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" (Candesartan alexetn 16 mg

Hop 3 vix 10 vién nén

E.

THANH PHAN: M&i vién nén chia Candesartan cilexetil 16 mg.

CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc to hudng diin sif dung

BE XA TAM TAY CUA TRE EM. DOC K¥Y HUGNG DAN SUY DUNG TRUGC KHI DUNG. —
BAO QUAN: B4 noi khé rdo, tranh dnh sang, nhigt dé khang qua 30°C. @
TIEU CHUAN: [P X SBK: —

San xudt boi: CONG TY €6 PHAN DUGIC PHAM GLOMED .

35 Dai Lo Ty Do, KCN Vier Nam- ‘nnqapure Thuan An, Binh Duang -___/—- -
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'NHAN HOP TENECAND 16

Kich thuéc: (10Vi x 10 VIEN)

Dai: 102 mm

Rong: 40 mm
(ao:  52mm

Rx Prescription only: —?
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" Candesartan cilexetil 16 mg

Box of 10 blisters of 10 tablets N\ i

Candesartan cilexstid 16 mg

- & Buong Luig 'uy ueny| "yed [Blisnpu| aodeBuls-leual "pieAsjnog og ny € L
e 3] 'ANYAIWOD TYILLNIIVWEYHA 0IWCT1D

Ag paamopnuep

op bay IAX df SNOLIVIISAdS

146l Wy 1aecid Boeyd Asp € U) 2,08 UBYI BIOW 10U pInjesadiua) Al e aIoiS OVHOLS
350 IHO438 LI14VIT IHL ATINATHYD OVIH ‘NIHATIHI 40 HOVIH 40 LNO 4330
tasul abeyzed ay) o1 Jajas ased|d NOILYWHOINI

HIHLO ONY SNOLLYIIONIVHLNOD ‘NOILYHLSINIWAY FO¥S00 'SNOILYIIONI
B 9| (aaxalis Ueliesapues sLIeIUOD 18)qel LIE] INOILISOdWOoD

!n..ﬁ[ (13X} URLIESIPUT)

9LpuU223uUd|

f Teneczind16

Rx Thuéc ban theo ddrﬁ?

A

CIN B ETTET

[

Teneggm 16
D

Hop 10 vix 10 vién nén N\

Tenecand16 ...~

Candesartan Ll:]"ll umg HD/ Exp. Date:

THANH PHAN: M&| vién nén chifa Candesartan cilexetil 16 mg

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc té hudng ddn sd dung

DE XA TAM TAY CUA TRE EM. BOC KV HUONG DAN 5U' DUNG TRUGC KHI DUNG.

BAD QUAN: B4 noi kho rdo, tranh dnh sdng, nhiét da khong qua 30°C

TIEU CHUAN: 1P XV SBK:

™ San xudt b
GLOMED, CONG TY CO PHAN DUGC PHAM GLOMED

. ok
| L 35 Bai Lo Ty Do, KCN Vigt Nam-Singapore, Thudn An, Binh Duong <.
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HUONG DAN SU DUNG THUOC

} TENECAND ]

Candesartan ‘
Vién nén

1. Tén thubc va Thanh phin

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 bdt ngd, croscarmellose natri, oxyd sit do, low-substituted hydroxypropyl
cellulose (L-HPC), polyethylen glycol 6000, magnesi stearat.

2. Mé ta san phim

V& héa hoc, Candesartan cilexetil 12 ()-1-Hydroxyethyl 2-ethoxy-1-[p-(o- 1 H-tetrazol-5ylphenyl)benzyl]-7-
benzimidazolecarboxylat, cyclohexyl carbonat (ester).Cong thirc phén tir 1 Cy3Hs4NgOg, va phin tir lugng la 610,66. Candesartan
cilexetil ¢o cong thirc cau tao nhur sau:

/
. M3i vién nén chira 4 mg hodc 8 mg hogc 16 mg candesartan cilexetil.
3. Dirgre Iye hge va duwge djng hec

Dugc lyc hoc
Candesartan 1 thubc chéng tang huyét 4p ding dudng udng c6 téc dyng d6i khéng thy thé angiotensin IT (AT,). Angiotensin II
dugc tao thanh tir angiotensin I va duge xdc téc boi men chuyén (ACE, kinase II). Angiotensin I1 1a tac nhén co mach, tang huyét
p, kich thich téng hop aldosteron, tai hép thu Na+, kich thich tim. Candesartan {tc ché sy co mach va hi¢u qua bai tiét aldosteron
cua angiotensin I1 do can trd sy gén angiotensin I1 1én thy thé AT, (thu thé angiotensin logi 1) & nhiéu md nhur co tron thanh mac
tuyén thuong than. Cling c6 thy thé AT, & nhiéu md nhung nd khong lién quan dén diéu hoa tim mach.
Candesartan khong irc ché men chuyén, ciing nhu khong gin hogc khéa hormon khéc hoge kénh ion lién quan dén diéu hoa tim
mach.
Duge djng hgc
Candesartan cilexetil 1a mot tién chét dang ester, bj thiy phén trong qué trinh hép thu & dudmg tiéu héa chuyén thanh dang
candesartan c6 hoat tinh. Sinh kha dung tuyét ddi khoang khoang 14% sau khi ubng thudc. Nong 9 dinh trong huyét twong dat
duoc sau khi uéng thube 3 — 4 giv. Hon 9% thude ghn voi protein huyét tuong. Nira ddi thai trir cia thue khoang 9 gidr. Thude
thai trir chu yéu qua nuéc tiéu va mét ¢ dang khong dbi va mot phin nho & dang khong hoat tinh.
4, Chi dinh
- Pidu trj tang huyét 4p.
. Pugc ding mdt minh hay phéi hop v6i thude tri tang huyét dp khac trong didu trj suy tim & bénh nhén suy chirc ning tam thu thét ‘

tréi.
5. Liéu diing va cich ding ‘

Liéu diing ‘
. Pidu tri ting huyét dp: Téc dung ha huyét 4p dat dugc sau khi ubng thubc 2 gid, va c6 hiéu lyc t6i da trong vong 4 tudin sau khi
bét déu diéu trj.

Lidu khoi ddu: 8 - 16 mg, ngdy udng mjt l4n. ‘
Lidu duy tri: 8 mg, ngay ubng mot lan. ‘
‘ Pidu tri suy tim: Lidu khéi ddu 4 mg, ngay ubng mét 14n, tang liéu gdp ddi sau 2 tudn dén lidu 32 mg, ngay ubng mdt 1an. _

Bénh nhén suy gan: Suy gan nh¢ dén vira: Lidu khoi ddu 2 mg, ngay mot lan. ‘ '
Bénh nhén suy thin: Liéu khoi ddu 4 mg, ngdy mt l&n, k& ca bénh nhén phai chay th@n nhan tao.
Cach dung ‘
Cé thé ubng thude cung hodic khong cuing v6i bira an. ‘
6. Chéng chi dinh
Qu4 min cam véi candesartan hoic vdi bét ky thanh phn ndo ctia ché phim. ‘
Suy gan ning.
Phy nit c6 thai. ‘
Ding phéi hop candesartan v6i céc thube ire ché renin tryc tiép & bénh nhén ddi thdo dudng, b¢nh nhén suy giam chirc nang thdn. |
7. Lwu ¥ va thin trong ‘
Sir dung thudc than trong trén nhimg bénh nhén bj hep dong mach thin, bénh nhén suy thén hay suy gan. |
| ¢ nhimg bénh nhén bj giam thé tich ni mach (nhu nhimg ngudi duoe didu trj véi lidu cao thude 1gi tidu) co the xay ra tyt huyét ap,
‘ nén didu chinh tinh trang ndy trude khi diing candesartan hodc dung lidu khoi dhu thép hon.
| Vi tinh trang tang kali huyét o6 thé xay ra, nén kiém sodt ndng d9 kali trong huyét thanh, dge bit & nguoi gid vd bénh nhénsuy ‘
!
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Sir dung trén phy nir ¢6 thai: Candesartan chéng chi dinh trong thai kY, nén ngimg ding candesartan néu phét hién c6 thai.

Sir dung trén phy ni¥ cho con bu: Chua dugc biét rd candesartan ¢6 bai tiét trong sira me hay khong. Do nhiu thudc duge bai tiét

trong sita va do kha nang xdy ra tic dyng ngoai ¥ cia candesartan trén tré bl me, nén quyét dinh ngimg cho tré ba hogc ngimg
thude tiry vao tim quan trong cia thude ddi voi ngudi me.

Sir dung thube trén tré em: Tinh an toan va hi¢u qua cua candesartan trén tré em chua duge x4c dinh. Do d6 khong nén ding
thube nay cho tré em néu khéng c6 chi dinh clia béc si.

Anh huéng ciia thube dén kha niing diéu khién tau xe va vin hanh miy méc: Candesartan ¢6 thé gdy hoa mét, do dé nén thén
trong khi diing thudc cho ngudi 14i xe va vén hanh may méc.

8- Twong tac ciia thube véi cdc thude khic va cic dang twong tic khic

Téc dung chéng tang huyét 4p ciia candesartan duge tang cudng khi ding dbng thoi véi cac thudc 1am ha huyét dp khic.
Candesartan dugc chuyén héa bdi hé enzym cytochrom P450 va tuong thc c6 thé xdy ra vi cdc thudc tac dong vao hé enzym nay.
NSAID c6 khé nng lam ting nguy co suy thin va giam tac dung chéng tang huyét 4p clia candesartan khi ding ddng thoi.
Candesartan 1am tang ndng d lithium trong huyét thanh khi ding ddng thi.

Ché phdm cung cép kali, thubc loi tidu tiét kiém Kali hoge céc thudc lam tang kali huyét khéc c6 thé 1am tang tac dung tang kali
huyét, nén trénh ding phéi hgp candesartan véi céc ché phim nay.

9- Téc dung khéng mong mudn

Téc dung ngoai ¥ thuong xay ra do candesartan gdm hoa mét, giam huyét 4p thé dimg, dau hmg, nhi&m khuén dudng hé hép trén,
viém hong, viém miii.

Céc téc dung khac hiém khi xay ra nhu chirc nang gan bt thudmg, ting men gan va viém gan, ndi min, may day, ngira, phit mach,
tang kali huyét, ha natri huyét, ho.

Cic tic dung ngoai y khic do thube 46i khang thy thé angiotensin 11 gdm réi loan hd hép, réi loan tiéu hoa, mét méi, va giam bach
cdu trung tinh.

Ngung st dung vé héi y kién bdc sTnéu ban gap bdt ky truong hop ndo sau ddy: Céc tic dung phy tro nén nang hon.

Thong béo cho bac s nhirng tic dyng khdng mong muén giip phii khi sir dyng thube.

10. Qui lidu v xir tri ;

Triéu chimg: Déu hiéu cia qué liéu candesartan gdm ha huyét 4p, chong mt, tim dép nhanh, mach cham. %
Xit tri: Lap tirc 1am réng da ddy biing céch gy ndn hogic rira da day. Néu trigu chimg ha huyét 4p xay ra, nén diéu tri hd tro. nm
phan méu khong thé loai bo candesartan. ¥

11. Dang bao ché va déng géi 'AN
Hop 3 vi x 10 vién nén. HAM

Hop 10 vi x 10 vién nén.

13. Tiéu chufin chét lwgng: JP XVIL
14. Han diing: 36 théng ké tir ngay san xudt.

12, Diéu ki¢n bao quin: Dé noi khé réo, tranh 4nh séang, nhiét d khéng qua 30°C. @/ ﬁ
~

THUOC BAN THEO PON
DPE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuét boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: $6 35 Dai 1 Ty Do, KCN Vit Nam - Singapore, thj xa Thufin An, tinh Binh Duong.
DT: 0650. 3768823 Fax: 0650. 3769095

[ than, va tranh ding chung véi thude loi tiéu gitr kali.

CUC TRIKING
P.TRUONG PHONG

ﬂ?}rﬂg«-ﬁ?}a Thi Ghu %ﬁ!%t




