CILZEC

THANH PHAN
CILZEC 20

| 1en khéng bao chua
Hoat chat: Telmisartan Ph.Eur
CILZEC 40
| ien nen khong bao
CILZEC 80
Mai vien nén khéng bao chua
Hoat chdt: Telmisartan Ph.Eur
CHI BINH VA CACH DUNG
Bigu tri cao huyét ap, co thé dung riéng 1é hoac phoéi hgp voi cac thude diéu tri cao
huyet ap Kha
LIEU LUONG VA CACH DUNG
120 dung tiy thude vao ting be nha £u khdi dau thuong 1a 40mg, mot lan/ngay
tng trén huyét
Cac lnmnu huu (Ln, hlLl
Bénh nhédn ! ] in duge diéu tri truoe khi su dyng Telmisartan

t 1 thiy thuoc khi bat dau dung Telmisartan
nén hat dau dieu tri duoi sy giam

it chit ché cua

énh nhan lon tudi hoac bénh nhan suy thin, ké
1 in dang chay thin nhdn tac. O bénh nhan dang tham phan c¢6 thé bj ha
huyét ap tl inag tra huy@t ap can than d nhiing bénh nhdn nay
CHONG CHI BINH
ng chi dinh
KHUYEN CAD
Anh Imunr/ cua thudc trén thai nhi/tre sa sinh -
Imisartan co tac ddng tryc tiép trén hé thdng renin angiotensin cé thé gy ton thuong
tham til vong cho thai nhi khi diing thude cho phy nif co thai. Khi phat hién co thai

hiing hénh nhan man cam vai bat ky thanh phdn nao cua thudt

1€n ngung dung thubc cang som cang tot
Jing thuéc co ta thong rennin-angiotensin trong 3 thang gitia
1 3 thang cudi cla thai ki co lign quan dén nhting ton thuong cho thai nhi va tré so
h bao gom ha huyét ap, tré so sinh kém phat trién xuong s tiéu khd, suy than co
wwac khong hor [w we tham chi td vong, Me ¢ thé bi thieu 61 gdy giam chuic
1 I; trong truong he ay. thieu 6i co thé lién quan dén nhiing ton
hi 0 cling chi, bign dang so va mat, phoi kém phat trien. Tré de

dong tryc tigp trén he

it tnén tr 1t cung, con 6ng dong mach (patent ductus arteriosus) da
t chua o 1a nhting ton thuong nay cd liEgn quan dén Viéc
khong
kinh nghiem lam sang vé viéc dung vién nen T
Ha huyét ap o bénh nhan giam thé tich
rennin-angiotensin by hoat hoa thi ha huyét ap co thé xay
can phai dieu chinh

Imisartan cho phy nii co thai

1hitng bénh nhan ma he
ra ngay sau khi bat dau diéu tri bang vién neén Telmisartan. Do do
nhitng bat thugng nay truge khi bat diéu tri bang Telmisartan hodc phai giam liéu

n n

Telmisartan va bat dau diéu tri dudi sy giam sat chat ché cua thay thudc.

THAN TRONG

Than trong chung

Suy chiic nang gan: 1 I6n Telmisartan thai tri qua mat, nén dg thanh thai thuoc
bi giam & nhing bénh nhdn bi tac nghen mat hoac suy chuc nang gan. Can than

trong khi dung thuoe o nhung benh

Suy chuc nang than:  thuic (O T ] dung Uc ché hé thong

rennin-angiotensin-aldosterone. nén co thé lam thay doi chic nang than 6 nhiing bénh

b
1han nay

nhan nhay carmn
Ding tic ché hé thang rennin-angiotensin-aldosteron: thuoc co tac dyng e ché hi
thang rennin—angotensine-aldosteone. Can than trong

1 phai theo doi chat ché chiic

ing than khi ddng te ché hé théng renmn-angiotensin-adosterone (Vi dg phéi hop
thude e che men chuye a thuo
Thong tin cho bénh nhan

Phu nif co thai: Gan thong bao cho phy ni trong do tuél sinh de vé nhdn

thuoe tac dong trén hé thong renin-angiote in co thé g

doi khang thy thé angiotensin 1l

) hau qua ma

ra néu dung thude trong 3

thang giva va cla thai ky. Can thong bao cho bac si vé tinh tiang co thai
ang so ing tot

Anh huang cua thude déi vai kha nang lai xe va van hanh may mac: Chua co dif

ligu cho thay telmisarta inh huong dén kha nang lal x 1 van hanh may moc. Tuy
hién, khi a1 xe | | 1y moe phal luuy rang tinh trang chong 1 e ngu

o mo co thé thi &n khi dang su dyng thuée diéu tri cao huyét

TUONG TAC THUOC
Digoxin: Dung dong thi thé lam tang

tuong cua Digoxin (49% I | 1y o do, can kigm

ng dé dinh trong huyét
tra nong do digoxin
khi bat da |t hi dign h 1 naur jung Telmisartan dé tranh truong
hop khong du hod

Warfarin: Diing 101 V¢ Imisartan trong 1( 1y lam giam nhe nong do day
trung binh cua f 0 huyeét tuong, nhung khong lam thay doi t s6 chuan |
woc té (INR)

Cac thudc khae: Dung dong thor Telmisartan 1¢ thuoe
Jlibenclamide tatin, hydr

imlodipine

gt trén lam sang fuong tac voi ca ché enzyme cytocr

0. cung khong tuong tac voi cac thudc chuys )a qua hé thong cytocrom P4E
j0al tri co thé Uc ché sy chuyén héa cua cac thudc chuyén hoa boi C19
Sinh ung thu, gay ddt bién va suy giam kha nang sinh san

ung thu khi-cho chuét nhat va chudt cong an ché do an co
chia Telmisartan trong 2 ndm. Khéng thiy thude cé anh huéng trén kha nang sinh san
Ua chudt dyc va chudt car diung Telmisartan lieu 100ma/ka/ngay (ligu téi M;‘ khoang
13 lan MRHD ¢
Phu nu ca thai:
Xem phdn “Anh huong coa thuoc trén thai nhi
Phu mii cho con bi:
Khéng 16 la thudc co bai tiét qua stia me hay khéng, nhung Telmisartan co trong stia
clia chudt cho con bl, Do ¢o6 nguy cd gdy ra tac dung phy cho tré, nén phai quyét dinh

ngung thude hodc ngung cho con bu tuy theo tam quan trong cua thude doi val nguoi

Khdng co bang chung ga

ua telmisartan dua vao ma/m

tré sd sinh

me

St dung ¢ tré em:
D6 an todn va hiéu qua trén tré em chua duge thiét lap

0 nguai gia:

NGi chung, khing cd sy khic biét vé dé an toan va hiéu qua cua thuoc trén nguoi gia
50 sanh vol nguoi tre

TAC DUNG NGDAI Y

Cac tac dung ngoai v nhu dau lung
dung Telmisartan co tan xudt cao han 1%
nguyén nhan gay ra

Ngoai ra, cdc tac ngoai y sau co thé xay

viém xoang, tiéu chay, viem hong xay ra G nhom
o voi nham ding gia duge, khong tinh dén

ra 0 tan sudt 1%, nhung it nhat cing tuong
duong vai tan xudt gap phai 6 nhom ding gia duge: trigu chiing giong cum, kho tieu,
dau co, nhiém triing tieu, dau bung, dau dau, choang 19, dau, mét moi, ho, tang huyét
ap, dau ngye, buén non, phit ngoai bién, Khong c6 moi quan hé gitia tac dung khong
mong mudn vdi liéu lugng, gigi tinh, tudi tac, va chung tdc clia bénh nhan

Ti 16 mac phai ho xay ra 6 nhom dung Telmisartan tuong duong vai nhom ding gia
duge (1,6%).

Théng bao cho bac sf cac tac dung khdng mong mudn gap phai khi dung thudc.

QUA LIEU

Bao gom: ha huy@t ap, choang vang, tim dap nhanh, tim ddp chdm co thé xay ra khi
kich thich than kinh pho giao cam. Néu xay ra triéu ching ha huy8t dp, nén tién hanh
diéu tri ho trg

TIEU CHUAN: Nha sdn xut

BAO QUAN: bao quan 6 nhigt do dubi 25°C, & noi khd mat, tranh anh
am

QuUI CACH PONG GOI: Hop 3 vix 10 vién

HAN DUNG: 2 nam ké i ngay san xudt

SBK: CILZEC 20mg: VN-11961-11; CILZEC 40mg: VN-11962-11, CILZEC 80mg:
VN-11963-11

Luu y:

Boc ki hudng dan si dung truée khi diing

sdang va tranh

San xuat boi

MSN LABORATORIES LIMITED

Plot No 42, Anrich Industrial Estate,

Bollaram, Medak District — 502325, Andhra Pradesh. India

ﬁEGA We care

Moi thong tin chi tiét xin vui long lién he

Phan phoi va tiép thi: MEGA LIFESCIENCES PTY LTD

Van phong chinh

[oa nha [-Town, lau 6, 364 Cong Hoa, P13, Q. Tan Binh, HCM
Tel: (84-8) 3812 3166 — Fax: (84-8) 3812 3168

Van phong chi nhanh

[0a nha Harec, lau 7, 4A Lang Ha, 0. Ba Dinh, Ha Noi

Tel: (84-8) 3772 5077 — Fax: (84-8) 3772 5078
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Rx Thudc ban theo don

CILZeC |

Vién nén telmisartan 20mg/40mg/80mg
THANH PHAN

CILZEC 20

M3i vién nén khong bao chita:
Hoagt chdt: Telmisartan Ph.Eur........
CILZEC 40

M3i vién nén khong bao chifa:
Hoat chdt: Telmisartan Ph.Eur..........
CILZEC 80

M>i vién nén khong bao chita:

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

Td dugc: Microcrystalline cellulose (PH101), croscarmellose natri,
meglumine, Poloxamer 188, Povidone K-30, Microcrystalline cellulose
(PH102), magnesi stearate.

20 Mg

40 MG

SUDUNG CHO PHU NU CO THAX

Telmisartan c6 tac dong tryc ti€p trén hé théng renin angiotensin c6 thé gy
t6n thuong tham chi tit vong cho thai nhi. Do d6, khong nén chi dinh cho phu
nif ¢6 thai trong 3 thdng giita va 3 thdng cudi cla thai ky. Khi ph4t hién c6
thai, nén ngung ding thudc cang sdm cang tot.

Xem phin khuyén cdo : Anh hudng ciia thuc trén thai nhi/ tré sd sinh

MO TA

Vién nén Telmisartan la thudc ddi khang dic hiéu thu thé angiotensin 1I
(loai AT1). Cong thic héa hoc 1a 4-[(1,4'-dimethyl-2'-propyl [2,6'-bi-1H-
benzimidazol]-1'-yl)methyl]-[1,1'-biphenyl]-2-carboxylic acid. Cong thic
t6i gidn C33H30N407, khdi lugng phén tit 12 514,63 va cong thifc cdu tao:

c:H3

oy

Telmisartan 12 chat rin mau tring dén vang nhat.

Vién nén Telmisartan dung dudng uéng cé cdc him lugng 20, 40, 80mg
Telmisartan, bao g6m cic td duge: Microcrystalline cellulose (PH101),
croscarmellose natri, meglumine, Poloxamer 188, Povidone K-30,
Microcrystalline cellulose (PH102), magnesi stearate.

DUGC LY HOC LAM SANG

Dugc luc

Angiotensin I chuyén héa thanh angiotensin II nhd sy xic tic cia men
chuyén angiotensin (ACE, kiniase II). Angiotensin II Ia thanh phin chinh
gdy ting huy€t 4p clia hé thong rennin-angiotensin, c6 tdc dung co mach,
kich thich tdng hgp va phéng thich aldosterone, kich thich tim, va t4i hdp thu
Natri ¢ thin. Telmisartan c ché tdc dung giy co mach va phéng thich

aldosterone ciia angiotensin II bing cdch c ch€ chon loc sy gdn két cla

angiotensin I vao thu thé AT1 & nhiéu méd u co tron mach
mé4u vA tuyén thugng thin. Nhu vily, tdc dung ciia Telmisartan khong lién
quan dén sy tdng hgp angiotansin II. Thu thé AT2 ciing dudc tim thdy &
nhiéu mo, nhung khong 16 AT2 c6 gitip 6n dinh tim mach hay khong.
Telmisartan ¢6 4i luc v6i thu thé AT1 manh hon so véi AT2 (>3000 lin).
Lam gidm tdc dong ctia hé thong renin angiotensin bing thudc tc ché men
chuyén angiotensin (ifc ché sinh tdng hgp angiotensin IT ti angiotensin I) da
dugc st dung rong rdi trong diéu tri ting huy€t 4p. Gidng héa bradykinin
dugc xiic tdc bdi men chuyén, do d6 thudc c ché men chuyén ciing c6 tic
dung ttc ch& gidng héa bradykinin. Telmisartan khong ttc ch&€ men chuyén
(Kiniase IT), nén khong 4nh hudng dén sy gidng héa bradykinin. Syt khic
biét nay c6 tuong quan lam sang hay khong van chua dugc biét. Telmisatan
khong thdy c6 4i luc véi cdc thy thé khac hoic chen céc kénh ion di dudc
biét 12 c6 vai trd quan trong trong diéu hoa tim mach.

Thu thé angiotensin II b ¢b 1ip giy wc ché phin tng diéu hda ngudc cia
angiotensin II trén bai ti€t rennin, nhung sy ting hoat tinh cda rennin va
ndng do angiotensin II trong huyét tong khong dnh hudng dén tdc dung cla
Telmisartan trén huyét 4p.

Dugc dong hoc

Téng qudt |

Sau khi udng, ndng do dinh (Cmax) cia Telmisartan dat dugc sau 0,5-1 gid.
Sinh khd dung ciia Telmisartan bi gidm nhe bdi thic dn, dién tich du6i
dudng cong bi€u di&n ndng do thudc trong huy&t trong theo thdi gian (AUC)

'c6 thé gidm khodng 6% vdi liéu 40mg va khodng 20% véi liéu 160mg. Sinh
khi dung tuyét ddi ciia Telmisartan phu thudc lidu. V6i liéu 40mg va
160mg, sinh khi dung twong iing 12 42% va 58%. Nong do dinh trong huyét
tuong va dién tich dudi dudng cong bi€u dién ndng do thudc trong huyét
tuong theo thoi gian (AUC) ting khong tf 1& vdi liéu (& liéu ding 20mg —
160mg). Telmisartan bi phian hiy dong hoc theo lily thita bac 2, thdi gian
bén thai cudi ciing khodng 24 gids. Nong d d4y ciia telmisartan trong huyé&t
twong vao khodng 10-25% so v6i ndng d dinh khi udng mot 1dn trong ngay.
Telmisartan tich tily trong huy&t tuong theo hé so mii tir 1,5 d&n 2,0 khi 1ap
lai liéu 1 14n/ ngay. »
Chuyén héa va thdi trit
Telmisartan dugc chuyén héa biing céch lién hgp dé tao thanh acylgluc-
'uronic khong c6 hoat tinh dudgc 1§; O ngudi, Glucuronic clia chit goc Ia chit
chuyén héa duy nhit dugc tim thdy trong huyét twong va nudc tiéu.
Isoenzyme cytocrom P450 khong tham gia vao su chuyén héa clia Telmisar-
tan.
Phén bé’
Telmisartan gin k&t manh véi protein huy€t twong (>99,5%), chi yéu 1a
albumin va al - acid glycoprotein Gin két véi protein huyét twong 6n dinh
khi ding & liéu khuyen cdo. Thé tich phan bd cia Telmlsartan vao khodng
500 lit, ké 4 phan gdn két vdi mo.
Cac trudng hgp dic biét
Tré em: dugc dong hoc clia Telmisartan chua dugc nghién cifu trén bénh’
nhén du6i 18 tudi.
Nguwi gia: Khong c6 si khic biét vé duge dong hoc & ngudi cao tudi va
bénh nhén dudi 65 tudi.
| Gidi tinh: Nong d6 thudc trong huy&t tuong & nif cao hon 2-3 14n so vdi nam.
Tuy nhién, két qué thir nghiém 1dm sang khong thdy c6 sy gia ting c6 ¥
| nghia vé tdc dung clia thudc trén huy&t 4p hoic trén (i 1¢ mdc phdi ha huyét
4p th€ ding & nif gidi. Do d6, khong cin diéu chinh liéu.
' Bénh nhén suy thgn: Khong cin diéu chinh liéu ¢ nhitng bénh nhan bi suy
chitc ning thin. Loc mdu khong loai trir dugc Telmisartan ra khdi méu.
Bénh nhan suy gan: Nghién citu trén bénh nhan suy gan cho thiy c6 sy gia
ting ndng do thudc trong huyét twong va sinh kha dung tuyét doi 1én tdx gin
100%.

CHI PINH VA CACH DUNG {
Diéu tri cao huyét 4p, c6 thé dung riéng 1¢ hoic phdi hdp véi céc thudc diéu
tri cao huyét 4p khic.

CHONG CHI PINH
Chdng chi dinh § nhdng bénh nhin min cdm v6i bt ky thanh phan nio cia
thuoc

KHUYEN CAO
. Anh huéng ciia thud’ trén thai nhi/ tré so sinh
| Telmisartan c6 tdc dong tryc ti€p trén hé thong renin angiotensin c6 thé giy

t6n thudng tham chi ti vong cho thai nhi khi diing thuéc cho phu nit ¢6 thai,

da c6 vai chuc trudng hgp dudc bdo cdo trén y vﬂg@_vgénh hudng

_ ciia thudc ifc ché men chuyén trén phu 1t ¢6 thai. Khi pﬁaﬂnen c0 thai, nén

" ngung diing thudc cang sém cang tot.

Diing thudc c6 tdc dong truc nep trén hé thong rennin- angxotensm trong 3
| thdng giita va 3 thang cudi cla thal ki c6 lién quan dén nhitng t6n thlrdng
| cho thai nhi va tré s¢ sinh, bao gdm ha huyét 4p, tré sd sinh kém phat trién
| xudng so, tiéu khé, suy thin c6 hdi phuc hoic khong hdi phuc thim chi tit

vong. Me c6 thé bi thiéu 6i gdy gidm chitc ndng thin cla thai nhi; trong
| trudng hgp nay, thi€u 6i c6 thé lién quan dén nhitng t5n thuong & thai nhi

nhtt co ciing chi, bi&n dang so va mit, phdi kém pht trién. Tré d& non,
| cham phit trién trong tif cung, con ng dong mach (patent ductus arteriosus)
| da dudc bdo cdo, ty nhién vin chua rd 12 nhitng tn thuong nay c6 lién
quan dén viéc ding thudc hay khong.

Chua c6 kinh nghiém lam sang vé viéc ding vién nén Telmisartan cho phu

nif ¢6 thai.

Chua thdy c6 trudng hdp sinh quéi thai nao khi cho chujt c6 mang udng

Telmisartan liéu 50mg/kg/ngay va thé c6 mang udng liéu 45mg/kg/ngay. O

thd, thai chét c6 lién quan d€n dgc tinh ¢ con me (gidm tang trong va hip

thu thitc 4n) da gap phdi & liéu 45mg/kg/ngay [khoﬁng 12 14n liéu khuyén
céo t8i da & ngudi (MRHD) 80mg dira vao mg/m?]. & chudt, dc tinh & con
me (gidm ting trong va hip thu thic 4n) da gdp phai khi cho con me udng

| 15mg/kg/ngay (khodng 1,9 1An MRHD dya vio mg/m?) trong giai doan cudi

clia thai ky va cho con bd, din dén nhitng tdc dung phu trén chudt con méi
sinh, bao gdm gidm kha ning song, trong lugng mdi sinh thap, kéo dai thai

| ki va gidm ting trong. Telmisartan c6 trong bao thai chudt trong giai doan
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cudi clia thai ky va trong sifa chuot. Khong thdy doc tinh trén chudt va thd
§ lidu Smg/kg/ngay va 15mglkg/ngdy, khodng 0,64 va 3,7 lan liéu khuyén
céo t6i da cho ngudi (80mg/ngay) dva viao mg/m?.

Ha huyét dp 6 bénh nhén gidm thé tich

o] nhitng bénh nhian ma hé lignnin-angiotensin bi hoat h6a, nhu bénh nhan
gidm thé tich hay mudi (Vi du: bénh nhan dang diéu tri bing thudc lgi tiéu
liu cao), thi ha huyét 4p c6 thé xiy ra ngay sau khi bit ddu diéu tri bing
vién nén Telmisartan. Do d6, cAn phai diéu chinh nhitng bit thudng nay
trudc khi bit diéu tri bing Telmisartan hoic phai gidm liéu Telmisartan va
bit ddu diéu tri du6i sy gidm st chit ché ciia thdy thudc.

Khi bi ha huy€t 4p, nén dit bénh nhan nim ngita va truyén tinh mach bing
nu6c mudi thong thudng néu cdn. Trong trudng hgp bi ha huyét 4p thodng
qua khong chdng chi dinh ma thudng vin c6 thé tiép tuc diéu trj khi huyé&t
4p 0n dinh trd lai.

THAN TRONG

Thén trong chung

Suy chitc ndng gan: Phin 16n Telmisartan thii trif qua mat, nén d9 thanh
thai thudc sé bi gidm & nhitng bénh nhan bj tic nghén mét hodc suy chic
niing gan. Cin than trong khi ding thudc & nhitng bénh nhin nay.

Suy chitc nang thdn: Thubc c6 tic dung @c ché hé thong rennin-
angiotensin-aldosterone, nén ¢6 thé 1am thay ddi chifc ning thin & nhitng
bénh nhin nhay cAm. Thi€u nigu va/ hoic uré huyét tién trién va (hi€m khi)
suy thin cip va/ hodc tif vong & nhitng bénh nhan c6 chifc ning thin phu
thudc vao hoat dong ctia hé théng rennin — angiotensin — aldosterone (Vi
du: bénh nhin bi suy tim sung huyét ning) c6 thé c6 lién quan dén viéc diéu
tri biing thudc ic ché men chuyén va thudc ddi khéng vdi thy thé angioten-
sin. K&t qua tirong tyf ciing cé thé xdy ra & bénh nhin diéu tri bing Telmisar-
tan.

Dong itc ché h¢ thong rennin - angiotensin - aldosteron: Thudc c6 téc dung
{tc ché hé thng rennin-angiotensine-aldosteone, nén da c6 bdo cdo vé
nhitng trudng hop lam thay ddi chitc ning than (k€ ci suy thin cip). Cin
than trong va phi theo doi chit ché chifc ning thin khi dong dc ché hé
thong rennin-angiotensin-Adosterone (Vi du phdi hgp thuéc e ché men
chuyén va thudc d6i khang thy thé angiotensin II).

Thong tin cho b¢nh nhan

Phu nit ¢6 thai: Cin thong bdo cho phu nif trong 6 tudi sinh dé vé nhitng |

hiu qud ma thudc téc dong trén :xé thong renin-angiotensin c6 thé gy ra
néu ding thudc trong 3 thing giffa va 3 thdng cudi cta thai ky, ddng thdi
ciing nén thong béo cho bénh nhén biét ring nhitng hdu qua nay dudng nhu
khong xdy ra trong 3 thing ddu cda thai ky mic di c6 sy phoi nhiém thudc

& tif cung. Cdn thong bdo cho bac si vé finh trang ¢ thai cing sém cang tot. -

Anh huéng ciia thube déi véi khd ndng ldi xe va vin hanh mdy méc: Chua
¢6 dif liéu cho thdy telmisartan c6 4nh hudng d€n khd ning l4i xe va van

hanh mdy méc. Tuy nhién, khi 14i xe va vin hinh mdy m6c phai hwu § ring

finh trang chéng mit hodc ngi 16 md ¢6 thé thinh thodng xuat hién khi dang
st dung thudc diéu tri cao huyét dp.

Tuong tic thude

Digoxin: Ding ddng thdi v6i Telmisartan c6 thé 1am ting nong d¢ dinh
trong huyét tuong ciia Digoxin (49%) va ndng dd ddy (20%). Do d6, cin
ki€m tra ndng d6 digoxin khi bt ddu diéu tri, khi diéu chinh liéu hodc ngung
diing Telmisartan d€ tranh trudng hgp khong dii hodc qué liéu digoxin.
Warfarin: Ding dong thdi vdi Telmisartan trong 10 ngdy lam gidm nhe
ndng do ddy trung binh clia warfarin trong huyét tuong, nhung khong 1am
thay ddi ti s6 chuéin h6a quéc t€ (INR).

Cic thudc khdc: Dung dong thdi Telmisartan véi cdc thudc acetaminophen,
amlodipine, glibenclamide, simvastatin, hydrochlorothiazide hodc ibupro-
fen khong gdy tuong tic ro rét trén 1im sing. Telmisartan khong chuyén
héa qua hé thdng cytocrom P450 va khong c6 dnh hudng trén in vitro ddi vdi
enzyme cytocrom P450, ngoai trit mot vai dc ché trén CYP2C19. Telmisar-
tan khong tuong téc véi cdc thudc tc ch€ enzyme cytocrom P450, ciing
khong tudng tic véi cdc thubc chuyén héa qua hé théng cytocrom P450,
ngoai trit ¢6 thé tc ché sy chuyén hoa ciia céc thuGc chuyén héa bdi
CYP2C19.

Sinh ung thu, gy dot bi€n va suy giam kha niing sinh san

Khédng c6 biing chitng gdy ung thi khi cho chudt nhit va chudt cng in ché
d6 in c6 chita Telmisartan trong 2 nim. Khong thdy thudc c6 nh hudng
trén kha ndng sinh sin cla chudt duc va chudt cdi ding Telmisartan liéu
100mg/kg/ngay (liéu toi da), khodng 13 1in MRHD ciia telmisartan dya vao
mg/m?.

Phuy nif ¢é thai: {

Xem phin “Anh hudng clia thudc trén thai nhi/ tré so sinh”.



https://nhathuocngocanh.com/
Phuy ni¥ cho con bi:
Khong rd 1 thudc c6 bai ti€t qua sita me hay khong, nhung Telmisartan c6
trong sita cia chudt cho con bii. Do c6 nguy cd gy ra tic dung phu cho tré,
nén phai quyét dinh ngung thudc hoic ngung cho con bi tity theo tim quan
trong clia thudc ddi v6i ngudi me.
S dung 6 tré em:
D6 an todn va hiéu qua trén tré em chua dugc thiét 1ap.
& ngui gia:
N6i chung, khong c6 sy khac biét vé d6 an toan va hiéu qué cla thudc trén
ngudi gia so sanh véi ngudi tré.

TAC DUNG NGOAI Y

Céc tdc ngoai ¥ nhu dau lung, viém xoang, tiéu chdy, viém hong xdy ra &
nhém diing Telmisartan c6 tAn xuét cao hon 1% so v6i nh6m dung gid dudgc,
khong tinh d€n nguyén nhan giy ra.

Ngoai ra, cdc tdc ngoai § sau c6 thé xdy ra & tin suit 1%, nhung it nhit ciing
tuong duong v6i tin xuit gip phdi 6 nhém diing gid dugc: triéu ching giéng
ctm, khé tiéu, dau cd, nhiém tring tiéu, dau bung, dau diu, choing véng,
dau, mét mdi, ho, ting huyét 4p, dau ngwc, budn nén, phi ngoai bién.
Khong c6 m&i quan hé giifa tdc dung khong mong mudn véi liéu lugng, gidi
tinh, tudi tac, va chiing toc ciia bénh nhn.

Ti 16 mdc phai ho xdy ra & nhém ding Telmisartan twong duong v6i nhém
ding gia dugc (1,6%).

Théng bdo cho bdc si cdc tdc dung khdng mong muén gdp phdi khi ding
thuéc

QUA LIEU

Dit liéu lién quan dén qud liéu & ngudi con han ché. Triéu ching qué liéu
vién nén Telmisartan bao gdm: ha huyét 4p, chodng véng, tim ddp nhanh,
tim ddp chdm c6 thé x4y ra khi kich thich thdn kinh ph6 giao cdm. N&u xay
ra triéu chiing ha huy&t 4p, nén ti€n hanh diéu tri hd trg. Telmisartan khong
bi loai khi cd thé do th&m phan mau.

LIEU LUGNG VA CACH DUNG

Liéu ding thy thudc vao tirng bénh nhan. Liéu khdi ddu thudng 12 40mg,
mot 1An/ngay. Liéu cho ddp tng trén huyé&t 4p 1a 20-80mg.

Céc truong hgp dic bigt

Bénh nhan suy kiét thé tich ndi mach cin dugc diéu tri truée khi sit dung
telmisartan hodc phdi c6 su gidm sdt chit ché clia thiy thudc khi bit diu
dung Telmisartan. Bénh nhin bi tic mat hodc suy gan nén bit ddu diéu tri
dudi sy gidm sat chit ché cla thay thudc.

Hau hét cdc trudng hgp dat duge hiéu qua ha huyét 4p trong vong 2 tudn va
dat hiéu qua t5i da sau 4 tuan diéu tri. Khi hiéu qud ha huyét 4p chua dat
dugc két qui mong mudn, c6 thé ding vién nén Telmisartan 80mg két hgp
véi thudc 1gi tiéu.

Khong cin diéu chinh liéu khdi ddu & bénh nhin 16n tudi hodc bénh nhan
suy than, k€ ca bénh nhin dang chay thin nhan tao. 6] bénh nhan dang thim
phin c6 thé bi ha huyét 4p th€ ditng, cin ki€m tra huyét dp cdn thin &
nhitng bénh nhan nay.

Vién nén TELMISARTAN c6 thé dung két hgp véi cdc thudc ha huyét 4p
khdc. y

Vién nén TELMISARTAN c6 thé dung chung hodc khong cling véi thic an.

TIEU CHUAN: Nha sin xuit

BAO QUAN: Bdo quén & nhiét do dudi 25°C, & ndi kho mat, trdnh dnh
sdng va trdnh 4m.

QUI CACH PONG GOIL: Hop 3 vi x 10 vién

HAN DUNG: 2 nim k€ tif ngay sén xuft.

Luu y: ;

Doc ki hu6ng din st dung trudc khi ding

Né&u cin thém thong tin, xin vui 1ong héi ¥ ki€n bac si
Thudc nay chi ding theo don clia Bac s

Khong dung thudc qué han sit dung

Trénh xa tim tay tré em
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Sén xudt béi:

MSN LABORATORIES PRIVATE LIMITED (Formulations Division)
Plot No 42, Anrich industrial estate, Bollaram, Medak District — 502325, A.P, INDIA.



