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1 suppository contains: Econazole nitrate ....150 mg
Indication, dosage and administration, contra-indication and other j/

information: Please see the insert paper.
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Rx thubc nay chi ding theo don thudc

SANTEKVIN

(Vién dan ddat am dao Econazol nitrat 150mg)
Thuéc nay chi ding theo don ciia bic sp.
Dé xa tam tay tré em.

Doc ky hwong dan sir dung trude khi diung

. THANH PHAN CONG THUC THUOC

Madi vién chua:

Hoat chit: Econazol nitrat 150 mg

T4 dugc: Polyethylen oxid 400; polyethylen oxid 1500; cht béo bio hoa (hard fat); cetyl

alcohol; titan dioxid; colloidal silica khan.

DANG BAO CHE: Vién dit am dao mau tréng, hinh vién dan.

|

CHI PINH:
SANTEKVIN chi dinh diéu trji viém am dao do candida albicans va cac nim khéc.

SANTEKVIN chi dinh diéu tri viém 4m ho, 4m dao, viém bao quy dau do ndm.

. CACH DUNG, LIEU DUNG

Nguoi 1én:

Liéu trinh diéu tri dung 3 ngay lién nhau, ngay 1 vién trude khi di ngt.. Trong trudng hop
chua hét bénh thi diéu tri lap lai liéu trinh 3 ngay hoac theo chi dinh cua bac si.

T en:

Khéng dung cho tré em dudi 16 tudi.

Luwu y khi sir dung:

- Trude khi dat, dé vién thude vao ngan mat ti lanh dé cho thudéc dong cing, rira sach am
dao, dit sdu vao am dao mdi tdi trudce khi di ngu.
- Pé c6 dugce két qua dicu tri tot nhat, dung ngén tay day vién thude vao cang siu trong

am dao cang tot.

. CHONG CHI PINH

- Man cam vdi cac ché pham imidazol hodc v6i bat ky thanh phaps6iXiae

. CANH BAO VA THAN TRONG KHI DUNG THUOC
- Ngimg thude khi ¢6 man cam hoic kich (mg hoa hoc.
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- Khi diéu tri viém 4m ho, am dao, nén di kham lai néu c6 cac biéu hién sau day:
Sau 7 ngay diéu tri, cac triéu chimg khong thuyén giam
Sau 4 tuan diéu tri, cac tri€u chung lai tai phat
Trong vong 6 thang, c6 tir 2 1an trd 1én bj tai phat

- Khong nén tu y dung thude khi ¢6 cac tridu chimg:
Chay mau bit thudng ¢ 4m dao; ¢6 khi hu 1dn mau; dau; loét hodc phong rop & 4m
ho hodc am dao; dau bung dudi hodc dai kho.

- Tranh dé econazol tiép xuc v6i dung cu tranh thai bing cao su, vi thude lam hong
cao su.

- Thude khong dung cho ngudi dudi 16 tudi va qua 60 tudi néu chua kham béc s¥.

- Thude chira ta duge cetyl alchol, ¢6 thé gdy ra cac phan {mg da tai chd (vi du viém
da tiép xuc)..

Lwu y dic biét

- Tranh quan hé tinh duc trong sudt thoi gian diéu tri. D& ngin ngira tai nhiém tring
can chira tri d@)ng thoi cho ban tinh.

- Phai diéu tri thubc di thoi gian méc du cac tridu ching 6 thuyén giam.

- Tranh cac ngudn lay nhiém hodc tai nhiem.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

- Thoi ky mang thai:
Thuc nghiém & dong vit, econazol khong gdy quai thai, nhung véi liéu cao, thude
gay hai cho thai. O nguoi, chua c6 bing chimg tic dung cuia econazol dén thai. Tuy
nhién, ciing nhu cac imidazol chéng ndm khac, thude chi dugc ding néu that can
thiét.

- Thot ky cho con bu:

Chura ¢6 s liéu vé econazol c6 thai trir qua sita hay khong.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khong anh hudng.

TUONG TAC, TUONG KY CUA THUOC
Econazol duoc biét 1a mot chit te ché CYP3A4/2C9. Do hép thu vao hé thong sau khi sir

dung duong am dao la rit it, tuong tac lién quan trén 1am sang khong c6 kha ning xay ra

nhung da ¢ cac bao cdo tuong tic véi cac thude chong dong mau dudng uong. O bénh
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10.

Diéu chinh lidu thude chéng dong mau c6 thé 1a can thiét trong va sau tri liéu voi
econazol.

Can tranh tiép xic giita cac san phim cao su nhu mang tranh thai hodc bao cao su véi
thude nay vi cao su c6 thé bi hong vi thude nay. Bénh nhan dang str dung vong tranh thai
diét tinh tring nén tham khao y kién béac sy vi bat ky tri liéu 4m dao tai chd nao ciing ¢6
thé 1am bét hoat vong tranh thai diét tinh tring.

TAC DUNG KHONG MONG MUON CUA THUOC

Tinh an toan cua thudc dat am dao va kem 4m dao econazol da duoc danh gia trén 3630
bénh nhan tham gia vao 32 cudc thir nghiém lam sang.

Dua trén céac dir li¢u an toan da gdp chung tir cac thir nghiém lam sang nay, cac phan ing
phu dugc bio cdo phd bién nhat la (véi phén tram ti 18) ngira (1,2%) va cam giac bong da
(1,2%).

Bao gom ca céc phan mg phu & trén, bang sau day trinh bay cac phan tmg phu duoc bao
cao khi sur dung thudc dat am dao va kem bdi am dao econazol tir thir nghiém 1am sang
va kinh nghiém luu hanh thude.

Céc loai tAn xuat dung dé biéu thi céc tac dung phu sir dung quy udc sau:

Rét phé bién (21/10); phé bién (21/100 t5i <1/10); khéng phé bién (21/1000 téi
<1/100); hiém (=1/10,000 16i <1/1000); rat hiém (<1/10,000); va khong biét (khong thé
thiét lap dwoc tiv dit liéu thir nghiém lam sang co san). Tat ca cac phan ung phu véi tin
xuét da biét (phd bién hozic khong phd bién) tir dir liéu thir nghiém 1am sang va tit ca cac
phan {mg phu véi tan xuit khong biét tir dir liéu luu hanh thude.

Céc phan Ung phu:

Nhom hé co quan | Phan ing phu

Nhom tan xuat

Pho bién Khong pho bién | Hiém Khéng biét
(=1/100 téi <1/10) | (=1/1000 toi | (21/10,000 toi
<1/100) <1/1000)
Roi loan hé mién Qua man
dich
Roi loan da va mé | Ngra; cam gidc | Ban Ban do Phu mach,
mém bong da may day;

viém da
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Roi loan hé sinh Cam gidc noéng

san va tiét siva rat am ho

Roi loan chung va Dau, kich

vi tri noi dung img va

thudc sung  am
dao.

Théng bdo cho bic si vé nhitng tic dung khong mong muon gap phii khi sir dung

thuoc.

11. QUA LIEU VA CACH XU TRi
Céc phan mg phu lién quan téi qua liéu hodc lam dung econazol dat am dao duoc cho la
phtt hop Vvéi cac phan (mg phu ctia thube da duoc liét ké & phan “Tac dung khong mong
mudn cua thude”.
Trong trudng hop vo tinh nudt phai, budn nén, nén va tiéu chay c6 thé xuét hién. Néu cin

dicu tri triéu chimng.

12. PAC TINH DUQC LUC HQC }
Econazol 14 din xuét imidazol tong hop gin clor, cdu tao tuong tu clotrimazol, ketoconazol,
miconazol. Econazol ¢6 phd khang ndm rong: Cac nam da Trichophyton rubrum, Trichophyton
mentagrophytes, Trichophyton tonsurans, Microsporum canis, Microsporum cosum, Candida
albicans va céc loai Candida khac, Pityrosporon orbiculater (Malassezia furfur). Thude ciing c6
tac dung mot phan trén vi khuan gram duong. Econazol trc ché téng hop ergosterol hodc cac
sterol khac, 1am bién déi tinh thim ctia mang t& bao nim nhay cam véi thudc. Khi béi 1én da, binh
thuong econazol dugc hép thu toan than rét it. Mac du van con trén da, thube thdm vao 16p simg
rat nhiéu vuot xa néng do tbi thiéu trc ché d6i v6i cac ndm da. N6ng dd trc ché cua thube cling dat
duoc & 16p biéu bi va trung bi.

13. PAC TINH DUQC PONG HQC
Khi dung thudc theo duong 4m dao, econazol nitrat hiu nhu khong hip thu vao co thé, tinh an
toan cao. Dudi 1% lidu dung duoc thii qua nudce tiéu va phan.

14. QUY CACH PONG GOI: Hop 1 vi x 3 vién dan dit 4m dao.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Han ding: 36 thang ké tir ngay san Xudt

RPN
. . .'A’v/ g



Tiéu chuin chit lwgng cia thude: NSX

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
JOINT STOCK COMPANY “LEKHIM-KHARKIV”

TUQ.CUC TRUONG
P.TRUSNG PHONG

Pham Ghi Yin Hank
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