https://trungtamthuoc.com/

. ., | pHiNI:  TAILIEU HANH CHINH
.,}Q%Pji; R&E . | Fat e rek RS A gt 3 i ; A Trang 1/ 12

3. TO HUONG DAN SU DUNG

VALTAPI 160 Cap

Ngay 04. thang QR. ndm 2024

Co s& diing Ky va sian xuit thude

A . r A
Cang Giam Doc

Ds. Pham Bdio Anh

0¥

* Mg

\ T e 0 . N

N




https://trungtamthuoc.com/

Trang 2/ 12

Hudng dan str dung thube

Rx Thudc nay chi ding theo dom thude

VALTAPI 160 Cap

“Doc kj huwdng din sir dung trieée khi dimng”
“Pé xa tim tay tré em”

THANH PHAN CONG THUC THUOC

- Thanh phan duoc chit:
NBISEEIOI v cimnimmimimss s s s s s s e s s s s S s 160 mg

Thanh phan ta duge: Microcrystalline cellulose, crospovidon (loai B), povidone K30,
bodmm lauril sulfat, colloidal silicon dioxide, magnesium stearate, nang cimg rong s6 0 (
tim - tranb)

DANG BAO CHE

- Vién nang cimg.

- Vién nang ctrng so 0, mau tim - trang, bén trong chira thudc mau trang dén trang nga.

CHI PINH
Ting huyét ap

Diéu tri ting huyét a4p nguyén phat & ngudi 16n, ting huyét 4p & tré em va vi thanh nién 6 -
18 tuoi.

Suy tim:
Di{éu tri bénh nhan ngudi lém bi suy tim co triéu chimg khi khong dung nap véi thudc trc
ché enzym chuyén angiotensin (ACE).
Sau nhoi mau co tim:
Diéu tri sau nh6i mau co tim (12 gio - 10 ngay) & nguoi lon suy tim cd tri¢u chimg hodc
roi loan chirc ndng tdm thu that trai.
CACH DUNG, LIEU DUNG
% Cich dung:
VALTAPI 160 Cap duoc dung theo dudng ubng. Ubng thude khéng phu thude vao bita
an, nén dugce uong voi nuoc.
« Liéu ding: Theo chi dinh cua bac s§.
* Nguwoi lon:
Tang huyet dp: Liéu khoi dau 1a 80 mg, | lan/ ngay. Thum, bat dau co tac dung: 2 tudn,
hiéu qua ti da dat dugc trong 4 tudn. Trong trudng hop can thiét, co thé dung heu 160 mg

(1 vién VALTAPI 160 Cap), 1 lan/ ngay. Khoang cach dé higu chinh liéu thudc t6i thiéu 1a
4 tuan. Liéu toi da 1a 320 mg (2 vién VALTAPI 160 Cap), 1 lan/ ngay.

Suy tim: L idu khai dau l1a 40 mg, 2 lan/ ngay. Néu nguoi bé¢nh dung nap tot voi thude, ¢
the tang to1 80 - 160 mg, 2 1an/ ngay. Khoang céch dé hiéu chinh liéu thude t6i thiéu 1a 2
tun. Liéu t6i da hang ngay 1a 320 mg (2 vién VALTAPI 160 Cap), chia thanh céc lidu
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nhd. Céan nhic giam liéu valsartan cho ngudi bénh dang duge diéu tri bang thude loi tiéu.
Khéng nén phéi hop 3 nhém thude: Thude e ché enzym chuyén angiotensin, thude chen
beta va valsartan.

Sau nhoi mdu co tim: O ngudi bénh 6n dinh vé 14m sang, diéu tri c6 thé bit diu vao gio thir
12 sau nhdi méau co tim. Lidu khoi dau la 20 mg, 2 1an/ ngay. Néu ngudi bénh dung nap t6t
voi thude, c6 thé tang trong vong 7 ngay t6i 40 mg, 2 1an/ ngay, sau dé ting dan toi lléu
duy tri 160 mg, 2 lan/ ngay néu bénh nhan c¢6 thé dung nap duge. Valsartan nén duge bit
déu sir dung sém trong vong 12 giér sau nhdi mau co tim. Trong trudng hop tut huyét ap 6
triéu chimg loan chirc ning than, cé thé phai giam lidu. Valsartan c6 thé dung véi cc didu
tri khac cua nhéi mau co tim nhu céc thude tiéu cuc mau, acid acetylsalicylic, thudc chen
beta, statin va thude lgi tiéu. Khong khuyén cdo phdi hop véi cac thude ire ché ACE.

Tré em 6 -18 tudi:

Téing huyét dap:

Tré em cin niing dudi 35 kg: 40 mg / 1an/ ngay.
Tré em cin ning trén 35 kg: 80 mg / 14n/ ngay

Can diéu chinh liéu theo dap tmg cua huyét ap. Lidu téi da duoe thé hién & bang dudi day:

Can ning Liéu téi da
> 18 kg dén < 35 kg 80 mg
> 35 kg dén < 80 kg 160 mg
> 80 kg dén < 160 kg 320 mg

Ngudi cao tudi : Khong cin hiéu chinh lidu.

Bénh nhin suy théin:

Tré em: Khong khuyén céo sir dung valsartan & tré em c¢6 Cle < 30 ml/phiit.

Ngudi 1én: khong can hi¢u chinh liéu & ngudi bénh ¢6 Clie > 10 ml/phit. Sir dung thén
trong & ngudi bénh cé Clr < 10 ml/phut.

Bénh nhén suy gan:

Than trong khi str dung & ngudi bénh méc bénh gan. Liéu dung cua valsartan khong vuot

qua 80 mg & nguoi bénh suy gan mie do nhe dén trung binh khong kém theo ( mét. Chéng
chi dinh dung valsartan cho nguoi bénh suy gan nang c¢6 kém theo & mat.

* Tém tit liéu dung:

" RN GIOI HAN . .
CHI PINH LIEU BAT PAU L LIEU DUY TRI
LIEU SU DUNG
Téang huyét 4p o 80 hodic 160 mg/ lan/ | 80-320mg/lan/ |
ngudi 16n ngay ngay

Tang huyét ap o tre
em (6 - 18 tudi)

Tré em nang dudi 35 kg: 40 mg/ ngay

Tré em ning trén 35 kg: 80 mg/ ngay

Suy tim

40 mg/ 2 lan/ ngay

40 — 160 mg/ 2 lan/
ngay

160 mg/ 2 1an/
ngay
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Néu ngung dung valsartan: Ngung dung thue c6 thé khién bénh tré nén xau hon. Chi
ngung ding thude khi ¢6 chi dinh cua bac si diéu tri.

Neu quén uang mit liéu thuoc, ngudi bénh udng ngay khi nhé. Tuy nhién, néu gan thoi gian
udng lidu tlep theo thi bo qua liéu da quén. Khong udng gép d6i lidu dé bu liéu da quén.

Tham khao y kién bdc sy triede khi si dung thuéc.
Khong c6 yéu cau dic biét vé xit Iy thude sau khi sic dung.
CHONG CHI PINH
Qud mén v6i valsartan hodc bt ky thanh phan ndo cia thube.
Suy gan ndng, xo gan mat va o mat.
Phuy nit ¢6 thai (diic biét trong ba thang giira va ba thang cudi cia thai ky).

Tuong tac sur dung cac thudc d6i khang thu thé angiotensin (ARBs): Valsartan hodc thube
uc ché enzym chuyén (ACEls) véi aliskiren ¢ bénh nhan dai thdo dudng hoac suy than
(GFR < 60 ml/min/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tang kali mdu

- Nguy co tidng kali mau, dac biét trén cac bénh nhén suy tim hodc nhitng ngudi bénh c¢o suy
than kém theo. Khong nén sir dung ddng thei cac thude loi tidu giir kali, cac ché pham b
sung kali hodc cac thudc khac c6 kha ning ting ndng do kali huyét thanh (nhu heparin,
...). Ngudri bénh can theo ddi dinh ky nong do kali huyét thanh.

Suy giam chire ning thin

- Hién chua c6 kinh nghiém vé an toan khi sir dung valsartan cho bénh nhén c¢6 do thanh thai
creatinin < 10 mL/ phut va bénh nhan dang chay than nhén tao, vi vay than trong khi st
dung valsatan & nhimg bénh nhan nay. Khéng cin hiéu chinh liéu cho ngudi 16n c6 do
thanh thai creatinin > 10 mL/ phat. (Xem muc Cach dung, Liéu dung va Dac tinh dugc
dong hoc)

- Chéng chi dinh str dung thude trc ché thu thé angiotensin I1 (ARBs)- bao gdm valsartan-
hodc thudc trc ché enzym chuyén (ACEls) vai aliskiren & bénh nhén suy giam chirc néng
than (GFR < 60 mL/phut/1,73 m?). (Xem muc Chédng chi dinh va Twong tac, tuong ky cia
thudc)

Suy gan

- Than trong khi st dung valsartan cho b¢nh nhan suy gan nhe dén trung binh khong bi @
mat. (Xem muc Cach dung, Liéu dung va Déc tinh duge dong hoc).

Mt natri vi/ hodic mit dich:

- O bénh nhan mAt natri v&/ hoic mat dich trdm trong nhu dang diéu trj thudc loi tiéu lléu
cao, co thé gap ha huyét 4 ap triéu chimg xay ra sau khi khoi dau diéu tri bang valsartan, Mét
natri va/ hoac mét dich can dugc diéu tri trude khi bat dau diéu tri bang valsartan, nhu
giam liéu thude l¢i tiéu.

Hep dong mach than

- O bénh nhan bi hep déng mach than hai bén hodc hep dong mach than mot bén, do an toan
str dung valsartan chua dwoc xdc lap.

- Dung valsartan trong thoi gian ngén trén 12 bénh nhén bi tang huyét ap dong mach than do
hep dong mach than mdt bén khong lam thay déi dang ké huyét dong hoc cua thén,
creatinin huyét thanh, hodc nito uré mau (BUN).Tuy nhién cac tdc nhan khac anh hudng
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dén hé thong renin-angiotensin-aldosterone (RAAS) ¢6 thé lam ting néng dd uré mau va
creatinine huyét thanh & nhimg bénh nhén bi hep dong mach than hai bén hodc mot bén, vi
vay, khuyén cdo nén theo doi chirc nang than & bénh nhan dang dugc diéu tri voi
Valsartan.

Ghép than

- Hién chura ¢é kinh nghi¢m an toan khi dung valsartan cho bénh nhan vira dugc ghép than.

Cuong aldosterone nguyén phdt:

- Bénh nhin cuong aldosterone nguyén phét khéng nén diéu tri bang Valsartan do hé renin-
angiotensin- aldosteron khong dugc hoat hoa.

Hep van dong mach chu va van hai la, bénh co tim phi dai tiic nghén:

- Nhu nhitng thudc gidn mach khac, than trong khi dung valsartan cho bénh nhén bi hep van
dong mach chu va van hai 14, bénh co tim phi dai tac nghén.

Thai ky:

- Khéng nén ding thude dbi khang thu thé angioteinsin II (ATIRAs) trong thai ky. Trir khi
vigce tiép tuc diéu tri bing AIIRAs 1a cén thiét, bénh nhan dang c6 ké hoach mang thai nén
chuyén sang cac phuong phép diéu tri chdng ting huyét ap thay thé da duogc thiét 1ap an
toan trong thai ky. Khi dugc chan doan c6 thai, nén ngimg AIIRAs ngay 1ép tuc, chuyen
sang liéu phap thay thé khac néu c¢6 thé. (Xem muc Chdng chi dinh va Str dung thude cho
phu nit cé thai va cho con bi)

Nhoi mdu co tim gin diy:

- Viéc phéi hop captopril va valsartan khong cho thiy loi ich 14m sang bd sung, thay vao do
tang nguy co xay ra cac tac dung khong mong mudn so véi diéu tri bang cac lidu phap
twong tmg. (Xem muyc Cach dung, Lleu dung va Dgc tinh duge lye hoc). Vi vay, khong
khuyén céo phdi hop valsartan voi thude e ché ACE. Thén trong khi bét ddu diéu tri ¢
bénh nhan sau nhdi mau co tim. Dénh gia bénh nhin sau nhi mau co tim phai luén bao
gbm danh gia chirc ning than. (Xem muc Cach dung, Liéu dung).Ding valsartan cho bénh
nhén sau nhdi méu co tim thuong lam giam huyét 4p nhumg thuong khong can thiét phai
ngimg thude néu tuan theo huéng dan st dung. (Xem muc Céch dung, Liéu ding)

Suy tim

- Ting nguy co xay ra cdc tac dung khong mong mudn, dic biét 1a ha huyét ap, ting kali
méu va suy giam chirc nang thin (ké ca suy than cép) khi ding phdi hgp VALTAPI 160
Cap cung voi thude e ché ACE. O bénh nhén suy tim, su ph6i hgp bo ba thudc e ché
ACE, thudc chen beta va valsartan khong mang lai loi ich 1am sang.(Xem muc Dac tinh
duge luc hoc). Su két hop ndy lam tang nguy co xay ra cic tdc dung khong mong mudn va
vi vdy khong duoc khuyen cdo. Su phdi hop bd ba thude irc ché enzyme chuyén
angiotensin, thudc d6i khang thu thé mineralcorticoid va valsartan cting khong duoc

khuyén cdo. Néu dung phdi hop, phai co sy giam sat y té chat ché va thuong xuyén theo
ddi chite nang thén, dién giai va huyét ap.

- Thén trong khi bat dau diéu tri cho bénh nhan suy tim. Danh giz‘i bénh nhan suy tim phai
ludn bao gom danh gia chirc nang than. (Xem muc Cach dung, Liéu dung)

- Dung valsartan cho b¢nh nhan suy tim thuong dan dén giam huyct ap nhung thuong khong
can thiét _phai ngimg diéu tri néu tudn thu theo huéng dan vé lidu dung. (Xem muc Céch
dung, Liéu dung)

- Bénh nhan cé chirc nang than phu thudc vao hoat dc}ng‘cfla hé\ théng genin-allgiotcnsin-
aldosteron (nhu bénh nhén suy tim sung huyét nang), dicu tri bang thude rc ché enzyme
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chuyén angiotensin ¢o lién quan dén thiéu niéu va/hoiic ting uré mau va trong mot so
truomg hop hiém gap co6 thé xay ra suy than cap va/hodc tir vong. Valsartan 1a mot chat doi
khang angiotensin II nén khong thé loai trir nguy co gdy suy giam chic nang than cua
thudc.

Khong nén phdi hop thube e ché enzym chuyén angiotensin va thudc chen thu thé
anglotensin 11 ¢ bénh nhén nhan bi bénh than do dai thdo duong.

Tién st phit mach

Phit mach, bao gdm phtl thanh quan va thanh mén, gy tic nghén duong tho va/hodc sung
mit, moi, hau hong va/hodc ludi da duge bao cdo & bénh nhén diéu tri valsartan, mot so
bénh nhan nay trude day da timg bi phu mach khi dung cac thude khac bao g gbm ca thude
trc ché enzyme chuyén angiotensin. Nglng valsartan ngay 1ap tirc néu xudt hién phit mach
va khéng nén ding thude lai sau do. (Xem muc Téc dung khong mong mudn)

Phong bé kép hé Renin-Angiotensin-Aldosterone (RAAS )

C6 bing chimg cho thdy ding dong thoi thude e ché enzym chuycn angiotensin, thudc
chen thy thé angiotensin 11 hogc aliskiren lam tang nguy co ha huyét ap, tang kali huyét va
giam chirc nang than (bao gom ca suy than cép). Vi vay khong khuyén céo phong toa kép
bang viéc phdi hop thudc e ché enzym chuyén angiotensin, thuéc chen thu thé
angiotensin IT hogc aliskiren.(Xem muc Tuong tac, twong ky cua thude va Pic tinh dugc
lue hoc)

Néu diéu tri phong toa kép 14 can thiét, st dung dudi sur giam sat cia bac si chuyén khoa va
theo d6i chat ché thuong xuyén chire néing thén, di¢n giai va huyét ap. Khong nén su dyng
dong thoi thude tre ché enzym chuyén angiotensin va thude chen thu thé angiotensin II cho
bénh nhén bi bénh than do dai thao duong.

Chéng chi dinh dung dong thoi thube déi khang thu thé anglotensm (ARB) — bao gom
valsartan — hogc thudc trc ché enzym chuyén angiotensin (ACEI) v6i aliskiren & bénh nhan
dai thao dudmg hodc suy than (GRF < 60 ml/phat/1,73 m?)

Tré em

Suy giam chirc nang thdn

Chua ¢6 nghién clru vé viée sir dung valsartan cho tré em c6 do thanh thai creatinin < 30
ml/phut va tré em dang thAm phan mau, vi vay khong sir dung thude cho nhimg bénh nhan
ndy. Khong cin diéu chinh liéu & tré em c6 d6 thanh thai creatinin > 30 ml/phut. (Xem
muc Cach ding, Liéu dung va Déc tinh duge dong hoc). Theo ddi chire nang than va nc"ing
d6 kali huyét thanh chat ché khi diéu tri voi valsartan, dic biét & nhimg bénh nhan sOt, mat
nude do ¢6 thé 1am suy giam chire ning than.

Chong chi dinh su dung thude g‘léi khang thu thé antagonists (ARBs)- bao gdm valsartan-
hodc thude e ché enzym chuyén (ACEIls) vai aliskiren & bénh nhan suy giam chirc néng
than (GFR < 60 ml/phit/1,73 m?).(Xem muc Chong chi dinh va Tuong téc, tuong ky cua
thude)

Suy giam chirc nang gan

Nhu & ngudi 16m, chong chi dinh valsartan & bénh nhéan bi suy gan niing, xo gan mat va u
mat, (Xem muc Chéng chi dinh va DPac tinh duge dong hoc). Kinh nghiém 1dm sang s
dung valsartan cho tré em bj suy gan nhe dén trung binh con han ché. Lidu dung khong
duoce vugt qua 80 mg & nhitng bénh nhén nay.

OtA

Ll




https://trungtamthuoc.com/

Trang 7/ 12

Tda dwoce:

- Thude nay cé chira dudi Immol (23 mg) natri trong | vién, vé co ban duoc xem nhu khong
c6 chira duéi Immol (23 mg) natri trong 1 vién, vé co ban duge xem nhu khong chira natri.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai

Viée ding thude déi khang thu thé angioteinsin 1I (AIIRAs) khong dwge khuyén cdo
trong ba thing diu tién cia thai Ky (Xem muc Canh bdo va than trong khi dung thuéc).
Chéng chi dinh sit dung AIIRAs trong 6 thang cubi cia thai ky. (Xem myc Chong chi
dinh; Canh bdo va than trong khi diing thudc)

- Bing chimg dich & hoc vé nguy co gdy quai thai khi ding thudc e ché enzym chuyén
trong ba thang diu cua thai ky chua dwgc két luan. Tuy nhién khong thé loai trir su
tang nho nguy co c6 thé xay ra. Trong khi d6, khong c6 dir liéu dich t& hoc duoc kiém soat
rlii ro voi AIIRAs, rui ro tuong tu ¢6 thé ton tai trong nhém thude nay.

- Trur khi viéc tgep tuc diéu tri béng ATIRAs 12 cAn thiét, bénh nhdn dang c6 ké hoach mang
thai nén chuyén sang cdc phuong phap diéu tri chong tang huyét ap thay thé da duoc thiét
lap an toan trong thai ky. Khi dwoc chdn doan c6 thai, nén ngimg AIIRAs ngay lap tic,
chuyén sang liéu phép thay thé khac néu c6 thé.

- Piéu tri v&i AIIRAS trong 6 thang cudi thai ky gdy ddc cho thai nhi (suy giam chitc ning
than, it dich 6i, chdm phat trién xuong so) va dc tinh trén tré so sinh (suy than, ha huyét
ap, tang kali huyct) Truong hop phu nit mang thai tir sau thang tha ba tro di co sir dung
AIIRAs, khuyén cdo bénh nhan nén kiém tra chirc ning than va hop so thai nhi. Theo d&i
chat ché tré so sinh ¢é me da ding AIIRAs dé phat hi¢n ha huy¢ &t ap.

Cho con bt

- Chua c6 thong tin vé viéc sir dung valsartan trong khi cho con bi. Khong khuyén cdo sir
dung valsartan va wu tién lua chon céc li¢u phéap thay thé co dir liéu an toan trong thoi ky
cho con bu da dugec thiet 1ap, dac biét khi dang nudi tré so sinh hodc tré sinh non.

Khd nang sinh sdn

- Valsartan khong ¢6 tac dung phy 1én kha nang sinh san cua chudt duc hogc chudt cai ¢ lidu
uong 1én dén 200 mg/kgf'ngay Liéu nay cao gap 6 14n liéu tbi da duoc khuyén cdo cho
ngudi tinh theo mg/ m? (tinh toan duya trén lidu udng valsartan 320 mg/ngdy & bénh nhan
nang 60 kg).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
- Chua c6 dir liéu dé cap v& anh huong cua valsartan 1én kha nang lai xe va van hanh may
moc. Khi 11&'11’ xe hoac van hanh mdy moc can luu y la thinh thoang c¢6 chong mit hodce mét

mai c6 the xay ra trong thoi gian diéu tri véi bat ky loai thude tri tang huyét ap nao.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC

Khong s dung d’ong thoi céc thude khang thu thé angiotensin (ARBs), bao gdm valsartan
hoic thudc e ché enzym chuyén (ACEISs) véi aliskiren & bénh nhan déi thao dudmg hodc
suy than:

Aliskiren: Khong khuym céo dung dong thoi voi valsartan do nguy co tang nong do kali
huyét thanh va tut huyét ap.

Thube trc ché enzym chuyén angiotensin: Khong khuyén cdo ding ddng thoi vai valsartan
do nguy co tut huyét ap, suy than va ting nong do kali huyét thanh.
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Thube chéng ting huyét 4p nhom chen beta va chen kénh calci: Ding déng thoi véi
valsartan lam tang tdc dung ha huyét ap.

Khong nén sir dung dong thoi:

Lithi: Ding dong thoi véi valsartan 1am tang n{fjng do lithi trong mau, dn dén ngd doc
lithi: Theo ddi chat ché nguoi bénh, giam sat biéu hién ddc tinh cta lithi va nong dé lithi
huyeét twong.

Thube 1¢i tiéu giir kali, cac Lhe phdm bd sung kali: Khong khuyen cdo ding dong thoi voi
valsartan do nguy co ting nong, do kali huyét thanh va tang nong do creatinin huyét thanh
& ngudi bénh suy tim. Néu can phai phdi hop véi valsartan nén theo dai ndng do kali huyét
tuong.

Can thdn trong khi dimg déng thoi:

Thude chdng viém khong ¢6 cdu triic steroid (NSAIDS): Than trong khi dung dong thoi
véi valsartan do giam tac dung ha huyét ap, tang nguy co suy than va tang nong do kali
huyét thanh. Vi véy, cin theo ddi chirc ning thin trong giai doan bit ddu didu tri va bu
nude du cho ngudi bénh ¢6 suy giam khi lugng tuan hoan.

Thube lgi tiéu quai, thudc loi tiéu nhém thiazid: Ha huyét ap ¢6 biéu hién triéu chimg c6
thé xay ra khi bat ddu sur dung valsartan & ngudi bénh dang dung thudc lgi tiéu liéu cao.
Nong do kali huyét thanh c6 thé ting, giam hoic khong thay doi khi phdi hop theo timg
ngudi bénh.

Chiea thdy twong tdc ¢é y nghia lam sang khi valsartan két hop véi amlodipin, atenolol,
cimetidin, digoxin, furosemid, glyburid, hydroclorothiazid hay indomethacin. Sy két hop
valsartan va atenolol lam tang tdc dung chéng tang huyét ap hon la sir dung riéng 1¢, nhung
tac dung giam nhip tim khéng bang khi chi st dung don déc atenolol.

Két hop valsartan véi warfarin khong 1am thay d6i dugc dong hoc cia valsartan hay thoi
gian chong dong mau cua warfarin.

Twong tac vai CYP450: Chua xac dinh dugc enzym chiu trach nhiém cl}uyén hoa valsartan
nhung khong phai 1a isozym cua CYP450. Chua rd kha nang (e ché hay cam (ng cua
valsartan 1én CYP450,

TAC DUNG KHONG MONG MUON CUA THUOC

~ ) A A A 7 - -~ -~ - A A A A - A
Ngirng diung thuoc va lién hé véi bdc si, dwoc si hodc den bénh vién ngay ldp tirc néu
ngwoi diang thuoc bi cdc phan ieng sau:

- Kho tho kém theo sung hodc khdng sung mat, moi, ludi, cb hong.
- Sung mit, méi, ludi, cd hong, co thé giy kho khan khi nuét.
- Ngtra, phat ban.

Cic tac dung khéng mong mudn khsc:

Thuong gap, ADR > 1/100

TKTW: Hoa mét, chong mat, mét, dau dau.
Than: Tang uré mau.

It gap, 1/1 000 < ADR < 1/100

Tim mach: Ha huyét ap, ha huyét ap tu thé, ngat.
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Nbi tiét va chuyén hoa: Tang kali mau.

Ticu hoa: Tiéu chay, dau bung, budn non, dau bung trén.
Mau: Giam bach cau trung tinh.

Co xuwong: Dau khép, dau lung.

Mit: Nhin mo.

Than: Tang creatinin mau, roi loan chirc nang thén.

Hé hép: Ho khan.

Khéc: Nhiém virus.

Hiém gdp, ADR < 1/1 000:

Mién dich: Phan {mg di tmg, ngira, phat ban trén da, phan ‘mg phan v¢, phi mach, ting
nhay cam véi dnh sang, rung téc.

Mau: Thiéu méu, thiéu mau té bao nho, giam hematocric/hemoglobin, giam tiéu cau.
Than kinh: Lo au, lo mo, mat ngu, di cam, bét luc.
Tiéu hoa: Chén an, khd miéng, roi loan vi giac, tdo bon, kho tiéu, dﬁy haoi, non.
H6 hip: Khoé tha.
Gan mat: Viém gan, céc chi s6 xét nghiém chirc ning gan tang.
Than kinh-co xuong: Co co, dau co, tiéu co van cép.
Tim mach: Panh tréng ngue, dau ngue.
Hwéng din cach xir tri ADR:

Trong qud trinh nghién ciru 1dm sang c6 thé kiém soat & ngudi tiang huyet ap, cdc ADR tuong
duong gitra nhom diéu tri bang valsartan va nhom dung placebo. Tén suat ADR khong phu
thudc vao lidu, thoi gian didu tri. tudi, gisi tinh hogc dan toc.

Bio ¢do cdc phan dmg ¢6 hai: Hay bdo cho bac si, duoe si néu ngudi ding thube nhan thiy
bat ky tac dung phy nao, ké ca céc tac dung chua dugce li¢t ké, hoge bao cdo cac phan img co
hai ciia thude vé Trung tdm Thong tin thude va Theo dai phan mg c¢6 hai cua thude (bdo cdo
ADR online tai dia chi http://baocacadr.vn).

QUA LIEU VA CACH XU TRI

Triéu chirng qud liéu:

Bao gém ha huyét ap nang, nhip tim nhanh, giam y thirc, suy tuan hoan ¢é thé kém theo
sdc. Cham nhip tim ciing ¢6 thé xay ra do kich thich than kinh pho giao cam. Néu xay ra ha
huyét 4p triéu chimg, cin dat nguai bénh trong tr thé nim ngtra, déu thp, truyén tinh
mach dung dich natri clorid 0,9%.

Xt tri qud lidu:

- Phu thugc vao thoi gian dung qua lidu thude, biéu hién va mic do nang cua cac triéu
chimg, nhung bién phap quan trong nhat la 6n dinh huyet dong cho nguoi bénh.

Tham tach méau khong loai bo duoc valsartan.
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PAC TINH DUQC LUC HQC
Nhom duoc 1y: P6i khang thu thé angiotensin 1.
Ma ATC: C09CA03

Valsartan 1a thudc dbi khéng thl,l thé angiotensin II (AT)), hoat tinh manh va dédc hi¢u, hoat
ddng co chon lgc thude dan chat tetrazol khong peptid.

Trong hé renin-angiotensin-aldosteron, angiotensin I khéng c¢6 hoat tinh dugce chuyén
thanh angiotensin II c6 hoat tinh co mach manh, gay tang huyét ap, dong thoi, kich thich
tuyén thugng than bai tiét aldosteron. Ai luc gin cta anglotemm I trén thu the (AT)) va
AT twong tu nhau, trong khi dé, 4i luc cua valsartan doi v6i thu thé AT manh gép khoang
20 000 14n so véi 4i luc cua thu thé AT,. Thu thé AT tham gia vao hau hét hodc tit ca cac
hoat dong trén tim mach, than va TKTW. Valsartan trc ché chon loc angiotensin 11 giin vao
thu thé AT & nhiéu mé khéc nhau, trong d6 ¢6 co tron mach mau va tuyén thugng than,
lam ha huyét ap bing cach dbi khang cac tac dung gdy ra boi angiotensin 11 (co mach, ting
bai tiét aldosteron, ting bai tiét catecholamin & tuyén thugng than va trude synap, giai
phéng arginin vasopressin, tai hip thu nuéc va giy phi dai co tim).

Khi so séanh, thue rc ché enzym chuyén angiotensin (ACE, kinase II) ngin chin su
chuyén dbi angiotensin I thanh angiotensin II; tuy nhién, viéc ngan chin hinh thanh
angiotensin II bang cach (rc ché ACE thi khong hoan toan vi hormon gdy co mach nay c6
thé duoc hinh thanh qua cic men khac ma thudc ¢ ché ACE khong ngin chin duge. Vi
valsartan khong gidng nhu cac thude e ché enzym chuyén, khong trc ché ACE, nén thude
khong can tro sy dap Ung v6i bradykinin va chét P; mot két qua hiru hiéu la khong c6 tac
dung phu do céc thude trc ché ACE gdy nén (nhu ho khan), nhung hiéu qua trén than va/
hodc bao vé tim c6 thé khong bing. Valsartan ciing khong can thiép dén sy téng hop cua
angiotensin II.

Tang huyét dp:
Valsartan c6 tac dung lam giam huyét 4p khéng anh hudng dén nhip tim.

Téc dung ha huyét dp xudt hién khoang 2 gior sau khi uéng valsartan, dat cuc dai sau 4 - 6
gio va duy tri tdc dung sau 24 gio. Khi dung liéu 13p lai, tac dung chéng tiang huyét ap thé
hién 13 rét sau 2 tudn, dat toi da sau 4 tudn va dugce duy tri khi dicu tri dai ngay. Ty 1¢ day/
dinh ctia hi¢u qua giam huyét ap tdm thu va huyet dp tdm truong tuong tmg 1a 78% va 74%
cho théy thube c6 thé sir dung 1 1an/ ngdy trong kiém soat huyét ap.

O nhimg bénh nhan ting huyét ap co bénh dai thao duomg tuyp 2 va albumin niéu,
valsartan da duge chimg minh 13 giam bai tiét albumin qua nudc tiéu.

PAC TINH DUQC PONG HQC

Hdp thu: Valsartan hap thu nhanh sau khi uong Sinh kha dung dudng uong dat khoang
25%. Thoi gian dat nong d6 cyuc dai trong huyeét tuong trong khoang 2 dén 4 glU sau khi
ding thube. Thie an ¢6 anh hudng bat loi dén hap thu cua valsartan, lam giam AUC
khoang 40% va giam ndng do cuc dai trong huyét tuong khoang 50% nhung ndng do
huyét twong sau khi uéng 8 gio twong ty nhau di nguoi bénh doéi hay khéng. Tuy vay,
AUC giam khéng kém theo giam tdc dung lam sang c6 y nghia, do do6 c6 thé ubng
valsartan trong hodc ngoai bira an. AUC va nong do cuc dai trong huyét twong cua
valsartan tang ty & tuyén tinh véi lidu trong khoang liéu duoc khuyén céo trén 1am sang.
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Phdn bé: Valsartan lién két manh véi protein huyet twong (khoang 94 - 97%), chi yéu lién
két voi albumin. Thé tich phén bd & trang thai o6n dinh sau khi tiém tinh mach valsartan
khoang 17 lit, nhu vy chiig té khong c6 su phan bd quan trong valsartan vao cac mo.

Chuyén héa: Valsartan khong duge chuyén hod dang ké, chi ¢6 20% lidu tim thiy dudi
dang chét chuyén hoa. Chat chuyén ho4 cua valsartan la valeryl 4-hydroxy valsartan khéng
¢6 hoat tinh x4c dinh duge trong nude tiéu va phan. Hién chua xéac dinh duogce chinh xdc
céc enzym chuyén hoé valsartan nhung cé thé valsartan khong dwoc chuyén hoa qua hé
enzym cytocrom Paso.

Thai trie: Valsartan duoc thai trir theo nhiéu pha ( ti2 alpha < 1 gio, ti beta khoang 9 gio).
Valsartan thai trir chu yéu qua dudmg mét vao phén (khoang 83%) nhung ciing qua thin
vao nude tiéu (khoang 13% liéu), chu yéu dudi dang khong doi. Sau khi tiém tinh mach,
d6 thanh thai valsartan huyét twong khoang 2 lit/ gir va db thanh thai than 0,62 lit/ gie
(khoang 30% d0 thanh thai toan bg).

Thoi gian ban thai cua valsartan khoang 6 gid.

Nhoém dbi twong dic biét:

O bénh nhan suy tim: Thoi gian trung binh dé dat dugc ndng do huyét tuong dinh va thoi
gian ban thai cua valsartan tuong tu nhw ngudi khoé manh. Tri s6 AUC va Cpax cua
valsartan ting tuyén tinh va hau nhu ty 1é v6i lidu trong pham vi lidu 1am sang (40-160 mg,
ngay 2 lan). Ty 1é tich luy trung binh khoang 1,7. B thanh thai biéu kién cua valsartan sau
khi ubng khoang 4.5 lit/ gid. Tudi khoéng anh hudng dén do thanh thai biéu kién & ngudi
suy tim.

Nguoi cao tuoi: O mot s6 ngudi, nong do valsartan mau hoi cao hon ngudi tré, nhung
khong c6 y nghia vé mat 1am sang.

Suy thdn: Khdng c¢6 m0| tuong quan nao giira chirc nang than va ndng d6 valsartan huyét
twong. Do do khéng can diéu chinh lidu déi voi nguoi bi tdn thuong than (Cle >10 ml/
phut). Bénh nhan ¢6 Clg < 10 ml/ phiat va bénh nhan dang chay than nén théan trong su
dung valsartan.

Suy gan: Khoang 70% liéu hp thu duge thai trir qua mét, chu yéu dudi dang khong doi.
Valsartan it chuyén hoa. AUC gip doi da thay & ngudi bi suy gan nhe tdi vira so vai ngudi
kho¢ manh. Tuy vdy, khong c¢6 mdi tuong quan ndo giira ndng d6 huyét tuong cua
valsartan va mic dd ndng ciia bénh gan. Valsartan chua dugce nghién ciru ¢ suy gan nang.

Tré em: Trong nghién ciru trén 26 bénh nhan ting huyét ap, cho 1 liéu valsartan don ddc
(trung binh 0.9 — 2 mg/kg, liéu toi da 1a 80 mg/ ngay, d thanh thai (lit/ gio/ kg) twong
duong véi ngudi 16n ¢é cing lidu. Suy than: bénh nhan (tré em) c6 do thanh thai creatinin
< 30 ml/ phut va bénh nhan lgc thin chua dugc nghién ciru, do dé khong dung valsartan &
bénh nhin nay. Khéng cén chinh liéu cho bénh nhan ¢6 d¢ thanh thai creatinin > 30 ml/
phut. Nén giam sét chat ché chirc nang than va kali huyét thanh.

QUY CACH PONG GOI

Hop 3 vi, 6 vi,10 vi x vi 10 vién, t& hudng dan str dung. (Vi nhém- nhom)

Hop 2 vi, 4 vi, 8 vi x vi 14 vién, t& hudng dan su dyng. (Vi nhém- nhom).
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PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

-k -A > 2 1 " - ~ r s r I3 .. -~ L. ; .:
- Diéu kién bdo quin: Bao quan noi kho réo, tranh dnh sang, nhiét d6 dudi 30°C. Dé thuoe
ra khoi tam nhin va tam tay cua tré em.,

- Han dung: 36 thang ké tir ngay san xuat.
- Tiéu chuén chét lwgng: Tiéu chuin co so (TCCS).
CO SO SAN XUAT

Céng ty Co phin Dwge APIMED

- Dia chi try s¢: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phé H6 Chi Minh, Viét
Nam.

- Dia chi nha may: Duong N1, cum cong nghi€p Phi Thanh - Vinh Thanh, x& Vinh Thanh,
huyén Nhon Trach, tinh Pong Nai, Viét Nam.
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