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NHAN Vi LODINAP 5

Kich thudc: (Vi 10VIEN)

Dai:  112mm
Cao:  45mm

BOY TE
CUC QUAN LY DUQC

PA PHE DUYET

Lén dau:.3..1.9.....2.045..

@"‘m@w | Odinap :'

AR
&nﬂ“"“é,:mc prid 257 en
"k Ia\,ca % -:_’1\:_
E?ﬂ”‘ E“?‘\?’,;';E prs o ity
1 e y (_t\\)'ﬂ -
: (R
71 & S
. p 4
| Odl n ma in 2
A cen d =
aalapt™ e 5
D,iww sFMAC aprt ™ ‘ea‘f;-.c.a'u x
et :Eowm\* 1
.@ o
i
® 2-2

. 5
a
K ‘ Odlr‘,\ea\?mg oMED l nf‘ ina’p
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110 Vi x 10 VIEN)

)

Kich thuac:

Dai: 116 mm
Rong:
Cao:  55mm

P

48 mm

COMPOSITION: Each tablet contains Enalapril maleate 5 mg
Excipients g.s. 1 tablet,

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please 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,ina
dry place, protect from light,

SPECIFICATION: U5F 36

lodinap's s

Enalapril maleate
SBK / Reg No.:

S

Manufactured by;

GLOMED PHARMACEUTICAL COMPANY, Inc.
5 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An, Binh Duang.

RX Prescription only

Enalapril maleate

Box of 10 blisters of 10 tablets

lg/inap‘@s

@inapms

Enalapril maleate

/_////_ THANH PHAN: Méi vién nén chira Enalapril maleat 5 mg.

Ta duge visa d0 1 vien.

CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC VE SAN PHAM:
Xin doc té hudng dan sir dung,

DE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: B nai kha rio, tranh 4nh sang, nhiét d6 khang
qua 30°C

TIEU CHUAN: USP 36

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

San xuat béi

CONG TY €O PHAN DUCC PHAM GLOMED
35 Bai Ld Tu Do, KON Viet Nam-Singapaore,
Thuan An, Binh Duang

jeajew [1idefeuy

Ry Thudc bin theo don

Enalapril maleat

Hop 10 vix 10 vién nén

IQJinap‘@s
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NHAN HOP LODINAP 5

Kich thudc: (HOP 20 Vi x 10 VIEN)

Dai: 112 mm
Cao: 102 mm
Ry Thusc ban theo dan Hop 20 vi x 10 vién nén

Box of 20 blisters of 10 tablets

IQ/inap""s

Enalapril maleat

THANH PHAN: M&i vién nén chua Enalapril maleat 5 mg,
Ta duge vira du 1 vién,
COMPOSITION: Each tablet contains Enalapril maleate 5 mg. 54

Excipients g.s. 1 tablet
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHi DINH VA CAC THONG TIN KHAC VE SAN

PHAM: Xin doc t& huang dan sir dung. ;
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER ; ‘l
INFORMATION: Please refer to the package insert. i
BAO QUAN: Dé nai khé rao, tranh dnh sang, nhiét do khong qua 30°C, H
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light. i El
DE XA TAM TAY CUA TRE EM./ KEEP OUT OF REACH OF CHILDREN.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG./ READ CAREFULLY THE LEAFLET BEFORE USE. ﬁ
TIEU CHUAN:/ SPECIFICATION: USP 36, SDK/Reg No.: >
B
S 2

San xudt bai/Manufactured by:

CONGTY €O PHAN DUQC PHAM GLOMED 616 SX/Batch No.:
GLOMED PHARMACEUTICAL COMPANY, Inc. NSX/Mfg. Date:

35 Dai Lo Tu Do, KCN Viet Nam-Singapore, ) i
Thuéan An, Binh Duong. HD/Exp. Date:

b

héngp/{nam 2015
Gng/Giam Dic
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NHAN HOP LODINAP 5

Kich thudc: (HOP 30 Vi x 10 VIEN)
Dai: 112 mm
Cao: 102 mm

Ry Thudc ban theo don Hop 30 vi x 10 vién nén

Box of 30 blisters of 10 tablets
l odinap’s

Enalapril maleat

THANH PHAN: Méi vién nén chifa Enalapril maleat 5 mg.
Ta duoc vira di 1 vien.

COMPOSITION: Each tablet contains Enalapril maleate 5 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& hudng dan str dung.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION: Please refer to the package insert.

BAO QUAN: Dé nai khé rao, tranh anh sang, nhiét do khong qué 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.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG./ READ CAREFULLY THE LEAFLET BEFORE USE.

TIEU CHUAN:/ SPECIFICATION: USP 36, SDK/Reg No.:
GLOMED
A

San xudt bdi/Manufactured by: S& 16 SX/Batch No.:

CONGTY CO PHAN DUQC PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Bai Lo Tu Do, KCN Viet Nam-Singapore, HD/Exp. Date:
Thuan An, Binh Duong.

NSX/Mfg. Date:
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NHAN HOP LODINAP 5

Kich thudc: (HOP 50 Vix 10 VIEN)
Dai: 112 mm
Cao: 102 mm

-

RX Thuéc ban theo don Hop 50 vi x 10 vién nén
Box of 50 blisters of 10 tablets

lQ_,inap®5 Th“d““wnhvén

Enalapril maleat > <

THANH PHAN: Méi vién nén chiia Enalapril maleat 5 ma.
Ta dugc vira du 1 vien,

COMPOSITION: Each tablet contains Enalapril maleate 5 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& hudng dan s dung.

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

BAO QUAN: Dé nai khé rdo, trinh dnh sdng, nhiét do khong qua 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from fight.

DE XA TAM TAY CUA TRE EM./ KEEP OUT OF REACH OF CHILDREN.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG./ READ CAREFULLY THE LEAFLET BEFORE USE.

TIEU CHUAN:/ SPECIFICATION: USP 36. SDK/Reg No.:
GLOMED,
A

San xudt bai/Manufactured by: S04 16 SX/Batch No.:

CONGTY CO PHAN DUCC PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Dal Lo Tu Do, KCN Viét Nam-Singapore, HD/Exp. Date:
Thudn An, Binh Duong.

NSX/Mfg. Date:
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| 1. Thanh phin

HUOGNG DAN SU DUNG THUOC
LODINAP®5 o

Vién nén

M3i vién nén chira:

Hoat chdt: Enalapril maleat 5 mg

Td dueore: Acid maleic, lactose monohydrat, celulose vi tinh thé 101, povidon K30, crospovidon logi B, silic dioxyd thé keo, talc,

magnesi stearat.

2. Duge luc hge va duge dfng hoc

Dugc lye hoc

- Sau khi ubng, enalapril thiy phan thanh enalaprilat c6 tac dung tic ché men chuyén angiotensin (ACE). Men chuyén angiotensin
(ACE) 12 mjt peptidy! dipeptidase xtc tac phan (rng chuyén doi angiotensin I thanh angiotensin I, chit gdy co mach manh.
Angiotensin II con kich thich vo thuong than tiét aldosteron.

- Li ich ciia enalapril trong diu trj tang huyét p va suy tim chu yéu 1a do trc ché h¢ renin — angiotensin — aldosteron. Sy tre ché men
chuyén angiotensin lam giam angiotensin II trong huyét twong dén dén lam giam co mach va giam tiét aldosteron. Sy giam co mach
din dén 1am giam sirc can ngoai vi. Trong bénh suy tim, thudc lam giam ddng thoi tién ganh va hiu ganh; va cng suat ciia tim ¢6
thé tang ma khong lam thay d6i dang ké nhip tim. Digu trj lau dai v6i enalapril 1am giam chimg suy tim sung huyét, giam tri¢u chitng
va mirc d§ cua bénh suy tim.

- Men chuyén angiotensin giéng véi kininase, mot enzym phan hiy bradykinin. Viéc lam ting ndng do bradykinin, mot peptid gy co
mach manh, ¢6 vai trd gl trong hiéu qua diéu trj cia enalapril vin chua rd rang.

- Trong khi co ché lam giam huyét ép cia enalapril dugc cho ring chu yéu I3 {rc ché h¢ renin — angiotensin — aldosteron, thi trong thyc
té enalapril c6 tac dung chdng ting huyét ap ngay ca ¢ nhimg bénh nhan ting huyét ép cé renin thip.

Dugce djng hoc

- Enalapril tac dong nhu mot tidn ch_é.t cua diacid enalaprilat, la dang c6 hoat tinh va hép thu kém qua dudng uémg. Sau khi uéng, "
khoang 60% liéu enalapril dugc hap thu qua dudng tiéu héa va nong d6 dinh cua thudc trong huyét twong dat dugc trong vong 1 gj -3
Thirc an khong anh huéng dén sy hip thu ctia Enalapril.

- Enalapril dugc thiy phén nhiéu & gan thanh enalaprilat. Nong do dinh cua enalaprilat trong huyét trong dat duge trong vong 3 dé
gitr sau khi udng 1 liéu enalapril. Khoang 50 — 60% enalaprilat lién két vi protein huyét twong.

- Thdi gian ban tich liy hidu qua cia enalaprilat sau nhiéu 14n udng enalapril maleat 1a 11 gir & nhirng ngudi ¢6 chire ning than binh
thudng. Sau khi udng 1 liu enalapril, thudc dugc théi trir trong nude tiéu va phan dudi dang enalaprilat va dang khong ddi, phén 16n
thai trir qua nuwéce tiéu. Enalaprilat co thé dugc loai bo bai tham phin mau va tham phén phic mac. '

3. Chi dinh 77

Enalapril duge ding mdt minh hay phbi hop vai cac thude khéc trong diéu tri ting huyét ap va suy tim.

Enalapril con duge diing trong phong ngira cac con thiéu mau mach vanh va nhing tridu chirng suy tim & ngudi bénh suy thét trai

khéng triéu chimg, ké ca chimng nhdi mau co tim.

4. Li¢u ding va cdch diing

Ngudi l6n:

Téng huyét dp: liéu khoi ddu 12 2,5 — 5 mg/ ngay. C6 thé tang liéu tiy theo dap trng huyét 4p cta ngudi bénh. Lidu duy tri thong thudng

1210 — 20 mg/ l4n x 1 l4n/ ngdy. Khong dung qua 40 mg/ ngay. .

Suy tim: thudng ding enalapril déng thai v6i thudc lgi tiéu. Trong trudng hop nay nén giam liéu thudc lgi tiéu trude khi bét diu diéu |

trj biing enalapril va phai c6 sy giam sat ctia bac si. Liéu khéi ddu khuyén dung 14 2,5 mg/ lan x 1 1an/ ngdy, trong 3 ngay déu; 2,5 mg/

1in x 2 14n/ ngay, trong 4 ngay tiép theo. C6 thé tang déan liéu dén 20 mg/ ngay, ubng 1 lan hogc chia lam 2 lin vao budi sang va budi
ti. C6 thé digu chinh lidu trong 2 — 4 tufn.

Suy that trdi khong triéu chimg: lidu khoi déu 12 2,5 mg ngay 2 14n vao budi sang va bubi tdi. C6 thé tang dén lidu dén 20 mg/ ngay, "

chia lam 2 14n vao budi sang va budi tbi. C6 thé didu chinh li¢u trong 2 — 4 tudn.

Bénh nhdn suy thén: cn giam lidu hogc kéo dai khoang cach giira céc lidu.

- Néu do thanh thai creatinin tir 30 — 80 ml/ phit: lidu khoi ddu 12 2,5 mg/ ngay. Liéu duy tri thong thudmg 14 5 — 10 mg/ ngay. Liéu tdi
da 12 20 mg/ ngay. |

- Néu d9 thanh thai creatinin nh hon hogc béng 30 ml/ phit: liéu khoi ddu 12 2,5 mg/ ngay. Liéu duy tri thong thuong 122,5 - 5 mg/
ngdy. Liéu toi da 1a 10 mg/ ngay.

' Bénh nhan tham phan mdu: lidu théng thuong 14 2,5 mg vao ngay thim phan. Nhimg ngay tiép theo cé thé ting liéu tity theo dap ng

huyét ap ctia bénh nhan.

Tré em: tham khao v kién bc si.

5. Chédng chi dinh

Qué méin véi bét ky thanh phén ndo cta thude.
Tién sir phit mach do dung thudc trc ché men chuyén angiotensin, phit mach tw phat hay di truyén.
Hep dong mach thdn mét bén hodc hai bén.

Hep dong mach chi, bénh co tim tic nghén ning.
Ha huyét ép c6 truéc.

Phy nif 6 thai.
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6. Luu y va thin trong
Trong trudmg hop suy tim, nén kiém soét huyét 4p va chirc ning than trudc va trong subt qua trinh diéu tri.

Tham khio ¥ kién bac s truéc khi sir dung trong truomg hgp: Suy than, tién st phii thén kinh mach mau, hep dong mach chu, hep |
dong mach thin, bénh mach méu thén, bénh co tim. i
Sir dung cho phu nir c6 thai: Thudc khéng dugce khuyén ding cho phy nit dang mang thai, déic biét trong 3 thang giira va 3 thang cudi |
cua thai ky.

Sir dung cho phu ni¥ dang cho con bi: Enalapril bai tiét trong sira me nén thuomg khong dugc khuyén ding trong trudmg hop dang

cho con bu.

|
|
Anh huwing ciia thubc 1én khi ning diéu khién tau xe va vin hanh mdy méc: Trong mét vai trudmg hop thude c6 thé anh hudng ‘
|

dén kha néing diéu khién tau xe hay van hanh may méc, dic biét trong giai doan d4u ctia qué trinh didu tri.
! 7. Téc dung khong mong muén
| Tac dung ngoai ¥ thudng nhe va thoéng qua.
Thiromg gap: nhirc diu, chéng mét, mét moi, mAt ngd, rdi loan vj gidc, tiéu chay, budn non, non, dau bung, ha huyét 4p thé dimg, ngét,
| phat ban, ho khan va phit mach c6 thé do tac dung lén chuyén héa bradykinin hodc prostaglandin, suy thin.
It gdp: giam hemoglobin va hematocrit, giam bach céu trung tinh, mit bach cAu hat, protein niéu, kich déng.
Hiém gap: téc rudt, viém tuy, viém gan, qua min, dau co, co thit phé quan va hen.
Ngung sir dung va hoi y kién bdc st néu: phit mach, viém hong, sbt, kh6 nubt hoic khé thé.
Théng bio cho béc si nhirng tic dung khéng mong mubn giip phai khi ding thudc.
8. Twong tic ciia thube véi cic thude khdc va cic loai twong tic khic
i Téc dung ha huyét 4p cua enalapril duoc ting cudmg khi ding dong thdi voi cac thubc tri ting huyét ap gy giai phong renin (vi du:
| thudc lgi tidu), thudc gay mé va bj giam khi ding dong thoi vi cac thube khang viém khong steroid (NSAIDs).

| Str dung enalapril ddng thoi voi céc thude lam téng kali huyfét thanh nhu thudc loi tiéu gitr kali, céc chit bd sung kali hogc cac chét
| ' thay thé mubi c6 chira kali ¢6 thé gay tang dang ké kali huyét thanh.

Str dung enalapril ddng thai véi lithi c6 thé 1am ting ndng db lithi huyét.

Str dung enalapril ddng thdi véi cic thude chen beta — adrenergic, methyldopa, cac nitrat, thudc chen calci, hydralazin, prazosin va
digoxin khong cho thdy twong tic ndo c6 ¥ nghia 1am sang.

9. Qué lidu va xir tri

Triéu chimg: Dix liéu vé qua liéu enalapril & ngudi con han ché. Pac diém ndi bat cia qua lidu enalapril chu yéu 12 ha huyét ap.

X tri:

- Ngimg diéu trj bing enalapril va theo ddi ngudi bénh chit ché.

: Chﬁ {éu diéu trj trigu chimg va hd trg. Néu tut huyét 4p xay ra, dat bénh nhan nim ngira va truyén tinh mach dung djch
sinh ly.

- Thim phan mau c6 thé gitp loai enalaprilat ra khoi vong tudn 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.

Hop 50 vi x 10 vién nén.

11. Piéu ki¢n bio quin: P& noi khé réo, tranh 4nh séng, nhiét do khong qua 30°C.
12. Tiéu chuén chit lwgng: USP 36.

14. Han diing: 24 thang ké tir ngay san xuét,

THUOC BAN THEO DON
DE 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 xudt boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S6 35 Pai 16 Ty Do, KCN Viét Nam - Singapore, thj xa Thuan An, tinh Binh Duong,

DT: 0650. 3768823 Fax: 0650. 3769095
o
v/

TUQ cuc TRUBNG
CUC NC
PTRUONG PHONGJ
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