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nrhanh phén: M3i vién nén chira: Tiéu chuan chat lwgng: TCCS

o ‘mmuahmum chloride ....10mg Quy cach dong goi: Hop 1 vi x 5 vién nén dat am dao
vira di Xuat xir: Viét Nam
Yieu kign bao quan: Noi khé mat, trénh anh séng Sén xuéit tai:
é)u iét do khéng qua 30°C. CONG TY CO PHAN LIEN DOANH DUIFQ'C PHAM
4 #hi djnh, chong chi dinh, cich diing va cac ELOGE FRANGE VIET NAM
"‘6“9:“ "g“ Xem trang 1 hiréng dan sir dung $6 04, drong T M3, Khu phat trién — Khu Céng nghiép Qué Vs,
thubc kém theo phurirng Phurong Ligu, thi x& Qué V&, tinh Bac Ninh.

/ B thuéc bén theo don

nig

Brutosix .......

Dequalinium chioride 10mg

Hép 1 vi x 5 Vién nén dat am dao

n
asp jeujbep MXTSO

DE XA TAM TAY TRE EM

& DOC KY HUONG DAN SUF DUNG TRUOC KHI DUNG
Each tablet contains Specification: In house
Packing: Box of 1 blister x 5 vaginal tablets

.q.5 Origin: Vietnam
Storage: Store in a dry place, prulect frorn Ilghl, )
at tamperature below 000 Manumg&;eg?;m& VIETNAM
Indics ir‘ﬂ s, \;:ntra:; I;se' fu; e :1"‘9" PHARMACEUTICAL JOINT STOCK COMPANY
ettt mo:g:'_' th‘:: aflet, sy No. 04, Tu Mo street, Que Vo industrial- development zane,

o Phueng Lieu ward, Que Vo town, Bac Ninh province.

.ﬂ Prescription Drug

Brutosix ........

Dequalinium chloride 10mg

Box of 1 blister x 5 Vaginal tablets

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Barcode

5616 SX/Batch No.;
NSX/Mfg.date:
HD/Exp.date:
SBK/Reg.No.:
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_' 3 = D Thanh phin: M3i vién nén chira: Tiéu chudn chit lvgng: TCCS
* DUU DHI\M il 5OC E + Dequalinium chioride ..., 10mg Quy céich déng géi: HOp 2 vi x 5 vién nén dat am dao
fradugc............... . vira du Xuat x: Viét Nam
C T V|L. i NAM ( /Didu kign baa quan Ncrl kho maL u'anh anh sang San xult
higt 86 khong qua 300C. tai:
/ " CONG TY CO PHAN LIEN DOANH DUQ'C PHAM
s?- Chi dinh, chéng chi djnh, cich ding va cac ELOGE FRANCE VIET NAM
N thong tin khéc: Xem trong t& hwrdng dén sir dyng
-T' P th Kt sb 04, dudng Ta M@, Khu phat trién — Khu Céng nghiép Qué Vo,
=¥ udc iém theo. phurérng Phurong Liéu, thi x3 Qué V4, tinh Béc Ninh,
B Thuée ban theo don
ﬁ =
: O ‘ it Vaginal Use
5 ini n
i m equalinium chioride 10mg
- T =,
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Q Hép 2 vi x 5 Vién nén dit 4m dao
s
=
@
DE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
Each tablet contains: Specification: In house
Dequalinium chloride Packing: Box of 2 blisters x 5 vaginal tablets
Excipients.... Origin: Vietnam
Storage: Slnre ina dry place pmlecl from IlghL Manufactured by:
at temperature below 300C
Indications, contraindications, dosage and ELOGE F| ICE VIETNAM
i T 2 PHARMACEUTICAL JOINT STOCK COMPANY
other ir Please ly read the 04 T, i
instructions in the leafiet, No. 04, u Mo street, Que Vo in ustrial- development zane,
. Phuong Lieu ward, Que Vo town, Bac Ninh province.

‘} Prescription Drug

B ]
ru tOS’x Vaginal Use
Dequalinium chloride 10mg
] |
Box of 2 blisters x 5 Vaginal tablets

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Barcode

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

NSX/Mfg.date:
HD/Exp.date:
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“pThanh phan: M3 vién nén chira:
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Tiéu chudn chat lwgng: TCCS

Dequalinium chloride .............c..cccovueeeeuneee.. 10mg Quy cach déng géi: Hop 1 vi x 10 vién nén dat am dao
*T dugc. vira di Xuat xir: Viét Nam
t>; Diéu kign bao quan: Noi khd mat, trénh 4nh sang < ;
D kign b i : San xuét tai:
(I /o khong qué 300C. ; CONG TY CO PHAN LIEN DOANH DIFO'C PHAM
N Chi djnh, chong chi dinh, céch diing va cac ELOGE FRANCE VIET NAM

# théng tin khac: Xem trong t& hurdng dan sir dung s o p ) -

S6 04, duirng T4 M&, Khu phat trién — Khu Céng nghigp Qué Vo,

thudc kem theo. phuirng Phurong LiBu, thi xa Qué V5, tinh Bic Ninh,

B Thude ban theo don

B ]
rutosix ..,
1O Vaginal Use
= g m Dequalinium chioride 10mg
=
- Hép 1 vi x 10 Vién nén dit 4m dao
i
&
- _ BEXATAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUOGC KHI DUNG
Each tablet contains: Specification: In house
Degualinium chioride ...........cc.cccooeuenee... 10mg Packing: Box of 1 blister x 10 vaginal tablets
Excipients JRUSSRRO s - X Origin: Vietnam
Storage: Store in a dry place, protect from light, .
at temperature below 30°C Manufagfgcgéi);MCE VIETNAM
Indicati o d afid
P o PHARMACEUTICAL JOINT STOCK COMPANY
Ptr:er;fo:ir;a&or:. Pfliazlase carefully read the No. 04, Tu Mo street, Que Vo industrial- development zane,
e S leael. Phuong Lieu ward, Que Vo town, Bac Ninh province.

ﬂ Prescription Drug

B ]
ru tOS’X Vaginal Use
Dequalinium chioride 10mg
Box of 1 blister x 10 Vaginal tablets

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Barcode

S6 16 SX/Batch No.:

NSX/Mfg.date:
HD/Exp.date:
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Thanh phan: Méi vién nén chira:
Dequalinium chloride ....

Piéu kién bao quan: Noi khd maL h‘anh anh sang
nhiét d6 khéng qua 30°C.

Chi dinh, chéng chi djnh, cich ding va cac
thong tin khéac: Xem trong t& huwéng dan sir dung
thuéc kém theo.

Tiéu chudn chét lrgng: TCCS
Quy cach déng goéi: Hop 2 vi x 10 vién nén dat am dao
Xuat xir: Viét Nam

San xuét tai:
CONG TY CO PHAN LIEN DOANH DUQC PHAM
ELOGE FRANCE VIET NAM
56 04, dwrong T M, Khu phat trién — Khu Caéng nghiép Qué V3,
phuding Phuong Liéu, thi xa Qué Va, tinh Béc Ninh.

B thuéc ban theo don
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Brutosix ........

ualinium chioride 10mg

N

Hép 2 vi x 10 Vién nén dit 4m dao

DE XA TAM TAY TRE EM

H0C KY HUONG DAN SU DUNG TRUOC KHI DUNG

Each tablet contains:

Dequalinium chloride ............c.ccooeviinnns 10mg
EXeIpIentS o s e S q.s.
Storage: Store in a dry place, protect from light,
at temperature below 30°C

Indications, contraindications, dosage and
other information: Please carefully read the
instructions in the leaflet.

Specification: In house
Packing: Box of 2 blisters x 10 vaginal tablets
Origin: Vietnam

Manufactured by:
ELOGE FRANCE VIETNAM
PHARMACEUTICAL JOINT STOCK COMPANY

No. 04, Tu Mo street, Que Vo industrial- development zone,

Phuong Lieu ward, Que Vo town, Bac Ninh province.

R' Prescription Drug

Brutosix ........

equalinium chloride 10mg

- N

Box of 2 blisters x 10 Vaginal tablets

KEEP OUT OF REACH OF CHILDREN

READ THE LEAFLET CAREFULLY BEFORE USE

S6 16 SX/Batch No.:
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rﬁ,/ e (‘lN(; TV \\’: "\ BRUTOSIX

ol oo p“:\l‘l Dequahnlum chloride 10mg

|‘ ‘UﬂOu PH ”'* alliy Ei * ;E)e xa tam tay tré em

¥ \CT \,'19—90(\.1 ﬁuana din si dung triwoc khi ding
O?C}T—Fm <0 f/

1. THANH PHAN CONG THUC THUOC

MOi vién nén chira:

Thanh phan dwoc chit:

Dequalinium chloride ............. 10mg.
Thanh phan td duoc:
Avicel 101 (Microcrystalline cellulose), Sodium starch glycolat, Lactose monohydrat, PVP K30,

Avicel 102 (Microcrystalline cellulose), Magnesi stearat.

2. DANG BAO CHE

Vién nén dit am dao.

M3 ta: Vién nén dai mau tring dén tring nga. Mot mat c6 khic chir “ELOGE”, mot mit c6 ky hiéu
o,

3. CHI PINH

Diéu tri viém am dao do nhiém khuén.

Céc huéng dan duoe chap nhin chung vé str dung hop 1y khang sinh phai dugc xem xét.

4. LIEU DUNG, CACH DUNG

Mot vién dat am dao/ ngay, diéu tri trong 6 ngay.

Vién dat 4m dao nén duoc dua siu vao dm dao vao budi tdi trude khi di ngt. TSt nhét 1a thue hién &
tu thé nam v&i cang chan hoi gap lai.

Viéce diéu tri nén nglng khi dang c¢6 kinh nguyét va sau dé tiép tuc tro lai.

Nén diéu tri lién tuc trong 24 git dén 72 gio, ngay ca khi khong con céc tridu chimg khé chiu chu
quan nira (ngira, tiét dich, mui kho chiu). Diéu tri dudi 6 ngay c6 thé dan dén tai phat.

BRUTOSIX chtra céc ta dugce khong hoa tan hoan toan, do do, phén khong tan cua vién nén doi khi
c6 thé dugc tim thay trong quéan 16t. Diéu nay khong lién quan dén hiéu qua diéu tri.

Trong mot sb truomg hop hiém hoi, néu am dao rat khé, c6 thé vién dat &m dao khong tan va duoc
dao thai ra ngoai hoan toan dudi dang vién nguyén ven. Trong nhing trudng hop nhu viy, viée diéu
tri khong phai 1a téi wu. Dé tranh diéu nay, c¢6 thé lam am vién dat 4m dao bing mot giot nude trude
khi dua vao dm dao.

Khuyén cdo cho bénh nhan st dung miéng 16t hodc 16t dng quén.

Khéng c6 sy d6i mau cua quén o 16t.

Phu nii trén 55 tuéi tré lén.

Khéng ¢6 dir liéu vé hiéu qua va d¢ an toan cua viée su dung dequalinium chloride ¢ phu nit trén 53
tuoi.

Tré em va thanh nién

Khéng c¢6 dit liéu vé hiéu qua va do an toan cua viée st dung dequalinium chloride cho tré em va

thanh thiéu nién dudi 18 tudi.

MSoS

s
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Dudng dung

Thube ding duong dat am dao

5. CHONG CHI PINH

- Qua méin cam v&i hoat chat hodc véi bét ky thanh phan nao cua thude.

- Loét biéu md 4m dao va timg phén 4m dao.

- Nhitng thiéu nir chua dat duoc sy truéng thanh vé sinh due khong nén ding Dequalinium chloride.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Pé giam tac hai cia thude trén tré mdi sinh, nén ngimg st dung thude it nhét 12 tiéng trude khi sinh.
- Khéng co dir liéu vé hiéu qua va an toan khi bit dau didu tri lai ¢ nhirng bénh nhén dap tmg vdi diéu
tri ban dau nhung khong dap g vaéi nhitng lan diéu tri tiép theo. Bénh nhan nén tham khao y kién
béc sinéu cac triéu chimng xuét hién sau khi két thic dot diéu tri.

- Duing liéu cao hon hoic str dung trong thai gian dai hon thoi gian chi dinh c6 thé lam tang nguy co

loét 4m dao. 20
- Khoéng co6 du liéu vé hiéu qua va an toan ¢ phu nir dudi 18 tudi va trén 55 tudi khi dung thude. / ’.Cf
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU c

udce

Phu nit ¢é thai -
Dir liéu han ché khéng chi ra bat ky anh hudng nao ¢ qua trinh mang thai va trén thai nhi/tré so sinh. &
BRUTOSIX phoi nhiém véi toan than thép. Tuy nhién, chi nén st dung BRUTOSIX trong thoi ky Sy

mang thai néu thit su can thiét. D¢ giam tac hai ctia thude trén tré méi sinh, nén ngimg st dung thude

N

it nhit 12 tiéng trudc khi sinh.

Phu nir cho con bu

Phoi nhiém toan than ¢ phu nit dang cho con b véi dequalinium chloride la khéng dang ké. Do do.
khong cé tic dung khéng mong mudn & tré so sinh bu me dang diéu tri bang BRUTOSIX.
BRUTOSIX chi nén duge sir dung & thoi ky cho con bi néu cén thiét.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Anh huong cua thude déi véi kha niing l4i xe va str dung mdy méc van chua duge nghién ciru.

9. TUONG TAC, TUONG KY CUA THUOC

Céc chat anion nhu xa phong, chat tiy rira, chét dién hoat, chét diét tinh trung hoac dung dich vé sinh
am dao c6 thé lam giam hoat tinh khang khuén cua Dequalinium chlorid, do d6 khéng sir dung dong
tho.

BRUTOSIX khéng anh huang dén chire nang ctia bao cao su latex. Tuy nhién, khéng ¢ dir liéu vé
twong tdc gilra bao cao su khéng chia latex, cac san pham dat &m dao khac nhu mang ngin 4m dao
vo1 dequalinium chloride. Vi vay, khong nén sir dung bao cao su khong chira latex va mang ngin 4m
dao trong vong it nhat 12 gio sau khi ding thude.

Do khéng ¢é céc nghién ciru vé tinh tuong ky cta thude, khéng tron 1an thude ndy véi cac thude khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC

Tan s6 tac dung khéng mong muédn duge sap xép theo quy wée sau: Thuong gip (>1/100 dén
<1/10); It gap (=1/1.000 dén <1/100); Hiém gap (21/10.000 dén <1/1.000); Rat hiém gip
(<1/10.000); Khéng o (khong thé ude tinh tir dit liéu hién cd).
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Bang 1: Tac dung khong mong muon dua trén dir liéu tir cdc nghién ciu lAm sang va Kinh

nghiém sau khi thude lvu hanh trén thi truong

: Hiém | Rét hiém
Hé co quan | Thuong gip It gidp . 5 Khéng rd
£4p gap
Nhiém khudn | Nam am dao | Viém  4m Viém bang quang
va ky sinh | Candida dao do wi
ring khuén
Nim da
Viém am ho
Réi loan than Pau dau
kinh
Réi loan tiéu Buon non
hoa -
Réi logn hé | Am dao tiét | Chay méu Loét biéu mé am dao 1020
théng sinh san | dich am dao Biéu mé am dao udt NG
va tuyén vii Ngtra dm hd Dau am dao Chay mau tr cung PH
Pau rat am ho Ban do H"\f 4

Khé am dao YIET
Cic réi loan Phan tng di ung voi cac m
chung triéu ching nhu may

day, phat ban, sung,

ngtra

Sot

Huéng din cach xir tri ADR

Théng bio ngay cho bac sy hoic dugc sy nhitng phan mg ¢6 hai gap phai khi s dung thude hodc
béo céo cac phan tng c6 hai ciia thude vé Trung tim Théng tin thude va Theo doi phan tng c6 hai
cta thudc.

11. QUA LIEU VA CACH XU TRi

Chua ¢ trudong hop qua liéu nao dugc béo cao. Tuy nhién, dung liéu cao hon khuyén céo hang ngay
¢6 thé tang nguy co viém loét am dao. Trong trudng hop qué liéu, can tién hanh rira Am dao dé loai
b6 phén thube con lai.

12. PAC TINH DUQC LUC HQC

Nhém duge 1y: Thude khang ndm va sét tring phu khoa, dan xuét quinoline.

Mia ATC: GO1ACO05

Co ché tac dung:

Dequalinium chloride - mét hop chit amonium bac bén ¢6 phé khang vi sinh vét rong chéng lai cac
vi khuan Gram duon g va Gram am khéc nhau, nim va dong vat don bao (Trichomonas vaginalis).
Ciing nhu déi véi cac hop chit khac c6 tac dong trén bé mit, co ché tac dung chu yéu cua dequalinium
chloride Ia Iam tang tinh thdm qua té bao va sau d6 lam mat hoat tinh cua enzyme, gy chét té bao.

Co ché khéang thudc:
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Chura ghi nhan su dé khang ctia céc vi sinh vat ddi véi dequalinium chloride.

Diém gy (breakpoint):

Chua xéc dinh duge diém gy cua bat ky chung vi sinh vit nao véi dequalinium chloride va méi quan
hé gitra ndng d6 trc ché téi thiéu (MIC) va hiéu qua 14m sang.

Ty 1¢ khang thude ddi véi cac loai dugc chon co thé thay dbi tiy theo ving dia ly va thdi gian, nén
cac thong tin vé khéng thube & dia phuong luon cin thiét, dac biét khi diéu tri nhidm khuan nang. Khi
thiy viéc st dung 1 khang sinh trén it nhat 14 1 vai loai nhim khuén khong hiéu qua thi chuyén gia

tir vin nén khao sdt cdc théng tin vé ty 1é khang thude tai dia phuong.

Cac ching nhay cam thudong gip

Vi khuan gram duong hiéu khi Enterococcus faecalis

Lactobacillus spp.

Staphylococcus aureus

Streptococcus agalactiae (nhom streptococei B)

Streptococcus pyvogenes (nhom streptococei A)

Vi khuan gram am hiéu khi Enterobacter spp.
Escherichia coli
Klebsiella spp.
Pseudomonas spp.

Serratia spp.

Vi khuén ky khi Atopobium vaginae
Bacteroides spp.
Fusobacteria
Gardnerella vaginalis
Prevotella spp.
Peptostreptococci

Poryphyromonas spp.

Cic chiing c6 kha ning khang thude

Vi khuan gram am Proteus sp.

Chlamydia trachomatis

Cac vi sinh vét khéac Trichomonas vaginalis

13. PAC TINH DUQC PONG HQC

Sau khi hoa tan vién nén dat 4m dao dequalinium chloride 10 mg trong khoang 2,5 dén 5 ml dich 4m
dao, néng do dequalinium chloride trong dich am dao 1a 2000 — 4000 mg/L.

Céc dir liéu tién 1dm sang ghi nhan & tho cho thiy dequalinium chloride chi duoc hip thu véi mét
lwong rat nho sau khi dimg duong am dao. Vi su hip thu khong dang ké qua duong 4m dao, khong
¢6 dir liéu vé duoc dong hoc ¢ ngudi dbi voi dequalinium chloride.

14. QUY CACH DONG GOI

Hop 1 vi x 5 vién nén, kém to hudng dan sir dung.
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Hop 1 vi x 10 vién nén, kém t& hudng dan sir dung.

Hép 2 vi x 5 vién nén, kém to hudng dan sir dung.

Hop 2 vi x 10 vién nén, kém t& hudéng dan sir dung.

15. PIEU KIEN BAO QUAN:

Bao quan trong bao bi kin, noi khé rdo, tranh anh sang, ¢ nhiét d¢ dudi 30°C.

16. HAN DUNG:

36 thang ké tir ngay san xuit.

17. TIEU CHUAN CHAT LUQNG:

TCCS

18. TEN, BIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN LIEN DOANH DUQC PHAM ELOGE FRANCE VIET NAM
S6 04, dudng Ta M, Khu phat trién — Khu Cong Nghiép Qué V&, Phuong Phuong Lidu, Thi Xa Qué
V&, Tinh Bic Ninh



