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Rx

Tensiomin
Vién nén captopril 25 mg

P& xa tAm tay tré em.
Boc ky hudng dan sé dyng trude khi ding.
Thudc nay chi ding theo don thudc.

Thanh phan cong thic thudc:

Thanh phén hoat chat: Moi vien nén chita 25 mg captopril.

Thanh phén té drgc: Magnesium stearate, silica anhydrous colloidal, hydrogenated castor oil, maize starch, cellulose
microcrystalline, lactose monohydrate (mdi vién nén chita 52,5 mg).

Dang béao ché cla thudc:
Vién nén.
M0 ta: Vién nén hinh tron, mau tréng hodc trdng xam, ¢d canh vat, mui dac trung, mot mat co vach chia, mét kia cla vién co
dép ky higu “E" va “122". Vach chia chi nhadm gitp bé nho vién thudc cho d& nudt hon, khéing cd téc dung chia vién thudc
thanh cac phan bang nhau.
Chi dinh: g
Téng huyét p: Tensiomin duge chi dinh diéu tri tang huyét ap.
Suy tim: Tensiomin dugc chi dinh diéu trj suy tim man tinh kém theo giam &p lc tim thu thét, ding két hop vdi cac thudc lgi
tigu va khi thich hap két hop vdi cac digitalis va thuc chen beta.
Nhdi méu ca tim:
- Biéu tr ngén han (4 twén): Tensiomin dugc chi dinh & bat ky bénh nhan &n dinh vé 13m sang trong vong 24 git du sau
nhdi méu co tim.
- Biéy tri dai han d€ ngén ngvra suy tim cd triéw ching: Tensiomin dugc chi dinh & bénh nhan & dinh [Am sang bj réi
loan chitc nang that tréi khong cd trigu chiing (phén suét tong méau < 40%).
Bénh thén do tiéu dudng tuyp 1: Tensiomin dugc chi dinh diéu trj bénh than do tiu dutng cd protein niéu nhiéu hon mitc vi
lugng & bénh nhan tiéu duting tuyp 1 (xem muc A4c tink dirge lye hoe)

Liéu dung va céch ding:

Liéu ding:

Liéu dung cn dugc xac dinh cho tng bénh nhén (xem muc Canh bdo va thén trong khi ding thude) va dap tng huyét ap. Ligu
khuyén dung t6i da hang ngay la 150 mg.

Téng huyét ap:

Liéu khdi dau khuyén dung hang ngay 13 25 - 50 mg chia 2 14n. Liéu dung c6 thé tang thém, véi khodng thai gian it nhat [a 2
tudn, dén 100-150 mg/ngay chia 2 14n néu can thiét d& dat dugc huyét &p muc tiéu. Captopril c6 thé dugc st dung don ddc
hodc ket hgp vdi cac thudc ha huy&t &p khac, ddc bigt 13 céc thudc loi tiéu thiazide (xem muc Chdng chi dink, Canh béo vé than
1rong khi ding thude, Tirang téc, tuang ky ca thudt va muc Bac tinh duge dong hoc). Ché 4 lidu 1 1an mdi ngay 6 thé thich
hgp khi st dung dong thoi vai thudc ha huyt &p khac nhu céc thudc lgi tiéu thiazide.

0 cac banh nhén c6 hé renin-angiotensin-aldosteron hoat ddng manh (gidm thé tich mau, tang huyét 4p mach than, suy tim
mat ba), nén bat dau diéu tri vdi mdt lidu don 6,25 mg hodc 12,5 mg. Viée st dung liéu d4u tién nay cn dugc tién hanh dudi
sy gidm sat y € chét ché. Céc liéu sau do s& dugc st dung theo ché df liéu hai 14n moi ngay. Liéu dung c6 thé tang dén lén
dén 50 mg mai ngay, dung mot Ian hodc chia hai lan moi ngay va néu can thiét tang 1én dén 100 mg méi ngay chia 1 hoic 2
lan.

EGIS PHARMACEUTICALS 45@,
Private Limited Company Is
Budapest - Hungary




Suy tim:

St dung captopril trong diéu tri suy tim cAn dugc bat ddu dudi sy gidm sét y 1€ chat ché. Liéu khdi dau thong thutng la 6,26
mg - 12,5 mg ngay 2 hoéc 3 Ian. Chuén liéu d&n liéu duy tri (75-150 mg méi ngay) nén duge thyc hién dya wrén dap ting cla
bénh nhan, tinh trang 1am sang va kha nang dung nap, liéu t6i da Ia 150 mg méi ngay chia [am nhiéu 14n. Liu lugng phai duge
tng 10 10, khodng c4ch gitta cac 14n tang lidu toi thiéu 14 2 tuén dé danh gia dap tng cta bénh nhén.

Nhéi mdu co tim:

Bigu tri ngan han:

Nén bat dau diéu tri captopril & bénh vién cang sém cang ot sau khi c cac ddu higu va/hodc trigu chiing ¢ bénh nhén co
huyét dong 6n dinh. Nén dung mot liéu ther 6,25 mg, mot lidu 12,5 mg dugc dung sau do 2 gid va mot ligu 25 mg sau do12
gid. Tt ngay tiép theo, dung captopril véi liéu 100 mg/ngéy, chia 2 1an, trong thoi gian 4 tudn néu khdng cd cac phan tng bt
Ioi vé huyét dong. Vao cudi cla 4 twén diéu tr, cAn danh gid lai tinh trang cda bénh nhan trude khi dua ra quyét dinh diéu tri
cho giai doan sau cla nhdi méu co tim.

By trf dar han:

N&u chua bt ddu diéu trj bang captopril trang vong 24 git dau cla giai doan nhoi mau co tim cép tinh, thi nén bét dau dieu tri
vao khodng giita ngay thtt 3 va ngay tht 16 sau nhdi mau khi da dat dugc cac diéu kién cAn thiét (huyét dong on dinh va kiém
s04t dugc thigu mau cuc bd). Nén bat dau diéu tri tai bénh vién dudi sy gidm sat chét ché (dac biét 1 huyét ap) cho dén khi dat
duoc liéu 75 mg. Phai dung liu khai dau thap (xem muc Canh bao va than trong khi ding thudt), dac bigt néu bénh nhén co
bigu hign huyét &p binh thung hodc thap tai thi diém bat déu diéu .

Nén bat ddu diéu tri véi liéu 6,25 mg tiép theo 13 12,5 mg 3 Ian moi ngay trong 2 ngay vé sau do 25 mg 3 14n méi ngay néu
khong cé céc phan tng bét loi vé huyét dong. Lidu khuyén dung d€ bao vé tim mach hiéu qua trong diéu tri dai han & 75 dén
150 mg méi ngay chia hai hodc ba Ian. Trong trdng hap ha huyét 4p cd trigu ching, nhu trong suy tim, ¢d thé phai gidm liéu
thudc lgi tiéu va/hodc cac thudc gidn mach khéc st dung dong thei dé duy tri liéu trang théi 6n dinh cda captopril. Truting hop
can thiét, phai diéu chinh liéu captopril cho phi hgp vdi cac phan (ng 1am sang cta bénh nhén.

Captopril c6 thé dugc st dung k&t hgp vdi cée thudc khéc dung trong diéu tri nhoi mau co tim nhu céc thudc tan huyét khoi,
thudc chen beta va acid acetylsalicylic.

Bénh thén do tiéu dudng tuyp 1: & bénh nhan mac bénh than do tidu duting tugp 1, libu khuyén céo hang ngay cla
captopril 13 75-100 mg chia lam nhiéu 14n. N&u cAn phai tang thém tc dung ha huyét 4p, co thé duing thém thudc ha huyét 4p
khéc (xem muc Chdng chi dinh, Canh bdo va than trong khi ding thude, Tuang téc, trong ky cda thude va muc Béc tinh duge
lue hoc)

Bénh nhén suy thén: Do captopril dugc bai tiét chd y8u qua than, nén giam liéu ding hodc tang khoang céch gidta céc lan
dung thudc & nhiing bénh nhén suy gidm chitc nang than. Khi can thiét phai st dung dong thai vdi thudc lgi tigu, mot thudc Igi
tigu quai (chang han nhu furosemide) thich hop hon 13 thudc loi tiéu thiazide cho nhitng bénh nhan suy than nang.

fInhﬂ’ng bénh nhan suy than, liu dung hang ngay sau day dugc khuyén céo dé trénh tich Iy captopril.

Thanh thai creatinin Liéu khéi dau hang ngay Liéu 16i da hang ngay
(ml/phiit/1,73 m?) (mg) (mg)

>40 2550 150

2140 25 100

10-20 12,5 75

<10 6,25 37,5

Ngurdi gia: ciing nhu véi céc thudc ha huyt p khac, cAn xem xét d& bt ddu difu tri véi liéu khdi dau thap (6,25 mg ngay 2
[an) & nhing bénh nhan I6n tudi c6 thé c6 suy gidm chic nang than va suy gidm chiic nang cac co quan khac (xem muc Cank
bao va than trong khi ding thudc) .

Liéu dung nén dugc diéu chinh tly theo dép tng cla huyét &p va giit & mic liéu thap nhat cd thé dé dat dugc tac dung kiém
soat huygt ap.

7r€ em: higu qua va do an toan cla captopril khi ding cho tré em chua duge xac dinh day do.

EGIS PHARMACEUTICALS 4@,
Private Limited Compamy EGIS
Budapest - Hungary




Viéc st dung captopril & té em va thanh thigu nién can dugc bat dau dudi su gidm sat y 1€ chat ché. Liu khai dau cla
captopril 14 khoang 0,3 mg/kg trong lugng co thé, liéu 16i da I3 6 mg/kg trong lugng co thé. B vdi bénh nhan cén than trong
dac biét (tré em r6i loan chiic néng than, tré sinh non, tré so sinh va tré nho vi chiic nang than cla nhing bénh nhan nay
khong giéng véi tré I6n va ngudi 16n) chi nén ding liéu khdi ddu 0,15 mg captopril/kg thé trong. Noi chung, captopril dugc
dung cho tré 3 1an mdi ngay, nhung lidu lugng va khodng cach gitta cac liéu nén duge diéu chinh theo dap tng cla bénh nhén.
Ldch ding:

Dung thudc theo dutng udng.

Tensiomin c6 thé dugc udng trudc, trong va sau bita an.

Chdng chi dinh:

- Qué mén vdi thanh phan hoat chat hodc bat ky thanh phan té dugc nao cla thudc dugc liét ké trong muc 7hanh phén
cdng thire thude hodc vdi bét ky thudc te ché men chuyén angiotensin (ACE) khéc.

= Co tién st pho thén kinh mach do st dung bét ky thudc dc ché ACE khéc.

* Ph théan kinh mach do di truyén hay ty phét.

* Ba thang giita va ba thang cudi cla thai ky (xem muc Canh bdo v than trong khi ding thudc va muc S dung thude cho
phu nii cd thai va cho con bi).

= Chding chi dinh diing dong thdi Tensiomin véi céc san pham chita aliskiren cho bénh nhan déi théo dutng hodc suy
giam chitc nang than (tbc do loc cdu thén < 60 mI/phUt/1,73m2) (xem muc 7wang tdc, twong ky cua thude va muc

Béc tinh dirac lre hoc).
Cénh bdo va thén trgng khi dung thudc: 4’2 ,
7 2
Ha huyét dp:

Hiém khi ha huy&t ép dugc quan sat théy @ nhitng bénh nhan tang huyét ap khong cd bién ching. Ha huyét ap c6 tridu chiing
nhiéu khd nang xay ra ¢ nhifng bénh nhan tang huyét &p bi gidm thé tich méu hodc chat dién gidi do diéu tri bang thufic lgi
tiéu manh, han ché mudi trong ché dd an, tiu chay, non mita hodc chay than nhén tao. Suy gidm thé tich mau va/hoac chat
dién gidi cAn dugc didu tri trude khi st dung mot thudc trc ché ACE va can xem xét dung liéu khdi dau thap.

Bénh nhén suy tim cd nguy ca cao ha huyét &p cao hon va mot liéu khéi déu thép dugc khuyén céo khi bat dau diéu tri bang
thudc tic ché ACE.

Can thén trong khi tang liéu captopril hodc thudc loi tiu & bénh nhén suy tim.

Ciing nhu vdi bat ky thudc ha huygt 4p ndo khac, ha huyét 4p qua miic & nhitng bénh nhén cd bénh tim mach hay mach mau
nao do thigu mau cuc b cd thé 1am tang nguy co nhdi mé&u co tim hodc ddt quy. Néu xdy ra ha huy&t &p, bénh nhan can dugc
dat & tw thé ndm ngtta. C6 thé can phai bd sung dung dich thay thé thé tich méu hodc truyén tinh mach dung dich nutc mudi
sinh 1y.

Téng huyét ap mach thin:

Nguy co ha huyét dp va suy than tang Ién ¢ bénh nhan bj hep dong mach than 2 bén, hay chi con mot than ma bj hep dong
mach st dung céc thudic (e ché ACE. Mét chiic nang than cd thé xay ra khi chi cd thay ddi nhe trong ndng do creatinin huyét
thanh. 0 nhitng b&nh nhan nay, nén bat ddu diéu tri dudi sy gidm séty & chat ché, st dung liéu thap, chudn lidu va theo doi
chitc ndng than mot céch thén trong.

Suy thn:

Trong trudng hgp suy than (thanh thai creatinin < 40 ml/phat), liéu khai dau ca captopril phai duge diéu chinh theo do thanh
thai creatinin cta bénh nhan (xem muc Li8u ding va cach ding), va sau d6 tly theo sy dép (ng cla bénh nhan doi véi tri liéu.
Thutig xuyén giam sat kali va creatinin d6i vdi nhiing bénh nhan nay.

Chen kép hé renin-angiotensin-aldosteron (RAAS)

D4 co bang chitng cho thay st dung dong thdi céc thudc te ché ACE, thudc chen thy thé angiotensin Il hodc aliskiren [am tang
nguy co ha huyt ap, tang kali mau va suy giam chiic nang thén (bao gom suy than cép). Do d6 chen kép RAAS do st dung
dong thdi cac thufc te ché ACE, thudic chen thy thé angiotensin II hodc aliskiren khéing dugc khuyén céo (xem muc 7wang 8,
twong ky cua thude va muc Bac tinh duge lye hoc).

EGIS PHARMACEUTICALS 4@,
Private Limited Company |s
Budapest - Hungary




Néu ligu phép chen kép dugc coi la thyc su can thiét, chi nén thyc hign dudi sy gidm sat cla bac s§ va thuting xuyén giam sat
chét ché chic néng than, dién gidi va huyét ap.

Khong dung dong thoi céc thudc e ché ACE va thudc chen thy thé angiotensin Il cho bénh nhan méc bénh than do tigu dudng.
Qué mén/ phi mach:

Phis mach & d4u chi, mat, moi, niém mac migng, lu@i, thanh mon hodc thanh quan cd thé xay ra & nhitng bénh nhén duge diéu
tri bang thudc tc ché ACE bao gém ca captopril. Biéu nay cd thé xdy ra bt ct It ndo trong qud trinh digu tri. Trong nhiing
trueng hop nay, nén ngung st dung captopril ngay 1&p ttc va thyc hién giam st thich hgp dé dam bdo da giai quyét dugc hoan
toan cac trigu ching. Trong trutng hop chi phi & méat va moi, tinh trang nay thutng dugc giai quyét ma khang can diéu tri, mac
du c4c thudc khang histamin c6 lgi trong viéc lam gidm céc trigu chitng. Phil mach § ui, thanh mon hodc thanh quén cd thé
gay 1 vong.

Trudng hop ¢d phi mach ludi, thanh mén hodc thanh quén, ¢d thé gy ra tac nghén dutg thé, can ap dung céc bién phép diéu
tr} thich hgp, c6 thé bao gdm tiém dudi da epinephrin 1:1000 (0,3 ml d&n 0,5 ml) va/hodc st dung kip thdi céc bign phap dé
dam bao duy tri dutng thé. Bénh nhan cén dugc nhp vién va phai dugc giam sét it nhat 12 dén 24 gicr va khang dugc xudt
vién cho dén da giai quyét dugc hoan toan céc trigu ching.

Bénh nhan da den st dung céc thufic e ché ACE dugc bao céo la c6 ty I8 phi mach cao hon so vdi nhitng bénh nhan khac.
Nguy co phil mach khi st dung céc thudc ttc ché ACE tang I & nhing bénh nhan cd tién st phi mach khang lién quan dén st
dung céc thudc tc ché ACE (xem muc Chdng chi dinh).

Phu mach tiéu hoa dugc bdo céo hiém khi xay ra & cac bénh nhan diéu tri bang thudc tc ché ACE. Nhitng bénh nhén cd biéu
hién dau bung (co hodc khdng budn ndn hodc non); mot s6 truong hop khong cd pht mach ¢ mét trudc d6 va nong d C-1
esterase ¢ mtic binh thutng. Phu mach duge chan doén bi céc quy trinh kham xét bao gom CT scan bung hodc siéu dm hodc
phéu thuat va cdc trigu ching dugc gidi quyét sau khi ngtng thudc dc ché ACE. Phi mach tiéu héa nén dugc tinh dén trong
chdn doan phan bigt bénh nhan st dung céc thudc te ché ACE cd bigu hién dau bung.

St dung dong thay cac chét ifc ché mIOR (vi du. sirolimus, everolimus, temsirolimus):

Bénh nhéan dung ddng thdi cac thudc e ché mTOR (nhu sirolimus, everolimus, temsirolimus| cd thé Iam tang nguy co phu
mach {nhu phi dudng thé hodc ludi, cé hoéc khong co suy ho hap) (xem muc Twang tdc, wong ky cia thudc).

Ho:

Ho d4 dugc bdo céo khi st dung cac thudc e ché ACE. Bic trung I ho khan, dai dang va khai sau khi ngung diéu tri.

Suy gan.

Higm khi, cdc thudc tc ché ACE lién quan dén mdt hoi ching bét du bang vang da ¢ méat va tién trién dén hoai tt gan tdi cép
v3 (d6i khi) gay tt vong. Ca ché clia hoi chiing ndy chua dugc biét 1. Bénh nhan diing thudc tc ché ACE néu xust hién trigu
chitng vang da hodc ndng do céc men gan téng cao rd rét cn ngung cac thudc tc ché ACE va tién hanh theo ddi y € thich hop.
Tdng kali mau.

Tang ndng do kali huyét da dugc quan sét thdy & mgt s6 bénh nhén diéu trj bang thudc te ché ACE, bao gom ca captopril. Bénh
nhén c6 nguy co xuét hign ting kali mau bao gom suy than, dai théo duting, hodc st dung dng thasi thudic li tiéu gid kali, ché
pham b4 sung Kali hodc céc chat thay thé chita mudi kali; hodc nhing bénh nhan dang diing cac thudc khac gay téng kali
huygt (vi du heparin, co-trimoxazole con dugc goi 4 trimethoprim/sulfamethoxazole). Néu vige st dung dang thoi cac thudc
trén 13 can thiét, nén thuong xuyén theo doi ndng do kali huyét (xem muc 7wong téc, urang ky cua thudc).

Lithi:

Khong nén st dung két hop lithi va captopril do lam téng nguy co ngd doc lithi (xem muc 7uwong tdc, twang ky cua thudt).

Hep ding mach chi va van hai Id/ bénh co tim phi dai tac nghén:

Than trong khi st dung céc thudc tc ché ACE & nhiing b&nh nhan cd bénh van tim va téc dong méu ra cla tam that tréi, khong
dung trong trudng hop sc tim va tc nghén huyét dong dang ke.

Gigm bach cdu trung tink/ mét bach cdu hat:

Giam bach cAu trung tinh, mét bach cAu hat, gidm tiéu cAu va thifu méu d& dugc béo cdo 6 nhing bénh nhén st dung thudc
(tc ché ACE, bao gm captopril. 0 nhifng bénh nhén cd chifc néng than binh thuting va khaing ¢d yéu t6 nguy co khéc, giam
bach cau trung tinh higm khi xay ra. Can phai rét than trong khi st dung captopril cho bénh nhan bi bénh collagen mach mau,
diéu trj tc ché mién dich, st dung allopurinol hodc procainamid, hodc cd nhiéu yéu t nguy co, ddc biét la b suy giam chic
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nang than. M4t s& bénh nhan bi nhiém khun nghiém trong trong dd c6 mot s6 truong hop khong dép tng véi khang sinh
manh.

Néu st dung captopril cho nhiing bénh nhan nay, nén kiém tra s6 lugng bach céu tong va tiing loai bach cau trude khi diéu i,
mdi 2 tudn trong 3 théng dAu diéu trj bang captopril, va dinh ky sau dd. Trong khi diéu trj, tét ca bénh nhan can duge hudng
dan dé bdo céo bat ky dau higu cta nhiém khuan (nhu dau hong, st), tién hanh kiém tra s lugng titng loai bach cau. Can
ngung diing captopril v céc thudc khac dang st dung dong thoi néu phat hién hodc nghi ngt ¢o gidm bach cau trung tinh
(bach c4u trung tinh dudi 1000/mm3) (xem myc 7wong tdc, trang ky cua thud).

0 hau hét céc bénh nhén, s6 lugng bach cAu trung tinh nhanh chéng tré lai binh thuting sau khi ngtmg captopril

Protein niéu:

Protein nigu cd thé xay ra dac biét 3 & nhitng bénh nhan dang bi suy giam chitc nang than hodc st dung céc chat tc ché ACE
v6i liéu wong doi cao.

Téng lugng protein trong nudc tigu Idn hon 1 g m6i ngay duge quan sét thdy trong khodng 0,7% bénh nhan st dung captopril.
Pa s6 bénh nhan c6 bénh than trude do hodc st dung captopril vdi liéu wong doi cao (trén 150 mg/ngay), hodc ca hai. Hoi
chitng than hu xdy ra trén khodng mot phan ném 6 bénh nhan c6 protein nigu. Trong hau hét cdc trudng hgp, protein nigu
gidm bét hodc mét di trong vong séu thang du c6 hay khong tiép tyc st dung captopril. Céc thng s6 vé chic nang than nhu
BUN va creatinin it khi bi thay d6i & nhing b&nh nhan c6 protein niéu.

B&nh nhan ¢ bénh than trude dé can phai thi lugng protein trong nudc tiu trude khi diéu tri va dinh ky sau dd {nhing que thi
vao nutc tiéu budi séng).

Phén ing phan vé trong khi giéi noc dgc con tring.

Phn ting phan vé de doa tinh mang hiém khi dugc béo céo xay ra & nhing bénh nhan dugc diéu tri bang thudc giai ddc noc
déc con tring khi dang dung thudc e ché ACE khéc. O cac bénh nhan dé, céc phan ting nay khong xay ra khi tam ngling céc
thudc tc ché ACE, nhung xuat hién trd lai khi vo tinh tai st dung. Vi vy, can thén trong 6 nhitng bénh nhén dugc diéu tri ban
thudc tc ché ACE st dung thudc giai noc dc con triing nhu trén.

Phan ing phan vé trong qué trink loc méu véi mang thém tach cd tinh thém cao/ truyén trd lai lipoprotein.
Phan g phan vé da dugc béo céo & nhing bénh nhan loc mau véi mang thdm téch cd tinh thAm cao hodc tréi qua qué trinh
truyén 1@ lai lipoprotein ty trong thép véi chat hap thy dextran sulfate. O nhiing bénh nhan nay, can xem xét dén viéc p dung
cach thdm phén khéc, loai mang loc khéc hodc st dung mét thude nhém khac.

Phéu thugt/ géy mé:

Ha huyét 4p c6 thé xdy ra & nhitng bénh nhan tréi qua phau thuét I6n hodc trong khi diéu tri vdi cac thude gay mé da biét lam
giam huyat p. N&u xdy ra ha huyét &p, ¢d thé dugc x tri bang st dung céc chat lam tang thé tich huyét wong.

Bénh nhén tiéu duong:

Néng d6 dugng huyét can dugc theo ddi chat ché & bénh nhan dai théo duting trudc dé dugc diéu tri bang cac loai thudc chdng
dai thao dudng dung dutng udng hodc insulin, dac biét 14 trong thang du tién diéu trj bang thudc tc ché ACE.

Nguy co ha kali mau:

St dung k&t hgp mot thudc te ché ACE va thudic loi tidu thiazide khong loai trir kha néng géy ha kali méu. Can theo dai thutng
xuyén nong do kali mau.

Cdc ching tdc khdc nhau:

Cting nhu véi cac thudc tc ché men chuyén angiotensin khéc, captopril duting nhu it higu qué hon trong viéc gidm huyét ap &
nhém ngudi da den so véi nhom khéc, ¢d thé Ia do ty I cao hon tinh trang hé renin kém hoat dong & nhiing nguoi da den tang
huy&t ap.

Thai ky mang thai:

Khong bat dau st dung cac thudc ttc ché ACE trong khi mang thai. Trty khi viéc tiép tuc diéu trj bang thudc tic ché ACE dugc coi
I3 c4n thiét, bénh nhan cé k& hoach mang thai nén chuyén sang tri liéu ching ting huyét &p thay thé ma da biét I an toan khi
st dyng trong thdi ky mang thai. Khi da xéc dinh la co thai, can ngig diéu trj bang thudc tic ché ACE ngay lap tic va st dung
lidu phap thay thé thich hgp (xem muc Chdng chi dinh va muc Si dung thudc cho phu ni? cd thai va cho con bi).

Lactose:

Tensiomin chita lactose (vién nén Tensiomin 25 mg chita 52,5 mg lactose monohydrate).
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Bénh nhan c6 van dé di truyén hiém gap vé khong dung nap galactose, khong dung nap lactose hodc kém hap thu glucose-
galactose khong nén dung thudc nay.

St dyng thudc cho phy ni? ¢d thai va cho con bu:
Phy nif cd thai:

Céc thudc tc ché ACE khong duge khuyén cdo st dung trong 3 thang dau cla thai ky (xem muc Canh béo va than trong khi
ding thudc).

Chéng chi dinh dung céc thudc e ché ACE trong 3 théng gitta va 3 thang cudi cla thai ky (xem muyc Chdng chi dinh va muc
Cénh béo va than trong khi ding thudc).

Béng chitng dich € hoc lién quan d&n nguy co gdy quai thai sau khi st dung céc thudc dc ché ACE trong 3 thang dau cla thai
ky chua dugce két ludn, tuy nhién khong thé loai trit ¢d sy gia tang nhe nguy co gay quai thai. Trer khi cén thiét phai tiép tyc dieu
tri bang thudc tc ché ACE, bénh nhén cé dy dinh mang thai nén dugc chuyén sang st dung thudc ha huyét ap thay thé khac da
dugc xac dinh 13 an toan khi st dung trong thoi ky mang thai. Khi mang thai dugc xéc dinh, cén nging diéu tri bang thudc e
ché ACE ngay l4p tdc, va ap dung tri ligu thay thé thich hgp.

S dung thudc e ché ACE trong 3 thang gitta va 3 thang cudi cla thai ky duge biét a gay ddc tinh dai vdi thai nhi ngudi (suy
gidm chitc nang thén, thiéu 6i, chdm xuong hoa hop so) va gay doc ddi vdi té so sinh (suy than, ha huyét ap, tang kali mau)
(xem muc J27 figu an toan tién 13m sang). N&u da st dung céc thudc tc ché ACE t 3 thang giita cla thai ky, cn siéu am kiém
tra chiic nang than va xuong so.

Tré so sinh co me st dung céc thudc te ché ACE cén dugc theo ddi chat ché trénh ha huyét &p (xem muc Chdng chi dinh va
muc Canh béo va than trong khi ding thudc).

Phu nif cho con bu:

Céc dit lidu dugc dong con han ché cho thay thufc cd nong do rét thap trong stta me (xem muc Héc tinh dirge dong hoc). Mac
du ndng do thudc trong stta me duting nhu khdng gy anh hwdng trén Iam sang, tuy nhién khong nén st dung Tensiomin cho
phu ndt cho con b trang trutng hop tré sinh non va trong vai tudn ddu sau khi sinh do nguy co c6 thé xay ra trén tim mach va
thén va vi chua cd dd kinh nghiém [am sang.

Trong trutig hap tré I6n hon, viée stt dung Tensiomin & ngutii me cho con bu ¢ thé duge xem xét néu vige digu ti ndy 1a can
thiét cho nguoi me va tré bi me dugc theo ddi néu xay ra bét ky tac dung phu nao. ‘

Anh huéng cda thudc Ién kha néng 4 xe va van hanh mdy méc:

Cing nhu cdc thudc ha huyét ap khac, kha nang [4i xe va van hanh may mdc cd thé bj suy gidm déc biét 13 khi mdi bt dau
diéu tri hodc khi thay d6i liéu dung hodc khi dung thufic cing vdi rugu, tuy nhién nhitng anh hudng nay phu thugc vao dg nhay
cam cta ting bénh nhén.

Tueng téc, twong ky cua thudc:

Thudt lgi tiéu gid kali hodc sén phém bd sung kali:

Thudc ttc ché ACE lam gidm sy mét kali do thufic loi tiéu. Thuc Igi tiéu giit kali (nhu spironolactone, triamterene hodc
amiloride, san pham b4 sung kali, hodic mudi thay thé chita kali ¢ thé dén dén gia tang dang k& ham lugng kali huyét thanh.
Néu cac thudc nay dugc chi dinh st dung dong thoi do ha kali méu, cn thén trong va thudng xuyén theo ddi ndng do kali
huyét thanh (xem muc Canh bao va than trong khi ding thudc).

Céc thudt lpi tigu (thiazide hodc lgi tiéy quai):

Pidu trj truge d6 bang thudc loi tidu liéu cao cd thé dan dén mét dich va nguy co ha huyét ap khi bat dau diéu tri bang captopril
(xem muc Canh bao vé thén trong khi ding thudc). C6 thé gidm téc dung ha huyét &p bang cach ngung thudc Igi tiéu, ting thé
tich dich co thé hodc bd sung mudi hodc bat dau diéu trj vdi liéu thap captopril. Tuy nhién, chua quan st thdy wong téc thudc
c6 ¥ nghia Iam sang trong cac nghién ctu cy thé véi hydrochlorothiazide hodc furosemide.

Cdc thudt ha huyét dap khdc:

Captopril d& dugc st dung két hap véi céc thudc ha huyét ap théng thuong khac (nhu cac thudc chen beta va chen kénh calci
téc dung kéo dai) mgt cach an toan. St dung dong thi cac thudc nay cd thé 1am tang téc dung ha huyét ap cla captopril. Than
trong khi st dung dong thai véi nitroglycerine va céc nitrate khéc, hodc cac thudc gidn mach khac.
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D{ liéu thir nghiém 1am sang cho thay chen kép hé renin-angiotensin-aldosterone (RAAS) do st dung két hap céc thudc tc ché
ACE, chen thu thé angiotensin Il hodc aliskiren 1am téng tn suat xay ra c&c téc dung khdng mong mudn nhu tut huyét ap, tang
kali mdu va suy giam chic nang than (bao gom cd suy than cép) so véi viéc st dung mot thude tac dung trén hé renin-
angiotensin-aldosterone don ddc (xem muc Chdng chi dinh, Canh bédo va than trong khi ding thuée va muc Bdc tinh dirge lye
hoc).

Céc thudt chen alpha:

St dung déing thoi cac thudc chen alpha cd thé lam tang téc dung ha huyét ap cla captopril va lam tang nguy co ha huyét &p
thé ding.

Dig trf nhGi mau co tim cap:

Captopril c6 thé dugc st dung déng thdi véi acid acetylsalicylic (¢ lidu téc dung véi tim), cac thuc [am tan huyét khai, thudc
chen béta va/hodc céc nitrate ¢ b&nh nhan nhoi méu co tim.

Lithi:

Tang nong do lithi huyét thanh c hoi phuc va téng ddc tinh da duge béo cdo khi st dung dong thoi lithi véi cac chét tc ché
ACE. Stt dyng ding thdi véi céc thudc lgi tiéu thiazide c6 thé lam ting nguy co ngd ddc lithi va tang doc tinh sén cd cda lithi khi
st dung dong thdi vdi cac thudc ttc ché ACE. Khong nén st dung captopril véi lithi, nhung néu can thiét phéi st dung dong thai
2 thudc nay phai theo ddi sat ndng dd lithi huyét thanh (xem muc Canh béo va than trong khi diong thud)

Céc thudc chdng trém cam ba vong / thudc chdng loan than:

Chét thudc trc ché ACE c6 thé lam tang téc dung ha huyét &p cla mdt s6 thuc chding trdm cam ba vong va thudc chdng loan
than (xem muc Canh béo va thén trong khi ding thude). C6 the xay ra ha huyét ap w the.

Allopurinol, procainamid, cdc thudt kim t€ bao hodc v'c ché mién dich:

Dng déng thai véi céc thudc dc ché ACE c6 thé 1am tang nguy co gidm bach cAu dac biét I3 sau ndy dugc st dung & liéu cao
hon so vdi ligu khuy&n céo hién tai.

Cdc thudt chdng viém khéng sterord:

Cac thudc chang viém khong steroid (NSAIDs) va ACE c6 tac dung cong hudng trong Iam tang Kali huy8t trong khi chic néng
than co thé bi suy gidm.

Nhitng anh hudng nay, vé nguyén tac, c6 thé hoi phuc. Hiém khi xay ra suy than cap, déc biét & nhiing bénh nhén cé chic
nang than bj suy gidm nhu nguti cao tudi hodc mét nudc. St dung céc thudc NSAID kéo dai cd thé [am gidm téc dung ha huyét
ap cua thudc tc ché ACE. |
7/71/0"? téc dung giéng thén kinh giao cam: , 9” )
Ca thé lam gidm téc dung ha huyét &p cla cac thufic tc ché ACE, bénh nhan can dugc theo ddi can than. L
Thudt ching dai théo dudng: |
Cac nghién cttu duge Iy cho thdy céc thudc e ché ACE, bao gbm captopril, c6 th am téng tic dung ha dudng huyét clia
insulin va thudc chdng dai théo duting dung dudng ubng nhu sulphonylurea & bénh nhan tidu dutng. Néu xay ra tuong téc rat
higm nay, co thé cén phéi gidm lidu cla thudc chng déi thdo dudng khi st dung doing thai véi céc thudc tc ché ACE.

Cdc thudc e ché mTOR (vi du: sirolimus, everolimus, temsirolimus):

Bénh nhan st dung dong thoi cac thudc ttc ché mTOR c6 thé tang nguy ca phi mach (xem muc Cank béo v than trong khi
ding thude).

Co-trimoxazole (trimethoprim/sulfamethoxazole):

Bénh nhén dung dong thoi co-trimoxazole {trimethoprim/sulfamethoxazole) cé thé 1am tang nguy co bi tang kali mau (xem muc
Canh béo va than trong khi ding thude).

Cdc két qud xét nghiém:

Captopril c6 thé gay ket qua duong tinh gia khi xt nghiém aceton trong nugc tiéu.

Tinh trang ky:

Khong ap dung.

Tdc dung khdng mong mudn cda thudc:
Céc tac dung khong mong mudn dugc phén loai theo tan suét xay ra nhu sau:
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RAt thutng gap (> 1/10); thuting gép (= 1/100, <1/10); it gap (= 1/1000, <1/100}; hiém gap (= 1/10000, <1/1000); rat
hiém gap (<1/10000), khéng bigt tan suat (khoing thé udc lugng dugc céc dit lidu hién co)

Rdi loan méu va hé bach huyét:

Rét hiém gép: giam bach cu trung tinh/ méat bach cAu hat (xem muc Canh béo vé thén trong khi ding thudt), gidm toan thé
huy&t cu dac biét 13 & nhiing bénh nhén cd r6i loan chiic néng than (xem muc Canh bdo va than trong khi ding thudc), thigu
méu (bao gdm ¢4 bét s&n va tan méu), gidm tiéu cAu, bénh hach bach huyét, ting bach ciu wa eosin, bénh t mién va/ hodc
xét nghigm ANA duang tinh.

RGi7 loan chuyén hda va dinh dudng:

Higm gap: chan an

Rét hiém gép: tang kali mau, ha dudng huy&t (xem muc Canh bao va than trong khi ding thudc)

Rd7 loan tém thén: ‘
Thuéng gép: 16 loan giac ngd |

Rét hiém gép: 1an 1on, trém cam. Jb
R67 loan hé thén kinh: yod
Thugng gép: giam vi giac, chong mat

Hiém gép: bubn ngt, dau dau va di cam

Rét hiém ggp: tai bién mach mau no, bao gbm dot quy va ngét.

R67 loan méat:

Rét higm ggp: nhin mo

Rdi loan tim mach:

/¢ g&p: nhip tim nhanh hodc nhip nhanh khding déu, dau that nguc, dénh tring ngye.
Rét hiém gap: ngting tim, soc tim.

Rd7 loan mach:

/¢ gép: ha huyét &p (xem muc Canh béo vé thén trong khi ding thudt), hoi chiing Raynaud, do big mét, xanh téi.

Rd7 loan hé hép, ling ngue va trung that:

Thuang gép: ho khan, ho kich tng (khdng c6 dom) (xem muc Canh bdo va thén trong khi ding thude), kho the

Rét hiém gp: co that phé quan, viém mdi, viém tdi phdi di tng/ viém phai tang bach cAu eosin

Rd7 loan tiéu hda:

Thirgng gép: budn non, non, kich tng da day, dau bung, tiéu chay, tao hon, kho migng.

Hiém gép: viem miéng/ loét miéng ap to, phi mach tiéu hoa (xem muyc Canh béo va thn trong khi ding thud).

Rét hiém ggp: viem lu@i, viém loét da day ta trang, viém tuy.

Rdi loan gan-mat:

Rét hiém ggp: suy giam chitc nang gan, ¢ mét (vang da), viém gan bao gom hoai &, tang men gan va nong do bilirubin.

Rd7 loan da va mé dvdi da:

Thirong gép: ngtia ¢ hoac khong phat ban, ndi man, rung téc.

ft gép: phi mach (xem muc Canh béo va thén trang khi ding thudt)

Rét higm ggp: n6i may day, hoi ching Stevens Johnson, hong ban da dang, nhay cdm véi dnh sang, dé da, phan tng
pemphigut va viém da troc vay.

Rdi logn co xuong va ma lién két:

Rét hiém gap: dau co, dau khap.

Rd7 loan thén va tiét nigu:

Higm gép. r6i loan chitc ndng than bao gom suy than, da nidu, thiéu niéu, tiéu tién nhiéu In.

Rét hiém ggp: hoi chiing than hu.

R67 loan hé sinh sdn vé vi:

Rét higm ggp: bét lue, ching to vi & nam gidi.

Rd7 loan toan thén va tai vi tri ding thudc:

It gép: dau nguc, mét mdi, ko chiu

Rét higm ggp: sot
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Anh hudng dén céc két qué xét nghiém:

Rt him gép: protein nigu, tang bach cAu wra eosin, tang men gan va bilirubin huyét thanh, tang ndng d BUN, téng creatinin
huyét thanh, tang kali huyét, giam natri huygt, gidm hemoglobin, gidm hematocrit, gidm bach céu, gidm tiéu cau, xét nghiém
khang thé khang nhan duong tinh, tang tc dg mau lang, két qu duong tinh gia khi xét nghiém aceton trong nudc tigu.

Qué liéu va céch xt trf:

Triéu ching:

C4c trigu ching clia qué liéu 1 ha huy&t &p nang, stc, ngdn ngo, nhip tim cham, ri loan dién gidi va suy than.

X tri

Ngu mdi udng qua liu, nén diing céc bién phap dé ngan ngira hép thu (nhu rta da day, st dung céc chat hap phu va natri
sulfat trong vong 30 phit sau khi uéing) va va téng cutig dao thai thudc. Néu xy ra ha huyét ap, bénh nhan can dugc dat ¢ w
thé séc (Trendelenburg) va nhanh chong bd sung mudi va dich. Can xem xét diéu tri bang angiotensin-l. Nhip tim chdm hoéc
phan ting than kinh phé vi qua mic can duge diéu trj bang atropin. C6 thé xem xét viée st dung méy tao nhip tim.

Captopril ¢6 thé dugec loai b khai hé tuan hoan bang thdm phan méu.

Béc tinh dugc lyc hgc: ﬂ%

Nhém dugc tri liéu: Chat téc dung 1&n hé renin-angiotensin-aldosterone, chat tic che ACE

Ma ATC: CO9A AD1

Captopril 13 mt chat tc ché canh tranh, déc hiéu men chuyén angiotensin-| (cdc chét tc ché ACE).

C4c tac dung cd loi cla cac thudc ttc ché ACE duting nhu 14 két qua chi yéu tr sy chen hé thang renin-angiotensin-aldosterone
huyét tong. Renin 3 mat enzym ndi sinh dugc 16ng hop bi than va gidi phong vao mau, & d6 nd chuyén angiotensinogen
thanh angiotensin- mgt decapeptide khong hoat déing. Sau d6 angiotensin-| dugc bién ddi bdi men chuyén angiotensin - mot
peptidyldipeptidase - thanh angiotensin-Il. Angiotensin-ll 14 mt chét co mach manh géy co dong mach va tang huyét ap, ciing
nhu kich thich tuyén thugng than san sinh aldosterone. Sy ¢c ché ACE dan d&n giam angiotensindl trong huyét tuong, lam
giam tac dung co mach va gidm tiét aldosterone. Mac di sy gidm sau dd I nho, c6 thé xdy ra sy tang nhe ndng dd kali huygt,
cling véi mat natri va mét nugdc. Ngtng nhiing dép tng tiéu cuc cla angiotensinl dén sy tiét renin dan dén gia tang tac dung
renin trong huyét wong.

Mot vai tro khac cla cdc men chuyén I3 lam giéng hoa kinin peptide bradykinin, chat (c ché mach manh, thanh céc chét
chuyén héa khoing cd hoat tinh. Vi vay, sy tc ché ACE lam téng téc dung cla hé kallikrein-kinin tai chd va tuan hoan, gép phén
gian mach ngoai bign bang cach hoat hda hé prostaglandin; c6 thé co ché nay cd lign quan dén téc dung ha huyét ap cla
thudc tc ché ACE va gay ra mdt s phan (ng bat lgi nhat dinh.

Téc dung t6i da cla thudc thudng dat duge sau 60-90 phat khi udng mdt liéu captopril. Thui gian thude cé higu luc lién quan
dén liéu dling. Huyét 4p cé thé dugc gidm dén dén, do do cd thé can vai tuan d€ dat duge hidu qua diéu trj i da. Tac dung ha
huyét p cla captopril vé céc thudic lgi tiéu thiazide 1 cong hudng.

( nhitng bénh nhan bi ting huyét p, captopril gdy gidm huyét &p khi ndm va khi diing, ma khong gay bat ky sy gia tang bi
nhip tim, cing khéng gay gid nudc va natri.

Trong cac khao sat vé huyét dong, captopril gay gidm déng ké stic can dong mach ngoai vi. N6i chung khong cd thay ddi 1am
sang dong méu than hodc tdc 49 loc cAu than. § hdu hét cac bénh nhan, tac dung ha huyét ap bat déu khodng 15 d&n 30 phut
sau khi udng captopril, dat tac dung t6i da sau khi ufing thudc 60 d&n 90 phit. Hiéu qua t6i da cta mot lidu captopril xéc dinh
thuting dat dugc sau 34 twén didu tri.

0 ligu khuyén co hang ngay, téc dung ha huyét 4p cla thudc van con ngay cé khi diéu tri lau dai. Ngung st dung captopril
tam thdi khong gy nén tang huyét &p qua mic va nhanh chéng (phan tng ngugc). Biéu tri tang huyét ap bang captopril cing
dén dén 1am giam phi dai thét i,

Céc khao sat vé huyét dong ¢ bénh nhén suy tim cho thay captopril [am gidm stic dé khang hé ngoai bién va tang dung lugng
tinh mach. Biéu nay dén dén viéc gidm tién génh va hau ganh cta tim (giam ap lyc lam day tam thét). Ngoai ra, ting cung
lugng tim, chi s 1am viéc va kha nang gang sttc da dugc quan sat thdy trong qué trinh diéu tri vdi captopril. Trong mot nghién
ctu Idn, c6 kiém sodt gia dugc & bénh nhan réi loan chiic nang that tréi (ty sudt 1ng mau thét tréi < 40%) sau nhdi méau co
tim, ngudi ta thay rang captopril (bat déu st dung tr ngay thit 3 dén ngay thit 16 sau khi nhdi mau) lam kéo dai thoi gian song
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va gidm ty 18 1 vong do tim mach. Biéu hign sau @6 I3 lam cham sy phat trign cla suy tim c6 triéu chitng va giam s0 truding
hop c4n thiét phai nhap vién vi suy tim so véi gia duge. ( banh nhén st dung captopril, cing cd sy gidm tai phat nhdi mau va
céc thil thuat can thidp mach tim va/hodc trong sy ¢an thiét phéi cho thém thudc vdi thudc lgi tiéu va/hoge digitalis hodc tang
liéu cla ching so véi gia duge.

Trong m@t nghién cttu lén khéc ¢ ddi chitng gid dugc & bénh nhan nhoi méu co tim cho théy captopril {duge ding trong vong
24 gity sau nhéi mau va st dung trong theii gian mot thang) [am gidm dang k& tf 1§ wt vong ting sau 5 tuan so véi gia duge. Téc
dong tich cuc cha captopril ddi véi 18ng s6 ca tlt vong van dugc quan sét thdy ngay cé sau mot nam. Khang quan sét théy déu
hiéu clia tc dong tidu cuc lién quan dén w vong sm vao ngay diéu trj dau tién.

Téc dung bao vé tim cla captopril dugc quan sét théy ¢ bénh nhan khong ké wai tac hodc gidi tinh, v trf cia nhdi méu va céc
tj libu dong thai véi higu qua da dugc chiing minh trong thdi ky sau nhdi méu (thudc 1am tan huyét khoi, chen béta va acid
acetylsalicylic).

Hai thet nghiém I6n, ngdu nhién, cd kiém soat (ONTARGET (ONgoing Telmisartan Alone and in combination with Ramipril
Global Endpoint Trial) va VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes)) da xem xét viéc st dung sy két hop
cta mt thudc te ché ACE véi mat thudc chen thy thé angiotensin 1.

ONTARGET I3 mdt nghién cttu dugc tién hanh & nhiing bénh nhan cé tién st bénh tim mach hogc mach mau néo, hodc dai thao
dung tuyp 2 kém theo bang ching cda t6n thueng co quan dich. VA NEPHRON-D la mgt nghién cttu & bénh nhan dai théo
duing tufp 2 va bénh than d4i théo duing.

Nhing nghién ctu nay da cho théy khding c6 loi ich dang k& trén than va/hodc bién ching tim mach va ty Ié tt vong, trong khi
ting nguy cd tng kali mau, ton thuong than cap tinh va/hodc tut huyét &p so vai don tri ligu. Vi cdc dac tinh dugc lye hoe
wiong 1, nhitng két qua ndy ciing phu hgp cho céc thudc e ché ACE va chen thy thé angiotensin Il khac.

Do d6 khong nén dung dong thaii cac thudc tc ché ACE va chen thy th angiotensin Il & nhing bénh nhan ¢ bénh than déi
thdo dutng.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints) Ia mgt nghién ctu dugc thiét
k& d8 kiém tra Igi ich clia viéc thém aliskiren vao ligu phap tiéu chudn cla mdt thuc tc ché ACE hodc chen thy thé
angiotensin Il ¢ bénh nhan déi thdo duting tuyp 2 va c6 bénh than man tinh, bénh tim mach, hodc cd hai. Nghién ctu nay duge
cham dut sém vi tang nguy co bién chitng xau. Tt vong do tim mach va dot quy déu xay ra thudng xuyén hon ¢ nhom st dung
aliskiren so vdi nhom diing gia dugc, cac tac dung bat lgi va tac dung phy nghiém trong lién quan (téng kali mau, ha huyét 4p
v4 r6i loan chiic nang than) dugc bao céo xdy ra thuting xuyén hon & nhom aliskiren so véi nhom ding gia duge.

Bénh than dai thao dutng tuyp |

Trong mt th: nghiém 14m sang mu doi, da trung tam, co kiém sodt gid duge duge tién hanh trén bénh nhan tigu duong phy
thugc insulin {tuyp 1) c6 protein niéu, co hodc khdng cd téing huyét 4p (duge phép ding dong thoi céc thudc ha huyét ap khac
dé kiém soat huyét ap), captopril 1am gidm dang k& (dén 51%) thoi gian dé tang gép doi ndng do creatinin co s so vdi gia
dugc; ty 18 suy than giai doan cudi (loc méu, ghép than) hodc ttt vong ciing giam dang ké ¢ bénh nhan diing captopril so vdi gia
dugc (51%). O nhitng bénh nhan bi bénh tigu dudng va albumin nigu mitc d6 wa, didu trj bang captopril lam gidm bai tiét
albumin trong vong hai nam.

Céc tac dung clia viéc diéu tri bang captopril trong viéc bao ton chitc nang than 1 ba sung cho céc Igi ich c6 thé dugc bat
nguon 1 vige giam huyét ap.

Bdc tinh dugc ddng hoc:

Captopril 13 mdt hoat chat dugc diing qua dutmg uding ma khong cén chuyén héa méi c6 tac dung. H&p thu ti thiéu trung binh
khoang 75%. Nong d dinh trong huy&t twong dat duge trong vong 60-90 phit. Thirc an 1am gidm hép thu thudc khoang 30-
40%. Khodng 25-30% thudic dugc gan ket vdi protein huyt wong.

Thai gian ban théi bigu kién clia captopril ¢ dang khong bién d6i trong méau khoang 2 gid. Co trén 95% lugng thude hap thu
dugc thai i qua nude tiéu trong vong 24 git:; 40-50% 14 captopril & dang khong bién ddi, con lai la céc chét chuyén hoa
disulphide khong c6 hoat tinh (captopril disulphide va captopril cysteine disulphide). Suy gidm chic néng thén c6 thé dan dén
tich |dy thudc. Vi vay, ¢ nhitng bénh nhan cd chiic nang thén suy giam, nén giam lidu dung va/hodc kéo dai khoang cdch gidta
c4c 1an dung thudc (xem muc Lidu ding vé cdch ding).

Cac nghién ctu trén dgng vét cho thay captopril gan nhu khong di qua hang rao mau-nao.
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Phu nit cho con bu:

Trong béo cdo cla 12 phu nit udng captopril 100 mg 3 14n mdi ngay, ndng d6 thudc cao nhét trong stta trung binh 13 4,7 mg/L
va dat dugc sau khi udng thuic 3,8 gid. Dua trén nhiing di lidu nay, lieu hang ngay t6i da ma mot tré bu me sé nhan duge it
hon 0,002% liu dung hang ngay cta me.

C4c dd liéu an toan tién l4m sang:

C4c nghién ctu trén dong vat stt dung captopril trong thi ky hinh thanh céc co quan cla thai nhi cho thay captopril khdng gay
quéi thai nhung gay ddc cho thai nhi & mot s loai, bao gém ca gy chét thai & giai doan cudi cla thai ky, cham phat trién va 1
vong sau khi sinh & chudt. D@ ligu tién 1am sang cho thay khding c6 mdi nguy hiém cy thé nao khéc ddi vai con ngudi dya trén
cac nghién ctiu thong thutng v dugc Iy an toan, doc tinh trudng dién, kha nang gay doc vdi gen va gay ung thu.

Quy cdch ddng gdi: /E
Hop 3 vix 10 vién nén. /

-

Biéu kién bdo quan:
Bao quan & nhiét do dudi 30°C.

Han ding:
48 thang k& 1t ngay san xuét.
Khéing dugc dung thudc sau ngay hét han in trén hp thudc.

Tiéu chudn chét lugng:
Tiéu chudn co s&

Tén, dia chi cla co sé sén xudt:

EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY

Try sa- 1106 Budapest, Keresztdri it 30-38., Hungary

Nha may: 1165 Budapest, Bokényfoldi it 118-120., Hungary
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