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S/ CONG TY CO PHAN DIQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phwérng 5, Quéan 8, TP. H Chi Minh

MAU NHAN, HOP BANG KY THAY POI

1 - Mau nhan hdp chira 1 chai 30 ml dung dich uéng
2 - M3u nhin chai dung djch uéng 30 ml

\mmﬂlm 314 Bong Sao, Phuing 5, Qudn B, TP. Hb Chi Minh

Huyén Nha B&, TP. Hb Chi Minh

. \
Théanh phin: Tidu chudn: TCCS
Levodropropizin 6 mg/ml (0,6% kiftt)
Té dugro vira 00, > L —
Chl djnh - Chéng chi djnh - Lidu ding ® DE XA TAM TAY TRE EM.
BUZ/doIdoIPOAST va céch ding - Thin trong - Tic dyng I_EDOROZINE DOC KV HIONG DAN SUF DUNG
3% khéng mong mudn va céc théng tin chi TRUGC KHI DUNG.
I tiét khéc: Xem trén ti HDSD kém theo. Levodropropizin ll/‘
aN.zoaoaa1 Bao quén: Noi khd rdo, nhigt d khong 8616 SX:
qué 30°C, trénh 4nh séng. Han dong:
Chai %
ONON Hola aNNd | ¥ R ST Dl |
o_ DUNG DjcHU6NG 30 ml
‘ﬂ? 5 5 Cor s& san xuét: -
S CONG TY CO PHAN DUQ'C PHAM AN THI
Q\ CONG TY CO PHAN DUQ'C PHAM AN THIEN L5 G16, Budmg sé 9, KCN Higp Phurér,

)

DUNG D|CH UONG

LEDOROZINE

Levodropropizin

Hop 1 chai 30 ml
Kém 1 cbc dong

@)

314 Béng Sao, Phurérng 5, Quan 8,
TP. H& Chi Minh

CONG TY CO PHAN DUQ'C PHAM AN THIEN ‘

Ry
LEDOROZINE

Thanh phin:
Levodropropizin 6 mg/ml (0,6% ki/tt)
T4 duwgc vira du.

Chi djnh - Chéng chi djnh - Libu
duing va céch dung - Thén trong -
Téc dyng khéng mong muén va
céc théng tin chi tiét khic:

Xem trén t& HDSD kém theo.

Bao quan: Noi khd rdo, nghiét do
khéng qué 30°C, trénh 4nh sang.

DE XA TAM TAY TRE EM.
POC KY HPONG DAN SIF DUNG
TRUGC KHI DUNG.

B
ORAL SOLUTION

LDOROZINE

ropizine

Box of 1 bottle of 30 ml
With 1 measuring cup

AN THIEN PHARMACEUTICAL CORPORATION |

314 Bong Sao Street, Ward 5, District 8,
Ho Chi Minh City

DUNG D|CH UONG

LEDOROZINE

Levodropropizin

Tiéu chuan: TCCS
SBK: ...
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A/ CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phwing 5, Quén 8, TP. Hd Chi Minh

MAU NHAN, HOP PANG KY THAY DOI

1 - Mau nhan hép chiva 1 chai 60 ml dung djch uéng
2 - M3u nhin chai dung djch uéng 60 ml

NIZOEIO(IE'I

9ONQN Hola ©NNa
| e rnE ST =m0 |

DUNG D|CH UONG

LEDOROZINE
///4

Levodropropizin

Hép 1 chai 60 ml
Kém 1 cbe dong

N4

AN THIEN PHARMA
CONG TY CO PHAN DUQ'C PHAM AN THIEN

314 Bong Sao, Phwong 5, Quéan 8,
TP. H& Chi Minh

khéng mong mubn va céc théng tin chi
tiét khic: Xem trén tr HDSD kém theo.

- A
GMP - WHO
Thanh phin: Tiéu chudn: TCCS
Levodropropizin 6 mg/ml (0,6% ki/it) —=—
Ta dugc vira du. —
Chl dinh - Chéng chi djnh - Lidu ding ° DE XA TAM TAY TRE EM.
|7/ feuzidoidoip va cdch diing - Than trong - Téc dyng l_EDOROZINE BOC KV HIONG DAN SUf DUNG

BRIy /4 /A

Levodropro

Béo quan: Noi :ho ro, nhigt d khong S5 16 8%:
qué 30°C, trdnh &nh sang. Han dang:
[ sy Chai
DUNG DcH UONG 60 ml
Co sdr sdn xuét:

TRUGC KHI DUNG.

N

,17
CONG TY CO PHAN DUQ'C PHAM AN THIEN
mnﬂzﬂm 314 Bong Sao, Phudmg 5, Qugn 8, TP. Hd Chi Minh

CONG TY CO PHAN DUQ'C PHAM AN THIEN
L& C16, Budng sb 9, KCN Higp Phuoc,

Huyén Nha B, TP. H8 Chl Minh

A

Ry
LEDOROZINE

Thanh phin:

Levodropropizin 6 mg/mi (0,6% kiftt)
Té dugc vira 4u.

Chi djnh - Chéng chi djnh - Lidu
dlng va céach dung - Than trong -
Tac dyng khéng mong mubn va
céc théng tin chi tiét khac:

Xem trén t& HDSD kém theo.

Bao quan: Noi khd rdo, nghiét dd
khéng qua 30°C, tranh anh sang.

DE XA TAM TAY TRE EM.
POC KY HFONG DAN SUF DUNG
TRUGC KHI DUNG.

ORAL SOLUTION

I.EDOROZINE

Box of 1 bottle of 60 ml
With 1 measuring cup

| AN THIEN PHARMACEUTICAL CORPORATION

314 Bong Sao Street, Ward 5, District 8,
Ho Chi Minh City

DUNG DICH UONG

LEDOROZINE

Levodropropizin

Tiéu chudn: TCCS
SPDK: ...
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1 - M&u nhin hép chira 1 chai 100 ml dung dich uéng
2 - Mau nhéan chai dung dich uéng 100 ml

Thanh phin: Tiéu chudn: TCCS
Levodropropizin 6 mg/ml (0,6% kiit)
T4 duge vira du. 13—

i - Lidu DE XA TAM TAY TRE EM,
ol oy ol - T I.EDOROZINE BOC ¥ HUGNG DAN 81y DUNG
khéng mong muén va céc théng tin chi , / I ‘ TRUOC KHI DUNG.
1ZIN

l tiét khéc: Xem trén t& HDSD kam theo.
NI 2080051 i, e TG T

qué 30°C, h‘énh anh séng.

Ch i Han ding:
a
ONON HOld ONNa Ao Mot e |
L——’L DUNG DIcH U6NG 100 ml
ﬂ - . Co sé& san xult: 5
> CONG TY CO PHAN DUQ'C PHAM AN THI

\ CONG TY CO PHAN DUQ'C PHAM AN THIEN Ld C16, Buimg s 9, KCN Higp Phusc,

\ Snntmian 314 o000 Sk Friena 5, Ol s 7. WS MG Huyén Nha B, TP, Hb Chi Minh )

o | Ry

LEDOROZINE

GMP - WHO

B aEEn el
DUNG D|CH UONG Thanh phén: ORAL SOLUTION DUNG DICH UONG
Levodropropizin 6 mg/ml (0,6% kl/tt)
Ta dugc vira du.

Chi djnh - Chéng chi djnh - Lidu
dung va cach dung - Than trong -

LEDOROZINE | réc aum ivons mons musn va I.EDOROZINE LEDOROZINE

céc théng tin chi tiét khac:

Levodropropizin /I/‘ Xem trén t& HDSD kém theo. vodropr e Levodropropizin

Béo quan: Noi khd rdo, nghiét do
khéng qua 30°C, tranh &nh sang.

BE XA TAM TAY TRE EM.
boo kY :mf&%g““ U DUNG Tiéu chudn: TCCS
Hép 1 chai 100 mi . Box of 1 bottle of 100 ml | gpk:..........
Keém 1 céc dong With 1 measuring cup

N

AN THIEN PHARMA
CONG TY CO PHAN DUQ'C PHAM AN THIEN

314 Béng Sao, Phudng 5, Quén 8,
TP. H& Chl Minh

AN THIEN PHARMA

AN THIEN PHARMACEUTICAL CORPORATION |
i 314 Bong Sao Street, Ward 5, Districl 8,
Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

®Thuéc néay chi dimg theo don thudc

DUNG DICH UONG
LEDOROZINE
“Pé xa tam tay tré em”
“Doc ky hiedng dan sie dung trieée khi ding”’
THANH PHAN
Hoat chat: Levodropropizin .................................. 6 mg/ml (0,6% kl/tt)

T4 duge: Dudng tring, acid citric monohydrat, natri hydroxyd, methyl paraben, propyl paraben,
huong déu, nuée tinh khiét vira du.

DANG BAO CHE: Dung dich ung.
M5 ta san phdm: Dung dich trong sudt, khong mau hodc mau vang nhat, hwong dau.
CHI PINH

Diéu tri triéu chimg ho, ho khan 1a két qua cta su tic nghén (viém phé quan) va bénh ly co thét
(viém thanh quéan, viém khi quan), dong thoi c6 thé do lién quan dén nhiém khuén.

LIEU DUNG VA CACH DUNG

Liéu ding

Nguoi I6n va tré em trén 12 tuéi: udng 10 ml x 3 1an/ngdy, udng céch nhau it nhit 6 gior mdi 1n.
Tré tir 2 tuéi dén 12 tuéi: ubng 1 - 2 mg/kg x 3 lin/ngay, udng cach nhau it nhét 6 gio mdi 1n.
Hoic liéu khuyén céo dwa trén can ndng cua tré la:

+ Tré ¢6 cén ning trong khoang 10 - 20 kg: uéng 3 ml x 3 lAn/ngay.

+ Tré c6 can niing trong khoang 20 - 30 kg: ubng 5 ml x 3 lan/ngay.

+Tré c6 can ning trén 30 kg: ubng 10 ml x 3 1an/ngay.

Tré dudi 2 tusi: Khuyén cdo khong str dung levodropropizin cho tré dudi 2 tudi. Do dd an toan
va hi¢u qua cua levodropropizin cho tré dudi 2 tudi chua duge nghién ciru.

Thoi gian diéu tri: Didu tri nén dugce thue hién cho dén kh1 het ho, hoic theo chi dn cua béc si,
trong thoi gian khong qué 7 ngay. Néu céc triéu chimg van ton tai sau giai doan nay, nén nglrng
diéu tri va tham khéo ¥ kién béc si.

Cach dung

Thube ding dudng ubng.

Nén udng thube khi bung déi: ubng gifra cc bira dn.

CHONG CHI PINH

- Bénh nhan mén cdm véi levodropropizin hay bét ky thanh phén nao cta thudc.

- Bénh nhan tang tiét dich nhay phé quéan va giam chirc ndng mao niém (hoi chimg Kartagener
hay loan védn dong long mi).

- Bénh nhén bi suy gan néng.
- Phy nit mang thai va phu nit cho con ba.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén than trong khi ding levodropropizin & nhitng bénh nhén bi suy giam chirc ning than niing
(Cler < 35 ml/phat).

173
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Levodropropizin khong dugc sir dung kéo dai. Sau khoang thoi gian ngén diéu tri v6i thuoc néu
triéu chimg bénh khong thuyén giam, bénh nhan can ngimg sir dung levodropropizin va cén sy
tu vén cua béc si.

D§ an toan cta levodropropizin cho tré dudi 2 t}léi chura dugc nghién ctru. Do d6, khuyén céo
khong st dung levodropropizin cho tré dudi 2 tuodi.

Canh bao ta duoc

Thubc nay c6 chira ndng dd cao dudng tra Ang, bénh nhén bi déi thao dudng cén tham khéo y kién
bac si trude khi sir dung, bénh nhan bi rdi loan di truyén hiém gip nhu khéng dung nap fructose,
kém hép thu glucose-galactose hoic thiéu hut enzym sucrase-isomaltase khéong nén ding thudc
nay.

Thudc nay c6 chira ta duge methyl paraben va propyl paraben, ¢6 thé gy cac phan Ung di ing.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Levodropropizin qua dugc hang rao nhau thai va da dugc chiing minh la ¢6 tc dung 0 hai trén
thai nhi. Do dé, chéng chi dinh st dung levodropropizin trong subt thoi gian mang thai.

Phu nit cho con bi

Levodropropizin dugc bai tiét qua stta me. Do d6, chdng chi dinh sir dung levodropropizin & cac
ba me dang cho con bu.

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

Chua c6 bao cdo vé anh hudng cua thude trén kha ndng lai xe va van hanh mdy moc, nhung
levodropropizin ¢6 thé gay tac dung khong mong muén 1a budn ngu. Do do, can thén trong khi
14i xe hodc vén hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thude ﬁ
Céc nghién ctru trén dong vét cho thdy levodropropizin khong lam ting cuodng tac dung cta céc -
hoat chét tac dung trén thin kinh trung uong (benzodiazepin, phenytoin, imipramin). Trong cac U“:’NG n
nghién ctru duge 1y trén 14m sang, su két hop voi benzodiazepin cling khong lam bién déi duong 3 BIAN

biéu didn EEG. Nhung vAn c¢én than trong khi ding dong thoi vai thude an thin, dic biét 1a & cac jI[\fJo’EII;IIIEé

bénh nhén nhay cam. Céc dir ligu 14m sang khdng chi ra tuong tac véi cac thude diéu tri bénh ly ¥

phé quan ph01 nhu chét chi van B2, cac din chit methylxanthin, cdc corticosteroid, cac khang W
e

sinh va céc chit khang histamin.

Twong Ky

Do khéng c6 céc nghién ctru vé tinh twong ky cua thude, khong tron 14n thube nay véi céc thudce
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Mot s6 tac dung khéng mong mudn ¢6 thé gap phai khi st dung levodropropizin nhu:

HEé co quan Tén suit T#c dung khéng mong mudn

Roi loan hé mién dich | Rdf hiém géip | Phan tmg qua man.

Roéi loan hé than kinh | Rdr hiém gdp | Mét moéi, suy nhuogc than kinh, ngi ga, hon mé, dau
dau, chong mit, té liét.

Réi loan tim thin Rat hiém gdp | Kho chiu, budn ngu, mét nhan céch.

Réi loan tim mach Rdt hiém gdp | Danh trdng nguc, hdi hop, nhip tim nhanh, ha huyét
ap.
Réi loan hd hip Rdt hi¢m gap | Khé thé, ho, phi né duong hod hép.
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R6i loan da va md | Rdr hiém gdp | Phét ban di ung, may day, ban do, chiig phat ban,
dudi da ngura, phu mach.

Théong bdo ngay cho bdc si hogc dwoc st nhitng phin teng cé hai gdp phai khi siv dung thuoc
QUA LIEU VA CACH XU TRi

Qua lidu: Khéng c6 bao cao vé truong hop qua liéu levodropropizin khi ding m(f)t‘liéu duy nhét
240 mg va lieu 120 mg x 3 lan/ngay trong 8 ngay lién tuc. Trong trudong hgp qua licu, ¢ thé lam
cho nhip tim dap hoi nhanh va thoang qua.

Cach xir tri: Rura da day, st dung than hoat tinh, didu tri triéu chimg.

CAC PAC TINH DUQC LY

Duwge lwe hoe

Nhom duwoe Iy: Thube giam ho.

Ma ATC: ROSDB27

Levodropropizin 1a mdt thude giam ho ¢6 tac dung ngoai vi trong ho khan.

Thube anh huong dén hé thdng than kinh trung wong rét thip so véi nhitng thube chéng ho tac
dung lén h¢ than kinh trung vong nhu codein.

Levodropropizin la mgt clrlét 1’19 ché ho khéng thudc nhom & phi‘én voi tdc ddng ngoai vi 1én khi
ph€ quan. Téac dong co that ph¢ quan va khang histamin gop phan vao tac dung giam ho. Thuoe
cling tre ché sy phong thich neuropeptic thong qua giam dan truyén than kinh (frc che tac dong
cdc so1 cam giac C), trong qud trinh viém va do d6 cling thé hién tinh chat khang viém. Khong
ghi nhan anh hudng nao lén chic nang h¢ tim mach, ho6 hap va thén. Ngoai ra, levodroproplzm

khong gdy tdo bon. Do téc dong ngoai vi, levodropropizin khong lam bién d6i dudng biéu dién
EEG va kha nang tAm than van dong khi dung & lidu diéu tri.

Dwge dong hoc
Thube duoc hép thu nhanh chéng va phan bd trén toan co thé sau khi ubng.

ANY |

Thoi gian ban thai tir 1 - 2 gio.

Kha niing gan két v6i protein huyét tuong: 11 - 14%.

Thube duge thai trir khoang 83% qua nude tiéu trong vong 96 gio.
QUY CACH PONG GOI

Hop 20 bng, 30 dng, 50 éng x 5 ml.

NEEA im i S

Hop 20 bng, 30 éng, 50 éng x 10 ml.
Hop 1 chai x 30 ml, 60 ml, 100 ml (kém 1 cbc dong).
BAO QUAN: Noi khd réo, nhiét do khong qué 30°C, tranh anh sang.
Chai thude sau khi mé nép sir dung khong qua 28 ngay, bao quan & nhiét dd phong.
HAN DUNG: 24 thang ké tir ngdy san xuét.
TIEU CHUAN: TCCS.
Co sé sdn xuit
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Pudng S6 9, KCN Hiép Phuéce, Xa Higp Phude, Huyén Nha Be, TP HO Chi Minh
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