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1. Pinh nghia

- Theo Dugc dién My 2023 (The United States Pharmacopeia — USP), thudc da liéu (Multiple-dose container, Multiple-unit container) dugc
dinh nghia nhu sau:

+ Pbi v6i thude duong tiém (Multiple-dose container): bao bi dong kin chua thude vo tring dung duong tiém (tiém hodc truyén tinh mach),
da dat hodc duoc mién kiém nghiém kha nang khang vi sinh vat theo tiéu chuén cua Cuc Quan 1y Thuc phém va Duoc phém Hoa Ky FDA.
Lo thudc tiém da lidu duoc thiét ké dé dung nhiéu lan, thuong chira < 30mL thudc. Thoi han sir dung ddi véi lo thude tiém da liéu sau khi mé
hodc xdm nhép (vi du: kim choc thing) 1a 28 ngay, trir khi nha san xuat quy dinh khac trén nhan.

+ Pbi voi thube khong phai duong tiém (Multiple-unit container): bao bi dong kin cho phép 13y thudc nhiéu 1an ma khong anh huong dén do
an toan, hiéu luc, chét lugng va do tinh khiét cua phﬁn thude con lai. Vi du: chai lo chta vién nén, vién nang, dung dich uéng hodc dung
ngoai, ché pham dang ban rin (gel, kem, thudc md, ...).

- Ngay hét han 12 ngay cudi cing ma nha san xuat dam bao day da hiéu luc va do an toan cua thude khi thude duge bao quan trong cac diéu
kién ctia nha san xuat quy dinh.
- Han str dung sau khi m¢ 1 khoang thoi gian ma thude van an toan dé sir dung sau khi bao bi gdc ctia thude bj méd va dam bao thude duoc

bao quan trong cac diéu kién ctia nha san xuat quy dinh [1],[2].



2. Danh muc thuéc chia liéu

1. THUOC GAY TE, GAY ME, THUOC GIAN CO, GIAI GIAN CO

Thudc giy t&, gdy mé

60 thang ké tir ngay
san xuat, bao quan &
Puon Hop 1 chai Piramal nhiét @6 < 30°C.
Sevofluran Seaoflura Dang hit 2 & 250ml P Chai Critical M¥ Khéng dé dong lanh. -
hé hap 250ml D O
Care, Inc Vi thudce bay hoi, can
day kin nip. Dé chai
& vi tri thang ding.
2. THUOC PIEU TRI KY SINH TRUNG, CHONG NHIEM KHUAN
Thubc chéng nhiém khuin
Thudc nhém p-lactam
36 thang ké tirngay | Thudc sau khi
Thudc bot ?ééphla 1;-’0 C}?;ngézocf vis Sél'l xuét, bao quan & EE?@?EZ guéu; ffC
- . ~ . z 1 A A o _
Cefpodoxim Alkidazol pha hdn dich | Uéng 480mg/60ml P Hop paan duo ' nhiét d¢ < 30°C, e -
ubn ml hon phdm Trung | Nam tranh &nh séang. trong ti lanh, sir
& dich udng uong 2 dung khong qua
10 ngay.
x Bot ph . 36 thang ké tir nga Thudc sau khi
i . | Bopandn | oupha | [y | 3 hangkédrngly | Thide s i
Cefdinir Zonazi dich ud Ubng 250mg/6 ml | hén dich Hop Cong ty cd N san xuat, bao quan ¢ | pha bdo quan ¢
ich ung uéng phan dugc am nhiét d¢ < 30°C. nhiét ¢ 2 — 8°C

trong tu lanh, sir




pham Ha

Tay

dung trong
vong 7 ngay ké
tur khi pha.

3. HOCMON VA CAC THUOC TAC PONG VAO HE NOQI TIET

Insulin va nhém thudc ha dwong huyét

30 thang ké tir ngay

Sau khi m¢ nap
lan dau: trong
khi sir dung hay
mang theo dyu
phong dugc bao
quén tbi da

Novo san xuat, bao quan trong 4 tudn &
. Novorapid Dung dich . Hop 5bat | Bat Nordisk , ’ nhiét do <
Insulin aspart P une A Tigm | 100 1ujmI | DoP Ut Bt _ Phap | tranh 4nh sang tryc AR
FlexPen tiém tiem x 3ml | tiém Production A e e an 30°C, c¢6 thé
tiép ¢ nhiét do 2 - X .
S.AS 8°C bao quan trong
' ti lanh (2 —
8°C), tranh
ngudn nhiét
hoac anh sang
truc tiép, khong
dé dong lanh.
Sanofi 36 thang ké tir ngay | Sau khi mé lan
. . ) san xuét, bao quian | diu: bao quin
Insulin Lant D ich " Ho it | But Aventi
sult antus Jung dich 1 e | 100 1wy ami | HOPSbut | BU entis Pire o nhigt dp2-8°C, | & nhigt dp <
glargine Solostar tiém tiem x 3ml | tiém Deutschlan . AR z.
d GmbH khong dé dong lanh, | 30°C toi da

tranh anh sang.

trong 4 tuin.




But tiém dang
str dung khong
nén bao quan
trong ti lanh.

Béo quén &
nhiét @6 & nhiét
Insunova Biocon 36 thing ké ti ngdy o plzc‘)ng
Insulin ngudi, Hoén dich . Hop 11ox . o san xuat, bao quan & (<25°C) tf ong
o x 30/70 i Tiém 1001U/ml Lo Biologics Anbo n i o vong 6 tuan.
tron hon hop . . tiém 10ml . nhiét o 2 - 8°C,
(Biphasic) Limited Khone dé done lanh )
ong dedong falf- | K hong tip xuc
v&i nhiét va anh
nang truc tiép.
Sanofi-
Aventis Béo quén 6
0 ( nhiét d6 kho
Toujeo Dung dich :_IICOIfI i; N Bt | e Bdo quan ¢ nhi¢t d6 2 u:fsg?c i ds
Insulin glargine J Sung cl Tiém 300 1U/ml cmhap ) B GmbH it -8°C, khong dé dong | 22 &
Solostar tiém san thudc x | tiém L . 6 tuan, tranh
lanh, tranh anh sang. , ,
1,5ml anh sang tryc
tiép.
Khi dang dung
o 24 thang ké tirngdy | co thé dé nhiét
Diamisu Getz Pharma san xuat d6 phong duoc
i oi Hon dich . Hop 11 . : ; © Y
Inf uhn:ngu o 70./30. .f) n die Tiém 100 IU/ml op Llox Lo Parkistan dén 6 tuan.
tron, hon hop Ilrggizﬂf)nl tiém 10ml Bao quan noi méat 2 — Khong duge sir
m 8°C. Tranh dong dung qué thi

lanh. Tranh noi qua

gian nay.




néng, anh sang mat
troi.

4. THUOC TAC DUNG TREN PUONG HO HAP

Thudc chira hen va bénh phéi tic nghén min tinh

MOdi lidu xit

Day nip dau

x4 chtra: . ngam sau khi su
X Ho h . 24 thang ké tir nga ’
Han dich ondich | 5 desonid | Hop 1 i Gthangkemrngay | g o
. . ) ., nén dudi I AstraZeneca san xuat. Khong bao
Budesonid + Symbicort nén dudi ap i ; 160mcg + nhém x 1 . , A \
9 . Lo : | ap suat . ) Binh Dunkerque Phép quan trén 30°C. Bao
formoterol Rapihaler suat dung dé . i Formoterol binh xit . o RN
. dung dé 2 Production quan binh xit véi dau
hit hit fumarate 120 liéu nedm quay xubn
dihydrate gam quay &
4,5mcg
Mai liéu
phong thich
chura: 24 thang ké tir ngay
. . . . Budesonid . san xuit. Bao quan ¢
Budesonid + Symbicort Thuoc bot dé Hop 16 ) AstraZeneca | Th
10 y hude botde | ) e hit | 160meg + P 018 | Ong wy nhiét do < 30°C. Bio -
formoterol Turbuhaler hit hit 60 licu AB bién ) Can
Formoterol quan trong bao bi day
fumarate kin.
dihydrate
4,5mcg
11 0,05mg/nhat | Hop 1 binh i
Fenoterol + Berodual Dung dich it hon Xit + xit 200 Binh Boehringer Biic 24 thzir}g ké tir ngay
ipratropium khi dung IO 1 0 02mg/nhét | nhat xit Ingelheim sdn xuat, bao quan ¢
Xit (10ml) Pharma nhiét d6 < 30°C, noi




GmbH &
Co. KG.

kho rao, tranh anh
sang.

12

Salbutamol
sulfat

Ventolin
Inhaler

Hon dich xit
qua binh
dinh lidu
diéu ap

Puong
hé hép

100meg /lidu
xit

Hop 1 binh
xit 200 liéu

Binh
xit

Glaxo
Wellcome
S.A.

Tay Ban
Nha

24 thang ké tir ngay
san xuét, bao quan &
nhiét d6 < 30°C,
tranh déng lanh, tranh
anh sang.

Gibng nhu hau hét
céc thude hit dung
trong binh xit, hi¢u
qué diéu tri ciia thude
¢6 thé giam khi binh
xit bi lam lanh.
Khoéng nén dam
thung, 1am v& hay dt
binh chira thudc xit
ké ca khi binh hoan
toan hét thudc.
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Mometason
furoat

Momate
0,05%

Hdn dich xit
mii

buong
hd hap

0,05% Ki/kI

MBOi liéu xit
cung cip 50
microgam
Mometason
Furoat (dudi

Hop 1 binh
xit 60 hoac
140 liéu

Binh

GLENMAR
K
PHARMAC
EUTICALS
LTD.

24 thang ké tir ngay
san xuét, bao quan &
nhiét d§ < 30°C.
Khong dé dong lanh.
Tranh &nh sang.




dang

Monohydrat)
24 thang ké tir ngay
Salmeterol + Seretide Hon dich hit Glaxo sér.leuéAt, . Oquén ’
_ qua duong | 25meg; Hop 1 binh | Binh Tay Ban | Mhiétdo <30°C,
14 | fluticason Evohaler DC o Dang hit . . Wellcome tranh dong lanh, tranh
ropionat 95/125mc miéng (dang 125mcg 120 licu xit | xit SA Nha e e
prop g phun swong) . anh séang.
24 thang ké tir ngay
Salmeterol + Seretide Thubc phun ) . . R Glaxo . san xuét, bao quan &
15 | fluticason Evohaler DC | mu dinh liéu | Dang hit ;:g‘rﬁg 11{; 5 111?6312?[ thnh Wellcome 1,\-'?; Ban nhiét do < 30°C,
propionat 25/250mcg | hé hon dich g N SA tranh dong lanh, tranh
anh sang.
24 thang ké tir ngay
san xuit, bao quan
& nhiét d < 30°C,
. tranh swong gia,
Dung cu xit f;rglg) tranh anh sang.
. L dugc thiét Hop 1 N Glaxo .
Fl FI ‘. : Binh Tay B A A .
16 r‘;“fjig?ee E\;);?]ZEG; KEdgebigt | (it qua | 125Mcg binh 120 Xi'tn Wellcome N‘?; N | Khéng tiép xiic véi
Prop déxitvio | g libuxit | SA nhigt dj >50°C.
miéng mi¢ng) Khong nén dam

thing, lam v& hay
dbt binh xit ké ca
khi binh hoan toan
hét thudc.




Chai thiy 36 thang ké tir ngay

tinh mau san xuit, bio quin
niu chira Edis & nhiét do < 30°C,
38g (dudi 38g dung g tranh anh sang.
. . < . . Pharmaceut
Lidocain . . Thuoc phun | Puong dang dung dich . .
17 . Lidocain N Ry k <, Lo icals Private | Hungary
(hydroclorid) mu hé hap dich 10% thuoc, cé Limited
trong con) kém déu Compan
xit, day bany
bing nip
béo vé.

Ghi cha:

Phan chir td dam 1a c6 thay ddi so v6i cac ndi dung di ban hanh trwéc day.
(-): Khéng c6 khuyén céo ciia nha san xut

Tai liéu tham khao:

1. T huéng dan sir dung thude

2. Duoc dién My U.S. Pharmacopeia 2023

3. ASHP Crosswalk of Guidances and Standards for Managing Single (SDV) and Multi-Dose Vials (MDV). https://www.ashp.org/-
/media/A908FBSEC74C4E57868CBB5431CCD557.pdf
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