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Béo quan noi khé, dudi 30°C. Tranh dnh sang.
Tiéu chuan co sd.
SBK - Reg. No.:

Co s san xuét
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM L6 B, Buong s 2, KCN Pong An, Binh Duong, Viét Nam

RX Prescription only

MIBETEL HCT

40 mg

Telmisartan

Hydrochlorothiazide

03 blisters x 10 tablets

Composition

110.00 mm

12.5 mg

> 2500 mm =

Chi dinh, Clu‘mg chi dinh, Liéu lwgng, Cich ding, Twong
tic, Tic dyng khng mong mudn, Thén trong va cic théng
tin khic: Xin doc hudng dan sir dung.

DE XATAM TAY TRE EM
PQC KY HUONG DAN SUDUNG TRUGC KHI DUNG!

Tc‘i'Ng GIAM BOC
DS.Buin Dink Hotong

Indications, Contraindications, Dosage and

HASAN - DERMAPHARM JOINT VENTURE CO,, LTD.

TelmiSArtan. . ............cocevererereeeerereneeeseseressseseeeeenees 40 Mg Administration, Interactions, Undesirable effects,

Hydrochlorothiazide 125mg  Precautions and other information: Read carcfully the

Excipients q.s. 1 tablet enclosed leaflet.

Store in a dry place, below 30°C. Protect from light. KEEPOUT OF REACH OF CHILDREN

Manufacturer’s specification. READ CAREFULLY THE DIRECTIONS BEFORE USE!
Manufacturer

Lot B, Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam
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Thanh phin Chi dinh, Chéng chi dinh, Liéu lwgng, Cich ding, Twong
Telmisartan....... tic, Tdc dung khong mong muon, Thén trong va cic thong
Hydroclorothiazi 12,5mg  tin khdc: Xin doc huéng dan sirdung.
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MIBETEL HCT

Telmisartan 40 mg

Hydrochlorothiazide 12.5 mg

05 blisters x 10 tablets

MIBETEL HCT

05 blisters x 10 tablets

- Mfg. Date:
- Exp. Date:

MIBETEL HCT

S6 16 SX - Batch No.:

NSX
HD

RX Prescription only ﬁ(

Store in a dry place, below 30°C. Protect from light.
Manufacturer’s specification.

(HASAN |

Composition Indications, Contraindications, Dosage and
Telmisartan. .............cccocoeeeeereeeeeeenenenenieeeneeeee. 40 mg - Administration, Interactions, Undesirable effects,
Hydrochlorothiazide. 12.5mg Precautions and other information: Read carcfully the
Excipi q.s.1tablet  enclosed leaflet.

KEEPOUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!

Manufacturer

HASAN - DERMAPHARM JOINT VENTURE CO., LTD.
Lot B, Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam
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4p>0a telmisartan it hidu qué trén bénh nhan da den hon da mau, c6 thé do
nong dé renin thép phé bién hon & bénh nhén tang huyét 4p da den.
Cdnvhi cap va glaucoma goc déng: Hydroclorothiazid 1a mét sulfonamid, c6
thé g4} phan (mg déc (mg, din dén can thi cp tinh thoang qua va tang nhan ap
goc dong cap tinh. Triéu chimg bao gbm giam thi luc cap tinh hay dau mit,
dic biét xay ra trong vai gio' dén vai tudn sau khi bit diu ding thubc.
Glaucom goc déng cép tinh néu khéng duoc chita tri s& dan dén mat thi lyc
vinh vién. Ngung diéu trj véi hydroclorothiazid cang sém cang tét. Diéutriy
khoa va v:m: thudt c6 thé cin dugc xem xét néu ap luc né1 nhan chua duge
kiém soat. Cac yéu td nguy co bao gdm tién sir dj tmg véi sulfonamid hay
penicillin.
Nhu nhimg thubc ha huyét ap khac, cn thén trong khi dung Mibetel HCT &
nhimg bénh nhén ¢6 bénh tim thiéu m4au cuc bd vi nguy co nhdi mau co tim
hodc d6t quy.
Cac phin img di tmg véi hydroclorothiazid c6 thé x4y ra & nhimg bénh nhan
c6 hodc khéng ¢ tién sit di img hodc hen suyén. D3 c6 béo céo ca dot cip
lupus ban d6 khi sir dung hydroclorothiazid. Cac ca nhay cam véi anh sang
ciing d dugc bdo c4o khi sir dung thiazid. Néu bénh nhan bi nhay cam véi
anh sang, cin ngung sir dung thiazid. Néu cén thiét phai ding lai, cin tranh
g hodc tranh tia UVA nhén tao.
- Chéphim Mibetel HCT c6 chira ta duoc lactose, nhitng bénh nhén c6 céc vén
dé di truyén hiém giip vé khéng dung nap galactose, thiéu hut Lapp lactase
hay kém hép thu glucose — galactose khong nén dung thuéc nay.

SUDUYNG CHO PHY NU'MANG THAI VA CHO CON BU

Phy nirmang thai
Thudc chen thy thé angiotensin IT khéng nén dung trong 3 thang dau va
chéng chi dinh trong 3 thang giita va 3 thang cudi ctia thai ky. Nhing phu nit
dang dung thudc chen thy thé angiotensin II ma mubn mang thai thi cin

chuyén sang dung thuéc ha huyét 4p khac an toan trong thai ky, trir nhing
trudng hop cin thiét phai tiép tuc dimg thudc chen thy thé angiotensin I1. Khi
phat hién mang thai, cAn ngung sir dung thuéc chen thy thé angiotensin II
ngay ldp tirc va ding thubc khac thay thé.

Phuy nircho con bi
Hién chua c6 thong tin vé viéc sir dung telmisartan trong thési ky cho con bu,
do d6 Mibetel HCT khéng nén ding cho phu nit dang cho con ba. Thay thé
liéu phap diéu tri ting huyét ap khac da dugc chimg minh tinh an toan trong
thai gian cho con bi. Hydroclorothiazid bai tiét mét lugng nho vao sita me.
Liéu cao thudc loi tiéu thiazid gy di tiéu qua mirc c6 thé trc ché sy tao sira.
Viée sir dung hydroclorothiazid trong théi ky cho con b khdng dugc khuyén
c40. Néu phai ding thuéc, cin ding liéu thip nhét c hiéu qua.

ANH HUONG CUATHUOC POI1VOICONG VIEC
Cén than trong khi 14i tau xe hay van hanh may méc vi Mibetel HCT c6 thé
gdy hoamit va budn ngu.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI

TUONGTAC KHAC

- Lithi: D ¢6 bao c4o vé truomg hop tang ndng d6 lithi trong mau c6 hdi phuc
va xuft hién déc tinh cia lithi khi dung phéi hop telmisartan va
hydroclorothiazid. Do d6, khéng nén ding chung Mibetel HCT véi lithi. Néu
phai ding chung, c4n theo dai chiit ché ndng d¢ lithi trong mau.

- Thudc lam mdt kali/ gdy ha kali huyét (thuéc lgi tiéu mdt kali, corticoid,
thuéc nhudn trang, ACTH, amphotericin, natri penicilin G, acid salicylic va
dén xudt): Néu phdi hop Mibetel HCT véi cac thuc trén, can theo doi kali
huyét. Cac thudc trén c6 thé 1am ting nhimg tac dung ctia hydroclorothiazid
lénkali huyét. ] o

- Thudc lam tang kali (thudc tec ché men chuyén, thuéc lgi tiéu tiét kiém kali,
ché pham bé sung kali, mudi thay thé chira kali, cyclosporin, natri heparin):
Phé1 hop telmisartan véi cac thube trén c6 thé 1am ting kali huyét, do d6
khong khuyén céo ding chung. Néu phai ing chung, can theo ddi kali huyét.

- Thuoc bj anh :Sw:m bai sw réi loan kali huyét: Can theo ddi dinh ky kali
huyét va dién tam d6 khi phéi hop Mibetel HCT véi cac thudc bi anh huéng

vai luong kali huyét nhu glycosid trg tim, thudc chéng loan nhip hodc cac

thudc c6 thé gdy xoén dinh nhu mét sb thubc chéng loan nhip dudi diy. Ha
kali huyét 1amét yéut6 c6 thé dua dén xoén dinh.

Thubc chéng loan nhip nhom Ia: quinidin, hydroquinidin, disopyramid.

Thudc chdng loan nhip nhém I11: amiodaron, sotalol, dofetilid, ibutilid.

Thubc chéng loan than: thioridazin, chlorpromazin, levomepromazin,

trifluoperazin, cyamemazin, sulpirid, sultoprid, amisulprid, tiaprid,

pimozid, haloperidol, droperidol.

MGt sb thude khac: bepridil, cisaprid, diphemanil, erythromycin tiém tinh

mach, halofantrin, mizolastin, pentamidin, sparfloxacin, terfenadin,

vincamin tiém tinh mach.

- Glycosid trg tim: Ha kali huyét hay ha magnesi huyét gay bai thiazid khéi
phatloan :Ew,.:: gdy bai digitalis.

- Digoxin: Phoi hop telmisartan véi aﬁoxi 6 thé 1am tang nong d6 dinh cia
digoxin trong mau (49%), cting nhu nong d6 day (20%). Do d6, khi khai dau,
chinh liéu va ngung sir dung telmisartan, can theo ddi nong d6 digoxin trong
méau dé dam bao nim trong giéi hantri liéu.

+ ot F

+

- Céc thudc ha huyét dp khac: Telmisartan c6 thé lam ting tac dung ctia cac

%

thuéc ha —_:%m, apkhéc, tang nguy co ha huyét ap.

- Thude diéu tri ddi thdo m..d.:m duong uong va insulin: Co thé can diéu chinh

liéu thube dai thao duong. Dbi véi metformin, can than trong vi ¢6 thé ting
nguy co nhiém acid lactic mau do suy gidm chic nang than gy ra boi
hydroclorothiazid.

Cholestyramin va colestipon: Hap thu hydroclorothiazid giam khi ding phdi
hop véi cac thudc nay.

- Thuoc khdng viém khéng steroid (NSAID): NSAID c6 thé 1am giam tac dung

1¢i tiéu, 1gi niéu natri va tac dung ha r:%& ap cua hydroclorothiazid va
telmisartan. Nhimg bénh nhan suy than dung phéi hop telmisartan véi
NSAID c6 thé 1am niing thém tinh trang suy than, thim chi c6 thé gay suy
than cAp ¢6 hdi phuc. Do a@ phéi hop nay cén dugc ding hét sitc than trong,
diic biét & bénh nhan cao tudi. Bénh nhan cin ubng di dich va dugc theo ddi
chirc ning than dinh ky.

Cadc amin co mach (noradrenalin): Tac dung ctia cac amin co mach c6 thé b
giam.

- Thuéc gidn co khong khir cyc (tubocurarin): Hydroclorothiazid c6 thé lam

ting tac dung ciia thudc gidin co khdng khircyre.

- Thudc diéu tri gout (probenecid, sulfinpyrazon, allopurinol): Do

hydroclorothiazid lam ting acid uric huyét nén c6 thé can phai chinh liéu cac
thudc diéu tri gout. Ngoai ra, hydroclorothiazid con lam ting nguy co cac
phan {mg di img khi ding allopurinol.

Mudi calci: Hydroclorothiazid ¢6 thé 1am tiing ndng d6 calci huyét. Néu phai
ding ché phim bd sung calci, cin theo di calci huyét va diéu chinh liéu néu
can.

Thudc chen beta va diazoxid: Ting tac dung ting dudng huyét cia thudc
chen beta va diazoxid bdi thube loi tiéu thiazid.

Thudc khdng cholinergic (atropin, biperiden): Tang sinhkha dung cia thube
loi tiu thiazid bing cach giam nhu dong rudt va téc d61am rdng daday.

- Amantadin: Hydroclorothiazid c6 thé 1am ting céc tic dung c6 hai cua

amantadin.

Thudc tri ung thu (cyclophosphamid, meth f): Thudc lgi tiéu thiazid
lam gidm sur bai tiét cac thubc ung thu & thin va lam tang nguy co suy tiy.
Ruegu, barbiturat, thudc gy nghién va thudc chong tram cam: Géy ha huyét
4p turthé khi phéi hop véi Mibetel HCT.

TAC DUNG KHONG MONG MUON

Tidcdung khong mong mubn ciia Mibetel HCT: i

Tac dung khéng mong muédn thudng géip nhét 1a hoa mét. Céc truong hop phu
mach nghiém trong ciing c6 thé xay ra, nhung hiém gip (1/10000 <ADR <
1/1000).

Céc tac dung khéng mong muén dugc phan nhém theo tan suét: rét thuong
23p (ADR >1/10); thuong gap (1/100<ADR < 1/10); it gap (1/1000 <ADR <
1/100); hiém gap (1/10.000 < ADR < 1/1000); rét hiém gap (ADR <
1/10.000), khéng rd tn sudt (tAn sudt khéng udce tinh dugc tirdi liéu cd sin).
Nhiém tring: Viém phé quan, viém hiuhong, viém xoang (hiém gap).

H¢é mién dich: Hoat héa holic lam nang thém lupus ban d6 hé 5%..@ ?&B
83p).

- Chuyén héa, dinh dwidmg: Ha kali huyét (it gap). Tang acid uric huyét, ha

natri huyét (hiém gap)..

Tdm than: Lo 4u (it gap). Tram cam (hiém gap).

Than kinh: Hoa miit (thuong gap). Hon mé, di cam (it gap). Mét ngd, rdi loan
gidengu (hiem gap). "

Thi gidc: Roi loan thi giac, nhin m& (hiém géip)

Tai va mé dao: Chong mit (it g@p).

Tim mach: Nhip tim nhanh, loan nhip tim, ha huyét 4p, ha huyét ap thé dimg
(it gép).

HGé hdp: Khé thé (it gaip). Suy ho hip (hiém gip).

Tiéu hoa: Tiéu chay, khd miéng, day hoi (it gip). Pau bung, tao bon, day
bung, nén mira, viém da day (hiem wwmvy

Ganmdt: Réiloan chirc nang gan (hiém 83p).

Da va mé duwdi da: Phiy mach (c6 thé dén dén tir vong), ban do, phat ban, mé
day, ngira (hiém gap).

- Co, xwong, khdp: Pau lung, chudt rut, dau co (it gip). Pau cac chi, dau khép

(hiém gap).

- Sinhsan: R6iloan cuong duong (it gap).
- Xét nghiém: Tang acid uric huyét (it gap), Tang creatinin huyét, tang creatin

phosphokinase huyét, tang enzym gan (hiém 3p).
Khdc: Daunguc (it gap). Bénh gidng ciim, dau (hiém gip).
H&nm..aant.mawg:n :!e»:nmﬁn?&qg:..

- Nhiém trimg: Nhiém tring duéng hd hép trén, nhiém tring duong tiéu bao

mw.w viém bang quang (it gip). Nhiém tring huyét, c6 thé din dén tir vong
(hiem gap)

- Madu va hé bach huyét: Thiéu méu (it gip). Tang bach cau ua acid, giam tiéu

céu (hiém gap).

- H¢ miéndich: Dimg, cic phan img phan vé (hiém gap). )
- Chuyén héa va dinh duwdng: Tang kali huyet (it gap). Ha dudng huyét ¢ bénh

nhan dai thao duomg (hiém gap).

- Timmach: Cham nhip tim (it gap).

- Than kinh: Budnngi (hiém gap).

- HG hdp: Ho (it gap). Bénh phi mé ké (rat hiém gap).

- Tiéuhéa: Khé chiudaday (hiém gap).

Davamé dubida: Eczema, phat ban do thudc, phat ban da nhiém déc.

Co, xuong, khép: Pau gén, dau khép (hiém gap).

Tiét ni¢u: Suy than, bao gom suy than c4p (it gap).

Xét nghi¢m: Giam hemoglobin (hiém gap).

Khdc: Suy nhuoc (it gap).

Téc dung khong mong muén cia hydroclorothiazid:

- Nhiém tring: Viém tuyén nuéc bot (khéng rd tan suat).

- Mduvahé bach huyét: Gidm tidu Q,EN d6i khi kém ban xudt huyét (hiém gap).
Giam bach ciu, mit bach ciu hat, thiéu méau bét san, thiéu mau tan huyét, suy
ty xuong (khong rd tan sut).

- H¢miéndich: Phan img phan vé, qua mAn cam (khong rd tin sudt).

- Ngitiét: Daithao duomgkiém soat chua ddy di (khong rd tan sudt).

- Chuyén héa vi dinh dwong: Giam magnesi E«w (thuomg gip). Tang calci
huyét (hiém gap). Nhiém kiém ha clo huyét (rét hiém gap). Bieng 4n, giam
cam giac ngon miéng, mét cin vw_..m chit dién giai, ting cholesterol huyét,
ting glycerid huyét, giam thé tich tuan hoan (khong rd tan sudt).

- Tdmthan: Hiéu dong (khong rd tan suit)

- Thadn kinh: Pau dau Q:mn. gip). Choang vang (khong rd tan sudt).

- Thj gidc: Chimg thiy sic vang, cén thi cép tinh, glaucom géc déng cép tinh
(khong rd tén suat).

- Timmach: Viém mach hoai tir (khdng rd tin sut).

- Tiéu héa: Budn nén (thuong gap). Viém tuy, khé chiu da day (khong rd ta
suat).

- Ganmdt: Vang dado gan, vang da irmat (khong rd tan sudt).

- Da va mé du6i da: Hoi chimg m&:m lupus, nhay cam v6i 4nh sang, yié
mach, hogi tir thrgng bi nhiém doc, hong ban da dang (khéng rd tin suat

- Co, xuong, khop: Yéu (khong rd tin sudt). ]

- Tiétni¢u: Viém than kg, suy than, dai théo duémg (khéng rd tin sudt).

- Xétnghi¢m: Tang triglycerid huyét (khong rd tan suét).

- Khdc: Sot (khdng rd tan sudt).

QUA LIEU VA CACH XU TRi
Hién chua c6 nhiéu théng tin vé viéc qua liéu telmisartan & ngudi. Ty 18
hydroclorothiazid duoc loai bo khi tham tach méau chua dugc thiét 1ap.

Trigu chimg

- Triéu chimg qua liu telmisartan thuémg gap nhét 1 ha huyét ap va tim dip
nhanh. Ciing c6 truong hop nhip tim chim, hoa mt, nén mira, ting creatinin
huyét thanh, suy thén cap.

- Qua liéu hydroclorothiazid thuéng c6 biéu hién mét chit dién giai (ha natri
va clo huyét) va giam thé tich tudn hoan. Déu hiéu thudng gép nhit 13 budn
ndn va budn ngii. Hakali huyét c6 thé gay ra chudt rat va/ hoac loan nhip tim
néu dang ding kém véi glycosid tim hodic cac thude chéng loan nhip.

Ciich xirtri
Thém tach méau khdng loai bo dugc telmisartan. Bénh nhan can dugc theo dai
chit ché, chit ym: diéu tri tridu chimg va hd trg. Cach xir tri iy thudc vao thai
gian tir khi udng thudc va d6 niing cua triéu chimg. Bién phap bao gbm gly
nén va rira da day hodc ding than hoat. Cén theo ddi cht ché ndng do chat
dién gidi va creatinin huyét. Néu c6 ha huyét 4p, bénh nhén can duoc dat
trong tu thé nim ngira, bd sung mudi va dich nhanh chong.

QUYCACHDPONG GOI

- HopO03vix 10viénnén. VibémAl |>§

- HopOSvix 10viénnén. Vibidm Al -AT,
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