R THUOC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
Vién nén

ZHEKOF-HCT

Thubc béan theo don
Pé xa tam tay tré em
Poc ki hwéng dan sir dung trwéc khi dung
Théng béo ngay cho bac sy nhirng tac dung khéng mong muén khi sir dung thuéc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phan, ham hrong caa thudc:
MJbi vién nén chira:
Telmisartan .......c.ccoovvvvvienenciicciis 40 mg
Hydroclorothiazid .............ccccovevvennene. 12,5 mg
Ta duoc: Mannitol, cellulose vi tinh thé MI101, natri lauryl sulfat, natri hydroxyd,
croscarmellose natri, magnesi stearat.

2. Mb ta san pham: Vién nén tron, mau tréng, mot mat c6 dap logo ¢, mit kia c6 dap gach
ngang

3. Quy cach déng géi: Hop 6 vi (Nhdm - Nhom) x 10 vién.

4.  Thuéc dung cho bénh gi?

ZHEKOF-HCT chtra hai thanh phan hoat chét chinh Ia telmisartan va hydroclorothiazid tac

dung hiép dong lam ha huyet ap:

- Telmisartan 13 mot thudc thudc nhom thude ddi khang thu thé angiotensin II, ¢6 tac dung
gian mach, 1am giam huyét ap.

- Hydroclorothiazid la mot thudc thudc nhém thude loi tiéu nhom thiazid, co tac dung lam
tang luong nudce tiéu clia ban, tir d6 gitp lam giam huyét ap.

Thubc duoc dung theo chi dinh cila bac sy dé diéu tri tang huyet &p (tang huyét 4p nguyén

phat) & ngudi 16n khi khong thé kiém soat dwoc huyét &p chi bang telmisartan.

5. Nén dung thudc nay nhw thé nao va liéu lwong?
Luén dung thude chinh xac nhu hudng dan cua bac sy hodc duoc sy. Néu ban chua 1, hiy
hai lai cho chéc chan.
Liéu dung;
Liéu khuyen cao la 1 vién/ ngay.
Khoéng udng qué liéu thong thuong 1 vién/ ngay néu chiic ning gan ciia ban khong tét.
Cach dung: i 3 o )
Nén uong thuoc vao cung mot thoi diem moi ngay. Ban co6 thé uong thuoc cung vai thirc an
hoac khong.
Uéng thudc cing véi nudc hoic cac thic udng khdng chira con. Udng thude cho dén khi
bac sy bao ban ngung.

6. Khinao khﬁng nén dl‘mg thudc nay?

Khong nén diing thudc nay néu ban thudc cac nhom doi trgng sau:

- Qué man V01 telmisartan, hydrocloroth1a21d cac thude co ngudn gbc sulfonamid khac
hodc véi bat ky thanh phan nao cta thude.

- Phu nir mang thai ba thang giira va ba thang cudi thai ky (t5t hon nén tranh dung thubc
ca trong 3 thang dau thai ky).

- C6 van d¢ vé gan nang nhu & mat hoic tic nghén duong mat (cac van dé vé tiét mat tir
gan va tai mat) hoac bat ky bénh gan nang nao khéac.

- C6 bénh than nang.
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- Béc sy xac dinh duoc rang ban c6 néng do kali trong mau thap hosc calci mau cao va
khong cai thién khi diéu tri.

- Ban bi dai thao duong hoic suy than va dang dugc diéu tri vai mot thude ha huyét ap c6
chua aliskiren.

Khong dung thudc néu ban gip phai bat ky truong hop nao ¢ trén. Néu ban khong chic

chén vé tinh trang ctia minh, hiy tham khao ¥ kién ctia bac sy hodc duoc s¥.

7. Tac dung khong mong mudn
Nhu cac thudc khac, ZHEKOF-HCT c6 thé gay tac dung khong mong muédn, nhung khéng
phai ai cling gap phal
Ngung ding thuéc va lién hé trung tam y té gan nhat néu ban gap cac phdn izng sau:
- Ban c0 cac tri¢u chirng phu mach nhu ban da, man do, pht (mi mét, mat, mdi, mi¢ng va

luol) kho tha hozc khé nubt. Day la cac tri¢u chung cta phan tng qua man.

Mgt so tac dung khong mong muon c6 thé nghiém trong va ban cdn dwroc hé tro'y té ngay:
Thong bao ngay cho bac sy néu ban gép phdi céc triéu chiing sau:
Nhiém tring huyét, mot nhiém tring nang kém dap ufng viém toan than, sung phu da va
niém mac nhanh chong (pht mach). Nhing tac dung nay hiém gap (c6 thé anh huong dén 1
trong 1.000 nguoi dung thudc) nhung rat nghiém trong va bénh nhan nén ngung dung
thubc va lién hé ngay voi bac sy. Néu nhiing tac dung nay khong duge diéu tri c6 thé dan
dén tir vong. Ty I& nhiém tring huyét tang 1én khi chi ding telmisartan, tuy nhién khong
thé loai trir kha nang gap phai tac dung nay khi ding vién két hop.
Cac tac dung khéng mong muén khac:
Telmisartan/ hydroclorothiazid: )
Thuong gdp (tdc dung dén 1 trong 10 nguoi ding thuoc)
Choang vang.
it gap (tac dung dén 1 trong 100 ngum ding thuoc)
Ha kali huyét, lo ling, ngat, cam glac nglra ram ran, té tay chan (di cadm), chong mat, nhip
tim nhanh, loan nhip tim, ha huyét ap, ha huyet ap dot ngot khi dumg 1€n, kho tha, tiéu
chay, kho miéng, day hoi, dau lung, co that co, dau co, roi loan chirc nang cuong duong,
dau nguc, tang acid uric huyét.
Hiém gap (tac dung dén 1 trong 1.000 ngueoi dimg thuoc)
Viém phé quan viém hong, viém xoang, khai phét hodc lam nang thém lupus ban do h¢
thong, tang uric huyét, ha natri niéu, tram cam, mat ngu, roi loan gidc ngu, nhin mo, rbi
loan thi giac, suy ho hap (ké ca viém ph01 va phu phdi), dau bung, tao bon, kho tiéu, non,
viém da day, bat thuong chirc nang gan/ roi loan tai gan, sung phu da va niém mac nhanh
chong (phtt mach, co thé gay tir Vong) ban do, ngtra, phat ban, tang tlet md hoi, may day,
dau co, chudt rat, dau chan, bénh gidng ciim, dau, ting creatinin huyét, ting creatin
phosphokinase huyét, ting enzym gan.
Tdc dung khéng mong mudn khéc lién quan dén tirng thanh phan:
Telmisartan:
it gap (tac dung dén 1 trong 100 nguoi dung thuéc)
Nhiém tring duong ho hép trén, nhiém tring dudng tiéu, bao gdm viém bang quang, thiéu
mau, tang kali huyét, nhip tim cham, ho, suy giam chtic ning than (bao gém suy than cap),
met moi.
Hiém gap (tdc dung dén 1 trong 1.000 nguoi dung thuoc)
Nhlem trung huyét co thé gy tir vong, tang bach cau ai toan, giam tiéu cau, phan (mg qua
man, phan img phan vé, ha glucose huyet (& bénh nhan dai thao duong), budn ngu, bung
kho chiu, eczema, phat ban do thudc, ban da nhidm doc, viém khép, dau gan, ting
hemoglobin.
Rat hiém gdp (tac dung dén 1 trong 10.000 nguoi diing thudc):
Viém phoi ke.
Hydrocloroth|a2|d
Chura ro tan suat:

2/16 TOA279ABB



Viém tuyen nudGce bot, thiéu mau bét san, thleu mau tan huyet suy tuy xuong, giam bach
cau, giam bach cau trung tinh, mat bach cau hat, giam tiéu cau, phan ung phan V€, qua man.
Khong kiém soat day du tinh trang dai thdo duong, chan an, glam cam giac thém an, mét
can bang dién giai, ting cholesterol huyét, ting glucose huyét, giam thé tich tudn hoan, bon
chén.

Chong mat.

Chimng thiy sic Vang, can thi cap, glaucom goc déng cap, viém mach hoai tr, viém tuy,
bung kho chiu, vang da tai gan, vang da (r mét, hoi chu:ng glong lupus, phan ung nhay cam
anh sang, viém mach & da, hoai tir biéu bi nhiém doc, yéu, viém than k&, rdi loan chirc nang
than, glucose niéu.

Sét.

Tang triglycerid huyét.

Thuoc c6 thé gay ra cac tac dung khdng mong muén khéc, théng bao ngay cho bac sy
nhaing tac dung khdng mong muon gap phdi khi siz dung thuac.

8. Nén tranh dung nhiing thudc hoic thuc phﬁln gi khi dang sir dung thudc nay?

Thong béo cho bac sy hoac dugc sy cua ban ve tat ca cac loai thuoc ma ban dang sur dung

hoac str dung gan day, bao gém ca cac thudc ké don hodc khong ké don, cac vitamin hoic

thudc tir duoc liéu.

Thong bao cho bac sy hodc duroc sy néu ban dang sir dung cac thuoc sau:

- Lithi (di‘éu tri tram cam).

- Thubc c6 thé gay ha kali trong mau nhu cac thudc loi tiéu khéc, thuéc nhuan trang (nhu
dau thau dau) corticosteroid (nhu prednison), ACTH (m6t hormon), amphotericin (thubc
khéang nam) carbenoxolon (diéu tri loét miéng), penicillin G natri (khang sinh), acid
salicylic va dan xuat.

- Céc ché pham bd sung Kali, ché pham thay thé mudi chtra kali, hoidc céc thudc loi tiéu
gitr kali, thudc wc ché ACE ¢ thé 1am ting nong do kali mau.

- Thudc didu tri bénh tim (digoxin) hoic cac thudc dung dé kiém soat nhip tim (nhu
quinidin, dlsopyramld)

- Thubc diéu tri c4c réi loan vé tdm than (nhu thioridazin, clopromazin, levopromazin).

- Céc thubc diéu tri tang huyet ap khac, steroid, thudc giam dau, thude diéu tri ung thu, gt
hogc viém khop va cac ché pham bd sung vitamin D.

- Néu ban dang udng maot thudc e ché ACE hoic aliskiren.

Digoxin.

ZHEKOF HCT c6 thé lam tang tac dung ha huyét ap cua cac thude diéu tri tang huyét ap

khéc hoic céc thudc co thé gay ha huyét ap (nhu baclofen, amifostin). Ngoai ra, tac dung

ha huyet &p co thé tang 1én boi ruou, barbiturat, thudc giam dau gay nghién hoic cac thudc
chong tram cam. Ban c6 thé cam thay choang vang khi dang day. Tham khao y kién bac sy
néu ban can diéu chinh liéu c4c thudc khac khi dang uéng ZHEKOF-HCT.

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

viém khong steroid, nhu aspirin hoac ibuprofen).

- Diazoxid.

- Amin tang huyét ap (nhu norepinephrin).

- Thubc gidn co (nhu tubocurarin).

- Nhuya cholestyramin hoac colestipol.

- Thuéc chéng dong mau (nhu heparin).

- Thuéc gay mé.

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

- Amantadin (diéu tri parkinson hoic nhiém triing nang do virus).

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

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

- Thubc khang cholinergic nhu atropin, biperiden.

- Mot sb thude 1am ting tac dung ha huyét ap nhu baclofen (thudc lam giam co cing),
amifostin (thudc diéu tri ung thu).
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10.

11.

12.

13.

14.

Sur dung ZHEKOF-HCT véi thize an

C6 thé st dung thUOc cung hoac khong cung véi bira an.

Rat than trong néu ban udng rugu trong khi dang ding thudc nay. Dung chung véi rugu cé
thé 1am ban choéng vang, chong mit.

Can lam gi khi mdt lin quén khong dung thudc?

Néu ban quén khong ding 1 liéu, uong thuéc ngay khi ban nhé lai va uong licu tiép theo
nhu lich trinh cii. Néu ban quén uong thuoc trong 1 ngay, uong licu tiép theo nhu binh
thuong vao ngay hdm sau, khéng udng gap doi liéu dé bu vao lidu di quén.

Néu ban muén ngiung thudc

Ngung thudc co thé 1am huyét ap cua ban tang 1én. Tiép tuc sir dung thude cho dén khi béac
sy bao ban ngimg. Khong dugc tuy y ngimg thudc. Ludn 1am theo chi dan cia béc sy.

Néu ban c6 thiac mac gi khi st dung thudc nay, hay lién hé véi béac sy hodc dugc s3.

Can bao quan thudc nay nhuw thé nao? )

Gitr thuoc trong bao bi goc ctia nha san xuat, day kin. ‘

Dé thudc noi khé rdo, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tam vai cua tré
em.

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

Nhirng diu hiéu va triéu chirng khi dung thudc qua lidu
Dung thude chinh xac nhu huorng dan cua béc sy. Neu ban dung qua lidu hozc tré em nubt
phai thudc, lién hé ngay véi béac sy va trung tam y té gan nhét.

Cin phai lam gi khi dung thude qua liéu khuyén céo

Ngung dung thudc va lién lac ngay véi bac sy hoac trung tam y té gan nhat.

Mang theo vién thudc cing véi bao bi dé bac sy biét ban da udng thude gi va co bién phap
xu ly Kip thoi.

Nhitng diéu cin than trong khi ding thudc nay

Truéc khi ding thuoc ndy, thdng bao cho bac sy néu ban dang cé cac vin dé vé sirc khoe

sau day:

- Néu ban bi ha huyét ap, cd thé xay ra khi ban bi mat nuéc qua muac hoic giam mudi do
licu phap loi tiéu, ché do an han ché mudi, tiéu chay, nén hoac thim tach mau.

- Ban bi bénh than hoac vira dugc ghép than.

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

- Ban c6 véan dé vé tim, gan.

- Ban bi dai thao duong.

- Ban bi b¢nh gut hoac dugc bac sy bao rang ban c6 nguy co bi git cao.

- Ban tung duoc béac Sy bao rang ban bi cudng aldosterol tién phat.

- Ban dang bi hoic c6 tién st bi lupus ban d6 hé thong.

- Ban ting bi di tng hodc hen phé quan.

- Ban bi rdi loan lipid mau.

- Ban ting duoc béac sy bao rang ban bi hep van dong mach chu, hep van hai & hoic co
tim phi dai tac nghén.

- Ban tung bi dot quy.

- Ban tung phau thuat cat bo than kinh giao cam.

- Ban b bi tiéu.

- Hydroclorothiazid c6 thé gay ra cac phan ung bat thudng, gay giam thi lyc hoic dau mit.
iy co thé 1a nhiing triéu chiing cua su gia tang ap lyc trong mat va c6 thé xay ra trong
vong vai gio dén vai tuan udng ZHEKOF-HCT, c6 thé dan dén suy giam thj luc vinh
vién néu khong dugc diéu tri.

Thong bao cho bac sy truréc khi usng thudce:

- Néu ban dang udng digoxin.
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15.

16.

- Néu ban dang udng cac thudc dudi day dé diu tri ting huyét &p:

+ Mot thudc tc ché ACE (nhu enalapril, lisinopril, ramipril), dic biét khi ban bi bénh

than do dai thao duong.

+ Aliskiren.
Béc sy c6 thé kiem tra chic nang than, huyét &p va céc chat dién giai (nhu kali) trong mau
cua ban sau moi khoang thoi glan nhat dinh.
Diéu tri voi hydroclorothiazid co thé gay mat can bang dién _giai trong co the ban. Triéu
ching dién hinh cia mat can bang nudc hodc dién giai bao gdm khd miéng, yéu ét, thd o,
budn ngi, bon chén, dau co hodc chudt rat, buon non, ndn, moi co va nhip tim nhanh bat
thuong (trén 100 nhip/ phat). Thong bao cho bac sy néu ban gap phai céc triéu chang trén.
Thong bao cho bac sy neu ban bi tang nhay cam véi anh sang mét troi voi cac trigu ching
bong ning (nhu do, ngira, sung, phdng rop) xdy ra nhanh hon binh thuong.
Trong trudng hop ban chuan bi 1am phau thuat hoic gay mé, hay thong bao cho béc sy ban
dang dung ZHEKOF-HCT.
ZHEKOF-HCT ¢6 thé it hiéu qua hon khi diéu trj cho bénh nhan da den.
Dung thudc cho tré em |
Khong khuyén cao dung thudc cho tré em va tré vi thanh nién duéi 18 tudi.
Phu n&z mang thai hogc cho con bu
Phu nir mang thai
Thong béo vai bac sy néu ban dang mang thai, nghi ngd, hodc c¢6 ¥ dinh mang thai. Bac sy
c6 thé bao ban nging udng ZHEKOF-HCT trudc khi mang thai hoic ngay khi phat hién
ban mang thai va chuyén sang dung thudc khac cho ban. Khéng khuyén céo ding
ZHEKOF-HCT trong thoi ky mang thai, va khong dugc dung thude sau 3 thang dau thai ky
vi thudc c6 thé gay ra cac tac hai nghiém trong cho con ban. Tham khao y kién cua bac sy
truge khi dung thuée.
Phu nit dang trong thoi Ky cho con bd
Théng bao cho bac sy néu ban dang cho con bl hodc chuan bi cho con bi. Khéng khuyén
céo dung thubc & ba me dang cho con bl. Béc sy co thé chuyén sang dung thuéc khéc cho
ban néu ban mudn cho con bd.
Lai xe va vdn hanh may moc
Mot s6 bénh nhan bi choang vang hoic mét méi khi dung thudc. Do dé, ban khong nén
thuc hi¢n cac cong vigc can tap trung cao do nhu lai xe hodc van hanh may méc, cho dén
khi x4c dinh chic chan minh cd bj anh huéng hay khéng.

Khi nao cin tham van bac s¥, duge s¥.

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thudc qua liéu chi dinh.
Thong thuong bao gior ciing phai hoi y kién bac sy hodc duoc sy trudc lic dung bat ky
thudc nao khi mang thai hoac cho con bu.

Théng bao ngay cho béc sy hodc duoc sy nhitng tac dung khéng mong muén gap phai khi
str dung thudc.

Néu can thém thong tin xin hoi y kién bac sy hoac dugc sy.

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

1.

PAC TiNH DUQC LUC HOC:

ZHEKOF-HCT la vién két hop liéu ¢6 dinh cua telmisartan va hydroclorothiazid.

Ma ATC: CO9DAO07

Nhém dwoc ly: Phéi hop chét dbi khang thu thé angiotensin 11 va thudce loi tiéu.

ZHEKOF-HCT la dang phol hop li€u ¢ dinh cua mot thudc ddi khang thy thé anglotensm

1, telmisartan va mot thudc loi tiéu thiazid, hydroclorothiazid. Hai thanh phan nay c6 tac

dung hiép dong diéu tri tang huyét ap, 1am giam huyét ap hiéu qua hon so véi chi dung mot

trong hai thanh phan.

Telmisartan:

Ma ATC: CO9CAQ7

Nhém duwge Iy: Chat d6i khang thu thé angiotensin II.

CAu trac hoa hoc cua telmisartan thudc dan chit benzimidazol, khéng peptid. Telmisartan

1a mot. chat dbi khang dic hiéu cua thu thé angiotensin 1l (typ AT1) & co tron thanh mach

va tuyén thuong than.

Trong hé thong renin-angiotensin, angiotensin II dugc tao thanh tir angiotensin I nhd xtic

tac cua enzym chuyen (ACE). Angiotensin II 1a chit gdy co mach, kich thich vo thuong

than tong hop va gidi phong aldosteron, kich thich tim. Aldosteron lam giam bai tiét natri

va tang bai tiét kali ¢ than.

Telmisartan ngan can c6 chon loc sy gan cla ang10tens1n IT vao thy thé AT1 & co tron mach

mau va tuyen thuong than, gay gidn mach va giam tac dung cua aldosteron.

Thu thé AT, cling tim thay & nhiéu mo, nhung khong rd thu thé nay co lién quan gi dén sy

6n dinh tim mach hay khong. Telmisartan c6 ai luc manh véi thy thé AT1, gap 3000 lan so
v6i thu the ATo.

Khoéng glong nhu cac thude tc ché enzym chuyen nhém thude duge dung rong rai dé diéu

trj ting huyét ap, cac chat dbi khang thu thé angiotensin II khong @c ché glang hoa

bradykinin, do d6 khong gy ho khan dai dang - mot tac dung khong mong mudn thuong

gap khi diéu tri bang cac thude trc ché enzym chuyén. Vi vy cac chat doi khang thy thé

angiotensin II dugc dung cho nhitng ngudi phai ngirng sir dung thude trc ché enzym chuyén

vi ho dai dang.

O ngudi, lidu 80 mg telmisartan rc ché hau nhu hoan toan ting huyét 4p do angiotensin II.

Téc dung uc ché (ha huyét 4p) duoc duy tri trong 24 gid va van con do dugc 48 gid sau khi

uong.

Hydroclorothiazid:

Ma ATC: CO3AAO03

Nhom duoc ly: Loi tiéu thiazid.

Hydroclorothiazid va céac thudc loi tiéu thiazid lam ting bai tiét natri, clorid va kéo theo

nude do co ché tc ché tai hap thu cac ion natri va clorid & dng luon xa. Su bai tiét cac chat

di¢n giai khac cling tang dic bi¢t 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 thuong yeu S0 V¢i tac dung bai tiét jon clorid va khong 1am thay d6i dang ké pH

nudéc tiéu. Céc thude loi tiéu thiazid cd thé cling 1am giam téc do loc cau than. Céc thiazid

c6 tac dung loi tiéu mirc d6 vira phai, vi khoang 90% ion natri da duoc tai hap thu truée khi

dén éng luon xa 12 vi tri chu yéu thudce c6 tac dung.

Hydroclorothiazid c6 tc dung ha huyét ap, trudc tién c6 I& do giam thé tich huyét twong va

dich nQOal bao lién quan dén sy bai niéu natri. Sau d6 trong qué trinh dung thudc, tac dung

ha huyét ap tay thuoc vao su glam suc can ngOal vi, thdng qua su thich nghi dan cua cac

mach mau trudc tinh trang giam nong do ion natri. Vi vay, tac dung ha huyét ap cua

hydroclorothiazid thé hién cham sau 1 - 2 tuan, con tac dung loi tiéu xay ra nhanh c6 thé

thdy ngay sau vai gio. Hydroclorothiazid 1am ting tic dung cua cac thudc ha huyét 4p khac.

Su két hop gitra chat dbi khang thy thé angiotensin 11 va hydroclorothiazid giam tac dung

khdng mong muén ha kali huyét cua hydroclorothiazid va lam ting tac dung ha huyét ap.

PAC TINH DUQC PONG HOQC:
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Dung dong thoi hydroclorothiazid va telmisartan khong anh huong dén dwoc dong hoc cua
nhirng hoat chit ndy & ngudi khoe manh.

Hf,lp thu:

Telmisartan

Sau khi udng, telmisartan dat nong d6 dinh trong huyét twong sau 0,5 - 1 gio ung thudc.
Sinh kha dung tuyét déi duong udng phu thuoc liéu ding: Khoang 42% sau khi uong liéu
40 mg va 58% sau khi uéng liéu 160 mg. Sy ¢6 mat cua thirc dn 1am glam nhe sinh kha
dung cua telmisartan cting véi giam AUC khoang 6% voi lidu 40 mg va khoang 19% véi
liu 160 mg. Sau 3 gio udng thudc, ndng do telmisartan huyét tuong khi uong luc doi tuong
tu nhu khi udng ldc no. Su giam nhe AUC duoc cho la khong gay anh huong dén hiéu qua
diéu tri. Duoc dong hoc duong udng cua telmisartan khong tuyén tinh trong khoang liéu 20
- 169 mg voi su tang ndéng d6 thudc trong huyet twong cao hon so véi Sy ting liéu.
Telmisartan khong gay tich iy dang ké trong huyét twong sau khi ding liéu 1ap lai.
Hydroclorothiazid

Sau khi udng vién két hop, hydroclorothiazid dat ndng do dinh sau khoang 1 - 3 gio udng
thudc. Sinh kha dung tuyét d6i cua hydroclorothiazid khoang 60%.

Phan bo:

Hon 99% telmisartan gan vao protein huyét twong, chi yéu vao albumin va alphas-acid
glycoprotein. Thé tich phan bé biéu kién cua telmisartan khoang 500 lit.

Hydroclorothiazid gan huyét tuong khodng 68% va thé tich phan bé biéu klen khoang 0,83
- 1,14 L/ kg. Hydrocloroth|a2|d c6 thé di qua nhau thai, phan bd va dat nong do cao trong
thai nhi, bai tiét vao sita nhung khong thé di qua hang rao mau nio. Hydroclorothiazid tich
lity trong hong cau.

Chuyén hoa:

Telmisartan dugc chuyén hoa bang cach lién hop dé tao thanh acylglucuromd khong hoat
tinh. Dang glucuronid la chat chuyén héa duy nhat da dugc xac dinh ¢ ngudi. Sau khi uéng
telmisartan danh dau dong vi phong xa 4C liéu duy nhat, dang glucuronid chiém khoang
11% luong phong xa do dugc trong huyét twong.

Hydroclorothiazid khong bi chuyén hoa & ngudi.

Thai trw:

Sau khi tiém tinh mach hodc udng telmisartan danh ddu dong vi phong xa 4C, hau hét héu
dung (hon 97%) dugc thai trir du6i dang khong d6i theo dudng mat vao phan, chi luong rat
it (dudi 1%) thai qua nude tiéu. Tong thanh thai telmisartan trong huyét tuong sau khi udng
la > 1500 mL/ phut. Thoi gian ban thai ctia telmisartan 1a > 20 gio.

Hydroclorothiazid dugc thai trir hau nhu hoan toan duéi dang khong ddi trong nude tiéu.
Khoang 60% liéu udng duoc thai trir trong vong 48 gio. Do thanh thai than 1a khoang 250 -
300 mL/ phat. Thoi gian ban thai cua hydroclorothiazid la 10 - 15 gio.

Duwoc dong hoc trén cac dé'i twong ddc biét .

Ngueoi cao tuéi (trén 65 tuéi): Khong co su khac biét vé duge dong hoc ¢ ngudi cao tudi va
ngudi dudi 65 tudi.

Gigi tinh: C6 su khac biét vé nong do trong huyét twong theo gidi tinh, nong do dinh trong
huyét tuong (Cmax) cao hon khoang 3 lan va AUC cao hon khoang 2 1an & phu nit so Véi
nam gigi, nhung khong anh hudng dén hiéu qua.

Suy thdn: Su thai trir ctia than khong gop phan vao thanh thai telmisartan. Dua trén mot sd
kinh nghiém dung thudc & nhitng bénh nhan ding suy thén nhe dén trung binh (Clcr 30 - 60
mL/ phit, trung binh khoang 50 mL/ phut), khong can chinh lidu cho bénh nhan suy giam
chirc nang than. Telmisartan khong bi loai bo bang thdm tach mau.

O bénh nhan suy giam chtic ning than, ty 1& thai trir hydroclorothiazid giam. Trong mot
nghién ctru dién hinh & bénh nhan cO Cler 90 mL/ phat, thoi gian ban thai cua
hydroclorothiazid ting. O bénh nhan khéng cé than chic ning, thdi gian ban thai cia
hydroclorothiazid 1a khoang 34 gio.

Suy gan: Nghién ctru duoc dong hoc clia telmisartan trén bénh nhan suy gan cho thay c6 sy
tang sinh kha dung tuyét d6i 1én t6i gan 100%. Thoi gian ban thai khong thay doi trén bénh
nhan suy gan.
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3. CHI PINH:
Diéu tri tang huyét 4p nguyén phat.
Dang bao ché két hop liéu ¢ dinh 40 mg telmisartan/ 12,5 mg hydroclorothiazid dugc chi
dinh cho ngudi 16n khi khdng thé kiém soat huyét ap day du chi bang telmisartan.

4. LIEU DUNG - CACH DUNG:
Liéu dung:
Chi nén dung vién két hop liéu cb dinh & bénh nhan khdng thé kiém soat huyét ap day du
chi bang telmisartan. Khuyén céo chinh liéu theo tirng thanh phan riéng Ié (telmisartan va
hydroclorothiazid) tdy thudc d4p tng caa bénh nhan trudc khi chuyén sang phdi hop lidu
¢d dinh. Khi thich hop trén 1am sang, c¢d thé can nhic chuyén tir liéu phap don tri sang ding
vién két hop liéu cé dinh.
Liéu thong thuong: 1 vién x 1 1an/ ngay & bénh nhan khdng thé kiém soét huyét ap day du
chi bang telmisartan liéu 40 mg.
Doi twong dic bigt
Suy thgn: Khuyén céo theo ddi chirc ning than dinh ky.
Suy gan: Khong dung vuot quéa liéu 1 vién x 1 1an/ ngay cho bénh nhan suy gan nhe dén
trung binh. Khdng chi dinh dung vién két hop cho bénh nhan suy gan nang. Than trong khi
su dung thiazid cho bénh nhan bi suy giam chirc nang gan.
Nguroi cao tuoi: Khong can chinh liéu & ngudi cao tuoi. i ,
Tré em: An toan va hiéu qua caa vién két hop o tré em dudi 18 tudi chua duoc thiét lap.
Chua c6 dit liéu vé viéc dung thudc trén nhém bénh nhan nay.
Céch dung:
Thude dung duong udng. Udng 1 1an/ ngay cling véi nudc, ¢b thé udng thude cling hoic
khdng cung bira an.

5. CHONG CHI PINH:
Bénh nhan min cam telmisartan hodc hydroclorothiazid hodc v&i bat ky thanh phan nao
ctia thude.
Bénh nhén qua man véi cac dan xuit sulphonamid khac (vi hydroclorothiazid 13 mot dan
xuét sulphonamid).
Phuy nit mang thai 3 thang gitra va 3 thang cudi thai ky.
U mét hodc tic nghén duong mat.
Suy gan nang.
Suy than nang (Clcr < 30 mL/ phut).
Ha kali huyét, ting calci huyét kéo dai.
Chéng chi dinh dung dong thoi vién két hop véi cac ché pham chira aliskiren ¢ bénh nhan
bi dai thao duong hodc suy than (GFR < 60 mL/ phat/ 1,73 m?).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Phu ni¢r mang thai
Khong nén khai dau sir dung cac thude ddi khang thu thé angiotensin 11 trong thoi ky mang
thai. Trur khi viéc tiép tuc diéu trj véi cac thude doi khang thy thé angiotensin I 1a that sy
can thiét, bénh nhan c6 ¥ dinh mang thai nén dugc chuyén sang liéu phap diéu tri tang
huyet ap thay thé an toan cho phu nir mang thai. Khi phat hién mang thai, ngung diéu tri
bang cac thudc ddi khang thy thé angiotensin 11 ngay va khai dau liéu phap diéu tri thay thé
néu thich hop.
Suy gan
Khong nén ding vién két hop cho bénh nhan & mat, tic nghén dwong mat hoic suy gan
néng do telmisartan chi yéu duogc thai trir qua mat. Do thanh thai qua gan cua telmisartan
c6 thé giam & nhitng bénh nhan nay.
Ngoai ra, can than trong khi su dung vién két hop & bénh nhan suy giam chuc nang gan
hoac bénh gan tién trién, vi nhitng thay doi nho vé can bang nudc va dién giai co thé gay
hoén mé gan. Chua c6 kinh nghiém 1am sang vé viéc sir dung vién két hop trén bénh nhan
suy gan.
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Tang huyét &p do hep dgng mach than

C6 su gia ting nguy co ha huyét &p va suy giam chirc nang than nang ¢ nhitng bénh nhan
hep dong mach than hai bén, hodc hep dong mach than mét bén con chire néng doc nhat khi
diéu tri véi cac thuoc anh hudng I€n hé renin-angiotensin-aldosteron.

Suy thdn va ghép thdan

Khéng nén dung vién két hop cho bénh nhén suy than ning (Cler < 30 mL/ phit). Chua co
kinh nghiém vé viéc st dung telmisartan/ hydroclorothiazid & bénh nhan méi ghép than
gan day. Kinh nghiém vé viéc sir dung telmisartan/ hydroclorothiazid & bénh nhan suy than
nhe dén trung binh con han ché, do d6, khuyén céo 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 co tri€u chung, dac biét 1a sau khi dung lidu dau tién, co thé xdy ra ¢ bénh
nhan giam thé tich tuan hoan va/ hodc natri do str dung thubc loi tiéu manh, ché d6 an han
ché mudbi, tiéu chay hodc nén. Tinh trang mat nudc va dién giai nén dugc diéu tri trude khi
bét dau st dung vién két hop.

Phong Qé kép h¢é renin-angiotensin-aldosterol (RAAS) ) o

ba c6 bang chang vé viéc st dung dong thoi cac thuoc tc ché ACE, thudc doi khang thu
thé angiotensin 11 hozc aliskiren lam tiang nguy co ha huyét ap, tang kali huyét va suy giam
chtrc nang than (bao gom ca suy than cép). Do d6, khong khuyén cao phong bé kép RAAS
thong qua phdi hop thudc tc ché ACE, thudc dbi khang thu thé angiotensin Il hoic
aliskiren.

Chi sir dung liéu phap phong bé kép khi that su can thiét va duoc thyc hién boi can bo y té
chuyén khoa, ddng thoi theo ddi chirc nang than, dién giai va huyét 4p caa bénh nhan chat
ché.

Céc thude e ché ACE va thude ddi khang thy thé angiotensin II khong nén dung dong thoi
o bénh nhan bénh than dai thao duong.

Céc tinh trgng kich thich h¢ renin-angiotensin-aldosteron khac

O bénh nhan c6 truong lwc mach mau va chirc nang than phu thugc cha yéu vao hoat tinh
ciia RAAS (nhu bénh nhan suy tim sung huyét nang hozc ¢6 san bénh than, ké ca hep dong
mach than, bénh nhan hep van dong mach chii hodc van hai 14), diéu tri véi cac thude anh
huong dén hé nay c6 thé gay ha huyét ap cap, tang uré huyét, thiéu niéu hoac hiém khi suy
than cap.

Cwong aldosteron tién phat

Nhiing bénh nhan cuong aldosteron tién phat thuong khong dap tmg voi cac thude chdng
tang huyét ap tac dung théng qua tc ché hé renin-angiotensin nén vién két hop ciing khong
¢0 tac dung trén nhirng bénh nhan nay.

Téac dung trén chuyén hoa va néi tiet:

Dung thiazid c6 thé 1am giam dung nap glucose, ha duong huyét ¢ thé xay ra ¢ nhiing
bénh nhan dai thao dudng dang diéu tri vai insulin hodc céc thude diéu tri dai thao duong
va telmisartan. Do d6, nén cén nhic theo doi dudng huyét & nhirng bénh nhan nay, c6 thé
can chinh liéu insulin hogc cac thude diéu tri dai thao duong khi dugc chi dinh. Déi thao
duong tiém an c6 thé boc phat khi diéu tri véi thiazid.

Dung thudc loi tiéu thiazid c6 thé lam ting cholesterol va triglycerid huyét thanh. Tuy
nhién, vai liéu 12,5 mg chira trong vién két hop, co rét it hodc khdng co tac dung nao duoc
bao cao. Biéu tri voi loi tiéu thiazid ¢ thé lam ting ndng d6 acid uric huyét, 1am ning
thém tinh trang ting acid uric huyét va thuc ddy bénh gat & nhitng bénh nhan nhay cam.

Réi logn dién gidi:

Nhu ¢ bénh nhéan diéu tri voi loi tiéu khac, nén tién hanh kiém tra dinh ky dién giai huyét
thanh sau moi khoang thoi gian thich hop.

Thiazid, bao gom hydroclorothiazid c6 thé gdy mét can bang nudc va dién giai (ha kali
huyét, ha natri huyét va nhiém kiém giam clor huyét). Cac dau hiéu canh béo mét thang
bang nudc va dién giai bao gom khd miéng, khat, mét moi, tho o, budn ngu, bon chon, dau
co hodc chudt rit, moi co, ha huyét ap, thiéu niéu, nhip tim nhanh va réi loan tiéu hoa nhu
nén hoac budn ndn.
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Ha kali huyét: Mac di ha Kali huyét cé thé xay ra khi st dung cac thudc loi tiéu thiazid,
nhung tac dung nay co thé giam bét khi diéu tri dong thoi véi telmisartan. Nguy co ha kali
huyét cao hon & bénh nhan xo gan, tiéu nhiéu, khong bd sung du chat dién giai duong udng
hodc dang dung ddng thai corticosteroid hodc hormon vé thugng than (ACTH).

Tang kali huyét: Ngugc lai, do tadc dung d6i khang thy thé angiotensin Il (AT:) cua
telmisartan, tang kali huyét cé thé xay ra. Mac du tang kali huyét c6 y nghia 1am sang chua
duoc ghi nhan khi str dung vién két hop, céc yéu t6 nguy co gdy tang kali huyet bao gom
suy than va/ hodc suy tim, va dai thdo duong. Cac thuoc loi tieu giir kali, cac ché pham bd
sung Kkali hoic cac mudi thay thé co chira kali nén than trong khi dwgc sir dung cing véi
vién két hop.

Ha natri huyét va nhiém kiém hq clor huyét:

Chua c6 bang chiing cho thay vién két hop c6 thé 1am giam hozc ngan chan tac dung ha
natri huyét do cac thudc loi tiéu gay ra. Ha clor huyét hau hét 1a nhe va thuong khéng can
diéu tri.

Tang calci huyét

Thiazid c6 thé lam gidm thai trr calci qua nudc tleu va lam tdng nhe va lién tuc calci huyét
khi khong c6 cac roi loan Chuyen hoa calci di biét. Tang calci huyét c6 thé 1a dau hiéu cua
bénh cuodng tuyén can giap tiem an. Do d6, nén ngung thiazid truéc khi tién hanh cac xét
nghiém chirc nang tuyén can giap.

Ha magnesi huyét: Thiazid ciing 1am ting thai magnesi qua nudc tiéu gay ha magnesi
huyét.

Khéc biét do chiing téc

Nhu cac thude ddi khang thu thé angiotensin 11 khéc, telmisartan c6 thé c6 it hiéu qua ha
huyét ap hon khi diéu tri cho bénh nhan da den so véi cdc nhom bénh nhan khac, cé thé Ia
do ty 1& renin thdp & nhitng bénh nhan ting huyét 4p thuc chung toc nay.

Khac

Ciing nhu cac thudc ha huyét ap khac, nguy co ha huyet ap manh, d6t ngot & nguoi bi bénh
tim thiéu mau cuc bd hoic bénh mach mau ndo thiéu mau cuc bo co thé gay nhdi mau co
tim hodc dot quy.

Chung

Phan tmg man cam v&i hydroclorothiazid c6 thé xay ra ¢ ca bénh nhan c6 hodc khong co
tién st bi di tng hodc hen suyén nhung chu yéu 1a trén bénh nhan c6 tién st. D3 co bao céo
loi tiéu thiazid, bao gdm hydroclorothiazid, 1am niang thém hodc khoi phat lupus ban do hé
thong

D c6 béo cdo phan rng nhay cam anh sang khi sir dung loi tiéu thiazid. Khuyén cao ngung
dleu tri néu thay cd biéu hién caa phan ung nhay cam anh sang Xay ra. Trong tmong hop
can thiét phai ké don diéu tri lai, khuyén céo bénh nhan bao vé ving da tiép x(c anh séng
mat troi hodc bic xa UVA nhan tao.

Can thj cdp va glaucom géc dong

Hydrocloroth|a2|d sulfonamid co thé gay phan tng co dia, dan den can thi cap thoang qua
va glaucom goc dong cap. Triéu chung bao gom khdi phat con cap gay nhin mo hoac dau
mat thuong xay ra trong Vong vai gio dau den vai tuan dau dung thudc. Glaucom goc dong
cap khong dugc diéu tri ¢ thé dan den mat thi luc vinh vién. Trudc hét 1a ngung dung
hydrocloroth|a2|d cang nhanh cang tét. Biéu trj bing thUOc hoac phau thuat c6 thé can can
nhac neu ap luc noi nhan khong thé kiém soat. Cac yéu té nguy co gy glaucom gbc dong
cap c0 thé bao gom tién sir di tng véi sulfamid hoac penicillin.

Cdnh bao va thégn treng khac

Than trong khi ding thuéc cho bénh nhan loét da day - ta trang tién trién hoic bénh da day
- rudt khac (tang nguy co chay mau da day - rudt).

Than trong khi str dung cho cac bénh nhan c6 tién s phi mach c6 hozc khéng lién quan
dén thudc e ché enzym chuyén hoic chen thy thé angiotensin I1.
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Telmisartan c6 thé gay réi loan chuyén hoa porphyrin nén chi dung khi khong c6 céc thude
khac an toan hon dé thay thé va than trong & bénh nhan nang.

Tac dung ha huyét 4p cia hydroclorothiazid ting 1én & nguoi bénh sau cat bo than kinh
giao cam.

Nhitng bénh nhan dé bi di Gtng nén than trong véi ché pham chira hydroclorothiazid c6
chura sulfid vi co thé gay phan tng kiéu di tng nhu 13 qua man nguy hiém.

Pé xa tim tay tré em

PHU NU MANG THAI VA CHO CON BU:

Phu nir mang thai

Khong nén dung ZHEKOF-HCT trong 3 thang dau thai ky, va chéng chi dinh thuéc
trong 3 thang giira va 3 thang cudi thai ky.

Chua c6 dir lidu day du vé viéc sir dung vién két hop cho phu nit mang thai. Nghién cau
trén dong vat cho thay doc tinh sinh san.

Céc bang chung dich t& hoc vé nguy co gdy quéi thai sau khi phoi nhiém véi cac thudc uc
ché ACE trong 3 thang dau thai ky van chwa duoc két luan. Tuy nhién, mot su gia tang nho
nguy co khong thé duoc loai trir. Mac du khéng co dir ligu dich t& hoc ¢ kiém soat vé
nguy co cua cac thubc dbi khang thu thé angiotensin II nhung c6 thé co nhiing nguy co
tuong tu d6i véi nhom thude ndy. Trir khi viéc tiép tuc diéu tri véi cac thude dbi khang thu
thé angiotensin 11 1a that su can thiét, bénh nhan c6 dy dinh mang thai nén dwoc chuyén
sang liéu phap diéu tri tang huyét &p thay thé da duoc chitng minh 1 an toan cho phu nit
mang thai. Khi phat hi¢n mang thai, nén ngung diéu tri Véi cac thudc ddi khang thy thé
anglotensm II ngay va khéi dau liéu phap diéu tri thay thé néu can thiét.

Sir dung cac thube dbi khang angiotensin 1l trong 3 thang gitta va 3 thang cudi thai ky co
thé gay doc tinh & nguoi (giam chirc nang than, thiéu 6i, cham cdt hoa xuong s0) va doc
tinh & tré so sinh (suy than, ha huyét ap, ting kali huyét). Néu bi phoi nhiém cac thudc ddi
khéng thy thé angiotensin II sau 3 thang dau thai ky, khuyén céo nén siéu am kiém tra chuc
nang than va hop so.

Tré so sinh c¢6 me dung céc thudc ddi khang thu thé angiotensin trong thai ky can duoc
theo ddi chat ché cac dau hiéu ha huyét ap.

Kinh nghiém vé viéc sir dung hydroclorothiazid trong thoi Ky mang thai, dac biét la trong 3
thang dau thai ky con han ché. Cac nghién ctu trén dong vat chua day du.
Hydroclorothiazid di qua nhau thai. Dua trén co ché tac dung dugc ly cua
hydrocloroth|a2|d st dung hydroclorothlaZId trong 3 thang dau va 3 thang cudi thai ky co
thé gay giam tudi mau dén phoi - thai va co thé gdy ra cac tac dong trén thai nhi va tré so
sinh nhu vang da, roi loan can bang dién giai va giam tiéu cau. Khéng nén ding
hydroclorothiazid dé diéu tri phu do mang thai, ting huyét 4p do mang thai hoic tién san
giat do nguy co gidm theé tich huyet twong va ha huyet ap thai nhi, khdng co tac dung co loi
trong qua trinh diéu tri. Khong nén dung hydroclorothiazid dé diéu tri tang huyét ap nguyen
phat ¢ phy nit mang thai ngoai trir mét so truong hop hiém gap khong thé sir dung céc liéu
phap diéu tri khac.

Vi vy, khdng nén cho bénh nhan diing ZHEKOF-HCT trong 3 thang dau thai ky, chong
chi dinh dung thudc trong 3 thang gita va 3 thang cudi thai ky. Kiém soét thich hop tinh
trang ting huyét ap cta ba me trong subt thoi gian mang thai 1a viéc lam quan trong dé t6i
uu hi€u qua cho ca me¢ va thai nhi.

Thoi ky cho con bu_

Chua c6 thong tin vé Vvigc su dung telmisartan cho phu nit dang cho con bu.
Hydroclorothiazid tiét mot luong nho vao sira. Thiazid lidu cao c6 thé gay tiéu nhiéu, co
thé e ché sy tiét sira. Khdng nén dung hydroclorothiazid trong thoi ky cho con ba. Néu
can thiét sar dung hydroclorothiazid, nén duy tri & mirc lidu cang thap cang tét.

Khoéng khuyén cao dung vién két hop cho phu nit dang cho con b, t6t hon nén st dung cac
bién phap diéu tri thay thé da duoc chimg minh 13 an toan, dic biét & ba me cé con la tré so
sinh hoac tré sinh non.

Khd nang sinh san
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Trong cac nghién cau tién 1am sang, khong thdy co tac dung cua telmisartan va
hydroclorothiazid 1én kha nang sinh san ctia ca nam va nir gigi dugc bao cao.

Anh huéng cia thudc ddi véi cong viéc (ngudi van hanh may méc, nguoi dang 1ai tau xe,
nguoi lam vige trén cao va céc truong h0’p khac): Can phai than trong khi Iai xe hoac van
hanh may maéc. Chéng mat va budn ngu doi khi xay ra khi diéu tri véi cac thudc chéng ting
huyét 4p nhu ZHEKOF-HCT.

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

TAC KHAC:

Lithi

D3 co bao cao ting ndng do va doc tinh cua lithi (co hdi phuc) khi ding dong thai lithi voi

cac thubc ddi khang thy thé angiotensin 11 (bao goém telmisartan/ hydroclorothiazid). Khong

khuyén cdo dung dong thoi lithi va vién két hop. Néu can thiét phai dung dong thoi, phai
theo ddi chat ché nong do lithi trong mau trong suét qua trinh st dung.

Cac ché pham lién quan tac dung mat kali va ha kali huyét (nhu cac thudc loi tiéu thai

kali khéc, nhuan trang, corticosteroid, ACTH, amphoterlcm cerbenoxolon, penicillin G

natri, acid salicylic va dan xuat)

Néu dung ddng thoi cac thudc nay cung voi telmisartan/ hydroclorothiazid, khuyén céo

theo ddi ndng do kali huyét trong. Nhitng thudc nay cé thé 1am tang tac dung ha kali huyét

thanh caa hydroclorothiazid.

Céac ché phdam co thé lam ting nong dp kali hodc gdy ting kali huyét (nhu cac thudc Gc

ché ACE, loi tiéu giir kali, cac ché pham bé sung kali, cac ché pham mudi thay thé c6 chira

kali, cyclosporin hoic cac thudc khac nhu heparin natri)

Néu dung ddng thoi cac thubc nay cung voi telmisartan/ hydroclorothiazid, khuyén céo

theo ddi nong do kali huyét twong. Dya trén nhitng kinh nghiém sir dung céc thudc lam

giam hoat tinh h¢ renin-angiotensin khc, dung ddng thoi céc thubc trén co thé dan dén
tang kali huyet thanh nén khong duogc khuyen cao su dung.

Cac thudc bi anh hwéng béi cac roi loan kali huyét

Khuyen cao theo doi dinh ky kali huyet thanh va dién tam do khi ding vién két hop dong

thoi véi cac thudce bi anh hudng boi roi loan kal huyet thanh (nhu digitalis glycosid, thudc

chdng loan nhip) va cac thUOc ¢ nguy co gay xoan dinh (ké ca mot s thude chdng loan
nhip), ha kali huyét 1a mot yéu té nguy co gay xoan dinh.

- Thudc chdng loan nhip nhém Ia nhu quinidin, hydroquinidin, disopyramid.

- Thudc chdong loan nhip nhém IIT nhu amiodaron, sotalol, dofetilid, ibutilid.

- Mot sbé thudc chdéng loan than nhu thioridazin, clopromazin, methotrimeprazin,
trifluoperazin, cyamemazin, sulpirid, sultoprid, amisulprid, tiaprid, pimozid, haloperidol,
droperidol.

- Nhiing thudc khac nhu bepridil, cisaprid, diphemanil, erythromycin tiém tinh mach,
halofantrin, mizolastin, pentamidin, sparfloxacin, terfenadin, vincamin tiém tinh mach.

Digitalis glycosid ) i

Téc dung ha kali huyét hoic ha magnesi huyét co thé gay khoi phat con loan nhip tim do

digitalis.

Digoxin

Di co bao cao ting trung binh ndng do dinh (49%) va nong do day (20%) trong huyét

tuong cua dlgoxm khi dung dong thoi véi telmisartan. Khi khei dau, chinh lidu va ngung

diéu tri véi telmisartan, khuyén céo theo déi ndng do digoxin dé duy tri nong do thudc &
trong khoang tri liéu.

Céc thuéc ha huyét ap khac

Telmisartan c6 thé 1am tang tac dung ha huyét &p cua cac thudc diéu tri tang huyet ap khéac.

Dt ligu lam sang cho thay phong bé kép RAAS bang cach st dung phdi hop cac thudc Gc

ché ACE, d6i khang thu thé angotensin 11 hogc aliskiren c6 thé lam tang tan suat gap phai

cac tac dung khdng mong muon nhu ha huyét ap, tang kali huyét va giam chirc néng than

(ké ca suy than cap) so vai khi chi dung mét thudc ¢é tac dung phong bé RAAS.
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Cac thudc diéu trj ddi thdo dwong (dwong udng va insulin)

Co thé can chinh lieu cac thuoc diéu tri dai thao duong.

Metformin

Than trong khi sir dung metformin: Nguy co nhiém toan lactic gay ra bai suy giam chirc
nang than do hydroclorothiazid.

Cholestyramin va nhga colestipol

Cac nhya trao ddi anion c6 thé 1am giam hap thu hydroclorothiazid.

Thuéc khéang viém khong steroid (NSAID)

NSAID (vi du: Acid acetylsalicylic & liéu chéng viém, cac thudc e ché COX-2, va NSAID
khong chon loc) ¢ thé 1am giam tac dung loi tiéu, thai natri va tac dung diéu tri ting huyét
&p cua cac thudc loi tiéu thiazid va cac thude dbi khang thu thé angiotensin 11.

O mét s6 bénh nhan c6 chirc ning than suy giam (nhu bénh nhan mat nuéc hodic ngudi cao
tudi bi suy giam chirc ning than), dung dong thoi cac thude ddi khang thy thé angiotensin
Il véi céc thude e ché cyclo-oxygenase c6 thé 1am nang thém tinh trang suy giam chic
nang than

6] mot s6 bénh nhan c6 chirc nang than suy giam (nhu bénh nhan mat nudc hodc nguoi cao
tudi c6 chuc nang than suy giam), dung dong thoi céc thube ddi khang thy thé angiotensin
Il va cac thudc e ché cyclo-oxygenase ¢ thé din dén suy giam chirc ning than ké ca suy
than cap. Nhiing tac dung nay thuong hoi phuc. Do do, than trong khi st dung phol hop
nay, dac biét 14 & nguoi cao tudi. Bénh nhan can duoc bu nude day da va can nhic viéc
theo ddi chirc nang than sau khi khai dau diéu tri bang phdi hop nay va dinh ky sau do.
Trong mot nghién ciru dung dong thoi telmisartan va ramipril lam tang gap 2,5 1an AUCo.24
va Cmax Clia ramipril va ramiprilat. Mdi lién quan 1am sang cua tac dung nay chua rd.

Amin tang huyét ap (nhw noreplnephrln)

Tac dyng cua cac amin ting huyét ap c6 thé giam.

Thuéc gidn co vin déng khong phan cuc (vi du: tubocurarin):

Téc dung cua cac thudc gidn co van dong khéng phan cuc cé thé ting 1én nho
hydroclorothiazid.

Cac thuoc diéu tri gut (nhu’ probeneczd sulf npyrazon va allopurinol):

Co the can chinh lidu cac thuéc gay uric ni¢u. Tang lidu probenecid hoic sulfmpyrazon co
thé can thiét. Dung dong thoi voi thiazid c6 thé 1am ting nguy co phan Gng qua man véi
allopurinol.

Muédi calci:

Céc thudc loi tiéu thiazid c6 thé 1am ting nong d6 calci huyét thanh do giam thai trir. Néu
can dung cac ché pham b sung calci, nén theo ddi nong do calci huyét thanh va chinh liéu
calci cho phu hop.

Diazoxid, thuéc chen beta:

Tac dung tang duong huyét cua diazoxid hoic thude chen beta co thé ting 1én boi thiazid.
Thuéc khdng cholinergic (nhw atropin, biperiden):

C6 thé 1am ting sinh kha dung cua thiazid bang cach giam nhu dong rudt va giam téc do
thao rong da day.

Amantadin:

Thiazid 1am ting nguy co gip phai tac dung khong mong muén ciia amantadin.

Céc thudc déc té bao (nhw cyclophosphamid, methotrexat)

Céc thiazid c6 thé 1am giam thai trir cac thude doc té bao qua than va 1am ting tac dung Gc
ché tay xuong cua nhitng thudc nay.

Dua trén cac dac tinh duoc ly cua cac thube doc té bao, cac thude sau day co thé 1am ting
tac dung ha huyét &p cua tat ca céc thudc diéu tri ting huyét ap, bao gom telmisartan:
Baclofen, amifostin.

Ngoai ra, ruou, barbiturat, thubc gay nghién hoic thudc chdng traim cam c6 thé 1am nang
thém tac dung ha huyét ap tu thé.

8. TAC DUNG KHONG MONG MUON: , ,
Tac dung khong mong muon dugc bdo cio thudong gap nhat 1a choang vang. Hiém gip phu
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mach nang.

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

Thén kinh: Choang vang.

it gap, 1/1.000 <ADR < 1/100:

Chuyén hoa va dinh dudng: Ha kali huyét.

Tam than: Lo ling.

Than kinh: Ngét, di cam.

Tai va mé 19: Chong mat.

Tim: Nhip tim nhanh, loan nhip tim.

Mach: Ha huyét ap, ha huyét ap tu thé.

H6 hap, 1ong nguc va trung that: Kho thé.

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

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

Sinh san va tuyén vi: Ri loan chire ning cuong duong.

Toan than va noi dung thudc: Pau nguc.

Xét nghlem Tang acid uric huyét.

Hiém gap, 1/10.000 < ADR < 1/1.000:

Nhiém tring va ky sinh tring: Viém phé quan, viém hong, viém xoang.
Mién dich: Khoi phat hodc 1am nang thém lupus ban do hé thng®.

Chuyen héa va dinh dudng: Téang uric huyét, ha natri niéu.

Tam than: Tram cam.

Than kinh: M4t ngu, r6i loan gidc ng.

Mit: Nhin mo, rdi loan thi giac.

Hb hép, 10ng nguc va trung that: Suy ho hip (ké ca viém phdi va phu phoi).
Ti€u hoa: Pau bung, tdo bon, kho ti€u, nén, viém da day.

Gan - mat: Bat thuong chirc nang gan/ roi loan tai gan.

Da va md dudi da: Phu mach (c6 thé gy tir vong), ban d6, ngira, phat ban, tang tiét md hoi,
may day.

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

Toan than va noi dung thudc: Bénh gidng cam, dau.

Xét nghiém: Tang creatinin huyét, ting creatin phosphokinase huyét, ting enzym gan.
@): Tac dung dugc bao céo sau khi vién két hop lidu ¢6 dinh duoc dua ra thi truong.
Tdc dung khong mong muon khéc lién quan dén tirng thanh phan:
Telmisartan:

it gap, 1/1.000 <ADR < 1/100:

Nhiém tring va ky sinh tring: Nhiém tring duong hé hap trén, nhiém tring dudng tiéu,
bao gom viém bang quang.

Huyet hoc: Thiéu mau.

Chuyén hoa va dinh dudng: Tang kali huyét.

Tim: Nhip tim cham.

Hb hép, long nguc va trung that: Ho.

Thén - tiét niéu: Suy giam chirc nang than (bao gdm suy than cip).

Toan than va noi dung thudc: Mét moi.

Hiém gap, 1/10.000 < ADR < 1/1.000:

Nhlem trung va ky sinh trung Nhiém trung huyet bao gdm mdt sé trudng hop tir vong.
Huyet hoc: Tang bach cau ai toan, giam tiéu cau.

Mién dich: Phan tmg qua man, phan tng phan vé.

Chuyén hoa va dinh dudng: Ha glucose huyét (6 bénh nhan dai thio duong).
Than kinh: Budn ngu.

Ti€u hoa: Bung kho chiu.

Da va mé dudi da: Eczema, phat ban do thudc, ban da nhiém doc.

Co, xuong va mo lién két: Viém khép, dau gan.

Xét nghiém: Tang hemoglobin.

Rat hiém gdp, ADR < 1/10.000:
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10.

Hb hap, 16ng nguc va trung that: Viém phoi ké.

Hydroclorothiazid

Hydrocloroth1a21d c6 thé gay ra hodc 1am ning thém giam thé tich tuan hoan, c6 thé dan
den mat can bang dién giai.

Chura ré tan sudt:

Nhlem trung va ky sinh trung: Viém tuyén nudce bot.

Huyét hoc: Thiéu mau bat san, thiéu mau tan huyet suy tiy xuong, giam bach ciu, giam
bach cau trung tinh, mat bach cau hat, giam tiéu cau.

Mién dich: Phan tmg phan vé, qua man.

Noi tiét: Khong kiém soat ddy du tinh trang dai thao dudng.

Chuyén hoéa va dinh dudng: Chan an, giam cam giac them an, mAt can bang dién giai, ting
cholesterol huyet tang glucose huyét, giam thé tich tudn hoan.

Tam than: Bon chon.

Than kinh: Chong mit.

Mit: Chimg thay sic vang, can thi cp, glaucom goc déng cép.

Mach: Viém mach hoai tir.

Ti€u héa: Viém tuy, bung kho chiu.

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

Da va md dudi da: Hoi ching giéng lupus, phan tng nhay cam anh sang, viém mach & da,
hoai tir biéu bi nhiém doc.

Co - xuwong va md lién két: Yéu .

Than - tiét niéu: Viém than k&, rdi loan chtic nang than, glucose niéu.

Toan than va noi dung thudc: Sét.

Xét nghiém: Tang triglycerid huyét.

Thuéc c6 thé gdy ra cdc tac dung khéng mong muén khdc. Can theo doi chat che va khuyen
cdo bénh nhdn thdng béo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi sir
dung thuoc.

Hudng dan cach xir tri ADR

Mat nude va dién g1a1 c¢6 thé gay ha huyét ap, kiém chuyen hoéa, ha kali huyét, natri huyét.
Can kiém tra dién g1a1 d6 va bu lai luorng nudc, dién giai da mat

Diéu tri ha huyét ap qué muc: Dat nguoi bénh nam ngua, néu ha huyét ap ning can thiét
phai truyén tinh mach dung dich nuéc mubi sinh Iy dé 1am tang thé tich dich.

QUA LIEU VA XU TRi:

Dir liéu vé qua liéu telmisartan & ngudi con han ché. Mirc d6 hydroclorothiazid bj loai bo
boi tham tach mau chua dugc thiét 1ap.

Triéu chwng

Biéu hién vé qué liéu telmisartan hay gip nhat 13 ha huyet ap va nhip tim nhanh; Cing co6
thé gdp nhip tim cham, choang vang, non, tang creatin huyét thanh va suy than cap

Qua lidu hydroclorothlzld c6 thé giy mat dién giai (ha kali huyét, ha clor huyét) va giam
thé tich tuan hoan do tac dung loi tiéu qua mirc. Cac dau hiéu va triéu ching qua liéu
thuong giap nhat 12 budn non va budn ngi. Ha kali huyét co thé gay co thit co va/ hodc gay
loan nhip tim lién quan dén viéc dung dong thoi digitalis glycosid hodc cac thuc chong
loan nhip.

Diéu tri:

Telmisartan khong bi loai bo boi tham tach mau. Bénh nhan can dugc theo ddi chat che,
diéu tri triéu ching va diéu tri hd tro. Cach xir tri tiy thudc vao thoi gian ké tir khi udng
qua liéu va mutrc do nghiém trong cua triéu chung, ¢ thé bao gom gay non va/ hodc rtra da
day. Than hoat tinh c6 the 6 hiéu qua khi diéu tri qua liu. Can theo ddi thuong xuyén
dién giai va creatin huyet thanh. Néu c6 ha huyét 4p xay ra, dit bénh nhan ¢ tu thé nim
ngtra kém bu nudc va dién gidi nhanh chong.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qué liéu chi dinh.
biéu Kién bao quan: Noi kho rao, tranh anh sang, nhiét d6 khéng qua 30°C.
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Han dung caa thudc: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: 25/09/2017

16/16 TOA279ABB



	CÔNG TY CỔ PHẦN DƯỢC PHẨM ĐẠT VI PHÚ

