
V/v thay C6i mdu nhdn vd td hu6ng
ddn su dung

Kinh gui: Glenmark Pharmaceuticals Ltd'
pia ihi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,

Mumbai-4}} 026, India.
Vdn phdng dqi di€.n; Phdng 3, Tdng 4, tda Ocean Parlc, s6 I Ddo

DuY Anh, Qudn D6ng Da, Hd ,I'{Qi'

Tit5p theo Cdng vdn s6 800/QLD-DK ngdy 0410212021 cua. Cut 9".* lf
Duoc, x6f dcrn AC ngii vd chc tdi lipu bd sung co 1i6n qu-an cua C6ng 1y (sd tign

nh4n 1167/BSTENNngdy 17112.1202;l) vd viQc thay d6i mdu nhdn vd td hucrng ddn

str dpng COi vOl thu6c dd dugc cdp gidy

C[n cri Thdng tu s6 08120221TT- f.ugns 
s0 Y

tti quy dinh viQc dXng ky lrru hdnh Th6ng tu sO

otDot8/TT-BYT ngiy igtottzot inh ghi nhdn

thu6c, nguy6n liQu ldm thudc vd td
Cdn cri ni6n b6n thAm dinh ty, Cpc QuAn

lf Duoc co i' kitin nhu sau:

D6ng j, ;i ft; fl*t d6i mdu nhdn vd to hu6ng d6n su duns ctoi voi thu6c

Candid V1, sd ddng lcj': VN-19659-16'
MA* nhdn mdi vd td hucrng ddn su dUng m6i ctra thu6c d*gc dong d6u xhc

nhan ctra cuc Quin ljr Dugc vd dinh kdm theo c6ng vdn niy.
Ngodi nQi dung d

hd so ddng kY thudc luu
Co so ddng kY, c

thu6c luu hdnh tr6n thi trudng vd c6 tr6

c0 quan 1i6n quan vd kh6ch fdtg.
c6c nQi dung thay d6i, b6 tnttg nou tr6n drro. c thpc hiQn kc tu ngdy thu6c

clrtgc 
- r 

6ng kj'luu hdnh'
tran troac duy tri hiQu lpc glSy d.E'rgkj'luu

hlrnh, c tr€n v6i c6c nQi dung cfl dd d€ nghi thay
+L.
clol.

crlc Quan ly Dugc th6ng b6o d6 c6ng ty bict vd thgc hiQn dung c6c quy dinh

cua ViQt Nam vO luu hdnh thu6c./.

BQYTE
cric aujN_Lv Drlgc

s6: 6/,L QrD-EK

Noi nhSnz
- Nhu tr6n;
- Cpc truong (dC b/c);
- Lrru: VT, EKT (P).

CQNG HOA XA HQI CHTT NGHIA VIFT NAM
DOc l4p - TU do - Hanh Phric

Hd Noi, ngdy t/4 thcing (// ndm 2023
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CANDID Vl

CANH BAO

Dd xu tiim tay tri em.

D()c kj hu6'ng clfrn srt'dqng trw6'c khi ditttg'

Ndu can fuam fu6ng tin, xin hdi j' kiiin bdc si hofic dwqc si'

Thilng bdo ngay cho btic si vi nhii'ng tdc dqng khbng mong mudn gfi'

thuOc.

.TI{ANH PI{AN COT{C THIJC THUOC:

tvl6i vien nen khOng bao c14t Am d4o chua

Thitnh phdn hoqt chAt Clotrtrnazol USP .. ". ' 500rng'

I.hdnh phAn fi du,qc.. Lactose monohydrat, tinh bQt ng6, methyl

starch glycolat, talc, magnesi stearat, colloidal silicon dioxid.

DANG BAO CHE

EII

oNG nAx stl DTJNG

plrdi khi stir dqng

propyl paraben. natrt

vien ndn kh6ng bao d{t am d4o mdu tr6ng, hai mflt l6i. in chfi'G tron mQt m[t'

CHI DINH:

CANDID V1 dugc chi dinh Oe Cie,.r trit4i ch6 nhiSm canclicla Arn liQ-drn dao (VVC). Clotrirnazol

ld thu6c duoc lua chqn dC di6u tri bQnh nhi6m candida dm dao.

CACH DUNG, LIEU DUNG:

Thd'i gian tlii:u tri
'frung ta'r Ki6m sodt 

'd 
Phong ngua bQnh (CDC) khuy6n c6o dung vion dat Am dao clotrimazoi

nhu sau:

i. ,
,r,VVC Lai phltdugc dinh nghTa ldL co tli€u chirng VVC 4 ldn hodc hcrn trong mor nam'

VVC kh6ng biCn chirng: m6t ngaY

Ei€u tri duY tri VVC t6i Ph6t*

(m5i tuAn mQt lAn trong vdng 6 th6ng)

t/t



Crlch dirng

Ngu'di l6n

Dat m6t vi6n CANDID 1 chng sAu cdrng tdt vdro Am dao. t6t nnat ld khi di ngir vdo budi tdi' NOn

n6m ngira, chAn c16 l6n cao chrit it, vir dung clpng cu dflt de d a thu0d vdo. Kh6ng cluoc dung

thuoc trong thoi gian c6 kinh. khi dirng thu6c nho phai chAm dut dgt di6u trl trucrc khi bat dAtr kj'

kinh.

D0 c6 hiQu clu6 t6t, khuy€n ndn thoa gel CANDID V o vung xung q.,utt{ Arn dao. D€ phorrg ngira

t6i nhi6m, ngudi ban tinh irng phai clugc di6u trf bang kern hoflc gel G.{NDID'

Vi0n CANDID V1 khOng mAu vdr khOng gdy bAn quAn 6o'

Dirng cho trti em

KhOng clung vi0n d4t Am d4o CANDID V1 cho tr€ em.

r[IoNG nAN CACH SU DUNG QIJE EATTHUOC

l. I(eo que A (que o'giira) ra h6t cd. D[t 1 vi6n thu6c vdo 6ng B'

2. Dua que d4t thu6c vdo 6m dao cdng sAu cdrng t6t, TOt ntrAt C4t o'tu t{rC ndm ngua'

3, DAy que A het cd, vi6n thudc sO duoc dua vdro dm d4o, LAy que d4t ihudc 
ra'

, A,
lmrc'tazol llay qal cu thdnh phAn ndLo c[ra

CANU BAO VA THAN TRQNG Krtt DUNG TTIUOC

- fhu6c chi dung d4t dm d4o'
.'A- Knong du'gc uong.

- De thu0c ngodi tAm taY tre em.

- N6u hh6ng c6 ti6n tri6n tdt sau 3 ngdy dirng thu6c hodc n6u kh6nq thAy c6c triOu chung mA1

di sau 7 ngity thi phii hoi b6c si vi khdng phdi tAt cd cdc nhi6m trung in-r d4o d0Lr do nAm

CHONG CHI EINH
,x

trelltr nuan qua man cinr voi clotrimazol" c6c dAn chAt

tbudc.
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- Tru6c hoflc trong qr.r6 trinh clirng thuOc n6u thAy xuAt hi6n c6c tlipu chirng nhu dau cr virng

bt1ng, s6t, *uAt ti6t Am dao c6 mui, cAn hoi j' l<itin b6c sT'

- N6r-r c6c trieu chung t6i xu6t hien sau 2 thang. cAri bao ngay cho bAC sT.

Sir dpng thu6c trong qu6 trinh mang thai hay nghi co thai chi khi cf chi dinh cira bac sT'

Kh6ng su drlng thuOc cho b6 g6i duoi 16 tu6i, tru khi co chi dinh c{ra b6c sT'

- Ngirng dung thu6c .t6u co ban da hay kich irng'

- 'frong trudng hqp ld u6ng phAi thu6c, cAn b6o cho b6c sT ngay'

;?/t

- Ngirng thu6c ngay vdL d6n gflp b6c si n6u thay chf,y m6u dm d?o bat thuong.



sil'uuNc rHtloc cHo rHg NU'MANG THAI vA cHo coN

rurJ NtI MANG TFIAI

Nhom B cho php nir mang thai'

I(hi dung clotrimazol dud'ng udng cho chuQt nh6t, chugt c6ng vd tlio

ngdy, thuoc khong gay qu6i thai hay dQc v6i thai. clotlimazol dd clugc

lieu l€n toi 100 rrig/l<g ddt 6rn dao md lch6ng th6y c6 dnh huong ddn k

thai hay gAy qu6i thai.

Vi6n dat Am d4o clotrimazol 100mg dd dugc su dpng an todn tren

th6ng giira vd ba th6ng cttoi cua thai kj' nhung chua dugc d6nh gi6 o ba

MQt nghien ciru dirng clotrimazol tr6n phu nir mang thai kh6ng thay li

sinh v6i viQc dung clotrimazol (vi6n dat am cl?o hay kem b6i) trong t

ciru ndry dua tr6n Elrrg k1i cli tQt bArrr sinlr, 6 Hurrgari, chia r.a 2 nlronr l

di tat barn sinh (1307) vd nhfl'ng tr6 m6i sinh khong mic di t?t bam sin

bi di tat bAm sinh, 7,Io/o citc bd m9 dd dtrng clotrimazol; vd trong nhi

bAnr sinh. l,7Yo cfrc bdr mq dd dung clotrimazol . cttc nhd nghion

clotr:imazol trong qu6 trinh mang thai co th6 ldm giam ty lQ bf tinh hodn

MQr nghi6n cinr h6i cri'u benh-chung cho thay co li0n hq giira didr.r tri c

sinh gid hon, nghTa la ry lg sinh non giim o chc bd me sir dpng clotri

thai (chr.r yeu ld do gi6m nguy co sinh non clo nhiSm candida dm hQ-

chi nen dirng clotrimazol dat am dao d0 di6u tlinhiSm candida am hc

thai o ba th6ng giira vd ba thdng cudi cira thai kj''

PHV Nu CHO CON BU

Chua biet clotrimazol dat Am clao c6 di vdo sfa mq hay kh6ng. Chi

Am clao cho php nir nudi con bir khi thtlc su'cAn thi6t'

riNu cAy utqc I'HLr, DC)'f BIEN GEN VA SUll' GIANI KHA N

chua co dir liQu ve tinh gay ung thu, d6t bien vd suy giam kha ndng si

am oao.

'frong m6t nghien ciru 18 th6ng o' chuQt c6ng dung clotrimazol d

dpng g6y ung thu.

Trong cdc xdt nghiem dot bien gen, c6c nhiSm sac the nang tinh hfdn cua chuQt dong Trung

eu6c phoi nhiSm clotrimazol dd dugc d6nh gi6 vA cfc thay ddi cAu truf trong qu6 trinh phin bdo'

Tru6qkhi ti6n hdnh xe nghiQm, cho chu6t dOng udng ndm lidu clotrimazol 100 rng/kg trong

lugng co'th6. K6t qui nghi6n cuu cho thAy clotrimazol kh6ng gAy

nhar, chLrot c6ng vd th6 dang mang thai u6ng clotrimazol voi lieu

gAy ra ngQ dQc thai hay qudi thai. I(hi dung clotrimazol dflt An-r ea{ t.en chuQt cdng voi lidu

lOomg/kg, kh6ng thay 6nh huong den kha nang sinh s6n, ng6 dQc thai hay qu6i thai'

AxH FIT/ONG DEN KI{A NANG LAI XE VA VAN HANII MAY MOC

J/5

tlrai voi li0u 200 mglkgl

ing cho chuQt c6ng v6i

i ndng sinh sAn, ddc vclr

nh nhAn mang thai cr ba

dAu ctra thai k!,

quan gi giira di tat bArn

oi k! mang thai. Nghi6n

nhfl'ng trd r-n6i sinh n6c

(2539). frong nlrom tre

chting kh6ng rnac di tflt

urr cho ring viQc dtng

Iac ch6.

otrimazol cho me vdL tu6i

I trong thoi kj' mang

dao.

d4o cho phu nit mang

NG SINH SAN

l-r sdrn cira clotrinrazol dd1

u6ng kh6ng thAy c6 tdc

bitln gen. ICri oho chu6t

gll<gl ngiry, thuOc kh6ng



Th'6c kh6ng anh huong hoflc 6nh huong khdng dd'g k0 d6n kh6 ndlg

m6c.

.TIJ'ONG TAC, TIJONG KY TIIUOC

Chua co th6ng tin vO tuong t6c thu6c cfia clotrimazol dQt Am dao,

tuo-ng tdc vcri thu6c dung todn thAn ld hAtr nhu kh6ng co'

rAc uUNG KH6NG MoNG MUoN

C6c tttc dung khdng mong rnu6n thuo'ng gap khi su dr'rng viOn clflt fun

irng Am dao, r6t bong/dau, vd ngria Am dao'

DOi v6i nhitng bQnh nhdn dirng viOn dit Am d4o 500 mg' hiOm gdp

lAn tiOu it, co cirng 0 ving bpng du6i vd mAt cdrn gi6c giao hgp'

.frong c6c thu nghiQm ldmsdng clirng vien d{t dmd4o 500 mg clotrin

(2,3oA) g[p ph6i c6c phan irng bAt lgi. Ildu ht5t c6c phdn irng bAt lqi

ch6. Hiem truong hqp phdi ngung thudc'

C6 th0 gap di ung (tpt hr-ryOt 6p, kh6 tho, md day); dau h5 ch4u' chf,y

euA LIEU vA cAcH xtl rni
Noi chung khong xiry ru dung qu6 liaiu vion dat am dao clotrimazol

vien dflt Am dao clotrimazol dugc cl'ng nap t6t vd khong Ui hAp thu nl

dirng duo'ng u0ng cho thAy ntiu ld uOng phii thu6c' c6c 1i0u don dr

cao s0 c6 t6c dpng gdy n6n manh, nhu mdt tac dpng bio vQ' NOu d

sl ngay.

DAc riNH Duqc Luc I{QC

Nh6m clu'qrc ly: I'huoc ch6ng nAm - dAn xuAt irnidazole

Mfl A'IC: G01A h-02

Co'ch6 tfc dgng:

Clotrimazol ld mQt dAn chAt imidazol co t{tc dpng chOng nAm do irc c

cua nAm. Clotrimazol irc che enzym chuyen e6l tu 2'4-merhy

dernethylsterol, tiAn chAt ctra ergosterol, mQt chAt thigt y6u dO xAy d

O ,lOng dg digt nAm t6i thi6u, clotrimazol gdy ta su ro ri cira c6c ph

m6itruongxungquanhd6ngthoiph6vdc6cacidnucleiccuat0
gAy rd ri ckcthdnh phdn nQi bdo thi€t y6u dan d6n irc che t6ng hqp

lipid, ADN vd PolYsaccharid'

C6c co ch0 t6c dung kh6ng nArn

bdo, anh huong d6n c6c enzym

hoa acid bdo,

khdc cira clotrimazol bao gOm drnh

nrdng lch6c, anh hrrcrng cl6n vAn chu

xe hay v4n hdnh n'r6Y

thu6c hAp thu (t nctt ca'.:

clotrimazol gOm: l<icil

. ), ..:. {
b6o cao ve tletl l(llo, so

l, c6 121515 bQnh nhiin

6m ngira vd titt bong t4i

au Am dao, dau bPng'

C6c nghiOn cuu cho thAY

5u vdro ccr thO. Nghi0n ciru

dung nap t6t vd o cac liOu

qu6 lidu, cAn dOn 84P bdc

.:\.
. -::i.l,J

li'rlVC

'i,"N

:rt Pfi
}Fr,.{ ,v'4

,l

t,/

/,
,2

6 qr,r6 trinh t6ng hoP stelol

ihydrolanosterol sang
- .(,. I 

^mdng te bao cua nan1.

hgp phospho nQi bdo vao

vd tdng thdi kali. No chng

i6u dai phAn tu nhu'Protein'

uong d6n ATPase mdng t0

6,. qua mdng vd su chuY0n

t/t



Phd khfne vi sinh vflt:
.,:
1',lAnX;

Clotr.imazol ld rnQt chAt ch6ng nAm phd rQng cii t6c dung iLc ch6
A ^ 

I \. | ) , l--'
luanr gay bQnh o llguol, bao gonl cac loal satl:

a\ Blas lomvc e s de rmatiticJis

b) Candida spp; Clotrtmazol co t6c dung ch$ng lat Cqndid7 spp. nhu n

c) Coccidio ides immitis

cl) Crltptococcus neofbt n'tans (ToraLla histolytica)

e) D e r ma t op hy t e s (Tr i c h o p hyt o n, Mi u o s p or u m' Ep i d e r m o p hy I o n)

f) LI i s I o p I as ma c ap s ul at unt

g) Molassezia.fu4/ur

h) Naegleria.fou,leri

t) Nocardict spp

j) P ar a co c c idi o ide s br as iliensis'

l<) Sp or otr i c hu.m s che nc kii

DAC TINTI DUqC DQNG HQC

Didu tra vd ducyc clQng hoc cira vien clpt dn clqo clotrimazol cho thAy

l0% liAu dLrng) dugc hAp tliLr. Do lugng clotrirnazol hAp thu bi chuy0

chAt chuyon hoa kh6ng c6 hoat tinh dttoc ly nen ntrng dQ dinh trong h

sau khi ddt drn d4o li6u 500 mg ld duoi 10 ng/ml. diQu ndy cho thAy v

khdng gdy tttc clung todn thdn hoflc t6c dr,rng php.

QUY CACU DONG GOI: I-lQp I vi x I viOn nen d4t Am d4o kdm

eAO eUAN: Bao quin d nhiQt d0 duoi 300C. Tr6nh 6nh s6ng vdr Am.

HAN DIJNG: 48 th6ng kO ttr ngdy s6n xuAt'

TIEU CIIUAN CHAT I,UqNG THU6C: USP

NHA SAN XUA'T:

GLENMARK PHARMACEU'TICALS LTD

Plot No.E-31,39, D-Road, MIDC, Satpur',

Naslik 422 001, Maharashtra State, An D0'

tri6n cua hAu hOt c6c

)/ )


