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CONGTY CO PHAN DUGC PHAM VCP

MAU NHAN DANG KY
Thudc : Chlorhexidine 1%

1. Nhan tuyp 20g - ti 1é 150%

BO Y TE
CUC QUAN LY DUGC

PA PHE DUYET

Lan dau:.. 200008, ..

GEL GMP - WHO

1%

BIEU TRI CAC VAN BE VE RANG, NUGU

m Chlorhexidine gluconate 1% (ki/kl)
San xuat tai: CONG TY C6 PHAN DUQC PHAM VCP
ve

THUOC DUNG NGOAI P Dia chi: Thanh Xuan - S6c Son - Ha Néi - Viét Nam

a1epdx3/aH oN'Y23eg/XS 9195

Thanh phan: Méi 1g gel chira: Composition: Each gram gel contains:
Chlorhexidine gluconate (dang dung dich 20%)..10mg Chlorhexidine gluconate (as solution 20%)......... 10mg
Ta dugc via du 1g Excipients q.s 1g
Chi dinh. Chéng chi dinh. Cach dung - Liéu dung. Indications. Contra - Indications. Usage. And
Cac théng tin khac : Xin doc trong t& hudng dan sl other information : Please read enclosed leaflet.
dung.
Pé xa tam tay ctia tré em. Keep out of the reach of children.
Poc k§ huéng dan sit dung truéc khi dung. Read carefully the instruction before use.
THUGC DUNG NGOAI FOR EXTERNAL USE ONLY
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CONGTY CO PHAN DUGC PHAM VCP

MAU NHAN PANG KY
Thuéc : Chlorhexidine 1%

2.Nhan hop 01 tuyp 20g - ti lé 100%

B Composition: Each gram gel contains:
Chlorhexidine gluconate (as solution 20%)..............mwu. ..10mg

Keep out of the reach of children.
Excipients g.s 1g Read the before use.
- Contra Usage. And oth
Please read enclosed leaflet.
B Specifications: Manufacturer’s.

M Storage: in a cool dry place, not more than 30°C, protect from light.

HOP 1 TUYP GEL GMP - WHO
£ =
BIEU TRI CAC VAN BE VE RANG, NUGU 3 § 2
Chlorhexidine gluconate 1% (kl/kl) § g 8
oo i San xust tai: CONG TY C6 PHAN DUGC PHAM vCP 53 5
THUOC DUNG NGOAI VCP Bia chi: Thanh Xuan - S6c Son - Ha Noi - Viét Nam

M Thanh phén: Méi 1g gel chéa:

Chlorhexidine gluconate (dang dung dich 20%)..........c.cceces 10mg D& xa tim tay ciia tré em.

T4 duge vira di 1g Bockj huéng din sif dung truéc khi diing.
B Chi dinh, Céch diing - Liéu dimg, Chéng chi dinh. Cic théng S
tin khiéc : Xin doc trong t& huéng dan st dung.
B Tiéu chudn: TCCS.
M Bao quan: Nai khé mat, khong qua 30°C, tranh anh sang.

BOX OF 1 TUBE TOPICAL GEL GMP - WHO

1%

TREATS GUM PROBLEMS
Chlorhexidine gluconate 1% (w/w)
= Manufactured by: VCP PHARMACEUTICAL J.5.C
® FOR EXTERNAL USE ONLY ~

VCP Address : Thanh Xuan - Soc Son - Ha Noi - Viet Nam

2/03/2018
GIAM DOC CONGTY
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CHLORHEXIDINE 1%
Thuéc ding ngodi

Doc ky huong dan su dung truée khi ding
Dé xa tam tay tré em
Thong bdao ngay cho bdc sy hodc dicoc sy nhitng tic dung khong mong muon gdp phii

trong qud trinh su dung thuoc.

1. THANH PHAN, HAM LUQNG: 1 g gel Chlorhexidin 1% c6 chura:

Thanh phan dugc chét: Chlorhexidin gluconat: 10,0 mg

Thanh phén ta dugc viradu: 1,0 g

(Hydroxypropylcellulose, Sodium acetate, Hydrogenated Polyoxyl Castor Oil, Levomenthol,

Sorbitol 70%, Ethanol 96%, Nudc tinh k/7iél).

2. DANG BAO CHE

Thudc bao ché dudi dang gel trong sudt, khong mau, ddng nhit, mém min, mui dic trung.

3. CHI PINH

Gel Chlorhexidin gluconat 1% duoc chi dinh cho céc truong hop:

- Ngén ngtra hinh thanh cac mang bam trén rang.

- Vé€sinh, lam sach rang miéng.

- Hb trg diéu tri va ngan ngira viém loi, viém nudu rang. \/

- Dung trong phau thuét nha chu hoic hd trg dé nhanh lién seo trong viém nudu rang.

- Ngén ngura loét miéng (nhiét mi¢ng) tai phat.

- Ngin nglra nhiém ndm duong miéng tai phat.

- Sir dung phdi hop véi fluorid dé hd trg ngan ngira bénh sdu ring, nhat la nhitng nguoi ¢

nguy co cao (nhu bi chirng khé miéng).

4. CACH DUNG, LIEU DUNG

Nguoi lom: Lay 2.5 cm gel 1én ban chai danh rang da lam 4m, danh rang that ki khodang 1

phit. Dung 1-2 lan/ngay. Nho phan gel thira ra khoi miéng. Khéng stc miéng ngay sau khi

ding gel. Khong dung qua liéu quy dinh.

-Pé diéu tri bénh viém nudu, nén ding lién tuc trong khoang 1 thang.

-Pé diéu tri loét miéng va nhiém nim miéng. cé thé dung mot phuong phap thay thé khac
dé boi gel vao ving bi ton thuong (¢ thé ding dau tam bong hodc dau ngon tay boi
thude), gitr thude trong 1 phut. St dung 1-2 lan/ngay. Thoi gian diéu tri nén dua trén dép
Urng 1am sang.

- Khi ding dé ngan ngira sdu rang, gel nén dugc dung vao budi tbi, chai rang trong khoang 5
phut, dung trong 14 ngay. Nén diéu tri lap lai 3-4 thang hodc theo hudng din ctia nha si.
Khi str dung ngédn ngtra sau rang cho phan riang con lai clia nguoi deo rang gia, gel ¢o thé
dugc chai 1én bé mat khdp ndi ctia ham gia trude khi deo ring gia lén.

-Diéu tri viém rang: Ldy 2,5 cm gel 1én ban chai danh ring da lam am, chai toan bo ham

rang, 1-2 lan/ngay trong khoang mdt phit.

e RN o %
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Tre em va nguoi gia:

- Tré em trén 12 tudi va nguoi gia: dung nhu voi nguoi 1on.

- Tré em dudi 12 tudi: hiéu qua va tinh an toan cua thude dung cho tré¢ em dudi 12 tuodi chua
duge ching minh. Khong khuyén cao dung thude cho tré dudi 12 tudi trir khi ¢o chi dinh
cua béc si chuyén khoa.

5. CHONG CHI PINH

Bénh nhan man cam vai Chlorhexidin hodc bét ky thanh phan nao cua thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thude chi ding cho niém mac miéng. Khong duoc nudt. Tranh rdy thude 1én mat va tai.

Néu dé thude tiép xuc v6i mét, hdy rira ngay bang nudc sach.

Trong trudng hop bi dau, sung hodc kich Gmg ving miéng, ngirng diéu tri va hoi y kién bac

st.

Chlorhexidin twong ki véi cac chét anion thudong co trong céc loai kem dénh rang thong

thuong. Vi vay, nén s dung ching trude khi dung gel Chlorhexidin (suc miéng va rtra ban

chai danh ring giira cac lan st dung) hodc ding vao mét thoi diém khac trong ngay.

Trong truong hop sung, kho thd, nging su dung san phfim va co bién phap dicu trj phu hop.

Thudc ¢o6 thé gy rdi loan vi gidc tam thoi va cam giac té té, nglra ran hodc cam gidac nong.

bong ludi khi sir dung lan dau. Nhirng biéu hién nay thuong giam trong nhirng lan ding sau.

Néu tinh trang nay kéo dai dai dang, can tham khao y kién béc si.

Thude ¢6 thé gay dbi mau ring va ludi tam thoi. Didu nay c6 thé ngin ngira bing cach han

ché str dung cac chat co kha ning tao mau trong ché do an udng nh\}&gf ca phé hodc ruqu

vang do. Trong trudng hop dung ring gia, ¢6 thé duoc ngin ngira biang cach lam sach bang
chat 1am sach ring gia chuyén dung. Trong mot so truong hop, diéu tri chuyén khoa (tay va
danh bong) co thé dugc dung dé loai bo vét mau trén riang hoan toan.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Khong co bang ching vé bét ky tac dung phu nao dbi vai thai nhi khi st dung Chlorhexidin

gluconat trong thai ky hodc & tré so sinh trong thoi gian bu sita me. Do do, thude ¢o thé s

dung cho phu nir ¢6 thai va cho con bu.

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

MOC:

Chua c6 bang ching vé anh hudng cta thude 1én kha ning l4i xe, van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC:

Chlorhexidin twong ki véi cac dan chat anion. Vi vy, tranh dung dong thoi véi cac thude sat

khuén khac, dac biét la cac thude sat khuan 1a dan chat anion.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Bang tom tat cdc phan tmg ¢ hai: dugc phan nhom theo tan sudt: Rat thuong gap (ADR > 1/10).

thuong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 <

ADR <1/1000) va rat hiém gap (ADR < 1/10000).
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H¢ tiéu hoa:

Rét thuong gip: Ludi tring.

Thuong gap: Kho miéng.

H¢ thin kinh:

Thudng gip: mat vi giac, chirng dau ludi, chirng di cam, té miéng.

Ngoai ra co6 thé gap céc tac dung khong mong mudn khac (theo cac bao cao hau marketing)
nhu:

Tiéu hoa

- Ludi, rang bi doi mau tam thoi. Biéu hién nay mat di khi nging sir dung thude.

- Kich g miéng, sung phong / sung niém mac miéng, sung tuyén mang tai.

Mién dich

- Phan mg qua man, so¢ phan vé.

Huwong din cdch xir tri ADR:

Céc tdc dung mong muén thuong nhe va chi xuat hién tai chd.

Trong truong hop sung, khoé thd, ngling str dung san pham va ¢ bién phap diéu tri phu hop.
Thubdc c6 thé gy rdi loan vi gidc tam thoi va cam giac té té, nglra ran hoac cam giac nong,
bong ludi khi str dung lan dau. Nhitng biéu hién nay thuong giam trong nhitng lan ding sau.
Néu tinh trang nay kéo dai dai ddng, cin tham khao y kién béc si. Thude c6 thé gay doi mau
rang va ludi tam thoi. Didu nay co thé ngin ngira bang cach han ché Q\ll\gly{g céc chat co
kha nang tao mau trong ché d¢ an uong nhu: tra, ca phé.

11. QUA LIEU VA CACH XU TRI:

Chua ghi nhan cac truong hop quaé liéu khi st dung thude.

Néu v tinh nudt phai thude: Chlohexidin it dugc hap thu khi uéng. Céc tac dung toan than
hiém khi xay ra ngay ca khi nudt phai mot luong 16n thude. Tuy nhién nén rira da day bang
viée str dung sira, trig sdng, gelatin hodc xa bong nhe. St dung cac bién phap hd tro néu
can.

12. PAC TINH DUQC LUC HQC:

Nhém dwoc Iy: Thube sat khuan miéng tai chd.

MaATC: AO1ABO3

Chlorhexidin c¢6 hiéu qua trén nhiéu loai vi khuan Gram am, Gram duong, nam men, nim
da va virus nhom lipophilic. Thudc ¢ hiéu qua trén mot loat cdc tac nhan gdy bénh rang
miéng quan trong, do do6 co6 hiéu qua trong viéc dicu tri nhi¢u bénh nha khoa thong thuong.
13. PAC TINH DUQC PONG HOQC:

Do ¢6 tinh chét ctia nhom cation, Chlorhexidin lién két manh véi da, niém mac va cac mo
khéc, va vi vay rat kém hap thu. Khong phét hién dugc nong do thude trong mau khi ding
cho niém mac miéng.

14. QUI CACH PONG GOI:

Hop 01 tuyp thude 20 g va to huéng dan str dung.
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15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
- Bao quan: Bao quan & noi kho rao, thoang mat. nhiét do khong qua 30°C, tranh anh sang.
- Han dung: 36 thang ké tir ngy san xuat. Khong ding qué thoi han ghi trén ba‘%\bi/ﬁ
- Tiéu chuan chat lugng cua thude: Tiéu chudn co s0.
16. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuan — S6¢ Son — Ha N6i — Viét Nam

Dién thoai: 024.35813669 Fax: 024.35813670
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