‘R THUGC BAN THEO PON

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

TABAREX-160

bé xa t‘l:lm tay cua tré em
Poc ky huong dan sir dung truwée khi dung . )
Thong bao ngay cho bac sy hoic dwgc s§ nhitng tac dung khong mong muon khi sir dung thuoc

To thong tin san phdm nay bao gc”;nz hwong din si dung cho thudc c6 nhiéu ham lwong khdc nhau
PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phan
MJi vién nén bao phim TABAREX chira:
Valsartan ............cooevvviiinnnnnn 80 mg
T4 dugc: Lactose monohydrat, cellulose vi tinh thé M101, povidon (Kollidon 30),
croscarmellose natri, natri lauryl sulfat, silicon dioxyd, magnesi stearat, HPMC E6, talc,
titan dioxyd, polyethylen glycol 4000, polysorbat 80, dau thau dau, mau erythrosin lake, mau
sunset yellow, mau brilliant blue.

Moi vién nén bao phim TABAREX-160 chira:

Valsartan ..........cccoovvvvieinnnnn 160 mg

Ta dugc: Lactose monohydrat, cellulose vi tinh thé M101, povidon (Kollidon 30),
croscarmellose natri, natri lauryl sulfat, silicon dioxyd, magnesi stearat, HPMC E6, talc,
titan dioxyd, polyethylen glycol 4000, polysorbat 80, dau thau dau, mau brilliant blue, mau
black PN.

2. M6 ta san phim ‘
TABAREX: Vién nén tron, bao phim mau hong, mét mat c6 dap gach ngang, mat kia tron.
TABAREX-160: Vién nén dai, bao phim mau xanh, hai mat tron.

3. Quy cach dong géi
TABAREX : Hop 3 vi (Nhdm - Nhom) x 10 vién.
Hop 10 vi (PVC - Nhom) x 10 vién.
TABAREX-160 : Hop 3 vi (Nhom - Nhom) x 10 vién.

4. Thudc diing cho bénh gi?
TABAREX/ TABAREX-160 chira hoat chét 14 valsartan thudc nhoém thude ddi khang thu thé
angiotensin II, giup ban kiém soat tinh trang ting huyét ap. Angiotensin II la mot hop chat
ctia co thé gdy co mach, lam tang huyét ap ctia ban. Valsartan hoat dong bing cach ngan chin
tac dong cua angiotensin II. Két qua 1a mach méu dén ra va huyét ap ha.
TABAREX/ TABAREX-160 dugc dung dé:
- Piéu tri tang huyét 4p & ngudi 16n va tré em > 6 tudi.
- Piéu tri suy tim & nguoi 10n.
- Giam ty 1é tir vong do tim mach sau nhdi mau co tim & ngudi 16n.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Luo6n dung thpéc chinh xac nhu huéng dan cua bac sy hodc duoc sy. Néu ban chua rd, hiy
héi lai cho chac chan.
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Liéu dung:

Tang huyét ap

Liéu khoi dau khuyen cao cua valsartan 1a 80 mg. Tac dung ha huyét ap dang ké xuét hién
trong vong 2 tuan va dat tdi da sau 4 tuan. Bac sy c6 thé cho ban dung liéu cao hon nhu 160
mg va dén tdi da 12 320 mg tity vao tinh trang cta ban.

Bac sy ¢6 thé s& cho ban dung thém céac thudc tri ting huyét ap khac nhu thude loi tiéu dé
tang tic dung ha huyét ap.

Sau nhéi mdu co tim

Nén dung valsartan sém nhat c6 thé trong 12 gid sau khi nhdi mau co tim. Dang bao ché
khong phii hop dé dung khoi dau. Sau lidu khoi dau, bac sy co thé tang lidu cho ban 1én 40
mg, 80 mg va 160 mg x 2 lan/ ngay trong vai tuan tiép theo. Liéu cudi cung phy thudc vao
dung nap cla timg ca nhan. Bac sy co thé cho ban dung phdi hop véi cac thude khac phu hop
véi tinh trang cua ban.

Suy tim

Liéu khoi dau khuyén céo ciia valsartan 1a 40 mg x 2 1an/ ngdy. Sau d6 sé ting liéu dan dén
liéu cao nhét 1a 80 - 160 mg x 2 1an/ ngay trong it nhat 2 tuan. Bac sy c6 thé cho ban ding
valsartan phdi hop véi cac thude tri suy tim khac.

Ting huyét dp 6 tré em tir 6 - 18 tudi

O tré em dudi 35 kg liéu thuong dung 13 valsartan 40 mg x 1 1an/ ngay.

O tré em tir 35 kg tro 1én lidu thuong dung 14 valsartan 80 mg x 1 1an/ ngay.

Trong mot sb truong hop bac sy co thé cho tré dung lidu cao hon (1én dén 160 mg va tdi da 1a
320 mg).

Khong khuyén céo dung cho tré em dudi 6 tudi.

Cach dung:

Ban c6 thé dung TABAREX/ TABAREX-160 cung hoic khong cung voi thirc an. Nubt vién
v6i nude. Nén dung thude vao cting mot khoang thoi gian mdi ngay.

6. Khi nao khong nén dung thudc nay?
Khong nén ding thudc nay néu ban:
- Méin cam véi valsartan hodc bat ky thanh phan nao cua thude.
- Suy gan ning, X0 gan & mat, tic mat.
- Pang mang thai 3 thang giita va 3 thang cudi thai ky.
- Bi dai thao duong hodc suy than (GFR < 60 mL/ phit/ 1,73 m?) va dang sir dung thudc ha
huyét dp c6 chira aliskiren.

7. Tac dung khong mong mudn
Nhu cac thude khdc, valsartan c6 thé gy tic dung khong mong mudn, nhung khong phai ai
cling gap phai.
Ngung ding thudc va lién hé trung tam y té gan nhdt néu ban gap cdc phdn vmg sau:
Céc triéu chtirng phtt mach (mot loai phan tng di tng) nhu:
- Sung mat, moi, ludi hodc ¢ hong.
- Kh6 thd hogc khé nubt.
- Noi may day, ngira.
Cdc tdc dung khong mong muon khdc:
Thuong gap
Choéng mat.
Ha huyét dp kem hozc khong kem triéu ching nhu chong mit va ngat khi dung day.
Giam chirc nang than (déu hiéu cua suy than).
It gap
Mit y thirc dot ngdt (ngat xiu).
Cam gidc xoay vong (chong mat).
Giam chirc nang than nang (déu hiéu cua suy than cép).
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Co thét co, nhip tim bat thuong (ddu hi¢u cua tang kali huyét).

Khong thd duoc, khé thd khi nim xudng, phit & ban chan hodc chan (dau hiéu cta suy tim).
Nhirc dau, ho, dau bung, budn ndn, tiéu chdy, mét moi, yéu.

Chura ré tan sudt

Rop da (dau hiéu ctia viém da bong nudc).

Phan ung di ing kem phat ban, ngira va nbi may day; Triéu ching sot, sung khop va dau
khép, dau co, sung hach bach huyét v/ hodc triéu chimg gidng cim (ddu hiéu ctia bénh
huyét thanh).

Pom tim do, sbt, nglra (déu hiéu cua viém mach mau).

Chay méu hodc bam tim bat thudng.

Dau co.

Sét, dau hong hodc loét mi¢ng do nhiém trung (triéu chiing cua giam bach cau).

Giam hemoglobin va ty 1& hong cau trong mau (c6 thé dan dén thiéu mau trong trudng hop
nghiém trong).

Tang luong kali trong mau (c6 thé gy co that co va nhip tim bat thuong trong trudng hop
nghiém trong).

Tang gia tri chtrc nang gan (c6 thé cho thiy ton thuong gan) bao gdm ting bilirubin trong
mdu (c6 thé gdy vang da va mat trong truong hop nghiém trong).

Tang mirc BUN va ting ndng do creatinin huyét thanh (c6 thé cho thdy chirc ning than bat
thuong).

Giam luwong natri trong mdu (c6 thé gdy mét moi, 1d 1an, co giat co va/ hodc co giat trong
truong hop nghiém trong).

Phét ban, ngtra.

Tén sut cia mot s6 tac dung khong mong mudn c6 thé thay doi tiry vao bénh cta ban. Vi du
nhu chong mit va giam chirc ning than, dugc thiy it hon & nguoi 16n bi ting huyét 4p so voi
nguoi 16n bi suy tim hoac sau con dau tim.

Téc dung khéng mong mudn & tré em twong ty nhu nguoi 16n.

Thuéc c6 thé cé tic dung khdng mong muén khdc, thong bdo cho bdc sy nhitng tdc dung
khéng mong mudn gdp phdi khi sir dung thudc.

8. Nén tranh dung nhirng thudc hoic thue pham gi khi dang sir dung thudc nay?
Thong bdo cho béc s§ hodc duge sy cua ban vé tit ca cdc loai thuéc ma ban dang sir dung,
bao gom ca cac thudc ké don hodc khong ké don, cac vitamin hoac thudc tir duoc liéu.
Thong bdo cho bdc sy hodc diroc sy néu ban dang sir dung cdc thudc sau:
Cic thudc ha huyét ap khac dic biét 1a thude loi tiéu.
Thubc 1am ting luong kali trong mau ctia ban. Bao gém thuc phidm bo sung c6 kali hodc ché
pham thay thé mubi c6 kali, thudc loi tiéu tiét kiém kali va heparin.
Thudc giam dau nhom NSAIDs.
Mot s6 thude khang sinh (nhém rifamycin), thudc chdng thai ghép (ciclosporin) hodc thudc
khang retrovirus dung diéu tri HIV/ AIDS (ritonavir). Nhitng thudc nay c6 thé ting tac dung
cua valsartan.
Lithi (thuéc diéu tri mot s6 bénh vé tam than).
Thudc tc ché ACE hodc aliskiren.
Néu ban dang dung thubc trc ché ACE chung véi mot s6 thudc khac dé diéu tri suy tim nhu
thudc d6i khdng thu thé mineralcorticoid (nhu spironolacton, eplerenon) hodc thudc chen beta
(nhu metoprolol).
Néu ban dang diéu trj sau con dau tim, khong khuyén cdo phdi hop véi thude e ché ACE.
Sty dung TABAREX/ TABAREX-160 voi thuerc an
Ban c6 thé ding thudc ciing hodc khong ciing véi thirc an.

9. Can lam gi khi mjt lin quén khong dung thudc?
Khong diing gap doi lidu dé bu cho lidu da quén.
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Néu ban quén ding mét liéu, diing lidu 6 cang sém cang t6t ngay khi ban nhé ra. Tuy nhién,
néu da sap deén licu tiép theo, bd qua liéu ban da queén.

10. Néu ban mudn ngirng thudc
Ngung st dung TABAREX/ TABAREX-160 c6 thé 1am bénh cua ban nang thém. Khong
ngimg thudc trir khi béc s§ bao ban ngimg.
Néu ban ¢6 cu hoi gi thém, hay hoi ¥ kién bac sy hodc duogc s3.

11. Can bio quan thudc nay nhuw thé nao?
Giit thudc trong bao bi gbc ctia nha san xuét, day kin.
Dé thube noi kho rao, tranh anh sang, nhiét do khong qud 30°C va ngoai tam véi cta tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thude).

12. Nhirng d4u hiéu va tri¢u ching khi ding thudc qua liéu
Diing thudc chinh x4c nhu hudng dan ciia bac sy. Néu ban diing qué liéu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tam y té gan nhat. Khi ding qud liéu ban c6 thé
cam thiy chéng mat ning vi/ hodc ngat.

13. Can phai lam gl khl dung thudc qua liéu khuyén cao?
Ngung diing thudc, ndm xudng va lién lac ngay véi bac sy hodc trung tam y té gan nhat.
Mang theo vién thudc cling v6i bao bi dé bac sy biét ban da udng thudc gi va c6 bién phép xur
1y kip thoi.

14. Nhirng diéu can than trong khi diung thudc nay
Trude khi ding thudc nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sirc khde sau
day:
Néu ban bi bénh gan.
Néu ban bj bénh than nang hodc ban dang dugc chay than nhan tao.
Néu ban bi hep dong mach than.
Néu ban duogc ghép than gan day.
Néu ban duge diéu trj sau khi bi con dau tim hodc suy tim, bac sy cé thé s& kiém tra churc
nang than cua ban.
Néu ban c6 bénh vé tim niang khéc khong phai suy tim hodc con dau tim.
Néu ban tirng bi sung & ludi hodc mit do phan tng di tng goi 1 phit mach khi st dung thudc
khéc (bao gdm thudc tc ché enzym chuyén (ACE)), 'thong bdo vai bdc sj. Néu triéu ching
xay ra khi bang dang dung valsartan, ngimg dung thudc ngay va khong dung lai nira.
Néu ban dang dung thudc c6 thé lam tang luong kali trong mdu cua ban. Nhitng thuoc nay
bao gdm thuc pham bd sung hodc ché pham thay thé mudi c6 kali, thudc loi tiéu tiét kiém
kali va heparin. C6 thé can phai kiém tra dinh ky lwong kali trong méu ctia ban.
Néu ban dudi 18 tudi va ban dung valsartan véi cac thudc khéc rc ché hé renin-angiotensin-
aldosteron (RAAS) (thudc 1am ha huyét dp), bac sy c6 thé kiém tra dinh ky chic ning than va
luong kali trong mdu cua ban.
Néu ban bi cuong aldosteron, bénh nay lam cho tuyen thuong than cta ban tao ra qué nhiéu
hormon aldosteron. Néu ban bi bénh nay, khong khuyen cdo sir dung valsartan.
Néu ban bi mét nudce do tiéu chay, non, hodc dung thude loi tiéu liéu cao.
Ban phai thong bdo cho bic sy biét néu ban dang mang thai (hodc c6 thé c6 thai). Khong
khuyén cdo diing valsartan trong thoi gian dau thai ky va khong duoc sir dung néu ban mang
thai tir 3 thang trd 1én vi ¢ thé gy hai nghiém trong dén con cuia ban.
Néu ban dang dung bat ki thudc nao sau ddy dé diéu tri ting huyét ap:
- Thubc e ché ACE (vi du nhu enalapril, lisinopril, ramipril) dic biét la néu ban bi bénh

than do dai thdo duong.

- Aliskiren.
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- Néu ban dang dung thudc trc ché ACE chung véi mot thuoc khac nhu thuoc doi khang thu
thé mineralcorticoid (nhu spironolacton, eplerenon) hodc thudc chen beta (nhu metoprolol).

Béc sy ¢6 thé kiém tra dinh ky chtrc ning than, huyét ap va luong dién giai (nhu kali) trong

mau cua ban.

Thudc c6 chira lactose, thong bdo cho bac sy néu ban di ting dugc cho biét khéng dung nap

v6i bat cir loai dudng nao.

Thudc ¢6 chtra polysorbat 80, erythrosin lake c6 thé gy di ing va dau thau dau c6 thé gay

budn ndn, ndn, dau bung, tiéu chay.

Phu nir mang thai hodc cho con bu

Ban phai thong bio cho bac sy biét néu ban mang thai (hodc c6 thé c6 thai). Bic sy thuong s&

khuyén ban ngimg dung valsartan truéc khi mang thai hodc cang sém cang tot khi ban biét

minh c6 thai va c¢6 thé khuyén ban sir dung mot thude khéc thay thé. Khong khuyén cdo ding

valsartan trong thoi gian dau thai ky va khong duogc sir dung néu ban mang thai tir 3 thang tré

1&n vi c6 thé giy hai nghiém trong dén con ctia ban néu str dung sau thang thir 3 cua thai ky.

Théng béo cho bic sy néu ban dang cho con bu hodc sap bat dau cho con bd. Khong khuyen

cdo ding valsartan cho phu nit cho con bii va bac sy ¢ thé chon mot thude khac cho ban néu

ban mudn cho con bu, dic biét néu con cta ban con so sinh hoic sinh non.

Ldi xe va van hanh mdy moc

Nhu nhitng thube diéu tri ting huyét ap khac, trong truong hop hiém valsartan co thé gay

chong mit va mét moi va cd thé anh huong dén kha nang tip trung cta ban. Ban can biét

chéc chan anh hudng cta valsartan ddi véi minh trude khi 1ai xe hodc van hanh may méc.

15. Khi nao cin tham véan bac sy, dwoc s§?
Can lién lac ngay véi bac sy hodc trung tdm y té gan nhat khi dung thudc qu4 liéu chi dinh.
Thong thuong, bao gid ciing phai hoi ¥ kién béc sy hodc duoc sy trude lic ding bat ky thude
nao khi mang thai hoac cho con bu.
Théng bdo ngay cho bic sy hodc dugc sy nhing tic dung khong mong mudn gip phai khi st
dung thudc.
Néu can thém théng tin xin hoi y kién béc sy hodc dugc s3.

16. Han dung ciia thudc: 36 thang ké tir ngy san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1. DUQC LUC HQC
Ma ATC: CO9CAO3.
Nhém duge ly: D6i khang thu thé angiotensin II.
Valsartan 1a thudc d6i khang thy thé angiotensin II typ 1 (AT)).
Trong hé renin-angiotensin-aldosteron (RAAS), angiotensin I khong c¢6 hoat tinh dugc
chuyén thanh angiotensin II ¢6 hoat tinh co mach manh, gy tang huyét ap, dong thoi, kich
thich tuyén thuong than bai tiét aldosteron. Ai lyc gin cua angiotensin II trén thy the AT va
AT tuong ty nhau, trong khi do, ai luc ctua valsartan dbi voi thu thé AT, manh gap 20.000
14n so véi ai luc voi thu thé AT». Thu thé AT, tham gia vao hau hét hodc tat ca hoat dong trén
tim mach, than va than kinh trung wong. Valsartan trc ché chon loc angiotensin II gin vao thu
thé AT, & nhiéu m6 khac nhau, trong d6 c6 co tron mach méu va tuyén thuong than, 1am ha
huyét ap bang cach dbi khang céac tac dung giy ra boi angiotensin II (co mach, ting bai tiét
aldosteron, ting bai tiét catecholamin & tuyén thugng than va trudc synap, giai phong arginin
vasopressin, tai hap thu nudc va gy phi dai co tim).
Valsartan khong trc ché enzym chuyén angiotensin va khong trc ché giang héa bradykinin.
Tac dung ha huyét 4p xuét hién khoang 2 gi0 sau khi u6ng valsartan, dat cuc dai sau 4 - 6 gio
va duy tri tac dung trong 24 gio. Khi dung lidu 1ap lai, tac dung chbng tang huyét ap thé hién
rd rét sau 2 tuan, dat toi da sau 4 tudn va duoc duy tri khi diéu tri dai ngay. Ty 1¢ ddy/ dinh
cua hiéu qua giam huyét ap tam thu va huyet ap tam truong tuong ung 1a 78% va 74% cho
thay thudc c6 thé sir dung 1 1an/ ngay trong kiém soat huyét ap.

2. DUQC PONG HQC

Hap thu

Valsartan hap thu nhanh sau khi uéng. Sinh kha dung duong udng dat khoang 25%. Thoi
gian dat nong d6 dinh trong huyét twong trong khoang 2 - 4 gid sau khi dung thudc. Thirc dn
c¢6 anh huong bét loi dén hap thu cua valsartan, 1am giam AUC khoang 40% va giam nong d6
dinh trong huyét twong khoang 50%, nhung nong do trong huyét tuong sau khi uéng 8 gio
tuong tu nhau du ngudi bénh doi hay khong. Tuy vay, AUC giam khong kém theo giam tac
dung lam sang c6 y nghia, do do c6 thé ubng valsartan trong hodc ngoai bira an. AUC va
nong do dinh trong huyét tuong cua valsartan tang tuyén tinh véi liu trong khoang lidu duoc
khuyén céo trén 1am sang.
Phdn bo

Valsartan lién két manh véi protein huyét twong (khoang 94 - 97%), chu yéu lién két véi
albumin. Thé tich phan bd & trang thai 6n dinh sau khi tiém tinh mach valsartan khoang 17 L,
nhu vy chimg t6 khong c6 su phan bd quan trong valsartan vao cdc mo.
Chuyén héa

Valsartan khong duoc chuyén hoa déng ké, chi c6 20% liéu tim thay dudi dang chat chuyén
hoa. Chét chuyén hoa cua valsartan 1 valeryl 4-hydroxy valsartan khéng c6 hoat tinh xac
dinh duoc trong nudc tiéu va phan. Hién chua xac dinh duoc chinh xac cac enzym tham gia
chuyén hoa valsartan nhung c6 thé valsartan khong dugc chuyén hoa qua hé enzym
cytochrom Pyso.
Thai trie

Valsartan dugc thai trur theo nhiéu pha (t12 alpha < 1 gid, t12 beta khoang 9 gio). Valsartan
thai trir chil yéu qua duong mat vao phan (khoang 83%) nhung cling qua than vao nudc tiéu
(khoang 13% heu), chu yéu dudi dang khong d6i. Sau khi tiém tinh mach, do thanh thai
valsartan huyét twong khoang 2 L/ gid va d thanh thai than 0,62 L/ gio (khoang 30% d6
thanh thai toan bd). Thoi gian ban thai cia valsartan khoang 6 gio.
Déi twong dic bigt
Bénh nhan suy tim

Thoi gian trung binh dé dat dugc ndng do dinh trong huyét twong va thoi gian ban thai cua
valsartan tuong ty nhu ngudi khoe manh. Tri s6 AUC va Ciax clia valsartan tang tuyén tinh
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va hau nhu ty 1& véi liéu trong pham vi liéu 1am sang (40 - 160 mg, ngay 2 lan). Ty 18 tich liy
trung binh khoang 1,7. DB thanh thai biéu kién cua valsartan sau khi uéng khoang 4,5 L/ gio.
Tudi khong anh hudng dén do thanh thai biéu kién & nguoi suy tim.

Nguoi cao tudi

O mot sb6 ngudi, ndng d6 valsartan mau hoi cao hon ngudi tré, nhung khéng c6 y nghia nao
vé mat 14m sang.

Suy than

Khong c6 mdi twong quan nao giira chirc ning than va ndng do valsartan huyét twong. Do d6
khong can diéu chinh lidu dbi v6i nguoi bi ton thuong than (Cle > 10 mL/ phut). Hién nay
chua c6 kinh nghiém véi nguoi bénh cé Cler < 10 mL/ phuit.

Do gin két manh véi protein huyét twong, it ¢6 kha nang loai bo valsartan bang thim phan.
Suy gan

Khoang 70% lidu hép thu duoc thai trir qua mat, chi yéu dudi dang khong doi. Valsartan it
chuyén héa. AUC gap doi da thiy & nguoi bi suy gan nhe t6i vira so v6i nguoi khoe manh.
Tuy vay, khong c6 mdi twong quan nio gitra ndng do huyét tuong cua valsartan va mic do
nang cuia bénh gan. Valsartan chua dugc nghién ctru ¢ suy gan nang.

3. CHI PINH
Diéu tri tang huyet ap 0 nguoi 1on va tré em trén 6 tudi, c6 thé dung don doc hodc phdi hop
v6i céc thude chong ting huyet ap loai khéc.
Diéu trj suy tim sung huyét, ngudi ting huyét 4p suy tim (loan ning tm thu hodc tim truong)
co triéu chung.
Diéu tri sau nhoi mau co tim trén bénh nhan suy thét tri hodc rdi loan chirc nang tim thu that
trdi nham giam ty 1¢ tir vong do tim mach.

4. LIEU DUNG - CACH DUNG

Liéu dung 6 nguoi lon

Tang huyét dap

Liéu duoc khuyén cao khoi dau cua valsartan la 80 mg. Tac dung ha huyet ap dang ké xuét
hién trong vong 2 tuan va dat tdi da sau 4 tuan. O mét sd bénh nhan co huyet ap khong dugc
kiém soat ddy du, co thé ting lidu 1én 160 mg va dén liéu t6i da 1a 320 mg. Khoang cach
chinh lidu tdi thiéu 1a 4 tuan.

C6 thé phdi hop valsartan voi cac thude tri ting huyét ap khac. Phbi hop thém thude loi tiéu
nhu hydroclorothiazid sé& ting tac dung ha huyét ap.
Sau nhoi mdu co tim

O bénh nhén 6n dinh vé 1am sang, nén dung valsartan sém nhat c6 thé trong 12 gid sau khi
nhdi mau co tim. Liéu khai dau 20 mg x 2 1an/ ngay (dang bao ché khong phii hop dé ding
khéi ddu). Sau khi dung liéu khoi déu bénh nhén c6 thé dugc ting lidu 1én 40 mg, 80 mg va
160 mg x 2 lan/ ngay trong vai tuan tlep theo.

Liéu muc tiéu t6i da 1a 160 mg x 2 lan/ ngay. Noi chung khuyen cao cho bénh nhan dat mure
lidu 80 mg x 2 1an/ ngdy trudc 2 tudn sau khi khoi dau diéu tri va dat liéu t6i da 160 mg x 2
lan/ ngay trude 3 thang, dya trén dung nap cua bénh nhan. Néu xay ra triéu ching ha huyét
ap hodc rdi loan chirc ning than, nén can nhic giam lidu.

Co thé dung valsartan voi cac thudc diéu tri sau nhdi mau co tim khac nhu thudc 1am tan
huyet khéi, acid acetylsalicylic, thudc chen beta, statin va thudc loi tiéu. Khong khuyén céo
phdi h0‘p v6i thude trc ché enzym chuyén angiotensin (ACE).

Panh gia bénh nhan sau nhdi méau co tim nén ludén bao gdm danh gia chirc nang than.

Suy tim

Liéu ban dau duoc khuyén cdo cia valsartan 1a 40 mg x 2 1an/ ngay. Tang heu Ién 80 mg va
160 mg x 2 1an/ ngay nén dugc thuc hién trong khoang thoi gian it nhit 2 tuan dén lidu t01 da,
néu bénh nhan dung nap. Can nhéc giam liéu ciia thude loi tiéu ding dong thoi. Lidu t6i da
hang ngay trong cac thir nghiém 1dm sang 1a 320 mg, chia 1am nhiéu lan dung.
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C6 thé dung valsartan voi cac thubc didu tri suy tim khac. Tuy nhién khong khuyen cao ph01
hop 3 thudc gdm thube e ché ACE, valsartan va thudc chen beta hodc thude loi tiéu tiét
kiém kali.

Danh gia bénh nhan suy tim nén luén bao gdom danh gi chirc nang than.

Poi twong dic biét

Ngwoi cao tudi

Khong can chinh liéu & nguoi cao tudi.

Bénh nhan suy than

Khong can chinh liéu & nguoi 16n ¢6 d6 thanh thai creatinin > 10 mL/ pht.

Bénh nhan suy gan

Chéng chi dinh valsartan voi bénh nhan suy gan ning, xo gan mat va bénh nhan @ mat. O
bénh nhan suy gan nhe t6i vira khong kém & mat, liéu valsartan khong nén vuot qua 80 mg.
Tré em

Tré em bi ting huyét dp

Tré em va thanh thiéu nién tir 6 - 18 tudi

Liéu khoi dau 1a 40 mg x 1 1an/ ngay cho tré em duéi 35 kg va 80 mg x 1 lan/ ngay cho tré
em tir 35 kg trd 1én. Hiéu chinh liéu dua trén dap Gng huyét ap. Liéu ti da dugc thé hién
trong bang sau.

Liéu toi da dwgc nghién ciru

Can nang trong thir nghiém 1am sang

Tir > 18 kg dén < 35 kg 80 mg
Tu > 35 kg dén <80 kg 160 mg
Tu > 80 kg dén < 160 kg 320 mg

Tré em dudi 6 tudi

Hi¢u qua va an toan cua valsartan cho tré em dudi 6 tudi chua duge thiét lap.

Tré em tir 6 - 18 tudi bi suy thdn

Khong khuyén cao dung valsartan cho tré em c6 d6 thanh thai creatinin < 30 mL/ phut va tré
em dang chay than nhan tao do chua c6 nghién ctru trén ddi trong nay. Khong can chinh lidu
O tré em c6 do thanh thai creatinin > 30 mL/ phut. Nén theo doi chét ché chirc nang than va
kali huyét thanh.

Tré em tir 6 - 18 tudi bi suy gan

Gibng nhu nguoi 16n, chéng chi dinh valsartan véi tré em suy gan nang, Xo gan mat va u
mat. Thong tin sir dung valsartan ¢ tré em suy gan nhe dén vira con han ché. Liéu valsartan &
nhitng bénh nhan nay khong nén vugt qua 80 mg.

Tré em suy tim va tré em bi nhoi mdu co tim gan day

Khong khuyén cdo sir dung valsartan trong diéu tri suy tim hodc sau nhdi mau co tim & tré
em va thanh thiéu nién duéi 18 tudi do thiéu théng tin an toan va hiéu qua.

Cach dung:

Ubng thude véi nude ciing hoic khong ciing véi thirc an.

5. CHONG CHI PINH
Man cam véi valsartan hodc véi bat ky thanh phan nao cua thude.
Suy gan nang, xo gan &r mat, tac mat.
Phu nit mang thai 3 thang gitta va 3 thang cudi thai ky.
Str dung déng thoi vai aliskiren ¢ bénh nhan bi dai thdo duong hodc suy than (GFR < 60 mL/
phit/ 1,73 m?).

6. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC
Ting Kali huyét
Khong khuyén cdo st dung dong thoi vai thuc pham bd sung c6 kali, thude loi tiéu tiét kiém
kali, ché pham thay thé mudi c6 kali hodc cic thudc cé thé lam ting kali khac (nhu
heparin...). Nén theo ddi nong d¢ kali khi thich hop.
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Mot s6 bénh nhan suy tim xuét hién tang kali huyét, tic dung nay thuong nhe va thodng qua,
va thuong xay ra & bénh nhan di bi suy than tir trude. C6 thé can giam liéu va/ hodc nglmg
valsartan.

Suy gidam chirc nang thian

Hién chua c6 kinh nghiém vé an toan khi st dung valsartan cho bénh nhan cé d¢ thanh thai
creatinin < 10 mL/ phit va bénh nhan dang chay than nhan tao, vi vy than trong khi stir dung
& nhirg bénh nhan nay. Khong can hiéu chinh liéu cho ngudi 16n ¢6 do thanh thai > 10 mL/
phuit.

Thudc trc ché hé renin-angiotensin va thudc loi tiéu c6 thé gy thay déi chirc ning than bao
gdm suy than cip.

Suy gan

Than trong khi st dung valsartan cho bénh nhan suy gan nhe dén vira khong bi & mat.

Bénh nhin giam natri va/ hodic giam thé tich tuin hoan

O bénh nhan giam natri va/ hodc giam thé tich ning, nhu nhiing bénh nhan dung thubc loi
tiéu lidu cao, triéu ching ha huyét ap co thé xay ra (hiém gip) sau khi khoi dau diéu tri véi
valsartan. Giam natri va/ hodc giam thé tich nén duoc diéu tri trudc khi dung valsartan, vi du
nhu giam lidu thudc loi tiéu, hodc khoi dau diéu tri dudi su theo ddi y té chat ché.

Ghép than

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

Cuong aldosteron nguyén phat

Khong nén dung valsartan cho bénh nhan cuong aldosteron nguyén phat vi hé renin-
angiotensin ¢ nhirng bénh nhan nay khong hoat dong.

Hep dong mach chii va van hai 14, co tim phi dai tic nghén

Nhu nhiing thube gian mach khac, dac biét than trong khi dung valsartan cho bénh nhan hep
dong mach chu hoac van hai 14, hodc co tim phi dai tic nghén.

Nhoi mau co tim gin diy

Phéi hop captopril va valsartan khong tang thém loi ich lam sang, thay vao do, nguy co tac
dung khong mong mudn ting 1én so véi khi diéu tri voi timg thubc don doc. Vi vay, khong
khuyén céo phéi hop valsartan véi cac thude e ché ACE.

Nén than trong khi khéi dau diéu tri & bénh nhan sau nhdi mau co tim. Panh gia bénh nhan
sau nhdi méau co tim nén ludn bao gdm danh gia chirc nang than.

St dung valsartan 6 nhimg bénh nhan nay thuong gay ha huyet ap, nhung thuong khong can
ngimg diéu tri vi triéu chimg ha huyét ap kéo dai néu dung thudc dang theo hudng dan.

Suy tim

Nguy co tic dung khong mong mudn, dic biét 1a ha huyét ap, ting kali huyét va giam chuc
nang than (bao gém suy than cdp), co thé ting khi sir dung phdi hop valsartan voi thude tre
ché ACE. O bénh nhan bj suy tim, phéi hop 3 thude e ché ACE, chen beta va valsartan
khéng cho thay loi ich trén 1am sang. Phéi hop nay 1am ting nguy co tac dung khéng mong
mudn va vi vay khong khuyén cdo st dung phdi hop nay. Phdi hop 3 thude e ché ACE, d6i
khang thu thé mineralcorticoid va valsartan ciing khong duoc khuyén cdo. Khi sit dung
nhirng phdi hop ndy, nén c6 sy gidm sat cta chuyén gia va theo ddi chit ché chirc ning thén,
dién giai va huyét ap thuong xuyén.

Nén than trong khi khoi dau diéu tri & bénh nhan suy tim. Danh gi4d bénh nhéan sau nhdi mau
co tim nén ludn bao gdm danh gia chirc nang than.

St dung valsartan ¢ nhitng bénh nhan nay thuong gy ha huyet ap, nhung thuong khong can
ngung diéu tri vi triéu chimg ha huyét ap kéo dai néu dung thudc ding theo huéng dan.

O bénh nhan c6 chirc nang than phu thuéc mot phan vao hoat dong cua RAAS (nhu bénh
nhan bi bénh than man tinh, suy tim sung huyét nang, hodc giam thé tich), str dung thudc tic
ché ACE co thé gy thiéu niéu vi/ hodc ting ure huyet tién trién va trong truong hop hiém 1a
suy than cap va/ hoac tir vong. Vi valsartan la thudc chen thu thé angiotensin I (ARB),
khong thé loai trir kha ning suy giam chirc nang than khi sir dung valsartan. Theo d&i chirc
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ning than dinh ky cho nhitng bénh nhan nay. Can nhic tam nging hodc ngimg diéu tri & bénh
nhan giam chtrc nang than dang ké trén 1am sang khi diing valsartan.

Khong nén ding phéi hop thude e ché ACE va ARB ¢ bénh nhan bi bénh than do dai thao
duong.

Tién sir phit mach

Phu mach, bao gdém phu thanh quan va thanh mén, gy tic nghén duong the va/ hoac phu ¢
mat, moi, cb hong, va/ hodc ludi da duge bao cao ¢ bénh nhan dleu tri v6i valsartan; Mot s6
bénh nhén c6 tién st phu mach khi dung cac thuc khac bao gém thube trc ché ACE. Nén
ngimg valsartan ngay 1ap tirc néu xut hién pht mach, va khong nén sir dung lai valsartan.
Phong bé kép RAAS

C6 bang chimg cho thay viéc phdi 'hop sir dung thudc trc ché ACE, ARB hodc aliskiren tang
nguy co ha huyet ap, tang kali huyét, va giam churc nang than (bao gom suy than cip). Vi vay
khong khuyén cdo phong bé kép RAAS bang phéi hop thude e ché ACE, thuéc ARB hoic
aliskiren.

Néu phdi hop diéu tri phong bé kép 1a that su can thiét, chi nén sir dung dudi sy giam sat cia
chuyén gia va theo ddi chat ché chirc nang than, dién giai va huyét ap ctia bénh nhan thudng
xuyeén.

Ha huyét ap

Néu xay ra ha huyet ap qua muc, nén dat bénh nhan ¢ tu thé nam ngira, truyén tinh mach
nuéc mudi sinh 1y néu can. Khéng chéng chi dinh tiép tuc diéu tri khi co dap ung ha huyét 4p
thoang qua, thudng khong gip kho khan khi tiép tuc diéu tri mot khi huyét ap da 6n dinh.
Hep dong mach than

An toan chua duoc thiét lap & bénh nhan hep dong mach than hai bén hodc hep ¢ than don
doc.

Cic thudc khic anh hudng dén hé renin-angiotensin c¢6 thé ting uré huyét va creatinin huyét
thanh & bénh nhan hep dong mach than mot bén, vi vy nén theo doi chirc nang than ¢ bénh
nhan dung valsartan.

Tré em

Suy giam chirc nang thin

Khong khuyén céo st dung valsartan cho tré em c6 d6 thanh thai creatinin < 30 mL/ phut
hodac dang duogc chay than nhan tao do chua c6 nghién ctru st dung thude trén nhirng ddi
tuong ndy. Khong can hiéu chinh liéu cho tré em c6 do thanh thai creatinin > 30 mL/ phut.
Nén theo doi chat ch€ chirc nang than va kali huyét thanh khi diéu tri v6i valsartan. Dic biét
1a dung valsartan khi c6 su hién dién ctia nhimg tinh trang khac (sét, mat nude) dé 1am giam
chtrc nang than.

Suy giam chirc nang gan

Gibng voi nguoi 16n, chéng chi dinh valsartan & tré em bi suy gan ning, xo gan mat va (r mat.
Kinh nghiém lam sang si dung valsartan cho tré em bi suy gan nhe dén vira con han ché.
Khong nén dung liéu qua 80 mg & nhitng bénh nhan nay.

Than trong ta dwoc

Thudc ¢6 chira lactose, bénh nhan mac bénh di truyén hiém gip khong dung nap galactose,
thiéu hut Lapp lactase hodc rdi loan hap thu glucose- galactose khong nén dung thude nay.
Thudc ¢6 chira polysorbat 80, erythrosin lake c6 thé gy di ing va dau thau dau cé thé gy
budn ndn, ndn, dau bung, tiéu chay.

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

Phu nir co thai

Valsartan va céc thudc tac dung truc tiép trén RAAS néi chung khi st dung & phu nir ¢6 thai
trong ba thang giita va ba thdng cudi cta thai ky c6 thé gdy ton hai cho thai nhi (suy giam
chire nang than, it nudc i, cham héa cbt xuong so) va tré so sinh (suy than, ha huyét ap, tang
kali huyét), tham chi c6 thé gy chét thai. Vi vay, chdng chi dinh sir dung valsartan cho phu
nir c6 thai trong giai doan ba thang giita va ba thang cudi cua thai ky. Khong khuyén cdo sir
dung valsartan trong ba thang dau cia thai ky. Mic dit cdc nghién ciru dich té hoc hién chua
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chimg minh duoc nguy co gdy quéi thai khi st dung thudc trong ba thang dau cua thai ky
nhung khong thé loai trir dugc hoan toan nguy co nay. Khi phat hién c6 thai, ngudi bénh
dang diéu tri bang valsartan can ngimg ngay thudc va diéu trj thay thé bang thubc khac. Néu
da sir dung valsartan trong mot thoi gina dai tir ba thdng giira thai ky, can siéu am kiém tra
chirc nang than va chup so cda thai nhi. Tré so sinh c6 me su dung valsartan trong thoi ki
mang thai can dugc theo ddi chit ch& nguy co ha huyét ap.

Phu nir cho con bi

Dt liéu thyc nghiém trén chudt cho thdy valsartan duoc bai tiét vao sita me. Hién chua 16
lidu valsartan co dugc bai tiét vao sita me O nguoi hay khong. Do nguy co bét loi trén tré bu
me, nén ngung cho con bu trong thoi gian diéu tri bang valsartan hodc ngimg thudc va diéu
tri thay thé bang thudc khic.

Anh hwéng ciia thudc ddi voi cong viée (ngudi van hanh may méc, ngudi dang lai tau xe,
nguoi lam viéc trén cao va cac trweong hop khac)

Chua c6 nghién ctru vé anh hudng cia thudc dén kha ning lai xe va van hanh may moc
nhung nén than trong vi thudc thinh thoang gay chong mit hodc mét moi.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC

KHAC
Phong bé kép RAAS bing ARB, thudc trc ché ACE hoic aliskiren
Nghién ctru 1am sang cho thiy phong bé kép RAAS bang ARB, thudc tic ché ACE hoic
aliskiren gy ting tan suat tdc dung khong mong mudn nhu ha huyét ap, tang kali huyét va
giam chirc nang than (bao gom suy than cap) so voi st dung don ddc mot thudc tac dong 1én
RAAS.
Khéng khuyén cio phéi hop
Lithi
D3 c6 bao céo vé sy gia ting thuan nghich ndng do lithi trong huyét thanh va doc tinh khi st
dung df)ng thoi véi chat tic ché enzym chuyén angiotensin hodac ARB bao g6m valsartan. Néu
can thiét phai phbi hop thi nén theo doi can than nong do lithi trong huyét thanh. Néu ciing c6
sur dung thuoc loi tiéu, nguy co doc tinh cua lithi c6 thé ting cao hon nita.
Thuéc li tiéu tiét kiém kali, thuc phdm bé sung cé kali, ché pham thay thé muéi cé kali va
cdc chit khdc cé thé gay ting néng dé kali
Néu céc thudc ¢6 anh huong dén ndng do kali duge cin nhic 1a can thiét sir dung phdi hop
v6i valsartan, nén theo ddi nong do kali huyét tuong.
Thén trong khi phéi hop
Thuéc khdng viém non-steroid (NSAIDs), bao gom thuéc trc ché chon loc COX-2, acid
acetylsalicylic (> 3 g/ ngay) va thuéc irc ché khong chon loc
Khi st dung dong thoi ARB va NSAIDs c6 thé 1am giam tac dong chong tang huyét ap. Hon
nira, sy str dung dong thoi ARB va NSAIDs c6 thé lam ting nguy co ton thuong than va tang
kali huyét thanh. Vi thé bénh nhan nén dugc theo ddi chirc ning than khi bat dau cling nhu
ubng nude day du.
Chit vdn chuyén
Thong tin in vitro cho thay valsartan 1 co chat cho chat van chuyén vao trong gan
OATPIB1/ OATPIB3 va chét van chuyén ra ngoai gan MRP2. Chua rd mdi lién quan 1am
sang cua phat hién nay. St dung chung thudc rc ché chét van chuyén vao trong gan (nhu
rifampin, ciclosporin) hodc chat van chuyén ra ngoai gan (nhu ritonavir) co thé tang AUC
toan than cia valsartan. Can c6 sy than trong thich hop khi khéi ddu hodc két thic phdi hop
diéu tri véi nhitng thudc nay.
Thuéc chong ting huyét dp nhém chen beta va chen kénh calci
Dung ddng thoi voi valsartan 1am ting tac dung ha huyét p.
Thudc loi tiéu quai, thuéc loi tiéu nhém thiazid
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Ha huyét 4p c6 biéu hién triéu chimg c6 thé xay ra khi bit dau sir dung valsartan & nguoi
bénh dang dung thudc lgi tiéu liéu cao. Nong do kali huyét thanh c6 thé ting, giam hodc
khong thay d6i khi phdi hop tity theo timg nguoi bénh.

Cdc thuéc khdc

Trong nghién ctru twong tac thudc cua valsartan, khong co tuong tac dang ké trén 1am sang
nay duoc théy khi dung valsartan véi cac thudc sau: Cimetidin, warfarin, furosemid, digoxin,
atenolol, indometacin, hydroclorothiazid, amlodipin, glibenclamid.

Tré em

O tré em va thanh thiéu nién, thuong gap bat thuong tiém an vé than, nén than trong khi phdi
hop valsartan véi cc thudc khic trc ché RAAS vi ¢6 thé gay ting kali huyét thanh. Nén theo
doi chit ché chire ning than va kali huyét thanh.

8. TAC DUNG KHONG MONG MUON
Nguwoi lon
Ting huyét dp
It gap, 1/1.000 <ADR < 1/100
Tai va mé dao: Chong mat.
H6 hap, 16ng nguc va trung that: Ho.
Ti€u hoa: Pau bung.
Toan than: Mé&t moéi.
Chura r6 tan sudt
Miu va hé bach huyét: Giam hemoglobin, giam hematocrit, giam bach cau trung tinh, giam
tiéu cau.
Mién dich: Qua man bao gdm bénh huyét thanh.
Chuyén hoa va dinh dudng: Tang kali huyét thanh, ha natri huyét.
Mach mau: Viém mach.
Gan mat: Céc gid tri chtc ning gan cao bao gdm ting bilirubin huyét thanh.
Da va cac mo dudi da: Phu mach, viém da bong nudc, phét ban, ngtra.
Co xuong va mo lién két: Pau co.
Than va tiét niéu: Suy than va suy giam chiic ning than, ting creatinin huyét thanh.
Sau nhoéi mdu co tim va/ hodc suy tim
Thwong gap, 1/100 <ADR < 1/10
Than kinh: Chéng mit, chéng mat tu thé.
Mach mdu: Ha huyét 4p, ha huyét ap tu thé.
Than va tiét niéu: Suy than va suy giam chtic ning thin.
It gap, 1/1.000 <ADR < 1/100
Chuyén hoéa va dinh dudng: Tang kali huyét.
Than kinh: Ngét xiu, nhirc dau.
Tai va mé€ dao: Chéng mat.
Tim: Suy tim.
H6 hap, 16ng nguc va trung that: Ho.
Tiéu héa: Budn nén, tiéu chay.
Da va cac md dudi da: Phui mach.
Than va tiét niéu: Suy than cip, ting creatinin huyét thanh.
Toan than: Suy nhuoc, mét moi.
Chura ré tan sudt
Mau va hé bach huyét: Giam tiéu cu.
Mién dich: Qua man bao gém bénh huyét thanh.
Chuyén héa va dinh dudng: Tang kali huyét thanh, ha natri huyét.
Mach mau: Viém mach.
Gan mat: Céc gid tri xét nghiém chirc nang gan tang.
Da va cac mo dudi da: Viém da bong nudce, phét ban, ngura.
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Co xuong va mo lién két: Pau co.

Than va tiét niéu: Tang BUN.

Tré em

Ting huyét dp

Ngoai trir nhitng rdi loan tiéu héa riéng 18 (nhu dau byng, budn ndn, ndn) va chéng mat,
thong tin tir nhitng nghién ctru 1am sang cho théy tic dung khong mong muon khi sir dung
valsartan ¢ tré em so v6i nguodi 16n khac nhau khong c6 y nghia vé loai, tan suét va mic do.
Tang kali huyét thuong gip hon ¢ tré em va thanh thiéu nién tir 6 - 18 tudi c6 bénh than man
tinh tiém an.

Thude c6 thé gdy ra cdc tic dung khdng mong muon khdc, khuyén bénh nhan théng bdo cdc
tic dung khéng mong mudn gdp phdi khi diing thuoc.

9. QUA LIEU VA CACH XU TRI
Triéu chung
Qui liéu valsartan gdy ha huyét dp ro rét, c6 thé dan dén giam murc do y thirc, truy tuan hoan
va/ hoic sdc.
Xur tri v
Cach xtr tri phu thudc vao thoi gian udng thudc va loai va do ning cia triéu chimg; On dinh
tuan hoan 13 van dé quan trong hang dau.
Néu xay ra ha huyét ap, nén dé bénh nhan & tu thé ndm ngira va nén diéu chinh thé tich mau.
Valsartan khé bi loai b bang tham tich mdu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong diing qué lidu chi dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phude 1, Phuong Théi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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