https://nhathuocngocanh.com/

| BO Y TE
~TIC QUAN LY DUGC

DA PHE DUYET
Lin ddw . 441 45

CKV

\

|tug / Bluge
dniAg suizidoidoipoaaT

}saiow|nd

Brig uonduasaid xy

o

SA T 7,
Sofal1 Cesme

“Pulmorest

Levodropropizine Syrup
30mg / Sml
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Sokak No: 72 - 74

34091 - Edirnekap, Istanbui, Turkey
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Rx Prescription Drug.

Pulmorest

Levodropropizing Syrup

30mg / 5ml
50mi

For oral use.

1 bottle { box

Cough Syrup

Composition:
Each bottle SOml syrup contains:
Levodropropizine ................... 300mg

Dosage: As directed by the Physician.

Indication, contraindication,
precaution and other informations:
Please see enclosed leaflel.

Storage:
Store in a cool dry place, below 30°C.
Protect from lighi.

Specification: In-house

Keep out of the reach of children.
Read carefully the enclosed leaflet
before use.

Do not use 28 days afler firsl opening
if stare in room temperatura.

Shake well before use.
Manufactured by:

SANTA FARMA 1LAC SANAYILAS
Sofall Cesme Sokak No: 72-74 3409] -

Rx Thuéc ban theo den

Pulmorest

Levodropropizine Sird
30mg / 5ml

50ml
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Sird ho o o

" Giing dubng ubng.

- 1.chai i hép .

Each hotile 50m| syrup conlains
Levodropropi zine
Dosage: As diractad by the Physician
Storage: Stare in a coal dry place, below 30°C
Pratmed from light.

Kmep cut of tha reach of shildren.

Balch Ma. W

RATD. date: ddimmiyyyy
Exp. date. dd/mmfyyy

Manufactured by,

SANTA FARMA ILAC SANAYIIAS
i « Sofali Cegme Sokak No: 72-74 34091 -
. Edimekap, Istantul, Tarkey

™

]

.. 300mg

Thanh phin:

Mbi chai 50m| dung dich si rd cb chiva:
Levodropropizin 300mg
Lidu Iwong:

Theo chi din cila thdy thube

Chi dinh, chéng chi dinh,

khuyén cdo va cac thdng tin khac:
Xin xem tér huréng dén bén trong hép.
Bao quan: Bao quan noi khd mai,
nhigt do dwéi 30°C. Tranh anh sang.
Tiéu chudn: Nha san xudl

Dé xa tAmtay tré em.

Boc ki hwéng dén sir dyung tnedrc

khi diing.

Khang diing Thubc qua 28 ngay sau
khi mé nép khi bdo quan & nhiét d¢
phong.

Léc ki triérc khi dung.
Visa No. (S8 DK): VN-#E#E-##
Batch No. (5618 SX): st

Mfg. date (Ngay 5X) - ddimmiyyyy
Exp. date (Han Ddng): dd/mmiyyyy

Bia chi: s e e

San xuét boi:

Edimekapn, Istanbul. Torkey % %] SANTA FARMA ILAC SANAYIIAS
‘ N N ‘ =~ R Sof_‘all Cesme Sokak No:172—z4'3‘4091 -
- A A LA 0 ~ k o Edimekap, [stanbul, Thi Mhi Ky
/ SANTA FARMA HLAC SANAYIL AS
1 Sofali Cesme Solkiak No: 77 - 74 §
\ 34491 - Edirnckapu, Istanbui, Turkey
\
/
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Rx-Thubc bdn theo don
PULMOREST

(Dung dich siro Levodropropizin 30mg/Sml)

Thudc nay chi dimg theo dom ciia bdc sT.

Poc kj hudng dén sir dung trudce khi dimg. Néu cén thém théng tin xin hoi y kién bdc st hogSANTA FARM
Sofal1 Cesme
34091 - Edir

dugc si.
Théng bdo cho bdc s7 tac dung khong mong mudn gdp phdi khi sir dung thuéc.
Dé thuéc xa tém tay tré em.

Khéng ding thube qud han in trén bao bi.

THANH PHAN:
Maéi 5 ml dung dich Pulmorest c6 chita:
Hoat cht: LeVOdIOPIOPIZIN. .........vvrveieeeuerisersessssansassessessesssesans 30 mg

Ta dugc: Sucrose Ph. Eur, methyl paraben Ph. Eur, propyl paraben Ph. Eur, natri hydroxit
Ph. Eur, axit citric monohydrate Ph. Eur, huong anh dao IH, nuéce khir ion Ph. Eur vira da 5

o

mlL S

DUQC LYC HQC:
Levodropropizin 12 mét thubc giam ho c6 tic dung ngoai vi trong ho khan. Anh hudng cua

thubc dén hé thong than kinh trung wong 14 rit thip so v&i nhimg thudc chdng ho c6 tac dung Fo

1én trung wong than kinh nhu codein. 2

-

Co ché hoat dong: trén nhimg ngudi tinh nguyén khoé manh, levodropropizin 1am giam ho do
tac dung ciia acid citric. Tac dung chéng ho duoc duy tri trong it nhét 6 gid. Khi dung liéu
diéu tri, thubc khéng c6 biéu hién an thin nao trén than kinh trung wong.

DUQC PONG HQC:

Trong cac nghién ctru vé duge dong hoc trén chudt va ngudi, dong hoc va chuyén hoa cho két
qua tuong tu nhau. Levodropropizin hép thu nhanh va phan bé nhanh trong co thé sau khi
udng. Thoi gian ban hiy tir 1 gio dén 2 gid. Ti 1€ lién két véi protein huyét tuong: 11-14%.
Thubc duge thai trir khoang 83% qua nudc tidu trong vong 96 gid.

Ubng lidu tiép theo sau 6-8 gi&r s& khéng lam thay déi dong hoc cua lidu don. Duge dong hoc
va sinh kha dung ctia dung dich udng (nhé giot) ciing giéng nhur dang siro.

CHI PINH: ql
Piéu tri triéu chimg kich thich ho, ho khan 1a két qua cua sy tic nghén (viém phé quan) va
bénh 1y co thit (viém thanh quéan, viém khi quan), dong thai ¢6 thé do lién quan dén nhidm
trung.
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LIEU LUQNG VA CACH DUNG:
Thuéc ding dudng ubng.
Ngudi 16n va tré em trén 12 tudi: 10ml siro, 3 1an/ngay, ubng céch nhau it nhét 6 gi mdi lan.

Tré em trén 2 tudi: 1-2mg/kg x 3 1an/ ngay, tong lidu 3-6mg/kg mdi ngay, udng cach nhau it

nhét 6 gio mdi 1an.

Dé thu4n tién, c6 thé dung lidu x4p xi nhu sau: - A ILAC
+10-20 kg: 3ml x 3 1an/ ngay Sokak |
+21-30 kg: Sml x 3 lAn/ ngay <kap, |

+ Trén 30 kg: 10 ml x 3 lan/ngay

Khi dang diéu tri: viéc diu tri can tiép tuc theo chi dén cia thiy thudc cho dén khi hét ho.

Tuy nhién, néu sau 7 ngay diéu tri khong hét ho hodc c6 céc triéu chimg khéc can di kham

lai. Ho 1a mét triéu chimg va can diéu trj theo bénh ly.

Dung dich siro nay chi dugc sir dung trong 28 ngay sau khi mé nip & néu bao quan & nhiét do

phong.

CHONG CHi PINH:

Levodropropizin chéng chi dinh véi cac bénh nhin qua min véi bit cir thanh phin nao cua

thudc.

Khéng udng levodropropizin khi tang tiét dich phé quan va giam chirc ning mao niém (hoi i
chimg Kartagener hay loan van dong 16ng mi) va véi nhitng bénh nhédn suy chirc ning gan

nghiém trong.

Khong dung levodropropizin trong thoi ky ¢é thai va cho con bi.

Trong cong thirc ciia levodropropizin ¢6 dudng nén chéng chi dinh d6i véi nhitng bénh nhén -
dai thao duong. :
KHUYEN CAO VA THAN TRONG:

Levodropropizin khong duge st dung kéo dai. Sau khi diéu tri mot thoi gian ngé'n ma khong
c6 két qua thi can dén gip béc si. Bénh nhan cin dugc théng tin canh bao kha ning xay ra tac
dung khéng mong mudn. P an toan cho tré dudi 2 tudi chua dugc nghién ciru.

Cén nhic giita nguy co rii ro va loi ich véi bénh nhén suy giam chirc nang than ning (CICr <

35ml/phut).
Methyl paraben va propyl paraben chira trong Pulmorest c6 thé gdy ra phan img dj img.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU: TL

Phu nit c6 thai: levodropropizin qua dugc hang rdo nhau thai va di duge chimg minh la ¢
tac dung c6 hai trén thai nhi, do d6 khéng duoc sir dung thuéc & phu nit ¢6 thai.

Thoi kp cho con bii: levodropropizin dugc bai tiét trong sira me. Do d6 khong sir dung thube
& céc ba me dang cho con b



ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Chua ¢6 béo céo vé anh hudmg cua thube trén kha ning 14i xe va vin hanh may mée, nhung
levodropropizine c6 thé giy tac dung khong mong muédn 1a budn ngt, do d6 can thén trong
khi lai xe hodc van hanh may moc.

TUONG TAC THUOC:

Céc nghién ctru duge 1y trén dong vét cho thdy levodropropizin khéng lam ting cuong tic
dung ciia cac hoat chét tic dung trén thdn kinh trung wong (benzodiazepin, phenytoin,
imipramin). Trong cac nghién ciru duge 1y trén 14m sang, benzediazepin cling khong lam thay
d&i hoat dong ciia EEG. Nhung van cin than trong khi dung ddng thoi véi céc thude an than,
dic biét 1a vdi cac bénh nhin nhay cam. Céc dir liéu 1am sang khong chi ra tuong tic v&i céc
thuéc didu tri bénh phdi phé quan nhu chit chi vin B2, cic din chit methylxanthin, cac
corticosteroid, c4c khang sinh, va céc chit khéng histamin,

TAC DUNG KHONG MONG MUON:

Réi loan hé rhci'ng mién dich:

Rét hiém: phan vmg qua mén

Réi loan hé :‘hé'ng thdn kinh:

Rét hiém: mét moi, suy nhuge, budn ngu, nhirc de}iu, lo mo, chong mit, té liét.
Réi loan tim mach:

R4t hiém: danh tréng nguc, hoi hop, nhip tim nhanh, ha huyét ap.

R6i loan hé hp:

Rit hiém: khé thé, ho, phir né dudmg hd hép.

Réi loan tiéu héa:

Rét hiém: budn ndn, ndn, ¢ ndéng va dau da day, khoé tiéu, ti€u chay.

Réi loan tém thén:

Rét hiém: kho chiu, budn ngu, mét nhan cach.

Réi logn da va mé dudéi da:

Rat hiém: phat ban di tmg, mé day, ban dé, chung phat ban, ngira, phut mach.

THONG BAO CHO BAC SY CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC

L4 x " - Ld - L3 ll.’/— ~
QUA LIEU VA BIEN PHAP XU LY: 7@

Khéng c6 bio céo nao vé trirong hop qua liéu levodropropizin khi ding mét liéu duy nhét
240 mg va liéu 120 mg x 3 1an mbi ngay trong 8 ngay lién tuc. Trong truedmg hop qua lidu, ¢6
thé 1am cho tim d4p hoi nhanh va thodng qua. Khi d6, cn tién hanh rira da day biing than
hoat, song song bd sung dich va ding thém céc bién phép khac.

TIEU CHUAN CHAT LUQNG:

Tiéu chuan nha san xuat.

SANAY
n72-
:wﬂblll,
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BAO QUAN:

Béo quan noi kho mat, nhiét d6 dudi 30°C. Tranh 4nh sing.

HAN DUNG:

24 thang ké tir ngay san xuét.

Khong ding thubc qua 28 ngay sau khi mé nip néu bao quan & nhiét d phong.

S6 16 san xuét (Batch No.), ngay san xuit (Mfg. date), han dung (Exp. date): xin xem trén (L A.§
nhan hép va chai. 74
PONG GOI VA DANG BAO CHE: Turkey
Hop chira 1 chai siré 50 ml.

San xuit tai Thé Nhi Ky boi:

SANTA FARMA ILAC SANAYIL A.S

Tru s&: Okmeydam Boru Cigegi Sok. No:16, Sisli, istanbul, Turkey

Nha mdy: Sofali Cesme Sokak No: 72-74 34091- Edirnekapt, istanbul, Turkey

Ngay xem xét lai ngi dung hudng ddn sir dung: 04/03/2014 /p/
SANTA FARMA ILAC SANAYIL A.§
Sofal1 Cesme Sokak No: 72 - 74
34091 - Edimekapt, Istanbul, Turkey

TUQ. CUC TRUONG
P.TRUONG PHONG

E/K,faye:n %{g; H d%y
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