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ORI -t el MAU HOP, Vi XIN PANG KY

1- M@u nhan hgp chira 2 vi (Al - Al)
2 - Mau nhén vi (Al - Al) chtra 10 vién nén bao phim tan trong ruét
(56 16, han dung dugc dap néi trén vi)

BOY TE
CUC QUAN LY bugc

DA PHE DUYRT

Lén dz‘iu:{./j../..aj../..z.o.dz?

A

o/
-6 |
ir=d
82| A.TEsomeprazol 20
ag% Esomeprazol T AB
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Chi dinh - Chéng chi dinh - Liéu ding & céch ding - Thdn Bao quan: Noi khd rdo, nhiét 30 khong qud 30°C, trénh dnh séng.
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. CONGTYGOPHANWMMANTHEN
AN THIEN PHARMA 314 Bdng Sao, Phuéng 5, Quan 8, TP. HCM

MAU HOP, Vi XIN PANG KY

1 - Mau nhan hép chira 3 vi (Al - Al)

2 - Mau nhan vi (Al - Al) chira 10 vién nén bao phim tan trong ruét

(S6 16, han dung dugc dap néi trén vi)

b

®*

S6 16 SX: Han dung:
R

Bvrhuécbanmaon

A.T Esomeprazol 20

(DuUdi dang esomeprazol magnesi dihydrat)

VIEN NEN BAO PHIM TAN TRONG RUOT

TAB

Esomeprazol

20 mg

Hoép 3 vi x 10 vién

trong - Téc dung phu va céc thdng tin chi tiét khéc:
Xin xem trén t& HDSD kém theo
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Té duoc vira i 1 vién
Chi dinh -

OH 8 WS

(Duéi dang esomeprazol magnesi dihydrat)
Chéng chi dinh - Lidu ding & cich ding - Thin

Théng bdo cho bac si nhirng tic dung khéng mong
mudn gdp phai khi str dung thubc.
Bao quan: Noi kho réo, nhiét 36 khong qué 30°C, trénh énh séng.
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s S e T —— MAU HOP, Vi XIN PANG KY

1 - Mau nhan hp chira 5 vi (Al - Al)
2 - Mau nhaén vi (Al - Al) chira 10 vién nén bao phim tan trong rudt
(S6 16, han dung dugc dap néi trén vi)

| -

a 2 &Thuécbéntheodon

—

8.0 AT

5::2| H.I Esomeprazol 20

- gE Esomeprazol TAB

Q g (DUGi dang esomeprazol magnesi dihydrat)

g E 20 mg

o VIEN NEN BAO PHIM TAN TRONG RUOT

(7]

w 5 Hop 5 vi x 10 vién

b= 3

= 3

Thanh phin: trong - Tac dung phy va céc thong tin chi tiét khac:
\ ............... S );nnxm:‘e:%lf‘ehzmmmmmm

S (T%J:canv?:aamiien o memwmm

Chi dinh - Chéng chi dinh - Lidu ding & céch ding - Thin Bao quan: Noi kho réo, nhiét 85 khdng qua 30°C, trénh énh séng.
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MS..Z...A $14'500 Soe, Phoarg’. cuk 1 T M MAU HOP, Vi XIN PANG KY

1 - Mau nhan hép chira 10 vi (Al - Al)
2 - Mau nhan vi (Al - Al) chira 10 vién nén bao phim tan trong ruét
(S6 16, han dung dugc dap néi trén vi)

| —
e
80| AT
3:2| H.I Esomeprazol 20
iE
agi Esomeprazol TAB
8 (DUSI dang esomeprazol magnesi dihydrat)
“E’ E 20 mg
o 2 VIEN NEN BAO PHIM TAN TRONG RUOT
R
i 2 Hop 10 vi x 10 vién
g
=
Thanh phdn: - :vng - T:: dgrzgshg :mdufeom tin chi tiét khac:
E: P s mg in xem trén
S (T?:J:canv?nammn - . m:ﬂmﬁwmmm

Chi dinh - Chéng chi dinh - Lidu diing & céch diing - Thin Béo quan: Noi kho réo, nhiét 30 khdng qua 30°C, trénh 4nh sdng.
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Qﬁy CONG TY CO PHAN DUQ'C PHAM AN THIEN

AN THIEN PHARMA 314 BAng Sao, Phudng 5, Quén 8, TP. HCM

MAU NHAN, HOP XIN BPANG KY

1 - Mau nhén hép chira 1 chai
2 - Mau nhan chai chira 30 vién nén bao phim tan trong rudt

il )
gv Thuéc ban theo don
&Thuécbﬁnﬂuodon Thanh Phin: Tiéu chudn: TCCS
20 mg
O eonpirayesanis | 'I' Esomeprazol 20 s
A:Il Esomeprdldzo Chi Binh - Chng chi dinh - Libu Dang DE XA TAM TAY CUA TRE EM.
TAB - Cich Ding - Thin trong - Tic dyng :w*gmm
Esomeprosci phu va cic thing tia chi S8 khic:
2 aomg 5 Xin xem tén 1 HOSO kém theo
Bao quan: Noi khd réo, nhiét d6 khéng
30°C, X 88 16 SX:
HOP 1 CHAI x 30 VIEN — —— Han diing:
= 7 cON co m‘?."' mﬂw:nuum THIEN
Q"’ CONG TY CO PHAN DUOT PHAM AN THIEN &E&m,{’g‘,"’.&@
| swwermama 314 Bong Sao, Phutng 5, Guin 8, TP. H3 Chi Minh Huyén Nna B, Tp.HB CHI Mioh )
&
Thanh phan: BOX OF 1 BOTTLE x 30 TABLETS
HOP 1 CHAI x 30 VIEN S ieit 20mg * Tiéu chudn: TCCS
{Dwéi dang esomeprazol magnesi d;hydnt) oy
Thudc bén theo don Chi dinh - Chéng chi dinh - Lidu ding & T B — —
& Céich diing - Than trong - Tac dung phus va & Prescription Drug DE XA TAM TAY CUA TRE EM
céc théng tin chi it khac aocx?mu?:sn&wo\m
Xin xem trén t& HDSD kém theo TR KHI DUNG
A.TEsomeprazol 20 A.T Esomeprazol 20
TAB Théng béo cho bac si nhirng téc dung
Esomeprazol khéng mong muén gdp phéi khi st Esomeprazole TAB
(Dudi dang esomeprazol magnesi dihydrat) dung thuée. (As esomeprazole magnesium dihydrate)
20 Bao quan:
Noi kho rdo, nhiét 85 khong qua 30°C, trinh
anhsang.

AN THIEN PHARMA & =
-HN THlEN PHARMACEU ICAL CORPORATION

CONG TY CO PHAN DUOC PHAM AN THIEN 4 Sao Street, Ward 5. District 8, HOMC

OONG TY
€O PH \ N
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A
CONG TY CO PHAN DUQ'C PHAM AN THIEN

AN THIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. HCM

MAU NHAN, HOP XIN DANG KY

1 - Mau nhan hép chira 1 chai
2 - Mau nhan chai chira 60 vién nén bao phim tan trong rudt

( )
Ry Thudc ban theo don
Ry, huéc ban theo don Thanh Phin: e
E 20
(s o s = AT Esomeprazol20 s
A.T Esomeprazol 20 Lot | e - ~
P prrrg et e ; TAB ot xaTAmTAY CUATRE EM.
TAB - Cich Ding - Thia trgng - Tic dgng b 20 m BOC KY HIFYNG DA SIF DING TRUGC
Esomeprazni pha wh chc thing tin chi St khGe: g RADING.
RIS dgng v2' Y Xty xem rén & HOSD kém theo
-~ m : Noi , nhi
/ 9 o e ey ey $616 SX:
HOP 1 CHAI x 60 VIEN Han diing:
7 cON WOOPHS:D’:WQCMWZHMANTWEN
W CONG TY CO PHAN DUOC PHAM AN THIEN Sm&wg,ammm
| Awvesemamia 314 Bong Sso, Phutng 5, Quén 8, TP. H Chi Minh mma&,rwﬁu«% —
Thanh ph&I: BOX OF 1 BOTTLE x 60 TABLETS e
MR SOt Esomeprazol 20mg * Tiéu chudn: TCCS
{Duai dang esomeprazol magnesi dihydrat)
&Tbuéchantneodan Chi dinh - Chong chi dinh - Lidu ding & & Prescription Drug b —
cach diing - Than trong - Tac dung phu va BE XA TAM TAY CUA TRE EM
cac thing tin chi B8t khac mﬁm&cn&wm
Xin xem trén t& HDSD kém theo TR KHI DUNG
A.T Esomeprazol 20 A.T Esomeprazol 20 o
]'AB Théng béao cho béc si nhirng téc dung
khéng mong mudn gdp phai khi st EsomepmzdeTAB
(Dudi dang esomeprazol magnesi dihydrat) dung thudc. (As esomeprazole magnesium dihydrate)
Bao quan:
:uﬁmuﬁaﬁmumﬂc.m

AN THIEN PHARMA

CONG TY CO PHAN DUOC PHAM AN THIEN

N THIEN PHA RMACEUTICAL CORPORATION

ng Sao Street, Ward 5, District 8, HCMC
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w-
¢ CONG TY CO PHAN DUQ'C PHAM AN THIEN

AN THIEN PHARMA 314 Bdng Sao, Phudng 5, Quan 8, TP. HCM

MAU NHAN, HOP XIN PANG KY

1 - Mau nhan hgp chira 1 chai
2 - Mau nhan chai chira 100 vién nén bao phim tan trong rudt

&Mmmm

A.T Esomeprazol 20
TAB

. Exomegrat
o 20 mg

HOP 1 CHAI x 100 VIEN

HOP 1 CHAI x 100 VIEN

&Mbﬂnmeodon

A.T Esomeprazol 20
TAB

Esomeprazol
{Dudi dong esomeprazol magnesi dihydraf)

AN THIEN PHARMA

CONG TY CO PHAN DUOC PHAM AN THIEN

( ~
&Mhﬁnﬂnodon
Thank Phia: - Tiéu chudn: TCCS
e .20 mg
e A.T Esomeprazol20 s
Esomeprazol o
Chi Dinh - Chéng chi dinh - Lilu Dilng  (Dud dong esomeprol magnes dihydrat) TAB o xa Am 1aY cUA TRE EM.
- Cich Dang - Thin trong - Tac dyng 20 mg gﬂmﬂﬁmm
phn va cic thing fin chi it khic: -
Xiry xem trén & HOSO kém theo
Bao quan: Noi kho ro, nhiét a6 khong
qu:;O"'(; frén; anh s:ng'.‘ S8 16 SX:
Han diing:
7 CON oom?u"mmm&u;uu THIEN
v AN
W CONG TY CO PHAN DUDT PHAM AN THIEN S,m omg 569, KON
6, Duimg s6 9, Higp Phurdre,
| A reaman 314 BOng Sao, Phudmg 5, Quin 8, TP. HA Chi Minh

wmuryﬁm%,

Thanh phan:
Esomeprazol 20mg
(Dwai dang esomeprazol magnesi dihydrat)

Chi dinh - Chéng chi dinh - Lidu diing &
cach diing - Than -Tacdung phuva
céc thing fin chi tist khac

Xin xem trén t& HDSD kém theo

Théng béo cho béc si nhirng téc dung

khoéng mong muén gdp phai khi st
dung thuéc.

Bao quan:
Noi khd rdo, nhiét 5 khiing qua 30°C, tranh
anhsang

BOX OF 1 BOTTLE x 100 TABLETS
I;v Prescription Drug

A.T Esomeprazol 20

(As esomeprazole magnesium dihydrate)

CAL CORPORATION

15, District 8, HCMC

Tiéu chudn: TCCS

S cniianisanan
BE XA TAM TAY CUA TRE EM
BOC KV HUONG DAN SUF DUNG
TRUGC KHI DUNG
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TO HUONG DAN SU DUNG THUOC
A.T ESOMEPRAZOL 20 tab va A.T ESOMEPRAZOL 40 tab

® Thubc ban theo don
VIEN NEN BAO PHIM TAN TRONG RUQT A.T ESOMEPRAZOL tab
THANH PHAN (cho mt vién nén bao phim tan trong rudt):
Vién nén bao phim tan trong ruft A.T ESOMEPRAZOL tab chira hoat chit chinh 12 Esomeprazol (du6i dang Esomeprazol
magnesi dihydrat) véi thanh phan nhu sau:

Vién A.T ESOMEPRAZOL 20 tab chira Esomeprazol 20 mg

Vién A.T ESOMEPRAZOL 40 tab Esomeprazol 40 mg

Thanh phi‘m td dugc vira du 1 vién bao gém: Avicel 102, Manitol, Primellose, Natri bicarbonat, Natri lauryl sulfat, Talc,

Magnesi stearat, HPMC 615, PEG 6000, Eudragit L100, Titan dioxyd, Mau do erythrosin, Mau vang tartrazin.

CAC PAC TINH DUQC LY:
Duwogc lue hoc:

Esomeprazol 1a dang ddng phan S cta omeprazol, duge dung trong tw nhu omeprazol trong diéu trj loét da day — ta trang
va bénh trao nguoc da day — thyc quan.

Esomeprazol gin véi H'K"-ATPase (con goi la bom proton) & té bao thanh cua da day, trc ché dic hi¢u h¢ thong enzym
ndy, ngan can budc cudi ciing cia sy bai tiét acid vao long da day. Vi véy, esomeprazol c6 téc dung (rc ché da day tiét acid co
béan va ca khi bi kich thich do bat ky tac nhan nao. Thudc tac dung manh, kéo dai.

Duwoc djng hoc:

Esomeprazol hp thu nhanh sau khi uéng, dat ndng do cao nhét trong huyét twong sau 1 — 2 gio. Sinh kha dung cua
esomeprazol tiang 1én theo liéu ding va khi ding nhéc lai, dat khoang 68% khi ding liéu 20 mg va khoang 89% khi dung liéu
40 mg. Thirc an [am cham va giam hip thu esomeprazol, nhung khong 1am thay ddi c6 y nghia tac dung cua thude dén do acid
trong da day. Dién tich du6i duong cong (AUC) sau khi uéng 1 lidu duy nhit esomeprazol 40 mg vao bira an so vai lic doi
giam tir 43% dén 53%. Do d6 esomeprazol phai udng it nhét 1 gi&r trede bira dn. Khoang 97% esomeprazol gén vao protein
huyét trong. Thé tich phan bd khi ndng do thudc 6n dinh & ngudi tinh nguyén khoe manh 1a 16 lit. Thude chuyén hoa chu yéu &
gan nho isoenzym CYP2C19, hé enzym cytochrom Paso, thanh céc chit chuyén héa hydroxyl va desmethyl khong con hoat
tinh. Phén con lai dugc chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi dung nhic lai, chuyén héa budc dau
qua gan va d¢ thanh thai cua thude giam, c6 thé do i isoenzym CYP2C19 bj uc ché. Tuy nhién, khong c6 hién tugng tich lay
thudc khi dung mbi ngay 1 lan. O mot sb ngudi vi thiéu CYP2C19 do di truyén (15-20% ngudi chau A), nén lam cham chuyen
hoéa esomeprazol, din dén gia tri AUC tang cao khoang 2 14n so véi ngudi c6 du enzym. Thoi gian ban thai trong huyet twong
khoang 1,3 gi¢. Khoang 80% liéu ubng dugc thai trir dudi dang cac chat chuyen héa khéng c6 hoat tinh trong nudc tiéu, phin
con lai dugc thai trir trong phén. Dudi 1% thudc dugc thai trir trong nudc tiéu. O nguoi suy gan nang, gid tri AUC ¢ tinh trang

nz‘iﬁy. <
CHI PINH:
Loét da day — t4 trang.
Hoi ching Zollinger — Ellison.
Bénh trao ngugc da day — thye quan (viém thyce quan trot xudce, loét hodc thit hep duogc x4c dinh bing ndi soi).
Phong va diéu tri loét da day — ta trang do ding thudc chdng viém khong steroid
Phong va diéu trj loét do stress
Xuét huyét do loét da day — ta trang nang, sau khi diéu trj bing ngi soi (4 phong xuat huyét tai phét)
LIEU DUNG VA CACH DUNG:

Cich ding: Esomeprazol khong 6n dinh trong méi truong acid, nén phai uéng thudc dudi dang vién bao tan trong rudt dé
khong bi phé hiy & da day va tdng sinh kha dung. Phai nubt ca vién thubc, khong dwgce nghién nho hodc nhai. Ubng thudc it nhét
1 gidr trude bira an. C6 thé dung cung thude khang acid khi cén thiét dé giam dau.

Liu dung:

Liéu dimg cho nguoi lom:

- Didu tri loét da day — t4 trang do nhiém Helicobacter pylori: Esomeprazol 12 mot thanh phan trong phéc do diéu tri
cing v&i khang sinh. Phéc dd 3 hoac 4 thudc (cung véi amoxicilin va clarithromycin hogc clarithromycin, metronidazol va
bismuth). Esomeprazol mdi 1dn 20 mg, ngay 2 1an trong 14 ngay, hoic mdi ngay mot 1an 40 mg trong 10 ngay. Tuy ty 1¢ dé khang
thudc timg dia phuong dé lya chon phéc db diéu tri pht hop

- Didutr bénh trao nguoc | da day — thuc quan nang (c6 viém trgt thyc quan): ubng méi ngay mot 14n 40 mg trong 4 tuan,
c6 thé uong thém 4 tuin nira néu can hogc cach khac, uong esomeprazol 20 hoac 40 mg ngay 1 lan, trong 4 — 8 tudn, c6 thé dung
dang uéng thém 4 — 8 tuén nira néu vin con triéu ching hodc biéu hién cia viém qua ndi soi. Truong hop nang co thé tang liéu
1én 80 mg/ngay chia 2 1an.

- Diéu trj duy tri khi da khoi viém trot thyc quan hogc dé diéu trj trigu ching trong trudng hop khong c6 viém trot thye
quan: esomeprazol 20 mg ngay 1 lan.

- Piéu tri loét da day - ta trang do dung thudc chdng viém khong steroid hogc du phong loét do stress: udng esomeprazol
20 mg ngay 1 lan, trong 4 -8 tuan. Dy phong loét da day ¢ nhimg ngudi c6 nguy co cao vé bién chimg & da day — t4 tring, nhung
c6 yéu cau phal tiép tuc diéu trj bing thudc chéng viém khong steroid: uéng mdi ngay 20 mg hogc 40 mg.

- Diéu tri hoi chimg Zollinger-Ellison: Tuy theo ca thé va mirc do tiang acid cua dich da day, lidu ding mdi ngay c6 thé
cao hon trong cdc truong hop. khéc, ding 1 14n hozc chia lam 2 lan trong ngay. Liéu khai dau ubng 40 mg, ngay 2 l4n, sau d6 didu
chinh liéu khi cin thiét. Da s§ ngudi bénh c6 thé kiém soat dugce & liéu 80-160 mg mdi ngay. Cac liéu 16n hon 80 mg/ngay phai
chia 1am 2 1an

n dinh cao hon 2 - 3 14n so v&i ngudi ¢6 chirc nang gan binh thudng, vi vy phai giam liéu esomeprazol & nhimg ngu’c%i@___

<
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Liéu dung cho tré em:

- Tréem> 12 tudi: c6 thé dung lidu nhu ngudi 16m

Nguoi suy gan: khong cin giam lidu 0 bénh nhéan suy gan nhe va trung binh. Déi voi bénh nhan suy gan nang, khong nén
dung qua lidu tbi da 20 mg esomeprazol mbi ngéy & ngudi 16n va tré em > 12 tudi va 10 mg & tré 1-11 tudi.

Nguoi suy than: Khong cin phai giam liéu ¢ ngudi suy gan nhe va trung binh, thén trong & ngudi suy than nang vi kinh
nghié¢m sir dung & nhng b¢nh nhén nay con han ché.

Nguoi cao tudi: khong cin giam liéu & ngudi cao tudi.

CHONG CHI DINH:

Qua man cam véi esomeprazol hogc céc thude tre ché bom proton khéc, hodic qua mn cam v&i bét cir thanh phin nao cua
thudc.

THAN TRONG:

Trudce khi ding thudc e ché bom proton, phai loai trir kha nang ung thur da day vi thudc ¢6 thé che I4p triéu chimg, 1am
cham chin doan ung thu.

Than trong khi dung & ngudi bi bénh gan, ngudi mang thai hodc cho con bi.

Phai than trong khi dung esomeprazol kéo dai vi c6 thé gdy viém teo da day hodc ting nguy co nhiém khuén (nhu viém
phdi méic pha1 cong dong)

C6 thé tang nguy co tiéu chay do clostridium difficile khi ding cac thudc trc ché bom proton.

Khi dung cac thudc trc che bom proton, dgc biét khi dung lidu cao va kéo dai (> 1 nam), c6 thé ting nguy co gdy Xuong
chau, xuong cb tay hogc cot séng do lodng xuong. Co ché cua h1¢n tuong nay chua dugc giai thich, nhung c6 thé do giam hép
thu calci khong hoa tan do tang pH da day. Khuyén cao dung lidu thép nhét c6 tac dung trong thdi gian ngan nhat c6 thé, phu
hop véi tinh trang 14m sang. G nhitng bénh nhén c6 nguy co gy xuong do loang xuong nén dung du vitamin D va calci, danh
gia tinh trang xwong va quén 1i theo huéng dan.

Ha magnesi huyet (c6 hodc khong c6 tri¢u ching) hiém khi gdp & ngudi bénh ding thudc e ché bom proton kéo dai flt

nhét 3 thang hodc hau hét cac truomg hqp dung kéo dai trén 1 niim) ‘
SU DUNG CHO NGUOI LAI XE VA VAN HANH MAY MOC: i

Thudc c6 thé gay mot s tac dung phu nhu chéng mat, nhirc dau, budn ngu, ngu ga, choang vang, 4o giac, nhin md va budn

non nén can than trong khi ding esomeprazol cho ngudi 14i xe va van hanh may mac.
SU DUNG CHO PHU NU MANG THAI VA CHO CON BU:

Phy nir ¢6 thai: Chua c6 nghién ctru ddy du khi dung esomeprazol & ngudi mang thai. Tuy nhién, chi sir dung esomeprazol
khi that cin thiét trong thoi ky mang thai.

Phy nir cho con bi: Chua biét esomeprazol c6 bai tiét vao sira ngudi hay khong. Tuy nhién da do dugc ndng do cua
esomeprazol trong sita cia phy nir sau khi tiém 20 mg esomeprazol. Esomeprazol c¢6 kha nang gdy ra céac tic dung khong mong
muon nghiém trong ¢ tré bl me, vi vy phai quyét dinh ngimg cho con bt hoac ngimg thudc, tily theo tim quan trong cua viéc
dung thubc déi voi ngudi me.

TUONG TAC THUOC:

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh hudng dén sinh kha dung ciia thubc hip thu phy thuge pH
nhu ketoconazol, mudi sit, digoxin.

Esomeprazol trong téc dugc dong hoc véi cic thude chuyén hoa bai hé enzym cytochrom Paso, isoenzym CYP2C19 & gan.
Dung ddng thoi esomeprazol v6i cylostazol lam ting nong do cylostazol va chat chuyén héa c6 hoat tinh ciia n6, xem xét giam
lidu cylostazol. Dung dong thoi esomeprazol vai voriconazol c6 thé lam tang tiép xtic voi esomeprazol hon gép 2 lin, xem xét
& nhirng bénh nhén dung lidu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi chimg Zollinger — Elhson

Diing esomeprazol véi cac thube gay cam tmg CYP2C19 va CYP3A4 nhu rifampin 1am giam ndng do esomeprazol, tranh
ding dong thoi.

C6 thé tang nguy co ha magne51 huyet khi dung esomeprazol cung véi cac thube ciing gdy ha magnesi huyét nhu thudc loi
tiéu thiazid hodc thudc loi tiéu quai. Kiém tra ndng do magnesi huyét trudce khi bét diu ding thude e ché bom proton va dinh
ky sau do.

Atazanavir: c6 thé 1am thay déi sy hép thu khi udng atazanavir, 1am giam ndng do thudc nay trong huyét twong, ¢6 thé lam
giam tac dung khéng virus. Khong nén dung ddng thoi thude tre ché bom proton va azatanavir.

Clopidogel: dung cac thudc trc ché bom proton lam giam ndng do trong huyét trong cia cac chit chuyén héa c6 hoat tinh
cua clopidogel, lam giam tac dung khéng tiéu ciu

Digoxin: ha magnesi huyét do ding kéo dai thubc trc ché bom proton lam co tim tang nhay cam v6i digoxin, c6 thé tang
nguy co dgc véi tim cua digoxin. O ngudi bénh dang ding digoxin, kiém tra ndng do magnesi trudc khi bt dau dung thudc trc
ché bom proton va dinh ky sau dé. )

Sucrafat: trc ché hdp thu va lam giam sinh kha dung ciia esomeprazol. Ding céc thubc e ché bom proton it nhét 30 phut
trude khi ding sucrafat

Tacrolimus: tang ndng do trong huyét thanh cta tacrolimus.

Warfarin: ting INR va thoi gian prothrombin khi dung ddng thoi warfarin véi thude (e ché bom proton, c6 thé gy chay
méu bét thu'ong va tir vong. Theo doi INR va thoi gian prothrombm khi dung ddng thoi esomeprazol va warfarin.

Dung dong thoi esomeprazol va clarithromycin 1am tang nong do esomeprazol va I4—hydroxyclar1thromycm trong mau.

Dung ddng thoi esomeprazol va diazepam 1am giam chuyén héa diazepam va ting ndng do diazepam trong huyét twong.

TAC DUNG KHONG MONG MUON:
Thuong gap, ADR > 1/100:

- Toan than: dau dau, chong mét, ban ngoai da.

- Tiéu héa: budn non, ndn, dau bung, tiéu chay, tio bon, ddy hoi, khd miéng.
It gap, 171000 < ADR < 1/100:

- Toan than: mét moi, mét ngu, budn ngt, phat ban, ngira, di cam.

- Réi loan thi giac.
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Hiém gdp, ADR < 1/1000:
- Toan than: s6t, toat md hoi, phi ngoai bién, man cam voi anh sang, phan img qua man (bao gdm may day, phit mach,
co that phé quan, soc phan v¢).
- Thén kinh trung wong: kich dong, trAim cam, 1a 14n, 4o giéc.
- Huyét hoc: giam toan thé huyét ciu, chimg mét bach ciu hat, giam bach céu, giam tiéu ciu.
- Gan: tang enzym gan, viém gan, vang da, suy chirc nang gan.
- Tiéu hoa: réi loan vi gidc, viém miéng.
- Co-xuong: dau khép, dau co, loang xuong, gdy xuong.
- Tiét niéu: viém than k&.
- Da: ban bong nudc, hoi chimg Stevens-Johnson, hoai tir biéu bi nhiém doc, viém da.
- Do lam giam d¢ acid cuia da day. céc thudc irc ché bom proton ¢6 thé 1am tang nguy co nhiém khuén & dudng tiéu hoa.
THONG BAO CHO BAC SINHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
QUA LIEU VA CACH XU TRi:
Chura c6 bao céo vé qué lidu esomeprazol & nguoi.
Khong c¢6 thudc giai doc dic hi¢u cho esomeprazol. Chu yéu diéu tri tri¢u chimg va hd trg. Thdm tich méu khong c6 téc
dung tang thai trir thudc vi thudc gan nhiéu vao protein.
QYU CACH PONG GOI:
Hop 2 vi x 10 vién.
Hop 3 vi x 10 vién.
Hop 5 vix 10 vién.
Hop 10 vi x 10 vién.
Hop 1 chai x 30 vién
Hop 1 chai x 60 vién.
Hop 1 chai x 100 vién.
HAN DUNG: 24 thang ké tir ngdy san xuit
BAO QUAN: Noi kho réo, nhiét d6 khong quéa 30°C, tranh anh séng.
TIEU CHUAN: TCCS
DE XA TAM TAY CUATREEM ~ — .
PQOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC STHOAC DUQC SI
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN
THUOC NAY CHi SU DUNG THEO DON BAC SI

CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Pudng S6 9, KCN Hiép Phude, Huyén Nha Be, TP Hd Chi Minh
Dién thoai: +84 (08) 38734380 Fax: +84 (08) 38734685 o/‘

TP. Hd Chi Minh, ngay 12 thang 05 nim 2017
GIAM POC KY THUAT
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tuAn mot lan trong 3-5 tudn. Piéu tri c6 thé dugce lap di lap lai, thong thuong, tir 6 dén 12 thang. C6
thé tién hanh diéu tri ciing luc v&i hon 1 vi tri khép.

Céch dung: Hyaza — BFS 1a dung dich tiém thing vao trong khép. Sir dung thubc ngay sau khi mo
ndp bao bi dé dam bao vo khudn. Truéc khi tiém cin sat khudn vi tri tiém va loai hét bot khi khoi
dung dich tiém.

Néu c6 hién tuong tran dich khép, can choc hut trude khi tiém.

Dimng tiém néu bénh nhén ¢6 cam giac dau trong khi tiém.

Trong 48 gid dau tién sau khi tiém, bénh nhan nén nghi ngoi, tranh van dong manh & ving khép da
tiém.

Chong chi dinh

M2n cam véi bét ky cac thanh phan ciia thube hoc protein gia cam.

Céc trudong hop nhiém khuan, bénh ngoai da & khu vurc chd tiém.

Than trong
Loai bo dich tran & khdp trude khi tiém Hyaza — BFS. E=S ] \
Pau thoang qua hozc sung khdp ¢ thé xay ra sau khi tiém tiém ndi khép voi Hyaza — BFS. TY N & R

Khong str dung néu tui, lo thubc da duge mé ra hodc bi hu hong.
Tinh an toan va hiéu qua cua thudc chua dugc chimg minh & tré em.
Twong tic thude
Khong tiém ndi khép Hyaza — BFS véi cac thude khac.
Khéng ding thudc ddng thoi vai cac thude sat khudn cé chita mudi amoni béc 4.
Téc dung khéng mong muén
Mot sb tac dung khéng mong mudn tai chd gip phai sau khi tiém Hyaza — BFS: cdm gidc nong
do, dau, sung tai chd, tran dich, nhiém khudn. C6 thé giam nhe cac triéu chimg nay bang cach
chuom nude da trong 5- 10 phut
Hiém gap: phét ban da, n6i mé day va ngira, séc phan vé. Trong cac trudng hop nay c4n ngung su,ﬁt”/“
dung thudc va tién hanh diéu trj hd tro.
Théng bdo cho bdc si nhitng tic dung khéong mong muén gdp phii khi sir dung thuéc.
Sir dung thudc cho phu nir ¢6 thai va cho con bu
Chua c6 dit liéu vé tinh an toan cua thudc dbi v6i phu nit c6 thai. Can than trong khi su dung
thudc cho phu nit mang thai hoic ngh1 ngo co thai.
Natri hyaluronat c6 thé duoc bai tiét qua sira me, nén ngimg cho con bu khi st dung thude.
Anh hwéng dén kha niing ldi xe va van hanh miy méc
Trong 48 giv dau tién sau khi tiém, bénh nhan nén nghi ngoi, tranh van dong manh & vung khép da
tiém. y
Thén trong khi sir dung thudc cho nguoi 1ai xe hoac van hanh may moc
Qui liéu
Chua c6 thong tin vé cac truong hop qua liéu Hyaza — BFS, can tuan thu chi dinh cua thay thudc
khi sir dung thudc.
Bio quén: Bao quan trong bao bi kin & nhiét 6 dudi 30°C, tranh 4nh sang va 4m.
Han dung: 24 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét
CONG TY CO PHAN DUQC PHAM CPCl HA NOI
Cum cong nghiép Ha Binh Phuong — x& Vian Binh, huyén Thtxong Tm th‘

ph6 Ha Noi.

U&.CYC TRUONG
P TRUGNG PHONG

K o . AN
7 Mok Huna
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\El\crermng // HYAZA - BFS
NS 0 (Natri hyaluronat 25 mg/ 2,5 ml)
Doc kj hwéng din siv dung trude khi diing
Néu cin thém théong tin xin héi y kién bdc sy, dwoc sy
Thuéc chi ding theo sw ké don ciia Bdc sy

Tén thuéc: HYAZA - BFS

Thanh phan: M3i lo nhya 2,5 ml chua

Natii Byaloronal. ..o seswssmsns s 5 25 mg

T4 dugc: Natri clorid, dibasic natri phosphat hydrat, monobasic natri phosphat, nudc ct pha tiém.
Dang bao ché: Dung dich tiém.

Quy cach dong goi:

- Lo nhua 2,5 ml. Hop 10 lo nhya, hop 20 1o nhya, hdp 50 lo nhya.

- Hop 5 vi nhom x 2 tai/vi x 1 lo nhya/tdi x 2,5 ml/lo.

- Hop 2 tai x 1 1o nhya/tti x 2,5 ml/lg.

- Hop 1 tai x 1 1o nhua/tii x 2,5 ml/lg.

Dac tinh dwoc luc hoc

Natri hyaluronat la mot polysaccharld trong lugng phan tir cao tu nhién, bao gdm mot chudi tuyén
tinh cac don vi disaccharid bao gdm natri glucuronat va N-acetylglucosamin. N6 dugc phén b6
rong khép cac mod cua co thé con ngudi va la thanh phan chinh trong hoat dich. Natri hyaluronat
hoat dong nhu mdt chit bdi tron mo, dong mdt vai tro quan trong trong viéc diéu chinh su tuong
tac vat 1y va co hoc giita cac mé lién k&; né ciing déng vai trd hd trg o dan hdi nhét duy tri su

tach biét gitra cac mo. b
Hoat dich, thanh phin chinh 14 acid hyaluronic, ¢6 tinh chit nhét dan héi, c6 mat & tit ca cac g

khép hoat dich, dac biét 1a & cac khdp c6 trong lugng 16n, noi né dong vai trd boi tron va dic tinh
chdng sdc ctia ndé dam bao cho sy di chuyén binh thuong, khong dau. N6 ciing cung cip chét d1nh/* —
dudng cho sun khop.

Bénh thodi hoa khdp nhu viém xuong khép (viém khdp) cé lién quan téi sy giam dd nhdt cua
dich khép, 1am lam giam kha niang boi tron va chirc ning chdng séc. Diéu nay lam ting ap luc co
hoc trén sun ciing nhu mét sun khép dan t6i gdy dau va mét chire niang cua khép bi anh hudng.
Nghién ciru d4 chig minh ring c¢6 su cai thién chét luong cua dich khép khi tiém trong khdp cac
ché pham natri hyaluronat do cai thién tinh dan hdi nhét cua chét 16ng hoat dich. Piéu nay dan
dén giam dau va cai thién van dong khop.

Dic tinh dwoc dong hoc

Khi tiém natri hyaluronat ndi khép, lugng natri hyaluronat dwgc chuyén hoa trong dich khép
khong dang ké. Thudc s& duge loai bo ra khoi hoat dich sau 2-3 ngay. Sau dé thudc duoc chuyén
hoéa chi yéu & gan va bai tiét qua than.

Chi dinh

Piéu tri dau trong thoai hoa khép gbi & nhimg bénh nhan khong dép tmg day du vé6i diéu tri khong
dung thubc hodc khong dap img day di voi thude giam dau thong thuong (vi du nhu acetaminophen).
Liéu lwong va cich diung

Liéu ding théng thuong 1a 2,5 mL Hyaza - BFS (25 mg natri hyaluronat) duge tiém noi khép mdi
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Céng ty cé phin Dwge phim CPC1 Ha Noi (CPC1-HN)

i8p Ha Binh Prwrong - xa Van Binh,
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