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CONGTY CO PHAN DUOC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

1.Nhan lo 30ml - ti 1& 200%

GMP - WHO  Thanh phén: M&i 1ml dung dich:
e IJII}H il III]HE Chlorhexidin gluconat: 2,0mg

I I x l d I n Lidocain hydrochlorid:........omvvreersseree 0,5mg
Ta dugc vira da 1ml

Chlorhexidin gluconat 0,2% (kl/tt) Chi dinh. Chéng chi dinh. Cich diing va liéu ding.
Lidocain hydrochlorid 0,05% (kl/tt) Céc théng tin khéc : Xin doc trong t& hudng dan st dung.

E ~ g L A oma A .
3nm| BIEU TH! v]EM “0"6 Bao quan: Trong bao bi kin, nai kho, nhiét do khong qua 30°C, trdnh 4nh sing.
Tiéu chudn: TCCS.

OH HO ER AR Dé xa tdm tay clia tré em. Doc ki hudng dén sif dung truéc khi ding.
Homm .. ... DUNG DICH DUNG NGOAI - KHONG PUQC UONG
saaatt SReEEE "
& ( / CONG TY €6 PHAN DUQC PHAM VCP
vC

P Dia chi:Thanh Xuan - S6¢ Son - Ha Néi - Vit Nam

S0L0 SX/Batch.N°:

Ngay SX/Mfg.date :
HD/Exp.date

SDK/REG.N°:

TONG GIAM POC
ps Fin Vin Camg
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CONGTY CO PHAN DUGC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

2.Nhan hop 01 lo 30ml - ti l1é 100%

by
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BOX OF 1 BOTTLE x 30ML.  GMP - WHO

THROAT SPRAY SOLUTION
Chiorhexidine gluconate 0,2% (w/w)
Lidocaine hydrochloride 0,05% (wiw)

Composition: Each 1 mi contains:
Chlorhexidine gluconate.____20mg
Lidocaine hydrochloride: 0.5 mg
Excipients gs S—
Indication:

Lisichn is indicated for reducing the

symptomatic of hoarseness, sore throat,

pharyngitis due to iritation.
Administration:

Dosage -
Spray Lixidin solution into the throat

cavity about 35 times for one
application, apply 6 to 10 times a day.
Contra - Indications. And other

information : Please ad enclosed

leaflet.
Storage: Dry place, not above 30°C,
protect from light.

: Manufacturer’s.
mmdﬂ-mddﬁd‘m‘.

Address: Thanh Xuan - Soc Son - Ha Nol - Viet
Nam

HOP1LOx30ML  GMP - WHO
DUNG DICH XIT HONG

Lixidin

0,2% (ki/tt)

Lidocain hydrochlorid 0,05% (ki)

m BIEU TRI VIEM HONG

Thanh phén: Mi 1mi dung dich:
Chiorhexidin ghuconat.............. 20 mg

Tadugcwiado . _Iml
Chi b

Lixidin duoc chi dinh dé lam gidm tridu
chiing khan tiéng, dau hong, viém hong
do kich tng.

Céch ding - Liéu dung:

Xjt dung dich Lixidin vao khoang hong
khodng 3 - 5 1én cho mbi Isn s dung, ap
dung 6 dén 10 1in mdt ngdy.

Chéng chi dinh. Céc théng tin khic :
Xin doc trong tiy hudng din s dung.
Béo quin: Trong bao bi kin, nai kho,
nhigt d& khéng qua 30°C, trénh énh

sdng.

Tiéu chudn: TCCS.

D4 xa tim tay ciia tré em.

Boc ki hudng din sil dung trudc khi
ding.

SDK / REG.N®:

DUNG DICH DUNG NGOAI

KHONG BUGC UGNG

San xudt tai

CONG TY €6 PHAN DUQC PHAM VCP
Bia chi : Thanh Xudn - 56¢ Son - Ha Ngi -
Viét Nam

ns Farim ‘fﬁn %IYMQ
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

3. Nhan lo 50ml - ti 1é 200%

GMP - WHO  Thanh phan: M&i 1mi dung dich:
[
S AR oy Chlorhexidin gluconat............cccnn..e...2,0 Mg

] L] -
L l x I d I n Lidocain hydrochlorid: 0,5mg
Ta dugc visa du 1ml

Chlorhexidin gluconat 0,2% (kl/tt) Chi dinh. Chéng chi dinh. Cach diing va liéu dung.

Lidocain hydrochlorid 0,05% (kl/tt) Cac théng tin khic : Xin doc trong t& hudng din si dung.
50mi nI‘E'u RI WEM HONG Bao quan: Trong bao bi kin, noi khé, nhiét d khéng qua 30°C, trénh anh sang,
= S Tiéu chudn: TCCS.
ON HO® HE BEEE .. imtayciatré em. ocky huéng din sir dung truée khi ding.
ENONEE EE EEE DUNG DICH DUNG NGOAI - KHONG DUQC UGNG
ERSER a8 590§ =

@ X
======.====== (/ CONG TY €O PHAN DUQC PHAM VCP
VCP  Dia chi: Thanh Xuén - Sé¢ Son - Ha Noi - Viét Nam

50 L6 SX/Batch.Ne ;

Ngay SX/Mfg.date :
HD/Exp.date

SPK/REG.N°:

TONG GIAMBOC
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CONGTY CO PHAN DUQC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

4.Nhan hop 01 lo 50ml - ti Ié 100%

BOX OF 1 BOTTLEx 50ML GMP - WHO

THROAT SPRAY SOLUTION
Lixidin
Chiorhexidine gluconate 0,2% (w/w)
Lidocaine hydrochloride 0,05% (w/w)

‘Compaosition: Each 1 ml contains:
Chiorhexidine gluconate:.__2.0mg

Lidocaine hydrochloride:........._ 0,5 mg
Excipients g5 ............ ~1ml
Indication:

Lixidin is indicated for reducing the
symptomatic of hoarseness, sore throat,
pharyngitis due to irritation.
Dosage - Administration:

Spray Lixidin solution into the throat
cavity about 35 times for one
application, apply 6 to 10 times a day.

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

HOP1LOXxSOML  GMP - WHO
DUNG DICH XIT HONG
Lixidin

Chlorhexidin gluconat 0,2% (ki/tt)
Lidocain hydrochlorid 0,05% (ki/tt)

EZD oiéu tai viem none

Thanh phiin: M3 1ml dung dich:
Chlorhexidin guCONat.............. 2.0 mg

Chi dinh:

Lixidin duge chi dinh 88 lam gidm trigu
chuing khan tiéng, dau hong, viém hong
do kich ung.

Cich diing - Lidu ding:

Xit dung dich Lixidin vao khoang hong
khodng 3 - 5 lin cho mi 1§n s dung, 4p
dung 6 @én 10 14n mét ngay.

Chéng chi dinh. Céc thang tin khic :
Xin doc trong ta hudng din sir dung.
Bao qudn: Trong bao bi kin, nai kha, nhigt
A% khdng qud 30°C, tranh anh sang.
Tiéu chudin: TCCS.

OF xa thm tay clia tré em.

Poc ki hudng din s dung trudc khi
diing.

SDK /REG.N":

DUNG DICH DUNG NGOAI

KHONG BUTC UONG

Shn xust tal:

CONG TY CO PHAN DUGC PHAM VCP
Bia chi: Thanh Xuan - Soc Son - Ha Noi -
Vigt Nam
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CONGTY C6 PHAN DUGC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

5.Nhan lo 70ml - ti 1& 200%

GMP - WHO  Thanh phén: M&i 1ml dung dich:
g 8 Chlorhexidin gluconat: 2,0mg

- L] -
I I x I d I n Lidocain hydrochlorid: 0,5 mg
Ta dugc vira du ml

Chlorhexidin gluconat 0,2% (kl/tt) Chi dinh. Chéng chi dinh. Cach diing va liéu diing.
Lidocain hydrochlorid 0,05% (kl/tt) Céc théng tin khac : Xin doc trong t& hudng din st dung.

v 3 Ti bao bi kin, , nhiét do kho a : H
7"““ nlfu TR! VIEM HOHG Bao quan: Trong kin, noi kho, nhiét dé ng qua 30°C, tréanh anh séng.
Tiéu chudn: TCCS.

& Ho HE EEE Dé& xa tdm tay cla tré em. Doc ki hudng dan sir dung truée khi diing.
HENONE EE EEE DUNG DICH DUNG NGOAI - KHONG PUQC UONG
cHBEERE EEoBE

Ngay SX/Mfg.date :
5610 SX/Batch.N°:
HDJ/Exp.date

SDK/REG.N°:

San xuat tai:
EEREEE O6EE S (/ CONG TY CO PHAN DUGC PHAM VCP
Ve

P Dija chi:Thanh Xuan - S6¢ San - Ha Néi - Viét Nam
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CONGTY CO PHAN DUGC PHAM VCP

MAU NHAN DANG KY
DUNG DICH XIT HONG LIXIDIN

6.Nhan hop 01 lo 70ml - ti 1é 100%

BOX OF 1 BOTTLE x 70ML GMP - WHO

THROAT SPRAY SOLUTION
Chiorhexidine gluconate 0,2% (w/w)
Lidocaine hydrochloride 0,05% (w/w)

Composition: Each 1 ml contains:

Chiorhexidine gluconate............ 20mg
Lidocaine hydrochloride: 05mg
(3 calell_y L J———— |
Indication:

Lixidin s indicated for reducing the
symptomatic of hoarseness, sore throat,
pharyngitis due to irritation.
Dosage - Administration:

Spray Lixidin solution into the throat
cavity about 3-5 times for one
application, apply 6to 10 times a day.
Contra - |Indications. And other
information : Please read enclosed
leaflet.

Storage: Dry place, not above 30°C,
protect from light.

Specifications: Manufacturer's.

Keep out of the reach of children.
DUNG DICH DUNG NGOAI

KHONG DUQC UONG

Manufactured by:

VCP PHARMACEUTICAL J.5.C

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

HOP1LOx70ML  GMP - WHO

DUNG DICH XIT HONG
Chilorhexidin ghsconat 0,2% (ki/tt)
Lidocain hydrochlorid 0,05% (ki/tt)

BIEU TRI VIEM HONG

Thanh phén: M&i 1mi dung dich:

Chiorhexidin gluconat........... —2,0mg
Lidocain hydrochlorid: —0,5mg
LT [T V2T v R | |
Chi dinh:

Lixidin dugc chi dinh & lam gidm trigu
chiing khan tiéng, dau hong, viém hong
do kich ung.

Cach diing - Lidu ding:

Xit dung dich Lixidin vao khoang hong
khodng 3 - 5 ldn cho mdi ldn sir dung, ap
dung 6 @én 10 14n mot ngay.

Chéng chi dinh. Céc théng tin khic :
Xin 80c trong t& hudng din sif dung.
Bao quédn: Trong bao bi kin, nai khé, nhiét
33 khédng qua 30°C, tranh anh séng.
Tiéu chudn: TCCS.

D4 xa tim tay clia tré em,

Boc ky hudng din sif dung trudic khi
diing.

SODK /REG.N°:

DUNG DICH DUNG NGOAI

KHONG DUQC UONG

San xudt tal:

CONG TY CO PHAN DUGC PHAM VCP
Bia chi : Thanh Xudn - 56¢ Son - Ha N§i -
Viét Nam

NS Fade Vi Fmg
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DUNG DICH XIT HONG LIXIDIN
Poc ky huéng din si dung truée khi ding
Dé xa tim tay tré em
Thong bao ngay cho bic s§ hoiic dwgc s§ nhirng tdc dung khong mong mudn gip phai
trong qua trinh sit dung thube.

1. THANH PHAN, HAM LUQNG: Cho 1 ml dung dich

Chlorhexidin gluconat: 2,0 mg

Lidocain hydrochlorid: 0,5 mg

T4 dugce (Glycerin, Xylitol, Polyoxyl 40 hydrogenated castor oil, Poloxamer 188, Sorbitol
70%, Menthol, Thymol, Nuéc tinh khiét) vira du.

2. MO TA SAN PHAM

Dang bao ché: dung dich

Dung dich trong sudt, khdng mau, mui thom, vi ngot, chira trong 1o nhua, nép nhua kin.

3. CHI PINH, LYEU DUNG — CACH DUNG & CHONG CHI PINH

3.1. Chi dinh: Dung dich xit hong Lixidin dwgc chi dinh dé:

Giam céc triéu ching khan tiéng, dau hong, viém hong do kich fimg. Trong truéng hep viém
hong do nhi€m khuén kém theo sbt cén sir dung thém céc bién phép didu tri hd trg.

3.2. Cach dimg — lidu dimg:

Trude khi sit dung, mé nfip lo va gin déu xit vao lo.

* Ngudi 16n va tré em trén 12 tudi: Xit dung dich vao khoang hong khoéng 3 - 5 l4n xit
(tuong Gng khoang 0.3 — 0.5ml dung dich)/ 1 14n sir dung. C6 thé lap lai tir 6 — 10 14n méi
ngay.

* Tré em dudi 12 tudi: San phdm khong duge khuyén ding cho tré dudi 12 méi.

3.3. Chdng chi dinh:

- Tré em dwéi 12 tudi.

- Ngudi min cam véi bit ky thanh phin nao cla thube, dic biét trén cac bénh nhan c6 tién
sit qua mAn véi chlorhexidin.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Thube diing xit khoang hong, khéng st dung cho mét, miii.

- Dung dich xit hong Lixidin chi nén dugc diing dé gidm dau va kich Gng ving hong khi cin
thiét. Khong nén str dung thudng xuyén hosc kéo dai.

_ Lixidin ¢6 chita Chlorhexidin gluconat, dugc biét 14 c6 thé giy ra kich ting va cdc phan
ng qua min, bao gbm ¢ séc phan vé, mic dit hiém khi gép phai tuy nhién thude khéng nén
str dung cho ngudi ¢ tién str dj Gng v&i chlorhexidin va cic hop chét lién quan.

- Khong nén ding thube, cin tham khio ¥ kién bac sinéu bénh nhén cam théy kho nubt.

- Khong sir dung thude khi khong c6 chi dinh clia bac st néu dau hong kéo dai trén 2 ngay,
kém theo sét cao, nhirc ddu, budn nén hoic nén mira.
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5. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Mic di ¢6 nhitng bing chiing khéng ddy di v& sy an todn cia Lidocain va Chlorhexidin &
phu nif mang thai nhung ching van dugc sir dung trén 1am sang rdng rai trong nhiéu nim
qua ma khéng c6 hdu qua ré rang.

Lixidin chi sir dung cho phu nix ¢ thai va cho con b khi ¢6 chi dinh cia béc si.

Lidocain dugc biét c6 bai it vao sita me, tuy nhién véi lidu luong thip néi chung khong cé
nguy co cho tré so sinh & lidu diéu trj.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong ¢6 anh huéng dén kha ning l4i xe, vin hanh may moéc.

7. TUONG TAC, TUONG KY CUA THUOC?

Chlorhexidin khong c6 nguy co tuong tic véi cdc thube khéc.

Lidocain c6 mdt sé tuong tic v& mit Iy thuyét, tuy nhién véi dang bao ché va lidu lugng ciia
lidocain trong ché phim céc twong tac niy khéng c6 y nghia 1am sang.

Sir dung dbng thdi Lidocain véi cde thude lam gidgm luu luong mau dén gan (Propranolol,
cimetidin) c6 thé 1am gidm d6 thanh thai ctia Lidocain.

S& dung Lidocain kéo dai véi cac loai thudc gdy cadm img enzym gan (Phenytoin,
Barbiturat) c6 thé 1am gidm tac dung va ting yéu ciu v& lidu lwong cdu Lidocain.

Tac dung tc ché tim ciia Lidocain hidp déng véi cc thude chen beta va cac thubc chéng
loan nhip khac (mexiletin).

Lidocain 12 mot chit e ché yéu déi véi pseudocholinestearase va kéo dai hoat tinh cia
suxamethnonium. Ha kali mau do acetazolamid, thudc loi tidu quai va thiazid c6 thé gay dbi
khang tic dung véi Lidocain.

8. TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Chlorhexidin va Lidocain thudng dung nap t6t va khong cé béo céo tac dung khong mong
muén khi sir dung tai chd trong thoi gian ngin.

R4t hiém khi xay ra cdc phan tng khong mong mudn lién quan dén cac chit gy t6 tai chd
nhu Lidocain. Céc phan tmg qua man véi Lidocain hydrochlorid tiém tai chd duge bao cdo
gdm phi né tai chd, khé thd hogc phat ban toan thén,

Chlorhexidin dbi khi c6 thé 1am dbi mau ring va ludi trong qu4 trinh st dung, tuy nhién vin
& s& bién mét sau khi ngung didu tri. Trong mét sd trudng hop, cac can thiép nha khoa co
ban c6 thé cin dén dé loai bo cac vét mau do Chlorhexidin gy ra.

Kich vng tai ch lién quan dén Chlorhexidin ¢bi khi c6 thé xay ra.

Str dung Chlorhexidin cho khoang mi€ng, hong ¢6 thé gy ra rbi loan vi gidc tam thoi, cam
gidc nong rat lu@i va thinh thodng sung tuyén mang tai.

R4t hiém gip phai c4c phan (mg qué min nghiém trong bao gdm sbc phén v& Kkhi sir dung
Chlorhexindin tai chd.

* Ri loan trén da: Chua 1 tin suét: Phan tng di ttng da nhu viém da, ngira, ban dd,eczema,
phét ban, mé day, kich tng da va mun nudc.

* RSi loan mién dich: Tin s6 khéng x4c dinh: Qu4 min, bao gbm séc phan vé.
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9. QUA LIEU VA CACH XU TRI?

Viéc sit dung thudc gy té tai chd trong khoang miéng, khoang hong ¢ thé gy tr& ngai cho
viée nuét, do d6 1am ting su xam nhép cia thic &n vo cdc khoang dudng ho hdp. Do 4nh
hudng nay, sir du‘ng qua liéu Lixidin (khoang 10ml hofic hon) c6 thé ting tic dung gy té
cuc b tai ving hau, do d6 gidm kiém sodt phan xa nuét.

Néng b cao Lidocain trong méu cé thé tao ra céc anh huéng trén thin kinh trung uong
hogc tim mach. Céc &nh huéng trén thin kinh trung wong c6 thé bao gdm cing thing, chéng
mit, U tai, bdn chdn, kich thich, di cam, mé mét, budn nén, nén, run cé thé tién tridn thanh
trAm caAm va ddng kinh thé co cting gidt rung. Céc phan ting tim mach 14 céc phan tng tic
ché hé tudn hoan, dic trung bdi ha huyét ap, suy gidm co tim, nhip tim chim va c6 thé
nglng tim.

Mic db sinh kha dung ciia Lidocain thip, nhung né c6 thé gdy ra dbc tinh d4ng ké khi nudt
phéi. Doc tinh trén thin kinh trung wong, co gidt va tr vong da duge ghi nhin sau khi vé6
tinh nuét phai cic ché phim tai chd. Tuy nhién, trong tredng hop clia dung dich xit Lixidin,
phéi nudt 1 liu dang ké twong duong véi viée ubng 0,5g Lidocain dé gay ra ddc tinh.

Doe tinh toan than do Chlorhexidin 1a hiém gip, cac phén {ng qua lidu chinh lién quan dén
Chlorhexidin Ia kich tng niém mac tai chd.

Piu trj v6i qua lidu Lidocain bao gdm ¢4m bio qué trinh théng khi (hd hip) va kiém soat
con co gifit. Théng khi nén dugc duy tri bing oxy hoic kidm soat ho hép theo yéu ciu. Co
gidt ¢6 thé kiém sodt v&i thiopenton, diazepam, succinylcholin (succinyleholin ¢6 thé 1am
liét hé ha"ip, né6 chi nén st dung khi dwoc dit ndi khi quan va kiém soat bénh nhin & trang
thai bit dong hodn toan). Néu xiy ra rung thit hodc ngimg tim phai can thiép hdi sirc tim
mach tich cuc, Adrenalin véi lidu l3p lai va Natri bicarbonat nén dwoc sir dung cang sém
cang tbt.

10. PAC TINH DUQC LUC HOC:

Mia ATC: DOSAC

Lidocain 13 thudc giy 18 tai ch®, nhém amid, ¢6 thoi gian tic dung trung binh. Co ché tac
dung do phong bé ca sy phat sinh va din truyén xung dong thin kinh bing cich gidm tinh
thim ctia mang t& bao thin kinh véi ion natri, do d6 bn dinh mang va tre ché su khir cye,
dén dén giam lan truyén hiéu dién thé hoat dong va tiép d6 13 ttc ché dan truyén xung dong
than kinh. Gidm hoic mét cam gidc dau.

Chlorhexidin, mot bisbiguanid sat khuén va khir khudn, c¢6 hiéu qua trén pham vi rong dbi
véi cac vi khudn Gram duong va Gram am, men, ndm da va cdc virus wa lipid. N6 ciing ¢
tac dung trén mét sb loai Pseudomonas va Proteus ¢6 tinh nhay cam thép va twong dbi
khdng hiéu qua v&i Mycobacteria.

11. PAC TINH DUQC PONG HOC:

Dung dich Lixidin dugc st dung tai khoang hong, khi nudt dung dich xit hodc nubt nudce
bot, mdt luong thubc c6 thé xuf')ng hé tiéu hoa va mot luong cd thé hép thu tir niém ma
miéng va hong.

Lidocain hép thu d& qua mang nhay, dudng tidéu héa va qua da bi tén thuong, rét it hép thu
qua da nguyén ven. Chuyén héa hé thdng ctia lidocain 16n, sinh kha dung chi dat khoang
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35% sau khi ubng. Sau hép thu, Lidocain dugc phan phéi nhanh dén ce mé, c6 thé di qua
nhau thai va hang rao méu ndo. Khoang 65% lién két v6i protein huyét twong. Thoi gian ban
théi trong huyét twong 14 1,6 gid. Lidocain phan 16n duge chuyén héa tai gan, bit ky sur thay
ddi chirc ning gan hodc luu lugng méu gan c6 thé cé anh hudng déng ké dén duoc dong hoc
va yéu cu liéu lugng ctia thude. Chuyén hoa & gan xay ra nhanh, khoang 90% ciia mot lidu
nhét dinh duge dealkyl héa tao thanh monoethylglycinexylidid va glycinexylidid, ca 2 chét
ndy déu c6 hoat tinh. Lidocain va cac chit chuyén héa duge thai trir qua thén véi hrong it
hon 10% cia lidocain chua bi bién déi.
Chlorhexidin hép thu kém qua mang nhay, da nguyén ven vi dudng tiéu héa. N6 duoc
chuyén héa it bai gan va dwge bai tiét thong qua mét va mét hegng nhé qua nudée tidu.
12. QUI CACH PONG GOLI:
Hop 01 Io 30ml kém theo diu xit va 01 t& huéng dan sir dung.
Hop 01 lo 50m] kém theo dAu xit va 01 t&r huéng dén sir dung.
Hgp 01 lo 70ml kém theo dau xit va 01 t&r huéng dén st dung.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA
THUOC:
- Bdo quan: Bao quan & noi kho, mat, nhiét dd khong qua 30°C, tranh 4nh sang.
- Han diing: 36 théng k& tir ngay san xufit va 03 thang sau khi mé nép.
- Tiéu chuén chét luong ciia thubc: Tidu chuén co sé.
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuén - S6c Son - Ha N&i —~ Viét Nam

TONG GIAM POC

s Biin Vim Guiong
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