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Thitnh phin :

Méi vién nang citng chita :
Fluoxetine Hydrocloride B.P.
ttong duong vdi Fluoxetine 20mg
Liéu ligng - cch ding :

Theo sit chi déin cia thy thude
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Xin xem hudng déin trong hip
Bao quin :

Gt thude duti 30C,

Tiéu chufn:

B.P-2012

DNNK:

OXEDEP

3 x 10 CAPSULES

Chi dinh, chong chi dinh, khuyén cdo,
Tac dung ngoai ¥ va cic thong tin khac

Composition:
Each hard gefatin capsule contains :
Fluoxetine Hydrochioride B.P
Equivatent to Fluoxefine 20mg
Dosage & Administration: .
As directed by the Physician. /e
Indication, Contraindicatiofy,
Please see the enclosed learky.
Storage condition:
Store below 30C

Specification:
B.P-2012
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& “THUGC BAN THEO BON"

CAPSULES

OXEDEP

HOP 3 Vi X VI 10 VIEN

“KHONG DUNG QUA LIEU CHI BINH
PE XA TAM TAY TRE EM

| BOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG"

FLUOXETINE HYDROCHLORIDE
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San xuét tai An Do bai/

Manufactured in India:

TORRENT PHARMACEUTICALS LTD.
Village: Bhud & Makhnu Majra, Tehsil:
Baddi, 173 205, Dist.: Solan (H.P).

OXEDEP

I 3 x 10 CAPSULES

“DO NOT EXCESS INDICATED DOSE"
*KEEP OUT OF REACH OF CHILDREN"
‘READ THE INSTRUCTIONS CAREFULLY
BEFORE USING*

SBEK/ Reg.No:
S6 16 SX/ Batch . No:

: dd/mmlyyyy

Mfg. date/NSX: dd/mm/yyyy

Exp. date/ HD
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Rx OXEDEP

(Vién nang Fluoxetin........ 20 mg)
Thanh phén:
M3i vién nang Oxedep chira:
Hogt chit: Fluoxetin HCI tuong duong véi Fluoxetin...... 20 mg
Td dwgc: Lactose monohydrat, Tinh bot, Talc, V6 nang cig c& s6 2.
Cic déc tinh dwgc ly

Dwgc lwe hoc:

Tac dung chéng trdm cam cua Oxedep lién quan toi tai trc ché thu nhap serotonin & hé than kinh
trung wong. Céc nghién ciru sinh hoa chi ra réng Oxedep c6 kha néng uc che thu nhdp serotonin
nhiéu hon nor- epmephrme In vitro, sy gin két cua Oxedep muscarinic, tiét histamin, alpha 1
adrenergic va cac thu thé mang nhay khéac tir md ndo kém hon nhiéu so véi cac thudc chdng trdm
cam 3 vong.

Duge dong hoc

Theo duong udng 40 mg, ndng dd huyét twong dinh ctia Oxedep dat duoc sau 6 — 9 gio. Thirc an
khéng lam anh hudng téi sinh kha dung ciia Oxedep. Xap xi 94,5% Oxedep gan két véi protein
huyét trong. Oxedep duogc chuyén hod tai gan thanh norfluoxetin va mot s6 chét chuyén hoé khac
khong xac dinh. Norfluoxetine cling ¢6 kha nang chéng trdm cam nhu Oxedep. Thai trir ban dau nho
sur chuyén ho4 tai gan thanh cac chét chuyén hod phi hoat tinh dugc dao thai boi than. Thoi gian ban
thai chdm, thoi gian ban thai cua Oxedep la 2 — 3 ngay va cta norfluoxetin la 7 — 9 ngay, do vdy tao

sy tich luy khi str dung lau dai. Véi lidu cé dinh, ndng do huyét twong hang dinh dat duoc sau 4 — 5 B
tudn dung thudc lién tuc. / [( ( N
Chi dinh diéu tri ¥ s
Oxedpp duoc chi dinh diéu trj chimg tram cam. Cac triéu chimg tram cém‘duqc c:'éti thién déng ké A
tir tudn th& 2 cua giai doan dau diéu tri. Oxedep ciing duoc chi dinh diéu tri r6i loan am anh A
cudng ché va hdi ching thém in. ﬁﬂ
Liéu lirong va cich dung ey
Liéu lwong: > \'%’ \1D,

20 mg/ngay vao bubi sang. Co6 thé xem xét dé tang heu néu tinh hinh khéng duoc cai thl@ﬂr@@

mot vai tuén, chia hai lan/ngay (sang va chiéu). Liéu t6i da 1a 60 — 80 mg/ngay. Hi¢u qua ch

trAm cam c6 thé chiam lai sau 4 tudn diéu tri hoc dai hon. Sir dung liéu thdp hodc khong thu'én

xuyén ¢ bénh nhéan suy than, suy gan, ngudi gia va bénh nhan mac cac bénh ddng thoi hoac &a?’%’

dung nhleu thuoc khac. Oxedep co thé ding trong mdt vai thang hodc 1au hon dbi véi cac glal”" IN3
doan trdm cam cap tinh ST
Cich ding: Ding theo dudng ubng.

Chéng chi dinh.

Khéng dung Oxedep cho bénh nhan qua mén vai bit ctr thanh phin nao cua thude.

Khong dung Oxedep cho ngudi suy thin ndng ( d6 thanh thai creatinin < 10 ml/ Phut)

Khong ding Oxedep cho ngudi co tién sir dong kinh. )

Nguoi bénh dang dung cac thubc trc ché MAO (dung hai loai thudc nay phai cach nhau it nhét §

tuan)

Nhirng lwu y diic biét va canh bao khi sir dung thudc

Phét ban va phan (g di tmg: Phat ban, phan img phan vé va mot s céc triéu chimg phit trién c6

khi nghiém trong (c6 lién quan t6i da, than, gan hodc ph{:)i) da duoc bao cdo. Cac hién tuong phat

ban hay di (mg ma khéng rd nguyén nhan thi cin ngung dung Fluoxetine.



Sir dung thudc cho phu nir ¢é thai va cho con bi
Vin chua c6 cac nghién ciru thich hop va c6 kiém soat khi ding Oxedep cho phu nir c6 thai vi vy
chi ding thudc khi that can thiét.
Vin chua biét thudc hay céc chit chuyén ho4 ciia né c6 tiét vao sira me, vi vay khong ding thube
cho ba me dang cho con bu.
Tinh an toan va hiéu qua cia Oxedep van chua duge x4c 1ap trén tré nho.
Twong téc véi cdc thude va cac dang bao ché khac
Phai that cén trong khi ddng sir dung ciing véi cac thude tac dung 1én hé than kinh trung uong 1a yéu
cAu bét budc. Thoi gian ban thai khi déng sir dung véi diazepam cé thé kéo dai hon. Dya trén nhing
dix liéu thu nhan duge vé viée két hop sir dung véi thude tre ché MAO va thude chdng tram cam ba
vong, chi nén ding Oxedep it nhét sau 14 ngay ngung sir dung thude trc ché MAO. Tac dung phu c6
thé xay ra do su thay thé Oxedep trong lién két Oxedep - Protein bai thude khéc c6 4i lyc manh hon.
5 bénh nhan nhan duoc Oxedep trong diéu tri két hop vai tryptophan di xay ra tac dung phuy: lo 4u,
bon chdn va rdi loan duong tiéu hoa.
Nhimng tic dung khéng mong muén.
Céac phan ung phy thuong xdy ra khi ding Oxedep: lo au, bdn chdn, mat ngl, budn ngi hay mét
méi, so hii, ¢ md hoi, chéng mat hay choang véang.
Puong tiéu hoa: chan an, bubn ndn, tiéu chay. M6t sb truomg hop con bi phat ban hodc may day.

“Théng bdo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi sic dun thuocg”

St dung qua liéu

Budn nén vanon la phb bién nhat khi xay ra qua liéu Oxedep. Cac tridu chimng khdc cua qua lidu
nhu bdi rdi, mit ngu, himg cam nhe va cdc ddu hiéu khac kich thich hé than kinh trung wong.
Khéng cé thuéc dic tri khi qua lidu Oxedep. Trong truomg hop qua liéu can tao va duy tri bau
khong khi thong thoang cho bénh nhin. Co6 thé dung than hoat keét hop vai sorbitol cé thé hiéu qua
hon rira rudt hoéic tao non. { ((é
Anh hwong téi kha ning lii xe va vian hanh may méc:

Khi dung Oxedep thuong c6 cac phan ung phu nhu mét moi, s¢ hai, chéng mat hay choang véng

Vi vay, bénh nhén sir dung thudc can than trong khi lai xe va vén hanh may moéc.

Dang trinh bay: Hop 03 vi x 10 vién nang va mot t& huéng dan sir dung.
Tiéu chuén: B.P-2012
Han dung: 48 thang ké tir ngay san xuat
Bio quéan: Béo quan dudi 30°C.
Chii y: Khéng dugc ding thuéc qua thoi han ghi trén vi thuée hodc trén hip thuéc.

Trdanh xa tam tay tré em.
Néu can thém thong tin xin hoi y kién bdc sy
Thuoc nay chi dung theo su ké don cua thdy thuoc

San xuét boi: \
(3] rorrent ]
TORRENT PHARMACEUTICAL LTD., P T ﬂ
Village: Bhud & Makhnu Majra, Tehsil: Badd/ -
Dist.: Solan (H.P.), An Pé. '/
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