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CONGTY CO PHAN DUGC HA TiNH

MAU NHAN LO, HOP XIN DANG KY

ng Ha Huy Tap, phuong Nam Ha, thanh phoé Ha Tinh, tinh Ha Tinh

/ Thanh phén céng thuc: =g
Terbutalin sulfat 0,03% (g/mi) Rx-ahuoc ke gon

cac thong tin khac: Xem trong to hudng
dén st dung thudc kém theo. Lam long dém

Tiéu chudn chat luong: TCCS
Bao quan: Noi kho mat, nhigt 6 dudi 30'C,

HaTinh, tinh Ha Tinh

Guaifenesin 1,33% (gml) T b d
Ta dugc via di
Chi dinh, cach ding, chéng chi dinh va e uneSIn

Dé xa tdm tay tré em.
Poc ky hueng dan sit dung trudc khi dung.
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Co sdrsan xudt. g
CONG TY CO PHAN DUOC HATINH - Le30ml
56 167, & Ha Huy Tap, ong Nam Ha. thanh phé Se—
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HD:

‘ _ Rx Thugc ké don
| GMP-WHO | Thanh phén cong thilc: GMP-WHO |
Terbutalin sulfat 0,03% (g/ml) ap 1l 1 b
";3{;‘: Guaifenesin ~ 1,33% (g/ml) : - 15:;30 g Te unes’n
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Tiéu chudn chit lugng: TCCS

Bao quan: Noi kho mat, nhiét do

|
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56 167, dudng Ha Huy Tap, phuéng Nam Ha, )
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CONGTY CO PHAN DUGC HA TINH
pAduang Ha Huy Tap, phuong Nam Ha, thanh pho Ha Tinh, tinh Ha Tinh

MAU NHAN LO, HOP XIN DANG KY

Thanh phén céng thic:

Terbutalin sulfat  0.03% (g/ml)
Guaifenesin 1,33% (gml)

Ta duoc vua du

Chi dinh, cach diing, chéng chi dinh va
cac thong tin khac: Xem trong ta huang
dan su dung thudc kém theo.

Tiéu chudn chit luong: 1CCS

\
D€ xa tém tay tré em.
Doc ky huong dan sur dung trudc khi ding.

93603m62031l

Tebunesin

Lam long dom

6

tranh anh sang.
Co 50 sbn xudt:

Ha Tinh, tinh Ha Tinh

Bao quan: Noi kho mat, nhiét dé dui 30°C, D

CONG TY CO PHAN DUGC HA TINH
56 167, duomg Hi Huy T3p, phustng Nam Ha, thanh phd

SLSX:

Lo 60 mi NSX::
Sir HD:

—

HADIPHAR
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Rx Prescniption drug

GMP-WHO

60ml
Syrup

Tebunesin

Expectorant

' Thanh phan céng thic:
Terbutalin sulfat 0,03% (g/ml)
| Guaifenesin ~ 1,33% (g/ml)

- Ta duge vira du

 Chi dinh, cach diing, ching chi
dinh va cac théng tin khac: Xem
trong td hudng dan sif dung thudc

et s 35 g ot g KET (e

HADIPHAR

' Tiéu chudn chit lugng: TCCS

Bao quan: Noi kho mat, nhiét do

du6i 30°C, tranh dnh sang.

(05053 xuat:

CONG TY €O PHAN DUOC HA TINH

53 167, duang Ha Huy Tap, phuang Nam Ha,
thanh phé Ha Tinh, tinh Ha Tinh.

GMP-WHO
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| [ — Nt
| expectorant
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CONG TY CO PHAN DUGC HA TiINH
Huy Tap, phudng Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh

MAU NHAN LO, HOP XIN DANG KY

S
D€ xa tam tay tré em.
Doc ky huidng dén sit dung trudc khi ding.

93603!‘96203 1'

/ Thanh phin céng thirc:

Terbutalin sulfat  0,03% (g/ml) Rx Thuae ke don

Tebunesin

Lam long dém

Guaifenesin 1,33% (gml}

Ta dugc visa du

Chi dinh, cach diing, chéng chi dinh va
céc théng tin khac: Xem trong to hudng
dén sit dung thudc kem theo.

Tiéu chuan chatluong: TCCS

Bao quan: Nai kho mat, nhiét do duoi 30°C,

juels01>adxy
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tranh &nh séng.
Cosdsan xudl:
CONG TY CO PHAN DUQC HA TINH

Ha Tinh, tinh Ha Tinh

S5 167, dudng Ha Huy Tap, phwiong Nam Ha, thanh phd

SLSX:
NSX::

Lo 100 mi
Sirt HD:

HADIPHAR

GMP-WHO

100 ml
Syrup

Tebunesin

Expectorant

—

HADIPHAR

Thanh phan cdng thifc: [
Terbutalin sulfat 0,03% (g/ml)
| Guaifenesin  1,33% (g/ml)
Ta dugc vira da

Chi dinh, cach diing, chdng chi
dinh va cac théng tin khac: Xem
trong to hudng dan st dung thudc
kém theo.

Tiéu chuan chat lugng: T(CS

Bao quan: Noi kha mat, nhiét do
dudi 30°C, tranh dnh séng.

(o5 sanxuit:

CONG TY CO PHAN DUGC HA TINH ,
55 167, duong Ha Huy Tap, phutng Nam Ha, i
thanh pha Ha Tinh, tinh Ha Tinh. .

!
| Hop110100mi i
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CONGTY CO PHAN DUGC HA TINH

o

Terbutalin sulfat 0,03% (g/ml) B Thuec ke don 0¢é xa tam tay tré em.
Doc ky hudng dan sir dung trudc khi ding.

et ... Tebunesin

Chi dinh, cich dung, chéng chi dinh va

«céc théng tin khac: Xem trong 16 hudng ‘ I|||
Lam long dom
Terbatalin sl 001% /). Gusfanesin 131l ml

din sir dung thuéc kém theo.
Tiéu chudin chit lugng: 1CCS 619360361962031
Bao quin: Noi khé mat, nhiét do duai 30°C,
tranh anh !
Casdsin “‘s:ng ] SLSK

Lo 125 mi NSX::

uiseungao by i -
S6 167, duing Ha Huy Tip, phuting Nam Ha, thanh phé
. HaTink, ton BT HADIPHAR Sir HO:

Juei0329dx3

GMP-WHO

GMP-WHO | Thanh phan cong thiic:

Terbutalin sulfat 0,03% (g/ml) Hop 110 125 mi Te b u n e S i n

g Guaifenesin 1,33% (g/mi) Sir

: Té duoc via dd Expectorant
Tebutalnslat 3%/ uaienesi 133 g i

Tebunesin | ciscssmains | Tebunesin

|
Expectorant | yengtihuing dinsitdung thusc | Lam long dom
Dé xa tdm tay tré em.

[
— kem theo. _ Dockj hutng dénsi dung trutckhi ding.

; T

| Tidududn it emg: TGS |
93603 2031

j Bao quan: Noi kho mat, nhiét d =
dlfdl 30°C, trénh dnh séng.

| (o sdsan xuat: SPK:
| CONG TY CO PHAN DUQC HA TINH hh
o | 5 167, duang Ha Huy Tap, phuéng Nam Ha, " ]
| thanh ph Ha Tinh, tinh Ha Tinh. !C NSX::
| HADIPHAR HD-
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CONG TY CO PHAN DUOC HA TiNH
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Tebunesin

“Thuéc nay chi ding theo don thuéc”

‘]

W\ HA TINH e

A 4 s
xfﬂ‘ii : ‘"ﬁ *4 “Doc ky hwong dan su dung trudc khi ding”

“Dé xa tam tay tre em’

Fhéng bdo ngay cho bdc sy hodc dwoc sy nhitng tdc dung khéng mong muon gdp phai khi
sir dung thuoc”.

1. Thanh phin cong thire thude:

Thanh phﬁn Dugec chat: Terbutalin sulfat 0,03% (g/ml); Guaifenesin 1,33% (g/ml).

Thanh phan Ta duoc: Glycerin, Acid citric anhydrous, Natri citrat, Puong trang, Sorbitol, Natri

benzoat, Huong dau, Nudc tinh khiét.

2. Dang bao ché: Siro thude.

Mo ta dang bao ché: Chit long trong khong mau vi ngot c6 mui dic trung cua huong dau.

3. Chidinh

Co thit phé quan va tiét nhay do hen phé quan, viém phé quan, khi phé thung, gidn phé quan

va cac bénh ly li€n quan khac.

4. Cach dung, liéu ding

(Str dung dung cu cdc dong chia liéu di kém bén trong hop thude)

* Nguoi lon:
Ubng 10-15ml x 2-3 1an/ ngay

*Tic em:

- Tir 7-15 tudi: Udng 5-10ml x 2-3 1an/ ngay

- Tir 4-6 tudi: Udng 2,5-5ml x 2-3 lan/ ngay

5. Chong chi dinh.

Qué man cam véi mot trong cdce thanh phan cua thude va cac thuoe giong than kinh giao cam

khac.

Tré em dudi 4 tudi.

6. Canh bao va thin trong khi dung thudc

- Khi str dung cho nguoi mang thai va phu nir cho con bu.

- Pang hoac da tung mic cac bénh li sau day: bénh cuong giap, co tim phi dai. bénh tim
nang tiém dn (nhu thiéu mau tim cuc b, loan nhip tim hodc suy tim ning).

- Qua man cam voi mot trong cac thanh phi“m cua thude.

- San phdm c6 chira dudng tring nén bénh nhén cé van dé di truyén hiém gip vé khong dung
nap fructose, kém hap thu glucose galactose hodc giam hoat tinh sucrose-isomaltase khong
nén dung thude nay.

7. Str dung thude cho phu nir ¢6 thai va cho con bu

Can than trong khi str dung cho ngudi mang thai va phu nit cho con bu.
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8. Anh hwéng cia thude 1én kha niing lai xe va vin hanh may méc

Chua c6 thong tin.

9. Tuong tic, twong ky cia thude

Khong dung thue dong thdi véi thude kich thich giao cam, vi kha ning lam tai bién trén hé
tim mach. Tuy nhién, khi ding thudc kich thich giao cam (lam gidn phé quan) co thé dugc
ding dé lam mat co that phé quan cap, & ngudi bénh van dang dung terbutalin udng kéo dai

- Khong ding dong thdi vai dan chit cia theophylin

- Thuée e ché MAO hoic thude chéng tram cam 3 vong lam tang tac hai trén hé tim mach
khi phdi hop terbutalin. Do d6, khi can phdi hop phai hét strc than trong

- Halothan: Trong céc can thiép ngoai khoa, khi ph6i hop c6 thé gy do tir cung vdi nguy co
xut huyét, ngoai ra co thé gay nguy co rdi loan nhip thit ning

10. Téac dung khéng mong mudn cia thudc

* Thuong gép: tim mach (ting nhip tim, thay dbi huyét ap, danh tréng nguc). Than kinh
(kich dong than kinh, run co, chéng mit)

* gap: Than kinh (nhtre dau, budn non, ndén, bén chén, khé ngu, hodc ngu lim, ngu ga:
nguoi yéu; nong bung mat, ra md héi, tire nguc, co co, u tai). Da (ndi may day, ban da). Phoi
(pht phéi). Chuyén hoa (khong dung nap glucose, ting glucose huyét, giam kali huyét)

* Hiém gip: Than kinh (con co gidt, quda man). Tim mach (viém mach). Gan (tdng enzym
gan)

* C6 thé bi soi than néu lam dung thude.

* Ghi chia: Thong bao cho bac si nhitng tic dung khong mong mudn gap phai khi st dung
thudce ONG T

—
P

W10«
————

Twong tac véi thude khéc, cac dang twong tac khéc: > PH.
Théng béo cho bac si nhitng tac dung khéng mong mudn gip phai khi sir dung thude )_UTC_iil
11. Qua li¢u va cach xir tri ;
* Terbutalin sulfat: cac biéu hién khi dung qua liéu nhu phan tac dung khong mong mudn., N

nhung muc do ndng hon

* Guaifenesin: C6 thé gay soi than.

Khi xuét hién nhirng triéu chimg qua lidu nén ngimg thudc ngay va tdi co s y t& gan nhat

12. Dic tinh dwge lue hoc

Ma ATC: RO3CK.

Nhém tiac dung dwoe ly: Thude kich thich chon loc thy thé betas-adrenergic. Thudc long
dom. Dang két hop.

* Terbutalin sulfat: 1a mét amin tong hop gidng thin kinh giao cam, mét chat chu vén betay-
adrenergic, ¢6 tac dung kich thich thy thé beta cua hé than kinh giao cam, khong ¢6 tac dung
trén thu thé alpha. Tac dung chinh ctia Terbutalin la lam gidn co tron phé quan, tr cung va
mach ngoai vi. Thude lam giam strc can duong ho hép, nén lam ting thé tich tho ra ging st
trong 1 gidy (FEVi: Forced expiratory volume in one second). Terbutalin khong truc tiép

B
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lam thay doi phan ap Oxygen dong mach. Thude kich thich san xuat adrenosin -3°, 5°-
monophosphat vong (AMPc) do hoat héa enzyme adenyl cyclase. Gidng nhu metaproterenol
va albuterol, terbutalin ¢6 tac dung kich thich manh trén thu thé beta2 cua phé quan, co tron
tor cung, mach mau va tac dung rat it trén thu thé betal cua tim. Tuy nhién, ¢ lidu cao.
terbutalin c¢6 thé gay kich thich tim va hé than kinh trung wong. Terbutalin dbi khi lam ting
nhip tim, nhung con chua 13, do 1a do terbutalin kich thich thu thé betal, hodc do dap tmg
phén xa voi thay d6i huyét ap do gidn mach ngoai vi.

* Guaifenesin: Co tac dung long dom nho kich tng niém mac da day, sau do kich thich tang
tiét dich & dudong hé hép, lam tang thé tich va giam d¢ nhot cua dich tiét & khi quan va phé
quan. Nho vay, thudc lam ting hiéu qua cua phan xa ho va lam d& tong dom ra ngoai hon.
Co ché nay khac voi co ché cua cac thude chéng ho, néi khong lam mat ho. Thude dugce chi
dinh dé diéu tri triéu chimg ho ¢6 dom quéanh dic khé khac do cam lanh, viém nhe duong hé
hép trén. Thude thuong duoc két hop voi cac thude giin phé quan, thudc chéng sung huyét
miii, khang histamin hodc thude chéng ho opiat.

13. DPic tinh dwge dong hoe

* Terbutalin sulfat:

- Hap thu: Khoang 30-50% lidu udng terbutalin sulfat duge héap thu qua duong tiéu hoa. Sau
khi uéng (vién nén, siro), tic dung dé thd xuét hién trong vong 30 phit, chirc nang phodi duge
cai thién thue chit trén 1am sang sau 1-2 gio, dat murc tdi da trong vong 2-3 gid. va thoi gian
tac dung kéo dai duogc 4-6 gio va tac dung gidn phé quan kéo dai dén 12 gio. Nira doi cua
thudc khoang 3-4 gio.

- Phan bé: Terbutalin phan bd vao sita me voi ndng do it nhat bang néng do trong huyét
twong ¢ cung thoi diém. Tuy nhién lugng thube vao sita me khong bang 1 % liéu udng cua
nguoi me

- Chuyén hoa - Thai trir: Terbutalin bi chuyén héa mot phan ¢ gan, chu yéu thanh cac chat
lién hop véi acid sulfuric khong con hoat tinh

Khi ubng, phin 16n lidu ding duwoc thai trir dudi dang chat lién hop. Didu nay chi ra rang.
thude c6 thé bi chuyén héa & dudng tiéu hoa, hodc bi chuyén hoa budc dau qua gan. Sy thai
trir thubce va cac chat chuyén héa hoan tat trong vong 72 - 96 gid sau khi ding mot lidu & tat
ca cac dang.

* Guaifenesin: Puoc hip thu tét qua duong tiéu hoa. Trong mau, 60% lugng thude bi thuy
phan trong vong 7 gio. Chat chuyén hoa khong con hoat tinh duoc thai trir qua than. Thoi
gian ban thai cuia guaifenesin khoang 1 gio.

14. Quy cach dong goi

Hop 1 lo x 1o 30ml, Hop 1 1o x 1o 60ml, Hop 1 lo x 19 100ml, Hop 1 lo x lo 125ml.

Hop 10 dng, 20 éng, 30 dng x Sml; Hop 10 ong, 20 6ng, 30 6ng x 10ml.

15. Picu kién bao quén, han dung, tiéu chuin chat lwgng ciia thude

Bdo quan: Noi khd mat, nhiét d§ dudi 30°C, tranh anh séng.

Han dimg ciia thuée: 36 thang ké tir ngdy sén XUét.
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Han dimg ciia thuée sau khi mé ndp cac quy cach dong goi lo: Khong qua 90 ngay sau khi mo nap.
Tiéu chuan chat lwong: TCCS.

16. Tén, dia chi co sé san xuat thuoc

-_ Cong ty o phf?m Dwoc Ha Tinh.
= ia chi: S 167, Puong Ha Huy Tép, phudng Nam Ha, thanh ph6 Ha Tinh,
HADIPHAR :
tinh Ha Tinh.





