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MAU NHAN DU KIEN

Opetelmi 80

(cfa)
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Chi dinh, c4ch ding, liéu ding, chéng
chidinh va cdcthéng tin khdc: Xin
doc trong té hudng dén sif dung

P& xa tdm tay tré em.
Poc ki hudng din sl dung trudc
khi diing.

Béo quan d nhiét dé dudi 30°C, nai
khé rdo, trdnh dnh séng.

San xudt tai:

CONG TY CO PHAN DUGC PHAM OPV
S& 27, Budng 3A,
Khu Céng Nghiép Bién Hoa Il

Phuéng An Binh, Tp. Bién Hoa, Tinh Béng Nai.
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Opetelmi 80

Telmisartan 80 mg
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THANH PHAN: Mi vién nén chia: COMPOSITION: Each tablet contains:
Thutt bin theo ddn Teimisam,,___mmm{:Iﬂ_r_!__r.‘_‘_'_‘_faoE:ng Telmisartan..........ﬁ‘...........e..“..‘:{)almg
T4 duge vira dd...................m61 vién Excipients g.s.....................one tablet

Indications, administration, dosage,
contraindications and other informa-
tion; See the insert

Keep out of reach of children.
Read carefully the enclosed insert
before use.

Store at temperature below 30°C, in
a dry place, protect from light.

Manufactured by:

OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street,
Bien Hoa |l Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province.
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Telmisartan

Thube bén theo don ;:::T:Ig,,
Dé xa tam tay tré em VA «‘ pr - ]‘li %
Doc ky hwréng din sir dung truéc khi ding IE, (O% e\
Théng bio ngay cho bic sy hodc dwge sy nhirng tic dung khéng mong Jm{ ' i
dung thudc
1. THANH PHAN CONG THU'C THUOC: %o

OPETELMI 20: M3i vién nén chira: -

Hoat chat: Telmisartan................oo.oo....... 20 mg

Ta durge: Manitol dap thiang, meglumin, natri hydroxid, magnesi stearat.
OPETELMI 40: Mdi vién nén chua:

Hoat chat: Telmisartan............................ 40 mg

Ta diwege: Manitol dap thang, meglumin, natri hydroxid, magnesi stearat.
OPETELMI 80: Mai vién nén chua:

Hoat chat: Telmisartan..................cooo....... 80 mg
Td duwgc: Manitol dap thing, meglumin, natri lauryl sulfat, natri hydroxid, magnesi stearat.
> 2. DANG BAO CHE: Vién nén

3. QUY CACH PONG GOI:
OPETELMI 20: Hép 3 vi x 10 vién nén. Hop 10 vi x 10 vién nén. Hop 4 vi x 7 vién nén.
OPETELMI 40: Hop 3 vi x 10 vién nén. Hop 10 vi x 10 vién nén.
OPETELMI 80: Hop 3 vi x 10 vién nén. Hop 10 vi x 10 vién nén. Hop 4 vi x 7 vién nén. '.:%I\\ L
4.DUQC LUC HOC ) ] %“’\a'..

Nhom duwgce Iy: Thude doi khang thu thé angiotensin II. Thudc tim mach. 3
Ma ATC: CO9CA07
Céu tric héa hoc cia telmisartan thuge dan xuat benzimidazol, khong peptid. Telmisartan 1a mot
chat d6i khang dic hiéu cua thu thé angiotensin II (kidu AT1) & co tron thanh mach va tuyén
thuong than. ol
Trong hé théng renin-angiotensin, angiotensin II dugc tao thanh tir angiotensin I nho xtc tac cua -
enzym chuyén angiotensin (ACE). Angiotensin II 1a chit gdy co mach, kich thich v thuong
than témg hgp va giai phong aldosteron, kich thich tim. Aldosteron lam giam bai tiét natri va
tang bai tiét kali & than.

\—’ Telmisartan chii yéu ngin can gin angiotensin II vao thu thé AT1 & co tron mach mau va tuyén
thugng than, gdy gian mach va glam tac dung cua aldosteron.
Thu thé AT2 ciing tim thay & nhiéu mo, nhung khong rd thu thé nay c6 hen quan gl dén su 6n
dinh tim mach hay khong. Telmisartan ¢6 4i luc manh véi thu thé AT1, gép 3000 lan so véi thu
thé AT2. Khong giéng nhu cac thube tre ché enzym chuyén angiotensin-nhém thude duge dung
rong rai dé diéu trj tang huyét ap, cac chat dbi khang thu thé angiotensin 1T khong (rc ché giang
hoa bradykinin, do d6 khong gy ho khan dai ding — mot tic dung khong mong mudn thudng
gép khi diéu tri bing céc thubc rc ché ACE. Vi vay céc chét d6i khang thu thé angiotensin II
dugce dung cho nhimg nguoi phai ngirng sir dung thudc trc ché ACE vi ho dai ding.
O nguoi, liéu 80 mg telmisartan trc ché hau nhu hoan toan tic dung gy ting huyét 4p cua
angiotensin II. Liéu telmisartan trén 80 mg/ngdy (dén 160 mg/ngay) khong lam ting hidu qua
didu tri cua telmisartan. Tac dung trc ché (ha huyét 4p) dugc duy tri trong 24 gid va vén con do
duoc 48 gio sau khi uéng. Sau khi udng liéu dau tién, tic dung giam huyét dp biéu hién tir tir
trong vong 3 gio du. Thong thuong, huyét ap dong mach giam tdi da dat dugc 4-8 tuan sau khi
bat dau diéu tri. Tac dung kéo dai khi diéu tri lau dai. O nguoi ting huyét p, telmisartan lam
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https://tru ngta@lﬂﬁywﬁgﬁmt’ﬁm thu va tdm truong ma khong thay déi tan sd tim. Tac dung chéng tang huyét
a;i cua telmisartan f:iing tuong dLrEmg voi cac thude chéng ting huyét ap loai khac.
(;Eng nhu cac thudc chen thu thé angiotensin, telmisartan cho thiy c¢6 hiéu qua lam giam ti I¢
tien trién cua bénh than hodc microalbumin niéu trén bénh nhén dai théo dudng va duge khuyén
céo sir dung trén nhém bénh nhén nay.
Telmisartan cling dugc sir dung trong diéu trj suy tim sung huyét. Tuy nhién cling nhu cac thude
chen angiotc{nsin II, telmisartan chi nén ding cho cic bénh nhan duoc chi dinh thube e ché
enzym chuyén nhung khong thé dung nap véi thude (vi du nhur trén bénh nhan bj ho hodc phu
mach).
5.DUQC PONG HQC
Telmisa}'tan dugc hap thu nhanh qua dudng tiéu héa. Sinh kha dung tuyét d6i duong udng phu
thuge lieu ding: Khoéng 42% sau khi udng lidu 40 mg va 58% sau khi uéng lidu 160 mg. Sau
khi uong, nong d¢ thudc cao nhat trong huyét twrong dat duoc sau 0,5-1 gio.
Hon 99% telmisartan gin vao protein huyét tuong, chi yéu vao albumin va alpha-1 acid
glycoprotein. Thé tich phan bé khoang 500 lit. Telmisartan chuyén hoa bing phan img lién hop
v6i glucuronid dé tao thanh chét chuyén ho4 khong c6 tac dung dugc ly.
Sau khi udng (hodc tiém tinh mach) telmisartan, né thai trir gan nhu hoan toan duéi dang khong
ddi theo dudng mat vao phan, chi lugng rat it <1% thai qua nuée tiéu. Thoi gian ban thai cua
telmisartan khoang 24 gid.
Dugc dong hoc ciia telmisartan & tré em dudi 18 tudi chua duge nghién ciru. Khoéng ¢6 su khac
nhau vé dugc dong hoc & ngudi cao tudi va ngudi duéi 65 tudi.
6.CHIDINH | , . .
Dicu tri ting huyet ap: C6 thé ding don dc hodc phdi hgp véi céc thude chong ting huyét dp
khac.
7. CACH DUNG, LIEUDUNG ‘
Cach diung: Ding dudng uong. Uong ngay 1 lan, khong phu thudc bira dn
Liéu diing:
Ngwoi lon:
Liéu dung khuyén co 1a 40 mg/1 lan/ngay. C6 thé c6 hiéu qua véi lidu 20 mg/1 1an/ngay & mot
s6 bénh nhan. Néu can, c6 thé tang tdi lidu t6i da 80 mg/1 1an/ngay.
Telmisartan c6 thé phdi hop véi cac thude lgi tiéu nhém thiazid nhu hydroclorothiazid va sur
phdi hop nay cho thdy hydroclorothiazid c¢6 tic dung ha ap hiép ddng véi telmisartan. Khi cén
tang liéu phai luu y tac dung chong ting huyét ap téi da dat duoc giira tudn thir 4 va thir 8 ké tir
khi bat dau diéu tri.
Suy thin: Liéu khdi ddu 20 mg & bénh nhan suy than ning. Chdng chi dinh dang phéi hop véi
ot thudc 1¢i tiéu thiazid khi mirc loc cdu than < 30 ml/phut.
Suy gan: Néu suy gan nhe hodc vira hodc bénh nhéan tic mét, liéu hang ngay khéng duge vuot
quéa 40 mg/lan/ngay don tri liéu va ca dang phéi hop véi hydroclorothiazid. Chdng chi dinh dang
phdi hop véi thude loi tiéu thiazid & bénh nhan suy gan ning.
Ngudi cao tudi: Khong can diéu chinh liéu
Tré em duéi 18 tudi: Chua thiét 1dp dugc tinh an toan va hiéu qua ciia OPETELMI déi véi vige
str dung & tré dudi 18 tudi.
8. CHONG CHI PINH ,
- Qua man véi hoat chit hoic bat ky ta duge nio cia thude.
- Phu nir mang thai va cho con bu.
- Bénh 1y tic nghén duong mat.
- Suy gan ning. )
- Suy thén niing. Suy thdn c6 ndng do creatinin huyét > 250 micromol/lit hodc kali huyét > 5
mmol/lit hodc Cl,; <30 ml/phut.
9.LUU Y VA THAN TRONG '
Tang huyét ap do bénh mach mau thdn Vl/
2/5



httpé://tru ngtarmibuge: comy huyét ap manh va suy than khi bénh nhan bi hep dong mach than hai bén hoic

hep dong mach than & than duy nhét con chirc ning dugc diéu tri véi nhitng thuée tac dung trén
hé renin-angiotensin-aldosteron.

Suy than

Can theo dbi dinh ky nong do kali va creatinin huyét thanh khi ding OPETELMI & bénh nhan bi
suy chf{c nang thin. Khéng cé kinh nghiém stir dung OPETELMI & bénh nhan méi ghép thén.

Mat thé tich néi mach

Ha huyét 4p triéu chimg dic biét sau lidu dung dau tién c6 thé xuit hién & nhitng bénh nhén bi
giam thé tich ndi mach va/hodic giam natri do diéu tri loi tiéu manh, ché d6 n han ché mubi, tiéu

chay hodc nén. Nhimg tinh trang nhu vay, cin duoc diéu chinh truée khi sir dung OPETELMI.

Phong bé kép hé renin-angiotesin-aldosteron

Nhu 12 mot hé qua cia viée tre ché hé renin-angiotensin-aldosteron, da ¢6 bao céo vé viéc thay

ddi chirc nang than (ké ca suy than cip) & nhimg bénh nhén nhay cam, dic biét khi dung két hop

v6i cac thudc ¢6 anh hudng ti hé nay. Vi thé, su phong bé kép hé renin-angiotensin-aldosteron
(vi du phdi hop thém mét thude trc ché enzym chuyén véi mét thude e ché thu thé angiotensin 1I)

khong duoe khuyén céo trong nhimg bénh nhén da kiém soat huyét ap va nén gii han trong mot sb

truong hop duogce xac dinh cu thé cung vai viée theo doi sat chirc nang than.

Nhitng bénh 1y khdc c6 kich thich hé thong renin-angiotensin-aldosteron

O bénh nhén cé chirc ndng than va trorong lyc mach phu thudc nhiéu vao hoat ddng cua hé théng

renin-angiotensin-aldosteron (vi du: bénh nhan bi suy tim sung huyét niing hodc bénh than bao

gdm ca hep dong mach than), viéc diéu tri cac thude c6 anh hudéng dén hé thng renin-

angiotensin-aldosteron s& gdy ha huyét ap cap, ting nito mau, thiéu niéu hoac suy than cap.

Tang aldosteron nguyén phat

N6i chung nhimg bénh nhén ting aldosteron nguyén phét s& khong dap tmg véi céc thude tri

tang huyét 4p tac dong thong qua sy tc ché hé thong renin-angiotensin. Do vdy khong nén sir

dung OPETELMI & nhimg bénh nhén nay.

Hep van hai ld va van déng mach chu, bénh co tim phi dai tdc nghén

Nhu céc thude giin mach khéc, can dic biét chi v cac bénh nhin bi hep van dong mach chu

hodc van hai 14 hay ¢6 co tim phi dai tic nghén.

Tang kali mau

Khi didu tri cing véi cac thudc anh huéng dén hé théng renin-angiotensin-aldosteron c6 thé gay

ting kali mau, dic biét & nhimg bénh nhan suy thén va’/hodc suy tim. Khuyén céo theo doi lugng

kali huyét thanh & bénh nhan c6 nguy co.

Dua trén kinh nghlem su dung thudc anh huong trén hé renin angiotensin—aldosteron viéce dimg

phdi hop véi cac thude loi tleu giir kali, bd sung Kali, mudi thay thé chira kali hodc nhimg thuoc

khéc ma c6 thé lam ting nong d6 kali (heparin...), c6 thé lam ting kali huyét thanh do d6 can
chu y khi dung chung céc thude nay véi OPETELML

Suy gan

Telmisartan dugc thai trir chi yéu qua mat. Sy thanh thai bi suy giam & nhimg bénh nhéan bi
bénh ly tic mat hay suy gan. Can sir dung OPETELMI thén trong & nhimg bénh nhén nay.

Bénh nhén ddi thdo dwong diéu tri véi insulin hodc thuéc ddi thdo duong khdc

O nhimg bénh nhéan nay, ha dudng huyét c6 thé xay ra khi diéu tri vm telmisartan. Do dé, can
theo ddi glucosc mau cho phu hgp & nhitng bénh nhéan nay; c6 thé can diéu chinh liéu insulin
hodc thudc dai thao dudng khéc khi ¢6 chi dinh.

Thoi ki mang thai: Than trong, khong nén dung telmisartan trong 3 thang dau mang thai. Néu
¢6 y dinh mang thai, nén thay thé thudc khac trucrc khi c6 thai. Chéng chi dinh dung telmisartan
tu sau thang 3 cua thai ky vi thudc téac dung tryc tiép 1én hé théng renin — angiotensin, c6 thé gay
ton hai cho thai: Ha huyét ap, suy than ¢6 hdi phuc hoic khong hdi phuc, vo niéu, gidm san
xuong sQ O tré so sinh, gay chét thai hodc tré so sinh. it nudc i & ngudi me (c6 thé do giam

W



https /ltrungtachiio wasy GRdRLua thai) két hop voi co cimg chi, bién dang so mit va phm giam san da duoc

10.

11,

thong bao. Khi phat hién c6 thai, phai ngimg telmisartan cang sém cang tot.

Thoi ki cho con bii: Chdng chi dinh dung telmisartan trong thoi ki cho con bu vi khong blet

telmisartan c6 bai tiét vao sita me hay khong. De dam béo an toan cho tré bu me, phai quyét dinh

ngu‘ng cho con bu hodc nglmg thudc, tuy theo tdm quan trong cia thuoc ddi voi ngu’m me.

Anh huéng ciia thude déi voi cong vige: Khong c6 nghién ciru vé anh huéng dén kha nang van

hanh may moc, l4i tau xe, nguoi lam viée trén cao va céc truong hop khic. Tuy nhién khi l4i xe,

van hanh mdy méc, lam viéc trén cao va céc trudng hgp khic nén luu y réng tinh trang chong
mat hodc ngu lo mo c6 thé thinh thoang xuét hién khi dang sir dung thude diéu tri ting huyét 4 ap.

TUONG TAC THUOC

- Chua dii s6 liéu danh gia do an toan va hiéu luc khi dung dong thoi telmisartan véi cace thube
trc ché ACE hoic céc thude chen beta-adrenergic. Telmisartan c6 thé 1am ting tac dung giam
huyét 4p cta cac thube nay. Khong duoc ding phéi hop aliskiren véi telmisartan & bénh nhan
dai thao duong (Cl,<60 ml/phit).

- Céc thubce e ché hodic cam tmg cytochrom Pys¢ (CYP), gﬁn nhu khong cé tuong tac vé duge
dong hoc. Telmisartan khong chuyén héa qua cytochrom Pyso. Telmisartan khong gdy trc ché
céac iso enzym CYP ngoai trir CYP2C19.

- Digoxin: Diing dong thoi véi telmisartan 1am ting ndng dé cua digoxin trong huyét thanh, do
d6 phai theo ddi ndng do digoxin trong mau khi bit dau diéu tri, didu chinh va ngimg
telmisartan dé tranh kha ning qua lidu digoxin.

- Warfarin: Ding ddng thoi vai telmisartan trong 10 ngay 1am giam nhe ndng do warfarin trong
mau nhung khong lam thay déi INR.

- Céc thudc loi tiéu: Lam ting tac dung ha huyét 4p cta telmisartan.

- Céc thude 1o tiéu giir kali: Ché do bd sung nhiéu kali hodc ding cung céc thude gy ting kali
huyét khac c6 thé 1am ting thém tic dung ting kali huyét cia telmisartan.

- Acetaminophen, amlodipin, glyburid, ibuprofen, simvastatin: Gan nhu khéng c6 tuong tac vé
dugc dong hoc.

- Lithi: Tang c6 hdi phuc ndng d6 va ddc tinh lithi trong huyét thanh da dugc bao cdo trong qué
trinh ding dong thai lithi véi cac chat (e ché enzym chuyén angiotensin, va véi cac chat doi
khang thu thé angiotensin II, bao gém ca telmisartan. Néu dung két hop chimg minh 1a can
thiét, nén theo dai can than ndng d¢ lithi trong huyét thanh.

- Cac thude khang viém khong steroid (NSAIDs):

NSAIDs (vi du acid acetylsalicylic & phéc dd liéu chéng viém, céc chit trc ché COX-2 va
NSAIDs khong chon loc) c6 thé 1am giam tac dung chdng ting huyét ép cua cac chat dbi
khang thu thé angiotensin I1.

& mét sb bénh nhén c6 chirc nang than bi ton hai (vi du nhu bénh nhan bi mat nudc hoic bénh
nhan cao tudi c6 chirc niang than bi ton hai), dung dong thoi cac chit ddi khéng thy thé
angiotensin II va cac tac nhan trc ché cyclo-oxygenase c6 thé din dén suy giam hon nira chiic
nang than, ¢6 thé bao gdm suy than cap, thuong la ¢6 hdi phuc. Do dé, dung két hop nén than
trong, ddc biét 1a & nguoi cao tudi. Bénh nhan can duge bd sung nuéce déy du va nén can nhic
dé theo ddi chirc ning than sau khi bt ddu diéu tri dong thoi va dinh ky sau dé.

- Céc corticosteroid (dung duong toan than): Giam tac dung chéng tang huyét 4p.

TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn thuong nhe va thoang qua, hiém khi phai ngimg thudc.

It gap, 1/1000 < ADR < 1/100

Toan than: Mét méi, dau ddu, chéng mat, phu chén tay, ha huyét ap qua mic.

Than kinh trung wong: Tinh trang kich dong

Tiéu héa: Kho miéng, budn ndn, dau bung, trao nguoc acid, khé tiéu, day hoi, chéan an, ia chay

Tiét niéu: Giam chire ning than, ting creatinin va nitrogen uré huyét, nhiém khuin duong tiét

ni¢u
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https://tru ngtamﬁhﬁpwwﬁrﬂong, viém xoang, nhiém khuan dudng ho hép trén (ho, sung huyét hoic dau tai,
sot, sung huyét miii, chay nuée mii, hit hoi, dau hong).
Xuong — khop: Pau lung, dau va co thit co.
Chuyén héa: Tang kali huyét
Hiém gdp, ADR < 1/1000
Toan than: Phu mach.
Mit: Réi loan thi giac.
Tim mach: Nhip tim nhanh, giam huyét 4p hozc ngét
Tiéu hoa: Chay mau da day — rudt
Da: Ban, may day, ngira.
Gan: Tang enzym gan.
Méu: Giam hemoglobin, giam bach cau trung tinh.
Chuyén héa: Ting uric huyét, tang cholesterol huyét
Huéng din cich xir tri ADR: Diéu tri ha huyét ap qua murc: Dat ngudi bénh ndm ngira, néu
ha huyét 4p nang can thiét phai truyén tinh mach dung dich nuéc mudi sinh 1y dé 1am ting thé
tich dich.

12. QUA LIEU VA CACH XU TRi ‘ ,
Triéu chung: Biéu hién noi bat nhat cua su qua lieu telmisartan la ha huyét ap va nhip tim
nhanh; cac triéu chimg cling da dugc bdo cdo nhu nhip tim chdm, chéng mat, ting creatinin
huyét thanh, va suy than cép.
Cdch xir tri: Telmisartan khong bi loai bé ra khoi co thé bing thdm tich mau. Can tién hanh
diéu tri triéu chimg va diéu tri hd trg. Diéu tri phu thudc vao thoi gian tir khi dung qua lidu va
mirc do nghiém trong ctia céc tridu chimg. Cac phuong phap dé xuit bao gém gy non va/hodic
rira da day. Than hoat tinh c6 thé hiru ich trong viéc diéu tri qua liéu. Can theo doi thuong
xuyén dién giai va creatinin trong huyét thanh. Néu ha huyét ap, nén dat bénh nhan nim ngua,
nhanh chéng b mudi va dich.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khéng dung quai liéu chi dinh.

14. PIEU KIEN BAO QUAN: O nhiét do du6i 30°C, noi khé rao, tranh anh sang.

15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat. Khong dung thude khi quﬁ
dung. Y’J
16. TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT J |

i (i #j—” ) ;:

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV ‘
S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tmh
bT: (0251) 3992999 Fax: (0251) 3835088

17. NGAY XEM XET SUA-BOL, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC V=%,
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