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T hwéng din si dung thubc

Vién nén
ZHEKOF-HCT

Thudc ban theo don
Pé xa tam tay tré em
Poc ky hwéng dén sir dung trwde khi dun
Théng bdo ngay cho bac sy nhirng tic dung khéng mong muon khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh ph?m, ham lwgng cia thudc:

MJi vién nén chira:

TelmiSartan .......ccceevereeenimnneenensnesessnens 40 mg

Hydroclorothiazid ...........ccccesursescsisens 12,5 mg

Ta dugc: Mannitol, cellulose vi tinh thé MI10I, natri lauryl sulfat, natri hydroxyd,
croscarmellose natri, magnesi stearat.

Mo ta san ph:xlm: Vién nén tron, mau tréng, mot mét cé dap logo ﬁ , mit kia c6 dap gach
ngang

Quy cich déng géi: Hop 6 vi (Nhom - Nhom) x 10 vién.

Thuéc diang cho bénh gi? ‘ ,

ZHEKOF-HCT chira hai thanh phan hoat chat chinh 13 Telmisartan va hydroclorothiazid
tac dung hiép dong lam ha huyét ap:

- Telmisartan la mot thuép thudc nhém thudc d6i khang thu thé angiotensin I, c6 tac dung
gidn mach, lam giam huyét ap.

- Hydroclorothiazid 1a mot thubc thubc nhom thude loi tiéu nhém thiazid, ¢6 tic dung lam
ting luong nudc tiéu cua ban, tir d6 gitp lam giam huyét ap.

Thudc duogc dung theo chi dinh cua bac s§ @ diéu tri tang huyét &p (tang huyét ap nguyén
phat) & ngudi 16n khi khong the kiém soat dugc huyét ap chi bang telmisartan.

Nén dung thuéc nay nhw thé nao va liég lwgng? )

Ludn dung thudce chinh xac nhu hudng din ctia bac s§ hodc duge sy. Néu ban chua rd, hay
hoi lai cho chac chan.

Liéu dung:

Liéu khuyén cdo la 1 vién/ ngay. '

A A

Khong udng qua liéu thong thuong 1 vién/ ngay neu chirc niing gan cta ban khong t6t.

Cach dung:

Nén udng thudc vao cing mot thoi diém mdi ngay. Ban c6 thé udng thude cliing véi thic an

hoac khong.

Ubng thudc cung véi nude hodc cic thire ubng khong chira cdn. Ubng thude cho dén khi

bac s§ bao ban ngung.

Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban thudc cac nhém d6i tuong sau:

- Qua man v6i telmisartan, hydroclorothiazid, cac thudc c6 ngudn gdc sulfonamid khéc
hodc vé6i bat ky thanh phéan nao cua thube. )

- Phu nit mang thai ba thang gitta va ba thang cudi thai ky (t6t hon nén tranh dung thude

ca trong 3 thang dau thai ky).
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- Cé vAn dé vé gan niang nhu « mét hoac tic nghén dudng mat (cac van d& vé tiét mat tir
gan va tii mat) hoac bat ky bénh gan ning nao khac.

- Co6 bénh than nang.

- Béc sy xéac dinh dugc ring ban c6 nong d9 kali trong mau thip hodc calci mau cao va
khong céi thién khi diéu tri.

_ Ban bj déi thdo dudng hoc suy thin va dang duoc diéu trj véi mot thudc ha huyét ap c6
chira aliskiren.

Khong dung thubc néu ban gip phai bat ky trudng hop nao & trén. Néu ban khong chic

chin vé tinh trang ctia minh, hdy tham khéao y kién cua bac s§ hodc duoc sj.

Téc dung khong mong mudn

Nhu cic thube khac, ZHEKOF-HCT c6 thé gay téc dung khéng mong muén, nhung khéng

phai ai cling gép phai.

Newng diing thudc va lién hé trung tdm y 16 gdn nhdt néu ban gdp cdc phdn ing sau:

- Ban c6 cic triéu ching phu mach nhu ban da, mén d6, phu (mi mit, mat, mdi, miéng va
ludi), kho thd hodc khé nuét. Pay la cac triéu chung cua phan ung qua man.

Mbt 56 tdc dung khong mong muén c6 thé nghiém trong va ban can duoc hé tro y té ngay:

Théng bdo ngay cho bdc sy néu ban gdp phdi cdc triéu ching sau:

Nhidm trang huyét, mét nhim tring ning kém dép g viém toan thin, sung phu da va

niém mac nhanh chéng (phtt mach). Nhing téc dung nay hiém giip (c6 thé anh huong dén 1

trong 1.000 ngudi dung thudc) nhung rat nghiém trong va bénh nhén nén ngung dung

thudc va lién hé ngay voi bac s. Néu nhitng tac dung nay khong duoc diéu tri c6 thé din

dén tir vong. Ty 1 nhiém trung huyét ting Ién khi chi ding telmisartan, tuy nhién khdng

thé loai trir kha néng gip phai tac dung ndy khi dung vién két hop.

Céc tdc dung khong mong mudn khdc:

Telmisartan/ hydroclorothiazid:

Thuwong gdp (tdc dung dén 1 trong 10 ngudi ding thuédc)

Choang vang.

It gap (tdc dung dén 1 trong 100 nguoi diing thuéc)

Ha kali huyét, lo ling, ngit, cam giac ngira rAm ran, t€ tay chén (di cam), chong mat, nhip

tim nhanh, loan nhip tim, ha huyét ap, ha huyét ap dot ngot khi dung 1én, kho thd, tiéu chay,

kho6 miéng, déy hoi, dau lung, co thét co, dau co, rdi loan chirc ning cuong duong, dau

nguc, ting acid uric huyét.

Hiém gap (tdc dung dén 1 trong 1.000 nguoi dung thuéc)

Viém phé quén, viém hong, viém xoang, khdi phat hodc 1am ning thém lupus ban d6 hé

théng, tang uric huyét, ha natri niéu, trdm cam, mat ngu, r6i loan giéc ngu, nhin mo, rdi

loan thi gidc, suy hd hap (k& ca viém phdi va phu phoi), dau bung, téo bén, kho tiéu, non,

viém da day, bét thudong chirc ning gan/ rdi loan tai gan, sung phu da va niém mac nhanh

chong (phu mach, ¢c6 thé gay tir vong), ban do, ngira, phat ban, tang tiét md hoi, may day,

dau co, chudt rat, dau chan, bénh giéng cim, dau, ting creatinin huyét, tang creatin

phosphokinase huyét, ting enzym gan.

Téc dung khéng mong mudn khdc lién quan dén tirng thanh phan:

Telmisartan: )

It gaip (tdc dung dén 1 trong 100 nguoi dung thuoc) '

Nhiém trung duong ho hap trén, nhiém trung duong tidu, bao gdm viém bang quang, thiéu

mau, tang kali huyét, nhip tim cham, ho, suy gidm chirc nang than (bao gdm suy than cép),

mét moi.

Hiém gdp (tdc dung d@én 1 trong 1.000 nguoi ding thuéc)

Nhiém triung huyét c6 thé gdy tir vong, ting bach cdu 4i toan, giam tiéu cau, phan ung qua

man, phan ung phan vé, ha glucose huyét (& bénh nhéan dai thdo dudng), budn ngu, bung

khé chiu, eczema, phat ban do thudc, ban da nhiém doc, viém khop, dau gan, tang

hemoglobin.

.
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Rat hie"mqup (tdc dung dén 1 trong 10.000 nguoi dung thudc):

Viém phoi ké.

Hydroclorothiazid

Chuea ré tan sudt:

Viém tuyén nuéc bot, thiéu mau bt san, thiéu méu tan huyét, suy tiy xuong, giam bach
cau, giam bach cAu trung tinh, mét bach cdu hat, giam tiéu cdu, phan img phan v¢, qua man.
Khong kiém sodt diy du tinh trang déi thdo dudng, chan an, giam cam gidc thém an, mét
can bing dién giai, tang cholesterol huyét, ting glucose huyét, gidm thé tich tun hoan, bon
chén.

Chéng mat.

Ching thiy sic vang, cén thi cép, glaucom géc dong cép, viém mach hoai tu, viém tuy,
bung khé chiu, vang da tai gan, vang da & mét, hoi ching gidng lupus, phan (mg nhay cam
4nh séng, viém mach & da, hoai tir biéu bi nhidm déc, yéu, viém than k&, rdi loan chirc ning
than, glucose nigu.

Sét.

Tang triglycerid huyét.

Thubc cé thé gdy ra cdc tdc dung khong mong mudn khdc, thong bdo ngay cho bdc sy
nhitng tdc dung khong mong mudn gap phdi khi st dung thubc.

Nén tranh dung nhirng thudc hoiic thuc phftm gi khi dang sir dung thudc nay?

Thong béo cho béc s§ hodc duoc sy cua ban vé tat ca cac loai thudc ma ban dang sir dung

hodc st dung gin day, bao gdm ca cac thuéc ké don hodc khong ké don, cac vitamin hodc

thudc tir duoc liéu.

Théng bdo cho bdc sy hodc duoc sy néu ban dang sir dung cdc thudc sau:

- Lithi (diéu trj trAm cam).

- Thubc c6 thé gy ha kali trong méu nhu céc thude loi tiéu khéc, thuéc nhuén trang (nhu
dAu thiu déu), corticosteroid (nhu prednison), ACTH (mdt hormon), amphotericin (thude
khang ndm), carbenoxolon (didu tri loét miéng), penicillin G natri (khang sinh), acid
salicylic va din xuét.

- Céc ché phim bd sung kali, ché phim thay thé mudi chira kali, hodc céac thudc loi tiéu
gitr kali, thudc e ché ACE c6 thé lam ting ndng d6 kali mau.

_ Thuéc didu tri bénh tim (digoxin) hodc cac thuc ding dé kiém soat nhip tim (nhu
quinidin, disopyramid).

- Thubc diéu tri cac rdi loan vé tAm thén (nhu thioridazin, clopromazin, levopromazin).

_ Chc thudc didu tri tang huyét ap khac, steroid, thudc giam dau, thudc diéu tri ung thu, gut
hodc viém khop va cac ché phim b sung vitamin D.

- Néu ban dang ubng mot thudc trc ché ACE hodc aliskiren.
- Digoxin. ‘ )
7ZHEKOF-HCT c6 thé lam tang tac dung ha huyét ap cta cac thudc dieu tri ting huyét dp
khéc hodc céac thudc c6 thé gy ha huyét 4p (nhu baclofen, amifostin). Ngoai ra, tac dung
ha huyét ap co thé tang 1én bdi ruou, barbiturat, thudc giam dau gy nghién hodc céc thube
chéng tram cam. Ban ¢ thé cam thiy choang vang khi dung day. Tham khao y kién bac sy
néu ban can didu chinh lidu cac thudc khéc khi dang ubng ZHEKOF-HCT.

Téc dung cia ZHEKOF-HCT c6 thé giam xubng khi ban ubng cac NSAID (thubc khang

viém khong steroid, nhur aspirin hodc ibuprofen).

- Diazoxid.

- Amin tang huyét 4p (nhu norepinephrin).

- Thudc gidn co (nhu tubocurarin).

- Nhua cholestyramin hodc colestipol.

- Thubc chéng ddng mau (nhu heparin).

- Thubc gay mé.

- Céc thudc doc té bao, thudc diéu tri ung thu nhu cyclophosphamid, methotrexat.
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10.

11.

12.

13.

14.

- Amantadin (diéu tri parkinson hozc nhiém tring ning do virus).

- Cyclosporin (thudc chong thai ghép sau ghép co quan).

- Thudc kéo dai khoang QT nhu astemizol, terfenadin, halofantrin, pimozid va sotalol.

- Thubc khang cholinergic nhu atropin, biperiden.

- Mot sb thudc lam ting tac dung ha huyét ap nhu baclofen (thubc 1am giam co cimg),
amifostin (thudc diéu tri ung thu).

Str dung ZHEKOF-HCT vdi thirc dn

C6 thé st dung thudc ciing hodc khong cung véi bita an.

Rét than trong néu ban ubng ruou trong khi dang ding thudc nay. Dung chung véi ruou cé

thé 1am ban chodng vang, chéng mit.

Cén 1am gi khi mgt lin quén khéng dung thudc?

Néu ban quén khong dung 1 lidu, ubng thudc ngay khi ban nhé lai va ubng lidu tiép theo
nhu lich trinh cil. Néu ban quén udng thudc trong 1 ngay, udng liéu tiép theo nhu binh
thuong vao ngdy hom sau, khong udng gép doi lidu dé bu vao liéu da quén.

Néu ban mudn ngirng thude

Ngung thudc co6 thé 1am huyét ap cua ban ting 1én. Tiép tuc sir dung thuéc cho dén khi bac
s§ bao ban ngimng. Khong duge tu y ngung thudc. Ludn lam theo chi dan cta béc s¥.

Néu ban c6 thic maic gi khi st dung thudc nay, hay lién hé vdi bac sy hodc dugce s¥.

Cén bio quin thudc nay nhw thé nao?

Giit thudc trong bao bi goc ctia nha san xuat, day kin.

Pé thudc noi kho réo, tranh anh sang, nhiét 4o khong qua 30°C, va ngoai tam vdi cua tre
em.

Khong st dung thudc sau ngay hét han in trén bao bi (hop va vi thudc).

Nhirng déu hi¢u va tri¢u ching khi dung thudc qua licu

Dung thudc chinh xac nhu huéng dan cua bac sy. Neéu ban dung qué liéu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tam y t€ gan nhat.

Cén phai lam gi khi dung thudc qua lidu Khuyén cdo

Ngung dung thudc va lién lac ngay véi bac s§ hodc trung tam y té gan nhit.

Mang theo vién thudc cliing véi bao bi dé bac sy bict ban da uong thudc gi va c6 bién phap

xtr ly kip thoi.

Nhitng diéu cin thin trong khi ding thudc nay

Trudc khi dung thuéc nay, théng bdo cho bdc sy néu ban dang c¢é cdc vén d@é vé sirc khoe

sau day:

- Néu ban bi ha huyét 4p, c6 thé xay ra khi ban bi mat nudc qui muc hodc giam mubi do
liéu phép loi tidu, ché do &n han ché mudi, tiéu chay, non hodc thdm tach méu.

- Ban bi bénh thn hogc vira dugc ghép than.

- Ban bi hep dong mach than (hep mach mau dén mot hodc ca hai than).

- Bancé van dé vé tim, gan.

- Ban bi dai thao dudng.

- Ban bi bénh gt hodc dugc béc s§ bao rang ban c6 nguy co bi gt cao.

- Ban timg duoc béc s§ bao rdng ban bi cudng aldosterol tién phat.

- Ban dang bi hodic ¢4 tién s bj lupus ban d6 h¢ thong. v

- Ban ting bi di img hodc hen phé quan. v

- Ban bi rdi loan lipid mau.

- Ban timg dugc bac sy bao rang ban bi hep van dong mach chu, hep van hai 14 hodc co
tim phi dai tic nghén.

- Ban ting bi dot quy.
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15.

16.

- Ban timg phéu thuat cét bo than kinh giao cam.
- Ban bi bi tiu.
- Hydroclorothiazid c6 thé gdy ra cac phan tng bat thuong, gdy giam thi lyc hodc dau mit.

bay co thé 12 nhimg triéu chimg cua su gia tang ap luc trong mat va c6 thé xay ra trong
vong vai gio dén vai tudn udng ZHEKOF-HCT, c6 thé din dén suy giam thi lyc vinh
vién néu khong dugc diéu tri.
Théng bdo cho bdc s truée khi uong thuébc:
- Néu ban dang udng digoxin.
- Néu ban dang udng céc thudc dudi day dé diéu tri ting huyét ap:
+ Mot thudc ttc ché ACE (nhu enalapril, lisinopril, ramipril), dac biét khi ban bi bénh
than do dai thao duong.
+ Aliskiren.
Bac s§ c6 thé kiém tra chirc ning thén, huyét 4p va cic chét dién giai (nhu potassium) trong
méu ctia ban sau m&i khoang thoi gian nhét dinh.

2

Diéu tri voi hydroclorothiazid c6 the gy mat can bing dién giai trong co thé ban. Triéu
chung dién hinh cta mét cin bang nuéc hodc dién giai bao gém kho miéng, yéu at, tho o,
budn ngu, bdn chdn, dau co hodic chudt rut, budn ndn, ndn, mdi co va nhip tim nhanh bét
thudng (trén 100 nhip/ phit). Thong béo cho bac s§ néu ban gip phai céc triéu ching trén.
Thong bao cho bac sy néu ban bj ting nhay cidm véi 4nh sdng mit troi voi cac triéu chung
bong ning (nhu do, ngira, sung, phdng rop) xay ra nhanh hon binh thudng.

Trong trudng hop ban chudn bi lam phu thuét hodc gy mé, hdy thong bao cho bac sy ban
dang dung ZHEKOF-HCT.

ZHEKOF-HCT c6 thé it hiéu qua hon khi diéu tri cho bénh nhén da den.

Diing thudc cho tré em

Khong khuyén céo ding thudc cho tré em va tré vi thanh nién dudi 18 tudi.

Phu nit mang thai hodc cho con bi

Phu nit mang thai

Thong bao véi bac sy néu ban dang mang thai, nghi ngo, hodc ¢ y dinh mang thai. Béc sy
¢6 thé bao ban ngimg uéng ZHEKOF-HCT truéc khi mang thai hodc ngay khi phét hién
ban mang thai va chuyén sang dung thudc khac cho ban. Khéng khuyén cédo dung
ZHEKOF-HCT trong thoi ky mang thai, va khong duoc ding thube sau 3 thang dAu thai ky
vi thudc c6 thé gay ra cac tac hai nghiém trong cho con ban. Tham khéo ¥ kién ctia bac s§
trude khi dung thude.

Phu nir dang trong thoi ky cho con bu

Thong bao cho bac sy néu ban dang cho con bd hodc chuén bi cho con bu. Khong khuyén
cao dung thudc & ba me dang cho con bu. Bac s§ ¢o thé chuyén sang dung thudc khac cho
ban néu ban muén cho con bu..

Ldi xe va vdn hanh may mdc

Mot sb bénh nhan bi choang véng hoic mét méi khi dung thuéc. Do d6, ban khong nén
thuc hién cac cong viéc can tap trung cao do nhu lai xe hodc van hanh may méc, cho dén
khi x4c dinh chéc chin minh c6 bi anh huong hay khong.

Khi nio cin tham van béc s§, dwgc s§. . ’ ) .

Can lién lac ngay v6i bac s§ hodc trung tam y t& gan nhét khi dung thu6c qué liéu chi dinh.
Thong thuong, bao gior cling phai hoi y kién bac sy hodc dugc sy trude luc dung bat ky
thudc nao khi mang thai hodc cho con bu. ,

Thong bao ngay cho bac s§ hozc duoc s§ nhimng tdc dung khong mong mudn gip phai khi

str dung thude. )
Néu cin thém thong tin xin héi y kién béc s§ hodc duoc s¥. r‘/
"

Han dung cia thudc: 36 thang ké tir ngay san Xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HQC:
ZHEKOF-HCT 14 vién két hop lidu cb dinh ctia Telmisartan va hydroclorothiazid.
Maia ATC: C09DA07
Nhom dwge ly: Phéi hop chit d6i khang thu thé angiotensin II va thudc loi tiéu.
ZHEKOF-HCT la dang phdi hop lidu ¢b dinh ctia mot thube d6i khang thu thé angiotensin
I1, telmisartan va mot thudc loi tidu thiazid, hydroclorothiazid. Hai thanh phin nay cé tac
dung hiép dong diéu tri tang huyét ap, 1am giam huyét 4p hiéu qua hon so véi chi dung mét
trong hai thanh phén.
Telmisartan:
Ma ATC: C09CA07
Nhom duwoc ly: Chét dbi khang thu thé angiotensin II.
Chu triic héa hoc cuia telmisartan thudc din chit benzimidazol, khong peptid. Telmisartan
12 mot chit dbi khang dic hiéu cua thu thé angiotensin II (typ AT) & co tron thanh mach
va tuyén thugng thén.
Trong hé thdng renin-angiotensin, angiotensin II dugc tao thanh tir angiotensin I nh¢ xuc
tac ciia enzym chuyén (ACE). Angiotensin II la chét giy co mach, kich thich vo thuong
than téng hop va giai phong aldosteron, kich thich tim. Aldosteron lam gidm bai tiét natri
va ting bai tiét kali & than.
Telmisartan ngén can c6 chon loc su gén cua angiotensin II vao thu thé AT, & co tron mach
méu va tuyén thuong thén, gdy gidn mach va giam tac dung cua aldosteron.
Thu thé AT ciing tim thy & nhiéu md, nhung khong rd thu thé nay c6 lién quan gi dén su
&n dinh tim mach hay khong. Telmisartan c6 &i lyc manh v6i thy thé AT), gap 3000 lan so
v6i thy thé ATo.
Khong gidng nhu cac thudc we ché enzym chuyén - nhém thudc duoc dung rong rai @8 diéu
tri ting huyét ap, céc chit @i khang thu thé angiotensin II khong wrc ché gidng héa
bradykinin, do d6 khong gdy ho khan dai déng - mot tdc dung khong mong muon thudng
gap khi didu tri bang cac thuéc tc ché enzym chuyén. Vi viy cac chét dbi khang thu thé
angiotensin Il dwgc dung cho nhimg ngudi phai ngimg st dung thudc e ché enzym chuyén
vi ho dai déng.
O ngudi, lidu 80 mg telmisartan \rc ché hiu nhu hoan toan ting huyét ap do angiotensin IL.
Téac dung trc ché (ha huyét ap) dwoc duy tri trong 24 gio va van con do duoc 48 gid sau khi
udng.
Hydroclorothiazid:
Ma ATC: CO3AA03

Nhéom duwoc Iy: Loi tiéu thiazid.

Hydroclorothiazid va cac thudc loi tiéu thiazid lam ting bai tit natri, clorid va kéo theo

nude do co ché e ché tai hip thu c4c ion natri va clorid & ng luon xa. Sy bai tiét cac chét
dién giai khac ciing tang déc biét la kali va magnesi, con calci thi giam. Hydroclorothiazid
cling lam giam hoat tinh carbonic anhydrase nén lam tang bai tiét bicarbonat nhung tac

dung nay thudng yéu so véi tac dung bai tiét ion clorid va khong lam thay dbi dang ké pH

nude tiéu. Cac thude loi tidu thiazid c6 thé ciing lam giam tdc d6 loc cau than. Cac thiazid

¢6 tac dung loi tiéu muc dd vira phai, vi khoang 90% ion natri da duoc tai hap thu trudc khi
dén 6ng luon xa la vi tri chu yéu thudc c6 tac dung. ’
Hydroclorothiazid c6 tac dung ha huyét ap, trudc tién c6 1€ do giam thé tich hu){ét tuong va
dich ngoai bao lién quan dén sy bai niéu natri. Sau d6 trong qua trinh dung thudc, tac dung
ha huyét ap tily thudc vao su giam sirc can ngoai vi, thong qua sy thich nghi dén cta cac
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mach mau trude tinh trang giam nong d¢ ion natri. Vi vdy, tdc dung ha huyét ap cua
hydroclorothiazid thé hién chdm sau 1 - 2 tuan, con tic dung loi ti€u xay ra nh?.nh cO thé

thay ngay sau vai gio. Hydroclorothiazid lam ting tic dung cua cayéc ha huyét ap khéc.
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Su két hop gifta chét dbi khang thu thé angiotensin II va hydroclorothiazid giam tac dung
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khong mong muon ha kali huyét cua hydroclorothiazid va lam tang tic dung ha huyét ap.

PAC TINH DUQC PQNG HOC:

Dung ddng thoi hydroclorothiazid va telmisartan khong anh hudng dén duoc dong hoc cua
nhirng hoat chét nay & ngudi khoe manh.

Hip thu:

Telmisartan

Sau khi udng, telmisartan dat ndng d dinh trong huyét tuong sau 0,5 - 1 gio udng thudc.
Sinh kha dung tuyét d6i dudong udng phu thude lidu dung: Khoang 42% sau khi udng lidu
40 mg va 58% sau khi uéng lidu 160 mg. Sy c6 mat clia thirc &n lam giam nhe sinh kha
dung cua telmisartan cing véi giam AUC khoang 6% véi lidu 40 mg va khoang 19% véi
lidu 160 mg. Sau 3 gio uéng thudc, ndng do telmisartan huyét tuong khi ubng lic d6i tuong
tu nhu khi ubng lic no. Sy giam nhe AUC dugc cho 1a khong gdy anh hudng dén hiéu qua
diéu tri. Dugc dong hoc duong ubng cua telmisartan khong tuyén tinh trong khoang lidu 20

- 169 mg véi su tang ndéng do thudc trong huyét twong cao hon so v6i sy tang lieu.
Telmisartan khong gdy tich lily dang ké trong huyét twong sau khi dung liéu lap lai.
Hydroclorothiazid

Sau khi udng vién két hop, hydroclorothiazid dat ndng d6 dinh sau khoang 1 - 3 gio ubng

thuéc. Sinh kha dung tuyét d6i ciia hydroclorothiazid khoang 60%.

Phén bo:

Hon 99% telmisartan gén vao protein huyét twong, chu yéu vao albumin va alpha;-acid
glycoprotein. Thé tich phan b6 biéu kién cua telmisartan khoang 500 lit.

Hydroclorothiazid gan huyét tuong khoang 68% va thé tich phan bd biéu kién khoang 0,83
- 1,14 L/ kg. Hydroclorothiazid c6 thé di qua nhau thai, phan b6 va dat ndng dd cao trong
thai nhi, bai tiét vao sita nhung khong thé di qua hang rao méu ndo. Hydroclorothiazid tich
lity trong héng cAu.

Chuyén héa: ’ ‘ '
Telmisartan dugc chuyén héa bang cach lién hop dé tao thanh acylglucuronid khong hoat

tinh. Dang glucuronid la chat chuyén héa duy nhat da dugc xac dinh & ngudi. Sau khi ubng
telmisartan danh déu ddng vi phong xa '“C lidu duy nhét, dang glucuronid chiém khoang
11% luong phong xa do dugc trong huyét tuong.

Hydroclorothiazid khéng bi chuyén héa & ngudi.

Thai tru:

Sau khi tiém tinh mach hoédc uéng telmisartan danh déu déng vi phong xa '“C, hau hét liéu
dung (hon 97%) dwoc thai trir dudi dang khong ddi theo dudng mét vao phén, chi luong rét
it (dudi 1%) thai qua nude tidu. Tong thanh ttahairtelmisartan trong huyét twrong sau khi
uéng 1a > 1500 mL/ phit. Thoi gian béan thai cta telmisartan la > 20 gio.

Hydroclorothiazid dwoc thai trir hiu nhu hoan toan dudi dang khong dbi trong nudc tiéu.
Khoéang 60% lidu udng dugc thai trir trong vong 48 gitr. Do thanh thai than la khoang 250 -
300 mL/ phut. Thoi gian ban thai cia hydroclorothiazid 1a 10 - 15 gio.

Duwoc dpng hoc trén cdc doi twong dic bigt 7
Ngueoi cao tudi (trén 65 tuéi): Khong c6 su khac biét vé duoc dong hoc & ngudi cao tudi va
nguoi dudi 65 tudi. o , \

Gidi tinh: C6 su khac biét vé nong dd trong huyét tuong theo gidi tinh, nong d6 dinh trong
huyét tuong (Cmax) cao hon khoang 3 lin va AUC cao hon khoang 2 lan & phu nir so v6i
nam giéi, nhung khong anh hudng dén hiéu qua. '
Suy thdn: Sy thai trlr clia than khong gop phén vao thanh thai telmisartan. Dya trén mot sO
kinh nghiém dung thudc & nhitg bénh nhén dung suy thén nhe dén trung binh (Clcr 30 - 60
mL/ phut, trung binh khoang 50 mL/ phut), khong cén chinh liéu cho bénh nhén suy giam
chirc nang than. Telmisartan khong bi loai bo bang tham tach mau.
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& bénh nhén suy giam chirc néng thén, ty 1€ thai trir hydroclorothiazid giam. Trong mot
nghién ciru didn hinh & bénh nhin c¢6 Cler 90 mL/ phut, thoi gian ban thai cua
hydroclorothiazid tang. & bénh nhan khong cé thdn chuc nang, thoi gian ban thai cua
hydroclorothiazid 12 khoang 34 gio.

Suy gan: Nghién ciru dugc dong hoc cua telmisartan trén bénh nhan suy gan cho thiy ¢6 su
ting sinh kha dung tuyét doi 1én t6i gin 100%. Thoi gian ban thai khong thay dbi trén bénh
nhan suy gan.

CHI PINH:

Diéu tri tang huyét 4p nguyén phat.

Dang bao ché két hop lidu cb dinh 40 mg telmisartan/ 12,5 mg hydroclorothiazid dwgc chi
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dinh cho nguoi 16m khi khong thé kiém soat huyét ap day du chi bang telmisartan.

LIEU DUNG - CACH DUNG:

Liéu dung:

Chi nén dung vién két hop liéu cb dinh & bénh nhén khong thé kidm soat huyét ap day du
chi bang telmisartan. Khuyén cdo chinh lidu theo ting thanh phén riéng 1é (telmisartan va
hydroclorothiazid) tiy thudc dép ung cua bénh nhan truéc khi chuyén sang phdi hop lidu
¢b dinh. Khi thich hop trén 14m sang, ¢6 thé can nhéc chuyén tir liéu phap don tri sang dung
vién két hop liéu cb dinh.

Lidu thong thudng: 1 vién x 1 1an/ ngay & bénh nhén khong thé kiém soét huyét ap ddy du
chi bing telmisartan liéu 40 mg.

Déi twong dic biét

Suy than: Khuyén cao theo doi chirc nang thn dinh ky.

Suy gan: Khong dung vuot qua lidu 1 vién x 1 1an/ ngay cho bénh nhén suy gan nhe dén
trung binh. Khong chi dinh dung vién két hop cho bénh nhén suy gan nang. Thén trong khi
str dung thiazid cho bénh nhan bi suy giam chirc ning gan.

Nguoi cao tudi: Khong can chinh lidu & ngudi cao tudi.

Tré em: An toan va hiéu qua cua vién két hop & tré em dudi 18 tudi chua dugc thiét 1ap.
Chua c6 dit liéu vé viéc dung thudc trén nhom bénh nhén nay.

Cach dung:

Thudc dung dudng udng. Ubng 1 1in/ ngay cung voi nude, co thé ubng thudc cung hodc -/

khong cung bita an.

CHONG CHi PINH:

Bénh nh4n min cam telmisartan hogc hydroclorothiazid hodc v6i bét ky thanh phan nao
cua thude.

Bénh nhan qué mn véi cac din xuét sulphonamid khéc (vi hydroclorothiazid 1a mot dan
xuét sulphonamid).

Phu nit mang thai 3 thang giita va 3 thang cubi thai ky.

U mat hozc tdc nghén dudng mat.

Suy gan nang.

Suy than ning (Cler < 30 ml/ phut).

Ha kali huyét, tang calci huyét kéo dai.

Chéng chi dinh ding dong thoi vién két hop véi cac ché phim chura aliskiren & bénh nhan
bi dai thdo dudng hodc suy than (GFR < 60 ml/ phut/ 1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Phu nit mang thai

Khong nén khéi dau sir dung céc thudc dbi khang thu thé angiotensin II trong thoi ky mang
thai. Trir khi viée tiép tuc didu tri voi céc thudc ddi khang thu thé angiotensin II 1a that su
can thiét, bénh nhan c6 y dinh mang thai nén dugc chuyén sang liéu phap dicu tri tang
huyét ap thay thé an toan cho phu nit mang thai. Khi phat hién mang thai, ngumg dieu tri
bang cac thuéc ddi khéng thu thé angiotensin Il ngay va khoi dAu liéu phap diéu tri thay the
néu thich hop. ,{1/9
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Suy gan

Khong nén dung vién két hop cho bénh nhédn & mat, tic nghén dudng mat hodc suy gan
ning do telmisartan chu yéu dugce thai trlr qua mat. B9 thanh thai qua gan cua telmisartan
c6 thé giam & nhitng bénh nhan nay.

Ngoai ra, cén than trong khi st dung vién két hop & bénh nhén suy giam chirc ndng gan
hodic bénh gan tién trién, vi nhimg thay doi nho vé cn bing nuéc va dién giai c6 thé gdy
hon mé gan. Chua c6 kinh nghiém lam sang vé viéc sir dung vién két hop trén bénh nhan
suy gan.

Ting huyét dp do hep dpng mach thin

Co6 su gia ting nguy co ha huyét ap va suy giam chirc néng than niang & nhitng bénh nhan
hep dong mach than hai bén, hoic hep dong mach thén mot bén con chirc nang doc nhét khi
diéu tri véi cac thudc anh huong 1én hé renin-angiotensin-aldosteron.

Suy than va ghép thin

Khong nén dung vién két hop cho bénh nhan suy than nang (Cler < 30 ml/ phit). Chua c6
kinh nghiém vé viéc str dung telmisartan/ hydroclorothiazid & bénh nhén mai ghép thin
gén ddy. Kinh nghi¢ém vé viéc str dung telmisartan/ hydroclorothiazid & bénh nhan suy than
nhe dén trung binh con han ché, do do, khuyén cdo theo ddi dinh ky Kali, creatinin va acid
uric huyét thanh. Ha uré huyét do thiazid c6 thé xay ra & bénh nhan suy than.

Gidm thé tich tuan hoan

Ha huyét ap c6 triéu ching, dac biét 1a sau khi dung lidu dau tién, co thé xay ra & bénh
nhin gidm thé tich tuan hoan v&/ hodc natri do sir dung thude loi tiéu manh, ché d6 @n han
ché mudi, tiéu chay hodc non. Tinh trang mat nude va dién giai nén dugc diéu tri truée khi
bét dAu sir dung vién két hop.

Phong bé kép hé renin-angiotensin-aldosterol (RAAS)

Pi c6 bang chitng vé viéc sir dung dong thoi cac thudc trc ché ACE, thubc dbi khang thu
thé angiotensin II hodc aliskiren lam ting nguy co ha huyét 4p, ting kali huyét va suy giam
chimg ning than (bao gdm ca suy than cép). Do d6, khong khuyén céo phong bé kép
RAAS thong qua phdi hop thudc trc ché ACE, thubc dbi khang thu thé angiotensin II hodc
aliskiren.

Chi sir dung lidu phap phong bé kép khi thét su cAn thiét va duoc thue hién boi can bd y té
chuyén khoa, ddng thoi theo ddi chirc nédng than, dién giai va huyét ap ctia bénh nhan chat
ché.

Céc thudc trc ché ACE va thubc dbi khang thy thé angiotensin II khong nén dung ddng thoi
& bénh nhan bénh than déi thdo duong.

Cdc tinh trang kich thich hé renin-angiotensin-aldosteron khdc

( bénh nhan c6 truong lyc mach méu va chic néng thén phu thudc chu yéu vao hoat tinh
cia RAAS (nhu bénh nhén suy tim sung huyét ning hodc co san bénh thén, ké ca hep dong
mach than, bénh nhén hep van dong mach chu hodc van hai 1), diéu tri véi cic thudc anh
hudng dén hé nay co thé gy ha huyét ap cp, tang uré huyét, thiéu niéu hodc hiém khi suy
than cap.

Cuong aldosteron tién phdt ) ’
Nhitng bénh nhan cuong aldosteron tién phat thuong khong déap ung vai cac thude chong
tang huyét ap tic dung thong qua uc ché hé renin-angiotensin nén vién két hop ciing khong
¢6 tac dung trén nhimg bénh nhén nay.

Tdc dung trén chuyén héa va nji tiét:

Dung thiazid c6 thé lam giam dung nap glucose, ha duong huyét c6 thé xay ra & nhing
bénh nhan dai thao dudng dang diéu tri véi insulin hodc cc thudc didu tri dai thao dudng
va telmisartan. Do d6, nén cén nhéc theo ddi dudng huyét & nhitng bénh nhén nay, c6 thé
cin chinh lidu insulin hodc céc thube diéu tri dai thao dudng khi dugc chi dinh. Dai thdo
duong tiém 4n c6 thé boc phat khi diéu tri v6i thiazid. ,

Dung thubc loi tiéu thiazid c6 thé lam ting cholesterol va triglycerid huyét thanh. Tuy
nhién, véi liéu 12,5 mg chita trong vién két hop, c6 rét it hodc khong c6 tac dung nao dugc
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béo cdo. Diéu tri véi loi tiéu thiazid c6 thé lam ting ndng 9 acid uric huyét, 1am ning
thém tinh trang ting acid uric huyét va thiic diy bénh git & nhitng bénh nhan nhay cam.

Roi loan dién gidi:

Nhu ¢ bénh nhén didu tri vé6i loi tiéu khac, nén tién hanh kiém tra dinh ky dién giai huyét
thanh sau moi khoang thoi gian thich hgp.

Thiazid, bao gdm hydrocloroth1azxd c6 thé gdy mét can bang nude va dién giai (ha kali
huyet ha natri huyet va nhlem kiém glam clor huyét). Cac dau hiéu canh bio mét thiang
bang nudc va dién g1a1 bao gdbm kho miéng, khat, mét moi, thd 0, budn ngu, bdn chén, dau
co hodc chudt rit, méi co, ha huyét ap, thiéu niéu, nhip tim nhanh va rdi loan tiéu héa nhu
non hoac buon non.

Ha kali huyét: Mic du ha kali huyét c6 thé xay ra khi sir dung cac thudc loi tiéu thiazid,
nhung téc dung nay c6 thé giam bot khi diéu tri ddng thoi voi telmisartan. Nguy co ha kali
huyét cao hon & bénh nhan xo gan, tidu nhidu, khong b sung du chét dién giai duong udng
hoic dang dung ddng thoi corticosteroid hodc hormon v thuong thén (ACTH).

Tang kali huyét: Nguoc lai, do tac dung dbi khang thu thé angiotensin II (AT)) cta
telmisartan, tang kali huyét c6 thé xdy ra. Mac du tang kali huyét c6 y nghia lam sang chua
duoc ghi nhan khi sir dung vién két hop, cac yéu tb nguy co gdy tang kali huyet bao gom
suy than va/ hogc suy tim, va dai thao dudmg. Céc thudc loi tiéu gifr kali, cic ché phém bd
sung kali hodc céac mudi thay thé c6 chira kali nén than trong khi dwoc sir dung cung véi
vién két hop.

Ha natri huyet va nhiém kiém ha clor huyet

Chua co bang chirng cho thay vién két hop c6 thé lam giam hodc ngan chén tac dung ha
natri huyét do céc thudc loi tiéu gdy ra. Ha clor huyét héu hét 1a nhe va thuong khong can
diéu tri.

Tang calci huyet

Thiazid c6 thé lam glam thai trir calci qua nuéc tiéu va lam ting nhe va lién tuc calci huyét
khi khong c6 cac roi loan chuyen héa calci da biét. Tang calci huyét c6 thé la d4u hiéu cua
bénh cudng tuyén can giap tiém 4n. Do d6, nén ngung thiazid trudce khi tién hanh cac xét
nghiém chure nang tuyén cén gidp.

Ha magnesi huyét: Thiazid ciing lam ting thai magnesi qua nudc tidu gdy ha magnesi
huyét.

Khdc biét do chiing toc

Nhu cac thube déi khang thu thé angiotensin II khéc, telmisartan c6 thé c6 it hidu qua ha
huyét ap hon khi diéu tri cho bénh nhan da den so vdi cac nhém bénh nhan khéc, 6 thé 1a
do ty 18 renin thdp & nhitng bénh nhan ting huyét 4p thudc chung tdc nay.

Khdc

Ciing nhu cac thudc ha huyét ap khéc, nguy co ha huyet 4p manh, d6t ngdt & ngudi bi bénh
tim thiéu mau cuc bo hodc bénh mach mau néo thiéu méau cuc b c6 thé gay nhdi méu co
tim hoac dot quy.

Chung

Phan {mg man cam voi hydrocloroth1a21d céd the xdy ra & ca bénh nhan c6 hodc khong co
tién str bi di ung hodc hen suyén nhung chu yéu 12 trén bénh nhén c6 tién str. P4 ¢6 bdo cdo
loi tiéu thiazid, bao gbm hydroclorothiazid, 1am ning thém hozc khoi phat lupus ban doé hé
thdng.

b4 ¢ béo cdo phan ng nhay cam anh sang khi str dung loi tidu thiazid. Khuyén cdo ngung
dleu tri néu thiy c6 biéu hién cta phan {mg nhay cam 4nh sang xdy ra. Trong truong hop
can thiét phai ké don didu tri lai, khuyén céo bénh nhén bao vé ving da tiép xic 4nh sing
mit troi hodc buc xa UVA nhan tao.

M,
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Cin thi cdp va glaucom goc dong

Hydroclorothiazid, sulfonamid c6 thé gdy phan img co dia, din dén can thi cip thoang qua
va glaucom goéc dong cAp. Triéu chimg bao gbdm khéi phét con cAp giy nhin m& hodc dau
mit, thudng xay ra trong vong vai gio dAu dén vai tuin du ding thudc. Glaucom goc dong

cip khong dugc didu tri c6 thé dan dén mat thi luc vinh vién. Trudc hét 1a ngung dung
hydroclorothiazid cang nhanh cang tét. Pidu tri bang thudc hodc phéu thuat c6 thé can can
nhéc néu 4p luc ndi nhin khong thé kiém so4t. Cac yéu tb nguy co gay glaucom géc dong
cép c6 thé bao gdm tién sir di ung véi sulfamid hodc penicillin.

Cinh bdo va thian trong khdc

Thén trong khi dung thudc cho bénh nhén loét da day - ta trang tién trién hodc bénh da day
- rudt khac (ting nguy co chay méu da day - rudt).

Than trong khi st dung cho cac bénh nhén co6 tién str phi mach c6 hodc khong li€n quan
dén thudc tc ché enzym chuyén ho#c chen thu thé angiotensin II.

Telmisartan c6 thé gay rdi loan chuyén héa porphyrin nén chi dung khi khong ¢6 céac thude
khéc an toan hon dé thay thé va than trong & bénh nhén nang.

Téc dung ha huyét 4p cua hydroclorothiazid tang 1én & nguoi bénh sau c4t bo than kinh
giao cam.

Nhimg bénh nhén d& bi di tmg nén than trong voi ché phdm chira hydroclorothiazid c6
chira sulfid vi c6 thé gy phan img kiéu di ing nhu la qua man nguy hiém.

pé xa tam tay tré em

Phu nit mang thai va cho con bi:

Phu nit mang thai

Khéng nén ding ZHEKOF-HCT trong 3 thing dAu thai ky, va chdng chi dinh thudc
trong 3 thang giira va 3 thang cudi thai ky.

Chua c6 dit lidu ddy du vé viéc sir dung vién két hop cho phu nir mang thai. Nghién ciru
trén dong vat cho théy doc tinh sinh san.

Céc bing chimg dich t& hoc vé nguy co gy quéi thai sau khi phoi nhidm véi cac thudc tc
ché ACE trong 3 thang dAu thai ky van chua dugc két luan. Tuy nhién, mdt sy gia tang nho
nguy co khong thé dugc loai trir. Mac du khong c6 dit lidu dich t& hoc ¢6 kiém sodt vé
nguy co cua cac thubc dbi khang thu thé angiotensin II nhung c6 thé c6 nhing nguy co
tuong tu d6i v6i nhém thudce nay. Trir khi viée tiép tuc diéu tri véi céac thudc déi khang thu
thé angiotensin II 1a that sy can thiét, bénh nhén cé dy dinh mang thai nén duge chuyén
sang liéu phap diéu tri tang huyét ap thay thé da dwoc ching minh 1a an toan cho phu nit
mang thai. Khi phat hién mang thai, nén ngimg diu tri v6i céc thubc ddi khang thu thé
angiotensin II ngay va khoi dAu liéu phép diéu tri thay thé néu cn thiét.

St dung cac thubc déi khang angiotensin II trong 3 thang gitra va 3 thang cubi thai ky c6
thé gay doc tinh & ngudi (gidm chuc nang than, thiéu i, chim cbt hoéa xwong so) va doc
tinh & tré so sinh (suy than, ha huyét 4p, ting kali huyét). Néu bj phoi nhiém cac thubc dbi
khang thu thé angiotensin II sau 3 thang dAu thai ky, khuyén cdo nén siéu dm kiém tra chuc
nang than va hdp so.

Tré so sinh c6 me dung cac thudc d6i khang thu thé angiotensin trong thai ky can dugc
theo dbi chit ché cac dAu hidu ha huyét ap.

Kinh nghiém vé viéc sir dung hydroclorothiazid trong thoi ky mang thai, ddc biét 1a trong 3
thang dAu thai ky con han ché Cac nghién clu trén dong vit chua diy du.
Hydroclorothiazid di qua nhau thai. Dua trén co ché tic dung dugc ly cua
hydroclorothiazid, st dung hydroclorothiazid trong 3 thang dAu va 3 thang cudi thai ky co
thé gdy gidm tudi mau dén phoi - thai va c6 thé gdy ra céc tac dong trén thai nhi va tré so
sinh nhu vang da, rdi loan can bing dién giai va giam tidu cdu. Khong nén dung
hydroclorothiazid dé diéu tri phu do mang thai, tang huyét ap do mang thai hodc tién san
git do nguy co giam thé tich huyét tuong va ha huyét 4p thai nhi, khong c6 tic dung co loi
trong qua trinh didu tri. Khong nén dung hydroclorothiazid dé diéu tri tang huyét ap nguyén
phét & phu nit mang thai ngoai trir mot s6 truomg hop hiém gap khong thé sir dung céc liéu
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phap diéu tri khac.

Vi vdy, khong nén cho bénh nhan ding ZHEKOF-HCT trong 3 thang dAu thai ky, chong
chi dinh dung thudc trong 3 thang giita va 3 thang cudi thai ky. Kiém soat thich hop tinh
trang ting huyét 4p cua ba me trong sudt thoi gian mang thai 1a viéc lam quan trong 8 i
wu hiéu qua cho ca me va thai nhi.

Thoi ky cho con bu

Chua c6 thong tin vé viéc sit dung telmisartan cho phu nir dang cho con bu.
Hydroclorothiazid tiét mot lugng nhod vao sita. Thiazid lidu cao c6 thé giy tiéu nhiéu, co
thé trc ché su tiét sita. Khong nén dung hydroclorothiazid trong thoi ky cho con bu. Néu
cAn thiét stt dung hydroclorothiazid, nén duy tri & mirc lidu cang thip cang tot.

Khong khuyén cao dung vién két hop cho phu nir dang cho con by, tdt hon nén st dung céc
bién phap diéu tri thay thé da dugc chimg minh 1a an toan, ddc biét & ba me c6 con la tré so
sinh ho#c tré sinh non.

Kha ndng sinh sin

Trong cac nghién ciu tién 1am sang, khong thdy c6 tic dung cia telmisartan va
hydroclorothiazid 1én kha nang sinh san cuiia ca nam va nit gioi duge béo cdo.

Anh huéng ciia thudc di véi cong viée (ngudi van hanh may moc, ngudi dang lai tau xe,
ngudi lam viée trén cao va cac truong hop khac): Cén phai than trong khi 1ai xe hodc van
hanh may méc. Chong mit va budn ngu d6i khi xay ra khi diéu tri véi cac thudc chdng ting
huyét 4p nhu ZHEKOF-HCT.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG

TAC KHAC:

Lithi

i c6 béo cdo tang ndng do va doc tinh cua lithi (c6 hdi phuc) khi ding ddng thoi lithi véi

cac thude déi khang thu thé angiotensin II (bao gdm telmisartan/ hydroclorothiazid). Khong

khuyén cdo ding dong thoi lithi va vién két hop. Néu can thiét phai dung dong thoi, phai

theo dai chit ch& ndng d¢ lithi trong mau trong sudt qua trinh sir dung.

Ciic ché phém lién quan tdc dung mit kali va hg kali huyét (nhu céc thube loi tiéu thai

kali khac, nhuan trang, corticosteroid, ACTH, amphotericin, cerbenoxolon, penicillin G

natri, acid salicylic va din xuat)

Néu dung ddng thoi céc thubc nay cung véi telmisartan/ hydroclorothiazid, khuyén céo

theo doi ndng 4o kali huyét tuong. Nhimg thudc nay c6 thé 1am tang tac dung ha kali huyét

thanh cua hydroclorothiazid.

Cic ché phim cé thé lam ting néng dj kali hodic gdy ting kali huyét (nhu cac thube trc

ché ACE, loi tidu giit kali, cac ché phdm bd sung kali, cac ché phdm mudi thay thé c6 chira

kali, cyclosporin hodc cac thudc khac nhu heparin natri)

Néu dung ddng thoi cac thudc nay cling véi telmisartan/ hydroclorothiazid, khuyén cao

theo ddi ndng dd kali huyét twong. Dua trén nhimg kinh nghiém str dung céc thudc lam

giam hoat tinh hé renin-angiotensin khac, dung dong thoi cac thudc trén c6 thé dan dén

tang kali huyét thanh nén khong dugc khuyén cdo st dung.

Cic thudc bi anh huwéng béi cdc rdi logn kali h uyét \

Khuyén cdo theo ddi dinh ky kali huyét thanh va dién tam b khi dung vién két hop dong

thoi véi cac thude bi anh huong b rdi loan kali huyét thanh (nhu digitalis glycosid, thube

chdng loan nhip) va cac thudc c6 nguy co giy xodn dinh (k& ca mot s6 thudc chéng loan

nhip), ha kali huyét 1a mot yéu t6 nguy co gy xodn dinh.

- Thubc chéng loan nhip nhém Ia nhu quinidin, hydroquinidin, disopyramid.

- Thubc chéng loan nhip nhém III nhu amiodaron, sotalol, dofetilid, ibutilid.

- Mot s thudc chdng loan thdn nhu thioridazin, clopromazin, methotrimeprazin,
trifluoperazin, cyamemazin, sulpirid, sultoprid, amisulprid, tiaprid, pimozid, haloperidol,

droperidol. /
o /
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- Nhitng thudc khac nhu bepridil, cisaprid, diphemanil, erythromycin tiém tinh mach,
halofantrin, mizolastin, pentamidin, sparfloxacin, terfenadin, vincamin tiém tinh mach.

Digitalis glycosid

Tac dung ha kali huyét hodc ha magnesi huyét c6 thé gdy khoi phét con loan nhip tim do

digitalis.

Digoxin

D3 ¢6 bao céo ting trung binh ndng do dinh (49%) va ndng dd day (20%) trong huyét

twong cua digoxin khi dung ddng thoi véi telmisartan. Khi khéi dAu, chinh liéu va ngung
didu tri v6i telmisartan, khuyén cdo theo ddi nong do digoxin d2 duy tri ndng do thudc &
trong khoang tri li€u.

Cic thudc ha huyét dp khac

Telmisartan c6 thé 1am ting tac dung ha huyét 4p ctia cac thubc diéu tri ting huyét ap khéc.
Dit liéu 1am sang cho thiy phong bé kép RAAS bang cach str dung phdi hop cac thubc trc
ché ACE, d6i khang thu thé angotensin II hodc aliskiren c6 thé 1am ting tAn sudt gip phai
cac tac dung khong mong mudn nhu ha huyét ap, tang kali huyét va giam chuc ning thén
(k& ca suy than cap) so voi khi chi ding mot thudc co tac dung phong beé RAAS.

Cdc thudc diéu tri ddi thdo dwong (dwong udng va insulin)

C6 thé cin chinh lidu cac thudc diéu tri déi thao duong.

Metformin

Théan trong khi sir dung metformin: Nguy co nhiém toan lactic giy ra boi suy giam chirc
ning than do hydroclorothiazid.

Cholestyramin va nhua colestipol

Céc nhuya trao ddi anion ¢6 thé 1am giam hép thu hydroclorothiazid.

Thudc khdng viém khéong steroid (NSAID)

NSAID (vi du: Acid acetylsalicylic & lidu chéng viém, cac thudc e ché COX-2, va NSAID
khong chon loc) co thé lam giam tac dung loi tiéu, thai natri va tac dung diéu tri ting huyét
ap cua cac thudc loi tiéu thiazid va cac thudc d6i khang thu thé angiotensin II.

& mot sb bénh nhan c¢6 chuc nang than suy giam (nhu bénh nhan mét nude hodc ngudi cao
tudi bi suy giam chuc nang than), dung ddng thoi cac thudc dbi khang thu thé angiotensin
11 v6i cac thube e ché cyclo-oxygenase c6 thé 1am ning thém tinh trang suy gidm chirc
nang than

& mdt s6 bénh nhan c6 chirc nang than suy giam (nhu bénh nhéan mét nude hodc ngudi cao
tudi c6 chirc ning than suy giam), dung ddng thoi cac thudc dbi khang thu thé angiotensin
1 va céc thude e ché cyclo-oxygenase c6 thé din dén suy gidm chirc nang thén ké ca suy
than cdp. Nhirng tac dung nay thuong héi phuc. Do d6, than trong khi sir dung phdi hop
nay, dic biét 1a & ngudi cao tudi. Bénh nhan cin duge bu nude ddy du va cén nhic viéc
theo dGi chirc nang than sau khi khi du diéu trj bing phdi hop nay va dinh ky sau do.
Trong mot nghién ctiru dung ddng thoi telmisartan va ramipril 1am tang glp 2,5 1an AUCo-24
va Cmax ciia ramipril va ramiprilat. MB&i lién quan 1am sang cta tac dung nay chua rd.

Amin tdng huyét dp (nhw norepinephrin):

Téac dung cua cac amin tang huyét ap c6 thé giam.

Thuéc giin co vdn dong khong phan cuc (vi du: tubocurarin):

Tac dung cua cac thudc gidn co van dong khong phan cuc c6 thé ting lén nho
hydroclorothiazid.

Cic thubc diéu tri gut (nhw probenecid, sulfinpyrazon va allopurinol):

C6 thé cin chinh lidu céac thube gdy uric ni¢u. Tang lidu probenecid hoic sulfinpyrazon c6
thé can thiét. Dung dong thoi voi thiazid c6 thé lam ting nguy co phan ung qua man véi
allopurinol.

Mubi calci: )
Cac thubc loi tiéu thiazid c6 thé lam tang ndng do calei huyét thanh do giam thai trir. Néu

can dung céc ché phém b sung calci, nén theo doi nong do calci huyét thanh va chinh lidu

calci cho phu hgp. d
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Diazoxid, th uéc chen beta:

Téac dung ting dudng huyét ctia diazoxid hoac thudc chen beta c6 thé tang 1én boi thiazid.
Thuédc khdng cholinergic (nhw atropin, biperiden):

Co thci: lam tang sinh khéa dung cua thiazid bing cach giam nhu dong rut va giam toc do
thdo rong da day.

Amantadin:

Thiazid lam tang nguy co gdp phai tac dung khong mong mudn ciia amantadin.

Cic thubc dpc té bao (nhw cyclophosphamid, methotrexat)

Céc thiazid c6 thé 1am giam thai trir cac thudc doc té bao qua than va lam ting téc dung uc
ché tuy xwong cua nhimng thudc nay.

Dua trén céac déc ,tinh dugc ly cua céac thudc doc té bao, cac thudc sau day c6 thé 1am ting
tac dung ha huyét ap cua tat ca cac thubc didu tri ting huyét 4ap, bao gbm telmisartan:
Baclofen, amifostin.

Ngoai ra, rugu, barbiturat, thudc gy nghién hodc thudc chdng trAm cam c6 thé lam ndng
thém tac dung ha huyét ap tu thé.

TAC DUNG KHONG MONG MUON:

Téac dung khong mong mudn duogc béo cdo thuong gap nhét 1a choang véng. Hiém gip phu

mach nang.

Thuong gap, 1/100 <ADR < 1/10:

Than kinh: Chodng véng.

It gap, 1/1.000 < ADR < 1/100:
Chuyén héa va dinh dudng: Ha kali huyét. N
Tam than: Lo ling. ¥
Than kinh: Ngét, di cam.

Tai va mé 16: Chong mat. N
Tim: Nhip tim 'nhanh, loan phip tim. p
Mach: Ha huyét ap, ha huyét 4p tu thé. by
Ho hép, 16ng nguc va trung that: Kho thd.

Tiéu hoa: Tiéu chay, kho miéng, day hoi.

Co, xuong va mo lién két: Pau lung, co thét co, dau co.

Sinh san va tuyén vi: Réi loan chirc ning cuong duong.

Toan than va noi ding thube: Pau nguc.

Xét nghiém: Téang acid uric huyét.

Hiém gap, 1/10.000 < ADR < 1/1.000:

Nhidm trung va ky sinh trung: Viém phé quén, viém hong, viém xoang.
Min dich: Khoi phét hogc 1am ning thém lupus ban d6 hé théng®.
Chuyén héa va dinh dudng: Tang uric huyét, ha natri niéu.

Tam than: Tram cam.

Thn kinh: Mét ngu, réi loan gidc ngu.

Miat: Nhin md, di loan thi gidc. , , /
Ho hép, 15ng nguc va trung that: Suy hd hép (ké ca viém phoi va phu phoi).

Tiéu hoa: Dau bung, tdo bon, khé tiéu, non, viém da day.

Gan - mat: Bit thuong chirc ning gan/ rdi loan tai gan. o

Da va mo6 du6i da: Phu mach (c6 thé gy tir vong), ban do, ngura, phét ban, tang tiét mo hoi,

may day.

Co, xuong va mo lién két: Pau co, chudt rut, dau chén.

Toan than va noi dung thubc: Bénh giéng cum, dau. ,

Xét nghiém: Tang creatinin huyét, tang creatin phosphokinase huyét, ting enzym gan.

). T4c dung duge bao céo sau khi vién két hop liéu c6 dinh dugc dua ra thi truong.

o
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Téc dung khéng mong mudn khdc lién quan dén ting thanh phén:

Telmisartan:

It gaip, 1/1.000 < ADR < 1/100:

Nhi&m trung va ky sinh tring: Nhi&m tring dudng hd hap trén, nhiém tring dudng tiéu,

bao gdm viém bang quang.

Huyét hoc: Thiéu mau.

Chuyén héa va dinh dudng: Tang kali huyét.

Tim: Nhip tim cham.

Ho hép, 16ng nguc va trung that: Ho.

Than - tiét niéu: Suy giam chic nang thén (bao gdm suy than clp).

Toan thén va noi ding thudc: Mét moi.

Hiém gdp, 1/10.000 < ADR < 1/1.000:

Nhiém trung va ky sinh tring: Nhiém tring huyét, bao gbém mot sb trudong hop tir vong.
Huyét hoc: Tang bach cAu 4i toan, giam tiéu cau.

Mién dich: Phan émg qua mén, phan img phan v¢.

Chuyén héa va dinh dudng: Ha glucose huyét (& bénh nhén dai thdo dudng).

Thén kinh: Budn ngu.

Tiéu héa: Bung kho chiu.

Da va md duéi da: Eczema, phat ban do thudc, ban da nhiém ddc.

Co, xuong va md lién két: Viém khép, dau gén.

Xét nghiém: Tang hemoglobin.

Rét hiém gap, ADR < 1/10.000:

H6 hép, 16ng nguc va trung that: Viém phdi ke.

Hydroclorothiazid

Hydroclorothiazid ¢6 thé gdy ra hogc 1am ning thém giam thé tich tudn hoan, c6 thé din
dén mét can bang dién giai.

Chua rd tan sudt:

Nhi&m tring va ky sinh tring: Viém tuyén nu6c bot.

Huyét hoc: Thidu méu bét san, thiéu mau tan huyét, suy tily xuong, giam bach cAu, giam
bach ciu trung tinh, mét bach cau hat, giam tidu cau.

Mi&n dich: Phan tmg phan vé, qué mén.

Nbi tiét: Khong kiém soét ddy du tinh trang déi thdo dudng.

Chuyén héa va dinh dudng: Chén &n, giam cam gidc thém an, mét can béing dién gidi, ting
cholesterol huyét, ting glucose huyét, giam thé tich tuén hoan.

Tam thin: Bon chdn.

Than kinh: Chéng mit.

Mit: Chimg thiy sdc vang, can thi cp, glaucom goc dong cép.

Mach: Viém mach hoai ti.

Tiéu hoa: Viém tuy, bung kho chiu.

Gan - mat: Vang da tai gan, vang da & mat.

Da va md dudi da: Hoi chung gidng lupus, phan img nhay cam anh sang, viém mach & da,
hoai tir biéu bi nhiém ddc.

Co - xuong va mo lién két: Yéu.

Than - tiét niéu: Viém thén k&, rdi loan chirc ning thén, glucose niéu.

Toan thin va noi ding thubc: Sét.

Xét nghiém: Tang triglycerid huyét.

Thudc cé thé gay ra cdc tdc dung khong mong mudn khde. Cén theo dbi chdt ché va khuyén

’

cdo bénh nhan théng bdo cho bdc sy nhitng tdc dung khong mong muon gdp phai khi sir

dung thudc.
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9.

Huéng din cach xir tri ADR

Mét nude va dién g1a1 c6 thé gy ha huyét ap, kiém chuyen héa, ha kali huyét, natri huyét.
Cén kiém tra dién giai dd va bu lai luong nudéc, dién giai da mat

Diéu tri ha huyét ap qua muc: Pat ngudi bénh nim ngra, néu ha huyét 4p ning can thiét
phai truyén tinh mach dung dich nuéc mubi sinh ly dé 1am tang thé tich dich.

QUA LIEU VA XU TRi:

Dir liéu vé qué lidu Telmisartan & ngudi con han ché. Murc dd hydroclorothiazid bi loai bo
boi thdm tach mau chua dugc thiét lap.

Tri¢u chunmg:

Biéu hién vé qué lidu Telmisartan hay gip nhét 14 ha huyet 4p va nhip tim nhanh; cling c6
thé gép nhip tim chdm, choéng vang, non, tang creatin huyét thanh va suy than cap

Qua lidu hydroclorothlzld c6 thé gy mat dién giai (ha kali huyét, ha clor huyét) va giam
thé tich tudn hoan do tic dung lgi tidu qua mirc. Cac dAu hiéu va triéu chimg qua lidu
thuong gép nhét 1 budn ndn va budn ngu. Ha kali huyét c6 thé gay co thit co va/ hodc géy
loan nhip tim lién quan dén viéc dung ddng thoi digitalis glycosid hodc cac thudc chong
loan nhip.

Diéu tri:

Telmisartan khong bi loai bd bdi thim tach méu. Bénh nhan cin dugc theo ddi chit che,
diéu tri triéu ching va diéu tri hd trg. Céach xir tri tuy thudc vao thoi gian k& tir khi udng
qué liéu va muc do nghiém trong cua triéu chimg, co thé bao gom gdy ndn va/ hodc rura da
day. Than hoat tinh c6 thé c6 hiéu qua khi didu tri qua liéu. Can theo ddi thuong xuyén
dién giai va creatin huyét thanh. Néu c6 ha huyét ap xdy ra, dat bénh nhan ¢ tu thé nam
ngira kém bu nudc va dién giai nhanh chong.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khong ding thubc qua liéu chi dinh.

Piéu kién bio quan: Noi khé réo, tranh nh sing, nhiét do khong qua 30°C.

Han dung cia thudc: 36 thang ké tir ngay sén Xuét.

11. TRN.PIA CHI VA BIEU TUQGNG CUA CO SO SAN XUAT

San x,ué'z: tai: | / |
DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)
Dia chi: L6 M7A, Pudng D17, Khu CN My Phude 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Dién thoai: 0650-3567689  Fax: 0650-3567688

PHO GIAM pOC
TUQ.CUC TRUONG DS, Aiguydn Nuin Fheag

P TRUONG PHONG
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