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, TOPICAL NON-STEROIDAL
1 ANTI-INFLAMMATORY
1 Diclofenac diethylammonium eq. to
Diclofenac sodium 1% w/w

i
SPRAY 0 :
Indication, Dosage and Administration,

Precaution, Side Effect, Contraindication
and Drug Interaction:
See enclosed insert for complete information.

Quality Specification: »
Manufacturer’s Specification 7.0 cm.

Storage:
Store at temperature not more than 30°C.

Keep medicine out of reach of children.
Read carefully the package
insert before use.

i FOR EXTERNAL USE ONLY
Vietnam Reg. NoJ/Sé DK: =
Thailand Reg. No./S6 DK: 1A 76/47
LotNo.
Mfg. Date
Exp. Date
(dd/mm/yy)

39 Moo 4, Klong Udo
Chachoes

B PANTONE 208 C
I PANTONE 185C
B PANTONE Reflex Blue C

Product Code No. Dimension Packaging Type Thickness
5 al - - -
P 7~ | DOBUTANE SPAY 60 mL BDVN 0010 NunanTuldiiu 7.0 cm. #n7u 3 & LA -
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60 mL)
& PRESCRIPTION DRUG

DOBUTANE
SPRAY

TOPICAL NON-STEROIDAL
ANTI-INFLAMMATORY
Diclofenac diethylammonium eq. to
Diclofenac sodium 1% w/w

Composition:
Each 100 g contains:

Diclofenac diethylammonium eq. to
| Diclofensc sodinm 1 g (1% wiw)

i Dosage and i
Precaution, Side Effect, Contraindication
and Drug Interaction:

See enclosed insert for complete information.

Quality Specification:
Manufacturer’s Specification

Storage:
Store at temperature not more than 30°C

Keep medicine out of reach of children.
Read carefully the package insert before use.

FOR EXTERNAL USE ONLY

Vietnam Reg. No./S6 DK:
Thailand Reg. No./S6 DK: 1A 76/47

8llg53935 (]18938"

Manufactured by:
UNISON LABORATORIES CO., LTD.
39 Moo 4, Klong Ud Muang Chach
Chachoengsao 24000 Thailand

60 mL)
&THU()C KE PON

DOBUTANE
SPRAY

THUOC CHONG VIEM
NON-STEROID DANG XIT

Diclofenac diethylammonium twong
dwong véi Natri Diclofenac 1% w/w

San xuit bai:

UNISON LABORATORIES CO., LTD.

39 Moo 4, Klong Udomcholjorn, Muang Chachoengsao,
Chachoengsao 24000 Thailand

Thinh Phin:

Mi 100 g thanh pham c6 chira:
Diclofenac diethylammonium
twong dwomg véi Natri Diclofenac
1g (1% wiw)

Chi dinh, liéu diing va cich dimg,
thin trong, tic dung phy, chéng

| chi djnh va twong cic thude:

Xin xem Té Huéng din sir dung thudc

Tiéu chudn:
Nha san xuit

Bio quin:
Bio quan o nhigt 49 duoi 30°C.

Dé thube xa thm tay tré em.
Doc k hurémg diin sir dung trutre khi diing.

CHI DUNG NGOAI

13 cm.
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PM Specifi

Product

cation § DOBUTANE SPAY 60 mL

Lot No./Sé 16:
Mfg. Date/Ngiy SX:
Exp. Date/Han ding:

3

(dd/mm/yy)

Dimension

Packaging Type

Card Finland Paper
(NTzATETANITATULALR)

Thickness
350 g (0.450.52 mm.)

| (PDM. ASPD, PDC-M. PDC-A. PDO-M, PDO-A) (PDM/ASPD)

| Designed by: ¥ Checked by:

(MD  (Only Pattem and Colors))

Approved by:

| Approved by:

PLC:
(ate)
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THUOC CHI BAN THEO KE DON
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG!

1010)31 08 V-N\] M SPRAY

< THANH PHAN:
Moi 100 g thanh pham c6 chira:
Diclof diethyl ium twong dwong véi natri diclofenac 1 g (1% w/w)
Ta dwoc: L A
Propylene glycol, menthol, camphor, dau hoi, dau khuynh di¢p, dau bac ha, ketone 1650B, butylated hydroxytoluenc, isopropyl alcohol, cthyl
alcohol 95% va nudc tinh khiét.

% MO TA:
Dung dich trong ¢6 mau vang nhat véi mui thom cira long ndo va vi bac ha.

< DUQC LY HQC:
Dugc lue hpe
Diclofenac la ddn chit cua acid phenylacetic, 1a thudc chong viém non-steroid. Tac dung cua thude chdng viém non-steroid 1 do ¢ ché manh
hoat tinh cta cyclo-oxygenase la chat tham gia vao qud trinh sinh téng hgp cua prostaglandins va thromboxanes tir acid arachidonic. Prostaglandins
¢6 vai trd quan trong trong qud trinh gay dau va viém, Do do, thuée c6 tic dung chong viém, giam dau. K&t hgp tdc dung chong viém va giam dau
ciia NSAID tao ra hitu ich dac biét trong diéu tri cdc bénh ¢ triéu chiing dau va/ hoac viém, bao gém r6i loan khdp nhu viém khdp, viém khop man
tinh, thodi hod cot séng, réi loan quanh ving khép va viém mo mém.
Dirge dong hoc 2 N - . .
Diclofenac dugc hap thu qua da. O nong do dicu tri, hon 99% thudc gan véi protein huyét wrong. Diclofenac thim nhép vao chat long hoat dich, tai
déy thuoc c6 thé duy tri nong do ngay ca khi nong do huyét tuong giam. Diclofenac c6 thé phin bo qua sita m¢ nhung céc nha nghién ciu danh gid
lugng phan bd qué nho dé ¢6 thé cé hai cho tré so sinh b sta me. Thai gian ban thai huyét twong vio khoang 1-2 gio. Diclofenac dugc chuyén hoa
thanh 4'-hydroxydiclofenac, 5-hydroxydiclofenac, 3'-hydroxydiclofenac va 4',5-hydroxydiclofenac. Sau d6 thuoc dugc bai tict dugi dang lién hgp
vai glucoronide va sulphate, chu yéu la qua nudc ticu (khoang 65%) va cling ¢6 qua mat (khoang 35%).

CHI DINH:
Diclofenac khu tri dugc chi dinh diéu tri d€ giam dau va chéng viém trong cdc trudng hgp khéc nhau trong bénh 1y co xuong va khép nhu viém
khdp dang thap, viem xwong khdp, viém cing khdp dot song, céc roi loan quanh khép nhur viém gan, roi loan m6 mém nhu bong gan va dan cd.

LIEU LUQNG VA CACH DUNG: |
Xit true tiép vao vi trf viém, dau 3-4 lin/ngay: Néu sir dung trong diéu tri viém xuong khép man tinh cdn ddnh gid lai sau thai gian diéu tri 14 hodc 28 ngay.

THAN TRONG: ) i X .

Can thn trong va theo ddi khi chi dinh thudc cho bénh nhan rdi loan xudt huyét, ting huyét ap va suy than, gan, hodc suy giam chirc ning tim.
Bénh nhan dang dieu tri vdi mgt so NSAID c6 thé can phai dugc theo doi sw phit trién clia roi loan mau, than, gan hodc mat. Mot s6 NSAID c6 the
giy anh huong doi voi thu nghi¢m chirc nang tuyén giap do lam giam nong dé hormon huyét thanh-tuyén giap

Phu nit mang thai . .

Tranh viéc sir dung NSAIDs trong thoi ky mang thai, trir phi loi ich dieu tri 16n hon nguy co. Nén tranh stt dung NSAID trong 3 théng cuoi cua thai
ky vi viéc sir dung ¢6 lién quan dén nguy co dong ong dong mach cuia thai nhi trong tir cung v c6 the xay ra tinh trang ting ap phoi kéo dai o tre
50 sinh. Ngoai ra, thoi diém bat dau chuyén da co thé bi tri hoan va khoang thoi gian chuyén da c6 thé tang lén.

Phu nir cho con bii .

NSAID nén dugc sir dung than trong trong thgi gian cho con bii. Diclofenac dugce phan bo vao sira me nhung véi lugng duoc cho la qud nho dé co
thé gay hai cho tré so sinh bu stra me.

Tré em . . ) i
Khong c6 du dir li¢u ve hi¢u qua va an toan cho tré em va thanh thiéu nién dudi 14 tudi. Tuy nhién, st dung thudc cho tré em va thanh thiéu nién
¢6 todi doi dudi 14 tudi thuong la khong phu hop.

Nguwoi gia i i )

Nén than trong khi sir dung cic thude NSATD cho ngudi gia. Viée chay mau do Aspirin va cac NSAID khic pho bien hon ¢ ngudi cao woi, 6 thé
dan dén tr vong hodc cac hau qua nghiém trong khac. NSAIDs ciing la mdt moi nguy hi¢m ddc biét doi voi nhiing bénh nhan mac bénh tim hodc
suy thdn, viéc nay ¢ thé mdt lan nira dat bénh nhan cao tudi vao nguy co dic bigt.

Anh hwong ciia rhuo"c,lén kha nang lai xe va vin hanh mdy moc

Viéce sir dung dang thuoc xit diclofenac ngoai da khdng gy anh huong 1én kha nang lai xe va van hanh may moc.

TAC DUNG PHU:
Mot s6 phin tmg nhe trén da nhu phdt ban, ngita c6 thé xuat hién & bénh nhan diéu tri bing diclofenac. Cic phan ting trén da nang hon c6 thé thay
nhu: viém da bong rop, da ban do.

% CHONG CHI DINH: . ) .
Thudc chong viem non steroid (NSAIDs) nén duge sit dung than trong ¢ bénh nhan nhiém khudn, vi cdc triéu ching nhu sot va viém 6 the bi che
1dp, ciing cdn sir dung than rong ¢ bénh nhan hen suyén vi bénh ly di ing. NSAIDs khong st dung cho bénh nhan ¢ tién su di Ung véi aspirin hoac
cic NSAIDs khic, & nhitng ngudi bi tin cong boi cdc tri¢u ching di tng nhu hen suyén, phi né, may day hoic viém mii khi dang dspirin hodc bat
cir NSAIDs nao khic.

TUONG TAC THUOC:

Cic tuong téc ding chi ¥ c6 lién quan t6i NSAIDs gém: tang tic dung cta thudc chdng dong miu dang udng (dc biét khi dung véi azopropazone
va phenylbutazone) va lam tang néng do lithium, methotrexate va glycoside tim trong huyét thanh. Nguy co gay doc tinh & than ¢6 thé tang Ién khi
diéu tri dong thai véi cdc thude e ché ACE, cyclosporine, tacrolimus hodc thudc lgi tiéu. anh huong trén chite nang than c6 the dan t6i lam giam
sur bai tiét cua mot s6 thudc. Khi diéu i déng thai véi céc thude G ché ACE va thudc loi tiéu gitt kali c6 thé lam tang nguy co tang kali huyél. Tic
dung chdng cao huyét dp cla céc thudc chong cao huyét dp bao gém cic thude e ché ACE, thude chen Beta va thudc lgi tiéu c6 the bi giam. Ching
co gidt ¢6 thé xay ra do tuong tic véi nhém quinolones. NSAIDs c6 thé 1am tang tic dung cia phenytoin va thudc chong tiéu dudng sulphonylurea.
Téc dung cia NSAIDs c6 thé tang lén khi sit dung déng thoi véi moclobermide. Nén trdnh sir dung déng thoi véi hon 1| NSAID (bao gém aspirin)
Vi ¢6 thé lam tang nguy co phan ing phu.

THUOC CHONG VIEM NON-STEROID DANG XIT
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nén sir dung'edc bién phap diéu tri chung thuong dugce ap dung dé dicu tri
% A

QUA LIEU VAXU'LY: )
Qua licu DOBUTANE Spray v0 cung kh¢ xay ra do vdi ¢
Trong truong hop nuét phai thude, dan dén cic tac dy
ngd ddc vai cac thuoc NSAID.

TIEU CHUAN:

Nha san xuat

HAN DUNG: )
3 nam ke tlr ngdy san xuat i R
KHONG SU DUNG THUOC QUA HAN DUNG!
BAO QUAN:

Bao quan & nhiét do dudi 30°C

DONG GOI:

Hop 1 chai 60 mL
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P.TRUONG PHONG
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DE THUOC XA TAM TAY TRE EM! 4
__TUYET POI TUAN THEO CHI PINH CUA BACsT! || V'
NEU CAN THEM THONG TIN, XIN HOI THAY THUOC CUA\BAX) » /
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