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SAME SIZE ARTWORK DERIVA-C GEL 15 GM, SIZE : 91 mm x 60.8 mm

Rx PRESCRIFTICN MEDICINE

Adapalene + Clindamycin Phosphate Ge

Klenzit-C

15¢g

Compoaition:

Each gram of gsl contalns:
Adapalone BP 1mg
CEndarmyein Phosphate USP
aquivalent to Glindamycin 10 mg
Fressrvativen:

Methyl Hydroxybenzoate BP 1 mg
Phanoxyethanol BP 25mg
Replace the cap tightly.

Store below 30°C. Do not freezs.
Keap out of reach of children
Spaclfication: In house

Garelully read the insert batore use.

© glenmark

Indication, Administration and

GContraindication : See package insen,

I FOR EXTERNAL USE ONLY

Mig. Lic. No. NKD/S43
MANUFACTURED BY:

© glenmark

PHARMAGEUTICALS LTD,

PLOT NO. E@7. 38, MIDC AREA,
SATPUR, NASIK - 422 007,
MAHARASHTRA, INDIA

(3 Owners of Trade Mark
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Poc kj hwéng dén sit dung trude khi diing, Néu cin thém
théng tin, xin hoi ¥ kién bac si
Thude nay chi diing theo don cia biéc si.

Gel KLENZIT-C

Gel Adapalene + Clindamycin Phosphat

Thanh phén:

Mbi gam gel chia:

Adapalene: 1 mg
Clindamycin phosphat USP tuong duong Clindamycin: 10mg
T4 duge: Dinatri edetat, Carbomer 940, Propylen glycol,
Methyl hydrexybenzoate, Phenoxyethanol, Poloxamer 407,
Natrj hydroxid, nuéc tinh ch€ vd.

Dugc lye hoe:

Adapalene:

Adapalene 12 mot chit gidng Retinoid dung dé diéu tri tring
cd. N6 12 mit din chit naphthoic ¢6 mét chudi bén
methoxyphenyl adamantyl. Cic nghién citu hod sinh va dugc
hoc dd ching minh rang Adapalene ¢é khé nang diéu hoa qud
trinh biét hod (& bho, simg hod v cdc qud trinh gy viém. Céc
qud trinh ndy déng vai trd quan trong trong nguyén nhan gay
bénh tring ca.

Adapalene gin két dac hi¢u véi receptor clia acid retinoic
nhan nhung khéng gén két véi receptor protein cytosolic.
Npudi ta cho ring Adapalene boi ngoai da ¢4 tde dung binh
thuimg hod sy biét hod cde t& bao biéu mo nang dan dén lam
gidm sy hinh thiinh cdc mun nho.

Clindamycin:

Clindamycin e ché sy (6ng hop protein clia vi khudn bing
cich gén vao ban don vi 508 clia ribosom va 4nh huéng dén
yud trinh khii tao chudi peptid.

Nghién ¢itu trong Gng nghiém cho théy Clindamycin e ché

toan bo cdc vi khudn Propionibacterium acnes duge nudi cdy
tai ndng do c ché (i thiéu (MIC) 12 0,4 mcg/ml. D3 thay c6
khing chée gitta Clindamycin va Erythromycin.

Duoc dong hyc:

Adapalene: Duge déng hoc cba Adapalene diing ngoai da
chua duge nghién cfu nhidu. Tic dung diéu trj cha thudc
thudng xudt hién trong vong 8 dén 12 tudn tir khi bat ddu didu
tri. Adapalene 0t hip thu qua da, chi 1im thdy mét lugng nho
{< 0,25 ng/ml) trong huyét twong & nhiing bénh nhén bj tring
cd boi Adapalene ngoai da trudng dién trong edc thir nghiém
1am sang. Thudc thai trir chu y&u qua dudng mat.
Clindamyein: Khi ding ngoai du, Clindamycin hap thu
kheang 4 dén 5%. Sau khi béi Clindamycin nhiéu 18n, chua
t6i 0,04% 16ng liéu duoe bai xudt trong nude ti€u.

Chi dinh:
Ge] KLENZIT-C dugc chi dinh dé diéu i tai ché cho bénh
nhan bi bénh trimg cd.

Liéu lvgng va cich diing:

Nygeioi lon:

Klenzit-C dugc diing dé diéu tri tai ché & cic viing cé nhidn
mun, ndt s4n vd mun mu cho bénh nhin bi bénh tring c4 nhe
vi vira. Boi mot 1op mdng thudc lén ving da tén thuong di
rira sach va lau kho, mdi ngay moét Mn vao budi tdi. Khong
duoc ding déng thai Klenzit-C véi cdc thudc bai ngodi da ¢
thé gay kich tng

Trong cac tudn ddu méi boi thube cé thé quan sat thay hién
tugng lan ted tring ¢d. DS 12 do tde dung cha thubc 1én céc
t6n thueng trude day chua nhin thdy va khéng nén coi day I3

1§ do cdn ngitng diéu tri. Cic két qua diéu tri duge ghi nhan
sau 8 dén 12 tufin dung thudc.

Ding cho ngudi cao tudi:

Hiu hé&t cdc nghién cifu 14m sing cia Adapalene duge thuc
hién trén cdc bénh nhan tir 12 dén 30 wéi bi tring c4, do dé
khéng bao g6ém cdc bénh nhan tir 65 (uéi trdr 1&n vt chua xéc
dinh dugc ddp Gng v6i thufc & ngudi cao tudi ¢é khic véi
ngudi 1ré tudi hay khong Céac kinh nghiém lam \Ang khac
khong cho thiy su khic biét v& ddp ung vdi thude & ngudi
cao tubi so véi ngudi tré 1ubi. Khong ¢4 céc thong tin cu thé
50 sanh viéc sir dung Adapalene & ngudi cao i so véi céc
nhém tudi khdac. Ngudi cao tudi thuong khéng bi trimg cd, do
dé viéc st dung cdc ché phim diéu i ring cd c6 thé khéng
cdn & Ia wbi niy.

Diing cho tré em

An toén va hi¢u qua cta ph&i hop Adapalene va Clindamycin
cho bénh nhan ohi dusi 12 i chua duoc xde dinh, do d6
khong nén dung Klenzit-C cho Ia téi niy.

Chong chi dinh:

Gel KLENZIT-C chéing chi dinh cho bénh nhan cé uén sk
mén cdm vdi Clindamyein, Lincomycin, Adapalene hay bit
ky thanh phdn nde cta thude. Thuéc ciing chdng chi dinh cho
bénh nhén ¢é ién s viém tudt khue vue hay viem ruét két cé
loét hodc tién sir viém rudt két ¢4 1ién quan téi khdng sinh.
Chong chi dinh cho phu nit ¢é thai hodc nudi con bu.

An teadn va hiéu qua cta phdi hop Adqﬂaﬁc va Clindamycin
cho bénh nhan nhi dudi 12 twéi chua dége xde-dinh, do d6
khong nén diing Klenzit-C cho It twéi @.}Ké

Carh bdo:

Clindamycin khi diing u6ing vi tiém 6 thé gay viém rudt két
ning, cé thé din dén (it vong. Khi sit dung cong thirc thudc
béi ngoii da chifa Clindamycin cé thé ¢d hap thu khdng sinh
tlr b mat da. DA ¢ thong bdo vé Clindamycin dimg dudng
toan than hodc boi ngoal da gy tiéu chay, tiéu chay ¢d méu
va viém rudt két {bao gém viém rudt két gia mac).

Tiéu chdy, viém rudt k&t va vigm rudt két gia mac da duoc
thay xudt hién sau vai tudn khi nging dung Clindamycin
dudng uéng va tiém.

Thin trong:

+ Chi ding ngoai da

+ Mot 53 ddu hiéu v wriéu ching & da nhu ban do, kho da,
trée vay, néng rat hay ngia ¢6 thé xdy ra trong qué trinh didu
tri.

+ Trdnh day thudc vao mat, moi, géc mii v niém mac.

+ Cdn han ché ti€p xic v6i dnh sdng ké cé dnh sdng dén soi
dét trong khi dang st dung gel KLENZIT-C.

+ C6 the xdy ra kich dng tai chd khi dung déng thivi véi cde
ché& phiim diing ngodi da ¢6 thé lam kho da hodc kich Ung da
nhu xa phong y t€, chdt tdy rira, cdc xi phong v cdc m§y
phdm ¢ tdc dung lam kKho da manh, cdc ché phim c6 nong
dd con cao, chit lam sén da, huong liéu hay cdc chat kiém.

+ Ngilmng ngay thude néu ¢é phan ong qui min voi bt ky
thanh phin nao cia thude.

+ Khong béi thudc 1én vét cat, trdy xudc, ving da bi eczema
va viing da bi béng néng.

+ Tranh ti€p xdic véi tia ti ngoai.

+ Than trong khi ding cho nhiing nguti ¢é co dia di ing.

Tuong tie thude:
Do Adapalenc c6 thé gay kich Ung tai chd trén mot 86 bth
nhan nén Lan lh('in lmng khi dunp, (.unb lic vm cic 38
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céc ché phdm c6 néng do con cao, chdt 1am san da, huong
liéu hay cdc chat kiém) Cdn dac biét than trong khi dung cdc
ché phdm chda luu huynh, resorcinol hay acid salicylic két
hop v6i gel KLENZIT-C. Néu di dung cdc ché phim dé réi
thi nén dé ching hét tdc dung réi méi ding gel KLENZIT-C.
Clindamycin ¢6 tinh chét dc ch€ thdn kinh co. Do d6 cdn
ding than trong trén nhiing bénh nhan dang dung cac loai
thudc e ché thdn kinh co vi né c6 thé lam tang tdc dung cua
céc thude nay.

Kha nang gay ung thu, gay dot bién va giam kha nang
sinh san:

Nghién citu vé€ kha nang gay ung thu ciia Adapalene dugc
tién hanh trén chudt nhit dung dudng ngoai da va trén chuot
cong dung duding ubng, v6i liéu cao hon khodng 4 t6i 75 l4n
liéu diing 161 da boi ngoai da hing ngiy cho ngudi. Trong
nghién citu dung dudng udng, thdy cé khuynh huéng ty 1é véi
liéu vé tdn sudt mac u tuyén va u biéu mé & tuyén dc cha
chudt céng cdi, v vé tin sufit méc u t€ bao ua crém lanh tinh
va dc tinh & tuy thuong than ctia chudt céng duc.

Chua c6 nghién ciu vé tinh gdy ung thu do 4nh sing véi
adapalene. Cic nghién ctu trén dong vat cho thdy tang nguy
co ung thu khi s dung céc thudc cé tic dung duge 1y tuong
tu (vi du cdc Retinoid) khi cho chi€u tia tit ngoai trong phong
thi nghiém hay phoi ning. Do dé khuyén céc bénh nhan nén
trdnh hoac han ché t&i da viéc ti€p xdc v6i dnh nidng hay cdc
ngudn chiéu tia t ngoai nhan tao.

Trong mot loat cdc nghién ciru in vitro vA in vivo déu cho
thdy Adapalene khong cé tic dung gay dét bién gen hay gay
doc cho gen.

Nghién cdu ddnh gid kha nang gdy ung thu ctia Clindamycin
1% duoc tién hanh bang cich diung thudc hing ngay cho
chuét nhat trong hai nam. Liéu ding cho nghién ctu nay cao
hon khoéng 3 dén 15 14n liéu Clindamycin diing cho ngudi,
gia dinh thudc hép thu hodn todn vi so sdnh dya vio dién tich
bé mit co thé. Khong thdy cé ddu hiéu gia tang ddng ké céc
kh&i u khi dung thudc cho doéng vat.

Clindamycin 1% lam rit ngan ddng k€ thoi gian trung binh
khai phét céc khoi u khi nghién ctu trén chuét nhit trui 16ng
g4y u bing cdch chi¢u 4nh ndng nhan tao.

Thir nghiém kha nang gy ddc véi gen duge tién hanh bao
gébm thir nghiém vi nhin tén chuodt céng va thir nghiém
Ames ddo trén Salmonella, ca hai thir nghiém déu cho két
qud am tinh. Nghién cdu su sinh sidn cla chuét céng ding
Clindamycin  hydroclorid vd  Clindamycin  palmitat
hydroclorid khéng thdy cé bang chimg lam giam kha ning
sinh sén.

Phu nix ¢6 thai:

+ Adapalene: Tic dung gay quai thai - Xép loai C

Khéng quan sat thdy tic dung gdy quai thai & cic nghién ciu
trén dong vat. Chua cé cdc nghién citu ddy di va kiém soét
tot trén phu nif ¢é thai, do d6 khong diing Adapalene cho phu
nit ¢6 thai, trir khi loi ich la 16n hon nguy co tiém tang cho
thai nhi,

+ Clindamycin: Tac dung gay quai thai - Xép loai B

Céc nghién ciu trén su sinh san clia chudt nhét va chuét cong
ding Clindamycin theo dudng duéi da va dudng uéng da
duoc thuc hién, cho thdy khong cé bing ching vé su nguy hai
doi véi bao thai.

Phu nir nuéi con bi:

Chua bi€t Adapalene va Clindamycin khi diing dang gel
ngoai da cé di vio sita me hay khong. Tuy nhién, khi ding
Clindamycin theo dudng u6ng va dudng tiém déu cé xudt
hién thudc trong sita me. Do nguy co gép cdc phan iing bat

loi nghiém trong d6i véi tré dang bu sita me, cdn can nhac
tdm quan trong cua thuSc déi véi ngudi me dé quyét dinh
ngimg dung gel KLENZIT-C hay ngitng cho tré bii.

Téc dung khéng mong muén:

Céc tic dung khong mong mudn thuong gap bao gdm: ban
do, tréc vay, kho da, ngda va rdt bong da, xdy ra & 10-40% s6
bénh nhan. Ngita va rat bong da ngay sau khi bdi ciing
thuong gap. Kich tng da, dau/rdt da, ban dé, bong nang va
mun tring cd dugc thong béo & khoang 1% hoidc dudi 1% so
bénh nhan. Céc tic dung khong mong mudn nay hay gip
nhét trong thdng ddu diéu tri va sau d6 giam din vé tdn suflt
vi mitc dg. Tat cad cédc tdc dung khéng mong muén do sir
dung Adapalene va Clindamycin trong cdc thir nghiém lam
sang déu héi phuc dugc sau khi ngiing diéu tri.

Anh hudimg dén kha nang ldi xe hay van hanh may méc:
Khéng ¢6

Qua liéu:

Chua 6 trudng hop qué liéu no duge bdo céo.

Gel KLENZIT-C chi duoc ding ngoai da. Néu boi qué nhiéu
thu6c nay sé khéng dat dugc két qua nhanh hon va 16t hon,
ma c6 thé xay ra do da, bong da hay khé chiu & da.

Liéu gy ngd doc cdp Adapalene dudng uéng trén chudt nhét
v chuét c6ng la 16n hon 10 mg/kg. Ubng Adapalene trong
thori gian dai ¢6 thé din téi cdc téc dung phu giéng nhu diing
qué liéu Vitamin A dudng udng.

Boi Clindamycin ngoai da cé thé hdp thu mét luong thudc da
dé gay tdc dung toan than.

Thong bao véi bac si nhimg tac d(ln‘ihhong merig muon
gap phai khi sir dung thude

TRINH BAY: Tugp 15 g

BAO QUAN: Bio quin & nhiét do du6i 30°C , khong dé
déng lanh. D& ngoai tdm tay tré em.

Han diing: 24 thang ké& tir ngay san xuat.

Tiéu chudn: Nha sén xudt

Khéng diang thude qua han sir dung

San xudt boi:

GLENMARK PHARMACEUTICALS LTD.
Plot No. E-37, 39 MID Arg ¢ . Nasik-422 007,
Maharashtra, INDIA Ay
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