BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
sé: 09 /QLD-PK Ha Néi, ngay A9 thang 0 ném 2023

V/v thay @61 mau nhan va t& hudng
dan st dung

Kinh giri: Glenmark Pharmaceuticals Ltd.

Pia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai-400 026, India.

Viin phong dai dién: Phong 3, T Gng 4, toa Ocean Park, sé 1 Pao
Duy Anh, qudin Pong Pa, Ha Noi.

Tiép theo Cong vin sb 800/QLD-PK ngay 04/02/2021 cua Cyc Quan Iy
Duoc, xét don d& nghi va cac tai liéu bd sung c6 lién quan ctia Cong ty (sb tiép
nhan 1167/BSTONN ngay 17/12/2021) vé viéc thay doi mAu nhan va to hudng dan
stt dyng d6i véi thudc di duoc cip gidy ding k¥ luu hanh;

Cian ctr Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo truong B Y
té quy dinh viéc déng ky lwu hanh thube, nguyén liéu lam thudc; Thong tu s&
01/2018/TT-BYT ngay 18/01/2018 cia B truéng Bo Y té quy dinh ghi nhén
thudc, nguyén liéu lam thudc va t& hudng dan sir dyng thubc;

Can ctr Bién ban thim dinh ho so thay ddi/ bd sung clia Cong ty, Cuc Quéan
Iy Dugc coy kién nhu sau:

Pong ¥ vé viéc thay d6i mau nhan va t& huéng dan st dung dbi véi thude
Candid V1, s ding ky: VN-19659-16.

Mau nhin méi va to huéng din st dung méi clia thude dwoc dong diu xac
nhan ctia Cuc Quén 1y Dugc va dinh kém theo cong van nay.

Ngoai ndi dung dugc thay dbi trén, tat ca cdc ndi dung khéc gilt nguyén nhu
hd so ding ky thude luu tai Cuc Quan 1y Duogc.

I3

Co s& ding ky, co sé san xuat phai chiu trach nhiém vé chét lwong dbi vai
thube luu hanh trén thi treong va c6 trach nhiém théng béo sy thay doi nay dén cic
co quan lién quan va khach hang.

Céc ndi dung thay ddi, bd sung néu trén dugc thuc hién ké tir ngay thude
dugc gia han hodc duy tri hiéu luc gidy ding ky Iuu hanh.

Sau 12 thang ké tir ngdy dugc gia han hodc duy tri hidu luc gidy ding ky luu
hanh, co so khéng dugc nhap khau thudc trén véi cac ndi dung cli d dé nghi thay
doi.

Cuc Quan Iy Dugc thong bao dé Cong ty biét va thuc hién dling cic quy dinh
ctia Viét Nam vé luu hanh thudc./.

Noi nhin:

- Nhu trén;

- Cyc trudng (dé blc);
-Luu: VT, BKT (P).
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o Théng tin DNNK sé duoc b6 sung 1én phan trong cia hop thude sau khi
san pham dugc phép nhap khdu vao Vigt Nam.
% e BRAND NAME SAME SIZE ARTWORK
= g ([ TOBEpERED CARTON SIZE: 140 mm x 46 mm x 18 mm
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ONE VAGINAL INSERT with applicator

~canoid vi

CLOTRIMAZOLE VAGINAL
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»
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DA PHE DUYET
| TB/BS nghy 44 thing. O nim 20813
69

(theo cong viin.. ¢

CucC

PECOODD. VN
SPACE FOR
PHARMACODE

INSERTS USP 500 mg
BROAD SPECTRUM ANTIFUNGAL

G glenmark

o

Batch No.
Mig. Date

Expiry DMm UNVARNISHED AREA FOR
o W 2D CODE & BATCH DETAIL

COMPOSITION : %6 mm

Each1 d tablat contal picivia st
Clatrimazote USP 500 mg. Chi djul ¢

Store below 30°C. o 3
Protect from malsture & light.

far _..r__iz;snz »16::&

ICONGRAPHICS CODE:

.y;WREE.xK.P
o] | PotNo. E-37. 35, D-Road, MIDC, Satpur, Nashik 422007, Malarashirs Staze, An 53

ONE VAGINAL INSERT with applicator PANTONE SHADE

candid v1 =

CLOTRIMAZOLE VAGINAL R
INSERTS USP 500 mg
BROAD SPECTRUM ANTIFUNGAL o =

2955C

.|
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46 mm
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MANUFACTURED BY

_ KEEP OUT OF REACH OF CHILDREN Visa No.:
GAREFULLY READ THE INSERT BEFORE USE Mig. Lic. No. NKD/803 & Gglenmark = Supersedes
indleations, Administration and R . amo Artwork Code
ions: See the package insert. viec, m»ﬁcm.,r _M,ﬂﬁxi a2 007, - PE48933
Specification: USP 2040311105601 @ﬂﬂn.mﬂmm_.uu amw.mmm _n_.mm; f
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18 mm 140 mm
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HUONG DAN SU DUNG

CANDID V1

CANH BAO

Dé xa tim tay tré em.

Doc kj huwong din st dung trwde khi ding.

Néu cén thém thong tin, xin héi p kién bdc si hodic dugc si.

Théng bdo ngay cho bdc st vé nhitng tic dung khong mong muén gip phdi khi sit dung
thuéc.

THANH PHAN CONG THUC THUOC:
MSbi vién nén khong bao dit am dao chira
Thénh phdn hoat chdt: Clotrimazol USP ...... 500mg.

Thanh phdn té dugc: Lactose monohydrat, tinh bot ngd, methyl paraben, propyl paraben, natri
starch glycolat, talc, magnesi stearat, colloidal silicon dioxid. A

DANG BAO CHE

Vién nén khéng bao dit am dao mau tring, hai mat 16, in chit G trén mot mat.

CHI PINH:
CANDID V1 duoc chi dinh dé diéu tri tai chd nhiém candida &m ho-m dao (VVC). Clotrimazol
[a thude duoc lwa chon dé didu tri bénh nhiém candida am dao. :

CACH DUNG, LIEU DUNG:

Thoi gian diéu tri

Trung tim Kiém soat va Phong ngura bénh (CDC) khuyén cdo dung vién dat am dao clotrimazol
nhu sau: |

e,

CANDID V1 (500)

Chi dinh va Thoi gian dlul tri

VVC khong blen ching: mot ngay

Didu tri duy tri VVC tai phat*

(mdi tudn mot lan trong vong 6 thang)

*VVC tai phat dugce dmh nghia la co tueu chung VVC 4 14n hoic h(m trong moi nim.
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Céch dung

Neguwdi lon

Pat mot vien CANDID V1 cang siu cang tdt vao 4m dao, tot nhat 1a khi‘ di ngt vao bubdi t6i. Nén
nam ngtra, chan dé 1én cao chut it, va dung dung cu dat dé dua thuod vao. Khong duge dung
thude trong thoi gian ¢6 kinh, khi dung thudc nhd phai chdm dut dot dle‘u tri trude khi bat dau ky
kinh.

Pé c6 hiéu qua tot, khuyén nén thoa gel CANDID V ¢ vung xung quanﬂ am dao. D& phong ngua
~ N < |
(41 nhidém, nguoi ban tinh ciing phai dugc dicu tri bang kem hoac gel CANDID.

Vién CANDID V1 khdng mau va khong gy bén quén 4o.

Dung cho tré em
Khéng dung vién dat &m dao CANDID V1 cho tr¢ em.
HUONG DAN CACH SU DUNG QUE PAT THUOC

1.

Kéo que A (que ¢ gitta) ra hét ¢, Dat 1 vién thude vao bng B.

2. Dua que dit thudc vao Am dao cang sdu cang tot. Tt nhat dat o tu thé ndm ngra.

3. Déy que A hét ¢&, vién thude s& duge dua vao 4m dao. Léy que dat thubc ra.

CHONG CHI PINH

Bénh nhan qua man cam vai clotrimazol, cac dan chat imidazol hay b‘ét cur thanh phan nao cua

thuoc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thube chi dung dat &m dao.
Khong duoc ubng.

Pé thudc ngoai tam tay tre em.

'Y

Néu khong co tién trién tbt sau 3 ngay dung thudc hodc néu khong thdy cac triéu chimg mat

di sau 7 ngay thi phai hoi béac si vi khong phai tAt ca cac nhiém
men.

Trude hodc trong qua trinh ding thubc néu thiy xudt hién céc tr
bung, sbt, xuét tiét Am dao c6 mui, cén hoi y kién bac si.

trung am dao déu do ndm

ieu chiing nhu dau ¢ vung

Néu cac triéu ching tai xudt hién sau 2 thang, can bao ngay cho bag sT.

St dung thude trong qué trinh mang thai hay nghi c6 thai chi khi ¢

chi dinh cua béc si.

Khéng st dung thudc cho bé gai dudi 16 tud, trir khi c6 chi dinh clia bac si.

Ngung dung thudc néu c6 ban da hay kich ing.

Trong trudong hop 10 ubng phai thudc, can bao cho béc si ngay.

Ngting thudc ngay va dén gap bac st néu thdy chay mau am dao bat thuong.
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SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU
PHU NU MANG THAI

Nhom B cho phu nit mang thai.

Khi dung clotrimazol duong ubng cho chudt nhit, chudt cong va tho c6|thai voi liéu 200 mg/kg,/
ngay, thubc khong gy quai thai hay doc véi thai. Clotrimazol da duoc dung cho chudt cong voi
lidu 18n t61 100 mg/kg dat 4m dao ma khong thdy c6 anh hudng dén kha nang sinh san, djc voi
thai hay gdy quai thai.

Vién dit Am dao clotrimazol 100mg d& dugce st dung an toan trén bénh nhin mang thai ¢ ba
thang gitta va ba thang cudi ctia thai ky nhung chua duge danh gia ¢ ba thang déau cua thai ky.

Mot nghién ctru dung clotrimazol trén phy nir mang thai khong thay lién quan gi gitra di tat bam
sinh voi viée ding clotrimazol (vién dat am dao hay kem boi) trong thoi ky mang that. Ng,hlen
ctru nay dua trén Dang ky di tat bam sinh & Hungari, chia ra 2 nhom la nhimg tré¢ mdi sinh méc
di tat bdm sinh (1307) va nhiing tré mdi sinh khong méc di tat bAm sinh (2539). Trong nhom tre
bi di tat bdm sinh, 7,1% céc ba me da dung clotrimazol; va trong nhém chung khong mac di tat
bam sinh, 7,7% céc ba me di dung clotrimazol. Cac nha nghién ctu cho rang viée dung
clotrimazol trong qua trinh mang thai ¢6 thé lam giam ty 1€ bi tinh hoan lac chd.

Mot nghién ctu hdi etru bénh-chimg cho thdy c6 lién hé gitra diéu tri clotrimazol cho me va tubi
sinh gia hon, nghia 14 ty 1¢ sinh non giam & cac ba me st dung clotrimazol trong thoi ky mang
thai (chu yéu 1a do gidm nguy co sinh non do nhiém Candida 4m hd-am dao.

Chi nén dung clotrimazol dat &m dao dé didu tri nhiém Candida am hd-am dao cho phu nit mang
thai & ba thang gitra va ba thang cudi cha thai ky.

PHU NU CHO CON BU

Chua biét clotrimazol dat am dao cé di vao sita me hay khong. Chi nén st dung clotrimazol di

al
Am dao cho phu nit nudi con bu khi thye sy cén thict, %/

TINH GAY UNG THU, POT BIEN GEN VA SUY GIAM KHA NANG SINH SAN

Chua c6 dif liéu vé tinh gdy ung thu, dot bién va suy giam kha nang sinh san cua clotrimazol dit
am dao.

Trong mot nghién ctru 18 thang ¢ chuot cbng dung clotrimazol duong ubng khéng thdy c6 tac
dung gy ung thu.

Trong cac xét nghiém dot bién gen, cdc nhiém sic thé nang tinh hoan ctia chudt dong Trung
Quéc phoi nhiém clotrimazol da duge danh gia vé cAc thay ddi cdu trie trong qué trinh phan bao.
Truée khi tién hanh xét nghiém, cho chudt dbng ubng nam lidu Clotrlmazol 100 mg/kg trong
luong co thé. Két qua nghién ctru cho thay clotrimazol khong gay dm bién gen. Khi cho chudt
nhit, chudt cdng va thé dang mang thai ubng clotrimazol voi lidu 200mg/kg/ngay, thude khong

100mg/kg, khong thay anh huong dén kha nang sinh san, ngd doc thai

gdy ra ngd doc thai hay quai thai. Khi dung clotrimazol dat 4m da} trén chudt cong voi liéu
Thay quat thai.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
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Thubc khong anh huwong hode anh huong khong dang ké dén kha nang ldi xe hay van hanh may
moc.

TUONG TAC, TUONG KY THUOC

Chua ¢6 thong tin vé tuong tac thudc cua clotrimazol dat am dao, do thube hap thu it nén céc
tuong tac voi thube dung toan than la hau nhu khong co.

TAC DUNG KHONG MONG MUON
Céc tac dung khong mong mudn thudng gap khi st dung vién dit am dao clotrimazol gdm: kich
ting 4m dao, rat bong/dau, va ngla am dao.
P6i véi nhimg bénh nhan dung vién ddt &m dao 500 mg, hiém gip cédc bao cdo v& tiéu kho, sb
14n tiéu it, co cing & ving bung dudi va mAt cam gidc giao hop.
Trong céac thir nghiém lam sang dung vién dat am dao 500 mg clotrimazol, ¢o 12/515 bénh nhén

(2,3%) gip phai cac phan Ung bét loi. Hau hét cac phan g bét loi [gdm ngla va rat bong tai
chd. Hiém truong hgp phai nging thube.

C6 thé gap di ung (tut huyét ap, kho tho, mé day); dau hd chau, chay mau am dao, dau bung.

QUA LIEU VA CACH XU TRi
N6i chung khong xay ra dung qua lidu vién dat Am dao clotrimazol, Cac nghién clu cho thdy
vién dat &m dao clotrimazol dugc dung nap tot va khong bi hép thu nh 3u vao co thé. Nghién ctiu
dung duong ubng cho thdy néu 1& ubng phai thude, céc lidu don duge dung nap t6t va & cac lidu
cao s& ¢6 tac dung gy non manh, nhu mot tac dung bao v¢. Néu dung qua lidu, cAn dén gdp bac

si ngay. | %/

|
PAC TINH DUGC LUC HQC
Nhom dwgce ly: Thube chdng ném - dan xuét imidazole
Ma ATC: GO1A FO2

Co ché tac dung:
Clotrimazol 13 mdt dan chat imidazol c6 tac dung chdng nédm do e ¢ 1€ qua trinh tong hop sterol
ctia ndm. Clotrimazol ¢ ché enzym chuyén ddi tir 2,4-methylenedihydrolanosterol sang
demethylsterol, tién chét cta ergosterol, mot chét thiét yéu dé xay dung mang té bao cua nam.

O nong do diét ném t41 thiéu, clotrimazol gdy ra su r0 ri cia cac phtre hop phospho ndi bao vao

moi truong xung quanh ddng thoi phéa v cac acid nucleic cua té bao va tang thai kali. No cling
gay 10 1i cac thanh phan ndi bao thiét yéu dén dén e ché tong hop nhiéu dai phan ti nhu protein,
lipid, ADN va polysaccharid.

Céc co ché tac dung khang ndm khéc ctia clotrimazol bao gbm anh }morng dén ATPase mang té
bao, anh huong dén cac enzym mang khac, anh huong dén van chu1yen (ua mang va sy chuym
ho4 acid béo.
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Phé khang vi sinh vat:

Nam:

Clotrimazol 13 mdt chét chdng nam phd rdng co tac dung e ché sy phat trién cua hiu hét cac
nam gy bénh & ngudi, bao gom cac loai sau:

a) Blastomyces dermatitidis

b) Candida spp.: Clotrimazol cé tac dung chéng lai Candida spp. nhu nystatin

¢) Coccidioides immitis

d) Cryptococcus neoformans (Torula histolytica)

e) Dermatophytes (Trichophyton, Microsporum, Epidermophyton)

) Histoplasma capsulatum

g) Malassezia furfur

h) Naegleria fowleri

1) Nocardia spp

i) Paracoccidioides brasiliensis

k) Sporotrichum schenckii

PAC TINH DUQC PONG HQC

Diéu tra vé dugc ddng hoc cua vién dat am dao clotrimazol cho théy chi ¢6 mot luong nho (3
10% liéu dung) duoc hép thu. Do lugng clotrimazol hép thu bi chuyén hoa nhanh qua gan thanh
chét chuyén hoa khong ¢6 hoat tinh dugc 1y nén nbng do dinh trong huyét tuong cua clotrimazol
sau khi dat am dao liéu 500 mg 1a dudi 10 ng/ml, diéu nay cho thdy vién clotrimazol dat am dao

L L
—

khong gdy tac dung toan than hodc tac dung phu. _,' i
QUY CACH DONG GOI: Hop 1 vi x 1 vién nén dat am dao kem theo I que dat. ;
BAO QUAN: Bao quan & nhiét do duéi 30°C. Tranh anh sang va am.

HAN DUNG: 48 thang ké tir ngdy san xudt.

TIEU CHUAN CHAT LUQNG THUOC: USP

NHA SAN XUAT:
GLENMARK PHARMACEUTICALS LTD Iz
Plot No.E-37. 39, D-Road, MIDC, Satpur, /
Nashik 422 007, Maharashtra State, An Do.
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