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Bivitanpo 50 (AL_AL)
HOp 3 vién x 10 vién
Box: 136 x 79 x 30 mm

Blister: 131 x 74 mm
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BIVITANPO 50

Losartan kali

Thuéc udng
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Hop 3 vix 10 vién nén bao phim

56 16 SX/Lot No.
INSXIMI:

HIVExp:

THANH PHAN: Losartan kall 50 mg va céc ta duce vita di 1 vién
nén bao phim.
Chi BINH, CACH DUNG, CHENG CHI DINH VA CAC THONG TIN

KHAC: Boc t& hudng din st dyng thudc.
BA0 QUAN: Nhigt dg khong qua 30°C, tranh dnh sing va dm. Nha sin xudt
DE XA TAM TAY TRE EM. CONG TY CO PHAN BV PHARMA

DQCKTHUONG NNSJBU"G TRUTC KHI DUNG. ‘Pz.ﬂ“&?m Tay, Huyén Cii Chi, Tp HCM.
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Rx.Preseription Only
BIVITANPO 50
Losartan potassium
5 o .. Oral route
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Box of 3 blisters x 10 film coated tablets
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COMPOSITION: Losartan potassium50 mg and excipients sq.for 1
film coated tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND
FURTHER INFORMATION: Refer to package insert. p—
STORAGE: Temperature not exceeding 30°C, protect Soffi,
KEEP OUT OF REACHOF CHILDREN. .
READPACKAGE INSERT CAREFULLY BEFORE USE,- .
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Bivitanpo 50 (AL_PVC/PVdC)
Hop 3 vién x 10 vién

Box: 102 x 70 x 23 mm
Lable: 96 x 85 mm

RX.Thubc b4n theo don

BIVITANPO 50

2 Losartan kali
50 y.. Thudc udng

Hép 3 vi x 10 vién nén bao phim

KVisa:
56 16 EW/Lol Mo -

THANH PHAN: Losartan kall 50 mg va céc td duge vira di 1 vién
nén bao phim.

Chi BINH, CACH DUNG. CHONG CHI DINH VA CAC THONG TIN
KHAC: Doc t& hudng din st dyng thusc.

BAo Nhigt dg khéng qué 30°C, tranh dnh séng va 4m.
OEXATAM TAY TREEM.

DQC KV HUAGNG DAN 5UDYNG TRUGC KHI DUNG.

Nha shn xust
CONG TY ¢ PHAN BV PHARMA
Kp 2, Tan Thanh Tay, Huyén Ci Chi, Tp HCM.
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COMPOSITION: Losartan potassium 50 mg and excipients sq.for 1
film coated tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND
FURTHER INFORMATION: Refer to package insert, e
STORAGE: Temperature not exceeding 30°C, fact N |
ks KEEP OUT OF REACHOF CHILDREN. '

READ PACKAGE INSERT CAREFULLY BEFORE US]
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! 'an kali 100 mg va céc ta dugc gém Cellulose vi tinh thé, Léxcfose 'onoi'ly rat, ot hd 6a,
- oxypropyl methylcellulose, Polyethylen glycol 400, Talc, Titan dioxyd, Ethanol96%, Nudc tinh khiét vira
du 1 vién nén bao phim.

DANG BAO CHE: Vién nén bao phim
QUI CACH PONG GOI: Hép 3 vi x 10 vién.

DUQC LUC HQC: Losartan 1a chit diu tién cia nhém thubc chéng tang huyét 4p méi, d6 la mt chat déi khang thy thé (typ
AT)) angiotensin II. Angiotensin II, tao thanh tir angiotensin I trong phan (mg do men chuyén angiotensin (ACE) xqc tac, la
mét chit co mach manh; d6 1a hormon kich hoat mach chu yéu ciia hé thdng renin - angiotensin, va la m{t thanh phin quan
trong trong sinh ly bénh hoc cua tang huyét ap. Angiotensin II ciing kich thich vo tuyén thugng than tiét aldosteron.
Losartan va chit chuyén héa chinh ¢6 hoat tinh irc ché tac dung co mach va tiét aldosteron cuia angiotensin IT bing cach ngin
can ¢6 chon loc angiotensin II, khong cho gan vao thy thé AT, ¢6 trong nhidu mé (thi dy co tron mach mau, tuyén thugng
thén). Trong nhiéu mé, ciing thdy c6 thu thé AT, nhung khéng rd thy thé nay c6 lién quan gi dén dieu hoa tim mach hay khéng.
Ca Losartan va chat chuyén héa chinh ¢6 hoat tinh déu khéng biéu 16 tic dung chii véin cuc b & thy thé AT, va déu 6 & lwe
v6i thy thé AT, 16n hon nhiéu (khoéng 1000 14n) so véi thy thé AT,. Losartan la mét chét trc ché canh tranh, thuan nghich ciia
thu thé AT;. Chét chuyén héa ¢6 hoat tinh cia thude manh hon tir 10 dén 40 lan so vé6i Losartan, tinh theo trong lugng va la
mét chit rc ché khéng canh tranh, thudn nghich ciia thy thé AT,. Cac chét déi khéng angiotensin II ciing c6 céc tic dung huyét
déng hoc nhu cac chat e ché ACE, nhung khong c6 tac dung khong mong muén phé bién cua céc chét trc ché ACE 12 ho khan.

DUQC PONG HQC: Losartan dugc hép thu tét sau khi udng, va chuyén hoa buéc diu nhidu qua gan nh cée enzym
Cytochrom Paso. Kha dung sinh hoe 33%. Khoang 14% lidu Losartan udng chuyén thanh chit chuyén héa c6 hoat tinh, chit nay
dam nhiém phén I6n tinh d&i khéng thy thé angiotensin I1. Nira doi thai trir cia Losartan khoang 2 gid, va cta chit chuyén héa
khoang 6 - 9 git. Nong do dinh trung binh cua Losa:tan‘ dat trong vong 1 gid, va cia chét chuyén héa c6 hoat tinh trong vong 3
- 4 gio. Ca Losartan va chat chuyén héa c6 hoat tinh déu gan két nhiéu véi protein huyét twong, chi yéu la albumin va ching
khéng qua hang rao mau - ndo. Thé tich phan bé ciia losartan khoang 34 lit va ciia chit chuyén héa c6 hoat tinh khoang 12 lit.
Dj thanh thai toan phan trong huyét twong cua Losartan la khoang 600 ml/phit va cua chat chuyén héa c6 hoat tinh 14 50
ml/phit; d§ thanh thi ciia ching & thén tuong img v6i khoang 75 ml/phit va 25 ml/phiit. Sau khi udng Losartan ghi ddu '“C,
thu lai khoang 35% d6 phéng xa trong nuéc tiéu va khoang 60% trong phén. & ngudi bénh xo gan tir nhe dén vira, dién tich
du6i dudng cong (AUC) cua Losartan va cua chit chuyén héa c6 hoat tinh cao hon, tuong img, gz‘ip 5 1an va 2 lan so véi &
ngudi bénh c6 gan binh thuong.

CHI DINH PIEU TR]: ' ' ' _
Dieu trj téng huyet ap, c6 thé sir dung don ddc hay phoi hop vdi cac thube chdng tang huyét ap khac. Thudc duoc chon ding
cho bénh nhan khéng dung nap duoc cac chat e ché men chuyén angiotensin va c6 ciing lgi diém trong dicu tri suy tim.

LIEU LUONG VA CACH DUNG: C6 thé udng thubc ciing hodc khong ciing véi thirc &n.

- Liéu khoi dau théng thuomg 1a 50 mg, 1 1dn m3i ngay.

- Trudng hop ngudi ¢6 tinh trang thiéu hut thé tich ndi mach, ngudi dang dung thubc loi tiéu, ngudi suy gan liéu khoi dau nén
1a 25 mg, 1 lan m3i ngay

- Liéu duy tri thong thudng Ia 25 - 100 mg, uéng 1 14n hodc chia lam 2 14n mai ngay.

- Khéng can phai thay déi lidu cho ngudi bénh cao tl;léli hodc ngudi suy thén, lgé ca ngudi dang thim phin mau,
- Néu dung Losartan don doc ma khéng kiém soat dugc huyét ap, c6 thé thém thude loi tiéu liéu thap, Hydroclorothiazid chimg
t0 ¢4 tac dung cong luc. Co thé dung Losartan cling véi céc thudc chéng ting huyét ap khéc. Khéng dugc phéi hop véi céc
thude loi tiéu gitr kali, do nguy co ting kali huyét

CHONG CHi PINH ' '
- Qué mén cam v6i Losartan hay véi bét ky thanh phan nao cia thude.
- Phu nit mang thai,

CANH BAO VA THAN TRONG KHI SU DUNG:

- Can phai gidam sat dac biét va/hofic giam liéu & ngudi bénh mét nudc, didu tri bang thudc lgi tiéu va ngudi bénh cé nhimg yéu
t6 khéc dé din dén ha huyét ap.

- Ngudi bénh hep dong mach than hai bén hoiic mdt bén, ngudi chi con mét than cling c6 nguy co cao mic tac dung khéng
mong muon (ting Creatinin va uré huyét) va cin dugc giam sat chit ché trong diéu tri.

- Ngudi bénh suy gan phii ding lidu thdp hon. '

- Tinh an toan va hiéu qué khi ding thuéc cho tré em chua duoc thiét lap.
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£ THUOC KHAC VA CAC DANG TUONG TAC KHAC
d dén dugc déng hoc ciia Digoxin udng hoc tiém tinh mach.
i Cimetidin lam tang dién tich duéi dudng cong (AUC) cua Losartan khoang 18%, nhung khong
g fioc cia chét chuyén héa cé hoat tinh cia né. ‘
epobarbital lam giam khoang 20% AUC cua Losartan va clia chét chuyén hoa c6 hoat tinh.
e r doéng hoc gifra Losartan va Hydroclorothiazid. ) 3
e -‘ khéc thude nhém trc ché angiotensin IT hogic cdc chét ¢ tac dung tuong tu, neéu ding kém véi cac thude
lgi tiéu gitt Kali (nhu Spironolacton, Triamteren, Amilorid ), b sung kali hodic cac chat thay thé mudi cé chira kali, thi c6 thé
dan dén tiang kali trong huyét thanh. ] ‘
- Ciing nhu cic thube tri ting huyét ap khac, tac dung ha huyét ap cé thé bi giam di khi sir dung cung lic v6i Indomethacin

1

TRUONG HQP CO THAI VA CHO CON BU:

- Khéng dung thudc cho phu ni¥ trong thoi ky mang thai. ! )

- Do tiém ning c6 hai cho tré nhé dang bii me, phai quyét dinh ngimg cho con bu hodc ngimg thude, cé tinh dén tim quan trong
cia thubc dbi véi ngudi me.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Diing thude than trong cho ngudi 14i xe hogc van hanh may méc.

QUA LIEU VA CACH XU TRi: ‘ _ , ‘
D liéu vé qua lieu ¢ ngudi con han ché. Biéu hién vé qua liéu c6 thé hay gap nhat c6 1€ 1a ha huyeét ap va nhip tim nhanh; ciing
¢6 thé gép nhip tim chdm do kich thich than kinh déi giao cam (d4y than kinh phé vi). Néu ha hl_.lyét ap tri¢éu chimg xay ra, phai

diéu tri hé tro. Ca Losartan va chét chuyén hoa cé hoat tinh déu khng thé logi bé dugc bing thim phan méu.

TAC DUNG KHONG MONG MUON: Thuéc dugce dung nap tét, phan 16n céc tac dung khéng mong muén déu nhe va
thodng qua. Céc téc dung phu thudng gap gdm:

- Mét ngii, choang vang, ha huyét 4p, tang kali huyét.

- Tiéu chay, kho tiéu, dau lung, dau chén, dau co.

- Ho (it hon khi ding céc chét e ché ACE), sung huyét mii, viém xoang.

- Ha nhe hemoglobin va hematocrit, ha acid uric huyét (khi ding lidu cao).

Céc tac dung phu it gip hon gbm:

- Ha huyet ap tur thé dimg, dau ngyc, bléc nhi thét d¢ 11, danh tréng ngyc, nhip chim xoang, nhip tim nhanh, phii méit, d6 mat.
- Lo au, mét diéu hoa, 1 13n, trim cam, dau nira déu, dau dAu, réi loan gidc nga, sét, chéng mit.
- Rung téc, viém da, da khé, ban do, nhay cam anh sdng, ngira, may day, vét bam, ngoai ban,
- Chan én, téo bén, day hoi, nén, mat vj gidc, viém da day.

- Bat lyc, giam tinh duc, dai nhiéu, dai dém.

- Tang nhe céc thir nghiém vé chirc ning gan va tang nhe bilirubin.

- Dj cam, run, dau xuong, yéu co, phu khép, dau xo co.

- Nhin mo, viém két mac, giam thi lue, néng réat va nhirc mét.

- U tai.

- Nhiém khudn duémg niéu, tang nhe Creatinin hodc uré.

- Khé thé, viém phé quan, chay méau cam, viém mili, sung huyét dudng thd, khé chiu & hong.
- Toat md héi. .

Thong bdo cho bdc sT nhitng tdc dung khéng mong mudn 8dp phai khi sir dung thudc.

BAO QUAN: Noi nhiét do khéng qua 30°C, tranh 4nh sdng va am.

HAN DUNG: 24 théng ké tir ngy san xuit.

THUOC NAY CHI DUNG THEO PON CUA THAY THUOC
DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST
NHA SAN XUAT: CONG TY CO PHAN BV PHARY
Pja chi: Ap 2, X3 Tén Thanh Tay, Huyén Ci Chi, TP: HCM.
Dién thoai: 08 — 37950.611 /957 /9%« / /) 1
Fax : 08 - 37950.614 -'
Email: info@bvpharma.com.vn

PHO CUC TRUONG
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