc khuyén c4o. Néu can thiét phai phdi hop thi nén theo dai can than nong dé lithi trong huyét thanh.
Can thdn trong khi ding dong thoi
Céc thudc chong tang huyét ap khac
Valsartan/ hydroclorothiazid c6 thé lam tang tac dung cia c4c thude ciing c6 tac dung chéng tang huyét ap khac (nhu guanethidin, methyldopa, thuéc gian mach, cac thudc irc ché ACE, thudc chen beta, cac thudc chen kénh
calci va cac thudc e ché renin tryc tiép (DRIs)).
Céc amin tang huyét ap (nhie noradrenalin, adrenalin)
Thuoc c6 thé lam giam dap (ng voi amin tang huyc! . Y nghia lam sang cua tac dung nay ct c chin va khong ddy du dé loai bo s dung chiing.
Thude khang viém khong steroid (NSAIDs), bao gom thuoc iic che chon loc COX-2, acid acetylsalicylic (> 3 g/ ngay) va thudc irc che khéng chon loc
NSAIDs c6 lhc 1am giam téc dung chéng tang huyét 4p cua ca ARB vi hydroclorothiazid khi dung dong thoi. Hon nira, sir dung dong thoi valsartan/ hydroclorothiazid va NSAIDs ¢6 thé lam tang nguy co tén thuong than va
tang kali huyét thanh. Vi thé bénh nhan nén dugc theo ddi chirc nang than khi bit du diéu tri cing nhu can uéng nude day du.
Tuong tic lién quan valsartan
Phong bé kép RAAS bdng ARB, thudc i ché ACE hodc aliskiren
Nghién cau 1am sang cho thiy phong bé kép RAAS bing ARB, thuéc tic ché ACE hoic aliskiren gy tang tin suit tac dung khdng mong mudn nhu ha huyét ap, tang kali huyét va giam chirc nang than (bao gom suy than cap)
0 V&i sir dung don doc mot thuée tac dong 1én RAAS.
Khéng khuyen cdo phoi hop
Thuac lgi tiéu tiét kiém Kali, thuc pham bé sung c6 kali, ché pham thay 1 thé mudi c6 kali va c&c chdt khéc cé thé gay tang nong dg kali
Néu céc thubc c6 anh huang dén nong dé kali dugc can nhéc 12 can thiét sir dung phédi hop véi valsartan, nén theo déi ndng do kali huyét tuong.
Chdt van chuyen
Théng tin in vitro cho lhay valsartan 1a co cht cho chét van chuyén vao trong gan OATP1B1/ OATP1B3 va chat van chuyén ra ngoai gan MRP2. Chua rd 5i lién quan 1am sang cua phét hign nay. Str dung chung thude e
ché chét van chuyén vao trong gan (nhu rifampin, ciclosporin) hogc chét van chuyén ra ngoai gan (nhu ritonavir) c6 thé ting AUC toan than cua valsartan. Can c6 su than trong thich hop khi khoi dau hoac két thic phéi hop
diéu trj véi nhitng thudc nay.
Khéng twong tic i .
Trong nghién ciru trong tac thudc cua valsartan, khong c6 twong tac dang ké trén 1am sang nay dugc lhéy khi dung valsartan voi cac thuéc sau: Cimetidin, warfarin, furosemid, digoxin, atenolol, indometacin, hydroclorothiazid,
amlodipin, glibenclamid.
Tréem
O tré em va thanh thiéu nién, thuong gap bét thuong tiém an vé than, nén than trong khi phdi hop valsartan voi céc thude khéc tic ché RAAS vi ¢6 thé gy ting kali huyét thanh. Nén theo d6i chat ché chire nang than va kali
huyét thanh.
Tuong tic lién quan hydroclorothiazid
Thdn trong khi diing dong thoi
Thuac anh hieong nong dg kali huyét: Tac dung ha kali huyét cia hydroclorothiazid c6 thé tang lén khi str dung ddng thoi vai cac thude gay mét kali hogc ha kali huyét khac nhu thude loi tiéu thai kali khéc, corticosteroid,
thude nhuan trang, ACTH, amphoterlcm carbenoxolon, penicillin G, acid salicylic va cac dan Xudt,
Néu nhing thude nay dugc chi dinh cling vei phéi hop valsartan/ hydroclorothiazid, can theo ddi nong do kali huyet twong cho bénh nhén.
Céc thudc c6 thé gay xodn dinh: Thiazid gay ha kali huyét, than trong khi dung déng thoi véi cac thudc cd thé gay xodn dinh, can theo ddi dinh ky kali huyét thanh:
- Thuoc chéng loan nhip nhom Ia nhu quinidin, hydroquinidin, disopyramid.
loan nhip nhém III nhu amiodaron, sotalol, dofetilid, ibutilid.
chéng loan thén nhu thioridazin, clopromazin, methotrimeprazin, trifluoperazin, cyamemazin, sulpirid, sultoprid, amisulprid, pimozid, haloperidol, droperidol.
khac nhu bepridil, cisaprid, diphemanil, erythromycin tiém tinh mach, halofantrin, ketanserin, mizolastin, pentamidin, sparfloxacin, terfenadin, vincamin tiém tinh mach.
Thudc anh hieéng néng dg natri huyét thanh: Tac dung ha natri huyét cua cac thudc lgi tiéu c6 thé ting 1én khi dung dong thai vai cac thude nhu thude chong trim cam, thude chdng loan thin, thude diéu tri dong kinh... Than
trong khi diing kéo dai nhirng thuéc nay.
Cac glycosid digitalis: Ha kali huyet va ha magnesi huyét do thiazid c6 thé lam tang kha nang gap phai c4c tac dung khong mong muédn nhu loan nhip tim do digitalis.
Mudi calci va vitamin D: Sir dung céc thuée loi tiéu, bao gom hydroclorolhlazm Vi vitamin D hodc cac mudi calci ¢6 the tang nguy co tang calci huyét. Dung dong thoi cac thudc lgi tiéu thiazid vai cac mudi calci c6 thé gay
tang calci huyét & bénh nhan c6 san nguy co (nhu' bénh nhan cudng tuye can giép, cac tinh trang bénh 1y &c tinh hodc qua trung gian vitamin D) lam tang tai hap thu calci & ong than.
Thudc diéu trj dai thio dirong (thuoc udng va insulin): Thiazid c6 thé lam thay déi dung nap glucose. C6 thé phai diéu chinh liéu thuéc diéu tri déi thao duong, ké ca insulin. Can than trong khi dung dong thoi
hydroclorothiazid véi metformin do nguy co nhiém acid lactic gay ra boi suy giam chirc nang than c6 thé lién quan dén hydroclorothmnd
Diazoxid, thudc chen beta: Ding dong thai cac thude loi tiéu thiazid, bao gom hydroclorothiazid, vei cac thudc chen beta c6 thé 1am tang nguy co tang duang huyét.
Loi tiéu thiazid, bao gdm hydroclorothiazid, ¢6 thé lam tang tic dung tiang dusng huyet cua diazoxid.
Céc thudc trj gut (prubenecnd sulfipyrazon va allopurlnol) Co the can chinh Ileu c4c thude tang thai acid uric qua than vi hydrocloroth|a2|d 6 thé lam tang ndng do acid uric trong huyét thanh. Tang liéu probenecid hodc
sulfipyrazon c6 the can thiét. Dung dong thoi vsi cac thudc loi tiéu thiazid, bao gdm hydraclorothiazid, ¢6 thé lam tang nguy co qua man voi allopurinol.
Thuoc khang cholinergic (nhie atropin, biperiden) va cic thudc khac c6 thé anh hieong dén nhu dong da day: Sinh kha dung cua thiazid c6 thé tang Ién boi céc thube khang cholinergic do lam giam nhu dong rudt va giam téc
d¢ thao rong da day.
Nguoc lai, cic thuoc hd trg nhu dong da day nhu cisaprid cé thé 1am giam sinh kha dyng ciia cac thudc loi tiéu nhom thiazid.
Amantadin: Thiazid 1am tang nguy co gap phai tac dung khdng mong muon cua amantadin.
Céc nhua trao doi ion: Cac nhua cholestyramin hoac colestipol gan vai hydroclorothiazid lam giam hip thu thudc nay trong ong tiéu héa lan luet 1én toi 85% va 43%. Nén diing hydroclorothiazid va nhya trao déi ion & cac
thoi diém khac nhau, vi du ding hydroclormhlazm it nhét trudc hodc sau khi dung cac thudc trén 4 - 6 gio.
Céc thude dge té bao: Thiazid c6 thé gay giam thanh thai, tang tic dung uc ché tiy xuong cta cac thude doc té bao (VI du: Cyclophosphamid, methotrexat).
Thude gian co van dgng khong phan cuc (vi du tubocurarin): C6 thé 1am tang sy nhay cam voi cht gdy gian co nhu dan xuét curare.
Cyclosporin: Dang ddng thai véi cyclosporin ¢é thé lam ting nguy co ting uric mau va bién ching gt.
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10.
11.

12.

Ruou, barbiturat hogc thudc ngi gay nghién, thuc an than hodc gay mé: Tac dung ha huyét &p thé ding cua thiazid c6 thé nang 1én khi dang dong thoi vai céc thude ciing c6 tic dung ha huyét 4p (nhu céc thude lam giam
hoat tinh giao cam cua h¢ thin kinh trung wong hogc thudc c6 hoat tinh gidn mach truc tiép).

Methyldopa: C6 bao cao thiéu mau tan huyét & nhing bénh nhan diing dong thai methyldopa va hydroclorothiazid.

Thuoc can quang chiza iod: Trong trudng hep mat nuéc do loi ticu, guy co suy than cap xay ra, dac biét 1a khi dung cac ché pham chira iod & liéu cao. Bénh nhan can dugc bi nuée day du truge khi chi dinh.

Baclofen, amifostin, thugc chdng tram cam ba vong hogc thudc an than kinh: Tang tac dung diéu trj ting huyct 4p va co thé gay ha huyét ap.

Allopurinol, tetracyclin: Dgc tinh tang khi ding cing voi thiazid.

Thao digc: Cam thio gy giir nudc, natri, ting mét kali. Néu dung hydroclorothiazid dé chira ting huyét ap, nén tranh dung cing duung quy vi duong quy c6 hoat tinh oestrogen (gay git nudc) va duong quy co thé ciing gay
nhay cam &nh sang. Tranh diing hydroclorothiazid cting ma hoang, nhan sam, yohimbe vi c6 thé 1am cho tinh trang cua bénh tang huyét &p tro nén xéu hon.

Tré em: Chua c6 nghién ctru tuong téc thudc trén tré em.

TAC DUNG KHONG MONG MUON
Tic dung khéng mong mubn lién quan phéi hop valsartan/ hydroclorothiazid

1t gap, 1/1.000 < ADR < 1/100
Chuyen hoa va dinh dudng: Mat nudc.
Than kinh: Dj cam.

Ho hép, 1dng nguc va trung thit: Ho.
Co - xuong vamo lién két: au co.
Toan thin: Mét moi.

Rdt hiém gap, ADR < 1/10.000
Than kinh: Chéng mgt.

cha

Co - xuong vams lién két: Pau khép.
Chua ro tan suat
Thin kinh: Hon mé.
Ho héj ong nguc va trung thét: Pha phédi khong do tim.

a iéu: Suy gidm chirc nang than.
Xét nghiém: Tang acid uric huyét, tang bilirubin va creatinin huyét, ha kali huyét, ha natri huyét, ting BUN, giam bach cu trung tinh.
Tac dung khong mong muén lién quan valsartan
it gap, 1/1.000 <ADR < 1/100
Tai va mé dao: Chong mat.
H6 hap, 16ng ngyc va trung that: Ho.
Tiéu hoa: Dau bung
Toan than: Mét moi.
Chura ré tan suat
Mau va h¢ bach huy' Giam hemoglobin, giam hematocrit, giam bach cau trung tinh, giam ti
Mi&n dich: Qua man/ dj iing bao gom b h huyét thanh.
Chuyén hoa va dinh duung Tang kali huyét thanh, ha natri huyét.
Mach mau: Viém mach.
Gan mat: Céc chi s chire ning gan cao bao gdm tang bilirubin huyét thanh.
Da va cdc mé dudi da: Phit mach, viém da bong nudc, phéat ban, ngira.
Tic dung khong mong mubn lién quan hydroclorothiazid .
Téc dung khong mong muén khi dung don tri cac thuoc lgi tiéu thiazid, bao gom hydroclorothiazid:
Rdt thong gap, ADR > 1/10
Chuyén hoa va dinh dudng: Ha kali huyét, tang lipid huyét (chi yéu & liéu cao).
Thiong gép, 1/100 < ADR < 1/10 ) ) )
Chuyeén hoa va dinh dudng: Ha natri huyet, ha magnesi huyét, tang acid uric huyet.
Mach méau: Ha huyét p tu the
Tiéu hoéa: Chan @n, buon non va non nhe.
Da va m6 dudi da: May day va céc dang phat ban khéc.
Sinh sz’nn va tuyén v Liét duong.
1/10.000 < ADR < 1/1.000
u doi khi kém ban xuét huyét.
Chuyen hoa va dinh dugng: Tang calci huyét, ting glucose huyét, glucose nigu va 1am nang thém tinh trang di théo dugng.
Tam than: Trdm cam, réi loan giac ngu.
Than kinh: Nhirc dau, chéng mat, di cam.
Mit: Suy giam thj luc.
Tim: Loan nhip tim
Tiéu héa: Tiéu chay, téo bon, kich thich da day.
Gan - mat: Viém gan, vang da & mat trong gan.
Da va m dudi da: Nhay cam &nh sang.
Rdt hiém gap, ADR < 1/10.000
Mau: Giam bach cau, glam/ mét bach cau hat, thiéu mau tan huyét, suy tiy xwong.
Mién dich: Phan ung qua man.
Chuyén hoa va dinh dudng: Nhi&m kiém ha clor huyét. . R
Hb hap, long nguc va trung that: Khé tho, bao gom viém thanh phe nang va pht phoi.
Tiéu héa: Viém tuy.
Da va m dusi da: Viém mach hoai tir va hoai tir biéu bi nhim doc, phan tng giéng lupus ban d6 & da, tai phét lupus ban do ¢ da.
Chura r6 tan suat
Méau: Thiéu mau bat san.
Mit: Glaucom g6c dong cap.
Da va mo dudi da: Hong ban da dang.
Co xuong: Co cung co.
Than - tiét ni¢u: RGi loan chire nang than, suy than cip.
Toal 1 than: Sot, suy nhugc. . . . . .
Thuac c6 thé gay ra cac tac dung khong mong muon khac. Can theo di chat ché va khuyén céo bénh nhan théng bao cho béc s nhiing tac dung khéng mong muon gap phai khi sir dung thuac.
Huéng dén cach xir tri ADR
i voi diéu tri  tang huyel ap, cac ADR thuong nhe, tu khoi. Néu phii mach nang gay can tro duong hé hap, can diing adrenalin, corticosteroid, khéng histamin...
Ha huyét 4p: Can truyén dich.
QUA LIEU VA CACH XU TRI
Trigu ching ) o . . , . o . ,
Qua lidu valsartan gay ha huyét &p rd rét, c6 thé dan dén giam mic do y thuc, truy tudn hoan va/ hoac soc. Ngoai ra, céc dau hiéu va triéu chiing xay ra do qué liéu hydroclorothiazid bao gdm budn nén, budn ngu, giam thé tich
tuan hoan, réi loan dién giai kém loan nhip tim va co cimg co.
Xur tri
Céch xir tri phy thugc vao thai gian uéng thudc va loai va do nang cia triéu ching; On dinh tuan hoan 14 vén dé quan trong hang dau.
Néu xay ra ha huyet dp, nén dé bénh nhan & tu the nam ngua va nhanh chéng bu dich va dién giai. . . .
Valsartan kho bj loai bo bang tham tach mau do kha nang gin ket huyét tuong manh trong khi thanh thai hydroclorothiazid c6 thé dat dugc bang tham tach mau.
CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong diing qué lidu chi dinh.

TEN, BIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM) ,

L6 M7A, Pudng D17, Khu Cang nghiép My Phudce 1, Phuong Thoi Hoa, Thi xa Bén Cét, Tinh Binh Duong, Viét Nam.
Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG THUOC: 29/03/2018
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