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1. Nhan tryc tiép:
- Vi 10 vién nén bao phim.
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2. Nhan trung gian:
- Hop 4 vi X 10 vién nén bao phim.

Keep out of reach of children
Read carefully the instructions before use

AGIMEXPHARM PHARMACEUTICAL JOINT STOCK COMPANY
27 Nguyen Thai Hoc Street, My Binh Ward, Long Xuyen City, An Giang Province, Vietnam.
Factory: Thanh An Hamlet, My Thoi Ward, Long Xuyen City, An Giang Province, Vietnam.
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| AGILOSART 25

Losartan kali 25mg

AGILOSART 25
Box of 4 blisters x 10 film coated tablets

BE€ xa tdm tay tré
Poc kj huéng aln sii dyng tnm khi diing

CTY CP DUQC
27 Nguy&n Théi Hoc, P. My Binh, TP. Long
Nha may: K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang.

Xuyén, An Giang.
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Rx Thudc ban theo ddn

AGILOSART 25

Thanh phan: Mai vién nén bao phim chifa:

LRI i e e e e e 25 mg

o TBIEME s e L R e S 1 vién.
(Tinh b@t ngd, Lactose, Polyvinyl pyrrolidon, Croscarmellose sodium,
Micracrystallin cellulose, Magnesi stearat, Talc, Hydroxypropyl methylcellulose,
Titan dioxid, Oxid sdt db, Polyethylen glycol 6000, Polysorbat 80).

Quy cach ddng pdi: Hop 4 vi x 10 vien nén bao phim.

Chi dinh:
Bidu tri ting huyt dp: Co thé ding don dc hodc phali hop vili cac thudic chiing
tang huy8t dp khdc (thi du thudc lgi tigu thiazid). Nén diing Losartan cho ngubi
bénh khong dung nap dugc cdc chit dc ché enzym chuyén angiotensin (ACE).
Losarlan dang dugc thir nghigm trong dibu tri suy tim. Diy 1a loi diém lan cla
céc loai ddi khing thy thé] angiotensin, nén cling cd thé ding didu trj suy tim
gifing nhu céc chi dinh clia thudic irc ché ACE.

Li#u disng va cdch ding:

+ Lidu diing thy thufc timg nquiii banh v phai didu chinh theo dép tng huy&t dp.
Lidu khiii d4u clia Losartan thubing ding cho ngui idn 13 50 mg mdi ngay; b
thé diing lidu khai ddu thdp han (thi du 25 mg méi ngay) cho ngubi bénh co khi
ning mit dich trong long mach, k& ci nqudi dang ding thudc 1gi tiéu, hodc
suy gar.

- Liéu duy tri thong thuing 14 25 - 100 mg, uGng mdt 1dn hodc chia 1am 2 1&n mdi
ngay. Khdng cdn phai thay dai lifu cho nguisi bénh cao tudi hofic ngubi suy
than, k8 ca nguisi dang thim phan mau.

- N6i chung, néu khdng kifm soat duge huy&t p vai liéu da ding, thi cich 1-2
thang mt 1dn phai didu chinh lidu lugng thudc ching tang huyt p.

- Néu ding Losartan don doc ma khong iém sodt dugc huydt dp, co thé thém
thudic Igi tidu lidu thap. Hydroclorathiazid ching 18 ¢6 tc dung cing Iuc. Co thé
diing Losartan cling vdi céc thudc chiing tang huy8t dp khdc. Khong dugc phai
hop Losartan vai céc thudc loi tiéu gilf kall, do nguy cd tang kali huygt,

- (6 thé uing Losartan khi déi hay no.

Chdng chi dinh:
Man cam vai cac thanh phan cla thude.
Thén trgng:
- Cén phai gidm st dic bigt va/hodc gidm lifu & ngudi bénh mat nudc, didu tri
| bing thudc Igi tidu va ngudi bénh co nhiing y&u t& khc d& din dén ha huyét
4p. Noudi bénh hep ddng mach than hai bén hodc mot bén, ngudi chi can mat
than ¢ling 6 nguy cd cao mac tac dung khiing mong mudn (tang creatinin va
uré huy8t) va cdn duge giam sat chat ché trong didu tri.
- Ngutii bénh suy gan phdi ding liéu thap han.
Tirang tac thudc: |
+ Losartan khong anh huting d&n duge ddng hoc cla digoxin uiing hodc tiém
tinh mach. |
- UBing Losartan cuing vdi cimetidin 1am tang dién tich dudi duing cong (AUC)
clia Losartan khodng 18%, nhung khdng nh hufing dén dugc djng hoc clia |
chat chuyén hoa cd hoat tinh cla Losartan.
- Udng Losartan cing vdi phenobarbital lam gidm khoang 20% AUC cla
Losartan va clia chat chuyén héa cd hoat tinh.
+ Khéing cd tudng téc dugic ddng hoc gilia Losartan va hydroclorothiazid.
Sit dyng cho phy nif cd thai va cho con bii:
» Thili ky mang thai
Diing cdc thudc tic dung tryc tiép 16n hé thing renin - angiotensin trong ba
thing gilfa va ba thang cudi cia thai ky c6 thé gdy it nutic 6i, ha huy8t dp, v
niéu, thigu nidu, bign dang so mat va tl vong d tré so sinh. Mac di, viéc chi
diing thudic § ba thng ddu ciia thai ky chua thiy c6 lién quan dén nguy cd cho
thai nhi, nhung di sao khi phat hién c6 thai, phai ngiing Losartan cang sém
cang tot.
| ~ Thai ky cho con bi
Khong hiét Losartan cd tiét vao sia me hay khang, nhung cd nhilng haing
dang k& Losartan va chit chuygn hoa cé hoat tinh clia thudc trong siia clia
chudt cing. Do ti#m ndng cé hai cho tré nhd dang bl me, phai quyét dinh
ngiing cho con b hodc ngung thudc, ¢6 tinh d&n tim quan trong clia thulc dfi
vii ngudi me.
Téc dyng ctia thud'c khi 141 xe va van hanh may moc:
GCiing nhu d6i véi cac thulic chiing tang huyét ap khac, nén thite hign sy thin
trong khi dang I4i xe hodc van hanh mdy mac.
Téc dyng khing mong mudn:
- Phén Itn cdc tac dyng khdng mong mudn déu nhe va mat ddn voi thai gian,
» Thudng gdp, ADR > 1/100
- Tim mach; Ha huyét dp.
+ Than kinh trung wong: M4t ngil, chodng vang.
- NG tigt - chuyén hoa: Tang kali huyét.
Tléu hoa: Tidu chay khn tigu.

- Than: Ha acid uric huy&t (khi ding lidu caa).
- Ha hdp: Ho (it hon khi ding céc chdt (¢ ch& ACE), sung huyét mii,
viém xoang. Y

» ltadp, 1/1000 < ADR < 1/100

- Tim mach: Ha huy&t ap thé ddng, dau ngue, bidc A - V da 11, tréng ngue, nhip
chdm xoang, nhip tim nhanh, phi mat, do mat.

- Thin kinh trung uong: Lo &y, mét diéu hoa, 16 1n, trdm cim, dau niia ddu, dau
ddu, rdi loan gidc ngu, sdt, chéng mat.

- Da: Rung tdc, viém da, da khd, ban dd, nhay cam anh sdng, nglia, may day,
vét bdm, ngoai ban.

- N@i tigt - chuy&n hoa: Bénh git.

- Tibu hda: Chan an, tao bdn, ddy hoi, ndn, mit vi gidc, viém da day.

- Sinh duc - tiét nigu: Bat luc, gidm tinh dyc, tiéu nhidy, tidu dém.

+ Gan: Tang nhe cdc thir nghiém vé chiic ndng gan va tang nhe bilirubin.

- Thén kinh ¢ xuong: D cam, run, dau xudng, y&u cd, phil khdp, dau xd ca.

- MAL: Nhin mé, viem k&t mac, gidm thj lyc, ndng rat va nhifc mat.

- Tai: Utai,

- Than: Nhiém khudn duing nidu, ting nhe creatinin hodc uré.

- Ho h&p: Knd théi, viem phé quan, chdy méu cam, viém mii, sung huy8t duting
thd, kho chiu & hong.

- Céc tic dung khac: Todt md hoi.

~ Ngitng sif dyng thudc va thong bio cho bac s§ nhiing tdc dung khdng mong
muéin gap phai khi sif dung thudc.

Cac d3c tinh duge luc hoe:

- Losartan la chat ddu tign clia nhém thudc chang tang huy&t ap mai, dé la mit
chit dai khdng thy thé (typ AT,) angiotensin I1.

- Angiotensin 11, tao thanh tir angiotensin | trong phin ing do enzym chuyén
angiotensin (ACE) x(c tdc, I mdt chdt co mach manh: dé 1a hormon kich hoat
mach chil yéu cia hé théng renin - angiotensin, va 14 mét thanh phdn quan
trong trong sinh Iy bénh hoc ciia tana huyét ap. Angiotensin Il cling kich thich
v tuy&n thugng than tiét aldosteron.

- Losartan v chit chuy&n hda chinh cd hoat tinh chen tic dyng co mach v tiét
aldosteron clia angiotensin Il bing cdch ngan cdn ¢ chon loc angiatensin 1,
khong cha gén vao thy thé AT, co trong nhigu md (thi dy co tran mach mau,
tuyEn thugng thin). Trong nhifu md, cling thiy cd thy thé AT, nhing khing rd
thu thé nay cd li8n quan gl d&n digu hoa tim mach hay khang. Ca Losartan va
chdt chuyén héa chinh ¢6 hoat tinh déu khang bigu 10 tac dung chis van cuc b
& thy the AT, va déu cd ai luc vai thy thé AT, I6n hdn nhidu (khodng 1000 1dn)
50 vAl thu thé AT,. Losartan 1a mt chit irc ché canh tranh, thuin nghich clia
thy thé AT,. Chat chuyén hda 6 hoat tinh clia thudc manh hon tit 10 dén 40
I4n s0 vai Losartan, tinh theo trong lugng va 1a mdt chat e ché khong canh
tranh, thudn nghich ciia thy thé AT,. Cdc chat ddi khédng angiotensin 1l cling
o6 cdc tic dung huy8t ddng hoc nhu cdc cht dc ché ACE, nhung khing cd tac
dyng khiing mong mudn phd bign clia cdc chitic ché ACE 12 ho khan.

Cac ddc tinh duge djng hoe:

- Sau khi udng, Losartan hdp thu tt vi chuyén haa budc ddu nhigu qua gan nhé
cac enzym cytochrom P, Khd dung sinh hoc ciia Losartan xdp xi 33%.
Khodng 14% liéu Losartan uing chuyén thanh chdt chuyén héa cd hoat tinh,
chat nay dam nhiém phan Ion tinh d8i khdng thy thé angiotensin 11, Nira dai
thai trif clla Losartan khodng 2 gid, va clia chat chuyén hda khodng 6 - 9 gi
Néng dd dinh trung binh clia Losartan dat trong vong 1 gid, va ciia ch
chuyén hia ¢é hoat tinh trang vong 3 - 4 gid. =il
- G4 Losartan va chdt chuy@n héa cé hoat tinh ddu lisn k&t nhidu voi proté
huy#t tudng, chi yéu la albumin va ching khdnl; qua hang rao mdu - ndo. Thé *
tich phan bd cla Losartan khodng 34 Iit va clia cht chuyén hda co hogt tinh
khodng 12 Iit. B3 thanh thai toan phdn trong huyét tuong cla Losartan la -

-

Khodng 600 mi/phit va cila chdt chuyén hoa cd hat tinh 12 50 mphit; 69, $ il i

thanh thai clia ching & than tuong img vdi khodng 75 mi/phat va 25 mi/
Sau khi ufing Losartan ghi ddu 14C, thu lai khodng 35% d phong X3 1
nuic tidu va khodng 60% trong phan.

+ 0 ngui bénh xg gan 1t nhe dén vifa, dién tich dudi duing cong (A ¥
Losartan va clia chat chuy&n hoa cd hoat tinh cao han, tudng Ung, gip

2 14n sovdi @ ngudii bénh cé gan binh thuting.
Qué lidu va cach xir tri:
Dt ligu vé qué liéu & noudi cdn han ché. Bigu hign vé quéd ligu co thé hay gdp
nhét c6 I 14 ha huy&t 4p va nhip tim nhanh; cing cd thé gap nhip tim chdm
do kich thich thdn kinh dai giao cdm (day than kinh ph& vi). N&u ha huyét dp
trigu chitng xdy ra, phai didu tri hd trg, Ca Losartan va chit chuyén héa co
hoat tinh déu khong thé loai bé duge bing tham phan mau.
BE XA TAM TAY TRE EM

DOC KY HUONG DAN S0 DUNG TRUAC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SY
THUGC NAY CHi DUNG THEO DON CUA BAC SY

Bao quén: D8 & nhidt dj dudi 30°C, tranh Am va dnh séng.
Han diing: 24 théng k& ti ngay sdn xudt,
Khong dimg thuic qua thdi han sit dunu ghi trén nhan,
CTY CP DUQC PHAM AGIMEXPHARM
27 Nguy&n Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang.
Nha mady: K. Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang.
DT: 076.3934227 Fax: 076.3934226
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