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DIFFLAM Hceney & Lenmon Sugar-free Lozenges
Box of 2 blisters

Victzamese Sub-label:

Vit ngdm khing viém Difflam vi chanh-mét ong SDK: VN-XXXX-»X
Hoat chét, ham fwong 1 vién: Benzydamine ydrochloride 3,00mg, Cetylpyridinium chloride 1,33mg
Dany; bao ché: Vién ngidm khéng dudng

Quv cach dong goi: Hop 2 vi, & vién/vi .

S6 16 SX:XXXX, ngay SX:DD/MM/YYYY, han sir dung: DD/IMM/YYYY

Nha nhép kkiu:

Nha san xuét: Unique Pharmaceutical Laboratoires

Sirvey No.101/2 & 102/1. Daman Industrial Estate, Airport Road, Kadzaiya, Nani Daman, 396210, An
Do

Chil s hitu sén phfim va chiu trach nhiém xuit xuéng:

iNova Pharmaceuticals (Australia) Pty Limited. 9- 15 Chilvers Road Thomleigh. NSW 2120
Australia.

Chi dinh, cach diing. chdng chi dinh va cic théng tin khic: Xem trong to hudng din sir dung
kém theo

Dé xa tam tay tre em. Doc ky hwomg déin sir dung tricie khi dimg.

G RG
12T swoapo
TEL. (65} 633057

y1
/

HYPHENS PHM‘;\D. aRD FLOOR

68361
EAK. (65) 6338825
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DIFFLAM Honey & Lemcon Sugar-free Lezenges
Box of 4 blisters

Vietnamese Sub-label:

Vién ngim khing viem Difflam vi chanh-mit ong SDK: VN-XXX-XX

Hoat chit, ham luong 1 vién: Benrydamine hydrochloride 3 00me, Cetylpyridinivem chloride 1.33mg
‘Dang bao ché: Vién ngam khong dudmg

Quy cich dong goi: Hop 4 vi, 8 viénvi.

S616 SX:NXXX, ngdy SX:DD/MM/YYYY, han si dung: DD/AMV/YYYY

Nba nhip khiu:

Nha sin xuat: Unique Pharmaceutical Laboratoires

Survey Nc.101/2 & 102/1, Daman Industrial Estate, Airport Road. Kadaiya, Nani Daman, 396211 An D6
Chii s&' hivu 830 phim vi chiu trich nhiém xudt xuwdng:

iWova Pharmaceuticals (A ustralia) Pty Limited. - 13 Chilvers Road Thornleigh, NSW 2120 Aust-alia
Chi djnh, cdch ding, chéng chi dinh v& cic théng tin khae: Xem trong 1o hwéng din siv dyug kém |
theo g HYPHENS PHARMA P ﬁfgo D
D€ xa tdm tay tré em. Doc kv huing dén su dung trrde khi dimg. 138 JO(I)E ii“ﬂﬁgg%é:w

TEL, (65) 63368551 FAX. (65) 8338825
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: TN QT HYPHENS PH
HUONG DAN SU DUNG 138 JOO SENG ¢§$ 323%.&%

SINGAPORE 368363

VIEN NGAM KHANG VIEM DIFFLAM. |- (6963308551 FAX: 65) 633825

 DPoc kyf luedng dan sic dung triede khi ding
Néu can thém théng tin xin hoi y kién béc sj hodc dwge sp cila ban

Thanh phin

Madivién thube co chira

Hoat chét: benzydamine hydrochloride (3 mg), cetylpyridinium chloride 1,33 mg

Td duge

Chit tao ngot: Isomalt, natri saccharin.

Ta duoc cho Vién ngdm vi Mt ong va chanh: Methol, acid citric khan, quinoline, 14 duoc tao hwong.
Ta dugc cho Vién ngdm vi qua mam x6i: carmoisine, ta dugce tao huong,

Mo ta

Benzydamine cé tén héa hoc 1a 1 Benzyl-3-(3-dimethylaminopropoxy)-1H-indazole. Benzydamine
hydrochloride 13 chét bdt tinh thé mau tring, khéng mui, ¢6 vi hoi déng. Hoat chit nay dé tan trong
nude, ethanol, methanol va chloroform, tan it trong ete va petroleum ete.

Cetylpyridinium chloride ¢6 tén héa hoc 1-Hexadecylpyridinium chloride monohydrate, 1a mot chét bot
trang tham dau, c6 mui déc trung nhe, tan tot trong ruou va chloroform, tan rét it trong ete.

Duoc lv

Benzydamine 1a mdt chét chéng viém giam dau khéng c6 lién quan v& mat chu tric v&i nhém steroid.
Benzydamine khac vé mat héa hoc so véi cac chat chong viém khong steroid khac & chéd benzydamine
la dang base, khoéng phai dang acid.

Nghién ctiu trén dong vat thi nghiém cho thay, khi diing toan than, benzydamine c6 tic dung lén cac
chimg dau va phit né do viém. Benzydamine ciing (e ché viée tao hat. O cac mire néng d6 dicu tri tai
chd, benzydamine cé tac dung giy té tai chd. Benzydamine khéng lam bio mén 16p nhay cua niém
mac da day khi diing cho chuét theo dudng udng véi lidu 1én téi 100 mg/kg.

Tac dung giam dau cua benzydamine dugc thé hién trén mé hinh giy viém thuc nghiém 13 rét hon
trén cac con dau khong do viém. Gibng nhu cac thude nhém aspirin, benzydamine ciing co tc dung
ha sot. Phan xa ngoai bién ¢ ché thoing qua sau khi tiém tinh mach & méo.

Isomalt 12 mét chat dudng thay thé, N6 1a mét rugu disacccharid héa va 12 mét hén hop déng luong
gilta glucose-mannitol va glucose-sorbitol. Isomalt khong lam thay déi dinh lugng dudmg do duge
trong mau.

Duge déng hoc

Co ché tac dung chéng viém cla benzydamine khong lién quan dén viéc kich thich truc tuyén yén- v
thuong than. Gidng nhu cac tic nhan chéng viém khong steroid khac, benzydamine e ché sinh téng
hop prostagladin trong nhiing diéu kién nhat dinh, nhung nhitng dic tinh ctia benzydamine vé mat nay
chua duge lam 5 hoan toan. Tac dung 6n dinh mang té bao ciing ¢6 thé 13 mét co ché tac dung cla
benzydamine.

Hap thu:

Benzydamine hip thu tt theo dudng udng. Sau khi ding tai chd benzydamine hydrochloride dang
dung djch, benzydamine dugc hap thu tét qua mang nhiy cia chd viém noi can tic dung chéng viém
va gy 1€ tai chd. Sau khi ding thube, ndng d6 benzydamine trong huyét tuong thap va tuong ng véi
lugng thire té nudt vao.

Bai tiét
Benzydamine va c4c chét chuyén héa ciia né duoc bai tiét chil yéu qua nude tiéu, Chuyén héa thube theo
con dudng oxi héa la chi yéu, mac di ¢é quan sat dugc phan ing khir alkyl héa.

TD.
PHENS PHARMA PTE. L
':‘Ia JOO SENG ROAD, 3RD FLOOR

SINGAPORE 368381
TEL: (65) 63388551 FAX: (85) 63388828

HYPHE
138 J0C
f

TEL (85)
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C6 thé phat hién duge benzydamine ca & trong méu va nuée tiéu sau khi sic miéng véi Difflam dang
dung dich. Hau hét licu hép thu dugc thai trir trong vong 24 gio dau. Diéu tri nhic lai trong vong 7 ngay
ciing khong géy tich liy benzydamine trong huyét trong.

Chi dinh diéu tri ‘

Lam giam tam thoi tinh trang dau ¢ khoang miéng bao gém céc trudng hop viém amidan, dau hong,
viém niém mac do bic xa, nhiét miéng, hdu phau miéng va hau phiu nha chu, viém hong, céc tinh
trang sung, 46 va viém.

Chong chi dinh

Chéng chi dinh cho bénh nhan cé tién st di ing véi benzydamine hay cetylpyridinium chloride hoic
bét cr thanh phan nao cla thude.

Khong khuyén cao chi dinh cho tré em dudi 6 tudi,

Liéu diing va cach ding

Khéng nhai Vién ngam Difflam ma chi dé vién thudc tan tix tif trong miéng.

Ngam tir tir tieng vién cho dén khi tan hét, mdi vién cach nhau | t6i 2 gir va ngam t6i da khong qua 12
vién/ ngay.

Khéng diéu tri lién tuc qua 7 ngay.

Diing thuéc cha bénhnhdn.suy thin: _
Benzydamine va chat chuyén hoa dugc thai tnr qua nudce tiéu. Do do, than trong truée nguy co xay ra
tac dung toan than & cac bénh nhéan bi suy thén ning.

Dimg thuc cho bénh nhdn suy gan .
Benzydamine hap thu duoc chuyén hoa chi yéu ¢ gan. Do d6, thén trong trudc nguy co xay ra tac
dung toan than & cac b&nh nhén bi suy gan néng.

Luu ¥ va than troeng dic biét khi ding

Néu viém hong do nhiém khuén hoic bi bdi nhiém, nén can nhéc diéu tri theo phac d6 khang sinh
thich hgp clung vdi str dung Vién ngam khang viém Difflam.

Hiéu qua lém sang trong lam giam mic d¢ tram trong va thai lgzan nhiém tring dudng hong clia thanh
phan khang khuin cé trong vién ngim hién van chua dugc thiet 1ap.

Sur dung thubc cho céc bénh nhan suy gan, suy thin: xem phén Licu diing va cach ding.

Khi udng.mét luong 1én céc thude chira isomalt cé thé c6 tac dung nhuan trang.

Dimng thudc cho phu nit ¢ thai

Phin loai diing thuéc cho phu nit ¢6 thai: nhom B2.

Cac nghién ciu tién hanh trén ddng vt thi nghlem vin chua diy du hodc con thiéu, song dva trén
nhitng dir liéu hién ¢6, khong quan sat dugc bat cir bing chirng nao vé viéc lam tang nguy co ton hai
dén bao thai. Tinh an toén ctia benzydamine hydrocloride chua duqc thiét lap cho phu nit mang thai
va cho con bi. Can can nhéc giiia ti I nguy co so véi lgi ich c6 thé gap khi sir dung Vién ngam khéng
viém Difflam cho cac ddi tugng nay.

Dung tfrué'c cho tré nho: . ) )
Do thiéu céc dir liéu nghién ciru 1am sang déy di, khdng khuyén cao viéc sir dung thude cho tré dudi
6 tudi.

Tuong tac voi cac thude khac/ cac dang twong tac khic
Hién chua phat hién tuong tac cia benzydamine hydrochloride va cetylpyridinium chloride véi cac
thude khac.

Tac dung khong mong | mubn
Nhin chung, céc ché pham Difflam theo dudng diing tai chd & miéng dugc dung nap tot va tac dung
phy thudng nhe. Cac tdc dung phu sau ddy dugc bao céo sau khi su dung ché phdm chia
benzydamine hydrochloride dang dung dich.
' PTE.LTD.
1-:\;:’;%“5 :gmmm FLOOR
INGAPORE 368361 3388825
TEL: {55}563335551 R

Vi

3 PHARMA
ENG ROAD,

1GAPORE 35
3388551 FAX:
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Tdc dung phu tai chi:

Cac phan Ung phu hay duoc bao cao nhét 14 tinh trang té miéng (2,6 %). D&i khi cé thé xuit hién cdm
gidc bong rat hodc dau nhuc & 1,4 % sb ca diéu tri. Céc phan {mg phu khdc it gap hon bao g&m cim
giac khd miéng hoic khat (0,2 % s ca diéu tri), ngira (0,2 %), cam giac néng trong miéng va thay ddi
vi giac (<0,1 %).

Cdec tdc dung phu toan thdn:

Hiém gip céc tac dung phy toan than. Néu c6, chit yéu Ja céc tac dung nhu budn nén, ndén mira, rdi
loan tléu hoa (0,4 % s6 ca didu tn), chong mat (0,1%), dau diu va ué 0ai (<U i%) Cac phan ung qua
man rat hiém khi xay ra nhung c6 thé xuét hién kem theo ngira, ndi man, néi may day, viém da do anh
sang va d6i khi c6 thé gap tinh trang co thét thanh quan hodc co that phé quan.

Théng bdo cho bdc sy hodc dwge sy cia ban vé bt cir tde dung phu néo gdp phdi khi siv dung thube.

Qua liéu

Chua c6 truong hop qua lidu nao duge bao cdo khi st dung Vién ngdm khéng viém Difflam. Anh
hudng Ién hé thin kinh trung wong dd duoc bao cdo sau khi dung cic liéu cao benzydamine
hydrochloride dang dung dich. Khong c6 thudc giai déc dic hiéu dbi véi benzydamine. Néu 1& nuot
phai mot lugng thudc qua lém, diéu tri theo triéu chung

Khi uéng mot lugng lon cac thude chira isomalt ¢6 thé ¢6 tic dung nhuén trang.

Anh huwdng 1én kha ning 14i xe va van hanh may mdc:
Chua cé dir liéu.

Quy cach dong géi:

Vién ngdm khang viém Difflam khéng chira dudmg.

Vién Difflam vi qua mam xéi: vi chita vién thudc mau hong
Vién Difflam vi chanh - mét ong; vl chira vién thudc mau vang.
Hép carton chira 2 vi hoac 4 vi, mbdi vi 8 vién ngam.

Han dung:
3 nam keé tir ngiy san xuit.

Bao quan
Béo quan ¢ nhiét d§ dudi 30°C.
Pé xa tAm véi ciia tré nho.

Co 56 san xudt thanh phim

Unigue Pharmaceuticals Laboratories

Survey No 101/2 & 102/1 Daman Industrial Estate Airport Road Kadaiya,
Nani Daman, 396210, An D¢

Co s¢ chiu trach nhiém xudt xuwong

iNova Pharmaceuticals (Australia) Pty Limited

9-15 Chilvers Road
Thornleigh NSW 2120, Uc
Ngay duyét 16 Hwomgddn g dung: thang 12 ndm 2007.

o

T0.

vPHENS PHARMA PTE.L

II."lISBn JOO SENG 222233';5 FLOOR
INGAP

TEL: (65) 63383551 EAX: (65) 63388825

PHO CUC TRUBNG

e/fgrwg;é?;@ YVin Cand,

L e




