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42.00 mm

Composition:
Miconazole Nitrate USP.......... 2% w/w
In:Cream Basiv s q.S.

Replace cap tightly. Do not freeze.
Storage: Store below 30°C.

Keep medicine out of reach of children.

Read carefully the package insert before use.

IFOR EXTERNAL USE ONLY

Manufactured by:

Curis Lifesciences Pvt. Ltd.

PF-23, GIDC Industrial Estate, City:
Sanand-Il, Dist. Ahmedabad-
382110, Gujarat State, India

.
( ZAVIX
|, Phamaccicas Pyt Lid

Eprrted by:
Zavix Pharmaceuticals Pvt. Ltd.
Ahmedabad, Gujarat, India.

Dia 19 mm X length accordingly

Mfg. Lic. No. : G/25/2225

Expiry 24 months from the Date of
Mfg., Batch No. & Mig. Date

92.00 mm

on the crimp.

52.00 mm
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Miconazole Nitrate Cream USP

Salizole

D 8

Composition:

Miconazole Nitrate USP.........2% w/w
In Cream Base............ e T

Replace cap tightly. Do not freeze.

Storage: Store below 30°C.

Keep medicine out of reach of children.
Read carefully the package insert before use.

FOR EXTERNAL USE ONLY

Manufactured in India by/ San xust tai An D9 bai:
Curis Lifesciences Pvt, Ltd.

PF-23, GIDC Industrial Estate, City: Sanand-Il,
Dist. Ahmedabad- 382110, Gujarat State.

S Exported by:
(Eﬂ\ﬂﬁw suvy 23VixPharmaceuticals Put. Ltd.
M Ahmedabad, Gujarat, India.
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Miconazole Nitrate Cream USP

Salizole

Thanh phan: Mai tuyp 10 g chia: Miconazol nitrat 200 mg (2% ki/kI).
Chi dinh, cach diing, chng chi dinh va cdc thong tin khac:

Xin xem k§ hudng dan trong hop.

Bdo quan: Dudi 30°C.

Tiéu chudn: USP.

Hop 1 tuyp 10 g kem béi da. Thudc dung ngoai.

Ngay hét han 13 ngay cudi cung clia théng hét han.

Dé xa tam tay tré em. Doc kj hudng dan st dung trudc khi ding.
DNNK:

Mfg. Lic. No. : G/25/2225
Visa No. + VN-XXXXX-XX
Batch No.

Mfg. Date  :mm/yyyy
Exp.Date  :mm/yyyy

Barcode
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<+ 4200 mm —»

15g.
Composition:
Miconazole Nitrate USP.......... 2% w/w
In Cream Base q.s

Replace cap tightly. Do not freeze.
Storage: Store below 30°C.

Keep medicine out of reach of children.

Read carefully the package insert before use.

| FOR EXTERNAL USE ONLY|

Manufactured by:
Curis Lifesciences Pvt. Ltd.
PF-23, GIDC Industrial Estate, City:

Sanand-ll, Dist. Ahmedabad- :g .
382110, Gujarat State, India. OS85
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Exported by: < E§ s
Zavix Pharmaceuticals Pvt. Ltd. =& 5
Ahmedabad, Gujarat, India. ==
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Dia 19 mm X length accordingly

- 97.00mm

61.00 mm
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Vliconazole Nitrate Cream USP

SALIZOLE

Compasition: Manufactured in India by/ Sn xudt tai An D3 bdi:
. s v/ San xudt tai An D3 béi:
Miconazole Nitrate USP. Curis Lifesciences Pvt. Ltd.

PF-23, GIDC Industrial Estate, City: Sanand-ll, Dist.
Ahmedabad- 382110, Gujarat State.
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Storage: Store below 30°C.

Keep medicine out of reach of children. 2

Read carefully the package insert before use. (Sm
\

FOR EXTERNAL USE ONLY >

=~ Exported by:
AVIX . uw  LaViX Pharmaceuticals Put. Ltd.
- Ahmedabad, Gujarat, India.

iconazole Nitrate Cream USP

SALIZOLE

Thanh phian: Mdi tuyp 15 g chia: Miconazol nitrat 300 mg (2% kI/kl).
Chi dinh, cach diing, chéng chi dinh va céc théng tin khéc:

Xin xem k§ huéng dan trong hop.

Bao quan: Dudi 30°C.

Tiéu chudn: USP.

Hép 1 tuyp 15 g kem béi da. Thudc dung ngoai.

Ngay hét han 1a ngay cudi cing clia thang hét han.

Dé xa t&m tay tré em. Doc kj hudng dén sir dung trudc khi ding.
DNNK:

Mfg. Lic. No. :G/25/2225
Visa No.  UN-XXXXX-XX
Batch No.

Mfg. Date L mm/yyyy
Exp. Date L mm/yyyy

Barcode
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Salizole P 40,5
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Dé xa tam tay tré em

T
Doc ki hudng diin siv dung trude khi ding AN PHAT \\/
T
Thanh phin ¢bng thire thube B
Thanh phdn dwge chdt:
M3i tuyp 10 g kem bbdi da chita: Miconazol nitrat................cvvn... 200 mg (2% kl/kl).
Mai tuyp 15 g kem bdi da chira: Miconazol nitrat..................ve.... 300 mg (2% kl/kI).

Thénh phdn td dirge: white soft paraffin, cetostearyl alcohol, cetomacrogol 1000, natri methyl paraben,
natri propyl paraben, para chloro meta cresol, mono propylen glycol, simethicon, In cream base (nuéc
tinh khiét).

Dang bao ché

Kem boi da, Kem mau tréing, min.

Chi dinh
Nhiém nim & da va méng, bi nhiém lién quan dén vi khudn Gram duong.

5 CONI
TH!

Cich dung, liéu ding

Cich ditng: Thude chi dung ngoai da. {5 AT THI
. . 0 1 W
Liéu dimng: \\.'cg; AN |

Liéu khuyén céo cho moi ltra tudi: N

Nhiém ném trén da: Bdi mot lugng thube vira da 1én ving da bj bénh 2 lan/ngay. Diing ngén tay e
thoa déu cho dén khi thudc thm thau hoan toan. Néu ddng thoi st dung dang bdt, khuyén cdo st

dung mot 1an m3i ngdy cho cé hai dang. Thai gian didu trj thay ddi tir 2 - 6 tudn tiy thude vao co

dia va mirc d§ nghiém trong ctia bénh. Sau khi céc ton thuong da lanh, can didu tri thém it nhét 1

tudn dé ngan ngira tai phat.

Nhiém khudn méng: Béi thube 1 hogic 2 14n mdi ngay 1&n céc thn thwong. Can didu trj kéo dai thém

10 ngdy sau khi tét ca céc ton thwong da lanh dé ngéin ngira téi phat.

Chéng chi dinh
e . 2 . . . s . ’ Ag o s . A \
Ngudi ¢6 tién sir qud man véi miconazol/miconazol nitrat, cdc dén xuét imidazol khac hogic bit ky
3 3 A
t4 duwge nao cua thuoc.

Cénh b#o va thin trong khi ding thude

Céc phan tmg qua man nghiém trong, bao g6m phén vé va pht mach, da dugce bao cédo khi diéu tri
véi cde cong thirc kem bdi da miconazol. Néu phan tmg qué mén hoiic kich tmg xay ra, nén nglmg
str dung. Thudc khéng dugce dé tiép xiic voi niém mac mét.

Sir dung thude cho phy nit ¢6 thai va cho con bi

Phy nit mang thai:

Két qua nghién ciru trén dong vét cho thdy miconazol nitrat khong gy quai thai nhung doc véi thai
khi cho uéng liéu cao. Chi mét lugng nhd miconazol nitrat duoe hap thu khi bdi ngoai da. Tuy
nhié€n, cling nhu cac imidazol khac, nén sir dyng miconazol nitrat than trong trong thai ky.
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Phy nit cho con bii:

Miconazol béi ngoai da dugce hdp thu t6i thidu vao hé tudn hoan, va chua biét liéu miconazol c6
duoc bai tiét qua sita me hay khong. Can than trong khi sir dung miconazol bdi ngoai da & phy nit
cho con b, '

1 2 )( A hed . A
Anh hwéng ciia thuoe Ién kha niing l4i xe, vin hanh mdy méc
Khéng anh hudng.

Twong tc, twong ky ciia thude

Twong tdc thubce:

Miconazol dudng toan than gy trc ché CYP3A4/2C9. Chi mét lugng rat nhé thube duoc hdp thu qua
da sau khi bdi, rt hiém xay ra céc twong tic c6 y nghta 1am sang. Tuy nhién, can thén trong va theo
ddi tac dung chdng dong mau & bénh nhéan dang ding thudc chéng dong mau dudng ubng nhu
warfarin,

Twong ky:

Do khéng c6 céc nghién ciru vé& tinh tuong ky ctia thuc, khong tron 1An thube ndy véi céc thube
khéc.

Téhe dung khéng mong mudn

Céc tac dung khdng mong mubn duge béo cdo trong s6 426 bénh nhan diing kem bdi da miconazol 95
2% trong 21 thir nghiém ldm sang mi déi dugc trinh bay trong bang bén dudi. T\Y\c
Dya trén cde dit liéu an toan duge tdng hop tir nhiing thir nghiém lam sang ndy, téc dung khong i

mong mudn phd bién nht 13 kich (g tai chd (0,7%). ARV
Bang sau ddy md ta céc tic dyng khéng mong mubn gip phai khi sir dung miconazol nitrat/ HAT
miconazol boi ngoai da, khong dung cho phy khoa, tir cdc thir nghiém |am sang hofic sau khi luu <
hanh thude. *’ﬁ

Tan suft xudt hién duge quy uée nhu sau: rét thudng gdp (= 1/10); thudng gip (= 1/100 - < 1/10); it
gip (= 1/1000 - < 1/100); hiém gip (= 1/10000 - < 1/1000); va rét hiém gip (< 1/10000, bao gdm ca
cée bdo céo riéng biét) va chua 1S tan suat (khong thé udc tinh tir dit liéu ¢6 siin).
Tdac dyng khong mong muon

Hé¢ co quan Logqi tén sudt
It gap (= 1/1000 - < 1/100) Chira 3 tin sudt
R6i loan hé mién dich Phan (mg phan v&, qua mén
R6i logn da va mé dudi da Cam gidc béng da, viém da Phii mach, may day, viém da

tiép xtic, phat ban, ban do, ngira

R4i loan toan than va tai chd | Phan (g tai ch (bao gdm kich
ing tai chd, bong rét, ngira,
phan (mg khéng dic hiéu va
néng) ,
Thong bdo ngay cho béc sT hodic dirge ST nhitng tde dung khdng mong mudn gdp phdi khi stk dung thuée.

Qua4 lidu va cach xir tri

Tri¢u chitng:

Duing ngodi da: Sir dung qué nhiéu c6 thé gay kich (mg da, thudmg s& khoi sau khi ngung diéu tri.
V6 tinh nudt phai: C6 thé xdy ra kich tmg da day.
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Didu trj:
Thude duge ding dé bdi ngoai da, khong diing dudmg udng. Néu vo tinh nubt phai mdt lugng lon,
can 4p dung céc bidn phap cham séc hd tro thich hop.

Dijc tinh duge e hoe

Nhém dwge [p: Thube khang ndm diing ngoai, din xudt imidazol.

MaATC: DO1ACO02.

Miconazol nitrat 1a mt imidazol va ¢6 téc dung khang ndm bing cdch can thiép vao tinh thim cua
mang té bao ndm. N6 ¢6 phd khang ndm rong va mot sb hoat tinh khéng khuén.

Die tinh dwge djng hoc

Hip thu: Khi miconazol nitrat diing dé boi ngoai da, sy hdp thu qua da hojic niém mac rét .

Phan bb: Miconazol dugce hp thu lign két véi protein huyét tuong (88,2%) va hdng cau (10,6%).
Chuyén héa va thai triv: Mt luong nhé miconazol duge hip thu thai trir chi yéu qua phan dudi
dang khong ddi va chat chuyén hoa.

Di¥ li¢u an todm tién lam sang:

Dit ligu tién 14m sang cho thdy khong c6 nguy co diic bi¢t ndo trén ngudi dya trén céc nghién ciru
théng thudng v& kich tmg tai chd, doc tinh lidu don va lidu Ip lai, doc tinh di truyén va doc tinh
sinh san.

Quy cach déng goi
Hop 1 tuyp 10 g. Hop | tuyp 15 g.

Piéu kién bio quéin
Bao quan dudi 30°C

Han diing
24 thang ké tir ngdy san xuét

Tiéu chuén chit lwgng ciia thube
UspP

> £
Co s6 sdan xuat

Curis Lifesciences Pvt, Ltd,
PE-23, GIDC Industrial Estate, City: Sanand-11, Dist. Ahmedabad- 382110, Gujarat State, An Do
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