’ IN-2589
BOY TE 69/{0‘] e,
- 30V TE BSs 2o (w19
0\:— < CUCQUAN LY DUOC

A~ - E - My Document
[ .l‘, D L ‘l', L1201E Final Art Work Carton Label Foil Tube Insert

Vitenam - Salbutamo| Oral Solution Bp 2 mg 5 ml PIAFAGER 60 mi Carton - 22-5-15
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R Thudic ke do
H Thinh phan:

R_ Prescription Dvug i
I A FAG E R P et S mi co chira: Salbulamod sullat BFP
2 lwrong duong salbulamol 2.0 mg
g:g:j‘ mlc'dcsunltra]tﬂsap IA AG E R Chi dinh, kb ding v cach diing, chéng chi
Gy dliaie dinh, tromg tac thudc, tac dyng khang mang

SY R U P equivalent to Salbutamol 2.0mg SY R U P mudn: Xem 16 hurdng din sir dung thubc
kém the
In Syrup DESE i 498 Ban ui)é?r Bin qusn & nhidt 88 khdng qui

Caolour : Carmuoisine 30°C. Tranh ann séng v Am. Khiing dé dang
[ 3 lanh
(Salbutamol Oral Sclution A

| Dang bao ché: S 1

BP 2mg / Sml) Bora o o e 9.0

S @ang ky, 8816 sdn xudt, ngdy sdn xudt,
hgn gung: Xem Reg. No, Lot Na, Mig, Date,
Exp. Date.

Composition:

(Salbutamol Oral Solution
BP 2mg / Smi) SHAKE WELL BEFORE USE.

Storage ;

Store below 30°C in dark place.
Bé xa 1Am lay ird em

Boc k§ hutmg dén sir dung tnrde khi ding
Céac thing tin khac dé nghi xem ié hiedng
dén st dung kém theo.

Keep the bottle tightly closed.

Keep the medicine out of reach
of children.

100 mu..

San xudt bén

AUROCHEM LABORATORIES () PVT. LTD.
Ba chi' B, Palghar Taluka Indusinal

Go.-op. Estate Lid. Palghar — 401 404,
District Thane, Maharashira, An B¢

A\

Mig. in India by:

AUROCHEM LABORATORIES (I} PVT. LTD.
8. FP.T.L C.E Ltd. Palghar-401 404
Dist-Thane, Makarashira, India.

‘ | www.aurochemisboralories com

60 ml 60 ml

Do not freeze.
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oF M{'enam $aibutamol Oral Solution BP 2 mg 5 ml PIAFAGER 60 mi Label - 22-5-15

Size: 85 mm (L) 45 mm (H)

- Jf ” I

Code No- MHDRUGS/KD-126 |

Composition:
Each 5 ml. contains -
i S PIAFAGER P
equivalent to Salbutamol 2.0 mg i
In Syrup base 5.5, SYRU P Wik Dl
Colour : Carmaisine (Salbutarmol Oral Soluton  EZEETE
E SHAKE WELL BEFORE USE. BP 2mg / Smi) .
E smﬁﬂa : | ﬂ Iu‘ "l ﬂﬁlll Il
m Store balow 30°C in dark place. 3 2 sliagspiatlieinn ol it
=I Keep Ihe bottie fightly cinsed. ] Aw =t
Aau

Keep the maticine out of reach " MIg. in India by:
of children. AUROCHEM
LABORATORIES {1} W: UDH,‘ o
B, PTL G E Lid. Palghar-4 4,
Do not freeze. 60 ml Dist- Thane, Maharashira, i,
m WWWLITTE i Com

85 mm

Composition: Code No.: MH/DRUGS/KD-326
Each 5 ml. contains : PIAFAG E R

Salbutamol Sulfate BP Batch No.:

equivalent to Salbutamol 2.0 mg SYRU P Mf. Date:

In Syrup base q.s.
- Golour : Carmoisine (Salbutamol Oral Solution ~ JESHGEICE
" SHAKE WELL BEFORE USE. BP 2mg / Sml)
- Storage :

Store below 30°C in dark place.

i

Keep the bottle tightly closed.

AUROCHEM
Keep the medicine out of reach Mfg. in India by:
of children AUROCHEM
' LABORATORIES (1) PVT. LTD.
8, PT. 1. C. E. Ltd. Palghar-401 404.
Do not freeze. 60 ml Dist- Thane, Maharashtra, India.
m www.aurochemlaboratories.com
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Rx - Thuoe nay chi dang theo don thuic

PIAFAGER

* GONG T¥ 2 ."-'.-.. (Salbutamol 2 mg/5 ml)

“Dé xa tam tay tré em’

THIEN AN /<) "Poc ky hudng dan su dung trudce khi ding”

1. THANH PHAN, CONG THUC THUOC:
Moi 5 ml chiva:

Thanh phan hoat chdt: Salbutamol sulfat BP twong duong salbutamol 2,0 mg

Thanh phan ta duve: Puéong kinh, methyl hydroxybenzoat 5,0 mg, propyl hydroxybenzoat 1,0

mg, propylen glycol, natri benzoat, glycerol, di natri edetat, tinh ddu dira, mau carmoisine supra,

acid citric, nude tinh khiét vira du.

2. DANG BAO CHE;:
Si 16 thude

Mo ta dang bao ché: Si r6 mau hdng, ¢6 mui thom.

3. PAC TINH DUQC LUC HOC

Nhom duge Iy: Thube chi van p2-adrenergic

Ma ATC: RO3AC02

Salbutamol la chat kich thich adrenergic beta, lam giam co thit phé quan trong hen suyén, viém
phé quan, tran khi. Thude co hoat tinh chon loc cao trén cac thy thé & co phé quan va & lidu didu

tri, it hoac khong c¢o tac dong lén cac thu thé tim.

4. PAC TINH DUQC PONG HOC

Hip thu

Salbutamol d& dang hép thu qua dudng tiéu hoa va 6 thé chuyén hoa dau tién trong gan..

Phan bé

Nong d¢ dinh trong huyét tuong dat dugc trong vong 1-4 giér sau khi uéng. Sau nhiéu liéu udng
salbutamol 4 mg bdn lan mot ngay, nong do huyét twong & trang thai 6n dinh thu dugc sau 3

ngay.



Chuyén héa va thdi triv

Khoang mot nra duge dao thai qua nuoce tieu dudi dang lién hop sulfat bat hoat sau khi ubng.
Fhol gidn ban that 5-6 gio, sinh kha dung cua salbutamol dudng udng 1a khoang 50%..

5 CH[B[NH

PIAFAGER c,hx dulh 0 ngudi 16n, thanh thiéu nién va tré em tir 2 dén 12 tudi.

Saibutamol la lhlIOC dan phé quan chon loc trén thu thé beta 2-agonist, ¢0 tac dung gidn phé quan
tmng -thm gian ngan khi tic nghén dudng hoé hap. PIAFAGE diéu trj nhanh chong bénh hen
suyén, co thit phé quan va tic ngh&n duong hd hap cé phuc héi bﬁmg cach mo rong duong tho
trong phoi. PIAFAGER phit hop cho tré em va ngudi 1én, nhing ngudi khong thé sir dung thiét
bi hit.

Tre dudi 2 tudi khi dung cén tham khdo ¥ kién bdc si.

6. CACH DUNG, LIEU DUNG:

Liéu khuyén cdo:

Vé6i dudmg udng: Lic chai trude khi st dung. Co thé st dung mot xi lanh qua miéng dé do liéu
lwong it hon 5 ml.

Licu ngudi lon théng thuémg 1a (4 mg) hai mudng 5 ml (10 ml), 3 hodc 4 1in mi ngdy, c6 thé
tang 1én t6i da (8 mg) bén mudng 5 ml (20 ml), 3 hoic 4 1in mdi ngay. Lidu khoi ddu téi thidu la
(2 mg) mot mudng 5 ml (5 ml), 3 hodc 4 lan mdi ngay.

O bénh nhan 16n tudi va bénh nhan nhay cam khéc thuong v&i nhdém thude nay. co thé bat dau
voi lidu didu trj ( (2 mg) mot mudng 5 ml (5 ml), 3 hodc 4 1dn mdi ngay.

S dung nhi khoa:

2- 6 tudi: liu khoi dau t6i thiéu 1a 1 mg, twong duong 2,5 ml dung dich, 3 1dn mdi ngay. Co thé
tang 1én dén 2 mg, twong dwong 5 ml dung dich, 3 hodc 4 1in mdi ngay.

6 - 12 tudi: lidu khoi dau tdi thidu la 2 mg twong duong 5 ml dung dich, 3 ldn mdi ngay. Co thé
ding bén lan mdi ngay.

Trén 12 tudi: lidu khoi dau t6i thiéu 1a 2 mg mdi ngay ba lan, tuong duong 5 ml dung dich. Cé

thé tang lén dén 4 mg, twong dwong 10 ml dung dich, 3 hodc 4 lan mdi ngly.

7. CHONG CHI DINH:
Mac dui salbutamol tiém tinh mach va salbutamol si 6 thinh thoang duoc su dung cho phy nir
chuyén da som khong bién chung, nhung khong nén st dung salbutamol vi cé thé gay ra xay thai

trong ky ba thang déu tién hoac ky ba thang thir hai cua thai ky.
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Khéng sw dung ¢ nhiing bénh nhén qua min véi bt ky thanh phin nao cua thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Benh nhan can ducfc canh bao khong nén ting liéu hoac tan sé ding thude khi bénh co ddu hi¢u
ihu) én ;Jlam hoac thm gian xay ra bénh giam. Céan tham khao ¥ kién bac si.

Bc’l{butdmul gay glan mach ngoai vi, ¢6 the gy ra nhip tim nhanh phan xa va tang cung lugng tim.
Caﬂ th@n trong Vi benh nhén bi dau thét ngyc, nhip tim nhanh ning hodc nhiém doc giap.

Cén' than tmng trong viée st dung vdi thude g gdy mé nhu chloroform, cyclopropan, halothan va
cac tac nhan halogen khac.

PIAFAGER thudng khéng gy khé khin trong viée tidu tién vi khong gidng véi cdc thude cudng
giao cam nhu ephedrin, no khong kich thich adrenoceptors. Tuy nhién, dd c6 bao céo vé kho
khan khi tiéu tién & bénh nhan phi dai ruyén tién liét.

Str dung thén trong ¢ nhitng bénh nhan di théo duong vi thude co thé lam ting lugng duong
trong mau. Su phat trién ciia nhidm keton acid di duoc béo cdo vi bénh nhan tiéu duwong co thé
khong bu dép viée ting glucose mau. Hidu {tng nay c6 thé tang 1&n nhiéu lin khi dung dong thoi
VOl corticosteroid.

U bénh nhan bi suyén nang hoic khéng én dinh, thudc gifin phé quan khéng phai 1a didu trj duy
nhit hodc chinh. Khi bi suy&n ning, cin gidm dinh y khoa thuéng xuyén, bao gdm tht nghiém
chirc nang phoi vi nguy co xdy ra cac dgt phat bénh nghiém trong hoic ¢6 thé tir vong. Bé dicu
tri nhitng bénh nhan nay, nén xem xét st dung lidu khuyén cao t6i da corticosteroid dang hit va/
hodc corticosteroid duong ufing,

Piéu tri B2-agonist (duong tiém va duong hit) c6 thé gay ha kali mau nghiém trong. Pic biét can
than trong véi hen suyén cap nang vi tinh trang thiéu oxy va didu tri dong thoi vai cie din xudt
xanthine, thude lgi tidu va steroid cé kha nang lam tang nguy co ha kali mau. Piéu quan trong la
phai theo ddi nong dd kali mau trong céc tinh trang trén.

Co the ding PIAFAGER nhu thube hit gidn phé quan ¢6 tac dung tam thei dé lam giam bot cac
triéu chung. Viéc ting sir dung cic thube gidn phé quan dic biét 1a cac thude chu van beta c6 thé
lam gidm kiém soat con hen. Trong truéng hop ndy, cAn tham khao ¥ kién bac sy. Co thé xem
xét dung liéu cao corticosteroid dang hit hodc mét chu ky diéu trj corticosteroid duéng ubng.
Bénh hen suy€n ndng phai duge xUt 1y theo cach thong thuong.

Thube chira mot lugng nho ethanol (rwou), it hon 100 mg m3i 5 ml.

9.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy niv cé thai: PIAFAGER chi dugce s dung trong thoi ky mang thai va cho con bu khi thue su
can thiét,

PIAFAGER chi duge sir dung trong khi mang thai/ cho con ba néu loi ich cho nguoi me vuot

qua rul ro tiém an cho thai nhi/ tré so sinh,



Phy nit cho con bii: Vi salbutamol c6 kha ning tiét vao sita cua ngudi me dang cho con bu, nén
cin xem. et can than Khong biét salbutamol ¢ tac hai trén tré so sinh hay khong, vi vy cin sir
dung. ’rhuoc [ gu:u hdn khi thiy rang loi ich du kién voi me vuot qua nguy co cho tré so sinh.,
. e ..'.] Yah\
10 ANH HU’OWG :DEN KHA NANG LAI XE, VAN HANH MAY MOC
Vi Ihuo:: ¢6 thc ga..y. ¥a cac tac dyng khong mong mudn anh hudng dén hé than kinh trung wong
nhu ruh«lay,né-huét rut dau diu... nén bénh nhan sir dyng thude cin than trong khi lai xe va van

hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC:

Nén can thin khi dung cac thuée gay té nhu cloroform, cyclopropan, halothan va cdc din chit
halogen khac.

Téc dung clia thude c6 thé thay doi bai cac thude guanethidin, reserpin, methyldopa, cac thude
chdng tram cam 3 vong.

Cic ché pham salbutamol dudng uéng va cac thudc chen beta nhu propranolol thuong khong
dugc ké don cing nhau.

PIAFAGER khong chéng chi dinh cho cac bénh nhan dang diéu tri véi cac thube IMAO.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung khong mong mudn phé bién nhit cia PIAFAGER 1a run tay, ¢6 thé anh huong dén
cdng viée thu cong. Cang thing, bon chon va tim dap nhanh cling co thé xay ra. Da c¢6 bao cao
hiém gap cta chudt rit co. Phan (mg qua man nhu angiodema, noi may day, co thit phé quan, ha
huyét ap va soc ciing duoc bao céo 14 hiém gdp. Ha kali méu ning c6 thé do didu tri Br-agonist.
Pau dau thuong xuyén cing da duge bao cao. Gibng nhu céc thude khac trong nhom thude nay,

da co bao cao hiém gap cia hiéu dong thai qua & tré em.

13. QUA LIEU VA CACH XU TRI

Thuoc giai doc qua lidu salbutamol sulfat hay dugc ding nhat 1 cardioselective beta- tac nhéan
ngan chin, duoc ding than trong ¢ bénh nhan ¢ tién st co thit phé quan. Qua lidu PIAFAGER
¢6 the dan dén gidm kali méu (ndng do kali thip bt thwong trong méau). Do d6, cin theo doi

ndng do kali huyét thanh.

14. QUY CACH PONG GOI:

NOR—-



Hép | chai 60 ml.

15. DIEU KIENBAO QUAN:
Béo quan & nhiét dd khong qua 30°C. Trinh 4nh sang, Khong dé dong lanh.
=3 L ’ \l l'_; ]

w4 THIE L il '_"""'_’.,‘ i .
16. HAN DUNG CUA THUOC:
36 thing ké tir ngﬁyéan xuét, 30 ngay sau khi mé nép chai.

17. TIEU CHUAN CHAT LUQNG CUA THUOC
BP 2018,

18. TEN, PIA CHI CUA CO SO SAN XUAT:
Aurochem Laboratories (India) Pvt. Ltd.
Dia chi: Plot No 8, Palghar Taluka, Industrial Co-op, Estate Ltd., Palghar-401 404, Distric

Thane, Maharashtra, An Do

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Ghi Vin Hank



