BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
S6: 32337¢/QLD-DK Ha Noi, ngay 08thang 09 nam 20 25
V/v thay d6i, bd sung ddi véi thude
da cAp GPKLH

Kinh gtri: Organon Hong Kong Limited
Dia chi: Unit 48-136, 48/F, Lee Garden One, 33 Hysan Avenue, Causeway Bay,
Hong Kong

Tra 15i ho so so tlep nhan so 134415/TT91 ngay 12/7/2025 va céc tai ligu lién
quan ctia cong ty vé viéc thay doi, bd sung doi véi thude da duoc cap gidy dang ky
luu hanh;

Cian ct Thong tu sb 12/2025/TT-BYT ngay 16/5/2025 cua BO Y té quy dinh
viéc ding ky luu hanh thubc, nguyen liéu 1am thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bd sung cta cong ty, Cuc Quan ly
Duoc ¢6 ¥ kién nhu sau:

Bong y v6i ndi dung dé nghi thay d01 bd sung dugc phé duyét kém theo cong
van nay ddi voi thude Singulair 5mg, sé dang ky VN-20319-17.

Ngoai ndi dung dugc phé duyét, cac ndi dung khac gitr nguyén nhu hé so ding
ky thudc luu tai Cuc Quan 1y Dugc.

Céc ndi dung thay d6i, bo sung néu trén dugc thyc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngdy ky céng van ndy, cong ty
phai thyuc hién theo ndi dung thay d6i da duogc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thyuc hién ding cac quy dinh vé
dang ky lwu hanh thudc./.
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. Thay d6i quy cach dong goi:

Loai thay ddi:

- MiV-N7: Bé bét quy cach dong goéi

SO SANH NOI DUNG THAY POI
ULAIR Smg (SDK: VN-20319-17)

Thong tin da dugc phé duyét

Théng tin dé nghi thay ddi

Hop 4 vi x 7 vién

Hop 2 vi x 14 vién

Hop 2 vi x 14 vién

. Thay dbi co sé déng goi

Loai thay doi:

- MiV-PA29: Thay dbi co sé dong géi thir cAp thudc thanh phim
- MiV-PA43: Thay déi co sé dong géi so cip thudc thanh phim khong vé khuin

Co sé dong goi da duge phé duyét

Co sé déng goi dé nghi thay ddi

Merck Sharp & Dohme B.V.

Waarderweg 39, 2031 BN Haarlem, The
Netherlands

Organon Pharma (UK) Limited

Shotton Lane, Cramlington, NE23 3JU,
United Kingdom




SINGULAIR 5mg
f 2 blisters x 14 chewable tablets
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g For Oral Use

SINGULAIR'

Montelukast (as montelukast sodium) 5mg
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28 Chewable Tablets - ORGANON
SPK/Reg. No.: Keep out of reach of children

DE xa tam tay tré em Read the leaflet carefully before use

Doc ki hudng dan st dung tru'ée khi dung Each chewable tablet contains 5mg montelukast
M®i vién nén nhai chita 5mg montelukast (dugi (s montelukast sodium).

dang montelukast natri). Box of 2 blisters x 14 chewable tablets.

For Indications, Dosage and Administration,

Hdp 2vix 14 vién nén nhai. Contraindications, and other information:

Chidinh, Cach dung, Chang chi dinh va cac see enclosed leaflet.

théng tin khac: xem trong t6 hudng dén str dung  Store below 30°C. Protect from light and —
thude kem theo. moisture. = EE
Bao quan dudi 30°C. Tranh anh sang va am. Specification: In-house

Tiéu chudin chét lugng: TCCS DNNK:

San xuét tai/Manufactured by:

Organon Pharma (UK) Limited

Shotton Lane, Cramlington, NE23 3JU, United
Kingdom (Anh)

S6 16 SX/LOT.
NSX/MFG
HD/EXP.




SINGULAIR 5mg
Foil of 14 chewable tablets

/ LOT EXP \
SINGULAIR® 5mg
Montelukast
(as montelukast sodium)

mg
Chewable tablet
- ORGANON

SINGULAIR® 5mg
Montelukast
(as montelukast sodium)
5mg
Chewable tablet

- ORGANON
SINGULAIR® 5mg

Montelukast
(as montelukast sodium)
5mg
Chewable tablet

- ORGANON
SINGULAIR® 5mg
Montelukast
(as montelukast sodium)
5mg
Chewable tablet
- ORGANON
Manufactured by:

Organon Pharma (UK) Limited,
\ United Kingdom




