CONG TY TNHH DUGQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
GIGAMED Dic ldp - Tw do - Hanh phiic

ek

S6:¥4442... IGGM-CV/2 ,
p GM-CYi204 TP. Ho Chi Minh, ngay 13 thing 08 nim 2024

THU THONG BAO
(V/v: Thay @i mau nhan, co s& ding ky va tén co s& déng géi so cip cia san phdm Singulair 4mg

dang cdm udng (Oral Granules))

Kinh giri: Quy Khich Hang

Truédc tién chung t6i, Cong ty TNHH Dugc Phdm GIGAMED, hoat dong trong linh vuc phan
phdi Dugc phdm trén pham vi toan quéc chén thanh cam on su hop tac, tin cdy cla Quy khach hang

di v6i cac san phim do Cong ty chiing t6i phan phéi trong thi gian vira qua.

Chiing t6i xin dugc thong bao dén Quy khach hang, theo Quyét dinh sé 2334/QLD-PK ciia
Cuc Quan Ly Dugc, ky ngay 13 thang 03 nim 2023, san phdm Singulair 4mg (Oral Granules) dang
cém ubng; sb ding ky: VN-20814-17 (S6 dang ky méi: 001110079323); hoat chét Montelukast (dugc
dang Montelukast natri) 4mg; san xuat bi Patheon Manufacturing Services LLC (Pia chi: 5900 M &o
Luther King, Jr. Highway Greenville, North Carolina 27834, USA), duoc thay d6i co s& ding ky, tha
dbi nhé tén Co s& dong goi, thay dbi tén thay @i mAu nhin (trén hop va goi thube). Chi tiét cu thé
tham khao bang so sanh dinh kém.

Nhém tao diéu kién cho viéc cung tmg, phan phéi san phim dén khach hang va bénh nhan

cling nhu dam bao quyén loi cho nguoi bénh khi sir dung san phém Singulair 4mg dang cém uodng.
Chuing t6i xin dugc thong béo dén khach hang vé su thay ddi trén.

Thay dbi nay duoc 4p dung cho cac 16 san phdm tiép nhén va phan phéi ké tir sau ngay
20/08/2024.

Co s& san xudt va Co sd nhp khiu cam két cam két ngoai viéc thay ddi kich thuée miu nhan
nhu trén, c4c thong tin khac ciia san pham: Tén thudc, sé dang ky, tiéu chun chit lwong, tudi tho,

nhém thube, nha san xudt ciing nhu gid cung tmg cta san phdm khong thay dbi so véi thong tin cil.

Céng ty TNHH Dugc Phdm GIGAMED cuing dbi tac cia chung t6i rat han hanh duge phuc vu
Quy khach hang, chiing tdi s& c6 géng hét sttc dé cung cép nhimg dich vu chuyén nghiép, chét luong
cao ma Quy khach hang mong doi trong linh viyre Duoc phim.

Céng ty TNHH Dwge Phiim GIGAMED
13.05A, Téng 13, Téa nha Viettel, 285 Céch Mang Thang 8, phuong 12, Quan 10, TP. H Chi Minh
Tel: (+ 84) 28 3622 8894
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Dé biét thém chi tiét v& viée dit hang, thong tin san phém va chim séc khach hang, Quy Khéch
vui 1ong lién lac véi chiing t6i theo thong tin nhu sau:
CONG TY TNHH DUQC PHAM GIGAMED - Trung TAm Chim Sé¢ Khéch Hang
S8 dién thoai min cudc: 1800 545446/ Zalo (tin nhén): 0901385262.
Thoi gian 1am vige: Thir Hai dén the Sau va thi Bay cudi cling clia thang: tir 7.30 sang dén 5.00
chiéu.

Chuing t6i chén thanh c4m on rét mong tiép tuc nhan duoc sy ing hd cta Quy khach hang
trong thoi gian téi.

Tran trong kinh chao.

TRAN BAO LAM

Céng ty TNHH Dwge Phiim GIGAMED
13.05A, Téng 13, Toa nha Viettel, 285 Cach Mang Thang 8, phuong 12, Quén 10, TP, Hb Chi Minh
Tel: (+ 84) 28 3622 8894
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Doc ldp - Tw do - Hanh phiic

M’ OLE-BE Ha Ngi, ngay 43 thing 3 nam 2023

- Merck Sharp & Dohme (Asia) Ltd

Dia chi: 27/F, Lee Garden Two, 28 Yun Ping Road, Causeway
Bay, Hong Kong.

Vén phong dai dién: Tang 14, Toa nha Keangnam Hanoi
Landmark Tower, Khu E6, khu d6 thi méi Cau Gidy, Phuong M
Tri, Quan Nam Tu Liém, Thanh phd Ha Nai.

- Organon Hong Kong Limited

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

Vin phong dai dién: Phong 1201-2, ting 12, Toa nha Keangnam
Hanoi Landmark Tower, Khu E6, khu d6 thi méi Cau Gidy,
Phudng ME Tri, Quan Nam Tir Liém, Thanh phé Ha Néi.

Cuc Quén 1y Dugc nhan dugc hd so sb tlep nhan 1468/TDNN ngay
28/06/2022 va cic tai li¢u lién quan cua Cong ty vé viéc thay dbi co so dang ky,
thay d6i mau nhan déi véi thube da dugc cap giay ding ky Iuu hanh;

Ci#n clr Thong tu sd 08/2022/TT-BYT ngay 05/09/2022 cta Bo trudng B
Y té quy dinh viéc dang ky lwu hanh thube, nguyén liéu lam thudc; Thong tu sb
01/2018/TT-BYT ngay 18/01/2018 ctia Bo truéng Bo Y té quy dinh ghi nhin
thude, nguyén lidu lam thube va to hudng din st dung thude;

Can cir Bién ban thdm dinh hd so thay dbi/ bd sung cua Cong ty, Cuc
Quén 1y Duoc ¢6 ¥ kién nhu sau:

Dongb ¥ vé viée thay dbi co s¢ dang ky, thay d6i mau nhan déi voi thude
Singulair, s6 dang ky: VN-20814-17, cu thé nhu sau:

- Co s6 déng ky da duyét: Merck Sharp & Dohme (Asia) Ltd; dia chi:
27/F, Lee Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong.

- Co s¢ dang ky thay d6i: Organon Hong Kong Limited; dia chi: Unit 48-
136, 48/F, Lee Garden One, 33 Hysan Avenue, Causeway Bay, Hong Kong.

Mau nhan méi cia thudc duge dong déu xdc nhan cia Cuc Quén 1y Duge
va dinh kém theo céng van nay.

Ngoai ndi dung dugc thay ddi trén, tt ca cac ndi dung khac gilt nguyén
nhu ho so ding ky thude luu tai Cuc Quan 1y Duoc.

Co s¢ dang ky, co s san xuét phai chiu trach nhiém vé& chét luong d6i voi
thude luu hanh trén thi trudng va co trach nhiém théng bao sy thay dbi nay dén
cac co quan lién quan va khach hang.

Sau 12 thang ké tir ngdy ky cdng van nay, thubc trén khong dugc nhép
khdu voi cac noi dung cii da dé nghi thay ddi.




Cuc Quan 1y Duoc théng bao dé Cong ty biét va thuc hién ding cic quy
dinh cua Viét Nam vé luu hanh thuéc./.

Noi nhin: _KT. CUC TRUONG
Nhu trén; PHO CUC TRUONG

- Cuc trudmng (d¢ ble);
- Luu: VT, BKT (P).

Nguyén Thanh Lam
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Keep out of the reach of children.
Read the package insert before use.
Bou of 28 sachets.

Cine sachet contains 4mg montekukast (as montelukast

sodium).
Store balow 30°C, Protect irom light and maisture,
Store in the original package.,

The packet should not be epened until ready to use.

Singulair Oral Granules can be administered eithar

directly in the mouth-or dissolved with baby fermula or
breast milx at room temperature, Singulair Oral Granules
are not intended to be dissolved In any liquid other than

baby tormula or breast milk for administration.

After apening the packet, the full dose of SINGULAIR

oral granules must be administered immadiately
within 15 minutes)

Cet sd dang ky thudc tai Vigt Nam:

Crganon Hong Kong Limited

San xudt baiManufactured by
Patheon Manufacturing Services LLC
5300 Martin Luther King.

Jr. Highway Greenville,

Narth Carolina 27834 UISAMy

Biéng gdi cap 1 baiPrirmary packed by:
Merck Sharp & Dohme Corp.

4833 Merck Road, Wilsen,

North Carolfina 27893, USAMY

Bidng gét ¢dp 2 béiSecondary packed by

Merck Sharp & Dohme B.V.
Waardarweg 33, 2031 BN Haarlem,
The Netherlands/Ha Lar

Tiéu chudn chat lugng: TCCS

DNNK:

ALTARTATI L2
JEet

ﬁ Thuéc ké don

DANG COM UCNG

Hop 28 géi.

I
I

SDK/REG.: VN-20814-17

BE XA TAM TAY TRE EM
BOC K¥ HUGNG DAN SUf DUNG
TRUGC KHI DUNG.

Hop 28 gbi cdm uing.
sadi géi chira bsm montelukast {dud dang
montebukast natri),

ety i i v 93

rank anh séng va b dm,

Béo quan Eh_m.m treng bao bi géc.
Chi md géi thude khi s dung.

Che thude théng vao migng hodic trdn vdi sifa me
hodc dung dich nudl dudng tré 0 nhidt 46 phang.
Khéing dugs pha cém hat véo cic dich khic,
ngaal sita me vi dung dich nudi dudng tré

Ding thude trong ving 15 phit seu ihi md goi.
Chidinh, Géch dlng, Ching chi dinh + cée thing
tin khac: xem trong 1 hudng dan sit dung thude
kem theo,



