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RAPHIC DESIGN OF THE PACK
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e) 100 % PANTONE 320 C
o 60 % PANTONE 320 C
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SANTEKVIN@

1 suppository contains: Econazole nitrate....15O mg
Indication, dosage and administration, contra-indication and other
information: Please see the insert paper.

Rx Prescription drug

Econazole nitrate

Box of 1 blister x 3
vaginal suppositories
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GRAPHIC DESIGN OF THE PACK
BLISTER NS3

6511 rvrrvr

1211 MM

! roo % PANToNE 320 c
{* 0o % PANTONE 320 C

tconazole nitrate 1S0 m8

[conazole nitEte 150 m8

€@narcle nitde 1S0 mg
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Rx tnu\c niry chi ding tlteo ilon thu6c

SANTEKVIN
(Vidn itqn itgt Am efuo Econazol nitrot l50mg)

Thuiic ndy cht ding theo iton crta btic s!.

Dd xa iim tay rrri em.

D7c k! hwbng ttdn s* tlqtng trrdc khi dilng

I. THANH PHAN CONC THUC THUOC

M5i vi6n chfta:

Hoat ch6t: Econazol nitrat 150 mg

T6 duoc: Polyethylen oxid 400; polyethylen oxid 1500; chAt b6o bdo hoa (hard fat); cetyl

alcohol; titan dioxid; colloidal silica khan.

2. D{NG BAO CHE: Vi6n dAt am dao mdu tr6ng, hinh vi€n dan.

3. Csi OIXU:

SANTEKVIN chi dinh di6u tri vi6m dm tl4o do canclida albicans vd c6c n6m kh6c

SANTEKVIN chi dinh di€u tr! vi6m 6m h6, 6m dao, vi€m bao quy dAu do n6m.

4. CACH DLTNG, LIEU DUNG

Nguoi l6n:

LiQu trinh di6u tri dung 3 ngdy li6n nhau, nghy I vi6n trudc khi di ngu. Trong trudng hgp

chua htit bQnh thi di6u tri lap lai liQu trinh 3 ngdy hoic theo chi tllnh crha b6c si.

Tr€ em:

Khdng ding cho tre em du6i l6 tu6i.

Lru $ khi stb dune:

- Tru6c khi d{t, dti vi€n thu5c vdo ngdn m6t tir lanh d6 cho thu6c cl6ng c[mg, rta sach 6m

cl4o, dflt sdu vio 6m cl4o m6i tOi tru6c khi di ngu.

- D€ c6 dugc ki5t qui di6u tri t6t nh6t, dirng ng6n tay dAy vi6n thuiSc vio cing sAu trong

dm tlao cdng ti5t.
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s. cHoNG cHi DINH
- MIn cAm v6i c6c ch6 phAm imidazol ho{c voi b6t ki'thdnh

6. cANTT NAO V,q. THAN TRONG KHI DUNG THUOC

- Ngrmg thu6c khi c6 mincAm holc kich (mg h6a hgc.
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- Khi di6u tr! vi6m Am hQ, 6m dao, n6n di kh6m lai n6u c6 c6c biOu hiQn sau cldy:

Sau 7 ngdy didu tri, c6c tri6u chrmg kh6ng thuy6n gi6m

Sau 4 tuAn didu tri, c6c tri6u chring l4i t6i ph6t

Trong vong 6 th6ng, c6 ti 2lAn tro len bi t6i ph6t

- Kh6ng ndn ty yi dung thr-r6c khi c6 c6c tri6u chrlmg:

Chriy mriu b6t thuong o 6m dao; c6 khi hu lin m6u; tlau; lo6t hoflc ph6ng rOp 0 6m

hQ holc 6m dao; dau bung dudi hodc d6i kh6.

- Tr6nh cl6 econazol ti6p xric v6i dung cr,r tr6nh thai bing cao su, vi thu6c lim hong

cao su.

- Thu6c kh6ng dung cho ngudi duoi I 6 tu6i vd quri 60 tu6i n6u chua kh6m b6c s!.

- Thu6c chria t6 dugc cetyl alchol, c6 thO g6y ra c6c phin img da t4i ch6 (vf du vi0m
, .. i

oa trep xuc)..

Luu y il4c biQt

- Tr6nh quan hC tinh duc trong su6t thoi gian di0u tri. DC ng6n ngua trii nhiSm trirng

cAn chfra tri d6ng thoi cho ban tinh.

- Phai di€u tri thu6c dir thoi gian m1c du c5c tri6u chimg c6 thuy6n giAm.
,)- Trtinh c6c ngu6n l6y nhi6m ho{c trii nhi6m.

7. StI OITNC THUOC CHO PHV NU CO THAr VA CHO CON BU

- Thoi k! mang thai:

Thgc nghiQm o rlQng v6t, econazol khOng gdy qu6i thai, nhung voi li6u cao, thuOc

gdy hai cho thai. d ngudi, chua c6 bing chung t6c dung cta econazol tf6n thai. Tuy

nhi6n, cfrng nhu c6c imidazol ch6ng n6m kh6c, thui5c chi iluo. c dirng ni5u thQt cAn
..i

thlet.

- Thoi kj,cho con bti:

Chua c6 sO tigu vC econazol c6 thAi trir qua sfia hay kh6ng.

8. ANs gtIoNG cuA THUoc rox ruA NANG I-At xn, vAN HANH MAY Moc:
Kh6ng Anh huong.

9. TUoNG TAC, TUoNG KY CUA THUOC

- Econazol duoc UiCt la m6t ch6t fc ch6 CYP3A412C9. Do h6p thu vdo h€ th6ng sau khi slr

dung duong 6m d4o ld r6t ft, tucyng t6c li6n quan tr€n l6m sdng khdng c6 khi ndng x6y ra

nhrmg dd c6 chc b6o c6o tucyng t6c v6i c6c thu6c ch6ng il6ng m6u duong uOng. O Ugnn

nhdn cfang ding thu6c chong tl6ng m6u dudng u6ng, nhu warfarin
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DiAu chinh li6u thuoc chOng dong m6u c6 th6 ld cAn thi6t trong vd sau tri liQu voi

econazol.

CAn trrinh ti6p xric giira c6c s6n phAm cao su nhu mdng tr6nh thai ho6c bao cao su voi
,:.

thuoc nhy vi cao su c6 th0 bi hong vi thudc niry. BCnh nhdn clang sir dgng vdng tr6nh thai

di6t tinh trirng ndn tham kh6o f kitin b6c s! vi b6t ki,tri lieu Am clao t4i ch6 ndo cfrng c6

th6 lim bAt ho4t vdng trdnh thai diQt tinh tri.rng.

rO. TAC DUNG XHONC MONG MUON CUA THUOC

Tinh an toin cira thu6c d{t 6m dao vd kem 6m d4o econazol ild duoc d6nh gir[ tr€n 3630

bdnh nhdn tham gia vdo 32 cuQc thu nghi€m l6m sdng.

Dua tr€n c6c dir liQu an todn dd gQp chung ttr cdc thir nghiQm l6m sdng niy, c6c phin rmg

phu dugc b6o c6o ptrO Uiiln nhAt ld (voi phAn trdm ti lQ) ngfta (l,zyo) vi cAm gi6c b6ng da

(l,2Yo).

Bao gOm cd cttc phAn rmg phU o tr6n, bing sau d6y trinh bdy c6c ph6n rmg phU cfuo. c b6o

c6o khi su dr;ng thu6c dat dm dao vd kem bdi Arn dao econazol ti thr:r nghiQm I6m sdng

vi kinh nghiQm luu hdnh thur5c. I
C6c loai tAn xu6t dnng dC bi6u thi cdc tttcdung php su dr,rng quy u6c sau: (?'

ndt phii bien Q1/10); ph(; bian Ql/100 toi <1/10); khong pha bian 2tttOOO lAi

<l/100); hiAm Ql/10,000 tdi <l/1000); riit hiam 61/10,000); vd kh6ng biAt (khons th|
thi€t lQp duqc ti dir tieu th* nghiQm lam sdng cd sEfl. t6t ca c6c phin ung phU v6i tAn

xu6t dd Uitit 1ptr6 biOn ho[c kh6ng pho bitin) tir dir liQu thft nghiQm l6m sdng vd t6t ci c6c

phin tmg php v6i tdn xu6t kh6ng Uiiit ttr dir liQu luu hAnh thu6c.

C6c ph6n irng phu:

.I
\

;;ilt

,
Phin fi'ng phu

Nh6m tin xu6t

Khong biAtPh6 hiAn

et/|00 rbi <t/10)
Khong ph6 biAn

e1/1000 tbi
<1/100)

HiAm

e1/10,000 tdi
<1/1000)

Nh6m hQ co quan

Qu6 minRtii to4n hQ mi6n
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Phir m4ch,

mey duy;

vi6m da
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Rdi lo4n he sinh
., . ..4. -san va tret sua

CAm gi6c n6ng

ret am hd

R6i loan chung vh

v! tri noi dtng
thu6c

Eau, kich

trng vi
sung 6m

clao.

Thdng bdo cho bttc si nhicng tdc dqtng khdng mong
.. /
lrruoc.

ggp phdi khi sr? dltng

u. euA LrEU vA cAcH xu'rni
C6c phan ung phU li€n quan t6i qu6 lidu ho[c larn dung econazol d4t 6m tl4o duoc cho li
phu hqp voi c6c phrin img phu cfia thui5c dd dugc liet kC o phdn "T6c dung kh6ng mong

mu6n cfra thu6c".

Trong trudng hop v6 tinh nu6t phai, bu6n n6n, n6n vi ti6u chAy c6 thi5 xu6t hiQn. Ntiu cAn

di€u tri tri6u ch(mg.

12. Dac riNH DU'qc LU'c HQC
Econazol le d6n xu6t imidazol t6ng hqp gdn clor, c6u tao tucrng tu clotrimazol, ketoconazol,

miconazol. Econazol c6 phd khring n6m rQng: C6c n6m da Trichophyton rubrum, Trichophyton

mentagrophytes, Trichophylon tonsurans, Microsporum canis, Microsporum cosum, Candida

albicans vd c6c lodi Candida khirc, Pityrosporon orbiculqter (Malassezia"f"rfrr) Thu6c cflng c6

trlc dung mQt phAn tr€n vi khuAn gram duong. Econazol rlrc ch6 t6ng hqp ergosterol hodc cilc

sterol kh6c, ldm bi6n OOi tintr thAm cria mdng t6 bdo nAm nhay cAm v6i thu6c. Khi b6i l6n da, binh

thudng econazol duqc h6p thu todn th6n r6t it. MAc dt v6n cdn tr6n da, thu5c th6m vdo lop srmg
,( ,.). ;.

rat nhieu vuot xa n6ng dQ t6i thi€u frc ch6 d6i v6i c6c ndm da. N6ng <10 fc ch6 cria thu6c cfing d4t

<lugc 6'lcrp bi6u bi vd trung bi.

13. Eac riNn Duqc DQNG HQC
Khi dung thu6c theo <luong 6m dao, econazol nitrat hAu nhu kh6ng h6p thu vdo co th6, tinh an

todn cao. DuOi 1%o li€u dtng duo. c thAi qua nudc tir5u vd ph6n.

14. QUY CACH DONG GOI: HQp I vi x 3 vi6n dan rJat 6m dao.

15. DIEU KIEN NAO QUAN, HAN DUNG, TIEU CHUAN CHAT LTIqNG CUA

IHU6C:
Dii:u kiQn bio quin: Noi kh6, triinh ilnh siing, d nhi€t d6 phong

H4n dtng: 36 th6ng k€ tir ngdy s6n xu6t
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Ti6u chudn chdt lu'qng cfra thu6c: NSX

16. TtN, DIA cHi cuA co so sAN xuAr rHU6c:
JOINT STOCK COMPANY " LEKHI M.KIIARKIV"

Building 36, Severyna Pototskoho Street, Kharkiv, Kharkiv region, 6l I 15, Ukraine.
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TUQ.CVC TRtflNG
P.TRI.NSNG PHONG
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