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NHAN Vi GLOVERSIN 8

Kich thudec:
Dai :112 mm
Cao : 79 mm
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YG1'NHOM GLOV ‘RSIN 8 o

Kich thubc:
Dai ;188 mm
Cao :140 mm
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Kich thudc: (Hop 1 thi nhém x 1 vi x 30 vién)
Dai :120 mm

’ Rong : 17 mm
Cao : 85 mm

THANH PHAN: M&i vién nén bao phim chifa Perindopril erbumin 8 mg.

T4 duige vifa dii 1 vién.

COMPOSITION: Each film coated tablet contains Perindopril erbumine 8 mg.

Excipients q.s. 1 tablet.

CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc tb huong ddn sif dung.

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

BE XA TAM TAY CUA TRE EM- BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

KEEP OUT OF REACH OF CHILDREN - READ CAREFULLY THE LEAFLET BEFORE USE.

BAO QUAN: BE noi khd rdo, tranh anh sang, nhiét dd khdng qué 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
SBK/ Reg. No.:

San xuat bdi / Manufactured by:

CONG TY TNHH DUGC PHﬂM GLOMED / GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Dai Lo Ty Do, KCN Viét Nam - Singapore, Thudn An, Binh Dudng.

35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, Thuan An, Binh Duong.

GLOVERSIN A

5010 5X / Batlch No.:
NSX / Mig. Date
HD / Exp. Date

B,

' | RX  THUBC BAN THEO DON / PRESCRIPTION ONLY

GLOVERSIN'8

Penndopnl erbumin 8 mg

[l
113
|
|
|
|
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NHAN Vi GLOVERSIN 8 (vi xé)

Kich thuge:

Dai
Cao

- 73 mm
:123 mm

GLOVERSIN®8

Perindopril erbumine 8 mg

CONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., L

GLOVERSIN®8

Parindopril srbumine 8 mg

G
e

CONG TY TNHH DUIC PHAM GLOMED
GLOMED PHARMACELITICAL Co., Ltd

GLOVERSIN®8

Parindopril erbumine B mg

S

CONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Ltd

GLOVERSIN®8

Perindopril erbuming B mg

2
CONG TY TNHH DUC PHAM GLOMED
GLOMED PHARMACELTICAL Co, Lid

GLOVERSIN“8

Perindopril ecbumine 8 mg

DONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACELTICAL Co., Ltd

GLOVERSIN®8

Perindopril erbumine 8 mg

CONG TY TNHH DUGEC PHAM GLOMED
GLOMED PHARMACELTICAL Co., Ltd

GLOVERSIN®8

Perindopril erbumne 8 mg

()

e

CONG TY TNHH DUOC PHAM GLOMED
GLOMED PHARMACELTICAL Co.. Ltd

GLOVERSIN °8

Perindopril erbumine 8 mg

@»

T

CONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACELTICAL Co., Lid

GLOVERSIN®8

Perindopril erbumine & mg

CONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Ltd

GLOVERSIN®8

Perindopril erbuming 8 mg

S

CONG TY TNHH DUJC PHAM GLOMED
GLOMED PHARMACELITICAL Co., Ltd

S6 16 SX / Batch %
HD / Exp. Date ;
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httpws':lltrungtamthuoc.com/ NHEN HOP GLOVERSIN 8

Kich thudc: (Hop 3 vi xé x 10 vién)
Dai :135 mm
Rong : 20 mm
Cao : 80 mm

! RX PRESCRIPTION ONLY

GLOVERSIN 8

Perindopril erbumme 8 mg ,

56 18 SX / Batch No.:

NSX / Mtg. Date
HD / Exp, Date

Box of 3 strips of 10 film coated tablets

STORAGE: Store at the temperature not more than 30°C,

Excipients q.5. 1 tablet. in a dry place, protect from light
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND

OTHER INFORMATION: Please refer fo the package insert.

KEEF OUT OF REACH OF CHILDREN. I'mlﬂlll
READ CAREFULLY THE LEAFLET BEFORE USE.

COMPOSITION: Each film coated tablet contains Perindopril erbumine 8 mg.

Rx Tthudc BAN THEO DON

GLOVERSIN 8

Perindopril erumi mg

Hap 3 vi x 10 vién nén bao phim | |

. mmmnnanhmpmminmmlsmsm. Sinluﬁhﬂi!br,

Ta duge viia 0 1 vién. CONG TY TNHH DUGC PHAM GLOMED
cHi BINH, LEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC GLOMED PHARMACEUTICAL COMPANY, Ltd
VE SAN PHEM: Xin doc o huong dlin sit dung. 35 Dai Lb Ty Do, KON Vigt Nam - Singapore,

BE xa TAM TAY COA TRE EM. BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. Thuén An, Binh Duang. ]
BAO QUAN: D8 nai khd rdo, tranh 4nh sdng, nhiét 0 khong qud 30°C. 35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
SBK / Reg. No.: Thuan An, Binh Duong.

Ngay /§ théng,( A ndm 2016
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NHAN CHAI GLOVERSIN 8 (CHAI 30 VIEN)

Kich thudc:
Dai :115 mm
Cao : 28 mm

(" Thanh ghdn: Mai vién nén bao phim chta

S 16 SX -
Perindopril erbumin ... .8 mg. RX thusc bin theo don Gt
Ta dugcvira di ..o 1 vien.
Chi dinh, liéu Ivgng, céch dang, chBng chi diah GI_OVERSIN h g 2
va cdc thdng tin khéc vé san pham: Perindopril erbumin 8 mg -
Xin doc tis huding din sif dung. i B €
| D xatémtay cia tré em. el BB g
Boc ky hudng din sif dung trurde khi ding. (1 $3n xudl bii: V
Bao quin: ' | CONG TY TNHH DUGC PHAM GLOMED \ ‘
DE ndi kh rdo, tranh dnh sdng, nhigt dj khdng | 35 Pai Ip Tyt Do, KCN Viét Nam - Singapor
| an anc. i T_hﬁr_l An,_BiMm:g.

Ngay /% thangl| nim 2016
__T6ng Giam Dac




||
1] | _
Bl § ujwngJs |Ldopulag

8 NISYIAOTD

NOG O3HL Nya JQNHL X

NHAN HC™ GLOVERSIN 8

Kich thudc: (HOp 1 chai x 30 vién)

Dai

45 mm

Rong : 45 mm

Cao

© 60 mm

Ry THUOC BAN THEO BON

GLOVERSIN 8

Perindopril erbumin 8 mg

THANH PHAN: M3i vign nén bao phim chia

Parindopril 8rbumin ... 8 My,

Téd duge vira B s 1 VI

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH
VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc to hudng din sif dung.

BE XA TAM TAY CUA TRE EM

BQC KV HUGNG DAN SUf DYNG TRUAG KHI DUNG.

BAO QUAN:

D8 nai kh rdo, trdnh 4nh séng, nhiét db khong qud 30°C.
SDK / Reg. Ne.

S6 10 SX / Batch No.:

NSX / Mfg. Date

HD / Exp. Date

4

P
San xust bai:
CONG TY TNHH DUGC PHAM GLOMED
35 Bai L Ty Do, KCN Vigt Nam - Singapore,

Thuﬂ%!nh Dudng.

—

RX PRESCRIPTION ONLY

GLOVERSIN 8

Perindopril erbumin 8 mg

COMPOSITION: Each film coated tablet contains
Perindopril arbuming ..., B Mg,
EXCIPIBAtS §.8...ccieeinivsivasminivermmniinanss 1 taDIEL

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 temperaiure not more than 30°C,
in a dry place, protect from light.

HTARI

Manufactured by:
35 Tu Do Boulevard, Vietnam-Singapare Industrial Park,
Thuan An, Binh Duong.
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NHAN CHAI GLOVERSIN 8 (CHAI 60 VIEN)

Kich thudc:
Dai :115 mm
Cao : 28 mm

Thanh phdn: M&i vign nén bao phim chita

Perindopril erbumin ......................... 8 ma. Rx Thudc ban theo den $6165X:
Ta AWICVIA O ......ovoreevvssenacencnssnns 1vién. NSX
Chi dinh, lidu lvgng, céch diing, ching chi djnh G LOVERS I N B HD

va cdc thang tin khdcvE sdn phdm: i —————
| Xin doctd huting ddn st dyng. . e

BE xa tdm tay cia trd em.

Boc ky hudng din s dyng trudc khi ding.

DE nai khd rdo, trdnh dnh sdng, nhigt dj khang

35 Dai 1§ Ty Do, KCN Vigt Nam - Sing
| qud 30°C.

| Thugn An, Binh Duong.

Ngay/§ thang//nam 2016
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Bao qudn: catt e CONG TY TNHH DUGC PHAM GLOME

/

re,




https://trungtamthiuoc.com/

Buw g ujwngse jldopujiad

8.NISY3IAOTO

NDG O3HL NYE OQNHL XY

1

NHAN HOP GLPYERSIN 8 -

Kich thudc:
Dai 45 mm
Rong : 45 mm

(Hop 1 chai x 60 vién)

Cao

60 mm

I: Rx  rHulic BAN THED DON

GLOVERSIN 8

Perindopril erbumin 8 mg

/? cONG / '

=1 TRACH NHIEM iU /2

THANH PHAN: M3i vign nén bao pmm chia
Perindopril erbumin .. waiariins B Q.

T4 dugc visa di .. 1 vien,

chl BINH, LIEU umna “chcH ntma CHONG CHI DINH
VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc 9 hudng din st dyng.

BE XA TAM TAY CUA TRE EM

BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DONG.

BAO QUAN:

8 nol khd rdo, trdnh 4nh sdng, nhigt do khong qud 30°C.
SOK / Reg. No.

S 18 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

EB
S

Sdn xudt bi:

CONG TY TNHH DUGC PHAM GLOMED

35 aas L6 Ty Do, KGN Viét Nam — Singapare,
, Binh Dudng.

Rx PRESCRIPTION ONLY

GLOVERSIN'8

Perindopril erbumin 8 mg

Rox of 1 bottie of B0 fiim coated fablets

COMPOSITION: Each film coated tablet contains
Perindopril BrOUMINE w.ooovvveernirirninccieicees B ML
Exciplents q.5 1 tablet,
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Plaass 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.

HAHART]

Manutactured by:
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duang.
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GLOVERSIN® ;
Perindopril erbumin |
S Yién nén bao phim [
1. Thanh phén |
- Hoat chdt:
GLOVERSIN® 4: Perindopril erbumin 4 mg.
GLOVERSIN® 8: Perindopril erbumin 8 mg.

| Ta dwge: Micmt}rystalline cellulose & Silic dioxyd 90. lactose monohydrat, pregelatinized starch, silic dioxyd thé keo, magnesi stearat,
Opadry white, sit oxyd vang, brilliant blue. |
. Dang bao ché: Vién nén bao phim.
. Dugc lye hge va duge djng hoe
Duge luc hoc
Nhém duge ly: Thube frc ché enzym chuyén dbi angiotensin.
Ma ATC: C09AA04,

Permdopn] 1a m§t thude (e ché enzym chuyén ddi angiotensin, tac dung théng qua hoat tinh cua chét chuyén hoa perindoprilat. Enzym
chuyen ddi nay (ACE: Angiotensin Converting Enzyme), 12 mét protease (excpeptidase) chuyén angiotensin I thanh angiotensin II 1a mét
chéit co mach manh va thic diy té bao co tron mach mau va co tim tﬁng trudng, dbng thoi ACE géy giang hoa bradykinin la mét chét gaan
mach manh. U'c ché ACE lam giam angiotensin II trong huyét trong, dan dén tang hoat tinh ciia rennin trong huyét tong (do tre ché hdi tac
am dén giai phong rennin) va din dén giam tiét aldosteron, nén lam gidm gii¥ natri va t&ng giit kali trong co thé. Do ACE Iam bét hoat
bradyklnm, trc ché ACE ciing dan dén tang hoat tinh cta hé thdng Kallikrein-Kinin tai cho va trong tuén hoan va nhu vdy ciing hoat hoa h¢
théng prostaglandin. Co ché nay ciing gbép phﬁn 1am giam huyét 4p ciia cic thube ire ché ACE, déng thai mot phin gy ra phan img phy nhu I
ho.

G ngudi ting huyet ép, perindopril 1am gidm huyét &p bing cach 1am giam sirc cin ngoai vi toan thén, do do luu luong mdu ngoai vi ting ma
Kkhong téc dong dén tan sé tim. Thudc thudng gay gidn dong mach va co thé ca tinh mach. Ha huyét 4p thé dimg va nhip tim nhanh it khi xay
ra, nhung thidmg hay xay ra ¢ nhimg ngudi gidm natri méu hogc giam | thé tich mau. Huyét 4p tré lai binh thudng trong vong 1 thang va van
én d;nh khﬂng vugt qua tac dyng di€u trj khi diéu trj ldu dai. Ngimg diu tri khéng gdy h]én tugng dii nguge. Tac dung duy tri sudt 24 gior
khi uéng liéu 1 14n. Giin mach va phyc hdi tinh dan hdi cua dong mach 16n da duge khing dinh kém theo giam phi dai thét trai.

Dang thém thuc loi tidu s& ting t5i da tac dung ha 4p.

@ ngudi suy tim sung huyet perindopril 1dm giam phi dai thit trdi va tinh trang thira collagen dudi ndi tim mac, phuc hdi dac tinh i isoenzym
clia myosin va giam sy xuét hién Joan nhip tii tu6i mau. Perindopril giam tai cho tim (ca tién va hau tai). Perindopril lam glam ap luc db déy
tam thét phai va trai, giam strc khing ngoai bién toan thin, giam nhe thn s6 tim, tang cung lugng tim. V6i liéu dige khuyén céo, huyét 4 ap

| khong thay ddi ro khi dung lidu diu tién ciing nhur l4u dai. Diéu trj thubc dai han khong lim thay ddi chirc nang thin hogc kali mau. Thudc
khong lam thay ddi dung nap glucose, m?mg 46 acid uric hodc cholestero] trong mau.

(6] benh nhén ¢6 bénh tim thiéu miu cuc by man tinh (dau thit ngye on dinh) chwra cé déu higu 14m sang ctia suy tim, thir nghiém lam sang
cho thdy st dung perindopril 1am giam dugc nguy co gip cic bién ¢b tim mach trén cac bénh nhén nay.

| Dugc dgng hoc

' Perindopril tic djng nhu mét tién chdt cia diacid perindoprilat, 1a dang cé hoat tinh. Sau khi uﬁng, perindopril dugc hip thu nhanh (dat
nbng 40 dinh trong 1 gid), sinh kha dung khoang 65-75%. Thuéc bj chuyén héa nhiéu, chi yéu ¢ gan, thanh perindoprilat va céc chat
chuyén hoéa khéng hoat tinh bao gbm cdc glucuronid, Nira ddi thai trir clia perondopril trong huyét twong 1a 1 gi¢. Khodng 20% duge bién
dbi sinh hoc thanh perindoprilat. Nbng d% dinh cua perindoprilat trong huyét trong dat dugc tir 3-4 gity sau khi uong mt lidu perindopril.
Thirc an lam giam sy chuyén permdopnl thanh permdoprllat va do d6 gidm sinh kha dung, vi viiy phai ubng thubc mét lan vio budi sang
trude khi &n. Thé tich phan bé cia perindoprilat tyr do xAp xi 0,2 livkg, Perindoprilat gén it vao protein (perindoprilat gén vao enzyme
chu‘g’én dbi angiotensin dudi 30 %) nhung phy thuge vao nﬁng d¢. Perindoprilat dugc thii trir trong nude ticu va thoi gian ban thai phén
thude tir do vao khoang 3- 5 gi¢. Sy phén ly perindoprilat 5an véi enzym chuyén dbi angiotensin tao ra thi gian ban thai “hi¢u dung” 14 25 |

gitr dé dat duge trang thai 4n dinh trong 4 ngay. Khong thdy hién tugng tich liy perindopril sau khi dung liéu lip lai. O ngudi cao tubi,

ngudi suy tim sung huyét va ngudi bénh suy than, perindoprilat thii trir gidm hon. Viée chinh liéu cin dira vao do thanh thai creatinin. Do -
thanh thai thim phén cua perindoprilat 1a 70 ml/phat.

Dugce dgng hoc ciia perindopril :hay déi o ngudi bi xo gan, thanh thai thudc me & gan bj giam mét nira, Tuy vdy lugng perindoprilat tao
thanh khong giam va do d6 khang cin phai diéu chinh liéu.

4. Quy cach déng goi:
GLOVERSIN® 4; Hop 1 tdi nhdém x 3/10 vi nhém — PVC/PVAC x 10 vién nén bao p&\h
Hop 3 thi nhém x 10 vi nhdém — PVC/PVAC x 10 vién nén bao phim\ |
Hop 3 vi x€ nhém- nhém x 10 vién nén bao phim. |
Hop 1 chai HDPE x 30/60 vién nén bao phim. |
|  GLOVERSIN®8: Hop I tii nhom x 1/10 vi nhdém — PVC/PVC x 30 vién nén bao phim. |
| Hop 3 vi xé nhdm- nhém x 10 vién nén bao phim. |
' Hop 1 chai HDPE x 30/60 vién nén bao phim. |

L

5. Chi djnh
Didu trj tang huyét 4p va suy tim,
Lam giam nguy co tai bién tim mach & nhimg ngudi c6 bénh tim thiéu mau én dinh.
| 6. Litu dung va cich ding
| Ting huyét 4p:
Ngudi tré tudi truéng thanh: lidu khoi dau thong thudng 4 mg/lan/ngay. Neudi gid: lidu khéi ddu 2 mg/lan/ngdy. Nén ngung thude lgi tiéu2 |
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|' - .dh{")gé'*}_ngay truée khi bit diu ding perindopril. Liéu duy tri thudng ding: 4 mg/lin/ngay. Liéu téi da: 8 mg, c6 thé phéi hep vai thude loi

ticu.

- [ Ngudi cao tudi: nén dung lidu khéi diu 2 mg/ldn/ngay vio budi séang. C6 thé ting 1&n 4 mg sau 1 théng didu trj néu cin. |

| Dadiéu tri thuéic 1gi tidu tir truée: Ngimg thude loi tiéu it nhit 3 ngay trudc khi bit déu ding perindopril, rdi sau dé dimg lai néu cén, Néu
| khéng thé ngimg, nén bit du diu trj vai liéu 2 mg (perindopril erbumin).

i} | Suy tim: Perindopril dwgc ding khoi dAu véi lidu 2 mg vao bubi séng, Lidu duy tri théng thudng: 4 mg/ngay. |
Ngudi ¢6 nguy co cao (ngudi suy tim sung hl.}yét ning - d§ IV, ngudi cao luéj, ngudi bénh ban ddu c6 huyét dp qud thip hodc suy chire
ning thin, ngudi bénh dang dung thude 1¢i tiu liéu cao): lidu khoi dau 1mg/lin/ngay.

Bénh tim thiéu mdu 6n dinh: Liéu khoi ddu 4 mg/lin/ngdy trong 2 tudn, sau d6 tang din dén liéu duy tri 8 mg/lan/ngdy néu dung nap

thubc. Ngudi gia nén ding lidu khdi ddu 2 mg/lan/ngay trong tudn diu tién.

Bénh nhén suy thin: Nén diéu chinh lidu perindopril dyra vao do thanh thai creatinin (CC):

- CC tir 30 dén 60 ml/phiit; 2 mg/ngay. |
- CC tir 15 dén 30 ml/phat: 2 mg, udng 1 ngiy nghi 1 ngay.

- CC duéi 15 ml/phat; ubng 2 mg vao céc ngay thAm phén.

Nén ubng thubc vao bubi sang trutce khi an.

. Chéng chi djnh '
Qué mén cam véi perindopril hay véi bét ky thanh phin nao cia ché phim. '
Tién st phi mach c6 lign quan dén viée str dung thube trc ché enzym chuyén.

Thoi ky c6 thai va cho con ba.
Tré em dudi 18 tudi.

=1

| 8. Luu y va thin trong

| Hahuyét ép triéu chimg & nhimg bénh nhan tang huyét ap don gian hiém khi gap.

| Dapimgha huyét p qua mirc <6 thé xay ra sau khi dung lidu dau Eermdoprll @ nhing bénh nhan dang dugc diéu tri voi thude lgi tiéu. Co
| thé 1am giam kha ning ha huyét 4p bing cach ngumg ding céc thudc loi tiéu 3 ngay trude khi bit ddu dung permdapnl

G mgt vai bénh nhéan suy tim sung huyét, 1a nhimg ngudi ¢6 huyét 4p thip hay binh thudmg, tinh trang ha huyét 4p hé théng co thé nang |
thém khi dung thubc tre ché enzym chuyén.

Chire nang thin & nhimg ngudi thidu ning thin hodic suy thin nén dugc theo doi chat ché Nén theo ddi chirc ning thdn trude va sau cde |
khoang thdi gian diéu trj, o o )

Lactose: Khong nén ding GLOVERSIN® cho nhitng bénh nhén c¢6 van dé di truyén hiem gip khong dung nap galactose, thi¢u hut Lapp
lactase hodc kém hép thu glucose-galactose

Sir dyng cho tré em: Tinh an toan va higu qua cta perindopril & tré em du6i 18 tudi chua dugc thiét 13p. Vi viy, khng khuyén cdo ding
thude & nhom bénh nhén nay. |
Sir dung cho phy nir ¢6 thai: Perindopril khong dugc ding trong thoi ky mang thai.
Khi dang ding thudc, néu dinh mang thai hogc mang thai da dugc xéc dinh, phai thay ngay diéu tri bing thudc khac, cang som cang 6. |
Piaco bang chimg cho théy néu ding thudc trong ba théng thir 2 vi thir 3 thai ky, cé nhiém dc thai nhi (giam chirc ning than, it nuée bi, |
cham cft hoa so), nhidm doc so sinh (suy thén, ha huyét dp, tang kali méau). Néu da dung perindopril tir ba thang thir hai thai ky, nén siéu am |
thdn va so. |
Sir dung cho phu nit cho con bit:  dong vit, mt lugng nho perindopril duge tiét vio sira me. Chua c6 s6 liéu trén ngudi. Do viy, khong :
nén ding perindopril trong thoi gian cho con bi. aTY
Anh huéng cia thude 1én kha ning didu khién tau xe va vin hinh miy méc: Bénh nhin ¢ thé bj dau diu, réi loan tinh khi va hodc g!ac :

ngt, suy nhuge. Khong ldi xe, sir dung mdy méc hay lam bét ky céng viéc nao doi héi sy tinh téo trude khi ban chic chiinring ban c6 thé | =Sl
thye hién nhimg cong vi¢e dé mdt cach an toan. |  PHAN

Thude 1am gidm tic dyng: Thudc khéng viém khéng steroid, corticoid, tetracosactid.

Thubc 1am tang tac dung: Mot sé ngudi bénh da ding thudc lgi tidu tir trrde, nhét 12 khi moi didu trj gin day, tic dung ha dp c6 thé tro nén
qué mirc khi ding perindopril.

Phéi hgp thubc an thén kinh va thubc chéng trdm cam imipramin s& lam tang nguy co ha huyét ap thé ding,. /
Thubc trj déi thao dudng (insulin, thube ha duong huyét): Ciing nhur céc thude tre ché enzym chuyén di
ting tdc dyng ha glucose huyét ciia cdc thufc ndy. \

| Thudc 1am tang ddc tinh: phéi hgp perindopril véi cdc mudi kali vi véi thube loi tidu giit kali confy £0 tang kali huyét, nhét 1a & nguoi

| suy thin. Khong nén phéi hop nhimg thubc gy tang kali huyét véi thude trc ché enzym chuyén trir frromg hop ha kali huyét, Mic di vy,
| néu phdi hop ndy to ra cn thiét thi nén ding mét céch thin trong va phai thuémg xuyén danh gid kali huyét.

Lithi: tang lithi huyét. |
Khéng c6 thuong tac duge dong hoc khi ding chung perindopril véi digoxin. Khong cén thay dbi litu digoxin trong truomg hop dung chung
trén ngudi bénh suy tim sung huyét. ‘
[ 10.Tsc dyng khong mong mudn

Thiomg gp, ADR >1/100

Thén kinh: Pau dAu, réi loan tinh khi va hogc gidc ngu, suy nhuge; khi bit du didu tri chwa kiém soat diy da dugce huyét 4p.
Tiéu hoa: Rdi loan tiéu hoa khdng dic higu Kim va da c6 thong bao vé rdi loan vi gide, chong mit va chudt rit.

Ngoai da: Mgt s it truong hop ndi man cuc b trén da da duge thong béo. |
H6 hip: Dai khi thiy co trigu ching ho, néi chung khéng gdy kho chju ldm; chi 1a ho khan, kiéu kich ing. '
It gap, 1/1 000 < ADR < 1/100 '
Mt sé ddu higu khong c6 tinh dgc hiéu: Bét lyc, khd miéng. '
Mau: C6 thé thy hemoglobin giam nhe khi bit diu didu tri, ) |

giotensin khéc, perindopril lam

9. Tuong tic clia thude véi cdc thude khéc va cdc dang twong tdc khic MBS

o | P e
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| Sinh héa: Tang kali huyét, thuomg 1a thoang qua. C6 thé thdy tang uré huyét va creatin huyét, hdi phuc dugce khi ngumg didu tri. -
| Hiém gip, ADR < 1/1 000 '
Pha mach (phit Quinck) & mat, dau chi, moi, ludi, thanh mon va/ hodc thanh quan.
Ngung sir dung v héi y kién bac si néu: Xuét hién phi thin kinh mach & mit, chi, mi, ludi va thanh quan hay hiu hong.
| Théng bdo cho bic sinhirng tic dyng khéng mong mubn gip phai khi sir dung thubc.
| 11. Qua lidu va xir tri
! Tri¢u chung: Cho dén nay, khdng co trudng hop qué liu nao duge bio cdo. Cie ddu hiéu va triéu chimg trong trudmg hop qué liéu drge cho
la c6 lién quan dén ha huyét ap.
Xir tri: Rira da day nén dugc cin nhic néu xay ra qué lidu. Perindopril ¢6 thé duge thdm phén (vé&i tée do 70 ml/phat).
12. Didu kién bio quin: D& noi khé rdo, tranh nh sang, nhiét do khong qué 30°C.
| 13. Han ding: 24 thang ké tir ngay san xuét.
| 14. Tén, dia chi ciia co s& san xuit:

| CONG TY TNHH DUGC PHAM GLOMED ,r‘n/
DPia chi: $5 35 Dai L§ Ty Do, KCN Viét Nam — Singapore, thj xa Thudn An, tinh Binh Duong. I

PT: 0274.3768823; Fax: 0274.3769095 /
15. Ngay xem xét sira ddi cip nhit lai ngi dung hwémg diin sir dung thube: 21/07/2017 i i B |

e
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TO HUONG DAN SU DUNG THUOC CHO NGU'OI BENH

"l'-";lu"i‘;l's_ﬁmrl_ﬁhﬁm_ _ = At — e = e

Tén generic hodc tén chung qudc té: Perindopril erbumin

Tén biét duge: GLOVERSIN®

Thuoc bin theo don

Pé xa tim tay ciia tré em

Pgc ky hwéng din sir dung trude khi ding

Théng bio ngay cho bic sy nhirng tic dyng khéng mong muén gip phii khi sir dung thudc,
2- Thanh phén ciia thuée

M3i vién nén bao phim chira

Hoat chit:
GLOVERSIN® 4: Perindopril erbumin 4 mg.
GLOVERSIN® 8: Perindopril erbumin 8 mg.

Ta dwge: Microcrystalline cellulose & Silic dioxyd 90, lactose monohydrat, pregelatinized starch, silic dioxyd thé keo,
magnesi stearat, Opadry white, sét oxyd vang, brilliant blue.
3- M ta sén phim
GLOVERSIN® ¢6 dang vién nén bao phim, ding dé ufng.
GLOVERSIN® 4: vién nén bao phim mau xanh, dai, mt mit tron, mét mit co khéc chit GLM.
GLOVERSIN® 8: vién nén bao phim mau xanh, tron, mdt mat ¢o khic hinh trai tim, mét mit ¢6 khéc chi “G”

| 4- Quy cach dong gbi

|
5- Thudc diing cho bénh gi?

GLOVERSIN® 4: Hop 1 thi nhém x 3/10 vi nhém —PVC/PVAC x 10 vién nén bao phim,
Hép 3 thi nhém x 10 vi nhdom — PVC/PVAC x 10 vién nén bao phim.
Hop 3 vi xé nhém- nhém x 10 vién nén bao phim.
Hop 1 chai HDPE x 30/60 vién nén bao phim.

GLOVERSIN® 8: Hop 1 tii nhém x 1/10 vi nhém — PVC/PVAC x 30 vién nén bao phim.

Hop 3 vi xé nhém- nhém x 10 vién nén bao phim.

Hop 1 chai HDPE x 30/60 vién nén bao phim.

Diéu trj ting huyét &p va suy tim.
Lam giam ng uy co tai bién tim mach & nhimg ngudi cé bénh tim thifu méu én dinh,
6- Nén ding thuoc nay nhw thé nao va liéu lugng?
Ting huyét ap:
Ngudi tré tudi trudng thanh: lidu khéi diu théng thuimg 4 mg/lin/ngay. Ngudi gia: liéu khoi ddu 2 mgfl&ru‘ngéy Nén ngung
thube lgi tidu 2 hogc 3 ngay trudc khi bét ¢Au dung perindopril. Lidu duy tri thuong ding: 4 mg/lin/ngay. Liéu tdi da: § mg, c6
thé phéi hop véi thubc loi tiéu,
Nguén cao tudi: nén diing lidu khoi diu 2 mgf]ﬁn;‘ngéy viio budi séng. C6 thé ting 1én 4 mg sau | thng dleu tri néu cin.
ba didu trj thuéc lgi tidu tir trudce: Ngilmg thude loi tidu it nhét 3 ngay trude khi bit diu dung perindopril, rdi sau do ding lai
néu cén. Néu khong thé ngimg, nén bét diu diéu trj voi lidu 2 mg (perindopril erbumin).
Suy t:m Permdf)pnl duge dung khm déu voi lléu 2 mg vao budi séng Liéu duy tri Lhéng thudng: 4 mg/ngay.

Bénh tim thiéu mz!u n dinh: Liéu khéi déu 4 mgflan)’ngay trong 2 tudn, sau d
dung nap thubc. Ngudi gia nén ding liéu khéi ddu 2 mg/lan/ngdy trong tudn di
Bénh nhin suy thgn Nén diéu chinh liéu perindopril dira vio do thanh thai crejmmn (CO):

CC tir 30 dén 60 ml/phit: 2 mg/ngay.
- CC tir 15 dén 30 ml/phit: 2 mg, ubng 1 ngdy nghi 1 ngay.
5 CC duéi 15 ml/phut: uéng 2 mg vio céc ngay thim phén,
7- Khi nao khong nén ding thubc nay?
Qua min cam voi perindopril hay véi bit ky thanh phdl‘l nao coa ché pham
Tién sir phit mach ¢6 lién quan dén viée sir dung thubc e ché enzym chuyén.
Thoi ky c6 thai va cho con bi.
Tré em dudi 18 tudi.
8- Tic dung khéng mong mudn
Thuong gap, ADR >1/100
Thén kinh: Dau dau, rbi loan tinh khi va hogc gidc ngu, suy nhugc; khi bat ddu diéu trj chua kiém soat dly du duge huyét ap.
Tiéu hoa: Rbi loan ti€éu héa khéng déc higu 18m va di 6 thdng béo vé rdi loan vi gidc, chéng mat va chudt rit.
Ngoai da: M6t s it trudng hop ndi mén cuc b trén da da dugc thong bdo. .
Hé hép: D6i khi thiy ¢6 tri¢u chimg ho, n6i chung khong gdy kho chiju Idm; chi 14 ho khan, kiéu kich (meg.
It gap, 1/1 000 < ADR < 1/100
Mot s6 diu hi¢u khéng ¢6 tinh dic higu: Bét lyre, khd mléng
Mau: Co thé thiy hemoglobin giam nhe khi bt diu diéu tri,
Smh héa: Tang kali huyét, thuong 12 thoéng qua. C6 thé thdy ting uré huyét va creatin huyét hi phuc duge khi ngung didu

5

H:em gap, ADR < /1 000
Phi mach (phi Quinck) & mat dau chi, m0|, ludi, thanh mén v/ hodc thanh quan.
Ngung sir dung va héi ¥ kién bac sTnéu: Xudt hign phit thén kinh mach & mdt, chi, mdi, ludi va thanh quan hay hiu hong.
Thong bio cho bdc si nhirng tac dung khong mong mudn gip phai khi sit dung thude.

9- Nén trinh ding nhirng thudc hoiic thuc phim gi khi dang ding thube nay?
Thudc 1am gidm tic dung: Thué(_: khéng viém khéng steroid, corticoid, tetracosactid. i
Thude lim ting tic dung: Mot s6 ngudi bénh da ding thube lgi tiéu tir trurde, nhét 14 khi moi diéu tri gin ddy, tac dung ha dp
ch thé tr& nén qué mirc khi ding perindopril.
Phéi hop thubc an thén kinh va thube chéng trdm cdm imipamin s& lam tang nguy co ha huyét ap the dimg.

A
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[ Thube trj dai thao dm’rng (msu]m thude ha dudmg huyét): Cung nhu céc thudc trc ché enzyme chuyén dbi angmtensm khac,
| perindopril lam ting téc dung ha glucose huyét cia cic thuoc ndy.
Thude 1am ting ddc tinh: phéi hop perindopril véi céc mudi kali va voi thudc 1o tidu gitr kali c6 nguy co ting kali huyét, nhat
| la o ngub’l suy thdn. Khong nén phoi hgp nhimg thudc Béy tang kali huyét v&i thube tre ché enzym chuyén, irir truémg hop ha
kahéhuyet Mic dit vay, néu phdi hop nay t6 ra cin thiét thi nén diing mdt céch than trong va phai thuomg xuyén dénh gia kali
huyét
Lithi: tang lithi huyét
Khong c6 thuong tic duge ding hoc khi ding chung perindopril v6i digoxin. Khéng can thay dbi liéu digoxin trong truomg
hop dung chung trén ngu'éu bénh suy tim sung huyét.
| 10- Cin lam gi khi m{t lin quén ding thuoc"
| B0 qua lidu da quén va udng lidu ké tip vao gitr thuimg 1. Khang udng liéu gép d6i dé bu cho lidu bo sét.
| 11- Cén bio quin thubc nay nhv thé naoe?
De noi kho réo, tranh dnh sdng, nhiét d6 khong qua 30°C.
12- Nhirng dAu higu va tri¢u chimg khi ding thudc qua liéu
Cho dén nay, khong c6 trub'ng hgp qua liéu ndo duge béo cdo. Cac dAu hiéu va triéu chimg trong trudng hop qué lidu duoe cho
1a ¢6 lién quan dén ha huyét ap.
| 13- Cin phii lam gi khi dang thuut qui li¢u khuyen cdo?
Rira da dﬂy nén duge cin nhic néu xay ra qué liéu. Perindopril cé thé duge thdm phén (véi te db 70 ml/phit).
14- l\hi’rng diéu céin than trong khi diing thudc nay?
Ha huyét ép tri¢u chirng & nhimg bénh nhin ting huyét 4p don gidn hiém khi gap.
Diép tmg ha huyat 4p qué mirc cd thé xay ra sau khi ding liéu dau perindopril & nhimg bénh nhén dang dugc diéu trj voi thudc
|

loi tiéu. C6 thé 1am giam kha nang ha huyét 4p bing cch ngung dung céc thubc lgi tiéu 3 ngay trude khi bit diu ding
perindopril.
o} mg@t véi b¢nh nhén suy tlrn sung huyet, la nhl}ng ngwdi cé huyét dp thip hay binh thudmg, tinh trang ha huyét 4p hé théng ¢6 |
thé niing thém khi ding thube irc ché enzym chuyén.
Chire ning than & nhing ngudi thiéu nang thin hodc suy than nén duge theo dai chit chd. Nén theo dai chire ning thin trude
vi sau céc khoang thdi gian didu trj. o
Lactose: Khong nén ding GLOVERSIN® cho nhimg bénh nhan cé vAn dé di truyén hiém gip khong dung nap galactose, thiu
hut Lapp lactase hoic kém hdp thu glucose-galactose
Sir (lung cho tré em: Tinh an toan va hiéu qua cua perindopril & tré em dudi 18 tudi chua dwge thiét 18p. Vi véy, khéng
khuycn cdo ding thudc & nhom bénh nhén nay.

| Sir dyng cho phy nir ¢é thai: Perindopril khéng duge ding trong thoi ky mang thai. . . )
Khi dang diing thudc, néu dinh mang thai hodic mang thai da dugc xédc dinh, phai thay ngay dicu tri bang thuoc khéc, cing sém
cang tot,
Pa ¢ bing chimg cho thiy néu dung thudc trong ba théng thir 2 va thir 3 thai ky, c6 nhiém doc thai nhi (giam chirc ning thén,
it nuéc &i, chim cft hoa sg), nhiém dc so sinh (suy thén, ha huyét ap, ting kali mau). Néu da ding perindopril tir ba thang thir
hai thai k¥, nén si€u 4m thin va sg.
Sir dung cho phu nir cho con bi: 4] dong vit, mdt hrong nho perindopril dirge tiét vao sita me. Chua c6 sé liéu trén ngurévi.

| Do vy, khong nén dung perindopril Lmng thoi gian cho con bu.

| Anh hwing cia thudc 1én khi niing didu khién tau xe va véin hanh may méc: Bénh nhén c6 thé bi dau du, rdi loan tinh
khi va hogc g1ﬁc ngi, suy nhuge. Khong ldi xe, sir dung may méc hay 1am bét ky cong viéc nao doi hoi sy tinh tdo trude khi
ban chéic chin rfmg ban ¢6 thé thyre hién nhimg céng viéc d6 mét cach an toan.

| 15- Khi nao cin tham véin bic sj?
Nén tham vén béc sT trong nhimg trudng hgp sau: Xudt hién phi thin kinh mach & mét, chi, méi, ludi va thanh quan hay hiu
hong.
Néu cin thém thong tin xin hol y kién bic s§ hodc diegc si.

| 16- Han dung ctia thugc

24 thang ké tir ngay san xuét, P 3
17- Nha séin xuét/chi s¢ hiru gidy phép diing ky sin phim
| CONG TY TNHH DUQC PHAM GLOMED P
| BLOMED, Bia chi: S6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj xa Thudn'Af, tinh Binh
~—2~ Duong.

DT: 0274.3768823: Fax: 0274.3769095
18- Ngay xem xét sira ddi, cip nhat lai ndi dung hwing din sir dung thube.
21/07/2017
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