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THANH PHAN

CILZEC 20

MBi vién nén khdng bao chia:

Hogqi chdt: Telmisanan PhEur 20 mg

CILZEC 40

M3&i vién nén khdng bao chia: _

Hogt chdi: Telmisartan Ph. Eur_Hﬁ.....aiﬂmz

CILZEC 80

M?di vién nén khiing bao chifa:

Hogt chdt: Telmisartan Ph.Eur. ... 80 mg

Tdé duge: Microcrystalline cellulose (PHI01), croscarmellose natn,
meglumine, Poloxamer 188, Povidone K-30, Microcrystalline cellulose

(PH102), magnesi stearate. -4

SUDUNG CHO PHY NU CO THAT
Telmisartan c6 tdc ddng tnfc tép rénh

1hé thing renin angiotensin ¢6 thé giy
t6n thiang thim chi ¥ vong cho thainhi. Do 86, khdng nén chi dinh cho phy
nit ¢6 thai trong 3 thing gila v 3 thing codi cda thai k¥. Khi phdt hién c6

thai, nén ngung diing thuGc cing sémedng 15t
Xem ﬂn khuyén cdo : Anh h@g a thudc trén thai nhi/ tré sd sinh
MO TA

Vién nén Telmisartan 13 thude ddik_;lﬂng dic hiéu thy thé angiotensin 11
(logi AT1). Cong thitc hoa boc 12 45{(1.4"dimethyl-2-propy] (2,6bi-1H-
benzimidazol]-1*-yl)ymethyl}-[1,1-biphenyl-2-carboxylic acid. Cong thifc
18i gidn C33H3gN402, khdi g phdn uf 13 514,63 vi cong thie ciu tao:

d»‘f?{{\tfg

]
Telmisartan 1 chit tfn mdu ring dén' vingnhat.
Vién nén Telmisartan ding dudng ubng c6 cdc ham hwgng 20, 40, 80mg

Telmisartan, bao gbm ciﬂ 1 duge: Microcrystalline cellulose (PHIOI),
croscarmellose natri, me Poloxamer 188, Povidone K-30,

Microcrystalline cellulose (PH102), Mﬁﬂ stearate.
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DUQC LY HOC LAM SANG

Dufge lyfe “~

Angiotensin | chayén héa thanh angm(um II nh& sy xic tdc cla men
chuy@n angiotensin (ACE, kiniase II). Angiotensin II 12 thinh phin chinh
giy ting huyét dp cda hé thdng rennin-angiotensin, ¢6 tic dung co mach,
kich thich 18ng hop vi phong thich aldosterone, kich thich tim, v t4i hip thu
Natri & thin. Telmisartan dc ch€ tde dung gy co mach v phéng thich
aldosterone ciia angiotensin 11 bing cich Gc ché€ chon loc sy gén két cia
angiotensin II vio thy thé AT1 & nhiéu md trong cd thé nhif o tron mach
méu vi tuy&n thugng thin. N vay, tic dung cia Telmisantan khong lién
quan d€n sy Wng hop angiotansin I Thu thé AT2 ciing duge fim thily &
nhiéu md, nhung khong 16 AT2 cb gilip dn dinh tim mach hay khéng.
Telmisartan ¢6 4i Iyc vdi thy thé AT1 manh hdn so véi AT2 (>3000 Lin).
Lam gidm téc dong cia hé thdng renin angiotensin binglhﬁc e ché men
chuy&n angiotensin (fc ché sinh tdng hop angiotensin 11 tif angiotensin 1) dd
duge sit dyng rdng rii trong diéu trj ting huy€l dp. Gidng héa bradvkinin
duge xic tic bdi men chuyén, do d6 thube e ché men chuyén ciing c6 tic
dung (tc ¢ch€ gifing h6a bradykinin. Telmisartan khong fc ché men chuyén
(Kiniase II), nén khing dnh hudng d&n sy gidng héa bradykinin. Sy khdc
biét niy ¢6 twdng quan lim sing hay khong vin chua duge bi€t. Telmisatan
khong thiy c6 di lyc vdi cdc thu thé khic hofic chen cic kénh jon 33 duge
bi€t 12 ¢6 vai trd quan trong trong diéu hoa tim mach.

Thu thé angiotensin 11 bi ¢6 1ip giv @c ch& phin dng didu hda ngude cla
angiotensin I trén bai ti€t rennin, nhung sy ting hoat tinh cda reanin vi
néng d6 angiotensin 11 trong huy&t twang khdng dnh hudng d&n téc dung cia
Telmisartan trén huy&t dp.

Duge ddng hoc

Téing qudt

Sau khi ufng, néng d6 dinh (Cmax) clia Telmisartan dat duge sau 0,5-1 gid.
Sinh khid dung cia Telmisartan bi gidm nhe bdi thitc dn, dién tich dudi
duding cong biéu dién ndng 49 thudc trong huy€t wong theo thisi gian (AUC)
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¢6 thé gidm khodng 6% vdi liéu 40mg v khoing 20% vdi lidu 160mg. Sinh
khd dung tuyét 08i cla Telmisantan phu thude liéu. V@i liéu 40mg vi
160mg, sinh khd dung tudng ing 1A 42% vA 58%. Néng d0 dinh trong huy&t
neong va dién tich dudi duding cong bi€u dién ndng 40 thube trong huyét
twdng theo thisi gian (AUC) ting khdng ti 1 vdi lidu (3 lidu diing mmg-
160mg). Telmisartan bj phin hly dong hoc theo lity thita bic 2, thdi gian
bén thdi cudi ciing khodng 24 git, NOng 84 d4y ciia telmisartan trong huy€t
titdng vito khodng 10-25% so vdi ndng 83 dinh khi ung mdt lin trong ngdy.
Telmisartan tich tiy trong huy€t twang theo hé s6 mil tir 1,5 d€n 2,0 khi lip
lai lidu 1 lin/ ngay.

Chuyén héa va thai trit

Telmisartan dufc chuyén héa bing cdeh lién hyp d€ 1o thinh acylgluc-
uronic khdng c6 hoat tinh duge I tg ngudi, Glucuronic cla chilt goc I chit
chuyén héa duy nhit dude tim thiy trong huyét wong va nude tidu.
Isoenzyme cytocrom P450 khong tham gia vio sy chuyén héa cla Telmisar-
tan.

Phén bi

Telmisartan gén k€t manh véi protein huyét wong (>99,5%), chi yéu 13
albumin va al - acid glycoprotein. Gén k€t vdi protein huy&t tudng &n dinh
khi ding & liéu khuy&n cdo. Thé tich phin b& clia Telmisartan vdo khodng
500 lit, k€ cd phin gdn két vdi md,

Céc truiing hyp dic biét

Tré em: duge ddng hoc cia Telmisartan chua duge nghién ctu trén bénh
nhin dudi 18 wéi.

Nguiii gia: Khong c6 sy khdc bigt vé duvc dong hoc & ngudi cao tdi vi
bénh nhin dudi 65 wdi.

Gidi tinh: Nong d0 thude trong huy&t rang & ni cao hon 2-3 1in so vdi nam,
Tuy nhién, k€t qua thi nghiém lim sing khong thily c6 sy gia tng ¢6 §
nghfa vé tic dung clia thudo trén huy&t dp hodc trén ti 1¢ mic phii ha huyét
dp thé dimg & nif gidi. Do do, khﬁn;-dn di¢u chinh liéu.

Binh nhén suy thin: Khong ¢ _ chinh liu & nhitg bénh nhin bj suy
chifc nang thin. Loc méu khong duge Telmisartan ra khoi mén.
Bénh nhan suy gan: Nghién c(fu trén béah nhin suy gan cho thily o6 sy gia
ting ndng 40 thudc trong huy€t tdng va sinh kh dung tuyét ddi iéntdigin
100%.
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CHI PINH VA CACH DUNG
Diéu trf cao huy€t ip, o6 thé dingriéag ¢ hodc phdi hp vdi céc thudc didu

rj cao huy€t &p khéc.

L

CHONG CHi DINH
Chdng chi dinh & nhitng bénh nhin mdn cim vdi bit k‘? thanh phin nio cda
thudc.

KHUYEN CA0

Anh hiting ciia thude trén thai nhil tré so siny

Telmisartan ¢6 tdc dong trc ti€p trén hé thing renin angiotensin ¢6 thé giy
t8n thung thim chi tif vong cho thai ahi khi ding thuGc cho phy nif ¢6 thai,
di ¢6 vai chuc truding hp dwge bio cfo trén y viin thé gidi vé dnh hudng
clia thubc dc ch€ men chuyén trén phu n o6 thai. Khi phat hién c6 thai, nén
ngung diing thubc cang sdm cing 61,

Diing thubic c6 téc dong tnre G€p trén bé thing rennin-angiotensin trong 3
théng gilfa va 3 thing cudi cda thai Ki ¢6 lién quan dén nhitng t8n thitong
cho thai nhi v tré sd sinh, bao gbm ha huyét dp, tré so sinh kém phét trién
xudng 50, 1i€u kh6, suy thin ¢6 hdi phuc hodc khong hdi phuc thim chi 1
vong. Me 6 thé bj thiéu G gdy gidm chifc ning thin cla thai nhi; trong
truing hop ndy, thi€u 8i ¢6 thé lién quan d&n nhimg tdn thuong & thai nhi
nhit co ctng chi, bién dang so v mat, phdi kém phét trién. Tré dé non,
chdm phat trién trong tf cung, con Ong ddng mach (patent ductus arteriosus)
di ditge béo cdo, tuy nhién vin chifa rd 13 nhitg tGn thudng ndy 6 lién
quan dé&n viéc ding thufe hay khong.

Chifa ¢6 kinh nghiém 14m sing vé viéc ding vién nén Telmisartan cho phu
i ¢6 thai.

Chua thily c6 trutng hop sinh qudi thai ndo khi cho chudt 6 mang udf
Telmisartan liéu SOmg/kg/ngay vit thd c6 mang uding liéu 45mglkgfnghy.‘3
thd, thai chét c6 lién quan d&n dbe tinh d con me (gidm ting trong va hilp
thu thifc 4n) dd gip phdi & lidu 45Smg/keg/ngay [khodng 12 1dn liéu khuyén
cdo t6i da & ngudi (MRHD) 80mg dita vio mg/m?]. f chudt, ddc tinh  con
me (gidm tang trong vi hilp thu thifc &n) di gip phdi khi cho con me udng
I5mg/kg/ngdy (khodng 1.9 1in MRHD dya vio mg/m?) trong giai doan cubi
clia thai ky va cho con bii, din d&n nhitng téc dung phy trén chudt con mdi
sinh, bao gdm gidm khd ning sdng, trong lvgng mdi sinh thilp, kéo dai thai
ki va gidm tdng trong. Telmisartan ¢6 trong bio thai chudt trong giai doan
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Ha huyét dp & bink nhin gigm thé tich

@ nhing bénh nhin ma hé rennin-angiotensin bj hoat héa, nhyf bésh nhin
gidm thé tich hay mudi (Vi dy: béah nhin dang diéu trj bling thubc I tiéu
liéu cao), thi ha hayét dp c6 thé xdy ra ngay sau khi bt diu diéu tri bing
vién nén Telmisartan. Do d6, cdn phdi diéu chinh nhifng bit thuding niy
trudc khi bdt didu tri bing Telmisartan hodc phii gidm liéu Telmisartan v
bt ddu diéu trj dudi sy gidm sdt chit ché cda thiy thudc.

Khi bj ha huy€t ép, nén dit bénh nhin ndm ngifa v2 truyén tinh mach bing
nudc mudi thing thubing néu cin. Trong triding hop bi ha huyét ép thodng
qua khbng ching chi dinh ma thudng viin c6 thé tiép tyc diéu trj khi huyét
dp On dinh trd 3.

THAN TRONG

Thin trong chung

Suy chile ning gan: Phén 10n Telmisartan thii trir qua mdt, nén 00 thanh
thii thudc s€ bi gidm & nhitg bénhnhin bj tic nghén mét hodc suy chic
ndng gan. Cin thin trong khi ding thufc & nhitng bénh nhin nay.

Suy chilc mdmg thin: Thubc ¢ tic dung dc ch€ hé thdng reanin-
angiotensin-aldosterone, nén ¢6 thé Jam thay d0i chitc niing thin 3 hilng
béah nhin shay cim. Thiéu niéu vi/ hodc uré huyét ti€n trién va (hiém khi)
suy thin cip vi/ bodc tf vong § nhing bénh nhin c6 chéc ning thin phy
thudc vio hoat ddag cia hé thdng rennin ~ angiotensin ~ aldosterone (Vi
du: béah ahin bj sey tim sung huyét njng) ¢ thé ¢6 lién quan dén viée didu
tri bing thudc e cb€ men chuyén vit thude ddi khdng vdi thy thé angioten-
sin. K€t qui ang b cling o6 thé xdy ra d bénh nhin diéu tri bing Telmisar-

k¢ théng rennin - angiotensin - aldosteron: Thudc ¢6 tic dyng
5 thding rennin=angiotcnsine-aldostcone, nén d3 c6 bio cio vE
‘hop lm thay 8iighic nang thin (k€ ci suy thin cip). Cin
thin trong vi phii thco ddi chat ¢hé chifc nang thin khi &dng @ ché hé
thiing rennin-angiotensin-Adosterone (Vi dy phdi hop thudc gc ché men
chuyén va thubc d8i khing thy thé angiotensin I1),
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Thing tin cho béshabin o SR

hiu qui mi tho jﬁ%u&nh{'lhdng fenin- angrmcnsm u"llhlf gﬂy
F*WmmﬁmglmTﬁBthin;cuﬁcﬁaMh dbng thai
ciing nén thong bdo cho bénh &t riing nhilng hiu qud ndy dudng nhy
khong xdy ra trong 3 théing diu cila thai ﬁcd&cﬁwplnﬁmlhuﬁc
& it cung. Cn thong bdo cho bic i vé'  trang 6 thai cing sdm cing 6L
Anh hudng cia thudc déi véi khd wing Idi xe vé vin hank mdy méc: Chfa
cb 4 liéa cho thily telmisartan ¢6 Mngdé'nkhininglisnviﬂn
hinh miy méc. Tuynhn!n.kml:ilxeﬁf: _MmiymPhillmf

tinh trang chéng mit hodc ngd 10 mo 6 the thinh thodng xullt hién khi dang
sif dung thudc diu tri cao huyét 4p,

Tudng tic thufc

Digoxin: Ding &ng thoi v0i Telmisartan ¢ thé lam ting ndng 40 dinh
trong huy€t taong cia Digoxin (49%) vA ndng db ddy (20%). Do 6, cin
ki€m tra ndng 46 digoxin khi bit ddy dﬁnmkludxéuchinhhéuhoﬂcnm
dung Telmisartan & trinh truding hop khong di hodc qud lidu digoxin,
Warfarin: Ding ddng thisi vdi Telmisartan trong 10 ngiy lam gidm nhl;
ndng 80 ddy trung binh cda warfarin trong huy&t tudng, nhung khong ﬂm
thay 04 tl & chudn béa quéic 1€ (INR).

Cdc thudc khde: Ding 86ng thoi Telmisartan voi céc thudc acetaminophen,
amlodipine, glibenclamide, simvastatin, hydrochlorothiazide hode ibupro-
fen khong gy nfong tic rd rét wén 1im sdng. Telmisartan khong chuyén
héa qua hé thiing cytocrom P450 vi khdng ¢6 &nh huding trén in vitro di vdi
enzyme cytocrom P4S0, ngosi trif mdt vai lc ché trén CYP2C19, Telmisar-
tan khong tudng tic vdi cdc thude dc ché enzyme cytocrom P450, cling
khdng wfong tic vdi céc thudc chuyén hoa qua hé thong cytocrom P450,
ngogi trir c6 thé dc ché sy chuyén héa cla cdc thubc chuyén héa bdi
CYP2C19.

Sinh ung thy, gdy djt bi€n va suy gidm khi ning sinh sin
Khong 6 bing chéng gy ung thy khi cho chudt nhit va chudt cding in ché
d6 in c6 chita Telmisartan trong 2 ndm, Khong thily thudc c6 dnh hudng
trén khd ndng sinh sdn cia chudt dyc va chudt cdi diing Telmisaran lide
100mg/kg/ngdy (liéu 151 da), khodng 13 lin MRHD ciia telmisartan dyfa vio
mg/m?. '

Phy nif ¢6 tlul.

Xem phin “Anh hudng cila thudc trén thai nhi/ tré so sinh”.
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Phu ni¥ cho con bi:

Khong rd I thudc c6 bai ti€t qua sifa me hay khong, nhumg Telmisartan c6
trong sifa ctia chuft cho con bi. Doedlgug. cd gy ra téc dung phy cho tré,
nén phdi quyét dinh ngung thuc hodie ngung cho con bé thy theo tim quan
trong ctia thudc 461 vdi ngudi me.

St dung & tré em:

D4 an todn va hiéu qua trén tré em chira dude thi€t lip,
O ngui gia:

N6i chung, khong c6 sy khdc bigt vé 86 2n todn vi hiéu qud clia thudc trén
ngudi gid so sinh vii ngudi ré,

TAC DUNG NGOAI Y

Céc tic ngoai ¥ nhy dau Iung, viém Xoang, tiéu chdy, viém hong xdy ra d
nhém ding Telmisartan c6 tin xufit a0 hon 1% so véi nhém ding gid dude,
khong tinh dén nguyén nhin giy ra.
Ngodi ra, cdc tdc ngoai § sau o6 thé xdy ra & tin suilt 1%, nhumg it nhit ciing

nidng duong vdi tin xuit gip phdi dnbém ding gid dutge: triéu chiftng gidng
ctim, khé tiéu, dau cd, nhiém triing tie, dau bung, dau ddu, chodng véng,
dav. mét mdi, ho, ting huyét dp, dau nguc, budn ndn, phd ngoai bién.

Khong c6 méi quan hé giita téc dyng kbdng mong mudn vdi lidu lugng, gidi
tinh, tudi tic, va ching tdc cda bénh nhin.

Tié micplmhoxiym&nhdmdlﬁhlmmmm;mstﬂmhdm

ding gid duye (1,6%). "L'

Théng bdo cho bdc i cdc tdc dung mong mudn gdp phdi khi ding
thude

QUA LIEU 4

D ligu lién quan d€n qui lidu 0 nmcbn han ché. Triéu ching qué liéu
vién nén Telmisartan bao gdm: ha huy®t dp, chodng ving. tim dip nhanh,
tmdﬂpchlmcﬂlh‘xiynkhl kich thich thdn kinh phd giao cim. N&éu xdy
ra triéu ching ha huyét 4p, né u€n inb didu trj b try. Telmisartan khong
bi loai khi co th€ do thim ph
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LIEU LUGNG VA CACH DUNG
Liéu diing thy thude vio tirng béah nhin. Liéu khdi ddu thudng 2 40mg,
mit I m'ng.’n Licu cho ddp (g m!n‘?ngct 4p la 20-80mg.

T’-J r:*;' cn duge diéu tri trvde khi sit dung
ismgdt chit ché cda thiy thude khi bt ddu
 suy gan nén bt ddu diéu )

dung Telmisartan, Bénh nhin bj tic
dudi sif gifm sdt chit ché cda thiy thude.

Hilu hét cée truding hop dat duge higu quihqhn)n&ip, ong vong 2 tudn va

dat hi¢u qu 15 da sau 4 tudn didu tri. Khi hiéu qud ha huyét &p cha dat

dutge k€t qui mong mudn, ¢6 thé ding vién nén Telmisartan 80mg k&t hyp

vdi thudc 1gi tiéu.

Khang cdn diéu chinh liéu khdi ddu & bénh nhin 16 wéi hogc bénh nhén

suy thin, k€ ci béuhnhindlngduyﬂ:llnnhén 130. 6b¢ﬂhnh§ndnng thim

phin 6 thé bj ha huyét dp thé ding, cdn kiém tra huyét dp cdn thin o

nhifng bénh nhén niy,

Vién nén TELMISARTAN c6 thé dﬁuk& hap vdi cdc thubc ha huyét 4p

khéc,

Vién nén TELMISARTAN o6 thé diing chung hodc khong ciing vdi thic dn.

TIEU CHUAN: Nha sin xufit

BAO QUAN: Bio quin & nhiét 49 dudi 259, @ ndi kbS mit, trénh dnb
sdng v trinh m.

QUI CACH DONG GOI: Hop 3 vi x 10 vién
HAN DUNG: 2 nim k€ tir ngdy sin xudt.

Litu y:

Poc ki hudng din sif dyng trudc khi diing g
Néu cdn thém thong tin, xin vui long hoi ¥ kién bdc si §
Thude nay chi ding theo ddn cda Bic si =
Khéong diing thuGc qué han s& dung @

Trénh xa tim tay tré em



