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1/ Mau nhén tuyp
Ghi Chu: S6 16 Sx, Han dung dwoc in trén tuyp
2/ Mau nhan hép
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DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY CO PHAN S.P.M
www.spm.com.vn

1851, Budng s6 2, KCN Tan Tao, P Tn Tao A, Nha sén xuéit dat tiéu chuéin
QBinh Tan, TpHCM, Viét Nam. ® GMP - WHO
S P M 6102837507496 - Fax: (028) 38771010

THANH PHAN: Mi 10g chua:
Diclofenac diethylamin..................... 116,00 mg.
T4 dugc via di 10g.

DE XA TAM TAY TRE EM.
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.

DS.NGUYEN THE KY

BOY TE
CUC QUAN LY DUGIC
DA PHE DUYET

S6 16 Sx, Han dung
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DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY CO PHAN S.P.M
www.spm.com.vn

BT:(028) 37507496 - Fax: (028) 38771010

L6 51, Buding s6 2, KCN Tan Tao, P. Tan Tao A, Q.Binh Tan, Tp.HCM, Viét Nam. © GMP - WHO

Hop 1 tuyp x 10g

Nha sdn xust dat tidu chuén

TADOTII(

THANH PHAN: M3i 10g cha:

Diclofonac dlthylamin... ... 116,00 mg
T4 dudc viia Al 10g.

CHi DINH; CH6NG CHI DINH; LIEU DUNG - CACH DUNG;
THAN TRONG; TAC DUNG PHY; TUONG TAC THUGC CAC
THONG TIN KHAC:

Xin doc huéng dan sl dung.

BAO QUAN: Noi kho thodng, tranh 4nh séng, nhiét dé duéi 30°C.
TIEU CHUAN: TCCS

DE XA TAM TAY TRE EM.
DQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

DicLOGEL

iclofenac diethylamine....116.00 mg

S.P.M CORPORATION
www.spm.com.vn

Lot 51, Street 2, Tan Tao Industrial Park, Tan Tao A Ward, Binh Tan Dist, ®GMP - WHO
= HCM City, Vietnam. Tel: (+84-28) 37507496 - Fax: (+84-28) 38771010

Box of 1 tube x 10g

Manufacturer's achieve

COMPOSITION: Each 10g contains:

Diclofenac diethylamine............cccccceeeviieiiiieecineeennns 116.00 mg
Excipients g.s 10g.

INDICATIONS; CONTRAINDICATIONS; DOSAGE &
ADMINISTRATION; PRECAUTION; ADVERSE REACTIONS;
INTERACTION; OTHER INFORMATION:

Please read the instruction.

STORAGE: Store in dry place, avoid sunlight, at temperature
below 30°C.

SPECIFICATION: Manufacturer's. Reg@.NoO:...........cc.cccovivinnn.
KEEP OUT OF THE REACH OF CHILDREN.

READ THE INSTRUCTION CAREFULLY BEFORE USING.
IF NEEDING MORE INFORMATION, PLEASE CONSULT DOCTOR.
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1/ Mau nhén tuyp
Ghi Chu: Sé 16 Sx, Han dung dwgrc in trén tuyp
2/ Mau nhan hép

DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY CG PHAN S.P.M
www.spm.com.vn N
B L651,Budng s62, KON Tan Tao, P Tan Tao A, Nha sin xuét dat tiéu chudn

Q.Binh Tan, Tp.HCM, Viét Nam. ® GMP - WHO
S p M BT: (028) 37507496 - Fax: (028) 38771010

DS.NGUYEN THE KY

THANH PHAN: M3i 10g chua:
Diclofenac diethylamin
T4 dugc vira di 10g.

DE XA TAM TAY TRE EM. )
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

116,00 mg.

S6 16 Sx, Han dung
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Hop 1 tuyp x 30g

DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY CO PHAN S.P.M

WWW.spm.com.vn Nha sén xufit dat tiéu chuéin
1651, Duding s6 2, KCN Tan Tao, P. Tan Tao A, QBinh Tan, Tp.HCM, Viét Nam. ®GMP - WHO

T: (028) 37507496 - Fax: (028) 38771010

THANH PHAN: M&i 10g chia: BAO QUAN: Noi kho thoang, tranh anh sang, nhiét dé dudi 30°C.
Diclofenac disthylamin................cccovieomsssenserasencarassones 116,00mg  TIEU CHUAN: TCCS

T4 dudc vua dd 10g.

CHIi BINH; CHONG CHi BINH; LIEU DUNG - CACH DUNG;
THAN TRONG; TAC DUNG PHY; TUONG TAC THUGC; CAC
THONG TIN KHAC:

Xin doc huéng dan sl dung.

DE XA TAM TAY TRE EM. )
DQC KY HUONG DAN SU DUNG TRUGC KHI DUNG. _
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC Si

Box of 1 tube x 30g

ICLOGEL
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Diclofenac diethylamine....116.00 mg
-
> S.P.M CORPORATION
«© www.spm.com.vn Manufacturer's achieve
€ Lot 51, Street 2, Tan Tao Industrial Park, Tan Tao A Ward, Binh Tan Dist, ® GMP - WHO

HCM City, Vietnam. Tel: (+84-28) 37507496 - Fax: (+84-28) 38771010

COMPOSITION: Each 10g contains: STORAGE: Store in dry place, avoid sunlight, at temperature
Diclofenac diethylamine..............ccccooiniiviiniinnincnnns 116.00 mg below 30°C.

Excipients g.s 10g. SPECIFICATION: Manufacturer's. Reg.NO:............ccoo..oovvvvennes
INDICATIONS; CONTRAINDICATIONS; DOSAGE & EP OUT OF TH H OF CHILDREN

ADMINISTRATION; PRECAUTION; ADVERSE REACTIONS; ::Ag THUE ,,?ST;UETWEAREFULLY BEFORE USING.
INTERACTION; OTHER INFORMATION: IF NEEDING MORE INFORMATION, PLEASE CONSULT DOCTOR.

Please read the instruction.




MAU NHAN TUYP, HOP BANG KY

1/ Mau nhén tuyp
Ghi Chu: S6 16 Sx, Han dung dwoc in trén tuyp
2/ Mau nhan hép

DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY C6 PHAN 5.P.M
www.spm.com.vn N
i L& 51, Dudng s& 2, KCN Tan Tao, P. Tan Tao A, Nha san xudt dat tisu chudn

Q.Binh Tan, Tp.HCM, Viét Nam. ® GMP - WHO
s P M BT: (028) 37507496 - Fax: (028) 38771010

DS.NGUYEN THE KY

THANH PHAN: M&i 10g chua:
Diclofenac diethylamin..................... 116,00 mg.
Téa dugc vira da 10g.

DE XA TAM TAY TRE EM. ) i
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.

S6 16 Sx, Han diing
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Hop 1 tuyp x 509

DicLoGEL

Diclofenac diethylamin....116,00 mg

CONG TY CO PHAN S.P.M

WWw.spm.com.vn Nha sdn xust dat tiéu chudn
L6 51, Budng s8 2, KCN Tan Tao, P. Tan Tao A, QBinh Tan, TpHCM, Viét Nam. ©GMP - WHO

T: (028) 37507496 - Fax: (028) 38771010

THANH PHAN: M&i 10g chua: BAO QUAN: Noi kho thoéng, tranh anh séng, nhiét dé dudi 30°C.
Diclofenac diethylamin.............ccccccoviniiiiinnniininnn. 116,00mg  T|EU CHUAN: TCCS
T4 dugc vira di 10g.

CHi BINH; CHONG CHI BINH; LIEU DUNG - CACH DUNG;
THAN TRONG; TAC DUNG PHY; TUGNG TAC THUGC; CAC
THONG TIN KHAC:

Xin doc huéng din st dung.

DE XA TAM TAY TRE EM. )
DQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. _
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

Box of 1 tube x 50g

ICLOGEL

Diclofenac diethylamine....116.00 mg

S8 16 SX:

(Batch no)
Ngay SX:
(Mfg.date)
Han ding
(Exp.date)

|

avac

S.P.M CORPORATION
www.spm.com.vn Manufacturer's achieve
Lot 51, Street 2, Tan Tao Industrial Park, Tan Tao A Ward, Binh Tan Dist, ® GMP - WHO

HCM City, Vietnam. Tel: (+84-28) 37507496 - Fax: (+84-28) 38771010

-

COMPOSITION: Each 10g contains: STORAGE: Store in dry place, avoid sunlight, at temperature
Diclofenac diethylamine..............cccocooiiiiiiniinnnne. 116.00 mg below 30°C.

Excipients g.s 10g. SPECIFICATION: Manufacturer's. Reg.NO:.........c...cccccoevrrennn.
INDICATIONS; CONTRAINDICATIONS; DOSAGE &

; ; KEEP OUT OF THE REACH OF ;
ADMINISTRATION; PRECAUTION; ADVERSE REACTIONS; READ THUE sl gmcE’Flﬁ_ﬂ'ggf&E —
INTERACTION; OTHER INFORMATION: IF NEEDING MORE INFORMATION, PLEASE CONSULT DOCTOR.

Please read the instruction.
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DICLOGEL

DPE XA TAM TAY CUA TRE EM
POQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
1. Thanh phén cdng thirc thufc:

M3i 10 g gel bdi ngoai da Diclogel chira:
Thanh phén hoat chét: Diclofenac diethylamin 116 mg. (Tuong duong diclofenac natri 100 mg)

Thanh phn t4 dugc: Polyethylen glycol 1000 monocetyl ether, benzyl alcohol, butylhydroxytoluen,
6, propylen glycol, methyl paraben, tinh ddu hoa hdng, nuéc tinh khiét.

2. Dang bao ché:

Gel boi ngoai da.

Gel trong df)ng nhét, mui dic trung, dinh dugc véi da khi boi.

3. Chi dinh:

Giam trigu chimg dau va viém tai chd trong céc truong hop:

- Chén thuong & gén, day ching, co va khép nhu bong gén, cang co qua mirc va vét tham tim.

- Diéu trj tai chd cac dang bénh thép khu tra & mé mém, vi du: viém gén - bao gan, hi ching vai - ban tay, viém thi
thanh mac va bénh viém quanh khép.

Nén danh gid lai vigc diéu trj sau 14 ngay dbi voi nhitng chi dinh nay. Déi v6i diéu tri viém xuong khép ciia cac khép bé mit
nhu khép g0i, nén dénh gia lai viéc diéu tri sau 4 tuln.

4. Litu lwgng va cich dung:
Nguoi Ién: Diclogel nén dugc bdi nhe 1én da. Mdi lan bdi 2 - 4 g x 3 — 4 lan/ngay, tiy thudc vao kich thuée ciia ving bi dau.

——

Sau khi béi, phai rira tay dung dé bsi thubc.
Sir dung ¢ ngudi cao tuéi: C6 thé sir dung lidu binh thuong & nguoi 16n.
Tré em va tré vi thanh nién: Khong ¢6 dir dir liéu vé do an toan va hiéu qua cho tré em va tré vi thanh nién duéi 14 tudi. O tré

em tir 14 tudi tré 1én, néu cén sir dung Diclogel dé giam dau trén 7 ngay hoac néu cac tricu ching ning hon, b¢nh nhan/gia
dinh cua tré vi thanh nién nén tham van béc si.

5. Chéng chi dinh:

Mén cam véi diclofenac, acid acetylsalicylic va cic thubc khéng viém khong steroid khac, hodc bét ky thanh phan nao cua
thudc.

Ba thang cubi thai k.

Tré em va tré vi thanh nién duéi 14 tudi.

Str dung trong thoi gian 1am phiu thudt bic ciu chi vanh.

6. Canh bo va thin trong khi dung thudc:

Khéng thé loai trir kha nang bj cac phan tmg 6 hai toan than néu thubc dugc boi trén viing rong cuia da va trong thoi gian dai.
Diclogel chira propylen glycol ¢6 thé gy di tmg da nhe, tai chd & mot sb nguoi.

Diclogel ¢6 chira benzyl alcohol c6 thé gay cac phan ting nh1em ddc va céc phan ting dj ing cho tré so sinh va tré nho tir 3 tudi
trd xuéng. Khong dung cho tré so sinh hay tré dudi 1 thang tudi.

Diclogel chita methyl paraben: c6 thé gdy phan img dj ung.

Nén thén trong khi dung dong thoi voi cac NSAID dudng ubng vi c6 thé tang ti 1¢ cac tac dung khong mong mubn dic biét cac
tac dung khong mong mudn toan than. (Xem phan “Tuong téc thudc™)

Khong nén dung ddng thai Diclogel véi cic thudc khac c6 chira diclofenac.

Gibng nhu céc thude trc ché tong hop prostaglandin, diclofenac va céc NSAIDs khéc c6 thé gy co thét phé quan néu duge
dung ¢ cac bénh nhan dang bi hodc c6 tién sir hen hodc bénh di ung.

Diclogel chi nén béi & ving da nguyén ven, da khong bi rach hogic c6 vét thuong hé. Khong dugc boi vao mét, niém mac,
mang nhay va khong dugc nudt.

Ngirng diéu trj néu bi phat ban da sau khi boi thudc.

Trong céc trudng hop riéng biét da c6 bao cao xuit huyét tiéu héa & nhirng ngudi c6 tién sir vé bénh nay.

7. Sir dung thudc cho phu nir ¢6 thai va cho con bii:

Phu nit mang thai:

Nong d¢ toan than cua diclofenac khi dung ngoai da thép hon so véi dang ding dudng udng. Theo kinh nghiém tir diéu trj véi
céc thubc NSAIDs hép thu toan than, khuyén céo nhing diéu sau day:

Uc che téng hop prostaglandin c6 thé anh hudng dén thai phy va/hogc sy phat trién ctia phéi thai. Dir ligu tir céc nghién ciru
dich t& hoc cho thay su tdng nguy co sdy thai, dj tat tim va thoat vi bim sinh loai gastroschisis (bénh ho thanh bung bim sinh)
sau khi sir dung thudc trc ché tong hop prostagandin ¢ giai doan sém cua thai ky. Nguy co tuyét d6i gy di tat tim tang tir dudi
1% lén khoang 1,5%. Ngudi ta tin réng nguy co nay ting khi tang lidu va khodng thoi gian diéu tri. Trong céc nghién ctu tién
1am sang, diéu trj bing chét trc ché tdng hop prostaglandin cho thiy tang sdy thai trudc va sau khi lam t0 va ti 1¢ chét thai.
Thém vao dé, tang ti 18 cac dj tat khac bao gdm tim mach dugc bao céo trong céc nghién ciru tién 1m sang c6 sir dung chét irc
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ché prostaglandin trong thoi glan tao thanh cc co quan. Trong 3 thang ddu va 3 théng gilra cua thai ky, )dGng sir’ den.g\
diclofenac trir khi thdy that can thiét. Neu diclofenac dugc sir dung trong 3 thang ddu va 3 thang gira /cua t}xal ky, nqn duhg \\
liéu thap nhét va thoi gian diéu tri ngén nhét c6 thé. ONG T ) |

Trong 3 thang cudi cua thai ky, tit ca cac chét irc ché tdng hop prostagandin c6 thé gdy ra trén thai rﬂfm
- Dgc tinh trén tim phdi (déng sém éng dong mach va tang huyét 4p tinh mach phdi); -
- R&i loan chic nang thén, c6 thé dén dén suy thén, c¢é sy hién dién thidu bi;

Anh huéng trén me va trén thai nhi tai giai doan cubi ciia thai ky: NS P
- C6 thé kéo dai thoi gian chay mau, tac dung chéng két tap tiéu ciu c6 thé xay ra tham chi & lidu rat th
- Uc ché co bop tir cung 1am cham thoi gian chuyén da.

Do d6, chéng chi dinh sir dung diclofenac trong 3 thang cuéi ciia thai ky.

Phu nit cho con bu:

Gibng nhu cic NSAIDs khéc, diclofenac dugc tiét vao sita me vdi luqmg nhé. Tuy nhién, & lidu didu trj cia Diclogel, khéng
anh huéng dén tré b me. Chua c6 nghién ctru dy du va kiém sodt tt vé viéc sir dung thudc trén phy nit cho con by, chi nén
sur dung thudc trong thdi gian cho con bi theo chi dinh ciia bac si. Trong trudong hop nay, khong dugc boi Diclogel 1én vi cua
ngudi me cho con bu, khong boi trén dién rong cia da hoic sir dung thude kéo dai.

8. Anh huéng ciia thudce 1én kha niing ldi xe va van hanh may méc:
Diclogel khong gdy anh huéng dén kha nang 14i xe va van hanh may méc.
9. Twong tic thubc:

Vi sy hép thu toan than cua diclofenac dang thudc dung ngoai rét thip, vi thé cac tuong tac rit khé xay ra. Khong c6 c4c tuong
tac dugc biét voi Diclogel. Tuy nhién nén tham khao céc tuong tac da biét cua diclofenac dang ding duong udng.

10. Tac dung khong mong mudn ciia thude:
Céc tac dung khong mong mudn theo tin suét gip:
Thuong gap, 1/100 <ADR < 1/10
- Davamb duéi da: Phat ban, eczema, ban do, viém da (bao gdm viém da tiép xuc), ngira.
Hiém gap, 1/10000 < ADR < 1/1000
- Davamd dudi da: Viém da boéng nudc
Rdt hiém gap, ADR < 1/10000
- Hé mién dich: Phan (mg qua m4n (bao gdm ndi may day), phit mach
- Nhiém tring: Phat ban mun mu
- Hb hép: Hen
- Davamd dudi da: Phan ing nhay cam anh séng
Mgc du kha nang xdy ra céc tic dung khong mong mudn khi diing ngoai da it hon, nhung mét sb tic dung khong mong muén
lién quan dén diclofenac dung toan thén ciing c6 thé xay ra.
THONG BAO NGAY CHO BAC SINHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.
11. Qua liéu va céch xir tri:

Trigu chitng: Su hép thu toan than ciia Diclogel thap nén khong chac xdy ra qua liéu. Tuy nhién, cac tac dung khéng mong
mudn twong tur khi qué lidu diclofenac dudng udng, c6 thé Xdy ra néu v6 y nut phai Diclogel (1 tuyp 10 g ¢6 ham lugng tuong
duong 100 mg diclofenac natri). Trong trudng hop vo y nudt phai, gdy ra cac tac dung phy toan thén dang ké, nén duoc diéu tri
bang céc bién phap thuong dugc ding dé xir tri ngd doc cac thuoc khang viém khong steroid. Nén xem xét rira da day va sur
dung than hoat tinh, diic biét trong thoi gian ngén sau khi nuét phai.

Cdch xir tri: Xu tri qua lidu cac thubc NSAIDs chu yéu 1a didu trj tridu chimg va hd trg. Khong c6 ca lam sang dién hinh do
qué lidu Diclogel. Nén diéu tri trigu chimg va hé trg cho céc bién chimg nhu ha huyét 4p, suy than, co gidt, kich G 1Umg da day -
rudt, va suy ho hap Thubc lgi tiéu, thdm tach mau c6 thé khong gitp ich dé ting dao thai diclofenac vi thude gfn gin manh

vio protein huyét tuong.

12. Quy céch déng goi:

Hop 1 tuyp x tuyp 10 g.

Hop 1 tuyp x tuyp 30 g.

Hop 1 tuyp x tuyp 50 g.

13. Didu ki¢n bio quén, han dung, tiéu chuin chit lugng cia thudc:

Didu kién bio quin: Bio quan noi kho réo, nhiét d khong qua 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngdy san xut.

Tiéu chufin chét lrgng: TCCS
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T& huéng din sir dun ng thudc — Gel bbi ngoai da DICLOGEL
14. Tén va dia chi co s san xuit:

Trang 3/3

_ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
ﬁ www.spm.com.yn

SPM

L6 51, Pudng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tén, TP. H) Chi Minh
DT: (028) 37507496 Fax: (028) 38771010
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