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Dequalinium chloride 10 mg

Meanufacturar: SORA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1Road - YanMy 0 industrial Jone, Ynmlmhﬂrmm Imﬁm!u\'lﬂnm
Phone: 02717306994/ g comwn

Compﬂﬁ‘lion Eachvaginal tablet contains:
1 hiaride. 10mg

Storage:

Slorein 3 dry place at temperature below 30°C,

Indications, administration, ¢ indications and
furtherinformation: please refer tothe package insert,
Specification: In-house

glght
¥eep outof reachof children.
Read the package ingert carefully before use.
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SOHAMIZIN VAG

Dequalinium chieride 10 mg

B

Thanhphdn: Mdiviennén datam daochda: Dequalinium chlonde..... ... 10mg
Chi dinh, cach ding, ching chi dinh va cac thing tin khdc: xem trong td hudng dén si dyng
thubic kémtheo.

Tiéuchudn: TCCS

Béoquan: Noikho rdo, nhietdd dudi30°C, tranh anhsdng.
Déxatdmtaytréem. LSX/Batch No
Boc ky hudng dan strdyng trudc khiding. NSX/Mfg. Date
SOKfVisaNo.: HD/Exp. Date
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Vaginal tablet

SOHAMIZIN VAG

Degualinium chioride 10 mg

ManuLictures: SOHA VIMEX PHARMACEUTICAL JOINT STOOK COMPANY
N1 Foad - Yen My R industriai Zone, Yen My Town, Yen My Destrict, Hung Yen Provnce, Vietram,
Phone- 027 173063%6/E-mail sohavimeniisoharogroug. com

Compaosition:
Eachvaginal tablet contains: Dequalinium chloride.......... 10 mg

Indications, administration, contraindications and further information: please refer to the
packageinsert.

Specification: In-house

Storage: Storeinadry place at temperature below 30°C, avoiding light.
Keep outofreachofchildren.

Reag the packageinsert carefully before use, Ma vach
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Dequalinium chioride 10 mg

SOHAMIZIN VAG

Thanh phdn: Mdiviénnéndatamdaochia:

Dequalinium chloride, 10mg
Chidinh, cach ding, chbng chi dinh va céc thdng tin khac: xem trong td hudng dén
sitdyng thudc kém theo.

Tiéuchudn: TCCS

Béo quén: Noikhoréo, nhiet do dudi30"C, trénh dnhsang.

Déxatdmtaytréem.

Doc k§ hudng ddn sd dyng trudc khidang.

LsX/BatchNo
NSX/Mig. Date
SK/Visa No.: HD/Exp. Date

DOVA NIZIWVHOS

Vaginal tablet

SOHAMIZIN VAG

Dequalinium chioride 10 mg

N Resae - Yo My B il T, Yiem My Towm, Yen My Disarict, Hung Yen Province, Vietnam.

Comgposition: Each vaginaltablet contains:

Dequalinium chloride 10mg
Indications, administration, contraindications and further information: please
refertothe packageinsert.

Specification:In-house

Storage: Storein adry place at temperature below 30°C, avoiding light.

Keep outofreach of children.

Read the packageinsert carefully before use.

Ma vach
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; Elhzfn,} din sir dung
: SOHAMIZIN VAG

Dé xa tam tay tré em.
& Doc ki hwdng dan sie dung trude khi ding.

_;r;g bido ngay cho bdc sy hojc dwge sy nhitng phan irng cé hai gap phii khi sic dung th uébc.
1. THANH PHAN CONG THUC THUOC

M4i vién nén diit Am dao chira:

Thanh phén hogt chat: Dequalinium chloride 10 mg

Thénh phdn té duoe: Lactose monohydrate (Tablettose 80), Microcrystalline cellulose pH

112, Magnesium stearatc.

2. DANG BAO CHE

Vién nén ddt dm dao.

Mé ta: Vién nén mau Lréng 1 ‘Lrﬁng nga, hinh béu duc, hai mat khum, tron, thanh va canh
vién lanh lan.

3. NHOM DUQC LY

Nhom duge 1§: Thude chdng nhiém khuén va sat khuan dung trong phu khoa
Ma ATC: GOLA CO5

4. CHI PINH

Diéu trj viém 4m dao do vi khuén.

Cin ¢in nhéic dén Huéng din st dung khang sinh — Bo Y ¢ ban hanh.

5. CACH DUNG, LIEU DUNG

Cich dung:

Thude duoge dung theo duong dit am dao.

Li¢u ding:

Dung dit 4m dao 1 vién/ ngay x 6 ngay.

Thube dat 4m dao nén duoge dua siu vao dm dao vao budi tdi trudc khi di ngu. Tt nhat 1a

thuc hién & tu thé ndm ngira voi céng chan hoi gp lai.

Viée diéu tri nén duge tam ding khi dang c6 kinh nguy¢t va sau do tiép tuc tro lai.

Mic dii viée giam tiét dich va viém thuong dién ra trong vong 24 dén 72 gio, nhung van nén
tiép tuc didu trj ngay ca khi khong con tri¢u chimg tiét dich (ngia, tiét dich, mui kho chiu)

nita. Didu tri dudi 6 ngiy co thé din dén tai phat.
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SOl IAMIZIN VAG chira té duge khong hoa tan hoan toan, phan thude con lai thinh thoang

LI\\
,/ Q d 41311; Qay trong quén 16t. Diéu nay khoéng anh hudng dén hiéu qua diéu tri cua

fS@IT:f\M\?IN VAG.
| F s1h
[ oiRaL ién g.;;p, jkhl dm dao rat khd, co thé vién dit am dao khéng hoa tan va bi am dao xuét trg

\_ N\ L{ta m,ﬂyen cavién. Két qua 14 viée diéu tri khong dat t6i wu. Dé d¢ phong truomg hop nay, co

1hc:l-mn am vién thube dit am dao bing mot it nude trude khi dua vao &m dao rit kho.

Bcnh nhan nén sir dung khin v¢ sinh hodc bang 16t. Khong co sy thay ddi v& mau sic cua

quén lot.

Phy nit trén 35 1u6i v nguoi cao tuéi: Chua cd du di lidu vé tinh an toan va hiéu qua cua

dequalinium chloride ¢ phy nir trén 55 tudi.

Tre em: Chua co du dir licu vé tinh an toan va hiéu qua cua dequalinium chloride ¢ tré¢ em

dudi 18 tudi.

6. CHONG CHI PINH

e Bénh nhin qua min véi Dequalinium chloride hodce bét cir thanh phin nao ctia thude.

e Loét bidu md am dao va timg phin am dao.

¢ (Cic bé gai chua c6 kinh nguy¢t lin diu va chua dat duogc su truong thanh vé mit sinh duc
khong duge sir dung SOHAMIZIN VAG.

7. CANH BAO VA THAN TRONG KHI DUNG THUOC

DéE gidm thiéu vige tré so sinh tiép xtic v&i dequalinium chloride, khong nén su dung vién dét

am dao trong vong 12 gi¢ trudc khi sinh.

Khéng co6 dir li¢u vé tinh an toan va hi¢u qua trong vigc didu tri lai cho nhirng bénh nhén

khong dap umg hodc tdi phat ngay sau didu trj ban ddu bang SOHAMIZIN VAG. Bénh nhan

cin tham khéo ¥ kién béc si néu céc triéu chimg vén con khi két thie qua trinh diéu tri hodc

trong trudng hop tai phat.

Sir dung liéu dung hang ngay cao hon hodc ting thoi gian diéu tri so voi khuyén cdo c6 thé

lam ting nguy co loét dm dao.

Khéng co dir li¢u v& tinh an todn va hiéu qua trong viéc diéu tri viém Am dao do vi khuin o
phu nir duoi 18 tudi hodc trén 55 tuoi.

8. SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir c6 thai

Dir liéu tir 4 nghién ciru lam séng trén 181 bénh nhan mang thai khong cho thay tac dung bit
loi nao d6i voi thai ky hodc thai nhi/ tré so sinh.

Chua ¢6 nghién ciru nao vé doc tinh sinh san dugc tién hanh trén dong vat vi dy kién muc dé
phoi nhiém toan than voi dequalinium chloride thip sau khi dung dudng dm dao.

Chi sir dung SOHAMIZIN VAG trong thoi ky mang thai néu thuc sy can thiét.
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Phu nfr cho con bu

fie) Loan than cta phu nit cho con bl véi SOHAMIZIN VAG la khong dang ké. Do
/ 7 &SJ @tho\ﬁ;: cﬁ ac dung c6 hai nao dugc du doan déi voi tré so sinh/tré nho bu sira me.

(( o\ UL!:OH}‘\MI.-‘;LN' VAG c6 thé duge sir dung trong thoi ky cho con bl néu céin thiét.

“'..“- \ nH ‘\ 'l “”1
\' \ Bc glam fiué'{l viéc tre so sinh Llcp xuc v6i dequalinium chloride, khong nén sir dung vién dat

Ay
.r

am ETao,n'ong vong 12 gio trude khi sinh.

Kha ning sinh san

Chua ¢ nghién ctru ndo vé tac dong dén kha ning sinh san dugce tién hanh trén dong vat.

9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 nghién ciru ndo vé anh huéng cta thude 16i kha nang l4i xe va sir dung mdy moc.
10. TUONG TAC, TUONG KY CUA THUOC

10.1. Twong tic thude

Chura co tuong tac nao duge ghi nhén.

10.2. Tuwong ky, cua thudc

Cic chit anion nhu xa phong, chét téy rira va chit hoat dong bé mat ¢o thé lam giam hoat
dong khang khuan cta dequalinium chloride. Do do6, khong nén sur dung ddng thoi xa phong,
thude diét tinh tring hodc thut rira am dao (rira am dao).

Vién diit am dao SOITAMIZIN VAG khéng lam giam chirc ning cua bao cao su latex. Khong
co dir lidu vé twong téc véi bao cao su khong phai latex va cac dung cu &m dao khac nhu

mang ngin. Do do, khong nén sir dung ddng thoi bao cao su khong phai latex va cac dung cu

am dao khac trong it nhat 12 gi¢ sau khi diéu tri.
11. TAC DUNG KHONG MONG MUON CUA THUOC

Tom (il cac phan ng co hai

Tén suét cia cdc phan img c6 hai duge phén loai nhu sau: rat thuong gip (= 1/10), thudng
gip (= 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gip (= 1/10.000 dén < 1/1.000),
rit hiém gip (ADR < 1/10000), chua biét (khong thé uéc tinh tir dit lidu sin co).

Trong céac thir nghi¢m |dm sang, cac tac dung khong mong mudn sau day c6 thé hodc c6 kha

nang lién quan dén dequalinium chloride da dugc bao cdo.

[ H" I : )
. ¢ thong lop ¢ ; :
: % PES Thuong gip It gap Chura biét
quan rdi loan

Viém am dao do vi
Bénh nam am dao khudn, nhiém tring | Viém bang quang

da do nam, viém am

Nhiém tring va

nhiém khuin
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Thuwong gap

it gip

Chura biét

l cd THP" | hg, vicm am ho - am
\ DUCC PHAM / |
E\ “eann vin ) ’y dao
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N\ Pau dau
Rm loan ti€u hoa Budn noén

R6i loan hé théng

sinh san va vi

Khi hu 4m dao, ngira
am ho va am dao,
cam gidc nong rat ¢

am hd va am dao

Xudt huyét am dao,

dau am dao

Loct va hoal blcu
mod am dao, chay
mau tr cung, do, kho

am dao

' RO loan toan than va

tai chd dung thudc

L

Phéan g di Gng voi
cac triéu chung nhu
néi may day, ban do,
phat ban, sung hodc

ngua

St

Bio cio cac 1ac dung khéng mong m mudn
Viée bao cdo céc tac dung khong mong muédn sau khi thude duge phé duyét la rit quan
trong. Diéu ndy cho phép tiép tuc theo ddi danh gia loi ich/rti ro cua thubc. Cac chuyén gia

chim soc sirc khoe duge yéu céu bao cdo bit ky tic dung khong mong mubn nao 16i:

Trung tdm DI & ADR Qudc gia, 13 - 15 L¢é Thanh Tong - Hoan Kiém - 1a Noi.

Website: http:/canhgiacduoc.org.vn/
12. QUA LIEU VA CACH XU TRI
Chua c6 trudmg hop qua lidu nao duoc béo cao. Khong co dir licu vé str dung thube qua lidu,

khong dung qua lidu chi dinh cua thude. Tuy nhién, sir dung lidu cao hon hang ngay co thé

dén loét am dao. Trong trudng hop qua lidu c6 tac dung bat lgi, co thé tién hanh ria 4m

dan

dao.
Tich cyc theo ddi dé c6 bién phap xur tri kip thoi.
13. QUY CACH DONG GOI
Hop 1 vix 6 vién (Vi Alu— PVC)
1op 2 vi x 6 vién (Vi Alu—PVC)
Hop 5 vi x 6 vién (Vi Alu — PVQC)
14. PIEU KIEN BAO QUAN HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu kién bao quan: Noi kho rao, nhiét dé dudi 30°C, tranh anh sang.
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di 24 thang ké tir an xual.
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