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3 X 10 Tablets

R Prescription Drug

Losagen 50

Losartan Potassium Tablets 50 mg

Keep out of reach of children
HETERO Refer product insert for more information

Batch No./S6 16 SX:
Mfg Date/NSX:
Exp.Date/HD

MGi vién nén bao phim chira Losartan Potassium Ph.Eur 50mg. Chi dinh,
cach ding, chdng chi dinh va cac thong tin khac: Xem Hudng dan st dung
kém theo. Poc ky Huéng dén sir dung truge khi dung. Pé thude ngoai tim tay
tré em. Bao quan & nhiét do dugi 30°C, tranh 4m.

Each film coated tablet contains Mfg.Lic.No.: 50/MN/AP/2009/F/G
Losartan Potassium Ph.Eur...50 mg VN Reg.No/Sé PK:

Dosage: As directed by the physician.

See package insert for dosage and

administration. Doanh nghiép nhap khau:
Manufactured by: Co s¢ san xuat:
HETERO LABS LIMITED .
Store at below 30°C & protect gnlt-\ﬂ StufvesyENZO»;nOv 41"1 OIF:"C
i ormulation . Polepally Village,
e s Jadcherla Mandal, Mahaboobnagar Dt.,
An-dd
Thudc ban theo don Hop 3 vix 10 viéa

& Prescription Drug

Losagen 50

(Vién nén Losartan Potassium 50 mg) -

Carton Size : 105X 20 X 52 mm
Carton Type : Side open
Board Spec. : 300 GSM PGB with Aqueous Varnish
No.of colours : 4 colours
CM K




32.66 mm

Alu Alu pack

Size : 0.025 x 108 mm

Blister Size: 100 x 49 mm

Repeat L : 32.66 mm
Colour : Il Black

R Prescription Drug

Losagen 50
Losartan Potassium Tablets 50 mg

Each film coated tablet contains

Mfg.Lic.No.: 50/MN/AP/2008/F/IG
Losartan Potassium Ph.Eur...50 mg

Dosage: As directed by the physician.

Keep out of reach of children

See package insert for dosage and Manufactured by:
administration. HETERO LABS LIMITED
Store at below 30°C & protect Unit V, Polepally, Jadcherla, )
from moisture Mahaboaob Nagar - 509 301, India.
R Prescription Orug
Losagen 50
Losartan Potassium Tablets 50 mg

Each film coated tablet contains
Losartan Potassium Ph.Eur...50 mg

Mfg.Lic.No.: 50/MN/AP/2009/FIG

Dosage:’ As directed by the physician.

Keep out of reach of children

See package insert for dosage and Manufactured by:

administration. HETERO LABS LIMITED

Store at below 30°C & protect UnitV, Polepally, Jadcherla,
from moisture Mahaboob Nagar - 509 301, India.

R Prescription Drug

Losagen 50
Losartan Potassium Tablets 50 mg

Each film coated tablet contains
Losartan Potassium Ph.Eur...50 mg

Mig.Lic.No.: 50/MN/AP/2009/FIG

Dosage: As directed by the physician.

Keep out of reach of children

See package insert for dosage and Manufactured by:
administration, HETERD LABS LIMITED
o Unit V, Polepally, Jadcherla,
St t below 30°C & protect
eyt P Mahaboob Nagar - 509 301, India.

Batch No./Sé 16:
Date/HD:
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LOSAGEN 50
(Vién nén Losartan Kali 50 mg)
HUGNG DAN sir DUNG
Poc k§ hwéng din sir dung trwée khi dung Néu cin thém thong tin, xin héi y kién biac s§.
Thudc ban theo don.

Thanh phan: M3i vién nén bao phim chira: Losartan kali Ph.Eur 50 mg

T4 dwge: Microcrystalline cellulose (PH 102), lactose monohydrate, microcrystalline cellulose (PH
200), starch pregelatinized, low-substituted hydroxy propyl cellulose, crospovidone, magnesium
stearate, opadry white 03A58705.

Dwogc lye hoc:

Losartan 1 chat dau tién ctia nhém thudc chéng ting huyét 4p méi. D6 1a mot chat dbi khang thu
thé (typ AT;) angiotensin II.

Angiotensin II tao thanh tir angiotensin I trong phan trng do enzym chuyén angiotensin (ACE) xiic
tac, 1a mot chat co mach manh: d6 12 hormon kich hoat mach cha yéu ctia h¢ renin — angiotensin va
la mot thanh phan quan trong trong sinh ly bénh hoc cua téng huyet ap. Angiotensin II ciing kich
thich vo tuyén thuong thén tiét aldosteron. Losartan va chat chuyén hoéa chinh c¢6 hoat tinh chen tac
dung co mach va tiét aldosteron ciia anglotensm II bing cach ngin can ¢6 chon loc angiotensin II,
khéng cho gén vao thu thé AT, c6 trong nhiéu mé (thi du co tron mach méu, tuyén thuong thén)
Trong nhiéu mo ciing thdy c6 thu thé AT, nhung khong rd thu thé nay c6 lién quan gi dén diéu hoa
tim mach hay khong. Ca losartan va chit chuyén héa chinh c6 hoat tinh déu khong biéu 16 tac dung
chii vén cuc bd & thu thé AT, va déu c6 i luc v6i thu thé AT, 16n hon nhiéu (khoang 1000 14n) so
v6i thu thé AT,. Losartan 12 mot chét &c ché canh tranh, thuén nghich cua thu thé AT;. Chét chuyén

hoa c6 hoat tinh cta thuéc manh hon tir 10 dén 40 1an so véi losartan, tinh th g lugng va la
mot chat irc ché khong canh tranh, thuén nghich cta thu thé AT;. Cac chat doi angiotensin 11
cling ¢ tac dung huyet dong hoc nhu céc chat trc ché ACE, nhung khong c¢6 tac unl/khﬁng mong

mudn phd bién cua cac cht trc ché ACE 14 ho khan.

Duwgc dong hoc:

Sau khi udng, losartan hdp thu t6t va chuyén héa budc dau nhiéu qua gan nho céc enzym
cytochrom Piso. Kha dung sinh hoc cua losartan xap xi 33%. Khoang 14% lidu losartan uong
chuyén thanh chét chuyén héa c6 hoat tinh. Chét nay dam nhiém phan 16n tinh dbi khang thu thé
angiotensin II. Nira doi thai trir cia losartan khoang 2 gid, va cla chét chuyen héa khoang tir 6-9
gio. Nong do dinh trung binh cua losartan dat trong vong 1 gior va cua chét chuyén héa c6 hoat tinh
trong vong 3-4 gid. Ca losartan va chét chuyén hoa ¢6 hoat tinh déu lién két véi nhiéu protein huyét
twong, chii yéu 14 albumin va chung khong qua hang rao méau- ndo. Thé tich phan b cua losartan
khoang 34 lit va cua chét chuyén héa c6 hoat tinh khoang 12 lit. D9 thanh thai toan phén trong
huyét tuong cla losartan 1a khoang 600 ml/phut. B thanh thai cua chiing ¢ than tuong Gng voi
khoang 75 ml/phat va 25ml/phut. Sau khi uéng losartan ghi d4u ¢, thu lai khoang 35% d¢ phong
xa trong nudc tiéu va khoang 60% trong phan. 0 nguoi bénh xo gan tirnhe dén vira, dién tich dudi
dudng cong (AUC) cua losartan va cua chét chuyén hoa c6 hoat tinh cao hon, glp 5 14n va 2 1an so
voi & nguoi bénh c6 gan binh thuong.

Chi dinh:
Tang huyet dp: Losartan kali dugc chi dinh dé diéu tri ting huyet ap. Co the ding thudc nay riéng

r& hozic két hop véi cac thude chong tang huyét 4 ap khac, bao gom thudc lgi tiéu.

Véi bénh nhan tang huyét dp c6 phi dai tdm thdt trdi: Losartan kali dugc chi dinh dé lam giam
nguy co dot quy & bénh nhén tang huyét 4p va c6 phi dai tim that trai, nhung c6 bing chimg 12 loi
ich nay khong ap dung duoc cho bénh nhan da den.

Liéu dung:
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Bénh nhdn ting huyét ap nguoi lém: C6 thé dung losartan kali véi céc thude chéng ting huyet ap
khac va cung hodc khong cung vdi thirc an. Viée dinh liéu phai tuy theo ting bénh nhén. Liéu bat
dau thudong dung cua losartan kali 1a mdi 1an 50 mg, ngay 1 lan, véi 25 mg dung cho bénh nhan ¢
thé bj mat nudc (vi dy: bénh nhén didu tri véi thuéc loi tiéu va bénh nhén c6 tién sir suy gan).
Losartan kali ¢6 thé dung 1 hodc 2 1an mdi ngay véi tong lieu mdi ngay xé dich tir 25 mg dén 100
mg. Néu tac dung chong tang huyét 4 :ap do dugc 6 mic t6i thleu khi dung thudc ngay mot lan khong
day du, ché do dung thudc ngay 2 1an véi cung tong liéu m01 ngay hodc su ting lleu c6 thé cho két
qua tot hon. Losartan c6 tac dung dang ké trong vong 1 tudn, nhung trong mot s6 nghién ciru tac
dung t6i da xuat hién trong 3-6 tudn. Néu huyet ap khong dugc kiém soat boi losartan kali dung
riéng 1é, c6 thé ding thém mdt lidu thap thube loi tiéu. ‘Hydroclorothiazid da dugc ching minh cé
tac dung cong thém. Khong can phai hiéu chinh lidu bét ddu d6i v6i bénh nhan cao tudi hodc doi
v6i bénh nhan suy than, ké ca bénh nhan duogc tham tach mau.

Bénh nhan tang huyet dp tré em 26 tuéi: Lidu bét dau thucmg ding duoc khuyén céo 1a 0 ,/mg/kg
mdi lan, ngay 1 lan (t6i téng cong 50 mg) dung dudi dang vién nén hodc dich treo (xem pha ché
dich treo). Liéu luong duoc hidu chinh theo dép tmg cia huyét ap. Chua nghién ciru cac lidu trén
1,4 mg/kg (hodc qua 100 mg) mdi ngay trén bénh nhan tré em.

Khong khuyen cao dung losartan kali€ho bénh nhén tré em < 6 tudi hodc cho bénh nhén tré em ¢
toc do loc tidu cau than < 30 ml/phi 2
Twong tic thude:

Khong thdy céc tuong tac duge dong hoc c6 ¥ nghia ciia thudc trong cac nghién ciu vé tuong tac
v6i hydroclorothiazid, digoxin, warfarin, cimetidin va phenobarbital. Rifampin, mot chat giy cam
g chuyén héa thudc, lam giam ndng do losartan va chit chuyén héa cé hoat tinh cua né. O ngudi,
hai thudc Grc ché P450 3A4 da duoc nghién ciru.

Ketoconazol khong anh hudng dén su chuyén dbi cua losartan thanh chat chuyén héa c6 hoat tinh
sau khi tiém tinh mach losartan, va erythromycin khong cé tac dung cé y nghia lam sang sau khi
udng. Fluconazol, mét thudc e ché P450 2C9 1am giam ndng do chét chuyén héa c6 hoat tinh va
lam tang ndng d6 losartan. Chua khao sat cic hau qua duge luc hoc cua viée sir dung dong thoi
losartan va cac thudc wrc ché P450 2C9. Da chimg minh cac ddi tugng khong chuyén hoa losartan
thanh chat chuyén héa c6 hoat tinh c6 mot khuyét tat hiém, dic trung & cytochrom P450 2C9. Cac
dir liéu nay goi y 1a sur chuyén ddi losartan thanh chit chuyén héa c6 hoat tinh dugc trung gian chu
yéu bai P450 2C9 va khong do P450 3A4.

Nhu véi cac thude khéac ¢6 tac dung phong bé angiotensin II hodc cac tac dung cia né, viée sir dung
dong thoi céac thube 1oi tiéu tiét kiém kali (vi dy, spironolacton, triamteren, amilorid), cac chat bd
sung kali, hoic cac chét thay thé mubi chira kali c6 thé din dén su tang kali huyét thanh.

Lithi: Nhu véi cac thuoc khac anh huong dén sy thai trir natri, sy thai trir lithi c6 the bi giam. Do
do, can phai theo doi can than ndng d9 lithi huyét thanh néu ding ddng thoi cac mudi lithi véi cac
thube dbi khang v¢i thy thé cia ang1ote;nsm I1.

Cdc thuoc chong viém khong steroid ké ca cdc thudc ik ché ‘cyclooxygenase-2: O bénh nhan 16n
tudi bi mat nudc (bao gdém nhiing bénh nhan dang dung thudc loi tleu), hodc cac bénh nhan suy
than, viéc dung dong thoi cac thude chong viém khong steroid, bao gom cac chat trc ché COX- 2 ¢6
chon loc, véi cac thude ddi khang véi thu thé ciia angiotensin II (bao gom losartan) c6 thé lam suy
giam chirc ning than, ké ca suy than cap. Cac tac dung nay thuong c6 thé phuc hdi. Can theo doi
dinh ky chirc nang than & nhitng bénh nhan dung li¢u phap két hop losartan véi céc thube chong
viém khong steroid. Tac dung chéng tang huyet 4p cla cac thudc dbi khang v6i thu thé cua

angiotensin II (bao gom losartan) c6 thé bi suy giam boi céc thube chéng viém khéng steroid, bao
gom céc chét trc ché COX- 2 ¢6 chon loc.

T4c dung khéng mong mudn:
Phan 16n tac dung khéng mong mudn déu nhe va mat dan véi thoi gian.




Thwong gap, ADR>1/100

Tim mach: Ha huyét ap.

Than kinh trung wvong: Mt ngu, choang vang.

Noi tiét — chuyén héa: Tang kali huyét.

Tiéu hoa: Tiéu chay, khé tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Than kinh co — xuong: Pau lung, dau chén, dau co.

Thén: Ha acid uric huyét (khi ding liéu cao).

Ho6 hép: Ho (it hon khi dung cac chat trc ché ACE), sung huyét miii, viém xoang.

It gap, 1/1000 <ADR<1/100

Tim mach: Ha huyét 4p thé dtimg, dau nguc, bléc A-V d5 I, tréng nguc, nhip chim xoang, nhip tim
nh'c}nh, phu mat, dé mat.

Than lginh trung wong: Lo au, mét diéu hoa, 1a 13n, trAm cam, dau nira dau, dau dau, rbi loan giéc
ngu, sot, chdng mat.

Da: Rl;mg toc, \{iém da, da kho, ban dd, nhay cam anh sang, ngira, mé day, vét bam, ngoai ban.

Noi tiet — chuyén hda: Bénh gut.

Tiéu hoa: Chan an, tdo bon, de“ly hoi, nén, mat vi giac, viém da day.

Sinh duc — tiét niéu: Bat luc, giam tinh duc, dai nhiéu, dai dém.

Gan: Téng nhe cac thir nghiém vé chirc ning gan va ting nhe bulirubin.

Than kinh co xuong: Di cam, run, dau xuong, yéu co, phit khép, dau xuong co.

Mit: Nhin mo, viém két mac, giam thi luc, néng rat va nhirc mit.

Tai: U tai.

Thafm:lNhiém khuan dudng niéu, ting nhe creatinin hodc uré.

Ho hép: Kho tha, viém phé quan, chay mau cam, viém mii, sung huyét duong thé, khé chiu &
hong.

Céc tac dung khac: toat md hoi.

Théng bso cho béc si biét khi gip nhirng tac dung khong mong mudn khi ding thude.

Chong chi dinh:

Qua man véi losartan hodic bat ky thanh phan nao ciia thude.

Phu ni¥ ¢6 thai va cho con bi:

Phu nit ¢6 thai: Ding cac thude ¢ tac dung truc tiép 1én hé thong renin-angiotensin tro
giita va ba thang cudi thai ky c6 thé gay it nuéc 6i, ha huyét ap, vo niu, thiéu niéu, bié
mit va tir vong & tré so sinh. Mic du, viéc chi ding thudc & ba thang dau cua thai ky ch
lién quan d,é'n nguy co cua thai nhi, nhung du sao khi phat hi¢n c6 thai, phai ngimg losartan £an
sdm cang tot. 3 y

Thoi ky cho con bu: Khong biét losartan c6 tiét vao sira me hay khong, nhung c6 nhitng lugng dang
k& losartan va chét chuyén héa c6 hoat tink'ctia thubc trong sira ciia chudt cong. Do tiém nang c6
hai cho tré nho dang bu me, phai quyét dinh nging cho'con bu hodc ngung thudc, co tinh dén tam
quan trong cuia thube d6i véi ngudi me. N

Thén trong:

Qud mdn cam: Phit mach.

Suy giam chitc ning gan: Duya trén céc dit ligu duge dong hoc chimg minh mdt cach c6 y nghia su
tang ndng d¢ losartan trong huyét twong & bénh nhan xo gan, can xem xét viéc dung mot licu thap
hon d6i véi bénh nhan suy gan. ) )
Suy giam chiec ndng than: La hau qua cta sy tc che hé renin—angiQtensin—aldosteron, céc thay doi
vé chirc ning than da dugc bao céo & cac ca nhan nhdy cam dgqc dicu tri vdi losartan kali, & mot sO
bénh nhan, c4c thay ddi ndy vé chirc ning than c6 thé phuc hoi khi ngimg tr li¢u. G bénh nhan ma
chirc ning thén co thé phu thudc vao hoat tinh cQa hé renjn-angiotensiq-aldpsteron (vi fiu, bén}l
nhén cd suy tim sung huyét nang), tri liéu véi thudc e che enzym chuyén doi angiotensin da ket
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hop v6i giam niéu va/hodc nito-huyét tién trién va (mot cach hiém) vai suy than cép tinh va/hoic tir
vong. Cac hu qua tuong ty da duge bao cao vai losartan kali. Trong cac nghién ctru véi thude tre
ché enzym chuyén dbi angiotensin & bénh nhan hep dong mach than mdt bén hogc hai bén, sy ting
creatinin trong huyét thanh hoic nito ure mau (BUN) di dugc béo céo. Cac tac dung tuong tu da
dugc bao cdo véi losartan kali, & mot s6 bénh nhan, cac tac dung nay cé thé phuc héi khi ngung tri
lidu.

Anh hwéng ciia thude dén kha niing lai xe va vin hanh may moc:

Losartan c6 thé gay nhirc diu hogic choang vang. Bénh nhan can luu y khi 14i xe hogc van hanh may
moc.

Qua lidu: P quan sét thiy ty 16 chét co y nghia ¢ chudt nhét va chudt cdng sau khi cho ubng 1.000
mg/kg va 2.000 mg/kg, tuong ng, gap khoang 44 va 170 1an liéu ti da cho ngudi dugc khuyen
cao trén co s& mg/m C6 it dir liéu vé qua lidu trén ngudi. Céc biéu hién c6 kha niang xay ra nhiéu
nhét ciia qué lidu 1a giam huyét ap va nhi nh, nhip tim chdm c6 thé xay ra do kich thich
than kinh ddi giao cam (than kinh phé vi). i4m huyét ap triéu chimg xay ra, tién hanh diéu tri
hd trg. Khong thé loai bo losartan va chit chuyeén héa c6 hoat tinh bang thAm tach mau.

Bédo quén:

Bao quan & nhiét do du6i 30°C, tranh 4m. D& thubc ngoai tam tay tré em.

Han sir dung: 24 thang ké tir ngay san xuit. Khong dung thudc da hét han sir dung ghi trén bao bi.
Trinh bay: Hop 3 vi Alu-Alu, mdi vi 10 vién.

Tiéu chuan: Tiéu chuén co s¢ san xuét.

Nha san xuat: HETERO LABS LIMITED, Unit-V, APIIC Formulation SEZ, Polepally Village,
Jadcherla Manda, Mahaboobnagar District, An-do.
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