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Diclofenac potassium 50 mg 50
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Diclotenac potassium. ... ......corevr.. e 30 MG
Excipents q.5. 1 tablet.

INDICATIONS, DOSAGE. ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMA-
TION: Please refer 1o e package inserl

KEEF OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

Thudic ban theo dor
Rx

ﬂﬂaflaLn®50

Diclofznac kali 50 mg

Hop 1 vix 10 vien nen a0 phim

THANH PHEN: M3i vién nén bao ohm chila

Diclotenac kali 50 mg

Ta duge viia dil 1 viégn,

CHi BINH, LEU LUJNG, CACH DUNG, CHONG

CHI DINH VA CAC THONG TIN KHAC VE SAN
M: Xin doc to hugng din sif dung

OE XA TAM TAY CUA TRE EM.

BOC K¥ HUBNG DAN SU DUNG TRUGC KHI DUNG.

Prescription only
Ry p y

Araflan’s0

Diclofenac potassium

DMPOSITION: Each film coated lablet contains  STORAGE: Store at the

placs, orotect from light
Mardactwed by
GLOMED PHARMACEUTICAL COMPANY, Lid
35 Tu Do Bowevard, Vietnam - Singapore
Industrial Paris, A7 Phu. Thian An, Binh Duong

lemperature ot more
than 30°C. in a dry ‘

BAD QUAN: BE nd kh rdo. trinh dnh sdng,
nhigt 48 khong qud 30°C

SOK/ REG. NO.:

TIEU CHUAN/ SPECIFICATION:

San st hai

CONG TY THHH DUOC FHAM GLOMED

35 Dal Ld Ty Do. KCN Vit Nam - Singapare,
An Phu, Thudn An Binh Duting

50 mg
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COMPOSITION: Each film coated tablet contains  STORAGE: Store at the
Diclotenac potassium 50 mg. temperatwe not more
Excipients g.s. 1 tablet than 30°C, in a dry
INDICATIONS, DOSAGE, ADMINISTRATION, place, protect frem light.
CONTRAINDICATIONS AND OTHER INFORMA- Manufactured oy

TION: Please refer to the package insert GLOMED PHARMACEUTICAL COMPANY, Lld
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard. Viginam - Singapore
READ CAREFULLY THE LEAFLET BEFORE USE. Induslial Park, An Phu, Thugn An, Binh Duong

RxThudc ban theo ddn

Anaflam'so

Diclofenac kali 50 mg

Hép 2 Vi x 1“ vién nén baoc phim

THANH PHAN: Mi vign nén bao phim chifa BAD QUAN: B nai khd rdo, trinh dnh séng,

Diclofenac Kali ..o coveens v .....50 mg.  nhidt dé khéng qué 30°C.

Ta duoe wifa di 1 vién SBK/ REG, NO.

CHi DINH, LIEU LUONG, GACH DUNG, CHIJNE TIEU GHUAN/ SPECIFICATION:
CHI DINH VA CAC THONG TIN KHAC VE SAN .
PHAM: Xin dgs hung din s dung San xudt bin CONG TY TNHH DUGC PHAM GLOMED
BE XA TAM TAY cOA TRE EM. 35 Dai Lo Tu Do, KCN Viét Nam - Singapore,

BOC KY HUONG DAN SUf DUNG TRUGC KHI DUNG. An Pha, Thulin An, Binh Duong.

Prescription onl
Ry p y

Anaflam's0

Diclofenac potassium 50 mg
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HAN HOP ANAFLAM 50
Op 5 vi AlwPVC x 10 vien nén bao phim)

COMPOSITION: Each film coated tadlet contains Diclofenac pofassium...... ... . 50 mg
Excipients q.s. 1 tablet.

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

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature nol more than 30°C, m a dry place, protect from light.

Manufactured by

GLOMED PHARMACEUTICAL COMPANY . Lid |

A5 Tu Do Boulevard . Vietnam - Singapore IH‘m 1“‘ m I””
Industrial Park. An Pru. Thuan An. Rink Duong |

Thude ban theo don
Rx

7Anaflam’s0

Diclofenac kali 50 mg

Hép 5 i X 10 vign nén bao phim

THANH PHAN: M3i vign nén bao phim chita Diclofenac kali ... ... ...........50 mg
Ta dugc via dii 1 wign.

CHI DINH, LIEU LUUNG, GACH DUNG. CHONG GHi BINH VA CAC THONG TIN KHAG VE
SAN PHAM: Xin doc 1 huting ddn sil dung

DE XA TAM TAY CDA TRE EM. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: DE nai khb réo, trdnh 4nh sdng. nhidt 4 khdng cud 30°C

SBK/ REG. NO.. TIEU CHUAN/ SPECIFICATION:

San xuft bbi: CONG TY TNHH DUGC PHAM GLOMED
35 Dai Lo Ty Do, KON Viat Nam - Singapore, An Phu, Thuan An. Einh Duong

Prescription only
Rx

Anaflam’s0

Diclofenac potassium 50 my

a0 dx3 /aH
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NHAN HOP ANAFLAM 50
Hop 10 vi AlWPVC x 10 vién nén bao phim)

COMPOSITION: Each film coated tablet contains s
Diclofanac potassivm................. ....00 mg. Excipiants g.s. 1 t2blet

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 mere than 30°C, in a dry placs,

protect from light

Manufactured by

GLOMED PHARMACEUTICAL COMPANY, Lid I
35 Tu No Boulevard Vietnam - Singapore WEMMiWMI‘ ‘H
Industnal Park, An Phu Thuan An_ Binh Dusng | ) el

Thudc bin theo d
RX bin theo don

7naflam’s0

Diclofenac kah 50 mg ?ﬁ
o]
b1
f,
= a
Héu1ﬂulx1ﬂm‘en nén bao phim :
| o A
THANH PHAN: 113 vign né+ bao phim chira oy
DICIOENEE Kal..v. v v 50 MO. TA 0 virR 6l 1 vién =
CHI DINH, LIEU LUONG, CACH DUNG. CHONG CHI BINH VA CAC THOMG TIN
KHAC VE SAN PHAM: Xin doc 1 nusng édn sit dung.
DE XA TAM TAY CUA TRE EM. .
DOC KV HUONG DAN sU DUNG TRUGC KHI DONG,
BAD QUAN: D no kho rdo, trinh anh sdng, nhiét dd hdng qud 30°C
SOK/ REG, NO.:
TIEU CHUAN/ SPECIFICATION:
S4n xudt béi: CONG TY TNHH DUGC PHAM GLOMED I
3% Bai LY IJ Do, KCN Vigt Nam - Singapore, An Ph, Thisin An, Binh Duong ahat
Prescription only
Rx P y
o

7dnaflam's0

Dhelofenac potassum 50 mg
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NHAN Vi ANAFLAM 50

(Vi Alw/Alu)
(Vi 10 vién nén bao phim)

CONG TY THHH UGG FHAM GLOMED ‘df, f
@ GLOMED PHARMACEUTICA. Co. La~ # I a LS

Dicloferac kall 50 mg 50 Diclofenac kall 50 mg

® -]
| GONG T TNHH DUJC PHEM GLOMED —dr' f’_ -' CONG TY TNHH DUDS PHA
GLOMED PHARMACELTICAL Go, 14~ # a am <Xz GLOMED PHARMACELTIC

e bofernan oems e 50 1 50
df' ' r ' ,,,,,, CONG TY THHH DUCC PHAM GLOMED ~dr, f
'/ » af"a @ GLOMED PHARMACEUTICAL Co, Lta =~ # M a
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}. POSITION: Eacn fiim coated tablet contans STORAGE: Store at the temperature not
Fciotenac potassium .50 mg. Excipients 4.5, 1 tablet more than 30°C, in a dry place, protect
INDICATIONS, DOSAGE, ADMINISTRATION, from light

| |
CONTRAINDICATIONS AND OTHER INFORMATION: Please  Manufactwed by I|H m[ﬂh!w m”
refer to the package insert GLOMED PHARMAZEUTICAL COMPANY, Ltd |

KEEP OUT OF REACH OF CHILDREN 35 Tu Do Boulevard. Vietnam - Singapore Incusirial Park, An Phu.
READ CAREFULLY THE LEAFLET BEFORE USE. Thuan An Binh Dueng

RX Thubc ban theo dan

Anaflam's0

Diclofenac kali 50 mg

Hop 1 vix 10 vién nén bao phim

THANH PHAN: MEi viEn nén bao phim chifa BAD QUAN: B4 ngi knd rao, tranh 4nh s4ng, nhidt 06 kndag qud 30°C
Dicofenar kali 50 mp Ta duge via 4l 1 vign SON/ REG, ND.:

CHI BINH, LIEU LUONG, CACH DONG, CHONG CHI BINH VA TIEU CHUAN/ SPECIFICATION:

CAC THONG TIN KHAC VE SAN PHAM: Xin doc 1 hutrg ddn

5if tung, o Sin xuft bdi: CONG TY TNHH DUUC PHAM GLOMED

AE XA TAM TAY COA TRE EM 35 Dai LS Ty D¢, KCH Veél ¥am - Singapoarz, An Phil

90C KY HUING DAN SU DUNG TRUOC KHI DUNG, Thuan An, Binh Dugng.

Prescription on
Rx p y

Anaflam

Diclofenac potassium 50 mg

Box of 1 blister of 10 film coated tablets
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HAN HOP ANAFLAM 50
p 2 vi AlwAlu x 10 vién nén bao phim)

COMPOSITION: Eacn fim coated rablz1 cortains STORAGE: Store ai the temperaiure not
Diclofenac polasswm__ .. ... 50 mg. Excipients g5 1 tabiel more than 30°C, in a dry place,

INDICATIONS, DOSAGE, ADMINISTRATION, proteet fram light 1
CONTRAINDICATIONS AND OTHER INFORMATION: Piease Manufactured by |
refer 1o the package insert GLOMED PHARMACEUTICAL COMPANY, Ltd |

KEEP OUT OF REACH OF CHILDREN 35 Tu Do Boulevard, Vistnam-Singapore Industrizl Park, An Phu,
READ CAREFULLY THE LEAFLET BEFDRE USE Thuan An_ Rinh Ninng

Thuc ban theo don
Rx

Anaflam's0

Diclofenac kali 50 mg

Hop 2 vix 10 vien nén bao phim

THANH PHAN: MBI vien nén bao phim chia BAO QUAN: B£ 1o kho rda, trdnh nh sang, rhiét 60 xhbng qud 30°C
Dictotenac kali.., 30 mg. Ta dugt wa ol 1 vien, SO/ REG, NO.©

CHi DINH, LIEU LUGNG, CAGH DUNG, CHONG GHI DINH VA TIEU CHUAN/ SPECIFICATION:

CAC THONG TIN KHAC VE SAN PHAM: Xin doc 18 hutng din )

sl dyng 53n xult b CONE TY TNHH DUYC PHAM GLOMED

BE XA TAM TAY CUA TRE EM. 35 Da L Tu Do, KON Viet Nam - Singapore, An Phu,

DOC K7 HUONG DAN SU DUNG TRUGC KHI DUNG Thidn An, Birh Dusng

Prescripton onl
Ry p y

Anaflam's

Diclofenac potassium 50 mg

Box of 2 blisters of 10 film coated tablets
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HAN HOP ANAFLAM

a0

HOp & vi Alu/Alu x 10 vién nén bao phim)

COMPOSITION: Each film coaled tabiet contains
Diclofenac potassium 50 mg
Excipients 9.5. 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
emperature not more than

30°C, in a dry place, protect i
from light. Eh‘immmm -I'
Manutactured by I
GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Bowevard, Vielnam - Singapore Industeal Park
An Phu, Thuan An, Binh Duong,

Thudc ban theo dor
Ry n

Anaflam's0o

Diclofenac kali 50 mg

Hap 5 Vi X 10 vién nén bao phim

2160 3/ GH
@0g B J XSN
SON 42108 | XS 91 95

THANH PHAN: M1 vign nén bao ohim cha
Diciofenas kall..............c........ J— N
T4 duoc vira 60 1 vin

CHi DINH, LIEU LUGNG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Yip doc 9 hudrg dén si dung.

DE XA TAM TAY CUA TRE EM.

pOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: D noi knd ran, tranh 4nh sang, nnigt 0o
khing qué 30°C

SBK/ REG, NO.:

TIEU CHUAN/ SPECIFICATION:

Sin xult bl .

CONG TY TNHH DUTC PHAM GLOMED

35 Dai L Tu Do, KCN Vigt Nam - Singapore,

An Phil, ThiAn An Binh Dugng

R)( Prescription only

Anaflam's

Diclofenac potassium 50 mg

Box of 5 blisters of 10 film coated zbk\
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AN HOP ANAFLAM 50
op 10 vi Al/Alu x 10 vién nén bao phim)

COMPOSITION: Each film coated tablet contains Diclofenac potessium................ .50 ma T e
Excipients g.s. 1 table:

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION: Please refer to the package insert

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

STORAGE: Store 2t the t2mperature not more than 30°C, in a d-y place, protect from hght

Manutactured by.

GLOMED PHARMACEUTICAL COMPANY, Lid | i
35 Tu Do Boulevard Vietnam - Singapare Indusirial Park, Ilmuhmm I‘ H
An Phu. Thuan An. Binh Duong

Thudc ban theo don
Rx

Anaflam's0

Diclefenac kali 50 mg

Hép “] vix 1 l] vién nén hao phim

THANH PHAN: Mbi vién nén bao pum chiz Diciotenac kali..................50mg.
T2 duoc vz ¢l 1 vién

CHI BINH, L'!élj LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC
VE SAN PHAM: Xin doc 16 huéng diin sl dung

BE XA TAM TAY CUA TRE EM. BOC KY HUGNG DAN SU DUNG TRUGC KHI DONG.
BAO QUAN: B ndi khd 180, trénh dnn séng, nhiBt dd khing qua 30°C.

SBK/ REG. NO.:

TIEU CHUAN/ SPECIFICATION:

| S&n xust bér CONG TY TNHH DUUC PHAM GLOMED
| 35 Pai L& Tu Do, KCN Vie1 Nam - Singapor2, An Phi, Thuan An, Binh Duong.

ol 5 E § R){ Prescription only
B8 | 4] ®
a - Zenaflam’s50

Diclofenac potassium 50 mg

L. | Bocoft 10 visters of 10 fim coated tablet

5,
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Diclofenac kali
Vién nén bao phim

1. Thanh phin
' Mdi vién nén bao phim chira:
' Hoat chdt: Diclofenac kali 50 mg.

' Ta dwge: Tinh bot ngd, Cellulose vi tinh thé, Tricalci phosphat, Natri starch glycolat A,
' Povidon K30, Silic dioxyd thé keo, Magnesi stearat, Hypromellose 6 c¢p, Macrogol 6000, Talc, |
- Titan dioxyd, Sunset yellow lake, Quinoline yellow lake.

' 2. Dang bao ché: vién nén bao phim.
3. Duge lye hoc va duge dong hoc
! Duwgc luc hoc
: Nhom duge ly: Thude chéng viém khong chira steroid.
M ATC: MOIABOS

- Diclofenac, mot dn chét cua acid phenylacetic, la thude khéang viém khong steroid c6 cac déac |
tinh khang viém, giam dau va ha sét. ;

! Gibdng vé6i céc thudc khang viém khong steroid khac, co ché tac dong cua diclofenac c6 kha ning
 lién quan dén su Grc ché sinh tong hop prostaglandin, chit trung gian gay viém.

: Diclofenac dugce chirng minh c6 tac dong giam dau manh trong nhirng con dau tir trung binh cho
5 dén trAm trong.

' Dugc dong hoc

' Diclofenac dwgc hap thu dé dang qua dudng tiéu hoa sau khi udng. Thude duge hap thu nhanh
hon néu udng lac doi.

| O ndng d6 diéu tri, thude gén két khoang 99% véi protein huyét twong. Mac di ¢ dang udng
dlclofenac duogc hip thu gin nhu hoan toan, nhlmg do chuyén hoéa 1an dau nén cé khoang 50%

' 1huoc di vao tuan hoan chung dudi dang khong bién dbi. Diclofenac di vao trong hoat dich, noi ¢o

| nbng 6 t6i da do duoc tir 2 dén 4 gid sau khi dat duoc ndng d6 tbi da trong huyét twong. Mot
Iuong nho duoc phan bd trong sita me.

Nua doi cudi cling cia thude trong huyét tuong la 1-2 gid. Diclofenac duoc chuyén hoéa thanh
4’-hydroxydiclofenac, 5 h\droxydlclofenac 3’-hydroxydiclofenac va 4°,5- dlhydroxydm]ofenac

' Sau d6, thube dugc bai tiét dudi dang lién hop véi glucuronid va sulfat, chi yéu trong n

- (khoang 60%) nhung ciing bai tiét ca trong mét (khoang 35%); dudi 1% dugc thai trir dudi'dafig |

diclofenac khong dbi. }J i

: Khéng ghi nhén c6 su khéc biét theo tudi tac trong sur hdp thu, chuyén hoa hay dao thai thube. O I
bénh nhén viém gan man tinh hay xo gan khéng mat biy, duoe dong va chuyén héa cua diclofenac |
' ciing gidng nhu & bénh nhan khong ¢6 bénh gan.
' 4. Quy cach dong goi
Vi Alw/PVC: Hop 1 vi/ 2 vi/ 5 vi/ 10 vi x 10 vién nén bao phim.
Vl Alu/Alu: Hop 1 v:! 2 vn’ 5 vi/ 10 vi X 10 vién nén bao phim.




https://trungtamthuoc.com/

' 5. Chi dinh

' Lam giam dau va viém trong cac trudng hop: réi loan khép va co xuong nhu viém khép dang !
thap, viém da khép dang thép thiéu nién, thodi hoéa khép, viém dbt séng dinh khép; rdi loan
quanh khép nhu viém tdi va viém gan; réi loan mé mém nhu bong gén va cing co; va céc tinh
trang gay dau khéc nhu dau bung kinh, dau nira dau, dau sau chén thuong va dau sau phau thuat.

6. Liéu ding va cdch diing

' Liéu ding

 Nguoi 16m: Liéu khéi dau khuyén cdo dimg méi ngay 13 100-150 mg. Trong nhing truong hop |

' nhe hon ciing nhu cho tré em trén 14 tudi, thuong chi ding liéu 75-100 mg/ngay. Nén chia liéu |

' mdi ngay thanh 2-3 lan. '

' Pau bung kinh nguyén phdr: Liéu hang ngay nén diéu chinh theo tirng ngudi va thuong tir 50-150

mg. Nén dung liéu khéi diu 1a 50-100 mg va néu cén ¢6 thé ting trong mot vai trudng hop 1én

dén 200 mg/ngay. Nén bit ddu diéu tri ngay khi ¢6 xuit hién triéu chimg dau tién va tuy thude

' vdo c4c triéu chimg, tiép tuc thém vai ngay nira.

Trong con migrain: Khoi dau diéu trj voi lidu 50 mg. Trong trudng hop sau 2 gid van khéng co
- ddu higu giam dau, ¢6 thé udng thém 1 lidu 50 mg. Néu cén thiét co thé diing 50 mg mdi 4-6 gio.
' Téng lidu khong qua 200 mg/24 gio.
| Viém da khop dang thdp thiéu nién: Tré em tir 1-12 wdi: 1-3 mg/kg/ngdy, chia lam 2-3 lan.
D¢ giam thiéu nguy co xuat hién bién cd bt lgi, cin sir dung diclofenac & liéu hang ngay thap |
nhét c6 hidu qua trong thai gian ngén nhét c6 thé (xem thém phan luu ¥ va thén trong). |

' Cich ding |

' Nén ubng thude truéc bira an.
7. Chéng chi dinh |
Bénh nhin suy tim sung huyét (tir d 11 dén d6 IV theo phéan d6 chic ndng cta suy tim theo Hoi |
Tim New York — NYHA), bénh tim thiéu méu cuc bd, bénh dong mach ngoai vi, bénh mach mau |
| ndo.

Tién sir hen phé quén, polyp miii, phit mach hodc ndi may day sau khi dung acid acetyl
hoic cac thude khang viém khéng steroid khéc.

Tién sir qua min cam véi diclofenac, aspirin hodc cac thudc khang viém khong steroid kh%/,
'T Theydic

Pang ding thudc chéng déng.

Loét da day-ta trang tién trién.

Suy gan nang hodc suy than nang.

Giam luu luong mau hodc mét nudéc, suy tim sung huyél.

Trong 3 thang cudi cua thai ky. .

8. Luwu y va théin trong

' Nguy co huyét khoi tim mach:

Cc thude chéng viém khong steroid (NSAIDs), khéng phai aspirin, ding duong toan than c6 thé |
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| lam tang nguy co xudt hién bién ¢d hu\«et khdi tim mach, bao gom ca nhdi mau co tim va dét quy,

c6 thé din dén tir vong. Nguy co nay ¢6 thé xuét hién sém trong vai tudn dau ding thude va ¢ ':

thé tiang lén theo thoi gian dung thude. Nguy co huyét khéi tim mach duge ghi nhén chu yéu G|

liéu cao.

Béc si can danh gia dinh ky sw xuét hién cia céc bién ¢ tim mach, ngay ca khi bénh nhan khéng |

¢ céc tri¢u ching tim mach trudce d6. Bénh nhan can dugc canh bao vé cac triéu chitng cua bién
cd tim mach nghiém trong va can thim kham bac si ngay khi xuat hién cac triéu chimg nay.

Dé giam thiéu nguy co xuit hién bién cd bt loi, can sir dung diclofenac & lidu hang ngay thip
nhét c6 hiéu qua trong thoi gian ngin nhit cé thé.

| Can can nhéc cin than khi sir dung diclofenac cho bénh nhén ¢6 cac yéu t& nguy co xuét hién cac |
' bién ¢b tim mach rd rét (nhu ting huyét ap, ting lipid huyét thanh, dai thio dudng, nghién thudc |
1&).

' Cin than trong khi dung thuéc nay trong céc trudng hop sau:
. Bénh nhan c6 tién st loét, chay mdu hodc thing dudng tiéu hoa.
| - Bénh nhan dang diéu tri bing thuéc chéng ddng, ngudi ¢6 réi loan dong mau hodc chay mau.

' - Ngudi ¢6 bénh tim, suy thén hodc suy gan, va cic tinh trang 1am giam thé tich méau hoic luu
" luong mdu ¢ thén.

- Ngudi cé tién sit bénh gan. Can theo doi chire ning gan thuong ky trong qua trinh diéu trj dai
| a s .
| ngay vai diclofenac.
|
|

- Ngudi b lupus ban do, nhiém khudn.
- Ngudi 16n tudi.
! - Thude ¢6 chira Sunset yellow lake va Quinoline yellow lake nén c6 thé gay phéan ung di tung.

' Sir dung trén phy nir ¢6 thai: Phy nir mang thai chi nén ding diclofenac khi that cin thiét va chi

' dung véi lidu hiru hidu thép nhat. Do cac tac dung da biét cia thude kh:mg viém khong steroid 1én |

he tim mach clia bao thai (déng sém 6ng dong mach), tranh ding thude nay trong 3 thang cudi
' cua thai ky.

- Sir dung trén phu nir cho con bi: Diclofenac qua dugce sita me, nhung véi lugng rat nhd va

i khong gay hai cho tré bi me.

' Anh huéng cha thude dén kha ning diéu khién tau xe va van hanh may méc: an bj
| chéng mit hay nhiing rbi loan trén than kinh trung uong nhu roi loan thi giac khong nén lai xe

" hay van hanh may méc khi dang dung thude.

|

I 9. Twong tac ciia thude véi cac thude khic va cic dang twong tic khaic

| Céc thuée giam dau khdc, ké ca chét tic ché chon lpc cyclooxygenase-2: Tranh dung déng thai
' hai NSAID tré 1én (ké ca aspirin) vi co thé lam ting nguy co gay tac dung khong mong mudn.

' Thuée chong tang huyét dp: Lam giam tac dung chng ting huyét ap.

; Thudc lgi tiéu: Lam giam tic dung loi tidu. Thude 1oi tiéu c6 thé lam tang nguy co doc tinh than
cua NSAID.

" Glycosid tim: NSAID c6 thé lam trdm trong thém tinh trang suy tim, lam giam d6 loc ciu than va
" lam ting ndng dd glycosid huyét tuong,
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' Thude khéang tiéu cau va chat iec ché tdi hdp thu chon loc serotonin (SSRls): Lam ting nguy co
' xuit huyét da day-rudt.

 Ticlopidin: Dung cung diclofenac lam ting nguy co chay méu.

| chia ciclosprin trén than vi tdc ddng cua thudc 1én prostaglandin than.

- Mifepriston: Khong ding NSAID trong 8-12 ngdy sau khi ding mifepriston bai vi NSAID cé thé

Lithi: Lam tang nguy co ddc tinh than.

| Digoxin: Lam tang nc}mg d6 huyét twong ctia digoxin.

Methotrexat: Cin can than néu cac thude khang viém NSAID gém ¢6 diclofenac duoc dung dudi |
24 gio truoc hodc sau khi diéu tri vi methotrexat do nf‘ing do trong méau cua methotrexat c6 thé
tang do d¢ ting ddc tinh.

Ciclosporin: Giéng nhu céc thude khang viém NSAID khac, diclofenac co thé lam ting doc tinh |

lam giam tac dung cua mifepriston.

Corticosteroid: Lam ting nguy co xuét huyét va loét da day-rudt.

Thude chéng dong va cdc chat chéng tiéu cdu: than trong da dugce khuyén cdo vi sir dung dc‘mg
thoi cé thé lam ting nguy co chay mau.

Khang sinh quinolon: Ding ddng thai NSAID va quinolon c6 thé lam tang nguy co co gidt.

Tacrolimus: Dung dong thoi NSAID va tacrolimus ¢6 thé 1am ting nguy co ddc tinh than.
Zidovudin: Lam tang nguy co giy doc tinh huyét.

Diflunisal: Lam ting néng dé diclofenac trong huyét twong, lam giam do thanh loc diclofenac va
c6 thé gdy chay méu rat ning & duong tiéu héa.

Thude chong toan: Co thé lam giam kich (mg rudt boi diclofenac nhung lai ¢6 thé 1am giam ndng |
d6 diclofenac trong huyét thanh.

Cimetidin: Cé thé lam ndng do diclofenac huyét thanh giam di mot chat nhung khong lam giam
tac dung chéng viém cia thude. Cimetidin bao vé ta trang khoi tac dung ¢6 hai cua diclofenac.

Colestipol va cholestyramin: C6 thé 1am cham hodc 1am giam hdp thu diclofenac, vi vay nén
dung diclofenac it nhat 4-6 gi¢y sau khi diing colestipol/ cholestyramin.

Phenytoin: Khi ding chung phenytoin v&i diclofenac, cin theo ddi ndng do phenytoin huyét |
twong vi ¢ thé 1am ting ndng do phenytoin.

Thude diéu tri dai thio dwong: Cac nghién clru 1am sang chi ra ring diclofenac kali c6 \th ung
cung voi cac thudc didu tri dai thao dudng dudng uéng ma khéng anh huong tdi tac| dung trén |
lam sang. Tuy nhién, c6 nhiing trudmg hop riéng biét duge béo cdo vé cac tac dong gidm va ting |
dudng huyét doi hoi phai chinh lidu lugng ctia thubc ha dudng huyét. Vi vay, theo doi mic

dudng huyét duoc khuyén cdo nhu mot bién phap phong ngira trong qua trinh diéu tri dong thoi. |

Chit tkc ché CYP2CY: Can than trong khi ding ddng thoi diclofenac va chit (re ché CYP2C9 |
(nhu voriconazol), vi ¢é thé 1am tang ndng d6 dinh trong huyét twong cta diclofenac do trc ché su |
chuyén hoa diclofenac. '

10.Tic dung khéng mong mubn ;
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Eun_g diclofenac ¢6 lién quan dén tang nguy co xuat hién bién ¢b -huf,?ét_l{};éi_lir_nﬁazﬁ (nhuahgi -
' mau co tim hodc dét quy), dac biét khi sir dung diclofenac & lidu cao (150 mg/ngay) va kéo dai |

(xem thém phfin lwu y va thén trong).

Céc tac dung ngoai y thudng gap lién quan dén da day - rudt bao gom tiéu chay, budn nén, nén,
dau viing thugng vi, chan @n, dy hoi, kho tigu, loét duéng tiéu héa ¢ xudt huyét hodc khong.

Ngoai ra, céc téc dung phu khéc ciing da duge béo cdo gdm may day, phd, co thit phé quéan, nhic
dAu, budn ngu,  tai, nhin m& hodc nhin d8i, ting transaminase. .

Ngung sic dung va hi y kién béc sT néu: C6 bidu hién loét dudng tiéu héa hay xuét huyét da |

| day - rudt, hodc xay ra cac dau hiéu méi bt thudong. |

' Théng bao cho bac sT nhimg tic dung khong mong mudn gip phai khi ding thube.

11.Qus liéu va xir tri

Triéu chimg: Kinh nghiém vé qua liéu diclofenac con han ché. Céc triéu chimg do qué liéu cép
céc thube khang viém khong steroid thuong chi la budn ngu, budn nén, nén, va dau viing thuong |
vi. Xudt huyét da day - rudt cé thé xay ra. Truong hop ngd déc ning c6 thé gay tut huyét ap, suy '
than cap, réi loan chirc nang gan, suy hd hap, hén mé, co giat, truy tim mach, va ngimg tim. Phan

g phan vé c6 thé xay ra sau khi ding qua lidu.

Xir tri- Trong trudng hop qué liéu, nén sir dung céc bién phép rira da day va diéu tri hd tro théng |

- thudng do hign tai chua c6 loai thube giai doc déc hig¢u nao.

12.Bdo quéan: Dé noi kho rdo, tranh dnh sang, nhiét do khong qua 30°C.

13.Tiéu chuin chat lwgng: USP 38.

' 14.Han dung: 36 thang ké tir ngay san Xudt. i

; 15.Tén, dia chi ciia co s& sin xuét

' CONG TY TNHH DUQC PHAM GLOMED

Pia chi: S& 35 Pai L6 Ty Do, KCN Viét Nam — Singapore, phudng An Ph, thi xa Thugn An,
tinh Binh Duong.

DT: 0274.3768824  Fax: 0274.3769095 /
F &
16.Ngay xem xét, sira dﬁi, cap nhat lai n¢i dung hwrdng din sir dung thude: 13.09.2 | :
_ = ) i it & - A i ; |
|

R
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/3 HUONG DAN SU DUNG THUOC CHO BENH NHAN

[ .
' 1- Tén san pham

Tén generic hodc tén chung quéc té: Diclofenac kali
| Tén biét duge: ANAFLAM® 50

Thudc ban theo don.

Pé xa tam tay ciia tré em.

Doc ki hudng din sir dung truée khi dung.

Néu cin thém thong tin xin hoéi y kién béc si. |
| Thong bdo ngay cho béc si nhirng tic dung khéng mong mudn gip phai khi sit dung thude.

|
| 2- Thanh phin cia thube a
' Mbi vién nén bao phim chira: ||
Hoat chat: Diclofenac kali 50 mg. |

Ta diwoc: Tinh bt ngd, Cellulose vi tinh thé, Tricalci phosphat, Natri starch glycolat A, Povidon
K30, Silic dioxyd thé keo, Magnesi stearat, Hypromellose 6 cp, Macrogol 6000, Talc, Titan dioxyd,
Sunset yellow lake, Quinoline yellow lake

3- Mo ta san phﬁm
' ANAFLAM® 50 c6 dang vién nén bao phim, diing dé uéng, |
M5 ta: Vién nén mau cam, hinh tron, hai mat tron. ‘
4- Quy cach déng goi

Vi Alu/PVC: Hop 1 vi/ 2 vi/ 5 vi/ 10 vi x 10 vién nén bao phim.
Vi Alw/Alu: Hop 1 vi/ 2 vi/ 5 vi/ 10 vi x 10 vién nén bao phim.
5- Thude ding cho bénh gi?

Lam giam dau va viém trong céc trudng hop: réi loan khép va co xuong nhu viém khép dang thép,
| viém da khop dang thdp thiéu nién, thodi hoa khép, viém ddt séng dinh khép; rdi loan quanh khép |
nhu viém tGi va viém gan; réi loan mé mém nhu bong gan va ciing co; va céc tinh trang gdy dau
' khac nhur dau bung kinh, dau nira d4u, dau sau chin thuong va dau sau phau thuat. {

' 6- Nén ding thubc nay nhw thé nao va liéu lrong?

' Liéu dung M
Nguoi lém: Lidu khdi ddu khuyén cdo ding mdi ngdy la 100-150 mg. Trong nhimg trudmg }*1 | ¢ | "

hon cling nhu cho tré em trén 14 tudi, thudng chi ding lidu 75-100 mg/ngay. Nén chia r!iéu mdi

ngay thanh 2-3 lan.

Dau bung kinh nguyén phat: Liéu hang ngay nén diéu chinh theo timg ngudi va thuong tir 50-150

mg. Nén diing liéu khoi dau 1a 50-100 mg va néu cin c6 thé tang trong mot vai trudng hop 1én dén

200 mg/ngdy. Nén bit diu diéu tri ngay khi ¢6 xudt hién tri¢u chimg dau tién va tiry thudc vao cac |

tri¢u ching, tiép tuc thém vai ngay nita. /

Trong con migrain: Khoi dau diéu tri v6i liéu 50 mg. Trong truémg hop sau 2 gir van khong c6 |
d4u hiéu giam dau, c6 thé udng thém 1 lidu 50 mg. Néu can thiét c6 thé dung 50 mg médi 4-6 gio. |
Tdng lidu khéng qua 200 mg/24 gio. ‘
Viém da khép dang thap thiéu nién: Tré em tir 1-12 tudi: 1-3 mg/kg/ngay, chia lam 2-3 lan.
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Pé giam thcu nguy co Xuét hlen bién cb bt Im cén sir dung d1clofenac & lidu hang ngay thap nhat
¢6 hiéu qua trong thoi gian ngin nhat c6 thé (xem thém muc 14. nhiing diéu can than trong khi
ding thudc).

Cach dung

Nén udng thude trude bira in.

7- Khi nao khong nén ding thudc nay?

Bénh nhén suy tim sung huyét (tir @6 11 dén do IV theo phan d¢§ chirc nang cua suy tim theo Hoi
Tim New York — NYHA), bénh tim thiéu mau cuc bd, bénh dong mach ngoai vi, bénh mach mau
ndo.

"R - . = * . . . o , F 4 » A o . P
Tien sir qua man cam vai diclofenac, aspirin hodc céc thude khéng viém khong steroid khéc.

| Tién sir hen phé quan, polyp miii, phit mach hoic néi may day sau khi ding acid acetylsalicylic

hoic cac thude khang viém khong steroid khac.
Pang ding thudc chéng dong.

Loét da day-td trang tién trién.

Suy gan niang hodc suy than ning.

| Giam luu lugng méau hodc mét nude, suy tim sung huyét.

tang do dé tang d{:_tc ti_nh_.__

Trong 3 thang cudi ctia thai kY.

8- Téc dung khong mong mudn

Nguy co huyét khéi tim mach: Céc thir nghiém Iam sang va dich t& duoe hoe cho thdy viée sir dung
diclofenac c6 lién quan dén ting nguy co xuét hién bién ¢d huyét khéi tim mach (nhu nhdi méu co
tim hodc dot quy), da(, biét khi sir dung diclofenac & liéu cao (150 mg/ngay) va kéo dai (xem thém |
muc 14. nhiing diéu cin than trong khi ding thube).

Céc tac dung ngoai y thuong giffp lién quan dén da day - ruét bao gém tiéu chay, budn non, nén,
dau ving thugng vi, chdn #n, diy hoi, kho tiéu, loét dudmg tiéu hoa ¢ xuit huyét hoic khéng.
Ngoai ra, cdc tac dung phu khac ciing d3 duge bdo cdo gdm may day, phu, co thét phé quan, nhire
dau, budn ng, U tai, nhin mo hoédc nhin doi, tang transaminase.

Ngung sir dung va héi y kién bac si néu: Cé biéu hién loét duong tidu hoa hay xuét huyét da
day - rudt, hodic xay ra cac dau hiéu mai bat thudng.

Théng bio cho bic si nhitng tic dung khong mong muén giip phai khi ding thude.

9- Nén tranh diung nhirng thudc hodc thye phdm gi khi dang ding thude nay?

C'ac thuée giam dau khdc, ké ca chat ik ché chon loc cyclooxygenase-2: Tranh dung dohgthot
ha1 NSAID tré 1én (k& ca aspirin) vi co thé lam ting nguy co gdy tac dung khong mon}g mudn.

Thudc chong tang huyét dp: Lam giam téc dung chéng tang huyét ap.

Thude loi tiéu: 1.am giam téc dung loi tiéu. Thudc loi tidu co thé lam ting nguy co ddc tinh than
cua NSAID.

Glycosid tim: NSAID c6 thé 1am trim trong thém tinh trang suy tim, lam giam d loc cau thin va
lam tang ndng d6 glycosid huyét tuong.

Lithi: Lam ting nguy co ddc tinh than.

Digoxin: Lam ting ndng do huyét tuong cua digoxin.

Methotrexat: Cin cin than néu cac thude khéng viém NSAID gém c6 diclofenac dugc dung dudi
24 gidr trude hodic sau khi diéu tri v6i methotrexat do ndng d6 trong mdu ctia methotrexat ¢6 thé

; \GIL
| %
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Eélggl;orin: Gi(’:}ng nhu_céc_th:l(“)o khang viém NSAID khéc, diclofenac cé thé lam tang doc tfah
clia ciclosprin trén than vi tac dong cua thude 1én prostaglandin than.

| Mifepriston: Khong dung NSAID trong 8-12 ngay sau khi diing mifepriston bdi vi NSAID ¢6 thé
lam giam tac dung cua mifepriston.

Corticosteroid: Lam ting nguy co xuit huyét va loét da day-ruét.

Thuéc chong dong va cdc chat chong tiéu cau; than trong da duoc khuyén céo vi sir dung dong
thoi ¢ thé lam ting nguy co chay mau.

Khadng sinh quinolon: Dung déng thoi NSAID va quinolon ¢6 thé 1am ting nguy co co giat.
Thuée khang tiéu cau va chat tec ché tdi hdp thu chon loc serotonin (SSRIs): Lam ting nguy co
xuét huyét da day-rudt.

Tacrolimus: Ding déng thoi NSAID va tacrolimus ¢6 thé 1am tang nguy co dde tinh than.
Zidovudin: Lam tang nguy co gay doc tinh huyét.

Diflunisal: Lam ting ndng d diclofenac trong huyét tuong, lam giam @ thanh loc diclofenac va
¢6 thé giy chay mdu rat ning & dudng tiéu hoa.

Ticlopidin: Ding cung diclofenac lam tang nguy co chay mau.

Thuée chong toan: C6 thé 1am giam kich mg rudt boi diclofenac nhung lai c6 thé lam giam néng
d6 diclofenac trong huyét thanh. '

Cimetidin: C6 thé 1am ndng d6 diclofenac huyét thanh giam di mot chit nhung khéng lam giam | —
tac dung chbng viém cua thudc. Cimetidin bao vé ta trang khoi tac dung c6 hai cta diclofenac. | —_
Colestipol va cholestyramin: C6 thé lam cham hodc 1am giam hép thu diclofenac, vi vdy nén I INC

ding diclofenac it nhét 4-6 gio sau khi ding colestipol/ cholestyramin. | HiEN
icp

Phenytoin: Khi diung chung phenytoin véi diclofenac, cn theo doi néng d6 phenytoin huyét
tuong vi ¢é thé lam ting ndng do phenytoin.

HE=

Thude diéu tri dai thdo dudng: Céc nghién ciru lim sang chi ra ring diclofenac kali c6 thé ding
cling véi céc thude diéu tri dai thao dudmng dudmg ubng ma khong anh hudng ti tac dung trén
I&m sang. Tuy nhién, c6 nhiing trudng hop riéng biét dugc béo cdo vé cic tic dong gidm va ting
dudng huyét doi hoi phai chinh lidu lugng ciia thudc ha dudng huyét. Vi vay, theo dai mirc
dudng huyét dugc khuyén cdo nhu mét bién phap phong ngira trong qua trinh diéu tri _: ng thoi.

| Chat irc ché CYP2C9: Can thén trong khi diing dong thai diclofenac va chét e ché CY

(nhu voriconazol), vi c6 thé 1am tang ndng do dinh trong huyét tuong cua diclofenac d(,} trc ché su
chuyén héa diclofenac.

10- Can lam gi khi m§t lin quén diing thude?

Nén dung liéu da bo sot ngay khi nhd ra. Tuy nhién, néu gin dén thoi gian udng liéu ké tiép, bo
qua liu da quén va udng lidu ké tiép vao giv thuong 1¢. Khong ding lidu gap doi dé bi cho liu
bo sot.

11- Cin bo quén thu6c nay nhur thé nao?

Dé noi khé rdo, tranh 4nh sdng, nhiét d6 khong qué 30°C. >

12- Nhirng du hiéu va triéu chirng khi diing thubc qua liéu

Tri¢u chimg: Kinh nghiém vé qué lidu diclofenac con han ché. Céc triéu chimg do qua lidu cip
céc thube khang viém khong steroid thudng chi 1a bubn nga, budn ndn, ndn, va dau viing thuong
vi. Xuét huyét da day - rudt cé thé xay ra. Trudng hop ngd doc ning cé thé giy tut huyét ap, suy
thén cip, réi loan chirc ning gan, suy hd hip, hén mé, co giat, truy tim mach, va ngirng tim. Phan
(g phan vé cé thé xay ra sau khi ding qué liéu.
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| 13- CAn phii 1am gi khi diing thubc qus lidu khuyén cdo?

' Nguy co huyét khoi tim mach:

Xir tri: Trong trudng hop qué liéu, nén sir dung cac bién phap rira da day va diéu trj hd trg théng
thudng do hién tai chua ¢6 loai thude giai doc dic hiéu nao.
14- Nhirng diéu cén thin trong khi dung thude nay?

Céc thudc chéng viém khong steroid (NSAIDs), khéng phai aspirin, ding dudng toan thén cé thé
lam tang nguy co xuét hién bién c6 huyét khdi tim mach, bao gdm ca nhdi méau co tim va dot quy,
c6 thé din dén tir vong. Nguy co ndy c6 thé xuét hién sém trong vai tudn dau ding thude va co thé
ting 12n theo thai gian ding thude. Nguy co huyét khéi tim mach duoc ghi nhén chi yéu & liéu
cao.

Bic si cén d4nh gia dinh ky sur xuit hién cta cdc bién cd tim mach, ngay ca khi bénh nhén khong

¢6 céc triéu chimg tim mach trudc d6. Bénh nhén cin duoc canh bdo vé céc triéu chimg cua bién

cd tim mach nghiém trong va cin tham khdm béc sT ngay khi xudt hién cdc triéu ching nay.

Pé giam thiéu nguy co xuat hién bién cb bt loi, can sir dung diclofenac & lidu hiang ngay thap nhét

¢6 hiéu qua trong thoi gian ngén nhit c6 thé.

CAn can nhéc cén than khi st dung diclofenac cho bénh nhan ¢ céc yéu td nguy co xuét hién céc

bién cd tim mach r& rét (nhu ting huyét ap, ting lipid huyét thanh, dai thao dudmg, nghién thude

13).

Cén thén trong khi diing thube nay trong céc trudng hop sau:

. Bénh nhén ¢6 tién sir loét, chay mau hojc thing dudng tiéu héa.

- Bénh nhan dang diéu tri bing thude chéng déng, ngudi c6 rdi loan déng méu hogc chay mau.

- Ngudi cd bénh tim, suy thin hodc suy gan, va céc tinh trang lam giam thé tich méau hodc luu
lugng mau & than.

. Ngudi cé tién sir bénh gan. Can theo dai chirc ning gan thuong ky trong qué trinh diéu tri dai
ngay voi diclofenac.

- Ngudi bj lupus ban do, nhiém khuén.

- Ngudi 16n tudi.

. Thube c6 chira Sunset yellow lake va Quinoline vellow lake nén c6 thé giy phan tmg dj img.

Stk dung trén phu nir ¢6 thai: Phu nir mang thai chi nén ding diclofenac khi that can lhw

dung v6i liéu hiru hiéu thip nhit. Do cdc téc dung d biét clia thude khang viém khéng stexoid 1én
hé tim mach ctia bao thai (d6ng sém 6ng dong mach), tranh ding thuée nay trong 3 thénchuéi
cua thai ky.

Sir dung trén phu nir cho con bi: Diclofenac qua dugc sira me, nhung véi lugng rat nho va
khong gay hai cho tré bi me.

Anh hwéng ciia thude dén kha ning diéu khién tau xe va véin hanh may méc: Bénh nhén bi
chéng mat hay nhitng rdi loan trén than kinh trung wong nhu rdi loan thi gidc khéng nén lai xe
hay van hanh may méc khi dang ding thude.

15- Khi nio cin tham vian bdc si?

Nén tham vén béc si trong nhiing truémg hop sau:

Khi thudc khéng dat dugc hiéu qua trj liéu nhu mong mudn trong qua trinh didu tri.

Khi xuét hién cc phan ing di ing hoic triéu chimg mdi bét thuomg ngay ca khi thube duoc sit
dung véi liéu khuyén céo.

Néu cin thém thong tin xin héi  kién bic si hodc dwoc si.
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' 16- Han ding ciia thube
36 thang ké tir ngay san xuét.
17- Nha sdn xuét/chi s hiru gidy phép ding ky sin phim
. : CONG TY TNHH DUQC PHAM GLOMED
Dia chi: 35 Dai Lo Ty Do, KCN Viét Nam — Singapore, phudng An
Pha, thi xa Thudn An, tinh Binh Duong.
18- Ngay xem xét sira ddi, cAp nhit lai ndi dung huéng din si dung thyoc: 13/09/2017

wQ. CUC TRUONG
FRUGNG PHONG
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