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CHIBINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc té hudng din si dung.

DE XA TAM TAY CUA TRE EM. DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.,

BAO QUAN: P nai kha réc, tranh anh sing, rihigt do khang qua 30°C

TIEU CHUAN: JP X1 SBK:

W San xudt bai:
ELOMED CONG TY CO PHAN DUGC PHAM GLOMED 8
S 35 Bai Lo Tu Da, KON Vit Nam-Singapore, Thusn An, Binh Duong. Ak i |
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HUGNG DAN SU DUNG THUOC

TENECAND
Candesartan
Vién nén
1. Tén thubc va Thanh phén
Hoat chit:
TENECAND 4: Candesartan cilexetil 4 mg mdi vién.
TENECAND 8: Candesartan cilexetil 8 mg mdi vién.
TENECAND 16: Candesartan cilexetil 16 mg mdi vién.
T4 dwge: Lactose monohydrat, cellulose vi tinh thé, tinh bt ngd, croscarmellose natri, oxyd skt do, low-substituted hydroxypropyl
cellulose (L-HPC), polyethylen glycol 6000, magnesi stearat.
2. Mé ta san phim
V¢ h6a hoc, Candesartan cilexetil 1a (+)-1-Hydroxyethyl 2-ethoxy-1-[p-(o- 1H-tetrazol-Sylphenyl)benzyl]-7-
benzimidazolecarboxylat, cyclohexyl carbonat (ester).Cong thirc phén tir 14 C33H34N¢Os, va phan tir lugng la 610,66. Candesartan
cilexetil c6 cong thirc cdu tao nhu sau:

CHy
,(D ?
| N=N VO
=
Na, JNH
9P ;
%
e
. M3i vién nén chira 4 mg hoc 8 mg hodc 16 mg candesartan cilexetil.
3. Duge lre hoe va durge ding hoc
Duwge luc hoc

Candesartan 13 thudc chéng tang huyét ap ding dudng ubng c6 tac dung dbi khang thu thé angiotensin II (AT)). Angiotensin II

dugec tao thanh tir angiotensin I va dugce xtic tdc boi men chuyén (ACE, kinase II). Angiolensin I1 14 téc nhan co mach, tang huyét /7"

ap, kich thich téng hop aldosteron, t4i hdp thu Na+, kich thich tim. Candesartan (rc ché sy co mach va hiéu qua bai tiét aldosteron

cuia angiotensin II do can tré sy gén angiotensin 11 1én thy thé AT, (thy thé angiotensin loai 1) & nhidu mé nhw co tron thanh mach,

tuyén thugng thén. Cling c6 thy thé AT, 6 nhiéu mé nhung n6 khong lién quan dén diéu hoa tim mach.

Candesartan khéng trc ché men chuyén, ciing nhu khong gén hojc khéa hormon khéc hozc kénh ion lién quan dén diéu hoa tim

mach.

Dugc dpng hoc

Candesartan cilexetil 1a mot tién chit dang ester, bj thity phan trong qua trinh hép thu & dwong tiéu hoa chuyén thanh dang

candesartan c6 hoat tinh. Sinh kha dung tuyét dbi khoang khoang 14% sau khi uéng thudc. Nong d6 dinh trong huyét tuong dat

duge sau khi udng thubc 3 — 4 gid. Hon 99% thude gén véi protein huyét tuong. Nira doi thai trix ciia thude khoang 9 gidy. Thube

thai trir chit yéu qua nuéce tidu va mét & dang khong dbi va mét phin nhé & dang khéng hoat tinh,

| 4. Chi dinh

| - Didu tri tang huyét 4p.

- Puge ding mdt minh hay phéi hop véi thude trj tang huyét 4p khéc trong diéu tr suy tim & bénh nhén suy chirc nang tdm thu thit
trai

5. Liéu dung va cdch ding

Liu diing ~
. Diéu trj ting huyét dp: Téc dung ha huyét 4p dat dugc sau khi ubng thude 2 gidy, va c6 hiéu lyc t6i da trong vong 4 tudn sau khi Ll
bit diu diéu trj. <
Lidu khoi ddu: 8 - 16 mg, ngay ubng mt 1an, R
Liéu duy tri: 8 mg, ngay udng mot lan, 1
Didu tri suy tim: Lidu khai diu 4 mg, ngay ubng mat 1n, tang lidu gip doi sau 2 tudn dén lidu 32 mg, ngay udng mét ln. P
Bénh nhéin suy gan: Suy gan nhe dén vira: Lidu khoi ddu 2 mg, ngay mét 1an. Y
Bénh nhén suy than: Liéu khoi ddu 4 mg, ngay mot 14n, k& ca bénh nhan phai chay thin nhén tao. s
Cich ding :“‘

Co6 thé udng thudc ciing hoiic khéng cling véi bira an.

6. Chéng chi dinh

Qué min cam véi candesartan hoic véi bit ki thanh phin nao cia ché phim,

Suy gan ning.

Phuy nir c6 thai.

Dung phdi hop candesartan véi cac thude tre ché renin tryc tiép & bénh nhan déi thdo dudng, bénh nhén suy giam chirc nang than.
7. Lwu ¥ va thén trong

Sir dung thubc thén trong trén nhimg bénh nhén bj hep dfng mach thin, b¢nh nhan suy théin hay suy gan.

@ nhimg bénh nhan bj giam thé tich ndi mach (nhu nhimg ngudi duge diéu trj véi lidu cao thudc 1gi tidu) co thé xay ra tut huyét 4p,
nén didu chinh tinh trang nay truéc khi diing candesartan hoc diing lidu khoi ddu thip hon.

|_Vi tinh trang tang kali huyét 6 thé xay ra, nén kiém soét néng dj kali trong huyét thanh, djc biét & nguoi gia va bénh nhan suy
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thén, va tranh ding chung véi thude lgi tidu gitr kali,

Sir dung trén phu nir c6 thai: Candesartan chdng chi dinh trong thai ky, nén ngimg diing candesartan néu phat hién c6 thai.

Sir dyng trén phy nir cho con bii: Chua duge biét 3 candesartan c6 bai tiét trong sita me hay khong. Do nhidu thubc duoc bi tiét

trong sira va do kha néing xay ra tic dung ngoai y ciia candesartan trén tré b me, nén quyét dinh ngimg cho tré bt hodc ngimg

thube tiry vao tm quan trong ctia thude ddi véi ngudi me.

Sir dung thubc trén tré em: Tinh an todn va hi¢u qua cua candesartan trén tré em chira dugce xéc dinh. Do d6 khong nén ding

thudc nay cho tré em néu khong cb chi dinh cua béc si.

Anh huéng ciia thube dén kha niing didu Khién thu xe va vin hinh may méc: Candesartan c6 thé géy hoa mét, do d6 nén than

trong khi ding thudc cho ngudi 14i xe va vén hanh may moc.

8- Twong tic ciia thube véi cic thude Khic va cic dang twong tic khéc

Téc dung chéng tang huyét 4p ciia candesartan dugc ting cudng khi dung ddng thoi voi cac thude 1am ha huyét ap khac.

Candesartan dugc chuyén héa boi hé enzym cytochrom P450 va twong téc ¢6 thé xay ra véi céc thudc tac dong vao hé enzym nay.

NSAID c6 kha niing 1am ting nguy co suy thin va giam tac dung chéng ting huyét 4p cua candesartan khi ding dbng thoi,

Candesartan lam tang néng dd lithium trong huyét thanh khi ding déng thoi.

Ché phim cung cdp kali, thudc 1gi tiéu tiét kigm kali hogc céc thube 1am tang kali huyét khéc c6 thé 1am tang téc dyung tang kali

huyét, nén tranh diing phéi hop candesartan v&i cac ché phim nay.

9- T#c dung khéng mong muén

Téc dung ngoai ¥ thudng xay ra do candesartan gbm hoa mét, giam huyét ap thé dimg, dau lung, nhiém khuén dudng ho hép trén,

viém hong, viém miii.

Céc tac dung khac hiém khi xay ra nhu chire nang gan bét thudng, ting men gan va viém gan, ndi mén, may day, ngira, phii mach,

tang kali huyét, ha natri huyét, ho.

Céc thc dung ngoai ¥ khac do thudc déi khang thu thé angiotensin 11 gdm rdi loan hé hép, réi loan tiéu hoa, mét moi, va giam bach

céu trung tinh.

. Ngung st dung va hoi ¥ kién bdc s néu ban gip bat ky truong hop ndo sau ddy: Céc tac dung phu trd nén nin
Théng bdo cho béc si nhimg tic dung khéng mong mubn gip phai khi sir dung thude,

10. Qué liéu va xir tri

Triéu chumg: Déu hidu cia qua lidu candesartan gdm ha huyét 4p, chéng mat, tim dap nhanh, mach cham.

Xtr tri: Lap tirc 1am rdng da day bing cach gdy non hodc rira da day. Néu tridu chimg ha huyét 4p xay ra, nén dﬁa

| phin méu khong thé loai bo candesartan.

| 11. Dang bao ché va dong goi

Hop 3 vi x 10 vién nén.

Hop 10 vi x 10 vién nén.

12. Pidu Kién bao quan: D& noi khé réo, tranh 4nh sang, nhiét do khong qua 30°C.

13. Tiéu chuéin chiit lwgng: JP XVI.

14. Han dang: 36 thang ké tir ngay san xudt.

THUOC BAN THEO PON
. DE XA TAM TAY CUA TRE EM
[ POQC KY HUGNG DAN SU DUNG TRUOGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xudt bai: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: $6 35 Pai 16 Ty Do, KCN Viét Nam - Singapore, thi xi Thudn An, tinh Binh Duong.
. DT: 0650. 3768823 Fax: 0650. 3769095
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