R THUGC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
ZHEKOF

(Vién nén Telmisartan 40 mg)

Dboc ky hudng din sir dung trudc khi dung
Néu cin thém théng tin xin héi y kién thay thuoc
Chi ding thudc nay theo sw ké don ciia thiy thudc

THANH PHAN:

Moi vién nén chua:

Telmisartan ........................ 40 mg

Ta duoc: Mannitol, cellulose vi tinh thé, povidon, natri carbonat, talc, natri starch glycolat, natri
lauryl sulfat, magnesi stearat... vira du 1 vién.

PAC TiNH DUQC LUC HQC:

Telmisartan 1a mot chat doi khang dic hiéu cua thu thé angiotensin II (type AT1) & co tron thanh
mach va tuyén thuong than.

Trong hé thong renin-angiotensin, angiotensin Il dugc tao thanh tir angiotensin I nho xtc tac cua
enzym chuyen anglotensm (ACE). Angiotensin II 1a chat giy co mach, kich thich vo thu’orng than
tong hop va giai phong aldosteron, kich thich tim. Aldosteron 1am giam bai tiét natri va ting bai
tiét kali & than.

Telmisartan ngan can c6 chon loc sy gan ctia angiotensin II vao thu thé AT; ¢ co tron mach mau
va tuyen thuong thén, gdy gian mach va giam tic dung cua aldosteron.

Thy thé AT, ciing tim thdy ¢ nhiéu mo, nhung khong rd thu thé nay co lién quan gi dén sy 6n
dinh tim mach hay khong. Telmisartan c6 ai lyc manh v6i thy thé ATy, gap 3000 lan so véi thu
thé AT».

Khoéng gidng nhu cac thude e ché enzym chuyén angiotensin - nhom thudc duoc dung rong rai
dé diéu tri tang huyét ap, cac chat dbi khéang thy thé angiotensin II khong Grc ché giang hoa
bradykinin, do d6 khdng gay ho khan dai dang - mot tac dung khong mong mudn thuong gap khi
diéu trj bang cac thudc trc ché ACE. Vi vy cac chét d6i khang thu thé angiotensin II dugc ding
cho nhung nguoi phai ngung st dung thudc trc ché ACE vi ho dai dang

O nguoi, lidu 80 mg telmisartan trc ché hau nhu hoan toan tang huyét ap do anglotensm II. Tac
dung e ché (ha huyét ap) duoc duy tri trong 24 gid va van con do duoc 48 gio sau khi ubng.

PAC TiNH DUQC PONG HQC:

Telmisartan dugc hap thu nhanh, mic du luong hap thu cé thay doi. Sinh kha dung tuyét ddi
trung binh cia telmisartan khoang 50%.

Khi uéng cung voi thue an, dién tich dudi duong cong (AUC) cua telmisartan co thé giam tir 6%
(voi lieu 40 mg) dén khoang 19% (véi licu 160 mg). Nong do huyét tuong cua telmisartan uong
lac doi hay cung thire an sau 3 gid 1a twong duong nhau.

C6 su khac biét vé néng do trong huyét twong theo gidi tinh, ndng d6 dinh trong huyet tuong
(Cmax) cao hon khoang 3 lan va AUC cao hon khoang 2 1dn & phu nit so voi nam gidi, nhung
khong anh hudng dén hiéu qua.

Telmisartan hau hét gan két voi protein huyét tuong (> 99 ,5%), chu yéu vé6i albumin va alphas
acid glycoprotein. Thé tich phan b6 trung binh ¢ trang thai 6n dinh khoang 500 L. Telmisartan
chuyén héa bang phan tmg lién hop v6i glucoronid. Chét chuyén héa khong c6 tac dung duogc ly.
Telmisartan c¢6 dac tinh dugc dong hoc giam theo Iy thira 2 vdi ntra doi thai trir cudi cung trén
20 gio. Nong do cuc dai trong huyét tuong va & muc do nhd hon, dién tich dudi duong cong
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(AUC) tang khong ty 18 véi lidu diéu tri. Khong c6 bang chimg lién quan vé sy tich liiy cua
telmisartan trén Iam sang.

Sau khi ubng (va tiém tinh mach), telmisartan thai trir gdn nhu hoan toan qua phan, phan 16n &
dang khong bién d6i. Tong luong tiét qua nudce tiéu dudi 2% lidu. D9 thanh thai toan phan trong
huyét twong (CLtot) cao (khoang 900 mL/ phut) so véi luu luong méu qua gan (khoang 1500 mL/
phut).

Bénh nhan suy thdn: Nong d6 trong huyet tuong thip hon trén bénh nhan suy than dang loc méu.
Telmisartan gin két cao voi protein huyét twong trén bénh nhan suy than va khong duoc loai tru
qua loc mau. Ntra doi thai trir khong thay d6i & bénh nhén suy than.

Bénh nhdn suy gan: Nghién ciru dugc dong hoc trén bénh nhan suy gan cho thdy c6 sy tang sinh
kha dung tuyét d6i 1én téi gan 100%. Nira doi thai trir khong thay di trén bénh nhén suy gan.

CHIi PINH:
- Piéu trj taing huyét ap: C6 thé dung don doc hodc phdi hop véi cac thude chdng ting huyét ap
khac.
- Dy phong bién ¢ tim mach, giam tir vong do bién c6 tim mach & bénh nhan ngudi 16n co:
+ Biéu hién bénh 1y tim mach, huyét khdi mach mau (tién st bénh 1y mach vanh, dot quy hodc
bénh ly dong mach ngoai bién) hoac
+ Bénh nhan dai thio dudng typ 2 c6 ghi nhan t6n thuong co quan dich.

CHONG CHI PINH:

- Bénh nhan man cam véi bat ky thanh phan nao cua thude.
- Phu nir ¢6 thai. Ngudi cho con bu.

- Suy than nang.

- Suy gan nang. Tac mat.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Thai ky: Khong nén bat dau diéu tri voi cac thube ddi khang thy thé angiotensin II trong thoi ky
mang thai, trir khi viéc tiép tuc tri liéu mang lai ich cao hon nguy co co thé xay ra.

Tang huyét ap do bénh mach mdu thén: Tang nguy co ha huyet ap manh va suy than khi bénh
nhan bi hep dong mach than 2 bén hodc hep dong mach dén than duy nhét con chirc nang dugc
diéu tri voi nhirng thude tac dung trén hé rennin-angiotensin-aldosteron.

Suy thdn va ghép thdn: Can theo ddi dinh ky ndng do kali va creatinin huyét thanh khi dung
ZHEKOF ¢ bénh nhan bi suy chirc nang than. Khong cé kinh nghiém str dung ZHEKOF & bénh
nhan mai ghép than.

Mat thé tich ngi mach: Ha huyét ap triéu chimg dic biét sau liéu dung dau tién c6 thé xuét hién &
nhitng bénh nhén bi giam thé tich ndi mach v&/ hodc giam natri do diéu tri loi tiéu manh, ché do
an han ché mudi, tiéu chay hodc non. Nhig tinh trang nhu vy, dac biét trong giam thé tich noi
mach va/ hodc giam natri, can duoc diéu chinh truéc khi sir dung ZHEKOF.

Phong bé kép hé renin-angiotensin- -aldosteron: Nhu la mt hé qua cua vige trc ché hé renin-
angiotensin-aldosteron, di c6 bao cdo vé viéc thay ddi chuc nang thén (ké ca suy than cip) &
nhng bénh nhan nhay cam, dac biét khi dung két hop véi cac thude c6 anh huong t61 hé nay. Vi
thé nén gi61 han sy phong bé kép hé renin- angiotensin-aldosteron (vi du phdi hop thém mot
thudc e ché men chuyén véi mot thude we ché thy thé angiotensin II) trong mot s6 truong hop
duoc xac dinh cu thé cfmg vo1 viéc theo doi sat chuc nang than.

Nhitng bénh Iy khdc ¢6 kich thich hé thong renin-angiotensin-aldosteron: O bénh nhan c6 chirc
ning than va truong lyc mach phu thudc nhiéu vao hoat dong cua hé thong renin-angiotensin-
aldosteron (vi du bénh nhan bi suy tim sung huyet nang hodc bao gdm ca hep dong mach thén),
viéc dleu tri cac thudc co anh huong dén hé thong renin-angiotensin-aldosteron s& gay ha huyét
ap cAp, tang nito huyét, thiéu niéu hodc suy than cap (nhung hiém).
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Tang aldosteron nguyen phat: N6i chung nhung bénh nhén ting aldosteron nguyén phat s&
khong dap tung véi cac thude tri ting huyét ap tac dong thong qua su (e ché hé théng renin-
angiotensin. Do Vay khong nén str dung ZHEKOF ¢ nhiing bénh nhan nay.

Hep van hai la va van dong mach chii, bénh co tim phi dai tdc nghén: Nhu cac thude glan mach
khac, can dac biét cht y cac bénh nhan bi hep van dong mach chu hodc van hai 14 hay c6 co tim
phi dai tac nghén.

Tang kali mau: Khi diéu tri cung véi cac thudc anh huong dén hé thdng renin-angiotensin-
aldosteron c6 thé gy tang kali huyét, dac biét & nhirng bénh nhan suy than va/ hodc suy tim. Can
theo ddi lugng kali huyét thanh ¢ bénh nhan c6 nguy co.

Duya trén kinh nghi¢m st dung thudc anh huong trén hé renin-angiotensin-aldosteron, viéc ding
phéi hop véi cac thude loi tiéu giir kali, bo sung kali, mudi thay thé chtra kali hodc nhiing thudc
khac ma c6 thé 1am ting néng d6 kali (heparin...), c6 thé lam ting kali huyét thanh do d6 can
chu y khi dung chung cac thude nay véi ZHEKOF.

Suy gan: Telmisartan duge thai trir chu yéu qua mat. Su thanh thai bi suy giam & nhiing bénh
nhan bi bénh 1y tic mat hay suy gan. Can sir dung ZHEKOF thén trong ¢ nhiing bénh nhan nay.
Nhitng chu y khac: Qua nhitng nghién ciru vé cac thudc trc ché men chuyén angiotensin cho thy
cac thude trc ché thy thé anglotensm bao gom ca ZHEKOF 10 rang cho tac dung ha huyét ap kém
& nhitng nguoi da den so véi nhitng nguoi c6 da mau khac, c6 thé do nguoi da den ting huyét ap
c6 tinh trang renin thap hon.

Nhu moi thude chong tang huyét ap, su giam huyet ap qua muc ¢ nhitng bénh nhén ¢6 bénh tim
hogc tim mach do thiéu méau cuc bo c6 thé dan dén nhoi mau co tim hay dot quy.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Khong str dung cho phu nit c6 thai va cho con bu.

TAC DUNG KHONG MONG MUON (ADR):

Telmisartan thuong dugc dung nap tét. Cac tac dung khong mong mudn bao gom: Chong mat,

nhirc dau, ha huyét ap, ha huyét ap thé dl'mg Suy chirc nang than, phét ban, ndi may day, ngira,

phu mach va ting men gan ciing co thé xay ra. Tang kali mau, dau co, dau khop da duoc bdo
céo. Telmisartan it gdy ho hon so véi cac thudc trc ché men chuyén. Tac dung khong mong mudn
khac da duoc bao céo véi thude ddi khang thu thé angiotensin II: R6i loan duong ho hip, dau
lung, r6i loan tiéu hoa, mét moi va giam bach cau. Tiéu co van hiém khi dwgc bao céo.

Telmisartan nén dugc str dung thén trong ¢ bénh nhén suy gan va tac mat.

- Phu mgach: Phu mach la mot tac dung khéng mong muon cua cic chat (rc ché ACE, dugc cho
1a do sy tich tu ctia bradykinin. Mic du thuéc ddi khang thu thé angiotensin II khong tac dong
trén bradykinin, da c6 bao cao phu mach khi dung telmisartan.

- Chung dau nva dau: Chiing dau nura dau nghiém trong da dugc bdo cdo & bénh nhan sau khi
su dung telmisartan.

- Viém fyy: Thay d6i sinh hoa gidng viém tuy cdp di duoc bao cdo sau khi dung qua lidu
telmisartan.

- Nhiém trung va nhiém ky sinh tring: Nhiém tring ké ca gy tir vong, nhiém tring duong tiét
niéu (bao gom viém bang quang), nhiém tring duong ho hap trén.

- Hé mdu va bach huyét: Thiéu mau, tang bach cau ai toan, giam tiéu cau.

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

- Chuyen hoa va dinh duong: Tang Kali huyét, ha duong huyét (6 bénh nhan dai thao duong).

- Tam than: Lo lang, mat ngu, tram cam.

- Than kinh: Ngét.

- Mat: Roi loan thi lyc.

- Tai va tién dinh: Chéng mat.
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- Tim: Nhip tim manh, nhip tim nhanh.

- Mach: Huyét ap thap, ha huyét ap thé ding.

- H® hdp: Khé tho.

- Duong tiéu héa: Dau bung, tiéu chdy, kho miéng, kho tiéu, day hoi, kho chiu & da day, non.

- Gan, mdt: Bét thuong chirc ning gan/ ri loan gan.

- Da va mé duwéi da: Phit mach (c6 thé gay tir vong), cham, ban do, ngira, ting tiét md hoi, may
day, phat ban.

- Co xwong khop: Pau khop, dau lung, co co (chudt rut & chan), dau vung xa (dau chan), dau
co, dau gan (cac triéu ching giéng viém géan).

- Thdn va dwong niéu: Suy than ké ca suy than cap.

- Toan thén va tai ché ding thuéc: Pau nguc, nhung triéu chimg gia ciim, suy nhuoc (6m).

- Xet nghi¢m: Gidm hemoglobin, tdng acid uric huyét, ting creatinin huyét, ting men gan, ting
creatin phosphokinase huyet (CPK).

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Tinh trang chong mat hodc ngt lo mo ¢6 thé thinh thoang xuat hién khi dang sir dung thudc diéu
tri ting huyét ap, nén can than trong khi 1ai xe va van hanh may moc.

LIEU DUNG - CACH DUNG:

Cach dung: Uong ngay 1 lan, khong phu thuc bira an.

Liéu dung: Nguoi 1on: 40 mg/ 1 lan/ ngay. Dbi v6i mot s6 ngudi bénh, chi can lidu 20 mg/ 1 lan/
ngay. Néu can, ¢ thé tang t6i lidu toi da 80 mg/ 1 lan/ ngay. Telmisartan c6 thé két hop véi
thudc loi tiéu loai thiazid. Trudce khi tang lleu can chu y 1a tac dung chéng ting huyét ap toi da
dat duoc giita tudn thar 4 va thir 8 ké tir khi bat dau diéu tri.

Suy thén: Khong can diéu chinh liéu.

Suy gan: Néu  suy gan nhe hodc vura, lidu  hang ngay khong duge vuot qua 40 mg/ 1 1an/ ngay.
Ngudi cao tudi: Khoéng can diéu chinh lidu.

Tré em dudi 18 tudi: PO an toan va hiéu qua chwa xac dinh duoc.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Digoxin: Khi dung ddng thoi telmisartan voi digoxin, néng dd cua digoxin trong huyét twong
tang 1én. Vi vay nén theo ddi ndng do digoxin khi bat dau phdi hop, khi diéu chinh va khi ngung
dung telmisartan dé tranh truong hop dlgltahs c6 thé qua cao hay qua thap.

Warfarin: Dung telmisartan trong 10 ngay lam gidm nong d¢ cta warfarin trong huyét tuong,
nhung khong 1am thay dOI’Chl s0 binh thuong hoa quoc teN(INR) i

Voi cdc thuoc khac: Sy két hgp cia telmisartan khong dan dén twong tac lam sang dang ké nao
véi acetaminophen, amLodipin, glibenclamid, simvastatin, hydroclorothiazid hay ibuprofen.
Telmisartan khong chuyén hoa qua hé thong cytocrom P450 va khong anh hudng cac enzym cua
cytocrom P450, ngoai trir trc ch¢ CYP2C19 in vitro.

QUA LIEU - XU TRIi:

Biéu hién n6i bat nhat ctia qué lidu telmisartan 13 ha huyét ap va nhip tim nhanh, chdm nhip tim
cling ¢o thé xay ra.

Can tién hanh diéu tri hd tro néu c6 triéu ching ha huyét ap. Telmisartan khong bi loai bo ra khoi
co thé khi chay than nhan tao.

D()NG GOI Hop 3 vix 10 vién.

BAO QUAN Noi kho rdo, tranh dnh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUON G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuat.
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San xuat tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudce 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh

Binh Duong, Viét Nam
Tel: 0274.3567.687

Fax: 0274.3567.688

Tén san pham:

ZHEKOF

Ma so toa:

0321.T1

Kiém soat stra doi:

- Chuyén file in theo mau Cuc QLD cép
- Téch riéng véi toa ZHEKOF-80

Ngay:

05/09/2018

Nhan vién thiét ké:
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