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Mycoril Eili]

Clotrimazole
Each vaginal tablet contains:
Clotrimazole BP 500 mg.
Store below 30°C.
Protect from light and moisture.
Keep out of the reach of children.
May be dispensed without medical prescription,
INDICATIONS-POSOLOGY:
Mycoril 500 is indicated for the treatment of candidal
vaginitis, One vaginal tablet should be Inserted into
the vagina, preferably at night, for one day.
For moere information see enclosed leaflet.

)

Manufactured by:

Remedica Ltd

Aharnon Street, Limassol Industrial Estate
3056, Limassol, Cyprus.

sl290665"002166

Vién nén djit im dpo MYCORIL 500.

M3 vitn nén djt im dgo chiru:

Clotrimazol BP 300 mg Rep. No/ SDK:

Quy cich déng gbl: Hop 1 vién (hdp | vix 1 vién)
Bao quan & nhiét &b duce 30°C, tranh anh sang va & dm.
Dé xa tim tay cua tré em,

Boc k§ humg din sir dung trirge khs ding

Chi dinh, chng chi dinh, lidu dimg, cich diing vi cac thing
tn khac: Xem trong tér hutmg diin sir dung kem theo
8610 SX.NSX, HD : Xem “Lot. No™, "MIg.Date™,

“Exp Date” trén bao bl. Tiéu chuin: BP 2019

Sin xuit b : REMEDICA LTD.

Ahameon Street, Limassol Industrial Estate

3056, Limassol, Sip.

Nhip khiu bii : 200000
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Mycoril HiIi]

Clotrimazol BP Vaginal Tablet 500 mg

broad - spectrum anti-fungal

1 vaginal tablet

(2] Remedica
Mycoril Hili]

.7

Exelpients:

Calciumn Lactate Pentahydrate,

Lactose, Maize Starch, Lactic Acid, Hypromellose
Microcrystalline Cellulose, Crospovidone, Colloidal
Silicon Dioxide, Magnesium Stearate.

Mycoril Hilll

M.L. 17952

- Remedica

FOR A HEALTHIER WORLD

Varnish all over the box

Barcode:
Pharmacode: ...

Date: 09.04.2019

Designer: C.C

Customer:

Product Name:  Mycoril 500

Product Code:  P17/0054T500/001VT
Box dimensions: 45X20X160

Colours: P.186, Black
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MYCORIL 500

(Vién nén dit Gm dao Clotrimazol 500mg)
Dé xa tam tay tré em.
Doc kj hudng dan sir dung truée khi ding

1. THANH PHAN CONG THU'C THUOC
Hoat chét:
Clotrimazol 500 mg
Ta dugc: Calci lactat pentahydrat, Lactose, Tinh bdt ngé, Acid lactic, Hypromellose,
Microcrystallin cellulose, Crospovidon, Colloidal silicon dioxid, Magnesi stearat.

2. DANG BAO CHE: Vién nén hinh vién dan, mau tring, mdt mat dap ndi logo ciia Remedica,
mdt mit dap ndi sb “500”,

3. CHIiDINH:
- MYCORIL 500 duoc chi dinh khi nhim khuin hén hop tai 4m dao, viém 4m dao kém theo
huyét tring, ngira do nhiém khuin va ndm, viém 4m dao do Trichomonas, viém am dao do
nguyén nhéan hn hop.

- MYCORIL 500 dugc chi dinh dé didu tri cic bénh ndm & &m hd, am dao, cling nhur bénh
ndm Candida.

4. CACHDUNG, LIEU DUNG
Ngwrdi lon:
1 vién dugc dit vao 4m dao, t6t nhét 12 vao ban dém, trong 1 ngay.
Khong nén thuc hién tri lidu trong thdi gian kinh nguyét vi nguy co cia vién nén 4m dao b
trbi ra ngoai theo dong kinh nguyét. Vién nén dit 4m dao Mycoril cin duoc lam &m d3 1am tan
hoan todn. Mau vién nén khdng tan ¢6 thé cin lwu ¥ & nhimg ngudi phu nit khé 4m dao. Dé
tranh didu ndy, vién nén nén dugc dua vao trong 4m dao cang siu cang t6t bing cach sir dung
thiét bi chuyén dung, vio thdi diém truéce khi di ngu.
Tré em:
Khéng sir dung cho tré duéi 16 tuédi
Hirgng dan sir dung thiét bi chuyén dune:

1. Kéo pittong (A) cho téi khi né dimg lai. D4t vién nén vao thiét bi (B).

2. Cén than dua thiét bi chira vién nén vio sau & mirc c6 thd trong 4m dao. Thao tic ndy tét nhit
duoc thyc hién & tur thé ndm ngira véi diu gbi uén cong lén.

3. Tirtir ddy pittong cho téi khi n6 dimg hén; khi d6 vién nén dugc dua vao 4m dao.
Rt thiét b ra. Sau khi sir dung, di chuyén pittong (A) ra khoi thiét bi (B). Sau d6 rira chiing
trong nuéc xa phong 4m (khdng dun s6i), rira sach va 1am khé cén than.

5. Sau khi hoan thanh tri liéu, virt bé thiét bj & noi an toan, tranh xa tim tay tré em.
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nghia 1a trj lidu khéng c6 hiéu qua. Mic du vay, néu ban cim thdy c¢6 mét miu vién
tan, n6i chuyén véi bac sy hodc duoc sy cia ban, vi nhir viy ¢6 thé 12 do tri ligu khéng dugc
thuc hién ding cach.

CHONG CHi PINH
- Bénh nhén di img (mén cam) véi clotrimazol ho#c véi bat k¥ thanh phén nao khic cia thudc.
- Trong thi gian kinh nguyét vi ¢6 thé gidm hidu qué ciia thudc

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ciing giéng vién nén d3t 4m dao khac, Mycoril ¢6 thé 1am giam hiéu qua cla tranh thai bing
cao su nhur 12 bao cao su hofc mang ngin 4m dao. Do d6 néu st dung mycoril, bénh nhén nén
s dung bién phép trénh thai khéc it nhét 5 ngdy sau khi sir dung thudc niy.

Khéng str dung nitt gac, thut rira 4m dao, chét dit tinh tring hodic c4c san phim am dao khic
khi dang tri liéu v&i mycoril.

Tranh quan hé tinh duc trong sudt thai gian didu tri. Dé ngén ngira téi nhiém tring cn chita tri
ddng thdi cho ban tinh.

Phai diu trj thudc da thoi gian mic du c4c triéu chimg c thuyén giam.

Trénh c4c ngudn 1ay nhidm hoic t4i nhidm.

Céc trigu chimg cia bénh ndm Candida s& bién mét trong vong 3 ngay tri lidu. Néu khéng thiy
su cai thién sau 7 ngdy, bénh nhén nén théng bio cho bic s¥. Néu tai nhidm tr& lai sau 7 ngay,
ban c6 thé sir dung thém mét dot tri liéw, nhung néu trong vong 6 thang ban ti nhiém hon hai
1an thi ban nén t6i g3p béac s¥.

Vién nén @4t 4m dao Mycoril chi sir dung trong 4m dao. Khéng dugc dé vién thudc viao miéng
hodc nuét né. Néu v6 tinh nuét vién nén dit 4m dao, bdo ngay cho béc sy hoic lién hé véi
bénh vién gan nhét.

Can tim tur vén cia béc sy néu day 12 I3n dAu tién bénh nhan trii qua céc triéu chimg viém am
dao Candida.

Trudce khi sir dung vién dit 4m dao Mycoril, cin tim tu vin clia bac sy néu c6 bt k¥ triéu
chimng nao sau day:

+ Hon hai lan nhi&m khun 4m dao trong 6 thang vira qua

+ Tién sir trude day c6 bénh lay truyén qua dudmg tinh duc hoc quan hé véi ban tinh c6 bénh
13y truyén qua dudng tinh duc.

+ Mang thai hoc nghi ngd mang thai

+ Duéi 16 tudi hoic trén 60 tudi

+ Qué min véi imidazol hoic cic thuéc chéng nim 4m dao khic

Khéng nén sir dung dat 4m dao Mycoril néu bénh nhan c6 bit ky tridu chimg nao sau day va
nén tim tu van ciia bac sy

+ Chdy méu 4m dao bét thudng

+ Chiy méu 4m dao bét thudng hosc chit tiét mau mau
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+ Loét &m h¢ hosc 4m dao, myn nuéc hoidc 16 loét.
+ Pau bung duéi hogic khé tidu tién \*\
+ Xut hién bt ky tac dung phu no nhu @, kich tmg hoic sung lién quan t&i dié\’ =
+ Sét hoic 6n lanh

+ Budn nén hoic ndn mira
+ Tiéu chay

+ Chét tiét Am dao ¢6 mii hoi

7. SUDUNG THUOC CHO PHU N’ CO THAI VA CHO CON B

- Thoi ky mang thai
Chua c6 d cdc s6 ligu nghién ciru trén ngudi mang thai trong 3 thang diu. Thudc nay chi dugc
dung cho ngudi mang thai trong 3 thang du khi ¢6 chi dinh rd rang cua béc si.

- Théi ky cho con bi
Van chua biét ligu thudc c6 bai tiét qua sira khéng, than trong khi dung cho ngudi cho con bi.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng anh hudng.

9. TUONG TAC, TUONG KY CUA THUOC
- Chua c6 théng bido v& tic dung hiép déng hay dbi khing gitra clotrimazol va nystatin,
amphotericin B hay flucytosin véi cac loai C. albicans.
Néng db tacrolimus trong huyét thanh ciia ngudi bénh ghép gan ting lén khi ding ddng thdi
v6i clotrimazol. Do vy nén giadm lidu tacrolimus theo nhu ciu.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Vi céc tac dung phu liét ké duéi day duoc dua trén cac bio cdo tr phat nén khéng thé x4c dinh
duoc tan xudt chinh x4c xuét hién cho timg trudmg hop:
Réi logn hé mién dich:
Céc phan tmg di (mg (ngat, ha huyét 4p, khé thé, ndi mé day, ngira)
Réi loan hé tho"ng sinh sdn va tiét sita
Trot &m dao, ngira, phét ban, phii, ban d6, khé chiu, néng rét, kich ing, dau viing chiu, xut
huyét dm dao.
Réi loan tigu héa
Dau bung.

Théng bdo cho bdc si vé nhing tic dung khong mong muén gdp phdi khi sir dung thubc.

11. QUA LIEU VA CACH XU TRi
Khi sir dung qui lidu c6 thé bi gidm bach ciu va bénh thin kinh cim gidc ngoai bién, hdi phuc
khi ngimg diéu tri.

12. PAC TINH DUQC LUC HQC
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13.

14.

15.

16.

thay d6i tinh thim ciia méang, gdy mét céc chét thiét yéu ndi bao, din dén tidu huy & bao

In vitro, clotrimazol ¢6 tic dung kim ham vi diét ndm, tuy theo ndng dé, véi céc ching
Trichophyton mentagrophytes, Epidermophyton floc-cosum, Mycrosporum canis v céc loai
candida.

Khang tu nhién véi clotrimazol hiém gip. Chi phan l4p duoc mét ching Candida gulliermondi
khéng clotrimazol. Khang chéo giira cc azol 13 phd bién.

Thubc ¢6 tic dung tri lidu tai chd dbi véi cac trudng hop viém am dao do nhiéu nguyén nhan
khéc nhau.

PAC TINH DUQC PONG HQC
Sau khi dat 4m dao vién nén clotrimazol - 14C 100mg, ndng d6 dinh huyét thanh trung binh
chi trong duong 0,03mcg clotrimazol/ml sau 1-2 ngay.

QUY CACH PONG GOI: Hop 1 vi x 1 vién, kém 1 thiét bi.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Pitu kién bio quan: Bio quin & nhiét 46 dudi 30°C, tranh 4nh sang va df dm.

Han diing: 36 théng ké tir ngay sin xuét

Tiéu chuin chit lwong ciia thuc: BP 2019

TEN, DIA CHi CUA CO SO SAN XUAT THUOC:

Remedica Ltd
Aharnon Street, Limassol Industrial Estate 3056, Limassol, Sip.
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