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Storage conditions: Store below 30°C in cool place.
Protect from direct sunlight. Do not freeze. Keep all medicines out of reach of children,
Read carefully the package insert before use.
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Each gram of gel contains: Diclofenac diethylamine BP K
equivalent to Diclofenac sodium 10 mg; Menthol USP 50 mg;
Methyl salicylate BP 100 mg; Linseed oil BP 30 mg Keesum Healthcare

) ' Kusum Healthcare Pvt. Ltd.
Advices for use: See insert for medical use.

Storage conditions: Store below 30°C in cool place. Protect from direct
sunlight. Do not freeze. Keep all medicines out of reach of children.

Mfg. Lic. No.:

Batch No.:
Mfg. date: dd/mmvyy
Expiry date: dd/mmlyy

For external usage
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Each gram of gel contains:
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Diclofenac diethylamine BP equivalent to Diclofenac sodium 10 mg;
Menthol USP 50 mg; Methyl salicylate BP 100 mg; Linseed oil BP 30 mg
Exclplents: Propylene glycol, Carbomer 940, Disodium EDTA,
Polysorbate 80, Sodium hydmxlde. Benzyl alcohol, Purified water,

Advices for use: See insert for medical use.
Dosage: As directed by physiclan.

Application: Apply 2-4 g gel on skin by a thin layer and rubbed
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For external usage

Flmgln Fast Gel
B
m.u. phln Mii gam ]:| chin. Dn:lurmn:'

m Mmﬂnl USP 50 m, Muhyl salicylate BP 100
lanh {Oleum Lml llﬂtlﬂlllm!] BP30mg,.
Mlm Hip | tuyp.
| ~Chi djnh, Libu ding, Mlﬂnn,'l‘!lln trong, Chibng
chi dinh viche thing tin khic: xem t HDSD kém theo.
- Béo quin noi khé rho, duti 30°C, trinh dnh sing true
tidp Kheng ding lanh,

lightly 2-3 times.

$ Kusum Healthcare Pvt. Ltd.
(4 SP 289(A), RICO, IndL Area,

barcode

geuammmm ditng.
185X, NSX, HD xem “Batch No.”, “Mfg, date”,
“Expiry date” rénbaobi.

. Pyt. Litd.-

Kusum Healtheare Chopanki, Bhiwadi. (Raj.), India
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Each gram of gel contains: Diclofenac diethylamine BP H
aequivaient to Didofanac sodium 10 mg; Menthal USP 50 mg; K
Methy! salicylaie BP 100 mg; Linseed oil BP 30 mg Kiasum flmalthoars

Advices for use: Sea inserl for medical use. Ll

Storage conditions: Store beiow 30°C in coal place. Protect from direct
sunlight. Do not freeze Keep all medicines oul of reach of children.

Mfg Lic. No.: 0
Batch Na.: P
Mig date: ddimmiyy &
Expiry date: ddimmiyy % = § Z ‘-_:i /
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FANIGAN FAST GEL
THANH PHAN

MGi gam gel chira:

Diclofenac Diethylamine BP tuong duong vaéi Diclofenac Sodium 10 mg, Menthol USP 50 mg,
Methyl Salicylate BP 100 mg, Dau lanh (Oleum Lini usitatissimi) BP 30 mg.

Ta dugc: Propylene glycol, Carbomer 940, Disodium EDTA, Polysorbate 80, Sodium hydroxide,
Benzyl alcohol, Nudc tinh khiét.

DANG DUNG

Thude boi ngoai da. )

DUQC LUC HOQC P(’/LL'/

Co ché cua céc thanh phan trong Fanigan Fast Gel dugc md ta nhu sau:

- Diclofenac trc ché cyclooxygenase, (ic ché téng hop prostaglandin ndi sinh- 1a chit déng vai tro
chinh trong hinh thanh viém, dau va sét. Diclofenac ¢6 tac dung giam dau, chéng viém.

- Menthol kich hoat cac thu thé nhiét d6 thap trong da, tao cam gidc mat, gdy co mach va giam
tinh tham. Menthol ¢6 téc dung kich thich giam dau tai chd va c6 hoat tinh giam dau nhe.

- Methyl Salicylate 14 mot dan chét cua salicylic acid- 12 chét ¢6 tac dung kich thich giam dau tai
chd. Methyl salicylate giam dau do kich thich thu thé & da. Methyl salicylate (rc ché tong hop
prostaglandin, giam viém va giam thim vao céc td chirc viém.

- Dau lanh (Oleum Lini usitatissimi): 1a acid alfalinoleic c6 tic dung chdng viém, chéng oxi héa .
cai thién sur luu thong méu tai chd béi.

Thudc bit diu c6 tac dung vai phit sau khi bdi 1én da. Trong 20- 30 phut, thudc dat dwoe ndng do
cao nhét. Thudc c6 tac dung giam triéu chimg ngay trong ngay dau tién diéu tri.

DUGC PONG HQC

Hép thu: Khi dung gel diclofenac bdi ngoai da, diclofenac dugc hdp thu vao biéu bi.Trong mot
nghién clru trén bénh nhan bi bénh ngoai da (chi yéu la viém da dj ung va céc tinh trang viém
dang khéc) & ban tay, tay hay mat, khoang 10% liéu diclofenac (2g gel 3% bdi trén 100 cm?) hip
thu vao mau sau 7 ngay, boi 4 1an 1 ngay.

Sau khi bdi ngoai da bip chan 2 g dang gel diclofenac 3 14n | ngay trong 6 ngdy & ngudi khoe
manh, diclofenac ¢6 thé phat hién trong huyét tuong. Thong sb sinh kha dung trung binh 1a AUC,.
¢ 9+ 19 ng.gio/ml (gia tri trung binh + d6 1&ch chuin) véi ndng do dinh Cpax 4 £ 5 ng/ml va Tmax

4,5 + 8 gio. Khi dung mét liéu don dang udng 75 mg diclofenac cho dién tich dudi duong cong
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AUC la 1600 ng.gio/ml. Do d6, sinh kha dung toan than sau khi béi ngoai da gel diclofenac thip
hon so véi sau khi uéng.

Xét nghiém mau vao thoi diém cudi dot diu tri trén 60 bénh nhéan viém da dnh sang duoc diéu tri
véi gel diclofenac trong 3 thir nghiém 1am sang day du va c6 kiém soat dé dinh luong ndng do
diclofenac. Mdi bénh nhan dugc diing 0,5 g gel diclofenac 2 1an mdi ngay trong 105 ngay cho 3
viing diéu tri 5 cm x 5 cm & mdt, tran, ban tay, cing tay va da diu. Nong d6 trong huyét thanh ciia

Diclofenac trung binh bing hozic thdp hon 20 ng/ml. Nhiing thong sé dé chi ra ring su hip thu

toan than ctia diclofenac trén bénh nhén diéu tri ngoai da véi gel diclofenac thip hon rét nhiéu so

véi khi diéu tri bang duong udng hang ngay diclofenac sodium.

Khéng c6 thong tin cu thé vé sy hip thu cua diclofenac khi bit kin ving boi gel diclofenac

Phdn bb: Diclofenac gén chit vao albumin huyét thanh. Thé tich phan bd cta diclofenac khi ding
dang udng 1a khoang 550 mL/kg.

Chuyén héa: Chuyén hoa sinh hoc cua diclofenac sau khi dung dudng udng bao gdm mét phan
qué trinh gluco-lién hop véi phan tir nguyén ven nhung chii yéu la phan mg hydroxyl-hoa mot
hozic nhiéu lan tiép theo gluco-lién hgp.Chuyén héa cia diclofenac theo dudmg bdi ngoai da tuong
tu nhu chuyén héa qua dudng udng. Mot lugng nho diclofenac va chat chuyén héa cta né xudt
hién trong huyét tuong khi ding duong bdi ngoai da lam cho viée xac dinh luong chét chuyén hoa
cu thé khdng chinh xac.

Thai trir: Diclofenac va chat chuyén héa ciia né chii yéu thai trir qua nuée tiéu sau khi udng, Do
thanh thai toan than clia diclofenac tir huyét tuong la 263 + 56 ml/pht (gia tri trung binh + d6 léch
chuan). Thoi gian ban thai ky cudi 1a 1- 2 gi¢. Bon chét chuyén héa ciing c6 thoi gian bén thai ky
cudi ngan tir 1- 3 gio.

Phoi nhiém hé thong (dién tich dudi dudng cong nong do- thoi gian) va ndng do dinh trong huyét
twong cta diclofenac thip hon ¢6 ¥ nghia cua diclofenac dang gel so véi diclofenac sodium dang
udng. Phoi nhidm hé théng khi sir dung diclofenac dang gel ( 4 x 4g mot ngay, boi vao 1 diu gbi)
thdp hon 17 lan khi ding dang ubng. (diéu tri véi diclofenac dang gel boi & | dau gdi, ngay 4 lan
so véi ding dang udng vién 50 mg, 3 lin | ngay. Luong diclofenac sodium duoc hép thu tir
diclofenac dang gel chi bang 6% phoi nhiém hé théng tir diclofenac sodium dang uéng.Nong do6
dinh trung binh khi diing diclofenac dang gel liéu khuyén céo (4 x 4g mot ngay, boi vao | dau gbi)

thﬁp hon 158 14n so v&i khi diing dang udng.
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CHIi PINH PIEU TRI

Thude dung dé didu tri giam dau chéng viém tai chd trong cac truomg hop viém khdp man tinh,
viém climg khép dét song, gout cap, viém khdp vay nén, viém khop sau chén thuong, viém xuong
sun cot séng, chiing dau co, viém ré than kinh & thit lung xuong ciing, dau do chén thuong, gidn

ddy ching, bong gan déy ching, cang co, dau co va cac khép do hoat dong thé luc nang gay ra.

LIEU DUNG VA CACH DUNG

Tuy thudc vao dién tich dau c6 thé xoa nhe 2- 4 g gel mot lan, 2- 3 1an 1 ngay. Liéu trung binh
hang ngay 10 g gel tuong duong voi 100 mg diclofenac.

Khong dung thube cho ving da bi ton thuong. Tranh dé thude tiép xtc vao mat hodc niém mac.
Khong bbi thube vao vét thuong ha. M//
CHONG CHI PINH

Man cam véi diclofenac va cac thanh phan khac cua thudc.

Hen phé quan do aspirin gay ra.

Viing da b ton thuong va vét thuong he

Tré em dudi 12 tudi

THAN TRONG

Tham khao y kién béc sy trudce khi sir dung

Thude dugce str dung than trong di v6i bénh nhan man cam khi ding tai chd acetylsalicylic acid,
c4c salicylate khac va cac NSAID khéc (con hen phé quan, di img da va viém miii cdp tinh). Can
can nhic giira loi ich va nguy co.

Fanigan can duoc str dung than trong d6i vai bénh nhan loét da day hay duong rudt, rbi loan chirc
nang gan than, r6i loan huyét hoc, tai phat polyp miii.

Can rira sach tay sau khi béi thudc dé tranh tiép xuc thude truc tiép vao mit hodc niém mac
TUONG TAC THUOC

Fanigan Fast Gel c6 thé sir dung chung véi cc thube khac, bao gdm ca diclofenac sodium dang
ubng.

Trong trudmg hop dung Fanigan Fast Gel trong thoi gian dai trén dién rong, Diclofenac c6 thé 1am
ting tac dung cia cac thude chdng déng méu, glucocorticosteroid, lithium va ¢ thé lam giam tac
dung cua cac thude lgi tiéu furosemide, thiazide. Diclofenac c6 thé lam ting ndng do cia digoxin
trong huyét tuong va lam giam su dung nap cuia cadc NSAID khéac, ting kha ndng giy loét niém

mac dudng tiéu hoa.
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PHU NU CO THAI VA CHO CON BU

Khéng duge bdi dién rong hodc thdi gian dai & phu nir mang thai 3 thang cudi va trong sudt thoi
ky dang cho con b, do chura ¢6 théng s6 do an toan ciia thude trén thai nhi va tré so sinh.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ctru anh hudng cua thube dén kha nang lai xe va van hanh may mac

TAC DUNG KHONG MONG MUON

Fanigan Fast Gel dugc dung nap t6t. Mét lugng thudce nho ( khoang 5%) dugc hip thu vao méu

cac NSAID khac.

Thinh thoang gy kich (g da nhu phat ban, phi, xuét hién may day, nét san, vay, dé rat, cam gidc

khi diing tai chd. N6 it nhidu loai bo duge kha nang gay tac dung khong mong muédn khi duwf

kién bo, ngira khi sir dung cuing lic véi diclofenac dang vién nén, vién dit hay thudc tiém.
Hién gip céc tac dung khong mong mudn lién quan dén hé tiéu héa, phat ban da, cdc phan (mg
nhay cam nhu phu & mét (pht mach), ngirng tho va nhay cam véi anh sang.
Théng bdo véi bac sy nhitng tac dung khong mong muon xay ra khi dimg thuoc.
QUA LIEU VA XU TRi
Chua xay ra tinh trang qué lidu khi dung thudc bdi ngoai da Fanigan Fast Gel.
BAO QUAN: Bao quan noi kho rao, dudi 30°C, tranh anh sang truc tiép. Khong déng lanh.
HAN DUNG: 24 thang ké tir ngay san xuét.
Khéng dimg thuéc qua han dimg

Dé xa tam tay tré em

Doc ky hiromg dan sir dung trieée khi ding \’\
QUY CACH PONG GOI: Fanigan Fast Gel duoc déng goi trong tuyp nhom 100 g va 30 g. Tuyp
va hudng dan sir dung duge déng géi trong hdp carton.

San xuit boi: 23//

KUSUM HEALTHCARE PRIVATE LIMITED
SP-289 (A) RIICO Indl. A#€4 Chopamki (Bhiwadi) Distt-Alwar, Rajasthan, An Do.
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