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NHAN Vi GLOVERSIN 4

Kich thudc:
Dai : 72 mm
Cao : 37 mm
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TUI NHOM GLOVERSIN 4

Kich thudc:
Dai :105 mm
Cao : 52 mm
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NHAN HOP GLOVERSIN 4

Kich thudc: (Hop 1 tiii nhém x 3 vi x 10 vién)
Dai :105 mm
Rong : 20 mm
Cao : 55 mm

RX PRESCRIPTION ONLY

GLOVERSIN 4

COMPOSITION: Each film coated tablet contains Perindopril erbuming 4 mg. Excipients g.5. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION: Pleass refer to the package insert
KEEFP OUT OF REACH OF CHILDREM - READ CAREFULLY THE LEAFLET BEFORE USE.

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

Manutactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park. Thuan An, Binh Duong. .EM’!I" \[‘-\-

Rx THUGC BAN THEO DON

GLOVERSIN 4

THANH PHAN; MBi vitn nén bao phim chia Perindopril erbumin 4 mg, T4 dugc vila dii 1 vién,

CHi BINH, LIEU LUJNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN PHIM: Xin doc 1 hutng din sif dung.
BE XA TAM TAY CUA TRE EM - BOC KY HUONE DAN SIY DUNE TRUGC KHI DONG.

BAD QUAN: DA ndi khd rdo, trinh dnh sdng, nhidt 89 khiing oud 30°C

SBX/ Reg. No.

Sin adt bdi: CONG TY THHH DUYC PHAM GLOMED
35 Bai LA Ty Do. KON Vit Nam - Singapore, Thuln An, Binh Duang

Ngay /9 thang M nam 2016
Téng Giam Boc
—/
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NHAN HOP GLOVERSIN 4

Kich thudc: (Hop 1 tii nhém x 10 vi x 10 vién)
Dai :105 mm
Réng : 50 mm
Cao : 55 mm

Rx PRESCRIPTION ONLY

GLOVERSIN 4

S8 16 5X / Batch No.
NSX / Mfg. Date
HD / Exp. Date

7 NISHIAOTDO

COMPOSITION: Each film coated tablet contains Perindopril erbumine 4 mg.

Excipients q.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, in a dry place, protect from light.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, I’q mwﬂill

Thuan An, Binh Duong.

\

Rx TtHudc BAN THED BON

GLOVERSIN4

THANH PHAN: M&i vien nén bao phim chifa Perindopril erbumin 4 mg.
Té duge visa dit 1 vién.

CHI BINH, LIEU LUDNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc 13 hudng din s dyng. B

BE XA TAM TAY CUA TRE EM - BQC KY HUGNG DAN SUf DUNG TRUGC KHI DUNG.

BAO QUAN: BE ngi kho réo, tranh 4nh séng, nhiét db khong qué 30°C.

SBK/ Reg. No.:

San xudt bi; CONG TY TNHH DUGC PHAM GLOMED
35 Bai L§ Ty Do, KCN Viét Nam — Singapore, Thudn An, Binh Dugng.
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NHAN Vi GLOVERSIN 4 (vi xé)

Kich thudc:

Dai
Cao

GLOVERSIN®4

Perindopril ercbumine 4 mg

CONG TY TNHH DUSC PHAM GLOMED
GLOMED PHARMACELTICAL Co, L

GLOVERSIN®4

Perindopril erbumine 4 mg

S

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

GLOVERSIN®4

Perindopril erbumine 4 mg

CONG TY TNHH DUDC PHAM GLOMED
GLOMED PHARMACELTICAL Co, Lid

GLOVERSIN®4

Penndopril erbuming 4 mg

S

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

GLOVERSIN®4

Perindopril erbumine 4 mg

CONG TY TNHH DUGC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Lid

: 73 mm
2123 mm

GLOVERSIN®4

Perindopril erbuming 4 mg

CONG TV TNHH DUUC PHAM GLOMED
GLOMED PHARMACELTICAL Co., Ltd

GLOVERSIN 3

Perindopril erbumine 4 mg

i

CONG TY THHH DUCC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Ltd

GLOVERSIN®4

Perindopril erbumine 4 mg

EB
o

CONG TY THHH DUCC PHAM GLOMED
GLOMED PHARMACELTICAL Co., Ltd

GLOVERSIN 4

Perindopril erbuming 4 mg

o

CONG TY THHH DUOC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Ltd

GLOVERSIN 4

Perindopril erbuming 4 mg

CONG TY TNHH DUGC PHAM GLOMED
GLOMED PHARMACEUTICAL Co., Lid

S6 10 SX / Batch No.:w«ﬂ/

HD / Exp. Date

Ngay/¥ thadng//nim 2016




NHAN HOP GLOVERSIN 4

Kich thudc: (Hop 3 vi xé x 10 vién)
Dai :130 mm
Réng : 20 mm
Cao : 80 mm

RX PRESCRIPTION ONLY

GLOVERSIN 4

S8 16 S / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

|
|
COMPOSITION: Each film coated tablet contains Perindopril erbumine 4 mg. STORAGE:
Excipients q.s. 1 tablet Store at the temperature not more than 30°C, in a dry place,
| INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND protect from light.
| OTHER INFORMATION: Please refer to the package insert
| KEEP OUT OF REACH OF CHILDREN. Ilm‘ﬂm
\—\ READ CAREFULLY THE LEAFLET BEFORE USE.

Rx THUGC BAN THEO DON

GLOVERSIN 4

t NISYIAOTD

I — THANH PHAN: MBi vign nén bao phim chita Perindopril erbumin 4 mg. San xuft bi / Manufactured by \l

| Ta duge vira dis 1 vien. CONG TY THHH DUUC PHAM GLOMED

| cHI BINH, LIEU LUONG, CACH DUNG, cHONG CHI BINH VA CAC GLOMED PHARMACEUTICAL COMPANY, Ltd

| THONG TN KHAC VE SAN PHEM: Xin doc to din sit dyng. 35 Dai LG Ty Do, KCN Vigt Nam — Singapore,

| BE XA TAM TAY CUA TRE EM. BOC KY HUONG DAN SO DUNG TRUGC KHI DUNG. Thudn An, Binh Dugng.

\ BAD QUAN: D& ni kho réo, trénh dnh séng, nhigt a0 khong qua 30°C. 35 Tu Do Boulevard, Vigtnam-Singapore Industrial Park,
| SBK/Reg Mo. Thuan An, Binh Duong.




HUGNG DAN SUDUNG THUOC DANH CHO CANBOYTE /) UD 1

ol

GLOVERSIN®

Perindopril erbumin
Vién nén bao phim

1. Thanh phin

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

Td duge: Microcrystalline cellulose & Silic dioxyd 90, lactose monohydrat, pregelatinized starch, silic dioxyd thé keo, magnesi stearat,
Opadry white, sét oxyd vang, brilliant blue,

Dang bao ché: Vién nén bao phim.

Duge lue hoc va duwge djng hoe

Duge lue hoc

Nhém dugce 1y: Thube te ché enzym chuyén dbi angiotensin,
Ma ATC: CO9AA04.

Perindopril 12 mjt thudc tre ché enzym chuyén dbi angiotensin, tdc dung théng qua hoat tinh ctia chit chuyén héa perindoprilat, Enzym |
chuycn dbi nay (ACE: Angiotensin Converting Enzyme), 1a m{t protease (exopeptidase) chuyén angiotensin I thanh angiotensin IT [a mét
chit co mach manh va thic diy té bao co tron mach mau va co tim tang trudng, ddng thoi ACE géy giang hoa bradykinin 1a mt chat gian
mach manh. U'c ché ACE lam giam angiotensin II trong huyét trong, dan dén ting hoat tinh cia rennin trong huyet tuong (do tre ché hoi tac
am dén giai phéng rennin) va din dén giam tiét aldosteron, nén lam giam gilr natri va tang giir kali trong co thé. Do ACE lam bét hoat
bradykmm {rc ché ACE ciing dén dén ting hoat tinh cua h¢ Lhéng Kallikrein-Kinin tai cho va trong tun hoan va nhir véy ciing hoat hoa hé
théng prostaglandin. Co ché nay ciing gop phan lam giam huyét ap cuia cc thude (rc ché ACE, ddng thoi mét phéin gy ra phan img phy nhu
ho.

O ngudi ting huyét ép, perindopril lam giam huyét 4p bing céch lam giam sirc can ngoai vi toan thin, do d6 luu lugng mdu ngoai vi ting ma
khong téc dong dén tan sb tim. Thude thudng gfiy gidn dong mach va c6 thé ca tinh mach. Ha huyét ap thé dimg va nhip tim nhanh it khi xay
ra, nhung thuéng hay xdy ra & nhimg ngudi gidm natri méu hojc giam thé tich méu, Huyét ap trd lai binh thudng trong vong 1 théng va vin
6n dmh khong vuot qu tdc dung diéu trj khi diu trj 1u dai. Ngimg diéu tri khong gdy hién tugng ddi ngugce. Tac dung duy tri subt 24 gity
khi uong liéu 1 lin. Gidn mach va phuyc héi tinh dan hdi cia dong mach 16n di dige khing dinh kém theo giam phi dai thét trai.

Dung thém thudc lgi tidu s& tang tdi da tac dung ha &p.

G ngudi suy tim sung huyét perindopril 1am giam phi dai thit trai va tinh trang thira collagen dudi ndi tdm mac, phuc hdi dac tinh i isoenzym :
clia myosin va gidm sy xuét hién loan nhip tai tuéi mau. Perindopril gidm tai cho tim (ca tién va hau tai). Perindopril lam giam ép lyc db diy
tam that phai va trai, giam strc khéng ngogi bién toan than, gidm nhe tan s6 tim, tang cung luong tim, Vi lidu duoc khuyén céo, huyét a ap
khéng thay dbi ro khi dung liéu du tién ciing nhur lau dai. Dléu tri thu$ic dai han khéng lam thay dbi chirc nang than hojc kali méu. Thuée
khong lam thay dbi dung nap glucose, nﬁng d6 acid uric hodc chulesterﬂl trong mau.
0] benh nhin ¢6 bénh tim thiéu méu cuc bd man tinh (dau that ngye 0 on dinh) chua ¢6 ddu hiéu 14m sang cla suy tim, thir nghiém lam sang
cho thiy sir dung perindopril 1dm gidm duge nguy co giip céc bién ¢ tim mach trén cc bénh nhin nay.
Duge djng hgc
Perindopril téc dong nhu mét tién chét cua diacid perindoprilat, 13 dang c6 hoat tinh. Sau khi uong, perindopril duge hép thu nhanh (dat
nong do dinh trong 1 gid), sinh kha dung khoang 65-75%. Thude bj chuyén héa nhiéu, chu yéu @ gan, thanh permdopnlat va cde chat
chuyen hoéa khong hoat tinh bao gom céc glucuronid. Nira doi thai trir cua perondopril trong huyét tuong 1a 1 gi&, Khoang 20% dugce bién
dbi sinh hoc thanh permdo rilat. Nong d6 dinh cta perindoprilat trong huyét twong dat duoc tir 3-4 gitr sau khi ubng mdt lidu perindopril,
Thic an lam giam sy chuyen erindopril thanh perindoprilat va do d6 giam sinh kha dung, vi viy phai udng thudc mot Ian vao budi sa
trude khi an. Thé tich phan bf{) cla perindoprilat ty do xap xi 0,2 livkg. Perindoprilat gdn it vao protein (perindoprilat ghn vio enzym
chuyen dbi angiotensin dudi 30 %) nhung phu thuc vio nong d§. Perindoprilat dirge thai trir trong nude tiéu va thoi gian ’
thudc ty do vao khoang 3- 5 gid. Sy phéan ly perindoprilat g,an véi enzym chuyén ddi angiotensin tao ra thoi gian bén thai *h g’: 14 25
gitr dé dat duge trang lha1 on dinh trong 4 ngay. Khong thdy hién tuong tich lily perindopril sau khi ding lidu l3p lai. O ngudj cao tubi,
ngudi suy tim sung huyét va ngudi bénh suy than, perindoprilat thai trir giam hon. Viée chinh liéu cin dya vao d6 thanh thai ¢reatinin. Do
thanh thai thdm phén ctia perindoprilat 14 70 ml/phit. '
Dugc dong hoc cia perindopril thay dbi o ngudi bi xo gan, thanh thai thuoc me & gan bj gidm mét nira. Tuy vdy lugng perindoprilat tao
thanh khéng giam va do dé khong cén phai didu chinh lidu,
4. Quy cich déng goéi:

GLOVERSIN® 4: Hép 1 tii nhém x 3/10 vi nhém — PVC/PVAC x 10 vién nén bao phim,

Hop 3 ti nhém x 10 vi nhém — PVC/PVAC x 10 vién nén bao phim.

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

Hop 1 chai HDPE x 30/60 vién nén bao phim.
GLOVERSIN® 8: Hoép 1 tii nhém x 1/10 vi nhém — PVC/PVAC 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.

5. Chi dinh

Diéu tri ting huyét 4p va suy tim.
Lam giam nguy co tai bién tim mach & nhimg ngudi ¢6 bénh tim thiéu méu én dinh.
6. Liéu dung va cach ding

Ting huyét ap:

Ngudi tré tudi trudng thanh: lidu khéi diu thong thidong 4 mg/ldn/ngay. Ngudi gia: liu khoi diu 2 mg/ldn/ngdy. Nén ngung thude loi tiéu 2

1




“B-(.).’iéﬁi ng'&")_( trude khi bat diu duﬁg_ perindopril. Liéu duy tri thudng ding: 4 mg’lﬁm‘ngﬂy. Liéu (i da: 8 mg_, ¢6 thé phdi hop voi thude loi
tiéu.
Ngudi cao tudi: nén diing lidu khoi ddu 2 mg/lin/ngay vao budi sang. C6 thé tang 1én 4 mg sau 1 thang diéu trj néu cin.
Pi diéu tri thudc lgi ueu tir trude: Ngimg thuoc loi tiéu it nhét 3 ngay trudce khi bit ddu ding perindopril, rdi sau dé ding lai néu cin. Néu
khong thé ngimg, nén bt diu diéu trj véi lidu 2 mg (perindopril erbumin).
Suy tim: Perindopril dugc dung khoi diu véi lidu 2 mg vao bubi sang. Liu duy tri thong thudng: 4 mg/ngay.

Ngudi co nguy co cao (ngudi suy tim sung huyet nang d§ 1V, ngudi cao tudi, ngudi bénh ban diu c6 huyét dp qua thap hodc suy chire
ning thén, nguoi bt;nh dang dung thudc lgi tiéu lidu cao): liéu khai diu lmgflam’ngz}y

Bénh tim thiéu méu én dinh: Liu khoi dAu 4 mg!lanfngay trong 2 tuln, sau d6 tang dén dén lidu duy tri 8 mg/lin/ngay néu dung nap
thube. Ngudi gia nén ding lidu khéi du 2 mg/lin/ngay trong tudn diu tién.

Bénh nhin suy thin: Nén diéu chinh lidu perindopril dya vao d§ thanh thai creatinin (CC):
- CC tir 30 dén 60 ml/phut: 2 mg/ngay.
- CC tir 15 dén 30 ml/phut: 2 mg, ubng 1 ngay nghi 1 ngay.
- CC du6i 15 ml/phit: ubng 2 mg vao cac ngay thim phén.
Nén ubng thube vao budi sang trudce khi an,
. Chéng chi djnh
Qua mén cam véi perindopril hay véi bét ky thanh phén nao cia ché phim.
Tién str phit mach ¢6 lién quan dén viée sir dung thudc irc ché enzym chuyén.
Thai ky c6 thai va cho con bi.
Tré em dudi 18 tubi.
8. Luu y va thin trong
Ha huyét 4p tri¢u chimg & nhimg bénh nhén tang huyét 4p don gian hiém khi gip.
Ddp img ha huyét dp qua mirc c6 thé xdy ra sau khi ding lidu ddu pcrmdopnl ¢ nhimg bénh nhén dang duge didu trj voi thude 1o tidu, Co
thé 1am giam kha niing ha huyét 4p bing cach ngung diing céc thudc lgi tiéu 3 ngay trudc khi bit ddu ding perindopril,
( mjt vai bénh nhén suy tim sung huyét, 1a nhimg ngudi c6 huyét dp thép hay binh thuong, tinh trang ha huyét 4p h¢ théng c6 thé ning
thém khi ding thudc irc ché enzym chuyén.
Chiec nang thén & nhu‘ng ngudi thiéu ning thén holic suy thiin nén dugc theo ddi chit ché. Nén theo doi chirc nang thén trude va sau cic
khodng thoi gian diéu tri.

|

Lactose: Khéng nén ding GLOVERSIN® cho nhimg bénh nhén c6 vén dé di truyén hiém gap khéng dung nap galactose, thiéu hut Lﬂpp

lactase hodc kém hép thu glucose-galactose

Sir dyng cho tré em: Tinh an toan va hi¢u qua cta perindopril & tré em duoi 18 tubi chua dugc thiét lap. Vi vay, khong khuyén cdo diing
thudc & nhom bénh nhédn nay.

Sir dyng cho phy nit ¢6 thai: Perindopril khong dugc ding trong théi ky mang thai.

Khi dang dung thubc, néu dinh mang thai hofic mang thai da duge xac dinh, phai thay ngay diéu tri bng thudc khéc, cang sém cang tot.
D4 ¢6 biing chimg cho thdy néu dung thudc trong ba thang thir 2 va thir 3 thai ky, c6 nhi&m doe thai nhi (giam chire ning thén, it mréc i,

chdm ¢t héa sg), nhiém déc so sinh (suy thén, ha huyét ap, ting kali mau). Néu di ding perindopril tir ba thang th hai thai ky, nén siéu am ¢

thén va sg.
Sir dung cho phy nir cho con bii: O dong vét, mot lugng nho perindopril duge tiét vao siva me. Chura cé s6 lidu trén ngudi. Do viy, khéng
nén ding perindopril trong thoi gian cho con b.

lJ\;:-

.\*

Anh hudng cua thudc 18n kha ning ditu khién tau xe va viin hanh may méc: Bénh nhén c6 thé bj dau déu, rdi loan tlnh khi va hodc glac (.U

ngu, suy nhuge. Khéng 14i xe, sir dung mdy méc hay lam bt ky cong viée ndo doi hoi sy tinh téo trude khi ban chiic chén riing ban c6 thé
thyre hién nhimg cong vigc dé6 mt cdch an toan.

| 9. Twong tic cia thubc véi cic thube khic va cic dang trong tic khic j
Thubc lam giam tdc dyng: Thude khang viém khéng steroid, corticoid, tetracosactid. !

Thubc 1am tang tdc dung: Mt s6 ngudi bénh da dung thube lgi tiéu tir true, nhét 1a khi méi diéu tri gin dy, tic dung ha 4p c6 nén

qua murc khi dung perindopril.

Phéi hop thude an thin kinh va thude chng trdm cam imipramin s& 1dm tang nguy co ha huyét ap thé dimg. \

Thube trj dai thao dudng (insulin, thude ha dudng huyét): Ciing nhu céc thube tre ché enzym chuyén ddi angiotensin khéc, perindopril 1am

tang tac dung ha glucose huyét cia céc thude ndy.

Thude 1am tang dgc tinh: phdi hgp perindopril véi cic mubi kali va voi thude loi tiéu giir kali c6 nguy co tang kali huyét, nhﬁt 1a & ngudi

suy thdn. Khéng nén phél hgp nhimg thubc gay ting kali huyét véi thube te ché enzym chuyén, trir truong hop ha kali huyé ét. Mic du viy,

néu phdi hop nay t6 ra cin thiét thi nén ding mét cch thin trong vé phai thudng xuyén dénh gia kali huyét.

Lithi: tang lithi huyét.

Khdng c6 thuong tac duge ding hoc khi dung chung perindopril v6i digoxin. Khéng céin thay débi lidu digoxin trong trudmg hop ding chung

trén ngudi bénh suy tim sung huyét.

10.T4c dyng khéng mong mudn

| Thuong gdp, ADR >1/100

Thén kinh: Dau diu, rdi loan tinh khi va hogc gidc ngi, suy nhuge; khi bit diu diéu tri chua kiém soat diy du dugc huyét dp.

Tiéu héa: Réi loan tiéu hoa khong dac higu lm va da c6 thdng béo vé réi loan vj gide, chong mat va chudt rit.

Ngoai da: M¢t s6 it truémg hop ndi mén cuc bg trén da da dugce théng béo.

Hé hdp: Déi khi thdy c6 tridu chimg ho, néi chung khéng géy kh6 chju 1im; chi 1 ho khan, kiéu kich img.

It gdip, 1/1 000 < ADR < 1/100

Mt sé ddu hidu khong cé tinh dac hiéu: Bét luc, khé miéng.

Mau: C6 thé thiy hemoglobin giam nhe khi bt diu didu trj.




| Sinh héa: Tang kali huyét, thwéng Ia thoang qua. C6 thé thiy tang uré huyét va creatin huyét, hdi phuc dugc khi ngung didu tri.
| Hiém gip, ADR < 1/1 000 |
{ Phi mach (phu Quinck) & mit, ddu chi, méi, ludi, thanh mén va/ hodc thanh quén,
‘ Ngung sir dyng va héi ¥ kién bic si néu: Xudt hién phu thin kinh mach & mét, chi, méi, ludi va thanh quan hay hiu hong, ‘
Théng bio cho béc si nhirng tic dung khéng mong mudn gip phai khi sir dung thudc,
11. Quad lidu va xir tri .
Tri¢u chung: Cho dén nay, khéng co trudmng hop qué lidu nao duge bio cdo. Cée ddu hidu va tricu chimg trong trirdmg heplqua 1id4 duoc cho |
14 ¢6 lién quan dén ha huyét ap. Q“‘/e
Xtk tri: Rira da day nén dugc can nhic néu xay ra qud liéu. Perindopril ¢6 thé dugc thdm phan (véi tde do 70 ml/phit).
12. Pidu ki¢n bio quin: D& noi khé réo, tranh 4nh séng, nhiét do khong qué 30°C.
13. Han dung: 24 thang k& tir ngay san xuét. /
| 14. Tén, dia chi ciia co s& siin xuat:
; CONG TY TNHH DUQC PHAM GLOMED
i Dia chi: $6 35 Pai L) Ty Do, KCN Viét Nam — Singapore, thj xa Thun An, tinh Binh Duwong.
| DT: 0274.3768823; Fax: 0274.3769095
| 15. Ngay xem xét sira dbi cdp nhat lai ngi dung huéng dfin sir dung thube: 21/07/2017
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TO HU'O'NG DAN SU DUNG THUOC CHO NGUO’I BENH

| 1- Tén san phim o o o o -
Tén generic hogc tén chung quéc té: Perindopril erbumin
Tén biét duge: GLOVERSIN®
Thube bin theo don
Dé xa tAm tay cia tré em
Doc ky huéng din sir dyng trude khi dang
Théng bio ngay cho bic sy nhitng tic dyng khing mong mudn giip phii khi sir dung thudc.
| 2- Thanh phién ciia thube
M&i vién nén bao phim chira

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

Td dwge: Microcrystalline cellulose & Silic dioxyd 90, lactose monohydrat, pregelatinized starch, silic dioxyd thé keo,
magnesi stearat, Opadry white, sit oxyd vang, brilliant blue,
3- Ma ti sin phﬁm
| GLOVERSIN® ¢6 dang vién nén bao phim, ding dé uéng.
GLOVERSINF 4: vién nén bao phim mau xanh, dai, mét mgt tron, mét mét ¢6 khiic chir GLM.
_ GLOVERSIN® 8: vién nén bao phim mau xanh, tron, mft mit c6 khéc hinh trai tim, mot mét co khéc chir “G”
| 4- Quy cdch déng goi
GLOVERSIN® 4: Hop 1 thi nhém x 3/10 vi nhém — PVC/PVAC x 10 vién nén bao phim.
Hop 3 thi nhom x 10 vi nhém — PVC/PVdC 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 ti nhém x 1/10 vi nhém — PVC/PVAC x 30 vién nén bao phim.
Hop 3 vi xé nhom- nhém x 10 vién nén bao phim.
Hop 1 chai HDPE x 30/60 vién nén bao phim.
| 5- Thube diing cho bénh gi?
Diéu trj tang huyét p va suy tim.
Lam giam nguy co tai bién tim mach & nhﬂ'ng ngudi ¢6 bénh tim thiéu mau én dinh,
6- Nén ding thuﬁc nay nhu thé nao va lidu lugng?
Ting huyét 4p:
Nguoi tré tudi truong thanh: lidu khoi ddu thong thutng 4 mg/lin/ngdy. Ngudi gia: lidu khoi diu 2 mg/lan/ngdy. Nén ngung
thuﬁc loi tiéu 2 hoac 3 ngay trude khi bt du ding perindopril. Liéu duy tri thurong dung: 4 mg/lin/ngay. Liéu tdi da: 8 mg, co
thé phéi hop voi thude lgi tidu.
Ngudi cao tudi; nén ding liéu khoi ddu 2 mg/lin/ngay vao budi sang. C6 thé tang lén 4 mg sau 1 thang diéu tri néu cén.
ba diéu trj thudc lgi tiCu tir trude: Ngimg, thudc lgi tiéu il nhét 3 ngay truéc khi bit diu dang perindopril, rdi sau d6 ding lai
néu cin. Néu khong thé ngimg, nén bét ddu didu tri voi liéu 2 meg (perindopril erbumin). |
Suy tim: Perindopril duge ding khai dfiu voi lidu 2 mg vao budi sang. Lidu duy tri thong thudmg: 4 mgz‘ngay i |
Ngudi ¢d nguy co cao (ngudi suy tim sung huyét néng — d [V, ngudi cao tudi, ngudi bénh ban diu c6 huyét ép| i thap’hodc
suy chirc nﬁng thén, ngum bénh dang dung thube loi tiéu lidu cao): lidu khoi diu lmgf’lam‘n ay. | W
Bénh tim thiéu mdu dn dinh: Liéu khoi diu 4 mg/lin/ngay trong 2 tudn, sau d6 ting dan dcn liéu duy tri 8 mgj[ém‘ngay néu Vi
dung nap thudc. Ngudi gia nén ding lidu khoi du 2 mg/lan/ngay trong tun déu tién,
Bénh nhin suy thin: Nén diéu chinh liéu perindopril dua vio dj thanh thai creatinin (CC): l
- CC tir 30 dén 60 ml/phit: 2 mg/ngay.
CC tir 15 dén 30 ml/phit: 2 mg, ubng 1 ngay nghl 1 ngay.
CC duéi 15 ml/phit: ubng 2 mg vio cic ngay thadm phan.
7- Khi nao khéng nén diing thubc nay?
Qué mén cam véi perindopril hay véi bét ky thanh phan ndo ctia ché phém
Tién sir phit mach ¢6 lién quan dén viéc sir dung thude tre ché enzym chuyén. |
Thoi ki ¢6 thai va cho con bi.
Tré em dudi 18 tudi.
8- Tic dyng khéng mong mudn
Thuong gap, ADR >1/100 N
Thén kinh: Dau diu, réi loan tinh khi va hodc gidic ngd, suy nhuge; khi bét diu didu trj chua kiém sodt dy di duge huyét ap. | o
Tiéu héa: R6i logn tiéu héa khéng dac higu 14m va da c6 thong béo vé& réi loan vj gidc, chong mat va chudt rat. |
Ngoai da: Mot so it Iru(‘mg hop ndi médn cyc b trén da da duge théng béo. A
Hb hip: D6i khi thdy c¢6 tridu chimg ho, néi chung khéng gy khoé chiu lam; chi 12 ho khan, kiéu kich tng. )

It géip, 1/1 000 < ADR < 1/100 3
Mot s6 déu hiéu khong c6 tinh déc higu: Bt lyc, kho mi¢ng. /
Mau: C6 thé thiy hemoglobin giam nhe khi bat du diéu trj. | 3
Sinh hoa: Tang kali huyét, thuong 1a thoang qua, C6 thé thiy tang uré huyét va creatin huyét, hdi phuc dugce khi ngung diéu | "/
tri.

Hiém gap, ADR < 1/1 000
Pht mach (phi Quinck) & mat déu chi, mdi, ludi, thanh mén va/ hoic thanh quan,
Ngung sir dyng va héi ¥ kién bic si néu Xuét hién phi th&n kinh mach & mat, chi, mél ludi va thanh quan hay héu hong,
Thong bdo cho bac si nhl.rng tic dung khﬁng mong mudn gip phai khi sir dung thube.

9- Nén trénh dung nhirng thube hoiic thyre phim gi khi dang dung thuc nay?
Thubc 1am giam tac dung: Thubc khéng viém khong steroid, corticoid, tctracosacud |
Thudc 1am tang tac dung: Mot s6 ngudi bénh da ding thude 1gi tidu tir trude, nhit 1a khi méi didu trj ghn day, tac dung ha ap
¢6 thé tré nén qua mic khi diing permdoPrﬂ
Phéi hop thudc an Lhén kinh va thudc chong trdm cam i imipamin s€ lam tdng nguy co ha huyét ap i the dimg.




" Thubctr trj déi thdo duong (insulin, thuéc he ha dutmg huyet) Cung nhur céc thudc trc ché e enzyme chuy én dbi angmtensm khac,
perindopril lam téng tdc dung ha glucose huyét cia céc thuoc nay.

Thude 1am ting ddc tinh: phdi hop perindopril voi céc mudi kali va véi thuéc lgi tleu gilr kah ¢ nguy co tang kali huyét, nhét
1a & ngudi suy thdn. Khéng nén phéi hop nhimg thubc gay tang kali huyét véi thuéc tre ché enzym chuyén, trir truémg hop ha
kali huyét Mic di vdy, néu phdi hop nay to ra cin thiét thi nén dimg mot cach thén trong va phai thuomg xuyén danh gi4 kali
huyét.

Lithi: ting lithi huyét

Khéng c6 thuong tac duge déng hoc khi ding chung perindopril véi digoxin, Khéng cén thay déi lidu digoxin trong tridmg
hcrp dung chung trén ngudi bénh suy tim sung huyét.

| 10- Cén lam gi khi m{t lin quén dl.mg thuuc"

Bo qua liéu da quén va udng liéu ké tiép vao gitr thudmg 1&. Khéng uéng lidu ghp doi dé b cho lidu bo sot.

11- Cén bio quan thudc nay nhw thé nao?
Dé noi kho réo, tranh 4nh sang, nhigt o khong qua 30°C.

12- Nhiing diu higu va tri¢u chirng khi ding thudc qud lidu
Cho dén nay, kh{)ng cd t.rucrng hop qué lidu no duge béo cdo. Céc diu hidu va triéu chimg trong trudmg hop qué lidu duge cho |
1 cd lién quan dén ha huyét 4p.

13- Can phai lam gi khi dung thuoc qui liéu khuyen ciao?
Rira da dAy nén duge cin nhiic néu xay ra qué liéu. Perindopril ¢6 thé duge thim phén (véi tde do 70 ml/phit).

14- Nhirng di¢u cn thin trong khi ding thubc nay?
Ha huyét 4p triéu ching & nhimg bénh nhan tang huyét dp don gian hiém khi gap.
bdp img ha huyél ap qua mirc c6 thé xay ra sau khi ding lidu du perindopril o ¢ nhimg bénh nhén dang duge diéu tri véi thude
lgi tiéu. C6 thé lam giam kha ning ha huyét dp bing cach ngung ding cac thudc lgi tiéu 3 ngay trude khi bt diu ding
perindopril.
o] mot vai bénh nhin suy tim sung huyél 14 nhimg ngudi ¢6 huyét 4p thip hay binh thuong, tinh trang ha huyét dp hé théng c6
thé niing thém khi dung thubc rc ché enzym chuyén.
Chirc ndng thén & nhitng ngudi thiéu nang thén hodc suy thén nén duge theo ddi chit ché. Nén theo ddi chirc ning than truée
va sau cdc khoang thoi gian diéu trj. o . ] )
Lactose: Khéng nén ding GLOVERSIN® cho nhimg bénh nhén c6 van dé di truyén hiém gip khong dung nap galactose, thicu
hut Lapp lactase hodc kém hép thu glucose-galactose
Sir dung cho tré em: Tinh an toan va hi¢u qua cua perindopril & tré em dudi 18 tudi chuwa duge thiét 1ap. Vi viy, khong
khuyen céo ding thudc & nhém bénh nhan nay.
Sir dyung cho phu nir ¢6 thai: Perindopril khong dugc diing trong thoi ky mang thai.
Khi da:ﬁng dung thubc, néu dinh mang thai hofic mang thai da dugc xc dinh, phai thay ngay diéu tri bing thude khic, cang sém
cing tot
D c6 bing chimg cho thdy néu dung thudc trong ba thang thir 2 va thir 3 thai ky, co nhiém dge thai nhi (giam chirc ning thén,
it nude 6i, cham cdt hoa s), nhiém ddc so sinh (suy than, ha huyet ap, tang kali mau). Néu da ding perindopril tir ba thang thir
hai thai k¥, nén siéu 4m thén va sq.
Sir dung cho phu nir cho con bi: J dong vat, mot lugng nho perindopril duge tiét vao sira me. Chua c6 s6 }iéu trén ngiroi,
Do véy, khong nén dung perindopril trong thoi glan cho con bu.
Anh huéng ciia thude I18n kha niing didu khién tau xe va vin hinh miy méc: Bénh nhén c6 thé bi dau day, rotfoan tinh
khi va hogc gléc ngy, suy nhuge. Khong 14i xe, str dung mdy méc hay lam bat ky cong viéc nao doi hoi sy tinh téo trude khi
ban chéc chin ring ban c6 thé thyc hién nhimg cong viéc dé mét cach an toan.

15- Khi ndo cAn tham vén bac sy?
Nén tham vin béc s trong nhitng truong hop sau: Xudt hién pha thin kinh mach & mat, chi, méi, ludi va thanh quan hay hiu
hong.
Néu cén thém thong tin xin héi § kién bdc sp hogc dwge si.

16- Han dung ciia thuz
24 théng ké tir ngay san xudt.

| 17- Nha sin xuét/chii s¢ hiru gidy phép ding ky sin phim

CONG TY TNHH DUQC PHAM GLOMED M

mﬁm Dia chi: S8 35 Dai L§ Tu Do, KCN Viét Nam — Singapore, thi xd@ Thudn An, tinh Binh
~S Dl.rcrng :
DT: 0274.3768823; Fax: 0274.3769095 _“‘ =N
18- Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thube. UL HANY = &
21/07/2017 L f M
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NHAN CHAI GLOVERSIN 4 (CHAI 60 VIEN)

Kich thudc:
Dai :115 mm
Cao 28 mm

Thanh phén: Mdi vién nén bao phlm c.hua

Perindopril erbumin ... L Amg.

T4 dugc vira di ... 1 vién.

chi dinh, lidu Iuvnn :ér.ll hlg, l:llﬂng chi dinh
va cdc théng tin khdc vé sin phfm:

Xin doc tis hudng dén sif dung.

B xa t4m tay cila tré em.

Boc ki hitéing din sif dung trrde khi ding.

Bao quan:

BE noi kho réo, tranh dnh sédng, nhiét 4 khang
qua 30°C.

RX husc ban theo don

GLOVERSIN 4

S8 165X :
NSX

San xuit béi: I‘\(\/
CONG TY TNHH DUGC PHAM GLOMED ll

35 Bai 1§ Ty Do, KCN Vigt Nam - S:nganlzre

Thudn An, Binh Dudng. 3 *_ o
\

Ngay/¢ thang /lnim 2016
T6ng Giam Pdc
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Rx  THUGC BAN THED DON

'GLOVERSIN 4

THANH PHAN: M3i vign nén bao phim chifa
Perindopril arbumin ..
T4 dugc vira dl
GHi BINH, LIEU LUGNG, CACH DUNG, GHONG CHI BINH
VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc tiy hudng din sif dyng.

0E XA TAM TAY COA TRE EM.

BOC KY HUANG DAN SU DUNG TRUGC KHI DUNG.

8A0 QUAN:

Bé noi kho rdo, trinh dnh sdng, nhigt A3 khong qud 30°C.
SBK/ Reg. No.:

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

Sén xudt bii:

CONG TY TNHH DUGC PHAM GLOMED

35 Bai L Ty Do, KCN Viet Nam — Singapors,
Thudn An, Binh Dugng.

NHAN hyP GLOVERSIN 4

Kich thude:

Dai : 45 mm
Rong : 45 mm
Cao 60 mm

Rx PRESCRIPTION ONLY

GLOVERSIN 3

(Hop 1 chai x 60 vién)

COMPOSITION: Each film coated tablet contains
Parindopril 8rbumIng .....coiovvierivenimeenninns
Exclpients g.5.....c0e
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,

in a dry place, protect from light.

HRINARI

GLOMED PHARMACEUTICAL COMPANY, Lid
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.
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NHAN CHAI GLOVERSIN 4 (CHAI 30 VIEN)

Kich thudc:
Dai :115 mm
Cao : 28 mm

| Thanh phdn: M&i vién nén bao phim chila

Perindopril erbumin ..o 4 Mg,

Ta QUge vita a0 oo 1 VRN

Chi dinh, liu ltgng, cch diing, chang chi djnh
va cdc thing tin khic vé sdn phdm:

Xin doe 1 hugng dan sir dung.

Dé xa tdm tay ciia tré em.

Bgc ki hudng din sif dyng trwde khi diing.

Bao quin:

D& noi khd rdo, trinh dnh sang, nhiét d khong

RX mhusc bin theo don 5610 5X:

G_LOVERSIN°4

35 Bai 1 Ty Do, KCN Vigt Na
Thudn An, Binh Dudng. |

Ngay /% thang/! nam 2016
Téng Giam Ddc

T

- Singapore,

$an udl béi: V
CONG TY TNHH DUGC Pﬂi.ﬂ)S ED
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NHAN H_? GLOVERSIN 4

Kich thudc:

Dai : 45 mm
Rong : 45 mm
Cao : 60 mm

(HOp 1 chai x 30 vién)

Rx  THUOC BAN THED BON

'GLOVERSIN 2

Perindopril erbumin 4 ma!

Hop 1.chal x 30 vign nén bao' phim

© THANH PHAN: MBi vién nén baa phim chia

|  CONG TY TNHH DUGC PHAM GLOMED

| Thudn An, Binh Dudng.

Perindopril erbumin ..............c....c..... 4 mg.

T4 duge via dl oo, 1 Vi8R,

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

Xin doc td hutng ddn sif dung.

o€ XA TAM TAY CUA TRE EM.

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG,

BAO QUAN:

BE noi khd rdo, trdnh dnh sdng, nhigt dp khong qué 30°C. |
SOK/ Reg. No.:

S 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

San xudt bal:

35 Bai L6 Ty Do, KCN Vigt Nam - Singapore,

RX PRESCRIPTION ONLY

GLOVERSIN 4

Périndanril erburmine 4 ma

Box of 1 bottle of 30 film coated tablets, | | |

COMPOSITION: Each film coated tablet contains
Perindopril 8rBuUmIng ........c...coooicneinecnnees 4 MG,
Exciplents 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,
in a dry place, protect from light.

HIATNAR1

-
o

Manutactured by:

| GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,

| Thuan An, Binh Duong.




