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NHAN HOP APLORAR 150

Kich thuéc: Hop 3 vi x 10 vién bao phim

Dai: 80 mm
Rong: 22 mm
Cao: 48 mm
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Irbesartan 150 mg

S8 16 SX / Batch No:

NSX / Mfg. Date:

HD / Exp. Date:

Hop 3 vi x 10 vién bao phim
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& Prescription only

APLOR/R

Irbesartan 150 mg

Box of 3 blisters of 10 film coated tablets

COMPOSITION: Each film coated tablet containg Irbesartan 150 mg
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Pleasa refer to the package insert
KEEP OUT OF REACH OF CHILDREN, READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
SPECIFICATION: USP 34
REBG. NO.:
Manifactured by, GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Visinam-Singapors industrial Park, Thuan An, Binh Duong.
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NHAN HOP APLORAR 150

Kich thuéc: Hop 2 vi x 14 vién bao phim
Dai: 105 mm

Réng: 17 mm

Cao: 49mm

& Thufc bén theo don

APLORAR

Irbesartan 150 mg

5816 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:
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THANH PHAN: MBi vitn bao phim chéa Irbesartan 150 mg mmnltmpm

THONG TIN KHAC VE SAN PHEM: Xin doc 1 hufng din si dung. &hmﬂlﬁ:
©F XA TAM TAY CilA TRE EM. comg Tv cff PriN pugc PHAM GLOMED
mnmwﬂmmn:nm‘ 35 Bigi LY Ty Do, KON Vit Nam - Singapore,
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Box of 2 blisters of 14 film coated tablets
COMPOSITION: E3ch fim costed tabit contais Iibesartan 150 mg SPECIFICATION: 5P 34
INDICATIONS, DOSAGE, , CONTRAINDICATIONS  pgs 4o -
o B Gl © o pogt et antutend by
GAREFULL LEAFLET . GLOMED PHARMAGELITICAL COMPANY , Inc.
mm;rwmmwc 35 Tu Do Boulevard, Viemam-Singapers industrial Park,
in a dry place, protect from Thuan An, Binh Duong.
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HUGNG DAN SU DUNG THUOC
APLORAR

Irbesartan
1- Tén thudc vi thanh phin
Mai vién bao phim chira
Hoat chat:
APLORAR 150 vién bao phim: Irbesartan 150 mg.
APLORAR 300 vién bao phim: Irbesartan 300 mg.

Ta duge: Lactose monohydrat, croscarmellose natri, hydroxypropylmethyl cellulose, cellulose vi tinh thé, silic dioxyd, magnesi stearat, PEG 6000, titan dioxyd, talc,
2- Durge lyre hoe va durge ding hoe

Durge liee hpe

| Irbesartan 1a mét thude ding duémg ubng c6 the dung déi khang chon loc trén thy thé angiotensin-IT (phan nhém AT, ).

Irbesartan ngan chiin toin b tic dong cia angiotensin-11 qua trung gian thy thé AT, bét ké ngudn gbe hoge dirémg téng hp ciia angiotensin-11. Sy déi khang chon loc
thy thé ciia angiotensin-I1 (AT;) lam tang renin huyét tuong vé ndng do angiotensin-I, lam gidm néng dé aldosterone huyét tuong. Néng 4 kali trong huyét thanh
khong bj anh huémg dang ké béi irbesartan khi ding mét minh véi lidu khuysln cdo. Irbesartan khang irc ché men chuyén (kinase-I1), la men tao ra angiotensin-1I va la

| men tdc dong 1én su thodi gidng cia bradykinin thanh cée chit chuyén héa bit hoat. Irbesartan khang cn phai chuyén thanh cc chét chuyén hoa dé ¢6 tac dong nay.

Durgre dpng hpe

beesaﬂgn dugce hip thu nhanh chéng qua dutmg tiéu hoa véi sinh kha dung dwomg udng 60-80%. Néng dd dinh trong huyét tuong ciia irbesartan dat dwoc sau khi uéng
1,5-2 gitr. Irbesartan gn két khodng 96% voi protein huyét trong. Thude chiu s chuyén héa mot ph%.n & gan, chii yéu bai hé cytochrom P450 2C9 (CYP2C9) thanh

| chdt chuyén hoa khong hoat tinh. Thudc duge bai tiét trong mat va trong nudéc tiéu duéi dang khong ddi va chét chuyén hoa, Khodng 20% cita mét lidu ubng hojc tiém

tinh mach duge bai tiét trong nude tiéu trong do6 duai 2% 14 duéi dang thube khang di. Nira doi thai trir cudi cing khoang 11-15 gid,

3- Chi dinh

Diéu trj ting huyét ap nguyén phat (ting huyét ap khéng rd nguyén nhén).

Diéu tri bénh thin & bénh nhan dai thdo duémg typ 2 c6 tang huyét ap.

4- Liéu diing va cich diing

Liéu diing

Trong bénh ting huyét dp, irbesartan duge ding véi lidu 150 mg mét lin/ngay, tang dén lidu 300 mg mét lin/ngay néu cin. C6 thé ding liéu khéi diu thip hon (75 mg
mot ldn/ngdy) d6i voi bénh nhan trén 75 tudi, bénh nhan giam thé tich ndi mach, v bénh nhan dang dugc thim phan méu, Tré em 6-12 tudi bj bénh tang huyét 4p c6
thé ding liéu 75 mg mét lin/ngdy, tang dén liéu 150 mg mét lan/ngdy néu cin.

Trong diéu trj bénh than & bénh nhan dai thao dwémg typ 2 ¢6 tang huyét 4p, irbesartan duge ding vai ligu khai dau 150 mg mt lan/ngay, liéu duy tri 300 mg mdt
lin/ngay.

Ciach ding

Udng thube cing hodc khong cing voi bira an.

5- Chéng chi dinh

Dij img vai bit ky thanh phin nao cua thube,

Phu nir mang thai 3 thang giira va 3 thang cudi cia thai ky.
Phy nir dang cho con bu.

6- Luru ¥ va thiin trong

Sir dung thubde thén trong trén nhimg bénh nhan bj hep ddng mach thin, bénh nhan suy thin hay suy gan.

O nhitng bénh nhén bj gidm thé tich ndi mach (nhw nhimg ngudi dige diéu trj véri liéu cao thude lgi tidu) co thé xay ra tut huyét ap, nén diéu chinh tinh trang nay trudc
khi ding irbesartan hodc dung liéu khéi ddu thap hon,

Véi tinh trang tang kali huyét co thé xay ra, nén kiém sodt ndng d6 kali trong huyét thanh, dac biét & ngwoi gia va bénh nhéin suy thin, va tranh ding chung véi thude loi
tieu giir kali.

Sir dyng cho tré em: APLORAR khéng duge chi dinh cho tré em duéi 6 tudi, do chura ¢6 thng tin v& mire 43 an toan va hiéu qua cia thude & nhém tudi nay.

Sir dyng trén phy nir ¢6 thai: Thong tin cho bac sT truée khi ding APLORAR néu ban dang c6 thai, ban nghi ring ban c6 thé c6 thai, hogc ban dang dy dinh c6 thai.
Khéng nén ding APLORAR trong 3 thang diu thai ky. Néu ban c6 thai trong khi dang diéu trj véi APLORAR, hoi ngay y kién béc sf ciia ban. Khdng khuyén cdo ding
APLORAR trong 3 théng giira hogic 3 thang cudi thai ky.

Sir dyng trén phy nir dang cho con bii: Chira dugce biét irbesartan c6 bai tiét trong sira ngudi hay khéng, nhung irbesartan hay mét vai chit chuyén hoa cia irbesartan

dirge bai tiét trong sita chudt me véi ndng dd thip. Do thube co thé giy tic dung phu cho tré bl me, nén quyét dinh ngimg cho con b hodic ngimg thude c6 ¢in nhéc

dén tim quan trong ciia viéc ding thude doi véi ngudi me.
Anh hwing ciia thubc Ién khi ning didu khiéq tiu xe vd vin hanh mdy méc: Thudc nay co thé gdy chéng mat. Khéng lai xe, sir dung may moc hay lam bét ky
cong viéc nao doi hoi s tinh tdo trude khi ban chic chin ring ban co thé thye hién nhimg cong viéc do mdt cach an toan.

7- Twong tic ciia thude véi cic thude khéc va cdc dang twong tic khic

Téc dyng chng ting huyét ap cia irbesartan duge ting cutmg khi ding dong thi véi cac thude lam ha huyét ap khac,

Sir dyng irbesartan déng thi véi cac thube lam tang kali huyst nhu thude lgi tiéu gifr kali, cac ché phdm bd sung kali hodc mudi chira kali cé thé giy tang kali huyét.
Irbesartan dugc chuyén héa boi hé enzym cytochrom P450 va c6 thé anh hudng dén chuyén hoa cia mét vai thude bj chuyén hoa béi cac enzym nay.

Cimetidin lam tang dién tich dudi duimg cong (AUC) cta irbesartan khodng 18%.

Phenobarbital lam gidm ndng d§ irbesartan va chét chuyén héa c6 hoat tinh.

Ketoconazol irc ché qué trinh chuyén irbesartan thanh céc chét chuyén héa cé hoat tinh.

Sir dung irbesartan dong théri véi hydroclorothiazid va digoxin khéng cho thiy trong tac no cé ¥ nghia lim sang.

8- Téc dyng khéng mong mudn

Téc dung ngoai ¥ do irbesartan thuémg nhe va thoang qua bao gm chéng mat, nhirc ddu, va ha huyét ap thé dimg lién quan dén liu ding. Tinh trang ha huyét 4p dic
biét xay ra & nhimg ngudni bj giam thé tich ndi mach (nhu nhimg nguni duge diéu trj véi lidu cao thude lgi tiéu). .

Céc tac dung khac hiém khi xay ra nhur suy chirc nang thén, ndi man, may day, ngira, phu mach, va ting men gan. Tinh trang ting kali huyet, dau co va dau khop ciing

da duoc bao cdo. Tac dung gdy ho do irbesartan it xdy ra hon so véi cac thude irc ché men chuyén di angiotensin,

| Céc te dung ngoai ¥ khac do thubc déi khang thy thé angiotensin 1T gém réi loan hé hép, dau hmg, réi loan tiéu hoa, mét moi, va giam bach cdu trung tinh.

Ngwng sie dung va hoi y kién bde st néu: phi mach, viém hong, sit, kho nudt hodc kho tho.
Théng bio cho bic si nhirg tic dyng khéng mong mudn gip phai khi sir dyng thudc.

9- Qui lidu va xir tri

Tri¢u chimg: Kinh nghiém cho thiy nhimg ngudi truémg thanh ding lidu t6i 900 mg/ngay trong § tudn khéng bi ngd déc. Nhimg biéu hién c6 thé dugc nghi la do qua |

liéu 14 ha huyét 4p va tim d@p nhanh; nhip tim chim ciing c6 thé xay ra khi qua li¢u.
Xit tri: Chua c6 thong tin cy thé vé viée diéu tri qua lidu véi irbesartan. Bénh nhin cdn dwoc gidm sit chit chg, duge didu trj triéu chimg va didu tri hd trg. Céc phuong

|_phép dé nghi bao gém gy ndn vi/hodic rira da day. Than hoat 6 thé duoc sir dung trong diéu tri qua liéu. Irt khéng bi loai trir boi sy thim phan méu.
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10- Dang bao ché va dong géi

APLORAR 150: Hjp 2 vi x 14 vién bao phim; Hgp 3 vi x 10 vién bao phim.
APLORAR 300: Hjp 2 vi x 14 vién bao phim; Hop 3 vi x 10 vién bao phim.
11- Bao quan

Bao quan noi khé réo, tranh anh sang, nhigt dé khong qua 30°C.

12- Tiéu chufin chit lwgng: USP 34,

13- Han ding: 36 thang ké tir ngay san xudt,

THUOC BAN THEO BON
PE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xuit boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: $4 35 Pai L8 Ty Do, KCN Viét Nam — Singapore, thi x3 Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769094

PHO CUC TRUONG

Aguyin Vit Hling




