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psinnoentiec<YHAN HOP LODINAP 10

Kich thudc: (10Vix 10VIEN)
Dai: 116 mm

Rong: 48 mm

(@o:  55mm

L4
COMPOSITION: Each tablet contains Enalapril maleate 10 mg odlna ®10
Excipients g.s. | tablet. <

INDICATIONS, DOSAGE, ADMINISTRATION, Enalapril maleate
CONTRAINDICATIONS AND OTHER INFORMATION: SOK / Reg No:
Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN,
READ CAREFULLY THE LEAFLET BEFORE USE. S
et 4 Manufactured by
s 5t t r
STORAGE: Store at the temperature not more than 30°C, ina GLOMED PHARMACEUTICAL COMPANY, Inc.

y tfrom light. :
iy place paotectfrom fig 35Tu Do Boulevard, Vietnam-Singapore

\ SPECIFICATION: USP 36 Industrial Park, Thuan An, Binh Duong

RX Prescription only Box of 10 blisters of 10 tablets

. odinap’10

Enalapril maleate

[ B i
///_ THANH PHAN: Mbi vién nén chifa Enalapril maleat 10 mg 5815 SX / Batch No. ON(

&

inap'10

Enalapril maleate

Ta dugc vita 80 1 vién, NSX / Mg Date 6 ¥
. HD / Exp Date: ;

CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA

CACTHONG TIN KHAC VE SAN PHAM: GOC

Xin doc té hudgng dan st dung, '

PE XATAMTAY CUA TRE EM. G\'

BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG. ECES ?-\

BAO QUAN: 6 noi khé rac, tranh anh sang, nhigt dé khéng  Son xuat bak N
RUANI DS not kb trinh dnh shog, shigt dh himg. TV ES Pial DUTC PHAM GLOMED e

qua 30°C

) 35 Bai L6 Ty Do, KON Viét Nam-Singapore,
TIEU CHUAN: USP 36 Thuan An, Binh Duong _///’/

ﬂd R)( Thuéc ban theo dan Hap 10 vix 10 vién nén ‘ "
odinap’1o

Enalapril maleat

jeajeuwl [l1idejeu3

or deui
Vi

@

: b’d’?’&ié’,j}l_géy,#} thangt4 nam 2015
cgNG v ¢_,(P. Téng Giam Péc
cOPHAN \= (.




https://trungtamthuoc.com/

NHAN HOP LODINAP 10

Kich thudc: (HOP 20 Vi x 10 VIEN)
Dai:  112mm
Cao;: 102 mm

RX Thudc ban theo don Hop 20 vi x 10 vién nén
Box of 20 blisters of 10 tablets

lgginap®1o

. Enalapril maleat

THANH PHAN: Méi vien nén chia Enalapril maleat 10 ma.
Ta dugc vira dii 1 vién,

COMPOSITION: Each tablet contains Enalapril maleate 10 mg.
Excipients g.s. 1 tablet.

CHi BINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE SAN
PHAM: Xin doc t&r hueng din st dung

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

BAO QUAN: Bé noi kha rao, tranh anh sang, nhiét dé khang qua 30°C. -
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light. 4 ?'4"
DE XA TAM TAY CUA TRE EM./ KEEP OUT OF REACH OF CHILDREN.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG./ READ CAREFULLY THE LEAFLET BEFORE USE. ﬂ
TIEU CHUAN:/ SPECIFICATION: USP 26 SDK/Reg No.: A

o

S PH
San xudt bai/Manufactured by \ . ;
CONGTY CO PHAN DUOC PHAM GLOMED 5616 SX/Batch No.: / j“i
GLOMED PHARMACEUTICAL COMPANY, Inc.
' NSX/Mfg. Date:

35 Bai Lo Tu Do, KON Viét Nam-Singapore, i ﬁ—:ﬁ
Thuan An, Binh Duang. HD/Exp. Date: —
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NHAN HOP LODINAP 10

Kich thuéc: (HOP 30 Vix 10 VIEN)
Dai: 112 mm
Cao: 102 mm

Ry Thuéc ban theo don Hép 30 vi x 10 vién nén
Box of 30 blisters of 10 tablets

| Lodinap L

Enalapril maleat

. THANH PHAN: M&i vién nén chua Enalapril maleat 10 mg.

Ta duge vira di 1 vién.

COMPOSITION: Each tablet contains Enalapril maleate 10 mg.

Excipients g.s. 1 tablet.

CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN
PHAM: Xin doc t& huéng dan st dung.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

BAO QUAN: D€ nai khé réo, trénh anh sang, nhiét dé khang qua 30°C

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light,
DE XA TAM TAY CUA TRE EM./ KEEP OUT OF REACH OF CHILDREN.

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG./ READ CAREFULLY THE LEAFLET BEFORE USE. "
TIEU CHUAN:/ SPECIFICATION: USP 36, SBK/Reg No.:
OLOMED
LA
San xudt bai/Manufactured by: 56 16 SX/Batch No. |
CONGTY CO PHAN DUOC PHAM GLOMED .
GLOMED PHARMACEUTICAL COMPANY, Inc. >/ Mfa. Date:
35 Bai Lo Tu Do, KCN Vigt Nam-Singapore, HD/Exp. Date:

Thuén An, Binh Duong.
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HUGNG DAN SU DUNG THUOC

LODINAP® 10

Vién nén

1. Thanh phén

M&i vién nén chira:

Hoat chdt: Enalapril maleat 10 mg

Té dwpc: Acid maleic, lactose monohydrat, celulose vi tinh thé 101, povidon K30, crospovidon loai B, silic dioxyd thé keo, talc,
magnesi stearat.

2. Duge lye hoc va dwge ding hoc

Dugc luc hoc

. Sau khi ubng, enalapril thity phan thanh enalaprilat c6 téc dung (e ché men chuyén angiotensin (ACE). Men chuyén angiotensin

(ACE) 12 mdt peptidyl dipeptidase xtc tac phan tng chuyén d6i angiotensin I thanh angiotensin II, chét gay co mach manh.
Angiotensin II con kich thich vo thugng thén tiét aldosteron.
- Loi ich ctia enalapril trong didu tri tang huyét 4p va suy tim chi yéu I do e ché hé renin — angiotensin — aldosteron. Sy trc ché men

chuyén angiotensin lam giam angiotensin II trong huyét twong dén dén 1am giam co mach va giam tiét aldosteron. Sy gidm co mach
dén dén 1am giam strc can ngogi vi. Trong bénh suy tim, thubc lam gidm ddng thi tién ganh va hiu ganh; va cong suit cia tim co

thé ting ma khong 1am thay ddi dédng ké nhip tim. Diéu trj lau dai vi enalapril lam giam chimg suy tim sung huyét, gidm tri¢u chimg

va mirc d§ cia bénh suy tim.

- Men chuyén angiotensin giéng véi kininase, mt enzym phén huy bradykinin. Vigc lam tang ndng do bradykinin, mot peptid gdy co
mach manh, c6 vai trd gi trong hidu qua diéu trj cia enalapril vin chua rd rang.

- Trong khi co ché lam giam huyét &p cua enalapril dugc cho ring chi yéu 1 (rc ché hé renin — angiotensin — aldosteron, thi trong thyc
té enalapril c6 thc dung chéng ting huyét éip ngay ca & nhimg bénh nhén ting huyét &p c6 renin thap.

Durgce djng hoc

- Enalapril téc dong nhur mot tién chit cia diacid enalaprilat, 12 dang ¢6 hoat tinh va h?:v thu kém qua dudng uéng. Sau khi ubng,
khoang 60% liéu enalapril dugc hép thu qua dudng tiéu hoa va ndng do dinh cia thude trong huyét twong dat dugc trong vong 1 gid.

Thirc an khong anh hudng dén sy hip thu cuia Enalapril. P
- Enalapril dugc thity Ehan nhidu & gan thanh enalaprilat. Nong d§ dinh ciia enalaprilat trong huyét tuong dat dugc trong vong 3 défé V-
gity sau khi ubng 1 liéu enalapril. Khoang 50 — 60% enalaprilat lién két véi protein huyét twong, 0‘3 CON
- Thoi gian bén tich lity hi¢u qua cua enalaprilat sau nhiéu 1dn uéng enalapril maleat 1a 11 gid & nhitng ngudi c6 chirc néng thgn b 06 F
thudng. Sau khi uong | liéu enalapril, thude dugc thai trir trong nude tiéu va phin duti dang enalaprilat va dang khong doi, pha HUGC
thai trir qua nudc tidu. Enalaprilat ¢6 thé dugc loai bo boi thdm phan mau va thim phan phic mac. \::,_ GLC
3. Chi djnh _ QN
Enalapril duge ding mot minh hay phéi hgp véi cc thubc khac trong diéu trj ting huyét ap va suy tim. T "\fgg@

Enalapril cdn dugc ding trong phong ngira cic con thiéu mau mach vanh va nhimg trigu chimg suy tim & ngudi bénh suy thit trai
khong triéu chimg, ké ca chimg nhdi méau co tim.

4. Lidu ding va cdch ding

Ngudi lon:

Teing huyét dp: lidu khéi diu 12 2,5 — 5 mg/ ngay. C6 thé tang lidu thy theo dap (mg huyét 4p ctia ngudi bénh. Liéu duy tri thong thutmg
14 10 — 20 mg/ I4n x 1 14n/ ngdy. Khong dung qua 40 mg/ ngay.

Suy tim: thudng ding enalapril ddng thoi v6i thudc loi tiéu. Trong trutmg hop nay nén giam liéu thudc lgi tiéu trude khi bit déu didu

tri béing enalapril va phai c6 sy gidm sét cua bac si. Liéu khoi ddu khuyén ding 12 2,5 mg/ 1n x 1 1n/ ngay, trong 3 ngay dau; 2,5 mg/
1&n x 2 140/ ngéy, trong 4 ngay tiép theo. C6 thé tang dan lidu dén 20 mg/ ngay, udng 1 1an hogc chia 1am 2 lin vao budi sang va budi
t6i. C6 thé diéu chinh lidu trong 2 — 4 tudn.

Suy thét trdi khéng tri¢u chimg: liéu khoi dAu 1a 2,5 mg ngay 2 1in vao budi sang va budi 1di. C6 thé ting dan liéu dén 20 mg/ ngay,

chia 1am 2 14n vao budi sang va budi tdi. C6 thé diéu chinh lidu trong 2 — 4 tuén.

Bénh nhan suy than: cin giam liéu hoic kéo dai khoang cach gitra céc lidu.

- Néu do thanh thai creatinin tir 30 — 80 ml/ phat: liéu khi du 12 2,5 mg/ ngay. Liéu duy tri thong thudng 12 5 — 10 mg/ ngdy. Liéu t6i
da 12 20 mg/ ngay.

- Néu do thanh thai creatinin nho hon hogc bing 30 ml/ phut: lidu khai ddu 12 2,5 mg/ ngay. Liéu duy tri thong thudmg 12 2,5 — 5 mg/
ngdy. Liéu tdi da 12 10 mg/ ngay.

Bénh nhan thim phan mau: lidu thong thudmg 12 2,5 mg vdo ngdy thim phan. Nhimg ngay tiép theo c6 thé tang liéu tuy theo dédp img

huyét 4p clia bénh nhan.

Tré em: tham khao ¥ kién béc si.

5. Chéng chi djnh

Qua mAn véi bat ky thanh phin nao ctia thudc.

Tién sir phit mach do diing thudc &rc ché men chuyén angiotensin, phit mach ty phat hay di truyén.

Hep dong mach thdn mdt bén hodc hai bén.

Hep dong mach chi, bénh co tim tic ngheén ning.

Ha huyét ap c6 trude.

Phu ni¥ ¢6 thai.
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6. Luu ¥ va thin trong
Trong trudng hop suy tim, nén kiém soét huyét ép va chirc nang thin tru6c va trong subt qué trinh diéu trj.

Tham khio ¥ kién béc si truéc khi sir dung trong trudng hop: Suy than, tién str pht thin kinh mach mau, hep dong mach chu, hep
dong mach than, bé¢nh mach mau thén, bénh co tim.

Sir dung cho phu nir ¢6 thai: Thubc khong dugc khuyén dung cho phy nir dang mang thai, déc biét trong 3 thang giira va 3 thang cudi
cua thai ky.

Sir dung cho phu nir dang cho con bi: Enalapril bai tiét trong sira me nén thuong khong dugce khuyén ding trong trudng hop dang
cho con bi.

Anh huing ciia thue 1én kha ning didu khién thu xe va vin hanh méy mée: Trong mot vai truong hop thude c6 thé anh huong
dén kha ning didu khién tau xe hay van hanh méy méc, dic biét trong giai doan diu cia qué trinh didu tri.

7. Téc dung khdng mong muén

Téac dung ngoai ¥ thudng nhe va thodng qua.

Thuong gdip: nhirc du, chéng mit, mét moi, mét ngu, réi loan vi gide, tiéu chay, budn ndn, non, dau bung, ha huyét ap thé dimg, ngit,
phét ban, ho khan va phti mach ¢6 thé do tac dung Ién chuyén héa bradykinin hogc prostaglandin, suy thén.

It gp: giam hemoglobin va hematocrit, giam bach cau trung tinh, mét bach céu hat, protein ni¢u, kich dong.

Hiém gép: thc rudt, viém tuy, viém gan, qua mén, dau co, co thit phé quan va hen.

Ngung sir dung va hoi y kién bdc st néu: phit mach, viém hong, sdt, khé nubt hogc kho the.

Théng bdo cho béc si nhitng tic dung khong mong mudn gip phai khi diing thude.

8. Twong téc ciia thube véi cdc thube khic va céc logi twong tic khic

Téc dung ha huyét &p cia enalapril dugc ting cuong khi ding dong thoi véi cée thude tri tang huyét 4p gy giai phong renin (vi dy:
thudc lgi tidu), thubc giy mé va bj giam khi ding ddng thori véi céc thude khang viém khéng steroid (NSAIDs).

Sir dung enalapril ddng thosi véi céc thude 1am tang kali huyét thanh nhu thudc loi tiéu gidr kali, cdc chét bd sung kali hoje céc chit
thay thé mudi c6 chira kali c6 thé gay tang déang ké kali huyét thanh.

Sir dung enalapril ddng thdsi véi lithi c6 thé 1am ting ndng d9 lithi huyét.

Sir dung enalapril ddng thori véi céc thube chen beta — adrenergic, methyldopa, céc nitrat, thubc chen calci, hydralazin, prazosin va
digoxin khong cho thy tuong téc nao cd ¥ nghia lim sang.

9. Qud lidu va xik trf 197

Xir tri:
. Ngirng diéu trj bing enalapril va theo ddi ngudi bénh chit che.

- Chu yéu didu trj triéu chimg va hd trg. Néu tut huyét ap xay ra, dat bénh nhan ndm ngira va truyén tinh mach dung dichiiBg
sinh .

- Thém phén mau c6 thé gitip loai enalaprilat ra khoi vong tuén hoan.
10. Dang bao ché va déng géi ==
Hop 10 vi x 10 vién nén.

Hop 20 vi x 10 vién nén.

Hop 30 vi x 10 vién nén.

11. Pidu kién bio quin: Pé noi khé réo, tranh nh séng, nhiét do khong qua 30°C.
12. Tiéu chuéin chét lwgng: USP 36.

14. Han diing: 24 théng ké tir ngy san xuét.

THUOC BAN THEO PON
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 xuft boi: CONG TY CO PHAN DUQC PHAM GLOMED R
Dia chi: Sé 35 Pai 1§ Ty Do, KCN Viét Nam - Singapore, thj xa Thuén An, tinh Binh Duong. i

<IN DT: 0650. 3768823 Fax: 0650. 3769095 )

TUQ CUC TRUONG
P.TRUONG PHONG

-./'1’%!{3/5?? %gf Chu Chin




