NOI DUNG NHAN PHU TIENG VIET

Tén san pham: Vién dat am dao

7Chﬁng loai/ma san phdm: CUREVAG-T

Quy cach dong goi: Hop 7 Vién Nang Mém Gelatin d&t am dao

Chi dinh, chong chi dinh, lidu dung, cach dung va ihém trong va cac thong tin
khéc: xem to hudng dan st dung kém theo trong hop.

S4 16, NSX, HSD: Xem trén vo hdp

Xuat xt: An Do

S cong bd: ..ot / PCBB-HCM

%Céng ty co hitu san phan san xuat:

RENOWN PHARMACEUTICALS PVT.LTD.,

Survey No.-143/A & B, Village — Ranu, Tal —Padra, City —Ranu, Dist. —
Vadodara, Gujarat State, An Do

Cong ty so hitu Gidy phép tai Viét Nam:
CONG TY TNHIH THUONG MAI DUGC PHAM HOANG TRAN
106-108 Pudmg 100 Binh Théi, Phudng 14, Quan 11, TP. Ho Chi Minh

Thanh pho Ho Chi Minh, ngay 19/11/2022
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CUREVAG-T

Clindamycin,Clotrimazole & Tinidazole
Saoft Gelatin Vaginal Capsulss

Size: 160 (L) x 85(W) x 85(H) mm
Bottom Lock

10%1 %7 Soft Gelalin Vaginal Capsulss

Al

Each Soff Gelatin Vaginal Capsule Containg

Clindamycin Phosghale BP

Equiivabont (0 Clindamytin 100 mg
Clotrimazole BP 00my
Tinidazale 6P 100 mg
Exipients LER
Aporoved Colours wsed in Capsule Shall,

Dosage & One capsuie should ba d in the

wagina for 7 consecutive nights preferably befars retiring to bed.
Treatment should be finlshed befors the onsel of manstruation,
Please itad insen belors use.

Storage: Slore below 30" C in a cool & dry place.
Protect from direct light, heat & moisture.
Keep out of reach of children.

NOT FOR ORAL USE
Warning: ¥ rrifadion resists or increased, discontinee e use and
consult the physician

facturer

Renown Pharmaceuticals Pyt. Lid.

Marketed By

Remergia Pharma
Product name CUREVAG-T
Paper GSM 330 GSM
_ Paper Type ITC Cyber XL
Fabrication UV -Drip off
Colours CEMEBYDOKE

?
CUREVAG-T

Clindamycin,Clotrimazole & Tinidazole
Soft Gelatin Vaginal Capsules

10x 157 Soft Gelatin Vaginal Capsues

g, Lis. o, : Gi2671387
Baich e -
Mg Date -
Exp. Date -

El%‘?

MR GNP IS0 13838 = 2000
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Clindamycin,Clotrimazole & Tinidazole
Soft Gelatin Vaginal Capsules

EVAG-T

7 Sof Getatin Vaginal Capsules

>

CUREVAG-T

Each Soft Gelatin Vaginal Capsule Conalns: Mtg. Lic. Mo, : G/28/1387
Clindamycin Phosphale BP Batch No.

Equivalent to Clindamycin 100 mg Mig. Date  :
Ciotimazote BP 100 mg Exp, Date

Tinidazole BF 100 mg

Excipients 5.

Approved Cofoues used In Capsule Shell,

Dosage & Administralion:

One eapsule should be inserted in the vagina
for 7 consecutive nights praterably before: retiring

=
10 ped. Treawment should be finished before the onset E E

aof menstruation,

Pieasa read insert hefore use. E
Slorage: E -

Store below 307 G in a cool & dry place. -

Protect from direct light, heat & moisture. (0) E806047363004

OVAIUND

| . Keep out of reach of children.

q Manutactured by ;
| IUNLT FOR VAGINAL INSERTION W §
NOT FOR ORAL USE. - g
RENOWN PHARMACEUTICALS PVT. LTD. =
Warning: If initation rosists or incragsed, Sumvey No. 143ARE, Villsge-Ranu, Taluka-Padre §
1 Distric - Vadodara 381445, (Gujorat) I, =
discontinug e use and consUl the physician, =
\ (WHO - GAIF (IS0 13488 : 2016) S

CUREVAG-T |

Size: 80 (L) x 15(W) x 80(H) mm

Manufacturer Renown Pharmaceuticals Pvt. Ltd.
Marketed By Remergia Pharma

Product name CUREVAG-C

Paper GSM 300 GSM

Paper Type ITC Cyber XL

Fabrication UV -Drip off

Colours CEMEBEYLOK N
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2.5 mm

2.5 mm

CUREVAG-T

Each Soft Gelatin Vaginal Capsule Contains
Clindamycin Phosphate BP

Excipients

Equivalent to Clindamycin 100 mg
Clotrimazole BP 100 mg
Tinidazole BP 100 mg

0.5

Approved Colours used in Capsule Shell,
Dosage & Administration:

One capsule should be inserted in the
vagina for 7 consecutive nights preferably
before retiring to bed. Treatment should be
finished befare the onset of menstruation.
Please read insert before use.

ONLY FOR VAGINAL INSERTION,| Matutactered by : ‘ 43 ‘
HOT FOR DRAL USE.

AW N GOCBLZAAPIDFO0  RENOWM PHARMACEUTICALS FYVT. LTD.

g Surwy P 1ASAED_ Ul ageeRiaig, Taka-Para
“u‘m'm . G.I'HF‘IW Qisiact - ‘Wasndan 391455, {Ga bnl} Inda

(W - GMP) (IS0 134835 ; 2016}

CUREVAG-T

ach Soft Gelalin Vaginal Capsule Contains
damycin Phosphate BP
ant to Clindamycin

1G-T  CUREVAC-T CUREVAG-T CUREY

.

Strip size: /5 x /5 mm

FOIL 80 MM



CUREVAG-T

Clindamycin, Clotrimazole & Tinidazole
Vién nang mém Gelatin dit Am dao

Moi vién nang mém dat 4m dao Gelatin chira:
Clindamycin Phosphat BP

Tuong duong Clindamycin 100mg

Clotrimazole BP 100mg

Tinidazole BP 100mg

Ta duoe vira du

Mau sic duoc phé chuin ding cho vo vién nang

CHI PINH o=
,\*/ C Orl
< / TRACH NH

Vaginal Clindamy cin, Clotrimazole va Tinidazole dugc st dung dé didu tri viém 4m dao do

vi khudn (mt bénh nhiém tring do su phat trién qua muc cua vi khuén c6 hai trong 4m dao) : THUONG M!
Clindamycin ndm trong nhom thude dwgc goi 1a thude khang sinh lincosamid. Co ché hoaﬁ o HOAN
déng cua thude nay la lam chdm hodc ngling su phat trién cta vi khuén, Tinidazole 1a motk
loai thudce khang sinh hoidc khang nguyén co kha nidng tiéu diét trung amip va ky sinh trung \ffj.[
Clotrimazole 1a mot loai thuoc tri ndm va ngan chdn su phat trién cta nam bang cach gay ra n
tén thuong va ro ri cho mang té bao nam.

Cach st dung vién nang mém am dao

St dyng san pham nay tudn thu theo huong dan hodc theo chi dinh cua bac si hodc dugc si.
Xin tu vAn cta bac si néu ban chua chic chén vé cach str dung.

Liéu khuyén cao la: dit mot Vleﬂ nang mém duy nhét vao siu trong 4m dao vao budi t6i.
Khéng nén dung vién nang mém cho 4m dao trong thdi ky kinh nguyét. Viée diéu tri nén két
thiic trude khi bét dau ky kinh. Néu ban tinh ctia ban ¢6 céc tri¢u chirng nhiém nim, ca hai
ngudi nén duge diéu tri dong thoi.

Hwéng dan siv dung
Vién nang mém nén dugc dwa vao am dao cang sdu cang tot khi di ngti bang dung cu dugce
cung cap.

1. Kéo pit-tong ctia dung cu ra ngodi cho dén khi n6 dimg lai. Dt vién nang mém vao dung
cu.

2. Dit vién nang mém mét cach chéc chdn cao vi tri gid kep cua dung cu bang cich vin nhe
nhang.

3. Dua dung cu da nap vién nang vao siu trong 4m dao. Nén nim ngira, co hai chan 1én dé dat
duoe két qua tdt nhét. Day pit-tong vao bén trong dung cu. Thao dung cu bing cach day pit
tong vao.

Pua vién nang mém vao dm dao ma khong dung dung cu néu ban dang mang thai. Dua
vién nang mém vao Am dao bing ngdn tay cua ban.



4. Thoi gian didu tri bang vién nang mém v&i mot lidu didu tri duy nhat. Lién hé v4i bac si
néu cac tricu chimg khong duge cai thién dang ké sau 7 ngay ke tir khi bat dau didu trj dé xac
nhan nguytn nhan viém nhiém. Néu céc triéu ching (ro nén toi t& hon, hiy lién hé véi bac si.
Néu c6 bt ky thic méc gi lién quan dén viéc sit dung thude nay, hay lién bac si hodc duge si
ctia ban dé dugce giai dap.

THAN TRONG KHI DUNG
Trude khi st dung clindamycin am dao,

* Bdo v&i béc s va duoc st néu ban bi di ing véi clindamycin, lincomycin (Lincocin) hodc
bat ky loai thudc nao khac

* Hay cho bac si va dwoc sT ctia ban biét nhitng loai thude ké don va khéng ké don, vitamin,
chét b sung dinh dudng va cac san pham thao duge ma ban dang dung hodc du dinh dung.
hdy chic chin dc cép dén erythromycin (EES E- -Mycin, Erythrocin, nhimg loai khac). Bac s
ciia ban c6 thé cin phai thay dbi lidu luong thude ciia ban hoic theo ddi ban can thin vé cac
tac dung phu.

Héy bao cho bac si biét néu ban dang hoic da tung méc bénh viém rudt (IBD: tinh trang niém
mac cla tit ca hodc mét phdn rudt bi sung tay, kich g hodc 1& loét) hodc tiéu chay nang do
dung thude khang sinh. Bac si co thé yéu cdu ban ngimg st dung clindamycin dat am dao,

« B4o cho bac si ctia ban néu ban ¢ hodc di timg c6 bat ky tinh trang y té nao khac.
* Bdo cho bac si biét néu ban dang mang thai, dy dinh c6 thai hodc dang cho con bi.

- Ban nén biét ring mdt sb thanh phan trong clindamycin dat 4m dao c6 thé 1am suy yéu cac
dung cu ngira thai béng latex hodic cao su nhu bao cao su va mang ngdn dm dao. Khéng sir
dung cac dung cu ndy trong qua trinh didu tri va trong it nhét 72 gio sau khi didu tri véi hau
hét céc san pham clindamycin ® dit 4m dao, néu ban dang sir dung gel 4m dao nhén hiéu
Clindesse, ban khéng nén sir dung cac dung cu nay trong it nhit 5 ngay sau khi diéu tri

« Néu ban sip phau thuat, ké ca phau thuat nha khoa, hdly bao véi bac si hodc nha si rang ban
dang str dung clindamycin ddt am dao.

« Ban nén biét ring ban khong nén quan h¢ tinh dung hodc sir dung céc san phdm dung cho
am dao nhu bang vé sinh hodc thut rtra trong khi didu tri bang clindamycin 4m dao.

PHAN UNG PHU:

Clindamycin ddt am dao co thé gay tac dung phu. Hay bao cho bac sT cua ban néu bat ky tridu
chirng nao trong ) nay tré nén nghiém trong hodc khong bién mat.

» Mang trang trong miéng

* Dich 4m dao dac, mau tréng

» Nong rat, nglra va sung tdy 4m dao
e Tiéu budt, tiéu rat

» Pau am dao

» Téao bon

° Budn ndn

o

"\
8

.n;/

IGT y
MHUH
i nuar Pl

3 TRAN
A

HO/



» Dau dau

» Dau lung

LIEU LUQONG

Nén dat mot vién vao am dao trong 7 dém lién tiép, tot nhat la trrére khi di ngu.

Nén diéu tri ding thoi diém tranh chu ky kinh nguyét hodc theo chi dinh ctia Bac si phy khoa
BAO QUAN

B'fa.o quan ¢ noi mat, khd va ti va nhiét @6 phong dudi 30°C. Tranh anh sang mat troi truc
tiép, nhi¢t va do am.

CII DUNG PAT AM bAO KHONG DUNG BANG DUONG UONG

TRANTI XA TAM TAY TRE EM

QUY CACH DONG GOI VA TRINH BAY: Hop 7 Vién Nang Mém Gelatin dat d&m dao
Gidy phép san xuét sb: G/28/1387

Nha san xuat:

Manulactured by

@wﬂ =

RENDWN PHARMACEUTICALS PVT. LTD.
Survey No. 1AWALE Village Banu, Taluka-Padra
Diztact - Vadaoaia 3101445 (Gujenil] noia

(WHO - GMPY (150 13485 2016)

TP.HCM, ngay 19 thiang 11 ndm 2022
QI PONG THANH VIEN
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