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CZARTAN-25
LOSARTAN POTASSIUM TABLETS USP 25mg

Each film coated tablet contains: Mfg. Lic. No.: MH/DRUGS/KD/36
Losartan Potassium USP 25 mg

Dosage:
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Store below 30°C in a cool dry place. Plot No. 1 & 2, Mahim Road,Near Kuldeep

Protect from light
Keep out of reach of children. Dt P'”MMM-
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| Indications, Contraindications, Sida Effects and cther
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Rx
CZARTAN 25

(Vién nén bao phim Losartan kali 25 mg)

CANH BAO PAC BIET:

Chi dung theo sy ké don cia bdc si.

N&u cdn thém théng tin, xin héi ¥ kién bdc si.

Khong dung qud liéu chi dinh.

Xin théng bdo cho bdc s biét cdc tde dung ngoai y xdy ra trong qud trinh sit dung.
Pé thudc xa tim tay tré em.

Doc ky hudng dan sit dung trudc khi sit dung.

Khéng ding thudc da qud han sit dung.

THANH PHAN:

MJi vién nén bao phim c6 chifa:

Hogt chdt: Losartan Kali........c.coooveevirveciiorennnn. 25 mg

Td dugc: Lactose Monohydrate, Bot ngd, Povidone, Cellulose vi tinh thé, Magnesi Stearat,
Hypromellose (E 15 CPS), Talc tinh ché€, Titanium dioxide, Colour lake Sunset yellow E110,
Propylene Glycol, Diethyl phthalate, Dichloromethane, Isopropyl alcohol.

DUGC LUC HOC :

Losartan la thudc doi khdng thu thé angiotensin II (thu thé AT)).

Losartan va chit chuyén héa chinh ¢6 hoat tinh ngiin c4n téc dung co mach va tiét aldosteron
clia angiotensin II bdng cdch ngin cdn c6 chon loc angiotensin II, khdng cho gin vao thu thé
AT}, ¢6 trong nhi€éu md (c¢d trdn mach mdu, tuyén thugng thin). Ca losartan va chit chuyén
héa chinh ¢6 hoat tinh déu khong biéu 16 tdc dung chl vin cuc bd & thu thé AT, va déu ¢6 4i
luc vdi thy thé AT, 16n hon nhiéu (khodng 1000 14n) so vdi thu thé AT,. Losartan 12 mot chat
tfc ch€ canh tranh thuén nghich thu thé AT;. Chat chuyén hda cé hoat tinh ctia thudc manh
hon tr 10 dén 40 1an so vdi losartan, tinh theo trong lugng va 1a mdt chat e ché khong canh
tranh thudn nghich véi thu thé AT;. Cdc chit ddi khdng angiotensin II ciing ¢6 céc tic dung
huy€&t dong hoc nhu cdc chat e ché ACE, nhung khong ¢6 tdc dung khéng mong mudn phd
bi€n clia cdc chat trc ch€ ACE 1a ho khan.

DUQGC PONG HOC :

Sau khi udng, losartan hdp thu t6t va chuyén héa bude diu qua gan nhidu nhd cdc enzym
CYP P450. Sinh khd dung clia thudc xap xi 33%. Khodng 14% liéu udng chuyén thanh chat
chuyén héa c¢é hoat tinh, chit nay ddm nhiém phén I6n tinh d6i khdng thu thé angiotensin II.
Thdi gian bdn thai cda losartan khodng 2 gid va clia chat chuyén héa khodng 6-9 gid. Nong
dd dinh trong huy€t tuong cda losartan dat dudc trong vong 1 gids, clia chat chuyén héa trong
vong 3-4 gid.

C4 losartan va chdt chuyén héa c¢6 hoat tinh déu lién k&t nhiéu vdi protein huyét twong, chi
y€u la albumin va ching khong qua dugc hang rdo mdu nio. Thé tich phin bd cida losartan
khodng 34L va clia chdtchuyén héa 12 12L. P$ thanh thai toan phin trong huyét twong clia
losartan 1a 600ml/phit, cia chat chuyén héa 1a 50ml/phit. D6 thanh thdi cia ching & thin
1an lugt 1a 75ml/phit va 25ml/phiit.

J bénh nhan xd gan tif nhe dén vira, dién tich dudi dudng cong cla losartan va chit chuyén
héa ¢6 hoat tinh cao hon, tuong ng gdp 5 1an va 2 1an so vdi ngudi ¢6 bénh gan binh thuting.
CHI PINH: ~
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Diéu trj ting huy€t dp, c6 thé dung don d6c hodc phdi hgp vdi cdc thudc chéng ting huyét dp
khadc. Nén dung losartan cho ngudi bénh khong dung nap dudc cdc chat e ché ACE.

LIEU LUONG VA CACH DUNG:

Thudc dung dudng udng. Diing theo su chi din cda bdc si diéu tri.

Liéu ding ty thudc tirng ngudi va phai diéu chinh theo ddp tng huy&t 4p. Liéu ban diu va
duy tri cho ngudi 1dn thudng 12 50 mg mdi ngay va 25 mg d6i v6i bénh nhan dang diing thude
Igi ti€u va bénh nhin ¢6 tién sk rdi loan chife ning gan. C6 thé diing Losartan kali mot hoic
hai 1in mdi ngay véi tdng liéu ndm trong khodng tir 25 d€n 100 mg.

Khong can diéu chinh li€u & bénh nhan dén 75 tudi. Cdc s6 liéu diéu tri cho cdc bénh nhan
gia hon con han ché, do d6 nén bit diu diéu tri vdi liéu 25 mg mdi ngay cho cdc bénh nhan
nay.

Khéng can diéu chinh liéu & bénh nhan suy thin nhe (Cle, 20-50 ml/phit). V&i bénh nhan
suy thdn vira dén niang (Cle, <20 ml/phuit) hay bénh nhin thim phin mau nén bit dau diéu tri
vdi liéu 25mg mbi ngay.

Co thé ding Losartan ciing cdc thudc ha huyét 4p khic, nhung khdng phdi hop vdi thude loi
ti€u giif kali do nguy co tang kali huyét. C6 thé diing Losartan trong hodc xa bifa n.

CHONG CHi PINH

Qué min vdi losartan hay bt ci thanh phin nao cda thudc.

Chéng chi dinh ding cling cdc thudc 1di tiéu giif kali.

Khéng dung cho tré em dudi 18 twdi vi do an toan va hiéu qud clia Losartan chua dugce thi€t 1ap
trén nhém bénh nhan nay.

KHUYEN CAO VA THAN TRONG

Can gidm sdt dic biét va/hodc gidm liéu & nhitng bénh nhin mat nudc, diéu tri bing
thudc 1di ti€u va ngudi bénh c6 nhitng y&u t6 khac dé din dén ha huy&t 4p. Ngudi bénh
hep ddng mach thdn 2 bén hodc 1 bén, ngudi chi con mo6t than cling ¢6 nguy cd cao vdi
cdc tdc dyng ngoai y (tdng creatinin va uré huyét) va can dugc gidm sat khi diéu tri.
Thén trong v&i bénh nhin cé tién sit suy gan, thin va phai diung liéu thap hon.
SUDUNG CHO PHU NU €O THAI VA CHO CON BU :

Thoi ky mang thai: Dung cdc thude tdc dung tryc ti€p 1én hé théng rennin-angiotensin
trong 3 thdng gilta va 3 thdng cudi clia thai ky c6 thé gy it nudc 61, ha huyét 4p, thiéu
niéu, v niéu, bi€n dang so mit va tt vong § tré so sinh. Mac du viéc dung thudc & 3
thdng dau cla thai ky chua cho thdy ¢6 lién quan d&€n nguy cd tif vong cho thai nhi nhung
khi phdt hién ¢6 thai, ngitng dung losartan cang sém cang tot.

Thoi ky cho con bii: chua bi€t losartan cé bai ti€t vao sifa me hay khong, nhung c¢é nhitng
lugng ddng k€ losartan va chi't chuyén héa cé hoat tinh cla thudc trong sita cla chudt
cdng. Do vdy, nén quyét dinh ngirng cho con by hay ngirng thuéc cdn dua vio tAim quan
trong clia thude véi ngudi me.

TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong thiy ¢6 bdo cdo lién quan. Tuy nhién cin than trong do c6 thé gip tdc dung ngoai y
chodng vang khi dung thudc.

TUONG TAC THUOC:

Udng losartan cling vdi cimetidin 1am tdng dién tich dudi dudng cong (AUC) cda losartan
khodng 18% nhung khong 4nh hudng dén dong hoc cia chat chuyén héa c¢é hoat tinh cla
losartan.

Udng losartan ciing véi Phenobarbital 1am giam khodng 20% AUC ciia losartan va cia

chi't chuyén héa c¢6 hoat tinh. %/
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Losartan khong dnh hudng dé€n dugc dong hoc clia digoxin khi udng hodc tiém tinh mach.
TAC DUNG NGOAI Y

Phén 16n cdc tdc dung ngoai ¥ déu nhe va mat dan theo thdi gian.

Tdc dung ngoai ¥ thudng gdp nhat 12 ha huy€t 4p, mit ngi, chodng vang, ting kali huyét,
ia chdy, kho tiéu, dau lung, dau cd, ha acid uric (khi dung liéu cao).

Ngoai ra con ¢é thé ha huyét 4p thé ding, block nhi tha't do II, tréng ngwe, nhip tim nhanh,
dd mat, lo 4u, 14 14n, chdn 4n, tdo bén, day hoi, viém da, khé da, ban d3, nhay cdm véi dnh
sdng, may day, ngoai ban, nhin mg, viém két mac, ting nhe creatinin hoic uré.

QUA LIEU:

Dit liéu vé qud liéu & ngudi con han ché. Biéu hién vé qud liéu hay gip nhat 1a ha huyét dp
va nhip tim nhanh. Ciing ¢6 thé gip nhip tim cham do kich thich than kinh d6i giao cdm (day
thdn kinh phé vi). Néu ha huyét 4p triéu chitng x4y ra, phdi diéu tri hd trg. C4 losartan va
chdt chuyén héa ¢6 hoat tinh déu khong thé loai bd dutge bing thim phin mau.

TIE U CHUAN CHAT LUQNG: Nha sdn xuat

HAN DUNG:

36 thang k€ tir ngay sdn xuat.

S& 16 sdn xudt (Batch No.), ngay sdn xudt (Mfg. date), han ding (Exp. date): xin xem trén
nhan hop va vi. Ngay hé€t han 1a ngay 01 ctlia thdng ghi trén nhén.

BAO QUAN:

Gitr thudce ndi khé mat, dudi 30°C, trdnh 4nh sdng.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop chita 5 vi x 10 vién nén bao phim.

Sdn xudt bdi:
MACLEODS PHARMACEUTICALS LTD.

Nha may: Plot No. 1&2, Mahim Road, Near Kuldeep Nagar, Palghar (W) 401 404 Dist Thane
(Maharashtra), An B§.

Tru s¢: Atlanta Arcade, 3rd Floor, Marol Church Road, Near Leela Hotel, Andheri (East),

Mumbai — 400 059, An P8. ?(
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