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TENG GIAMBDSC
DSCKI: NGUYEN THI TU ANH

LEDPIZIN

Levodroproplzin 30 mg

Ry Thudc ké don Ry Thuéc ké don
I E D P I z I N Thanh phén: I E D P I z l Bdo qudin: Bo qudn & nai khé réo, nhigt dd
" N s Lovodropropizn ..o 30 mg & . . . Kong Q_Ud S0P frci ?nh g A,
Pieu tri cac triéu ching ho . Pieu tri cac triéu ching ho - Han dlng: 36 thang ké 1t ngdy sén xudt.
Ta duge: ... VUQ AU S Ml - Tiéu chudn Chﬁt’Wﬂg,’TCCS.
Chi dinh, chdng chi dinh, liéu ding, cdch
diing va cac théng tin khac: o
Xem trén t& hudng dan st dyng bén trong hop. 5§ |6' sx:
NSX:
HD:
Ca 56 san xudt thude:

CcONG TY ¢O PHAN DUYC VAT TU'Y TE HAI DUUNG
SG 102, Phé Chi Lang - Phudng Nguyén

Doc ki huﬂ:dg ddn sif dung truéc khi ding.
Tréi - TP H&l Dudng - Tinh Hai Dudng

xa tam tay tré em.

Thudc ndy chi diing theo don thude, Hop 30 g 5mi $iré

Hop 30 Gng 5ml Sird
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Ry Thudc ké don

LEDPIZIN

Pldu trj cdc trigu ching ho

oy Bunys né|1y 902 jiy nela

NIZIdd31
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o
Thanh phdn: Bdo quan: B&o qudn & noi khd rdo,
Levodropropizin ..., 30mg nhiét dd khéng qud 30°C, trénh anh
Ry Thuéc ké don Té dUQC: .o wia & 5mi Ry Thuéc ké don sang tryc 1iép.
Chi dinh, chéng chi dinh, liu - Han ding: 36 thang ké ti ngdy san

L E D P I z I N diing, céch diing va céc théng L E D P I z I N xudt.
. - Tiéu chudn chdt Iugng: TCCS.

Piéu trj cdc tridu chitng ho

tin khéc:

Xem frén t& huéng dén st dyng Didu trj cGe trigu ching ho  spk:

bén trong hdp.

e TENG Gl1AMBOC
" Cd 58 séin xudt thudc: ILSCKI NGUY!N TH! T‘j ANH

Doc ky hudng dén sit dung
truéie khi diing.

béxatemtaytéem. T e %rct TP H&l Duong - Tinh Hai Duong

Hop 1 chai x 30 ml Sird Thudc ndy chi diing theo don thugc. Hop 1 chai x 30 mi Siré
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Ry Thudc ké don

LEDPIZIN

Didu tr] cée tridu chitng ho

oy Bupyd ng1iy opo jiy nela
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Thanh phén: Bdo quan: B&o qudn & ndi khd réo,
Levodropropizin ... 30mg nhiét 46 khéng qud 30°C, tréinh &nh
Ry Thuéc ké don Té dUQC: ... viadtsm Ry Thuéc keé don sang tryc tiép.

Chi dinh, chéng chi dinh, lidu - Han ding: 36 thang ké 1l ngdy sén

L E D P I Z I N diing, céch diing va cdc théng L E D P I z I N xudt.
- Tiéu chudn chdt lugng: TCCS.

Piéu tri cdc tridu ching ho

tin khéc:
Xem trén 13 hudng dan sl dyng

Piéu tri cac triéu ching ho SPK:

bén trong hop.

TONG GIAMBOC
DSCKI: NGUYENTHI TG ANH

- C0 58 sén xut thudc:

Doc kj huéng dan sif dung i ‘ " CONG TY C PHAN DUUC VAT TU Y TE Nl DUONG
by o tude ki ding. $6.102, Phé Chi Lang - Phuging Nguyén
e pexatam tay té em, ©"" Tr@l - TP Hal Duong - Tinh H&l Duong

Hp 1 chal x 60 m Sird Thudc ndy chi ding theo don thue. Hop 1 chai x 60 mi Sird
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Ry Thuéc ké don

LEDPIZIN

Didu tr| cdc tridu chiing ho

oy Bupyo ndiiy opo i} ngla

NIZIdd31
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90ml Sirdé

L%
Thanh phén:
Ry Thudc ké don USOTERG PR vosramsn 0mMe Ry Thude ké don
Tadude: ..., vita dd 5mi

Chi dinh, chéng chi dinh, liéu
diing, cdch diing va céc théng
tin khac:

Xem trén 18 hudng dén st dung
bén trong hop.

LEDPIZIN

Pidu trj cac trigu ching ho

LEDPIZIN

Piéu tri cdc triéu chiing ho

---------
.....

.....

ch ky hudng dan st dung
!méc khi diing.

é xa tam tay fré em.

Thudc ndy chi diing theo ddn thudc.

Hop 1 chai x 90 ml Sird

Hop 1 chai x 90 ml Sird

e e

Bdo quan: Bao qudn & ndi khd réo,
nhiét dd khéng qud 30°C, trénh énh
séng tryc tidp.

- Han dong: 36 thang ké tU ngdly san
xudt.

- Tiéu chudn chét Iuging: TCCS.

SPK:

18NG GIAMBOC
DSCK1: NGUYEN THI T0 ANH

Cd & sdn xudt thude:

-coue n no' PHAN DUQC VAT TU'Y TE HAI DUONG

*.'86.102, Ph& Chi Lang - Phudng Nguyén
Trdi - TP H&i Duong - Tinh Héi Dusng
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HUONG DAN SU DUNG
Tén thuée: ** LEDPIZIN
Doc ky huéng dan sir dung trude khi dimg. Pé xa tam tay tré em.

Thuéc ndy chi ding theo dom thuéc.

1. Thanh phin céng thirc thube:

Thanh phan hoat chit: Ham lugng
Levodropropizin 30 mg
Thanh phan td duge: Sucrose, Nipagin, Nipasol, Propylen glycol, Vira di
Acid citric khan, Natri hydroxyd, Nuéc tinh khiét. 5ml
2. Dang bao ché: Siro thudc. Chat léng trong, dong nht, khong c6 cin va tiéu phan la, vi
ngot, hoi déng.
3. Chi dinh:

Siro thudc Ledpizin dugc dung cho tré trén 2 tudi va ngudi lén dé didu tri ho trong cac
truong hop bénh ly phé quan phdi khéc nhau.

4. Cich ding, li¢u dung:

4.1. Cdch diing:

Thubc ding dudng ubng, c6 thé pha lodng v&i nuée trude khi sir dung. Nén sir dung thudc
xa bira an.

4.2, Liéu ding:

- Nguoi 16n va tré em > 12 tudi: 10 ml/1dn c6 thé ding t6i 3 lan/ngay. Mbi liu cach nhau
it nhit 6 gio.

- Tré em 2 — 11 tubi:

* Can ning 10 - 20 kg: 3 ml/lan, ¢6 thé dung dén 3 1dn/ngay. M&i lidu cdch nhau it nhit 6
gio.

* Can nang 20 - 30 kg: 5 ml/lan, c6 thé dung dén 3 1an/ngay. M3i lidu cich nhau it nhét 6
gio.

- Thude nén duoc sir dung cho dén khi hét kho hodc theo chi dinh cua bac si trong thoi gian
khong qué 2 tudn. Néu triéu chirng khong cai thién trong thdi gian nay, nén ding thudc va
di kham lai.

5. Chéng chi dinh:

- Mén cidm véi bat cit thanh phéan nao cuia thuoe.
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- Bénh nhén tiét quéa nhidu chit nhay phé quéan

- Bénh nhin mic Hoi chimg Kartagener.

- Bénh nhén c6 suy giam chire ning gan déng ké.

- Thoi ky mang thai va cho con bu.

6. Cinh bao va thén trong khi ding thude:

- Céc nghién ctru v& hiéu qué cla san phim sau khi dung cho tré em dudi 2 tudi van chua

duoc thyc hién & mac do déy da, do d6 san phém nén duoc sir dyng than trong cho nhém

bénh nhén nay.

- Than trong khi sir dung san phim cho bénh nhan suy thén ning (d6 thanh thai creatinin

<35 ml / phut).

- Thén trong khi sir dung levodropropizine cho bénh nhén cao tudi ¢6 thuong thay déi do
. nhay véi céc loai thudc khéc nhau.

- Vi khong c6 dir liéu nao vé anh hudng cua thue phdm dbi voi su hép thu ctia san pham,

nén sir dung sén phim xa céc bira n.

- Thude chira chit bao quan Nipagin, Nipasol c6 thé gay ra cac phén g dj tmg, hoic qua

man véi nhitng ngudi ¢6 tién st dj ing Parabens

- Thudc ¢6 chita Sucrose: Bénh nhén bj rdi loan di truyén hiém gap nhu khong dung nap

fructose, kém hip thu glucose- galactose hogc thiéu hut enzym sucrase-isomaltase khong

nén ding thudc nay. Luong Sucrose trong ché phim thé anh hudéng dén dudng huyét véi

nhiing bénh nhén tiéu duong,

7. Sir dung thude cho phu nit ¢6 thai va cho con bii: Chéng chi dinh thubc & phu nix

. mang thai va cho con bu.

8. Anh huwéng cia thude 1én kha nang lai xe, van hanh may méc:

Thude c6 thé gdy chéng mit, budn ngl, mét maéi. Bénh nhan nén duoc khuyén cao r?mg

khong nén l4i xe, van hanh may méc hoiic tham gia vao céc hoat dong ma nhirng anh huong

nay co thé gdy nguy hiém.

9. Twong tac thube, twrong ky ciia thude:

Twong tdc thuéc:

- Méc du khoéng c6 tuong tac véi benzodiazepin dugc quan sét thy trong cac thir nghiém

1&m sang, nhung thudc phai dugc str dung mot cch than trong véi thude an than, dic biét

trén cdc doi tugng nhay cam.
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- Cdc nghién ctru 14m sang khéng cho thdy bat ky tuong tdc nao véi cac loai thube duge st
dung dé didu trj cac bénh v& phé quan phdi cac bénh nhu beta-2-agonists, methylxanthines
va céc din xudt cua chung, corticosteroid, khang sinh, thuéc didu tiét chét nhdy va thubc
khang histamine. %
Tuwong ky: ' l
Do khéng ¢6 céc nghién ctru vé tinh tuong ky cia thube, khong tron 13n thube nay véi cac
thudc khac.
10. T4c dung khéng mong muén ciia thue:
Hiém gdp, ADR < 1/10000:
- Réi loan da va mé duéi da: M2 day, ban d6, ngoai ban, ngira, phu mach, phén g da.
- Réi loan tiéu héa: Pau da day va bung, budn nén, non mura, tiéu chay.

. - Cac 16 loan chung va tinh trang co dja: Phan ung di ing va phan v§, tinh trang khé chju
chung. Céc trudong hop riéng biét vé pht, ngit va suy nhugc toan thin di duoc bao cdo.
- Réi loan hé than kinh: Hoa mét, chong mit, run, di cam.
- Réi loan tim mach: Panh tréng ngyec, nhip tim nhanh, ha huyét 4p.
- Réi loan tAm thin: Khé chiu, budn ng, suy nhugc co thé.
- Réi loan hd hiép, 1ng nguc va trung that: Khoé thé, ho, phi1 né dudng hé hap.
- Réi loan co xuong va mo lién két: Suy nhuge va yéu céc chi dudi.
11. Qua liéu va cach xik tri:
11.1. Qud liéu:
Khéng c¢6 tac dung phu dang ké nao dugc quan sat thdy sau khi dung thudc nay véi mot

. lidu duy nhét cho dén 240 mg hodc 1én dén 120 mg (3 14n mot ngay) trong tim ngay.

Chi ¢6 mét trudng hop qua lidu dugc ghi nhan v6i mot tré ba tudi duoc didu tri véi lidu
hang ngay 360 mg levodropropizine. Bénh nhin dau bung va nén mira, khong ning va
khong dé lai di ching.
11.2. Xk tri:
Trong truong hop qua liéu, cin thong bao ngay cho béc s¥ cdc triéu ching bt thudng gip
phai. Céc bién phdp diéu tri hd trg ¢6 thé dugce tién hanh trong trudong hop cén thiét (rda
da day, sir dung tham hoat, v.v.)
12. Dic tinh dwge lre hoc:
Nhém duoc 1y: Thube gidm ho.
Ma ATC: RO5SDB27.
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Levodropropizine ¢6 téc dung chdng ho, dic biét 1 tdc dong ngoai vi 1én khi phé quan,
kém theo tdc dung khéng histamine.

O dong vat, levodropropizine ciing cho thiy hoat tinh gdy té cuc bo.

Co ché hoat dong: Levodropropizine c6 tic dung chéng ho théng qua viéc trc ché & muc
do sgi C (C-fiber).

Trong md hinh In-vitro Levodropropizine trc ché su phong thich neuropeptid tir sgi C. G
nhitng con méo dugce giy mé, levodropropizine lam giadm déng ké su hoat héa cia cic sgi
C va ngén chin cic phan xa lién quan.

Levodropropizine tac dong 1én hé théng phé quéan phédi béng cach trc ché co thit phé quéan
gdy ra boi histamine, serotonin hoic bradykinin.

0 dong vat, levodropropizine khong gy suy giam chirc ning ho hip, khong anh hudng
dang ké dén tim mach va ciing khong gay tio bon.

O ngudi, levodropropizine khéng trc ché chitc ning hd hap hoic sy thanh thai niém mac.
Tac dung chéng ho cia levodropropizine c¢6 thé so sanh véi cac san phim thudc tac dung
trung uvong, nhung levodropropizine dugc dung nap tét hon, dac biét 1a vé tac dung an than.
13. Dic tinh dwgc djng hoc:

O ngui, levodropropizine dugc hip thu nhanh chéng va phéan bb nhanh chéng khép co thé
sau khi udng. Thoi gian bén thai sinh hoc khoang 1 - 2 gio.

Qué trinh thai trir dién ra chu yéu qua nuéc tiéu dudi dang khong thay déi va dang chit
chuyén héa nhu levodropropizine lién hop, p-hydroxylevodropropizine (tw do ho#c lién
hop). Thai trir qua nuée tiéu cia san pham va c4c chét chuyén héa néu trén xap xi 35% lidu
dung trong vong 48 gid.

Céc nghién ciru duge dong hoc duoc thyc hién trén chudt, ché va ngudi. N6 da dugc chirng
minh ring sy hip thy, sy phan b, chuyén héa va thai trir rit giéng nhau & ca ba loai, véi
kha dung sinh hoc vuot qua 75% khi dung dudng udng.

Lién két véi protein huyét turong cua con nguoi la khong déng ké (1 1-14%) va c6 thé so
sanh duoc v6i cdc gid trj quan sét trén chudt va cho.

Céc thir nghiém trong dé thudc duge sir dung 13p di 13p lai cho thiy didu trj trong tdm ngay
(3 1an mdt ngay) khong anh hudng dén céc dic tinh hip thu va bai tiét cia san phim. Do
d6 co thé loai trir hi€u ting tich lily va qua trinh tu tao chuyén héa.

D6 thu hdi cua hoat d¢ phdng xa sau khi uéng dat 93%.
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Khong c6 thay ddi déng ké nao vé ddc tinh duoc dong hoc cla sin phdm & tré em, bénh
nhan cao tudi bi suy than vira hodc ning.

14. Quy cach dong géi:

Hop 30 6ng x 5 ml; hop 1 chai 30 ml, hop 1 chai 60 ml, hop 1 chai 90 ml, kém céc dong;
kém huéng dan sir dung.

15. Piéu kién bio quén, han dung, tiéu chuén chit lwgng ciia thude:

- Diéu kién bdo quan: Bao quan & noi kho rdo, nhiét d¢ khong quéa 30°C, tranh 4nh séng
truc tiép.

- Han dimg: 36 thang ké tir ngady san xuét, 30 ngay sau khi mé nip.

- Tiéu chudn chat hrgng: TCCS.

O NG
CONG TY CO PHANMU Y TE HAI DUONG

86 102, Phé Chi Lang - Phuong Neuyén Trdi - TP Héi Duong - Tinh Hdi Duong
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