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160 mg/25 mg

& Docky huémg diin sir dung trudckhi ding.

o Déxatém taytréem.

® Théng béo ngay cho béc sTho§c dugc si nhimg téc dung khéing mong
muéngip phai khisirdung thube.
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THANHPHAN:

M&i vién nén bao phim chiia;

-Valsartan 160mg
- Hydroclorothiazid 25mg

- T dugce: Miarocrystallin cellulose PH102, Crospovidon CL, Natri lauryl sulfat,
Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose
15¢P, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan
dioxid, MauTartrazin lake, Mau Red iron oxid.

DANG BAO CHE: Vién nén bao phim.

QUYCACHDONG GOI:

Hop 1vix 10vién, hop3 vix10vién, hop10vix 10vién.

DUGCLUCHOC:

Nhémduge f:Déi khing thy thé angiotensin llvalgi ti€u.

M3 ATC: COSD AC3

-Valsartan Ia mdt thudc 88 khang thu thé angiotensin Il ¢6 hoat tinh manh
va dic hidu, dung duding udng. Valsartan téc ddng chon loc trén tidu thy thé
AT, ma thu thé& ndy kifm sost hoat ddng clia angiotensin Il. N8ng dd
angiotensin Il ting lén trong huyét tuong sau khi dung thude chen thy thé
AT, véi valsartan c6 thé gay kfch thich cic thy thé AT, khéng bj chen va diéu
nay tao ddi trong véi hidu qua clia thy thé AT, Valsartan khéng ¢é bat et
hoat dfng &8ng van nao d81 véi thy thé AT, va c6 &l lycvéi thy thé AT, manh
gap nhiéulan (gdp 20.00014n) sovdithuthé AT,.

- Valsartan khéng (ic ch€ men chuy&n angiotensin (ACE), tén 12 kininase I,
von chuyén angiotensin | thanh angiotensin Il va thoai bién bradykinin.
Nhiing tic dung phu lién quan dé&n bradykinin khéng x3y ra. Trong céc thir
nghiém I8m sang so sénh nhém didu trj bng valsartan v&i nhom diéu trj
biing thude tic ch& men chuyén anglotensin (ACE), ty 1& ho khan thip hon
dang ké (P < 0,05} & nhém bénh nhan diéu tri bing valsartan so v6i nhém
diéu trj ch&t tic ch& men chuyn angiotensin (2,6 % so v&1 7,9 %), & mét thir
nghiém l&m sang v&i nhém bénh nhan cé tién si ho khan khi diéu trf bling
thuse tic ch& men chuyén angiotensin, 19,5 % bnh nhan diéu trj valsartan
va 19 9 bénh nhan diéu tri bing thusc lei tiu thiazid bj ho so vdi 68,5 %
bénh nhén diéu tr chit de ch€ men chuyén angiotensin (P < 0,05). Valsartan
khéing g&n k&t ciing nhu khéng chen ccthy thé hormon hay kénh fon khic
dugc biétla rat quantrong ddi véi diéu hda hé timmach.

-Valsartan dfiéu tri b&nh nhan ting huyét 4p 3m ha huy&t &p ma khang nh
huéng tdinhip mach

Trén hiu hét cac bénh nhan, sau khi ding mét lléu don dudng uéng, téc
dung chéng ting huy#t &p dat dudc trong vang 2 gid, ha huy&t &p t6i da dat
dugctrong vdng 4- 6 glén, Tac dung ching téng huyétap duy trl trong hon24
gidy k& tirkhi diing thubc. Trong thdi gian duing thudc li&n tuc véi lidu lap di
1§p lai, d diing bt ¢ lidu ndo, mic 49 gidm huyét &p t6i da dat dugc trong
vdng 2 - 4 tudn va dugc duy trl trong subt qu trinh diku tri dai han. N&u phéi
kgp véi hydroclorothiazid thi ¢6 thé dat duge muc ha huyél ép thém ding

- V] tri tic ddng clia thudc I¢i tidu thiazid chl yéu xdy ra trén 6ng Iugn xa clia
than Trén v than né gin két véi mft thy thé ¢6 &i Iuic cao véi vi tri gén két
chinh dé phét huy tic dung i tidu va né tic ché van chuyén NaCl: drong luen
a, Téc dung ciia cac thiazid 13 théng qua tic ché ch&t van chuyén Na'Cl c6 1
nhd'vao tranh ch3p vi tri cia CT do d6 dnh huding t6i cd ché tai hdp thu chit
dién gidi: Tryc tiép 13 [am téing bai tiét Nava Cl vdi khdl lugng tuong duong,
gian tiép (4 1am lgi tiu din d&n gidm thé tich huyét tuong, k&t qua 13 ting
cudng hoat tinh clia renin trong huyét tuong, ting cudng bil tiétaldosteron,
ting lugng kali bai ti&t qua nutic tifu v gidm ndng 49 kali trong huyét
thanh. Mdi lién hé gilfa renin-aldosteron dugc angiotensin Il [Am trung gian,
do d6 vige ding phdi hgp v6i thudc d6i khang véi receptor angiotensin Il
lam phychéi luong kalibj mitdo c¢éc thudclgi tiéunhdm nay.
DUTCDONGHOC:
*Valsartan
- Hp thu: Sau khi udng valsartan dfon 8¢, néng d¢ dinh trong huyét tuong
cla valsartan dat dugc trong 2 - 4 glé. Sinh kha dung tuyét d8l trung binh
clia valsartan 12 23 %. Khi valsartan diing chung v4i thuc an, dign tich dudi
dudg cong néng do6 trong huyét tuong clia valsartan gidm 48 % mic du
néng d6 trong huyét tuong ldc 8 gity sau khi udng thudc & nhém déi va
nhém ne la nhunhau. Tuy nhién, viée gidm dién tich dudi dudng cong ndng
dé khong kém theo gidm tac dung didu tri c6 ¥ nghia trén lam sing v
valsartan do @6 ¢6 thé duge dung ciing hoac khdng cling vdi thde dn.
- Phéin bé: Valsartan gén két manh v&i protein huy&t thanh (94 - 97 %), chii
yéu la albumin huyét thanh.
- Chuyén dang sinh hac/Chuyén héa: Valsartan khéng duge chuyén héa &
muc d9 cao, chi khodng 20 % liéu dung dudc tim thay dudi dang cac chat
chuyén héa. Mt chit chuyén héa hydroxy da duge xac dinh trong huyét
twdng & néng a6 thép (ft han 10 % AUC valsartan). Chét chuyfn héa nay 13
dugc chitkhéng hoat ddng.
- Thai trit: Valsartan <6 dugc d8ng hoc phén ra theo ham s€ mii da bgi {t}e
alpha < 1 gi&yviit% beta vao khodng 9 gid). Valsartan dugc chii y8u 13 thii trir
qua phén (khodng 83 % liéu dung) va nudc tiéu (khodng 13 % lifu diing),
chili y&u I3 & dang khong déi. Thai gian bén hily clia valsartan |3 6 gid. Duge
déng hoc cla valsartan |2 mét dudng tuyén tinh tuong ng véi cac lidu da
thir. Khéng ¢6 sy thay d8i dong hoc cla valsartan & nhimg liéu nhic lai va
tich Iy rét ft khi ding mdt I1éu duy nhat hang ngdy. Néng d6 thudc trong
huyéttuong tuong tu & nam vani.
*Hydroclorothiazid
- H&p thu: Hap thu hydrecdlorothiazid rét nhanh sau khi udng (t,, khodng 2
gi%). Dién tich dudi duéing cong trung binh ting tuyén tinh va ty |& theo lidu
dang trong khodng liéu diéutri.
Sinh kha dyng toan than c6 thé ting hoic gidm khi dung hydroclorothlazid
cling véi thic in &3 duge bao cio khi so véi tinh trang nhin &n. Su khéc bigt
vé tdcddng do it gid trj va it c6 ¥ nghia trong 1am sang. Sinh kha dyng tuyét
déi ciia hydroclorothiazid 1 70 % saukhi u8ng.
- Phén bd: Dugc ddng phan b va thai trif néi chung 6 dang phén ra theo
ki€u ham s8mii hai. Thé tich phin bé bidu kién 13 4 - 81/kg. Hydroclorothiazid
trong tudn hodn gan vdi protein huyét thanh {40- 70 %), cht y&u 12 albumin
huyét thanh, Hydroclorothiazid cling tich Iy trong hdng ciu cac han xép xi
gap 3 lantrong huyét tuong.
- Chuygn héa vathai tri; Hydroclorothiazid duge thii trirchi yéu dudl dang
khéng déi. Théi gian ban thii khai huyét tudng trung binh tir 6 dén 15 gidr
trong thl thal trirtdn cling, Khdng cdthay d61 vé duge dong khi diing 1éu I3p
laiva syrtich Iy 13 tdi thi€u véi lidu mdt 18n/ngay. Hon 95 % lidu hdp thu dugc
baitlét theo nudc tiéu dudldang khéng dél.
*Vaisartan/hydroclorothiazid
Sinh kha dyung toan than clia hydroclorothiazid gidm xuéng 30 % khi ding
phdi hop véi valsartan. Dugc 88ng ciia valsartan khong bj anh huéng dang
ké khi diing phéi hgp véi hydroclorothiazid, Sy tuong téc ndy khéng anh
hudng téi sy phéi hgp thudc giifa valsartan va hydroclorothiazid, béivi trong
c4c nghién citu ddi chiing trén lam sang cho thdy khi diing phéi hop nhutrén
thi tdc dung chéing ting huyé&t &p manh hon hin so vdl diing don 1é ting
thudchodic sovéigid duge
CHIDINH:
-Biutriting huy&t p cho nguwildn (18 tudi trdlén).
-Thude duge sir dung dé diéu triting huy#t 4p ¢sbénh nhén huyét 4p khdng
durge kigm soét ding mic khi diéu tri bing phuong phép dontri liéu.
- Doraval Plus 160 mg/25 mg c6 thé dugc sif dung nhur didu tri khdi déu &
nhiing bénh nhan <6 thé cin ding nhiéu thudc dé dat dugc myc tiéu huyét

ap.

LIEUDUNGVA CACH DUNG:

Ciéich dung: Dung uéng, udng thudc trudc hosic sau khi &n.

Liéudiing:

- Lidu khuy&n ¢40 80 mg valsartan /12,5 mg hydroclorothiazid x 1 ldn/ngay,
ufing mai ngay. Trong truéing hop cdn thiét ¢ thé diing t6i 160 mg valsartan
va 25 mg hydroclorothiazid (1 vién/ngay). Hidu qué chdng ting huyét dp tdi
da dat dudc trong vong tir2 dén 4tusin didu tri.

- Bénh nhén suy thén: Khdng cén diéu chinh liéu lugng cho bénh nhan suy
thén nhed&n trung binh {t6c dé lgc ciuthan (GFR) 2 30mi/phuit}.

Thudc Igi tiéu thiazid dan tri ligu khong higuqua trong suy than ning (GFR <
30 ml/phit), nhung cé thé h(iu fch khi duge sif dung véi sy thin trong thich
dang trong két hgp vdi mot thudc Igi tifu quai ngay ca & nhiing bénh nhan
VGIGFR <30 mi/pht.

- Bénh nhain suy gan: Khdng cén diéu chinh liéu lugng & nhiing bénh nhan
suygan mucdé nhe dén vira.

- Tré em (dui6i 18 tudi): Tinh an toan vahiéuqua ciia Doraval Plus 160 mg/25 mg
chua duge xéc dinh dtréem dudi 18tudi.

CHONG CHIBINH:

-Qua minvdl valsartan, hydraclorothiazid, cdc dfin xudt clia sulfonamid hodc
bit cirthanh phin nao cla thudc.

- Do chiia hydroclorothiazid, thuéic chéing chidinh & nhiing bénh nhén vbniéu,
-Phunitcdthai.

'I'HANTRONG KHIDUNGTHUGC:

-Than trong khi diing thusc bé sung kali, thuéic gi tiéu gicrkali, chat thay thé
mudi ¢6 chiia kall hodc cac thude [am ting ndng dé kall trong huyét thanh
(heparin, v.v..). Thudc |gitiéu thiazid sirdung than trong & nhimg bénh nhan
€6 cic tinh trang lidn quan d&n mat kall dang k& (nhu suy thén trudc than
(cin nguyéndotim), bénhly thin méat mudi). Néu ha kali huyét kem theo cic
d&u higu |am saing {nhuy&u, liét co hodc bién dél trén ECG), nén ngung st
dung Doraval Plus 160 mg/25 mg. Nén diéu chinh tinh trang ha kali huy&tva
ha magnes] huyét trudc khi bét ddu sir dung cac thiazid. Kiém tra dinh ky
néng &6 kali vd magnesi huy&t thanh. B&nh nhan nén dugc theo doi sumét
¢An bing dign gidi, dic bigt 1a kali. Thudc loi ti€u thiazid c6 thé thac ddy sy
khdsi phat tinh trang ha natri huy&t va nhi&m kiém do giim cle huy&t hoje
1am trém trong thém tinh trang ha natri huyét ¢6 sén. Ha natri huyét, kém
theo triéu chimg than kinh (buSn nén, mét dinh huéng tidn trién, trang thai
d& dan} da dugc quan st thy trong truding hg'p ca biét. Thudng xuyén theo
déi ndng dd natr! treng huyét thanh cling dugic khuyén cso.

- Bénh nhan mat mudi va/hosc mat thé tich tudn hoan ndng nhu do diing

[idu cao thudc Igi tiéu, ha huyét dp c6 triéu chimg hiém c6 thé xay ra sau khi
bt ddu diutri.

-Théan trong khidiing Doraval Plus 160 mg/25 mg dé didu tr] ting huyét 4p &
bénh nhan hep dong mach than méthodc hai bén hodc hep trén bénh nhan
chl c6 mdt thdn vi uré méu v3 creatinin huyét thanh ¢6 thé ting & nhing
bénh nhan nay.

-Thén trong & nhimg bénh nhin suy thin ning (GFR < 30 ml/phuit). Thudce
Igf tidu thiazid o6 thé thic ay tinh trang ting nitd mAu & nhiing bénh nhan
bl bé&nhthénmantinh.

-Than trong dacbiét & nhing bénh nhan bjrdi loan tic nghén dudng matva
suyganndng.

-Phii mach, bao gém sung thanh quan va thanh mén, gdy tc nghén dudng
thé va/hodc sung mét, mbi, 8 hong, vi/hodic ludi di dugc béo cdo dnhing
bénh nhan dugc diéutrj vdi valsartan, Doraval Plus 160 mg/25 mg nén dugc
ngung ngay lap tdc & nhimg bénh nhan phét trién phi mach va khéng nén
talsitdyngthuéc.

- P4 cb nhiing bdo cdo vé thudc Igi tiéu thiazid 1am néng hoic kich hoat
bénh lupus ban dd héthéng.

-Nhiing rdiloan chuyénhéa khéc:

+Thudc Igi ti&u hydroclorothiazid ¢6 thé 13m thay déi khd ning dung nap
duding glucose va [am ting ndng d6 clia cholesterol va triglycerid; ting
néng ¢4 acld uric trong huy&t thanh do giam & thanh thai clia acld uric va
c6th&gdy ra hojc lam trém trong thém tinh trang tiing acid uric méu va thiic
&4y bénh git&nhiing bénh nhdnnhay cim.

+ Sir dung than trong & nhiing bénh nhan ting calci huyét do thiazid 1am
giam bai ti& calci trong nudc tidu va cé thé gdy ting nhe calci trong huyét
thanh trong trudng hop khéng c6 cécr8iloanchuyén héa calc.

+Thay d@8i bénh Iy ctia tuyén cin gidp & bénh nhén ting calci huyét va giam
phosphat huy&t a4 dugc quan sét thiy & mét vai bénh nhan diéu tri bing
thiazid kéo dai. N&u xayra ting calci huyét, cin lam ro chdn dodn.

-Thudmng géip phin ing qué miin véi hydroclorothlazid &nhimg bénh nhén
dj dng va hen suyén.

-Tangnhin sp géc—ﬁbng céptinh: Hydroclorothlazid 6 lign quanvéi mit phin
(ing dic biét d3n dé&n cin thj thodng qua cip tinh va bénh ting nhan &p goc-
&6ng cip tih. Ting nhan 4p gée-cidna cip tinh khdng dugc didutr] c6 th€ ddn
a&n mét thi lyc vinh vién. Vidc diéu tri tién quyét 12 nguing hydrodorothiazid
cang nhanh cing t8t. Didu 1] y t& hodic phiu thudt <6 thé cin phéi duge xem
xét n&u &p lvic néi nhin van khong kidm sedt duge. Yeu t8 nguy co phét trién
ting nhén &p gdc<iong cdp tinh ¢b thé bao gém tién sif dj Ung sulfonamid
hoéc penicillin.

-Trong nhimng bénh nhan ¢é chi ndng thén phy thudc vao hoat @dng clia
hé théng renin-angiotensin-aldosteron (nhu bénh nhan suy tim sung huyét
nang), diéu trj bling thudc dc ché men chuyén hodc thudc d6i khang thuthé

+ Methyldopa: B4 6 nhiing bio cio trong yvin vé thifu mau tAn huyé&t xdy
ra khi dung déng thei,

+Thudc cin quang chifaiod: Téng nguy casuy thin c§p trongtruding hap mét
nudc do Ii tiéu gy ra, dic biét véi liéu lugng cao clia thuéc chifa iod. Bénh
nhan cin duge cung cp di nudc truéi khidiing phéihgp véi cActhude nay.
TACDUNG KHONG MONG MUGN (ADR):

*Tiéic dung khdng mong mudn xdy ra trong qué trinh didu tri véivalsartan/
hydrodorothiazid g&m:

Bangtém tit cac phaning khdng mong mudn:

Ténsuft (*) | Cécphdndng khing mong muén

M5t nudc.

Céic co quan

R6i loan chuyén héa ftgdp
vadinh dutng
Réiloanhéthinkinh | Rdthiémgdp | Chéng mit.

ftgdp Cam gidcbitthudng.
Chuabiét | Ngdt.

R&iloan mét fegilp Nhinma.

R6i loan tai va tai trong Itgdp Utal.

R&iloantim mach fegdp Ha huyé&tép.

R&i loan ha hdp, 16ng ftadp Ho.

ngycvatrung that Chuablét | Phiiphdikhéng dotim.

Réiloan tiéu hda Rdt hiém gdp | Tiduchay.
Réi loan coxuong khép Itgdp Dau co.

vam ién két Rdthiém | Daukhép.

Rél loan than va tié | Chuabiét | Suygldmchicningthan.

niéu

R6i loan toan than va ftgdp Mét mdi.

talché

Trong céc nghién cdu Chua bigt | Tang acid uric huyét, tang bilirubin

huyét va ting creatinin huyét, ha
kali huyét, ha natri huy&t, ting nito
uré huy&t, gidm bach cfu trung
tinh.

*Ticdungkhdng mong mudn ctia cdc thanh phin riéng 1é:
-Vaisartan;

angiotensin lién quan dén thiéu nléu va/hedc chifng ting nita huyét tign Céic co quan Tinsudt (*) | Cécphdniing khdng mong mudn

trién vé trong trudng hop hiém lién quan véi suy thén cdp vashodc tirvong. - —

Bénh glis bénh nhan bi suy tim hodc sau nh8! mau ce tim nén ludn ludn & RS! loan méu va hé | Chuabiét |Glém hemoglobmglém hematocit,

k&m véi danh gia chic nang than. bach huyét giam tidu

Phunii céthaiva choconbii: ) B ; n

# Thétky mang thal: Thuc tc déng truc tiptrén RAAS, khangnén sitdyng mn'g“cg hé théng |  Chuabiét Cac ql;’:o'“éé‘r‘; che g’;’;‘ ting di

Doraval Plus 160 mg/25 mg cho phu nitcé kha néng mang thaiva trong thasi ! th 9 hkhs 9 y

kymangtgal. St a6 an <

- Do ca ch€ hoat #6ng cédc chit d6i khéng angiotensin I, nguy ca 3nh hudng R I inh hua b li hi hanh, h i

tdi thai nhi khéng thé bj loai triz. Ding thugc dc chémen chuyén angiotensin vad chfyréndhga dumg | - Chuabiét Eul;gétl::anhl_‘y& thanh, ha natr

{ACE) (mét nhém thubc diic hitu tic dng trén hé renin-ang -

aldosteron-RAAS) ct&o phy nif ¢d thai tr;ng: théng gitfa va 3 thidng Cl.gﬁl Réi loan tai va tai trong fegap Chéng mat.

duoc béo cdo gay t8n thuong hodic chét d8i véi thai nhi dang phat trién

trong i cung. Ngoii ra, trong cac d i lidu héi cifu, st dung thudc de ch& men Réiloanmach mau Chuabigt | Viemmach.

chuyén angiotensin trong 3 théng d4u ¢6 lién quan dén nguy co tidm ting Réilocantiéu hda ftgdp Paubung.

cliadjtat bdm sinh.Da c6 bdo céo vé sdy thai tu phit, thidu 6i va réi loan chiic ~

niéing than & tré so sinh khi ngudi phy n(f mang thal vé ¥ uéng nhim Réiloanganmat Chiza bit E‘:‘Q cicnglé tr] xét nghlgm chifc

valsartan. Thudc lgi tigu hydroclorothiazid lién quan tdi vang da hodic giam ggan.

ti€u céu & thal nhi trong tiI cung, tré 5o sinh va cling ¢4 thé lién quan té1 Réiloandavamédudi | Chuabiét | Phiumach, phatban, ngia.

nhitng tdcdung phu khéc da xayra trén ngudi Ién. da )

- Néu phiét hién ¢6 thal trong thé ky diéu tr|, nén ngimg diéu trj thudic cing

sémcang t6t. Réi loan than va tiét | Chuabiét | Suythin.

* Thot ky cho con bil; Chua rd valsartan ¢6 bai tiét qua sita me hay khong, niéu

Valsartan dugcbai tiét qua sra clia chudt cho con bi. Hydroclorothiazid qua - -

dugc nhau thai va dugc bal tiét qua sita me. Do d6, khéng nén dang Doraval Hydroclorothiazid:

Plus 160 mg/25 mg chophy nircho con bi. Céic co quan Tén suft(*) | Cécphdning khng mong mudn

Anh hu&ng ciia thuic 88ivéi cdng vigc (ngudi vén hanh may méc, dang - - — —

141 thuxe, nguisilAm vigc trén cao va céctrubng hap khic): R&i loan miu v hé | Hifmgdp |Gidm tifucdu dbikhicé ban xust

Gidng nhu cic thudc chdng ting huyét 4p khéc, phai cin than khi ldi xe, vin bach huyét huyét.

hanh méy méc, ngudi 1amvidc trén caova cictruding he khic, > -

mxarﬂccﬁnmudcv&cﬁ:mu&cxﬂﬂcv LOAITUONGTAC Rdt hiém gp fdi’?g;‘:ﬂ;‘::ﬂfhﬁgﬁhnﬁgﬂ hat
C:

by lién quan dén cval I huyét

- Khéng nén két hop lithi: Tang ndng a0 |I‘l‘;ll huyét thanh 06 thé h66| phucvz Chuabiét | Thiumaubftsan,

ngé déc Iithi di duge bdo cdo khi dung ddng thai lithl véi cic thudc tc ch " N ~

men chuyén angiotensin, thu6c 86i khang thy th& angictensin Il hoic thiazid :ﬁénl giacrf: hé théng | Rdt hifm gdp Egi; ;nngwg:,‘aprg::,;:{“:' :hl‘é?p

bao gém hydroclorothiazid. Vi @& thanh thai qua thén cia lithi bj gidm bai
thiazid, nén nguy co ngé doc lithi c6 th€ ting thém vdi Doraval Plus 160
mg/25 mg. Néu cin thiét phai két hop, cin theo déi chit ché néng d Iithi
huyét thanh.

-Thén trong khi kéthgp:

+ Cac thudc chding tiing huyét #p khéc: Doraval Plus 160 mg/25 mg c6 thé
lam ting téc dung cda céc thudc chdng ting huyét 4p khac (guanethidin,
methyldopa, thuéc chen beta, thudc gian mach, cac thudc chen kénh calci,
chét dic ché men chuyén angiotensin (ACE), thudc chen thu thé angiotensin
{ARB}va thudc tc ch&tryc tiép renin(DRIs)).

+CécthuBe chéng viém khéng steroid (NSAIDs) bao gdm thudc e ché chon
lpc COX-2, acld acetylsalicyllc (> 3 g/ngay) va céc NSAIDs khdng chon lgc:
NSAIDs c6 thé |am gidm t&c dung chéng ting huyét &p cta ci thuSc d&i
khéng thy thé angiotensin I vi hydroclorothiazid khi diing déng théi. Hon
nifa, st dung déngthdi Doraval Plus 160 mg/25 mgva NSAIDs ¢6 thé |am xdu
di chdcnang thén va téng kali huyét thanh. Vi vy, khuyén céo theo déi chiic
ning thankhibat d4u diéu tri, ciing nhucho bénh nhan udng nude 48y di.
*Valsartan:

-Phong b& kép hé renin-anglotensin-aldosteron (RAAS) véi ARBs, ACE!s hoiic
aliskiren:

DErliéu thit nghiém 1am sing cha thiy phong b kép hé renin-angiotensin-
aldosteron {(RAAS) théng qua viéc si dung phéi hgp cac thudc dc ché men
chuyén anglotensin, thudc chen thy thé angiotensin Il hodc aliskiren b céc
tac dung khdng mong mudn vdi t4n sudt cao hon nhuha huyét &p, ting kali
huyét va glam chiic néing thén (bao gém suy thén cip) so véiviéc chisitdyung
mdt thubc tacddng RAAS.

-Kkhéng nénkét hop:

+Thuéc b8 sung kali, thuBc Igi tidu gitt kali, chit thay th& mudi cé chifa kali
ho#c cée thude lam thay ddi néng d6 kali trong huyét thanh (heparin, v.v...).
Néu cin thi& phii k&t hgp mét thudc c6 anh huding 4€n néng 4% kali véi
valsartan, cin theo d6i néng dé kali huyét tuang.

+ Biéu trj d8ng thai cic chit (c ché chit vén chuyén hp thu {rifampin,
cyclosporin) hosic chét véin chuyén ra ngodi (ritonavir} c6 thé lam ting hap
thu valsartan. Than trong khi bt d4u hosc kétthic diéu tr] 88ng thad vdi cic
thuoc nay.

-ThAn trong khi két hap:

+Thuéc anh hudng d&n néng dé kali trong huy#t thanh: Téc dung géy giam
kali huyét ciia thudc loi tidu c6 thé ting I&n do diing déng thai véi thude lgi
ti€u lam bai tiét kali, corticosteroid, thudc nhusn truding, ACTH, amphotericin,
carbenoxolon, penicillin G va din chét cia acid salicylic hoc thude chéng
loan nhjp tim. Néu phéi két hgp cae thude nay véi hydrodorothiazid - valsartan,
nén theo déi néng do kali huyét tuong.

+Cacthudc c6 thé gayxodn dinh: Do nguy cdha kali huy&t, hydroclorothiazid
nén duge dimg than trong khi k&t hap véi cac thude c6 thé gy xodn dinh, dic
biéit Ia thudc chdng loan nhip nhdm la, nhém Il va mét sé thudc chdng loan
than.

+Thudc dnh hudng 8€n lugng natri trong huy&t thanh: Téc dung g8y gidm
natri ctia thudic Ig1 tiéu c6 thé dugc ting cudng do dung ddng thel cac loal
thubc nhu thudc chéng trdm cim, thudc chéng loan thén, thubc chéng
dong kinh, v.v... Cin thén trong khi diing [4u di cac loai thude nay.

+Thu6c trg tim digitalis glycosides: Tacdung phu clia thiazid c6 thé 1a ha kali
hoiic magnesi huyét, lam cho c6 thé khdi phat loan nhip tim do digitalis.
+Vitamin D v mudi calci: Khi diing thudc |gi tidu thiazid véi vitamin D hodc
mudi calci ¢d nguy cd lam téng ndng do calci trong huyét thanh. Si dyng
déng thai thudc |¢i tidu thiazid vdi cie mudi calei gay ting calei huyét &
bénh nhan cé kha néng tang caki huyét (nhu cuding cén giap, bénh ac tinh
ho#ic bénh lién quanvitamin D) bling cach ting tAl hip thu calc! 8ng thén.
+Thudcchdng déi thio duding: Thiazid cé thé lam thay ddi dung nap glucose.
Cg thé céin phal difu chinh liéu insulin va thudc chéing dai théo dudng dang
udng.

Metformin nén duge diing thén trong vi nguy co nhiém toan lactic do chife
ning thancd thésuy giém lign quan d€n hydroclorothiazid.

+Thudc chen beta v diazoxid: St dyng déng thai c4c thude lgi tidu thiazid
v6i thubic chen beta cé th& lam ting nguy ca ting dudng huyét. Thubc Idi
tidu thiazid c6 thé ting tdc dung ting dudng huyétclia diazoxid.

+Thudc diéu trj gut (probenecid, sulfinpyrazon va allopurinol): Biéu chinh
[iéu edia céc thudc ting thai trir acid uric e thé can thiét vi hydroclorothiazid
c6 thé 1am ting ndng d5 acid uric huyét thanh. Tang liéu probenecid hoic
sulfinpyrazon cé thé can thiét. Usng d6ng thai cdc thudc lgi tiéu thiazid c6
thélamting ty|&@ méc cac phan (ng qua manvéi allepurinal.

+Thuéc khéng cholinergic: Khd dung sinh hoc ciia thudclgi tiéu dang thiazid
6 thé ting do cic thudc khang cholinenergic (atropin, biperiden), hién
nhién Ia do gidm nhu d8ng da day - rubt va téc dd lam tréng da day. Trai lai,
céc thuSc ting nhu ddng nhucisaprid c6 thélam gidm sinhkha dung ciia céc
loal thudc |gi tifu thiazid.

+ Amantadin: Diing phéi hgp ¢4 thé 1am ting nguy <o bign ¢ ngoai ¥ do
amantadin.

+Céc resin trao d@di ion: Sy hép thu ctia thudc Igi tidu hydroclorothiazid sé giam
béi cholestyramin hoéc colestipol. Tuy nhién, angxen ké hydrodorothiazid va
resin nhu khi hydrodorothiazid dugc si dung it nhét 4 gits true hodic 4 - 6 gity
sau khisirdungresin c6 kha nﬁngségiémthlgu sutuong tic,

+Cacthubc chéng ung thu (cyclophosphamid, methotrexat): Dung phdi hgp
¢6 thé 1am giam bai tiét qua than ddi véi nhing thusc géy ddc t& bao va lam
tdng tdc dung e ché tly xugng cba cic thudc nay.

+Thuéc gisin coxuong; Téng hoat ddng gidn coxuong nhir 3 din chit cia
curare.

+Cyclosporin: Khi phdi hgp véi cyclosporin <6 thé g4y ting nguy cotéing acid
urichuy&t va bign ching danggat.

+ Rugy, céc logi thude an thin nhém barbiturathodic c4c chét ma tdy: Ding
a6ng thdi c6thé 1am ting kha ning ha huyét ip tuthé.

RGi loan chuyén héa | Rdtthudmg | Gidm kali huyé&t. Tang lipid huyét
vadinh duéng gdp {duing lidu cac).

Thuéng gdp | Ha natrl huyét, ha maghes! huyét
vating acid uric huy&t.

Chifng ting calci huy&t, ting
duding huyét, duding niéu va lam
x4u tinh trang chuy&n héa &
bénh dai thdodudng.

Rét hiém gdp | Gidm clo huyét, nhiémkiém.

Hiém gdp

Rdiloan tdm thin Hiém gap | Rdiloangidcngd, trdm cam.
Réiloan héthdnkinh Hiémgdp | Nhifc ddu, chéng mdtva djcam.
Rdiloan mét Hiémgap | Thi gidc suy giam dic biét trong
vailtudndi g.l trid4utién,
Chuabiét | Tang nhan ap gécdéng cip.
R&lloan timmach Higmgdp | R8lloannhiptim,

Réiloan mach méu Thuénggdp | Ha huyét 4p t thé &iing, <6 thé

trdm trong hon do rugu, thudc mé
hodicthudcanthén,
Hb hdp, 18ng nguc va | Rt hiém gdp | Suy hé hdp bao gém viém phéi
trung thét vaphi phéi.
Réilcan hétiéuhda Thueng gdp | Gidm su thém an, buén nén va 6i
mitanhe.
Hiémgdp | Kho chju & bung, tdo bén va tiéu
chay.
Rdt hiém gdp | Viemtuy.
R&iloan gan, mét Hiémgép | Uméthodcvangda.
Réiloanthan, ti&tnigu | Chuabift | R8iloanchdcning thin, suythan
cip.
Réiloandavamodudi | Thuenggdp | N&i may dayva cac hinh thuc phét
da ban.
Higmgdp | Phinimg nhaycm dnhséng,
Rt hiém ggp | Viém mach hoai tdf v hoai t&
thugng bl gay déc, cac phan (ng
gidng nhu lupus ban dé & da,
kich hogt lupus ban d6 dda.
Chua bi€t | H8ngbandadang.
RGi loan toanthanva | Chuabiéf | St,suynhudc.

taichd

R&i loan cd xwong | Chuabiét |Cocd.
khép va 18l loan mé
lién ket

Hé théng sinh sin va | Thuénggdp | Bitluc.
vii

(*) TAn sufit tic dung khéng mong muén duge dinh nghia nhu sau: RAt
thuding gap [ADR > 1710), thuding gap (1/100 < ADR < 1/10), ftg3p (171000 <
ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000), rit hiém g3p (ADR <
1/10000).

QUALIEUVA CACHXUTRI:

Trifu chiing va bi&u hién khi sirdyng thuSc qué ll&u:

Qui liéu valsartan c6 thé gay ha huyét ap ra rét, c6 thé dan dén gidm y thic,
truy tusn hodn vi/hodic séc.

Cachxirtriqué lidu

N&u méi udng, c6 thé gay nén. Ngoai ra, bién phap xr Iy thuding dung 12
truyén tinh mach nuéc mudisinh ly.

Valsartan khéng thé b loai bd bing loc mau béi vi né gén két manh véi
huyét tueng, trong khi hydroclorothiazid c6 thé logi bé duge bing thim
téch,

Tich cyc theo ddi d& c6 bién phap xirtri kip thai.

PIEU KIEN BAO QUAN: Noi kh6, nhigt 46 du6i 30°C, tranh anhsang.
HANDUNG CUATHUGC: 24 thang ké tir ngay sanxust.

€O SO SAN XUAT:

CONGTY C6 PHAN XUATNHAP KHAU Y TE DOMESCO

& Pla chl: 56 66, Quéc 1 30, Phuding Mg Phii, Thanh phé Cao Linh,
TinhBdngThép

povisco  Diénthoal:0277.3851950

NGAY XEM XET SUA pOI, CAP NHAT LAI NI DUNG HUGNG DAN sUY
DYNGTHUGC: 27/03/2018.

T HUONG DAN U DUNG THUGC CHO BENH NHAN

RX THUSC BAN THEO BON

Doraval°[3J1=]

160 mg/25 mg

« Boc kj hudng déin sirdung truédckhi dang.

o Péxatimtaytréem.

® ThuSc nay chidiing theo don chabécsi.

» Théng b&o ngay cho béc si hodc duyc sl nhiing téc dung khéng mong
muén gap phai khi sirdung thude.

» Hay giiflai t huéng diin sitdyng; ban ¢ thé cén phai declai.

® Thudc ndy chi dude ké dan cho ban. Khéng dua thuc cho ngudi khéc
vi thudc nay o6 thé khéng tét cho hg ngay ci khi hg cb trigu chiing
giéng nhu'ciaban.

THANH PHAN, HAMLUONG COATHUGC:

M&i vién nén bao phim chia:

-Valsartan 160 mg
- Hydraclorothiazid 25mg
-Té duge: Microcrystallin cellulose PH102, Crospovidon €L, Natri lauryl sulfat,
Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose
15¢P, Hydroxypropyl methyleellulose 6¢P, Polyettiylen glycol 6000, Tale, Titan
dioxld, Mau Tartrazin lake, Mau Red Iron oxid,

MOTA SANPHAM:

Dang bao ch&: Vién nénbao phim,

Hinh thé'e: Vién nén bac phim mau nau, Kinh chii nhit thudn, mit mo, trén
mdt mat vién cd khac s64618, canh va thanh vién lanh 13n. Nhan thuéc bén
trong mautrang.

QUY CACHDONG GOI:

Hop 1 vIx 10vién, hdp 3 vix 10 vién, hdp10vix 10 vién.

THUGC DUNGCHO BENHGI?

-Bidu tritang huy&t ip cho ngudi 16n (18 tudi trislén).

-Thudc diuidc stidung 38 didu tri tang huy&t 4p & bénh nhan huyét Ap khong
dugckiém soat ding mutc khi diéu tribdng phuong phép dontrjliéu.

- Doraval Plus 160 mg/25 mg ¢6 thé duge st dung nhu didu tri khdi déu &
nhiing bénh nhan céth& cin diing nhidu thusc 4& dat dugc myc tiduhuy& Ap.
NENDUNGTHUGCNAY NHUTHENAOVA LIEULUONG?

Budng diing: Dudng uéng.

Céch dding: Ding uéng, udng thudc trudc hodc sau khian.

Lidudimg:

Ludn luén phdi ding thudc ding nhir béc si dé chi dinh, Néu ban khéng
chic da dung, hdy hdi lai bac si. Tiép tue st dyung thufic theo 8Gng chi dinh
cdia bac st ngay ca khi ban cadm théy t6t han. Néu ban diing thudc qua sém,
ban ¢6 thé tai phat bénh. Hay béo c4o vdi béc sTnéu ban cam thiy thude cé
téc dyngqua manh hogckhéng diimanh,

Liéu thudmgdiing:

- Lidu khuyén cdo 80 mg valsartan /12,5 mg hydroclorothiazid x 1 [dn/ngay,
udng mélingy. Trong truding hep cén thiét c6 thé diingtdi 160 mg valsartan
va 25 mg hydroclorothiazid {1 vien/ngay). Higu qua chéng tang huyét ap t&i
da dat dirgctrongvdng tir2 d&n 4tudn didutri.

- Bénh nhén suy thdn: Khéng cin diéu chinh liéu lugng cho bénh nhan suy
thén nhe dén trung binh (t6c 46 loc ciu thén (GFR) = 30 ml/phiit).

Thuéc IgT tiéu thiazid den tri liéu khang higuqud trong suythén nang (GFR<
30 ml/phit), nhung c6 thé hitu feh khi duge sit dung véi suthin trong thich
d4ng trong két hgp véi mdt thudc |gi tiéu qual ngay ci & nhing bénh nhén
vdiGFR < 30 ml/phut.

- Bénh nhdn suy gan: Khéng ¢én diéu chinh lidu lugng & nhing bénh nhan
suy ganmiicds nhe dénvira,

- Tréem (du6i 18 tu6i):Tinh an todn va hidu qua clia Doraval Plus 160 mg/25 mg
chuia dudcxéc dinh & tré em dudi 18 tudi.

KHINAO KHONG NENDUNG THUSC NAY?

Néuban:

- Qua mBnvéivalsartan, hydroclorothiazid, cic din xust clia sutfonamid hosc
bit cirthanh phian nae cla thudc.

- Do chia hydroclorothiazid, thuSc chdng chi djnh d nhiing b&nh nhén vo nigu.
-Phu nifcd thai.

TACDUNGKHONG MONG MUON:

Cing nhu cic thudc khdc, Doraval Plus 160 mg/25 mg c6 thé gay ra cic tic
dung phy, mc du khéng phai bénh nhdn nao ciing gap phai.

Théng bae ngay cha bac si hojc dugcsinhiing tc dung khéng mong muén
gép phaikhistirdung thudc.

Né&u téc dung khéng mong mudn nao trd nén nghiém trong hofic néu ban
phét hign tac dung khdng mong mudn chua dugc dé cip trong t& hudng
dinnay, hdy biocio cho bicsTciia ban blét,

*Téc dungkhting mong muén iy ra trong qué trinh didu trj véi valsartan/
hydroclorothiazid gém:

Bang té6m tit cicphéan ingkhdng mong mudn;

Chccd quan Tén subt (*) | Cicphidn ting khdng mong mudn
R6i loan chuyén héa Itgap Mit nudc.
vadinhduéng

Rélloanhéthdnkinh | Rdthiém gdp | Chéngmit.
Ttgdp Cam gidc bat thuding.
Chuabiét | Ngat.

Réiloan mit Itgdp Nhin mé.

Rél loantal vataitrong frgdp Utal.

Réiloan tim mach It gdp Ha huyétdp.

RS1loan hé hdp, 18ng | ftgdp | Ho.

ngucvatrungthit Chuabiét | PhiiphSikhéng datim.
Réiloan tiéuhéa Rét hiém gap | Tidu chdy.

R6i loan coxuong khép Ttgdp Dau ¢o.

va md lien ket Rathiém | Daukhdp.

R_6éi loan thin va tiét | Chuabiét | Suygidm chienang than,
nigu

R8i loan toan than va ftgdp Metmai.

taichd

Trong cdc nghién cdu Chuabigt | Tang acid uric huyét, ting bilirubin

huyé&t v tang creatinin huyt, ha
kali huyét, ha natri huy&t, ting nita
uré huyét, giam bach cdu trung
tinh.

*Téc dung khéng mong mudn clia cicthanh phénriéng lé:
-Valsartan:

R&iloantamthin Hiémgdp | Réiloan glfcngd, trmcim.
R&iloan héthan kinh Higmgdp | Nhicdiu,chongmatvadicam.
R&i loan mét Hi€mgdp | Thi gic suy gidm dic biét trong
viitudn didu tri dau tién.
Chua bi® | Tang nhan ap géc déng cp.

R&i logntim mach Hiémgdp | Réiloannhiptim.

R&i loan mach mau Thudng gdp | Ha huyét ap tu thé dimg, c6 thé
trdm trong hon do rugu, thuSe mé
hogcthudcanthén.

H6 hdp, |6ng ngyc va | Rdthiém gdp | Suy hé hdp bao gém viem phdi

trung thit va phuphéi.

Réiloan hétiéuhéa Thuding gdp | Gidm suthém dn, budn nén v 6
miianhe.

Higmgdp | Khé chju & bung, tdo bon va tiéu
chiy,
Rdt hiém gdp | Viem tyy.

R&iloan gan, mét HiEmgdp | Umédthodicvangda,

Rélloanthén, tiénléu |  Chuablét | Réiloan chiicningthén, suythén
cdp.

Réiloandavamédusi | Thidnggdp | Nimay dayva cachinhthirc phat
da ban.

Hiémgdp | Phaningnhaycdménhsing.

Rt hi€m gdp | Viém mach hoai tir va hoai tl
thugng bl gdy déc, cac phan ting
giéng nhu lupus ban d& & da,
kich hoatlupus ban dédda.
Héng banda dang.

S6t, suy nhugc.

Chua biét
Chua biét

R&i loan toan than va
taichd

Réi loan co xudng | Chuabiét |Coco.
khép vA rdi loan md

lién két

He thdng sinh san v | Thudnggdp | Btluc
vl

(*} TAn suét téc dung khéng mong mudn dugc dinh nghia nhu sau: Rét
thudmg gép (ADR = 1/10}, thuding gédp (1/100 < ADR < 1/10), it gdip (1/1000 <
ADR < 1/100), hi€m gdp (1/10000 < ADR < 1/1000), rét hi€m g3p (ADR <
1/10000).

NEN TRANH DUNG NHUNG THUGC HOACTHYC PHAM Gl KHI PANG SU
DUNGTHUGCNAY?

Thuec ph&m: Thic &n va d6 udng khéng ¢d 3nh hudng dén tac dung cla
thudc.

Diing céic thuéc khac:
-11|6ng tinvdibécsi danh séchtitcdcdcthudc mib;n dang siidung.
lién quan sarianvd b i/

- KhOng nén két hgp Ilthl.ﬁng néng &g [ithi huyét thanh 6 thé hdi phyc va
ngb déc lithi 43 duoc bio co khi ding d8ng thési lithivisi cicthudic tc ché men
chuyén angictensin, thudc ddi khang thu thé angictensin Il hoéic thiazid bao
gm hydroclorothiazid. Vi d¢ thanh thai qua than ca lithi bj giam bdi thiazid,
néh nguy ¢ ngd doc lithi cb thé ting thém vl Doraval Plus 160 mg/25 mg.
Néu cin thiét phai két hop, cn theo ddi chiit ché néng d6 lithi huyét thanh.
-Thantrong khi kéthgp:

+ Cac thuSc chéng ting huyét ap khic: Doraval Plus 160 mg/25 mg c6 thé
1am ting tac dung ¢da céc thudc chdng tang huyét &p khéc (guanethidin,
methyldopa, thudc chen beta, thude gidn mach, cic thudc chen kénh calel,
chdt dic ch& men chuyén angiotensin (ACE), thufic chen thu thé angiotensin
(ARB)va thudc dc ché& truc tidp renin{DRIs)).

+Cac thudc chéng viém khong steraid (NSAIDs) bao gém thudc dc chéchon
loc COX-2, acid acetylsalicylic (> 3 o/ngay) va cdc NSAIDs khéng chon loc:
NSAIDs ¢6 th& [Am gidm téc dung chéng ting huyé&t &p clia ci thusc déi
khéng thu th& angiotensin Il va hydroclorothiazid khi diing d8ng théii. Han
nia, st dung ddng thii Doraval Plus 160 mg/25 mg va NSAIDs c6 thé lam
xéu di chic néng thén va ting kali huyét thanh. Vi vy, khuyén cdo theo di
chiicning thén khi bt d4u diéu tri, cng nhu cho bénh nhén udng nuée diy
[. V8

*Valsartan:

-Phong b&kép hé renin-angiotensin-aldosteron (RAAS) vdi ARBs, ACEls hoic
aliskiren:

D lléu thitnghlém 13m sang cho thdy phong bé kép hé renin-anglotensin-
aldosteron (RAAS) thdng qua viéc sif dung phéi hgp céc thudc Gc ch€ men
chuyén angiotensin, thudc chen thu thé angiotensin Il hodc aliskiren bj cac
tac dung khdng mong mudn véi tin sust cao hon nhir ha huyét ap, ting kali
huyét va giam chidc ning thdn (bao gém suy th§n cip) so vdi viéc chi sd
dung matthuficticddng RAAS,

-Khéngnén kéthap:

+Thudc b8 sung kali, thuSc |gi tidu gitr kali, ch4t thay th& muéi c6 chira kali
ho#ic céc thuéc lam thay d6i ndng do kali trong huyét thanh (heparin, v.v..).
Né&u cin thiét phai k&t hgp mét thudc ¢6 anh hudng dén néng 9 kali vdi
valsartan, cdntheo déi ndng dd kall huyéttuong,

+ Diéu tr] déng thdi cic chit e ché chit van chuyén hép thu (rifampin,
cyclosporin) hodic ch&t van chuy&n ra ngoai (ritonavir) c6 thé [am ting hdp
thu valsartan. Thintrgng khi bt d3u hodckét thic diéu tridéng thei véi cdc

thudcnay.
*Hydroclorothiazid:

-Thintrong khikét hop:

+ Thudc dnh huting d&n néng &9 kali trong huyt thanh: Tac dung gy gidm
kali huy&t ctia thudc I¢7 tidu ¢d thé tang Ién do dung déng thai vdi thudc Ioi
té&u [am bal tiét kal, corticosterald, thuSc nhuén truémg, ACTH, amphotericin,
carbenexolen, penicillin G v3 din cht clia acid salicylic hofic thude chéing lean
nhip tim. N&u phai k& hgp c4c thuc ndy wi hydroderothiazid - valsartan, nén
theo di ndng dd kali huyét tudng.

+Cécthude cb thé gayxodn dinh: Do nguy <o ha kali huyét, hydroclorothiazid
nén dugc diing thin trong khi k&t hgp véi cc thudic cé thé gy xodn dinh, dic
biét Ia thudc chdng loan nhip nhém la, nhém lll va mét s& thudc chéing loan
thén.

+Thudc anh hudng d€n lugng natri trong huyét thanh: Tic dung géy giam
natri cia thuc lgi tifu cb thé dugc ting cudng do dung déng thai céc logi
thudc nhu thudic chéing trim cam, thudc chéng loan thén, thusc chdng
déng kinh, v.v... C&n than trong khi dung |8u dai cic loai thudc nay.

+Thuéc trgtim digitalis glycosides: Tacdung phu chathiazid c6 thé [ ha kali
hoéic magnesi huyét, lam cho cé th&khdi phét loan nhjp tim do digitalis.
+Vitamin D va mudicalci: Khi dung thudc Igi tiéu thiazid véi vitamin D hodc
mudi calcl cé nguy co 1dm ting néng dd calcl trong huyét thanh, Sit dung
déing thai thudc loi tidu thiazid v6i cac muéi calci gay ting calci huyét &
bénh nhén c6 khi néng ting calci huy&t (nhu cudng can gidp, banh &c tinh
hodic bénh lién quan vitamin D) bang céch ting t4i hdp thu calci  6ng thén.
+ Thuéc chdng d4l théo dudng: Thlazld ¢ thé [am thay d41 dung nap
glucose, C6 the con phéi didu chinh liéu Tnsulin va thudc chéng d4i thao

Metformin nén dugc diing than trong vi nguy co nhiém toan lactic do chiic
nang thin céthé suy gidm lién quan d&n hydraclorothiazid.

+Thudc chen beta va dlazoxid: St dung déng thai cac thudc lgi tiéu thiazid
véi thuSc chen beta c6 thé 13m ting nguy co ting dudng huyét, Thudc lgi
tiéu thiazid c4 thé& ting tAc dung ting dudng huyét cdia diazoxid.

+ Thudc diéu tr] gt (probenecid, sulfinpyrazon va allopurinol): Biéu chinh
liéu clia cic thude ting thai triracid uric c6 thé cén thiétvi hydroclorothiazid
<6 thé [am ting néng d¢ acld uric huyét thanh, Tang |1&u probenecid hodc
sulfinpyrazon cé thé cn thiét. Usng d6ng thai cac thudc loi tiéu thiazid ¢6

R&! legn hé théng | RAthiémgdp | Phdn (ng quéd min suy hé hip
miéndich bao gémviém phdiva phu phdi.

R&i loan chuyén héa | Rétthuéing | Gidm kall huyét Téng lipid huy&t
vadinhduéing gdp (diingliéu cao).

Thudmg gdp | Ha natri huyét, ha magnesi huyét
vating acid uric huyét.

Higmgdp | Ching ting calci huyét, ting
dubng huyét, dudng niéu v lam
x8u tinh tragng chuyén héa &
bénhdsi thao dudng.

Rt hiém gdp | Gidm do huyét, nhigm kiém.

thé |am ting ty 18 mic cic phin dng qui mAnvdi allopurinal.

+Thuéc khéng cholinergic: Kha dung sinh hoc clia thudclgi tiéu dang thiazid
<6 thé téing do céc thude khidng chelinenergic (atropin, biperiden), hién
nhién [ do gidm nhu déng da day - rudt va t8c dé 1am trdng da day. Tréi lal,
céc thusic ting nhu déng nhu cisaprid ¢6 thé [am gidm sinh kha dung ciia cic
logi thudclgi tiéu thiazid.

+ Amantadin: Dung phéi hop 6 thé [am ting nguy <o bién ¢8 ngoai y do

+ C4cresin trao 8! ion: Sy hip thu clia thudc Igi tiéu hydrodorothlazid sé gidm
bédi cholestyramin hoic colestipol. Tuy nhién, diing xen k& hydroclorothiazid va
resin nhu khi hydroclorothiazid dugc s& dung it nhat 4 gir tnac hodc 4- 6 giar
sau khi sit dyng resin €6 kha ning & gidm thiéu siftuong tée.

+Cacthudc chdng ung thu (cyclophosphamid, methotrexat): Diing phél hgp
<6 thé 13m gidm b1 ti€t qua than d&i véi nhiing thuSc gy ddc t€ bao va lam
tang tac dung e ché tly xuong cla cacthudc nay.

+Thudc giin cd xuong: Tang hoat ddng gidn ca xuong nhu 3 din chit cda

+ Cyclosporin: Khi ph8! hgp véi cyclosporin 6 th& gy ting nguy cd ting
acid uric huy&tvabién ching dang gut.

+ Ruo, céc loai thuSc an thdn nhém barbiturat hosic cc chit ma tdy: Dung
d6ng théi cd thé lam tingkha ning ha huyét dp tuthé.

+ Methyldopa: Da cé nhiing bdo cio trong y véin vé& thidu méu tén huyétxiy
rakhi ding &éng thai.

+Thuéc cin quang chita iod: Téng nguy co suy than cAp trong truémg hop mét
nuéc do Igi tifu gay ra, d3c biét vi liéu lugng cao clia thude chia iod. Bénh
nhan cin dugic cung cp 4t nudc trude khi ding phéi hop véi céc thude nay.
CANLAM Gl KHIMQTLAN QUEN KHONG DUNG THUGC?

Bidu quan trong 1a ban phdi ubng thudc dang liéu ding nhu béc sTda chi
dinh.

Néu ban quén udng mét liéu diing, hay uéng ngay khi nhd ra. Néu théi gian
gén véi 14n diing thudc tiép theo, bd qua lidu di quén va hiy diing lidu tép
theo vao thdi gian thudng I&. Khang diing liéu g&p d6i dé bi vao lidu da
quén.

Cc cd quan Tén sufit (") | Cacphin ding khing mong mudn
RSl loan méu vA h¢ | Chuabiét | Gidm hemoglobin, gidm hematoctt,
bach huyét giam tidu cu
dudng danguéng.
RGi loan hé thdng | Chuabiét |Céc qua man/ cic phan ing di
miéndich ung bao gém cd bénh huyét
thanh khéc.
R6i loan dinh dudng | Chuabiét |Ting kali huyét thanh, ha natri
vichuyénhéa huyétthanh.
Rdi loan tai va taitrong Ttggp Chéng mit.
Réiloan mach mau Chuabigt | Viemmach.
Réiloan tiéu hda It gdp Daubuyng.
Ré6iloan gan mit Chuabidt | Tang céc gia tri xét nghiém chic
nang gan.
Réiloandavamédudi | Chuabiét | Phiimach, phétbhan, ngda.
da
slﬁlulogn thin va tiét | Chuabigt | Suythin, amantadin.
-Hydrociorothiazid:
Cacco quan Tén suit (*) | CAcphén ing khéng mong mudn
R&i logn mdu va heé | Hifmgdp | Gidm tidu cfu déi khicé ban xust
bach huyét huyét.
Rt hiém gdp | Gidm bach cAu, mét bach ciu hat,
suy tdy xuong va thigu mau tin curare,
huyét.
Chua bigt | Thidu maubltsan,

CANBAOQUANTHUGC NAYNHUTHENAO?

Bioquén thufc noi khé, nhigt 86 duéi 30°C, tranh énh séng.

NHUNG DAU HIEU VATRIEV CHONG KHI DUNG THUGC QUALIEU?

Qué lidu valsartan c6th& gy ha huy&t &p rd rét, c6 thé diin dén gidm ythite,
truy tudn hodn va/hojcssc.

CANPHAILAMGI KHIDUNG THUGC QUA LIEUKHUYEN CAo?
Cachxittriquélidu

- Néu ban hay bt ky ai kh4c (nhu tré em) uéng qué nhidu vién thuéc, hay
gip ngay bacsi hoictdi khoa Héi siic - Cip ciu clia bénh vién gan nhét.

- X0 tri qud lidu ¢&n xem xét d&n kha ndng qud lidu cda nhidu loai thudc,
tugng tacthudc va dugc ddng hoc bit thuding &ngudi bénh,

Né&u mdi uéing, c6 thé gay nén. Ngoai ra, bién phéap x Iy thuémg dung 1a
truyén tinh mach nudcmudisinh ly.

Valsartan khéng thé bj loai bd biing lgc mau bdi vi nd gin két manh véi
huyét tuang, trang khi hydroclorethlazid c6 thé loal bd dugc biing thim
tach.

Tich cyctheo dbi d& c6 bign phap xiitri kip thai.

NHUNGDIEU CANTHANTRONG KHIDUNGTHUGCNAY:

-Than trong khi diing thudc b8 sung kall, thuSc Igi t1&u gili kali, chat thay thé
muéi c6 chita kali hodc cac thudc 1am ting ndng a6 kali trong huy&t thanh
(heparin, v.v..). ThuSc|gitiéu thiazid sidung than trong & nhing bénh nhan
€6 cdc tinh trang lién quan dén mét kali déng k& (nhu suy thin trudc than
{cdn nguyén do tim), bénh Iy thdn m&t mudi). Néu ha kali huy&t kém theo cic
d4u hiéu 1am sang {nhu y&u, ligt cg hodc bién A5l trén ECG), nén ngung st
dung Doraval Plus 160 mg/25 mg. Nén diéu chinh tinh trang ha kali huyétva
ha magnesi huy&t truéce khi bit d8u st dung céc thiazid. Kiém tra dinh ky
néng 46 kali v magnesi huyét thanh. B&nh nhin nén duge theo di sy méat
cin biing d1én gial, d3c biét 12 kall, Thudc Igi tiéu thlazid c6 thé thic ddy sy
kh&i phét finh trang ha natri huyét va nhiém kiém do giam clo huygt hodc
Iam trSm trong thém tinh trang ha natri huy&t ¢6 s8n. Ha natri huy&t, km
theo triéu ching than kinh (buén nén, mat dinh huéng tién trién, trang thai
d&dan) da duge quan st thiy trong truding help ¢d biét. Thudng xuyén theo
déIndng € natrl trong huy&tthanh cling duge khuyén co,

- B&nh nhén mit musi vi/hosic mt th€ tich tun hoian néng nhu do diing
liéu cao thuéc lgi tiéu, ha huy&t 4p c6 trigu ching hiém c6 thé xdy ra sau khi
bt ddu didu tri.

-Thén trongkhi ding Doraval Plus 160 mg/25 mg dé didu trj tinghuyét 4p
bénh nhén hep déng mach thin méthodc ha! bén hofic hep trén bénh nhan
chl ¢6 mot thin vi uré méu va creatinin huyét thanh c6 thé ting & nhing
bénhnhannay.

- Thén trong & nhiing bénh nhén suy than ning (GFR < 30 ml/phuit). Thuéc
lgi tiéu thiazid ¢4 thé thiic ddy tinh trang ting nito méu & nhing bénh nhin
bibénhthdn mantinh.

-Than trong d3c biét & nhiing b&nh nhan bj réi loan tdc nghén dudng matva
suygan nang.

- Phit mach, bao gém sung thanh quinva thanh mén, géy tic nghén duéng
thé va/hoic sung mit, mdi, ¢ hong, vivhodc [udi da duge béo cdo dnhing
bénh nhén dugc didu trivéi valsartan, Doraval Plus 160 mg/25 mg nén dugc
ngung ngay l4p tc & nhiing banh nhan phat trién phi mach v khéng nén
taisirdung thudc.

- P43 ¢6 nhiing bédo céo vé thuéc lgi tidu thiazid 13m ning hodc kich hoat
bénh lupus ban d&héthéng.

-Nhiing riloan chuyén héakhac;:

+Thuéc Igi tifu hydroclorothiazid c6 thé 1am thay ddi kha ning dung nap
duding glucose va lam ting néng dé ciia cholesterol va triglycerid; ting
néng d¢ acid uric trong huyét thanh do gidm & thanh thai cia acid uric va
c6thégédy rahogclam trdm trgng thém tinh trang ting acid urlc méu va thiic
ddybénh giit&nhimg bénhnhan nhaycm.

+ S dung thén trong & nhimg b&nh nhan ting calci huyét do thiazid 1am
gidm bai tiét calci trong nudc tidu va cé thé gay ting nhe calci trong huyét
thanh trong truging hgpkhdng cé céc réiloan chuyén héacalci.

+Thay &8i bénh Iy ciia tuyén can glap & bénh nhén ting calci huyét va gldm
phosphat huyét di duoc quan st thiy & mét vai bénh nhén didu tri bing
thiazid kéo dai. NEu xdy ra ting calci huyét, cdn lam rd chdn dosin.

- Thuéing g3p phan iing qua mén vdi hydroclorothiazid & nhiing bénh nhén
dingva hensuyén,

-Téng nhéin 4p géc-G6ng cAp tinh; Hydrodorothiazid cb lién quanvéi mét phin
ting diic bidt din d&n cin thj thodng qua <4p tinh v bénh ting nhin 4p goc-
d6ng cdptinh. Tang nhan dp géc-déng cip tinh khong dugc disu trj ¢6 thé din
d&n mat thj lye vinh vién. Vige didu trj tién quyét 1a ngung hydroclorothiazid
ciing nhanh cing 16t Diéu o y 1€ hodic phiu thudt ¢d thé ¢in phal duge xem
xét néu &p e ndl nhén vin khong kifm soét dugce. Yéu t8 nguy co phét trién
tiing nhin &p g6c-adng cdp tinh of thé bac gém tién si dj ding sulfonamid
hoéc penicillin.

-Trong nhl.mg bénh nhan [ chuc nang than phy thudc vao hoat ddng clia
héthéng renin-angiotensin-ald on (nhu bénh nhin suy tim sung huyét
ning), didu trj bAng thudc dc ché men chuyén hodc thudc dbi khing thy thé
angiotensin ligén quan &&n thiu niéu vd/hoiic ching ting nitc huyét tién
trién vé trong truéng hgp hiém lién quan véi suy than cdp va/hodic tir vong.
Bénh gid bénh nhan bj suy tim ho#ic sau nhéi méu co tim nén ludn ludn di
kém véi dénh gid chicndng than.,

Phuniicé thaiva cho con hli.

'I'héng baovél bécsTn&ub: halt h ba.

% Theiky mang thai:Thuéc téchng truc ti€p trén RAAS, khéng nénstidung
Doraval Plus 160 mg/25 mg cho phy nircé khd nang mang thaiva trong théi
ky mangthai.

- De co ché hoat déng céc chét d8i khing angiotensin Il, nguy codnh hudng
ttsi thai nhi khing thé b loai trir. Diing thufic tic ch€ men chuyn angiotensin
(ACE) (mdt nhém thufc dic higu tic dong trén hé renin-angiotensin-
aldosteron-RAAS) cho phu ni¥ ¢é thai trong 2 théng gilfa va 3 théng cuéi
dugc béo céo gay t8n thuong hodc chét d6i voT thal nhi dang phét trién
trong tif cung. Ngoai ra, trang céc d(fliéu hél citu, strdung thudc tcch€men
chuyén angiotensin trong 3 thang d4u c6 lién quan d&n nguy co tiém tang
ctia dj tit bim sinh. Da c6 béo cio vé sy thai tu phit, thiéu §i va réi loan chiic
niing thén & tré so sinh khi ngudi phy nt mang thai vé y udng nhim
valsartan, Thudc Igi tiéu hydroclorothiazid lién quan téi vang da ho3c gidm
ti€u cdu & thal nhi trong tir cung, tré so sinh va ciing €6 thé lign quan tdi
nhiing tic dung phu khéc dd xayra trén nguidsi 16n.

- Néu phat hién cé thai trong thii ki diéu tri, nén ngiing diéu tri thudc cang
sdm cang tSt.

* Thot ky cho con bi: Chua rd valsartan c6 bai ti€t qua siia me hay khang.
Valsartan dugcbai ti€t qua sifa cia chudt cho con bu. Hydroclorothiazid qua
dugic nhau thai va duge bai tiét qua sita me. Do d6, khéng nén diing Doraval
Plus 160 mg/25 mg che phynitcho con bil.

Anh huéng ciia thu8c 881 véi cong viéc (ngudi vén hanh méy méc, dang
141 thu xe, ngud lAm vi§ctrén cao va cictrudnghgp khéc):

Giding nhurcdc thude chéng ting huyét dpkhéc, phal cn than khilsi xe, van
hianh méy méc, ngudsi [am viéc trén cao va cActrudng hop khic.
KHINAOCANTHAMVAN BACSTHOAC DUGCST?

T¥huéng diin sit dung néu tém tit cc thdng tin quan trong ciia thufic.
Néucdnthémthdngtin, xin hdi ¥ kidn bicsi hodc dugesi.

HAN DUNG CUA THUGC: 24 thang ké tif ngay san xust,

€O's& SAN XUAT:

CONGTY 0 PHANXUAT NHAP KHAU Y TE DOMESCO

Bia chi: 58 66, Qudc 16 30, Phuding My Phi, Thanh phé Cao Lanh,
TinhDéng Thép
pomesco  Piénthoal:0277,3851950

NGAY XEM XET SUA DO, CAP NHAT LAl NOI DUNG HUGNG DAN sU/
DYNGTHUGC: 27/03/2018.




