Warning: To be sold by retail on the
prescription of a Registered Medical
Practitioner only.
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TELMISARTAN AND
HYDROCHLOROTHIAZIDE
TABLET (80+25) mg

INTA-TLM 80

INTA- TLM 80

\( . Rx “Thuéc ban theo don”

Tén thubc : INTA-TLM 80
Vi nién 2 16p khng bao. Hp 3 vi x 10 vii
phﬁ'l: :
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M3 vign nén khang bao chira: Telmisartan
Hydrochiorothiazide 25 mg

Chi dinh, céch diing, chéng chi dinh va céc
Xin xem trong phin huédng din sir dung.
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leimisanan Hn, cur BuU mg
Hydrochiorothiazide Ph.Eur. 25 mg
Dose: As directed by the Physician )
Store below 30°C, protect from moisture. INTAS PHARMACEUTICALS —_—
Keep away from Children Camp Road, Selaqui, Dehradun, Uttarakhand - INDIA
TELMISARTAN AND HYDROCHLOROTHIAZIDE
TABLET (80+ 25) mg Warﬁmg: When pregnancy is detected

Telmisartan should be discontinued as soon as

INTA.TLM so possile as it can cause injury and evan death to
the developing foetus, When used in pregnancy

dd/imml/yy
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Each uncoated bilayer tablet contains: during second and third timester of pregnacy gsu
Telmisartan Ph, Eur. 80 mg Mfg. Lic. No.: - E E
Hydrochlorothiazide Ph.Eur. 25 mg Mintitachurad hy: -

Dose: As directed by the Physician ; (1was)

Store below 30°C, protect from moisture. INTAS PHARMACEUTICALS

Keep away from Ghildren. Camp Road, Selaqui, Dehradun, Uttarakhand - INDIA.

TELMISARTAN AND HYDROCHLOROTHIAZIDE
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HUONG DAN SUf DUNG
Thubc nay chi ban theo don clia bac sy.
Boc ki hwong dan sir dung trwdre khi diung.
Mudn biét thém thang tin chi tiét xin hdi bac sy hodc dwoc sy

INTA-TLM 80

(Vién nén Telmisartan 80 mg & Hydrochlorothiazide 25 mg)

THANH PHAN

Méi vién nén hai lop khéng bao ¢o6 chiva:

Hoat chat: Telmisartan Ph Eur. 80 mg
Hydrochlorothiazide Ph.Eur. 25 mg

Ta dwec: Cellulose vi tinh thé, Tinh bét ngd, Natri
starch glycolate, Povidone K-30, Light magnesi oxid,
Natri Hydroxide pellets, Magnesi stearat, Lactose
monohydrate, Oxit sat vang,

MO TA

Telmisartan, mot phan tr khong phai peptide dwoc mé
ta hoa hoc la 4-[(1.4'-dimethyl-2"-propyl[2,6'-bi-1H-
benzimidazol]-1"-yl)methyl]-[1,1'-biphenyl]-2-carboxylic
acid. Céng thic phan tir la CasHaoN<O2, trong lwong
phan t& 1a 514.63. _

Hydfochlorothiazide la mét thuoc lgi niéu va chéng tang
huyet ap. Co ché tac dong cla tac dung chdng tang
huyet ap cla thiazide thvong khéng anh hudng lén

huyét ap binh thuwong. A} e/

DUQC LYC HOC
Co' ché tac dung:

Telmisartan la mét déi van thy thé angiotensin Il khong
peptid, thudc trc ché chon loc thu thé angiotensin Il AT1
ma khéng gay anh hwéng cac co quan khac lién quan
dén diéu hoa tim mach.

Telmisartan (¢ ché tac dung co mach va tiét
aldosterone cla angiotensin Il bang cach trc ché chon
loc sy gan két cia angiotensin Il voi thy thé AT1 &
nhiéu mé. Do dé tac dong cua no doc lap voi cac con
dwérng tdng hop angiotensin 1. Do telmisartan khong (k¢
ché men ACE (kinase Ii), n6 khong gay anh hwéng lén
dap wtng voi bradykmln Telmisartan khi‘)ng gan két hay
trc ché cac thu the noi tiét khac hodc kénh ion dwoc biét
quan trong trong diéu hoa tim mach.

Viéc rc ché thy thé angiotensin Il 1am (¢ ché phan hoi
diéu hoa am tinh angiotensin II 1&n tiét renin, nhung két
qua tang hoat déng renin huyét twong va néng do
angiotensin Il trong mau khong vuot qua tac dong clia
telmisartan I&n huyet ap.

Telmisartan 1am giam huyet ap va chi b khdi that trai &
nhitng bénh nhan tang huyét ap va phi dai that trai moc
dd nhe va trung binh. N6 da cho théy €O hiéu qua trong
viéc lam glarn dé cirng dong mach & benh nhan tang
huyét ap bi tiéu du'orng type 2 va co thé co nhivng tac
dong co lgi 1én cac hau qua tim mach, virot qua tac
dung ha huyét ap & nhém bénh nhan nay.

Telmisartan va hydrochlorothiazide lam giam huyét ap
theo co ché khac nhau va bd sung cho nhau. Vi diéu
tr| loi niéu, huyét ap va thé tich mau gidm dan dén téng
néng do angiotensin |l chat cé khuynh huwdng lam cun
tac dung ha huyét ap. Telmisartan (rc ché tac déng clia
angiotensin Il. Tac déng chéng cao huyét ap cia
teimisartan va hydrochlorothiazide 1a tac déng hiép
déng.

DUQC DONG HOC

Hép thu va phan phbi: Sau khi ubng, néng do dinh
(Cmax) cla telmisartan dat dwoc trong vong 0.5-1 glo-
(Trax) Sau liéu. Kha dung sinh hoc duong ubng clia
telmisartan la phy thudc liéu (40%-60%). Telmisartan co
thé dung kém véi thirc an hoac khéng. Telmisartan
duwoc phan phéi manh & cac mo (thé tich phan phoi
trung binh & tinh trang én dinh la 460 dén 510 L ¢
nguwi tinh nguyén nam khée manh) va dwoc gan két
cao v&i protein huyét twong (99.5%). Néng dé 6n dinh
trong huyét twong dat dwoc sau khoang 5 dén 7 ngay

udng va thuéc it cé khad néng tich loy khi st dung kéo
dai telmisartan.

Chuyén héa va thai trir: Telmisartan dwgc chuyén hoa
bdng cach tao lien két dé tao thanh acylglucuronide
khdng co hoat tinh dwoc ly.

Hé men isoenzymes cytochrome P450 Ia khong lién
quan dén chuyén héa cla telmisartan. Con dwéng thai
trir trwdc tién cla telmisartan va chét chuyén hoa cla
noé la thai trr qua dwong méat-phéan. Hon 90% cua liéu
don uong 40 mg hoadc lieu tinh mach cla [14C]
telmisartan la thai trir trong vong 120 gi¢ & nguwdi nam
tinh nguyén khoe manh trong khi <1% dwegc phat hién
trong nwéc tiéu. Telmisartan cho thay tinh trang suy
giam dugc ddng hoc cap binh phrong véi théi gian ban
huy vao khoang 24 gio.

DAN SO DAC BIET

Ngwoi gia: Khong thdy cé s khac biét lién quan dén
tudi vé dé an toan va hiéu qua cla telmisartan. Tuy
nhién tac dong ha huyét ap cé thé thay nhidu hon &
ngwéi cao tubi.

Tré em: Cac dir liéu dwoc déng hoc cho két hop
trén tré em |a khong sén co.

Suy than: Khéng can didu chinh liéu telmisarta
nhi*ng bénh nhan bi suy gidm chic nang than,
Telmisartan khéng bj loai trlr khdi mau béi loc ma
Hydrochlorothiazide dworc thai trir qua than.
Suy gan: O nhitng bénh nhan bj suy gan, néng dd
trong huyét trong cua-—telmisartan—gia tdng va -
telmisartan nén bat dau dwdi sw theo dbi chat ché &
nhirng bénh nhan nay.

Hydrochlorothiazide:

Sau khi udng hydrochlorothiazide, di tiéu trong vong 2
gi®, dinh sau 4 gi&@ va kéo dai 6 dén 12 glo'
Hydrochlorothiazide du'o'c bai tiét dwdi dang khong ddi
qua nuac tidu. Khi nong d6 huyét twong dwoc theo dai
trong it nhat 24 gi¢, thdi gian ban hiy huyét twong

dwoc thay trong khoang 4 dén 15 gid. Téi thiéu 61% liéu

udng duoc thai triv dudi dang khong dbi trong vong 24

gi¢. Hydrochlorothiazide di qua nhau thai nhing khéng

di qua hang rao mau nao.

CHI BINH:

Két hop nay duwec chi dinh trong diéu tri tang huyét ap.

LIEU LUONG VA CACH DUNG:

INTA-TLM nén dwoc uéng mét vien moi ngay.
CHONG CHI DINH:

Két hop nay chéng chi dinh & nhitng bénh nhan tang
man cam véi bat ky thanh phan nao cla thuéc. N6 ciing
chéng chi dinh trong khi ¢6 thai va cho con bu, bénh ly
gan hoat dong, hoac tang keéo dai men Qgap.eee
transamlnases trong huyet thanh khong o nguyen nharr, ¥
Tang man cam vé&i cac chat la dan xuét cug,.cb
sulphonamide khac (do hydrochlorothiazide 1a mét dan
xuat cla sulphonamide). Suy than nang (dé thanh thai
creatinine <30 mi/phut).

Co thai: Telmisartan va hydrochlorothiazide chéng sfm
dinh cho ngu'én mang thai do nguy co tiém tang lena—- .:-.';_
bénh tat va t&r vong clia thai nhi va tré nhi nhi.
TAC Dl,lNG NGOAI Y:

Hau hét cac bao cao vé tac dung ngoai y hay gap cla
telmisartan 1a nhiém trung dwong hé hap, dau lwng,
viém xoang, tiéu chay va viém hong.

Hau hét cac bao cao vé tac dung ngoai y hay gap clia
hydrochlorothlazlde la ha huyet ap tu thé, b|eng an,
giam ngon mleng chéng mat, gia liét, rdi loan giac ngd,
tang duwdng huyet duwong nleu tang u-ré mau, mat can
béng dién gidi (bao gébm giam natri mau, va giam kali
mau), tang cholesterol va triglycendes

Hay fhéng bdo dén béac si ctia ban céc tac dung khéng

mong muon gdp phai cé lién quan dén st dung thudc.
CANH BAO VA THAN TRONG

Do telmisartan duoc théi trir chl yéu qua dwéng mat,
nhi¥ng bénh nhan bj réi loan tac nghén dwéng mat hoac
suy gan co thé bi giam thanh thai.

Do d6 can diung than trong trén nhitrng bénh nhan nay.
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u'ng bénh nhgnogc]/chu'c ndng than cé thé phu Cac thudc khac: St dung déng thoi telmisartan khéng
thudc vao hoat ddng cla hé renin-angiotensin-aldosterol c6 tac déng 1én dwgec déng hoc & tinh trang dn dinh cda
(vi du bénh nhan bi suy tim xung huyét nang), diéu tri &rc amlodipine, glibenclamide, ibuprofen, paracetamol va
ché véi men chuyén dang anglotensm va thuéc déi van hydrochlorotiazide.
thu thé anglotensm dé ||én quan vé&i ching thiéu niéu QUA LIEU
va/hoac nito mau tién trién va (hiém) voi suy than cap Cac di¥ liéu la han ché vé tinh lrang qua liéu trén nguoi.
va/hoac tl vong. Biéu hién thu'o-ng gap nhat clia qua lidu telmisartan co
Tang kali mau: Tang kali mau da dwoc bao céo véi viec thé 1a ha huyét ap, chéng mat va nhip tim nhanh, nhip
st dung liéu phap telmisartan. Céc yéu té nguy co déi tim cham coé thé xuat hién tir kich thich hé pho giao
voi viéc phat trién tang kali mau bao gém suy than, tiéu cam.
duwong, va s dung déng thoi thudce loi niéu gitv kali, bd Qua liéu hydrochlorothiazide o lién quan véi sy giam
sung kali, va/hoac ché pham thay thé mudi chira kali, dién giai (ha kali mau, ha clo mau) va mat nwéc do di
nén than trong khi dung v&i ca hai thuéc. tidu qua mirc.
Kha nang géy ung thw, dét bién gen, suy giam kha Cac dau hiéu va triéu chirng thwéng gép nhéat clia qua
nang sinh san: Khéng co bang chirng gay ung thw khi liéu & nén va budn ngu. Giam kali mau co thé gay nén
telmisartan dwoc dwa vao ché do an & chudt kéo dai toi co that co valhoac lam nang réi loan nhip lién quan voi
2 nam. Liéu cao nhat cho chudt nhat la (1000 viéc diing dong thai digitalis glycosides hodc mét thubc
mgfkgmg2 y) va chuét to (100 mgikgingay) dua trén co chong loan nhip nao dé.
s@ mg/m° |a twong (*ng gap khoang 59 va 13 Ian liéu thi Benh nhan can dwgc theo ddi can than va nén du
da khuyén cao trén nguwdi clia telmisartan. Cac liéu diéu tri hd tro va triéu chirng.
twong ty da cho thay dem lai si phoi nhiém hé thong Viéc x tri dwa vao thdi gian tir khi ubng thude va d{x"\
trung binh v&i telmisartan >100 lan va >25 lan twong nang cua triéu chi¢ng. 'p)
(ng v&i phoi nhiém & ngudi dung liéu tdi da khuyén cao Céc bién phap goi y bao gdm gay nén hoic riva da dayz o
(80 mg/ngay). Than hoat tinh c6 thé cé ich trong diéu tri qua liéu. Can %
Nguwe&i gia: Khong cé s khac biét lién quan dén tudi vé theo déi thwéng xuyén dién gidi huyét thanh va\
dé an toan va hiéu qua da dwoc quan sat thady & bénh creatinine.
nhan dung telmisartan. ‘Néu xuat hién ha huyét ap, bénh nhan can & tw thé nam
Tré em: D6 an toan va hiéu qua cla thuoc & tré em ngtra, cho s& dung dung dich thay thé va muébi.
chua duoc thiet Iap. = Telmisartan khéng loai trir dwee béi loc mau.
TUONG TAC THUOC
Telmisartan khéng chuyén hoa b&i hé men cytochrome BAO QUAN: Bao quan dwai 30°C, tranh &m.
P450 (CYP) do d6 it khd ndng anh hwdng dén chuyén .
héa clia nhitng thudéc dwoc chuyén héa théng qua hé HAN DUNG: 24 thang ké tir ngay san xuéat.
théng nay.
Digoxin: Nong dd trong huyét twong thay dbi khi ding TIEU CHUAN: Nha san xuat.
dong théi vai telmisartan. Tuy nhién khéng coé twong tac i i
dwoc bao cao trong mét nghién clru I&n cla telmisartan TRINH BAY: Hop 3 vi x 10 vién va 1 to huéng dan st
trong suy tim trong d6 hon mét phan ba bénh nhan dang dung.
diing digoxin. Tuy vay, néng dé digoxin huyét thanh can
dwoc theo ddi va chinh liéu digoxin theo do khi ding két PE THUOC XA TAM TAY TRE EM
hop véi telmisartan.
Warfarin: Telmisartan c6 tac dong nhd lén ndng do San xuét tai An 6 boi:
warfarin huyét twong trén 12 ngudi tinh nguyén khoe INTAS PHARMACEUTICALS.

manh, nhing khéng cé sw thay dbi cé y nghia thdng ké Camp Road, Selaqui, Dehradun, Uttarakhand-India.
trén ti s& binh thweng quéc té (international normalized y
rato (INR)) sau khi st&¥ dung telmisartan.

PHO CUC TRUONG

t/i/zﬂ dm Vin Chant,
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