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THANH PHAN: MBi vign nén chia:
Telmisartan

Td duge wira di

Chi dinh, cdch ding, li€u ding, chdn
thing tin khde: Xin doc trong 19 hudng d

BAo quén & nhiét d0 dudi 30°C, nai khd rdo, tranh 4nh sing.
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COMPOSITION: Each tablet contains:
mmq" ""431’“;% Manufactured by:

information: See the insert

Indications, administration, dosage, contraindications and other
Store at temperature below 30°C, in a dry place, protect from light.

Read carefully the enclosed Insert before use.

0PV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street, Bien Hoa Il Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province.
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M&i vién nén chia:
Telmisartan.....................40 mg
T4 duge via di.........m6t vién

Chi dinh, céch dung, liéu dung,
chéng chi dinh va cdc théng tin
khdc: Xin doc trong td hudng
dén sii dyung.

DE xa tdm tay tré em.
Poc kj hudng dén sl dung
trudc khi ding.

Bao quéan & nhiét do dudi30°C,
ndi kho rdo, tranh anh séang.

Sdn xuft tai:

CONG TY O PHAN DUGC PHAM OPV
S& 27, Budng 3A,
Khu Céng Nghié¢p Bigén Hoa I,
Phugng An Blnh,
Tp. Bién Héa, Tinh Béng Nai.

S8 14 SX/ Lot N%
NSX/ Mfg. Date:
HD/ Exp. Date:
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COMPOSITION:

Each tablet contains:
Telmisartan....................40 mg
Excipients q.s...........one tablet

Indications, administration,
dosage, contraindications and
other information: See the insert.

Keep out of reach of chiidren.
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 Il Industrial Zone,
An Binh Ward,
Bien Hoa City, Dong Nai Province.
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OPETELMI®

Telmisartan

nmm: 'ﬁan theo don
- Déxa tam tay tré em

) N ._"*‘Blzc kwmrﬁng dén sir dung trudc khi diing

Thﬁng bao ngay cho bac sy ho3c dugc sy nhitng tac dung khdng mong mudn gap phai khi sit
dung thudc

1. THANH PHAN CONG THUC THUOC:
OPETELMI 20: Mdi vién nén chia:

Hoat chit: TelmiSartan.. ..o 20 mg

T4 dugc: Manitol dap thdng, meglumin, natri hydroxid, magnesi stearat.

OPETELMI 40: MGi vién nén chifa:

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

T4 dugc: Manitol dap thang, meglumin, natri hydroxid, magnesi stearat.

OPETELMI 80: M@i vién nén cha:

Hoat chat: Telmisartan.............c.ccoeeeunnee. 80 mg

T4 duge: Manitol dap thang, meglumin, natri lauryl sulfat, natri hydroxid, magnesi stearat.
2. DANG BAO CHE: Vién nén

3. QUY CACH BONG GOI:

OPETELMI 20: Hop 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.
4. DUQC LUC HOC

Nhém dugc ly: Thubc d6i khédng thu thé€ angiotensin II. Thudc tim mach.

Ma ATC: CO9CA07

C4u tric héa hoc clia telmisartan thudc ddn xudt benzimidazol, khong peptid. Telmisartan 1a mot 2\ |

chat ddi khang dic hiéu cla thu thé angiotensin Il (ki€u AT1) & co tron thanh mach va tuyén
thugng than.
Trong hé thdng renin-angiotensin, angiotensin |l dugc tao thanh tir angiotensin | nhd xdc téc cla
enzym chuyén angiotensin (ACE). Angiotensin I 1a chdt gdy co mach, kich thich vd thugng than
téng hgp va gidi phong aldosteron, kich thich tim. Aldosteron 1am gidm bai tiét natri va ting bai
tiét kali & than.
Telmisartan chii y8u ngén can gén angiotensin Il vao thu thé AT1 & cd tron mach mau va tuyén
thugng than, gdy gian mach va gidm tac dung cta aldosteron.
Thy thé AT2 ciing tim thdy & nhiu md, nhung khong rd thu thé nay co lién quan gi dén sy 6n
dinh tim mach hay khong. Telmisartan c6 &i luc manh véi thy thé AT1, g&p 3000 ldn so v6i thu
thé AT2. Khong gi6ng nhu cac thudc Gc ché enzym chuyén angiotensin-nhém thudc dugc dung
rong rai dé diéu tri ting huyét p, cac chdt d6i khang thy thé angiotensin Il khong (ic ché gidng
héa bradykinin, do d6 khong gdy ho khan dai ding — mot tdc dung khéng mong mudn Uﬁng
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gdp khi diéu tri bing céc thudc (c ch& ACE. Vi vy céc chat déi khang thu thé angiotensin. Il
dugc dung cho nhiing ngudi phai ngling sif dung thudc (¢ ch& ACE vi ho dai ding.

G ngudi, lifu 80 mg telmisartan (c ch& hdu nhu hoan toan téc dung gdy ting huyét dp cla
angiotensin Il. Liéu telmisartan trén 80 mg/ngay (d€n 160 mg/ngay) khong lam tdng hiéu qua
diéu tri cla telmisartan. Tac dung (c ché& (ha huyét dp) dugc duy tri trong 24 gio va van con do
dugc 48 gid sau khi udng. Sau khi udng liéu ddu tién, tic dung gidm huyét ap bifu hién tir tir
trong vong 3 git ddu. Thong thudng, huyét 4p dong mach giam toi da dat dugc 4-8 tudn sau khi
b4t ddu didu tri. Tac dung kéo dai khi diéu tri 1au dai. 0 ngudi ting huy&t ap, telmisartan lam
giam huy&t &p tam thu va tdm truong ma khong thay ddi tdn so tim. Tac dung chdng tang huyét
ap cla telmisartan cling tuong duong vGi cac thudc chdng tang huyét ap loai khéc.

Cing nhu cac thudc chen thu thé angiotensin, telmisartan cho thdy c6 hiéu quad lam gidm ti 18
ti€n trién cla bénh than hodc microalbumin niéu trén b&nh nhan dai thdo dudng va dugc khuyén
céo st dung trén nhom bénh nhén nay.

Telmisartan cling dugc st dung trong diéu tri suy tim sung huy&t. Tuy nhién cling nhu céc thudc

chen angiotensin I, telmisartan chi nén dung cho cdc b&nh nhin dugc chi dinh thudc Gc ché

enzym chuyén nhung khong thé dung nap v6i thudc (vi du nhu trén bénh nhan bi ho hodc phi
mach).

5. DUGC DONG HOC

Telmisartan dugc hdp thu nhanh qua dudng tidu héa. Sinh khd dung tuyét d6i dudng udng phu
thudc liéu dung: Khodng 42% sau khi udng liéu 40 mg va 58% sau khi udng liéu 160 mg. Sau khi
udng, ndng do thudc cao nhit trong huyét tuong dat dugc sau 0,5-1 gid.

Hon 99% telmisartan gdn vao protein huyét tuong, chll y&u vao albumin va alpha-1 acid
glycoprotein. Thé tich phan bd khodng 500 lit. Telmisartan chuyén hod bing phan (ng lién hgp
vGi glucuronid d€ tao thanh ch&t chuyén hod khdng c6 tac dung dugc Iy.

Sau khi udng (hodc tiém tinh mach) telmisartan, no thai trir gdn nhu hoan toan du6i dang khong
di theo dudng mat vao phan, chi lugng rt it <1% thdi qua nudc tiéu. Thai gian ban thai clia
telmisartan khodng 24 gid.

Dugc dong hoc clia telmisartan & tré em dudi 18 tufi chua dugc nghién ciu. Khdng co su khac
nhau vé& dugc dong hoc & ngudi cao tudi va ngudi dudi 65 tudi.

6. CHi DINH

Diéu tri ting huy€t dp: C6 thé dung don doc hodc phdi hgp vdi cdc thude chdng ting huyét 4p
khac.

7. CACH DUNG, LIEU DUNG

Cach ding: Dung dudng udng. UGng ngay 1 I4n, khong phu thudc bifa an

Liéu diing:

Ngudi IGn

Liéu dung khuy&n cdo la 40 mg/1 Ian/ngay. C6 thé c6 hiéu qud véi liéu 20 mg/1 ldn/ngay & mot
s6 bgnh nhén. N&u cdn, co thé ting tGi liéu t6i da 80 mg/1 1dn/ngay.

Telmisartan ¢6 thé phdi hgp véi cdc thudc Igi ti€u nhém thiazid nhu hydroclorothiazid va sy ph6i
hop nay cho thdy hydroclorothiazid c6 tic dung ha ap hiép déng voi telmisartan. Khi cin tang

li€u phdi Iuu § tic dung chdng ting huyét 4p t6i da dat dugc gida tudn thir 4 va thit 8 k& tir khi
bat d4u diéu tri. V
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Suy thdn: Li€u khdi ddu 20 mg 6 bénh nhan suy than ndng. Chéng chi dinh dang phdi hop Véi
thudc Igi tiéu thiazid khi mc loc cdu thdn < 30 mi/phat.

Suy gan: Néu suy gan nhe hodc viia hodc bénh nhan tdc mat, liu hang ngay khong dugc vuot
qud 40 mg/ldn/ngay don tri liéu va ¢4 dang ph6i hop véi hydroclorothiazid. Chéng chi dinh dang
phdi hop véi thudc Igi ti€u thiazid & bénh nhan suy gan ndng.

Ngudi cao tudi: Khdng cdn diéu chinh liéu

Tré em dudi 18 tudi: Chua thiét 1ap dudc tinh an toan va higu qua clia OPETELMI ddi véi viéc sl
dung & tré dudi 18 tudi.

8. CHONG CHi BINH

- Qua man vdi hoat chat hodc bat ky ta dugc nao clia thudc.

- Phu nit mang thai va cho con ba.

- Bénh ly tdc nghén dutng mat.

- Suy gan ndng.

- Suy than ning. Suy than c6 ndng do creatinin huyét > 250 micromol/lit hodc Kali huy&t > 5
mmol/lit hodc Cler < 30 mi/phat.

9. LUU Y VA THAN TRONG

Tang huyét dp do bénh mach mdu thn

T4dng nguy cd ha huy&t @p manh va suy than khi bénh nhan bi hep dong mach than hai bén
hoic hep dong mach than & than duy nhét con chic ning dugc diéu tri véi nhiing thudc tic dung
trén hé renin-angiotensin-aldosteron.

Suy thdn

Can theo ddi dinh ky ndng do kali va creatinin huyét thanh khi dung OPETELMI & bénh nhan bj
suy chiic ning than. Khong c6 kinh nghiém st dung OPETELMI ¢ bénh nhan méi ghép théan.
M4t thé tich ndi mach

Ha huy&t ap triéu chiing dic biét sau liéu dung déu tién c6 thé xudt hién & nhitng bénh nhan b
gidm thé tich ndi mach va/hodc gidm natri do diéu trj Igi tifu manh, ch& do &n han ch& mudi,
tidu chay hodc nén. Nhiing tinh trang nhu vay, cin dugc diéu chinh truéc khi st dung OPETELMI.
Phong bé kép hé renin-angiotesin-aldosteron

Nhu 12 mot hé qud clia viéc Gc ché hé renin-angiotensin-aldosteron, d3 cé bdo cdo vé viéc thay
ddi chic nang than (k& ca suy than cdp) & nhiing bénh nhin nhay cam, dic biét khi dung két
hop v6i céc thudc cd dnh hubng t6i hé nay. Vi thé, su phong b& kép hé renin-angiotensin-
aldosteron (vi du phdi hop thém mot thudc Gc ché enzym chuyén véi mot thudc Gc ché thu thé
angiotensin 1l) khdng dugc khuyén cdo trong nhiing bénh nhan da kiém soat huyét 4p va nén gidi
han trong mt 8 trudng hop duge xac dinh cu thé cling véi viée theo ddi sat chiic ndng than.

Nhiing bénh Iy khdc cé kich thich hé théng renin-angiotensin-aldosteron

0 bénh nhan c6 chiic ndng than va truong Iyc mach phy thudc nhidu vao hoat dong clia hé
thdng renin-angiotensin-aldosteron (vi dy: bénh nhan bi suy tim sung huyét ning hodc bénh than
bao gém c& hep dong mach than), viéc di€u tri cdc thubc co anh hudng dén hé théng renin-
angiotensin-aldosteron s& gay ha huyét &p cap, tdng nito mau, thiéu niéu hodc suy thin cap.

Y
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Tang aldosteron nguyén phat

NGi chung nhiing bénh nhan ting aldosteron nguyén phét sé khong dap (ng voi cdc thudc tri
ting huy8t dp tic dong théng qua sy ic ché hé thdng renin-angiotensin. Do vdy khong nén sl
dung OPETELMI & nhiing bénh nhan nay.

Hep van hai 14 va van déng mach chd, bénh co tim phi dai tic nghén

Nhu cac thudc gidn mach khac, cdn dic biét chd y cdc bénh nhén bj hep van dong mach chil
hodc van hai I& hay ¢ co tim phi dai tic nghén.

Tang kali mdu

Khi diéu trj cung v6i c4c thudc anh hudng dén hé thdng renin-angiotensin-aldosteron co thé gay
ting kali mdu, ddc biét & nhiing bénh nhan suy thin va/hodc suy tim. Khuyén céo theo ddi lugng
kali huy&t thanh & bénh nhén cé nguy co.

Dya trén kinh nghiém st dung thuc anh hudng trén hé renin-angiotensin-aldosteron, viéc dung
phdi hop véi cac thudc loi ti€u giT kali, bd sung kali, mudi thay thé chia kali hodc nhiing thudc
khdc ma cb thé lam tdng néng do kali (heparin..), c6 thé lam ting kali huy&t thanh do d6 cdn
cha y khi dung chung céc thudc nay véi OPETELMI.

Suy gan

Telmisartan dugc thai tr chl y8u qua mat. Sy thanh thai bi suy gidm & nhiing bénh nhén bj
bénh Iy tdc mat hay suy gan. C4n sii dung OPETELMI than trong & nhiing bénh nhan nay.

Bénh nhédn d4i thdo dudng diéu tri vdi insulin hodc thubc ddi thdo dudng khdc

G nhitng bénh nhan nay, ha dudng huyét co thé xay ra khi diéu tri v6i telmisartan. Do d6, cdn
theo ddi glucose mau cho phi hgp & nhiing bénh nhan nay; c6 thé cin diéu chinh liéu insulin
hodc thudc dai thdo duing khéac khi ¢6 chi dinh.

Thdi ki mang thai: Than trong, khong nén dung telmisartan trong 3 thdng ddu mang thai. N&u
c6 y dinh mang thai, nén thay thé thudc khac trudc khi c6 thai. Chdng chi dinh ding telmisartan
tir sau thang 3 clia thai ky vi thuSc tic dung truc ti€p I&n hé thdng renin — angiotensin, ¢ thé
gdy ton hai cho thai: Ha huy&t &p, suy than c6 hdi phuc hodc khong héi phuc, vd niéu, gidm san
xuong so & tré sd sinh, gay chét thai hodc tré s sinh. it nuéc 6i & ngudi me (c6 thé do gidm
chiic ning than clia thai) k&t hgp véi co cimg chi, bién dang so mét va phdi gidm san da dugc
thong bdo. Khi phat hién co thai, phai ngiing telmisartan cang sém céng tot.

Thdi ki cho con bi: Chéng chi dinh dung telmisartan trong thdi ki cho con ba vi khéng biét
telmisartan c6 bai tiét vao sifa me hay khong. D& ddm béo an todn cho trd bd me, phai quyét
dinh ngitng cho con bi hodc nging thudc, tly theo tim quan trong cla thudc ddi vi ngudi me.
Anh hudng ciia thude déi vdi céng viée: Khong co nghién clu vé anh hubng dén kha ning van
hanh may mdc, lai tau xe, ngudi 1am viéc trén cao va cédc trudng hgp khac. Tuy nhién khi I4i xe,
van hanh may méc, lam viéc trén cao va cdc truong hop khac nén luu ¥ rdng tinh trang chdng
mét hodc ngll I6 mo ¢ thé thinh thodng xuat hign khi dang sif dung thudc diéu tri ting huy6t 4p.
10. TUGNG TAC THUOC

- Chua dd sd liéu danh gia do an toan va hiéu lyc khi dung déng thoi telmisartan véi cac thudc
(fc ché ACE hodc céc thudc chen beta-adrenergic. Telmisartan ¢ thé lam tdng tac dung giam
huyét &p cila cac thudc nay. Khong dugc dung phéi hp aliskiren véi telmisartan & bénh nhan dai
théo dudng (Cler<60 ml/pht). V
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- Cé4c thubc (c ché hodc cadm (ng cytochrom Paso (CYP), gdn nhu khdng co tuong tac vé dugc
dong hoc. Telmisartan khdng chuyén héa qua cytochrom Paso. Telmisartan khdng gdy Gc ché cac
iso enzym CYP ngoai trit CYP2C19.

- Digoxin: Dung ddng thdi v6i telmisartan lam ting ndng dd clia digoxin trong huyét thanh, do dé
phi theo ddi néng do digoxin trong méu khi bt ddu diéu tri, diéu chinh va ngiing telmisartan dé
tranh kha ndng qua liéu digoxin.

- Warfarin: Dung déng thoi véi telmisartan trong 10 ngay lam gidm nhe ndng do warfarin trong
mau nhung khdng lam thay déi INR.

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

- C4c thudc lgi ti€u gill kali; Ch& do bé sung nhiéu kali hodc dung cung céc thubc gdy ting Kali
huy&t khdc co thé lam ting thém tac dung tdng kali huy&t clia telmisartan.

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

- Lithi: Tdng c6 hdi phuc ndng dd va doc tinh lithi trong huyét thanh da dugc bdo cdo trong qué
trinh dung dbng thoi lithi v6i cdc chat (c ché enzym chuyén angiotensin, va véi céc chat doi
khéng thu thé angiotensin I, bao gém ca telmisartan. N&u ding k&t hgp chiing minh 14 cén thiét,
nén theo doi c&n than néng dd lithi trong huyét thanh.

- Cac thudc khang viém khong steroid (NSAIDs):

NSAIDs (vi du acid acetylsalicylic & phdc d6 liéu chdng viém, cac chit Gc chd COX-2 va NSAIDs
khéng chon loc) ¢6 thé 1am gidm tic dung chdng tang huyét dp clia cdc chdt ddi khang thu thé
angiotensin I1.

G mot s6 bénh nhan co chic ndng than bi t6n hai (vi du nhu bénh nhan bj m4t nuéc hoic bénh
nhdn cao tudi co chiic ndng than bj t6n hai), ding déng thdi cic chit d6i khang thu thé
angiotensin |l va cdc tac nhan (c ché cyclo-oxygenase c6 thé dn dén suy gidm hon nita chic
ndng than, co thé bao gbm suy than cdp, thudng 13 ¢6 héi phuc. Do d6, ding k&t hop nén than
trong, ddc biét 1a & ngudi cao tudi. Bénh nhan cdn dugc bd sung nudc ddy di va nén cin nhic
dé theo ddi chiic ndng than sau khi bt ddu diéu tri déng thai va dinh ky sau dé.

- Gac corticosteroid (dung dudng toan than): Gidm téc dung chdng ting huyét ap.

11. TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn thudng nhe va thodng qua, hi€m khi phéi ngiing thudc.

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

Toan than: Mét moi, dau ddu, chong mat, phi chén tay, ha huy&t 4p qua mic.

Thén kinh trung uong: Tinh trang kich dong

Tiéu hoa: Kho migng, budn nén, dau bung, trao ngugc acid, khé tiéu, ddy hai, chan in, fa chay
Tiét nigu: Gidm chiic ndng than, ting creatinin va nitrogen uré huyét, nhidm khudn dutng tiét
niéu

HO hdp: Viém hong, viém xoang, nhiém khudn dudng ho hdp trén (ho, sung huyét hodc dau tai,
sOt, sung huy&t miii, chdy nu6c mi, hat hoi, dau hong).

Xuong — khép: Dau lung, dau va co thit co.

Chuyén hoa: T4ng kali huyét P
Hiém gdp, ADR < 1/1000 g1/

Toan than: Phu mach.
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Méat: Rai loan thi gidc.

Tim mach: Nhip tim nhanh, gidm huy&t ap hodc ngat

Tiéu hoa: Chdy mau da day — rudt

Da: Ban, may day, ngua.

Gan: Tdng enzym gan.

Mdau: Gidm hemoglobin, gidm bach c4u trung tinh.

Chuyén héa: Tang uric huy&t, ting cholesterol huyét

Hudng d&n cach xi tri ADR: Diéu tri ha huyét &p qua mic: DAt ngudi bénh ndm nglia, néu ha
huy&t 4p ning cn thiét phai truyén tinh mach dung dich nuéc mudi sinh Iy dé lam tang thé tich
dich.

12. QUA LIEU VA CACH XU TRi

Triéu ching: Biéu hign ndi bat nhdt cla sy qua liéu telmisartan 1a ha huyét 4p va nhip tim
nhanh; cédc trieu chiing ciing dd dugc bdo cdo nhu nhip tim chadm, chong mat, tdng creatinin
huy8t thanh, va suy than cip.

Cdch xt tri- Telmisartan khong bi loai bd ra khdi co thé b&ng thdm tdch mau. Can ti€n hanh diéu
tri triéu ching va diéu tri hd trg. Diéu tri phu thudc vao thoi gian tir khi ding qué liéu va mic do
nghiém trong clia céc triéu ching. Céc phuong phdp dé xudt bao gbm gdy ndn va/hodc ria da
day. Than hoat tinh ¢ thé hiu ich trong viéc diéu tri qué liéu. C4n theo doi thudng xuyén dién
gidi va creatinin trong huy8t thanh. N&u ha huyét &p, nén dit bénh nhin nim nglia, nhanh
chéng bu mudi va dich.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khdng diing qua liéu chi dinh.

14. DIEU KIEN BAO QUAN: 0 nhiét do dugi 30°C, nai kho rdo, tranh 4nh sang.

15. HAN DUNG CUA THUGC: 36 thing k& tir ngay sdn xudt. Khong dung thuc khi qué Han dung.
16. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT |

(affa) ,

Pharmaceuticals

WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
S8 27, budng 3A, Khu Cong Nghiép Bién Hoa II, Phuting An Binh, Tp. Bién Hoa, Tinh bong Nai.
DT: (0251) 3992999 Fax: (0251) 3835088

17. NGAY XEM XET SUA-BO1;-CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC
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