UBND THANH PHO HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Poc lap - Tw do - Hanh phuc

S6:3473/SYT-NVD Ha Noi, ngay20 thang 4 ndm 2026
Vv thu hdi Mexiprim 4 (thuc cém
Montelukast 4mg) khong dat yéu cau
chat luong

Kinh guri:
- Thu trudng céc co s y té trén dia ban;
- UBND x4, phuong trén dia ban thanh phé Ha Noi;
- Cong ty c6 phan Pau tu va Phat trién Thuong mai Ngoi Sao Viét;
(Quay 218+219, tdng 2, Hapu Medicenter—So 1 Nguyén Huy Titong, Thanh Xudn, thanh
phé He Ngi)
- Céc co sd kinh doanh thude trén dia ban thanh phd Ha Noi.

Can cu Thong tur 30/2025/TT-BYT ngay 01/7/2025 ctia By Y £ quy dinh
vé huéng dan ap dung ti€u chuan chat luong, kiém nghiém thudc, nguyén liéu
lam thudc va thu hoi, xtr 1y thude vi pham.

Cén cr Cong van sO 499/VKNTTW-KHTH ngay 15/04/2026 cua Vién
Klem nghiém thudc Trung wong vé viéc miu khong dat yéu cau chat luong, cu
thé: Mexiprim 4 (thudc com Montelukast 4mg) S6 GPKLH: 893110040024, S6
16: 00124; Ngay SX: 04/12/2024; HD: 04/12/2027 do Cong ty co phan Du’0’c
pham Trung uong 2 san xuat kém phleu klem nghlem sO 56L277 ngay
14/4/2026. Mau thudc khong dat tiéu chuan chat lugng vé chi tiéu Tap chat lién
quan; (mec do 2 theo phu luc 11 thong tu 30/2025/TT-BYT ngay 01/7/2025).

Pé dam bao stc khoe cling nhu quyén loi hop phap cua ngudi tiéu ding
trén dia ban thanh phd Ha Noi, So Y té Ha Noi thong béao:

1. Thu hdi Mexiprim 4 (thudc cém Montelukast 4mg) S6 GDKLH:
893110040024, S6 16: 00124; Ngay SX: 04/12/2024; HD: 04/12/2027 do Cong
ty c0 phan Dugc pham Trung uong 2 san xuat tai:

- Cac co s¢ kinh doanh dugc, co s¢ kham bénh, chita bénh trén dia ban
thanh pho Ha Noi.
- Cac co s¢ kinh doanh dugc, co s& kham bénh, chita bénh khong nam trén

dia ban Ha Noi da mua 16 thudc trén do Cong ty cd phan Pau tu va Phat trién
Thuong mai Ngoi Sao Viét Cung cap (Néu co).

2. Yéu cau Cong Ly co phan Dau tu va Phat trién Thuong mai Ngoi Sao
Viét phéi hop Cong ty cd phan Duoc pham Trung wong 2, phai:

a) Trong thoi han 02 ngay ké tir ngay ky cong vin nay, gui thong bao
thu hoi téi cac co so ban, ban 1€, sir dung Mexiprim 4 (thudc com Montelukast
4mg) S6 GPKLH: 893110040024, So 16: 00124; Ngay SX: 04/12/2024; HD:
04/12/2027, Noi san xuat: Cong ty ¢ phan Dugc pham Trung uong 2 va tién
hanh thu h01 toan bo 16 thudc khong dat tiéu chuan chat luong néu trén trén



dia ban thanh phé Ha Noi va cac co s¢ kinh doanh, st dung thuoc do Cong
ty c6 phan Pau tu va Phat trién Thuong mai Ngdi Sao Viét cung cap.

Giri bao cao thu hdi vé Cuc Quan 1y Dugc, S¢' Y té Ha Noi trong thoi han
18 ngay ké tir ngay Ky cong van nay, bao gom vé sb luong nhap, so lu’O’ng phan
phdi, s6 luong thu hoi trén dia ban thanh phd Ha Noi, cac bang chirng vé vigc
thuc hién thu hoi tai co sé ban buén, ban I¢, sit dung d& mua thubc theo quy
dinh hién hanh.

Phéi hop véi co quan kiém tra chét luong, co quan kiém nghiém thudc
Nha nuéc tien hanh ldy mau bo sung tai it nhat 02 co so kinh doanh sir dung
thudc theo quy dinh tai Khoan 4 Dleu 14 Thong tu 30/2025/TT-BYT ngay
01/7/2025. Guri mau da lay téi Vién kiém nghiém thudc TU dé kiém tra chat
Iuong d6i véi chi tiéu Tap chat lién quan. Béo céo viéc thuc hién trong vong 15
ngay ké tur ngay ky cong vin nay. Bao cao két qua kiém tra chat luong vé Cuc
Quan ly Dugc dé c6 can cur xtr 1y tiép theo.

4. Cac cosoy té, co s& ban budn, ban l¢ thudc trén dia ban khan truong ra
soat, thu hoi 16 thude khong dat tiéu chuan chat luong néu trén.

5. UBND xa, phu:ong thanh phé Ha Noi: Thong bédo dén cac co so
hanh nghe trén dia ban quan ly; tién hanh kiém tra, giam sat viéc thyc hién
thu hdi cua co s& (néu cd).

So Y té Ha Noi s€ kiém tra, giam sat viéc thu hoi cua cac don V1 thong
bao dé cac don vi biét, thuc hién va bao céo viéc thuc hién vé S& Y té./. /

/

. A . . N
Noi nhén: KT. GIAM POC

- Nhu trén; ? N

- B/c Gidm dbc So' Y té; (dé blc)

- Cuc Quan ly Duoc; (dé b/c)

- TT Kiém nghiém T, MP, TP (dé t/h);

- BQL cac DNLK: Tang 23-24, tda nha Center
Building, 01 Ng Huy Tudng, 168 Ngoc Khéanh;

- Hoi cac nha thude HN, Hoi cac doanh nghiép dugc HN; x
- Luu: VT, NVDpine. Nguyén Pinh Hung



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN KIEM NGHIEM THUOC Pjc lap - Tie do - Hanh philic
TRUNG UONG
S0: 49%/VKNTTW-KHTH Ha Noi, ngay A5 thdang o4 nam 2026

V/v Mdau khong dat yéu cdu chdt licong,
Kinh gti: ’
-S& Y té Ha Noi
- Cuc Quén ly Dugc —Bo Y té

Vién Kiém nghiém thude Trung wong kinh giri Danh sach mau khong dat yéu ciu chét luong theo quy dinh (c6 Phiéu kiém nghiém
va Bién ban lay mau kem theo):

S6 phiéu Tén san pham, S6 GPKLH, s6 16, | Noi san xut, Noi liy mau Chi tiéu
nong do, ham lwong ngay san xuit, han phin phoi khong dat
dung
561277 ~ Mexiprim 4 893110040024 | Céngty ¢b phdn | Cong ty co phan Dau tu va Phat | Tap chat lién
(14/4/2026) | (thude com Montelukast 4 mg) 00124 Duoc pham trién Thuong mai Ngdi Sao Viét | quan
04/12/2024 Trung wong 2 (Quiy 218+219, ting 2, Hapu
04/12/2027 Medicenter - S6 1 Nguyén Huy
Tudng. Thanh Xuan, Ha No1)

Ghi chiiz 1. Kiém tra chét luong theo Tiéu chuén chit luong (TCCL) do Nha san xuét cung cap. do TCCL theo s6 GPKLH chua dugc
Cuc Quan ly Dugc ban giao cho Vién.
2. Chi tiéu dinh tinh bing phuong phap hdng ngoai khong thue hién duoc do TCCL thiéu phuong phép chuan bi mau thir

Kinh dé nghi S Y té Ha Néi va Cuc Quan ly Duge xem xét va xir Iy.

A osk VIEN TRUONG
- Nhu Kinh gui; P
- Luw VT, KHTH.

Foan Cao Som




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phic
SOCIALIST REPUBLIC OF VIET NAM

Independence - Freedom - Happiness

BOYTE

VIEN KIEM NGHIEM THUOC TRUNG UONG
MINISTRY OF HEALTH
NATIONAL INSTITUTE OF DRUG QUALITY CONTROL

Bia chifAddress: 48 Hai Ba Trimg - Cita Nam - Ha Noi - Viét Nam
PT/Tel: + 84.24.38252791 - Fax: +84.24.38256911

PHIEU KIEM NGHIEM VILAS 087

CERTIFICATE OF ANALYSIS

Sé/No.: 56L AT

Mbu dé kiém nghiém/Name of sample: Mexiprim 4 (thudc com Montelukast 4 mg)
Nha sin xudt/Manufacturer: Cong ty cd phﬁn Dugc phﬁm Trung wong 2

Nha nhip khdéu (néu c6)/Tmported by (if any): Khong

86 [6/Lot No.: 00124 Ngdy sin xudt/Manufacturing date: 04/12/2024
Han diing/Expiry date: 04/12/2027 S diang ky luu flﬁ’nh/Reg No: 893110040024

Noi ldy mau/Sampling sire: ~ Cong ty c¢b phén Bau tu va Phat trién Thuong mai Ngm Sao Viét
(Quay 218+219, tang 2, Hapu Medicenter - S6 1 Nguyén Huy Tudng,
Thanh Xuan, Ha Noi1) )

Nguwoi ldy mau/Sampled by: V1 Thi Nguyét Minh + Nguyén Thi Ngén

Yéu cau KN (ghi ré nji dung, s6, ngay, thang, ndm ciia cong van hay gidy to kém theo)/Requirement for

analysis (describe clearly the content, number, date of dispatch or attached paper):

Kiém tra chét luong
(Bién ban liy mau ngay 27/01/2026 cta Vién Kiém nghiém Thude Trung wong)

Ngay nhdn maw Date of receipt:  27/01/2026 S0 ding ky KN/Reg. Code No: 56L 141
Ngwoi nhin mau/Received by: Vii Trong Khoa Ngwoi giao mdu/Delivered by: Vi Thi Nguyét Minh
Tiéu chuin dp dung/Specifications applied: Tiéu chuén co s&

Tinh trang mdu khi nhgn va mé niém phong dé kiém nghiém: Mau déng g6i hop 20 gbix 1,5 ¢

Status of sample upon receipt and seal removal for analysis

CHIi TIEU KET QUA g :
VA TIEU CHUAN AP DUNG VA KET LUAN e CHAT L_UONG
¢ Acceptance criteria
Test and reference method Result
1. | Tinh chét Dung Cbm kho rod, mau tring, thé dong nhét,

mui thom ddc trung

2. | Dinh tinh

Phuong phap IR Khong dt diéu kién | Phai dat quy dinh
‘ thtr (do phuong phap
thu khong c6 cach
X ly mau)
Phuong phap HPLC Dung Trong phan dinh lugng, sic ky d6 cua

dung dich thtr phdi cho pic chinh c6
thoi gian luu tuong ung voi thoi gian
luu cua pic chinh thu duge trén séc ky
d6 ctia dung dich chuan montelukast

Céc bin trich, sao két qua nay s& khong c6 gi trj néu khéng co sy ddng v ctia Vién Kiém nghigm thude Trung wong/4ll copies not be sealed by
NIDQC are invalid,

VKN/BM/25.03 (09) 172 Ngay hiéu luc/Effective date: 01/12/2025



CHI TIEU

KET QUA

3. | D6 dong déu ham lwong

A TIE AN A e : YEU CAU CHAT LUONG
VA IRt 5 DI.JNG bl LUAN Acceptance criteria -
Test and reference method Result
Dat Ham luong monteiukast

(C35H36CINO3S) trong ché pham phai

Phasongrpilip HELU (99% - 10276; | @ ir 85% dén 115,0% so v6i ham
HLTB = 99%) iy F
4. | MAt khoi lwgng do say khd Dat Khoéng qua 5,0%
Phuong phép sdy chén khong (0,6%)
5. | Tap chit lién quan
Phuong phap HPLC
Tieng tap Khong dat Khéng qua 0,5%
(Tap lon nhat =
4,5%)
F ong tap Khong dat Khoéng qua 2,0%
(4,9%) |
6. | Dinh lwgng Pat Ham luong montelukast
Phuong phap HPLC (99,4%) (C3sH36CINOsS) trong ché pham phai

dat tir 90,0% dén 110,0% so v6i ham
luong ghi trén nhén

Két luan/Conclusion: -

Mau lay kiém tra (56L 141) khong dat yéu cdu chét luong chi tiéu
“Tap chat lién quan” theo Tiéu chuan co 56. Céac chi tiéu da thir khac
dat yéu cau chét luong theo Tiéu chuén co so.

Pé ngh1 nhi san xut stra d6i Tidu chuan co so, Chl tiéu “Pinh tinh
bing hdng ngoai”: B6 sung phuong phap xir 1y mau thir.

Ha Noi, ngay AR thang 4. ... niim 2026
(Date of issue)

VEED TRU’(”)’NG

F‘\cs:\

M""ﬁlguyen Vin Ha

Cac ban trich, sao két qua niy s¢ khong c6 gia tri néu khong c6 sw dong ¥ ciia Vién Kiém nghiém thube Trung wong/All copies not be sealed by

NIDQC are invalid.
VKN/BM/25.03 (09)

2/2 Ngay hiéu lyc/Effective date: 01/12/2025



CONG HOA XA HQI CHU NGHIA VIET NAM

. Bice lap - Tw do - Hanh phie
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BO YT
VIEN KIEM NGHIEM THU{}C W THE SOCIALIST REPUBLIC OF VIETNAM
MINISTRY {)M’?EM, TN, : Independence - Freedom - Happiness
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§ TRUNG UONG] 3_.f‘ iS OF DRUG SAMPLING FOR QUALITY CONTROL
L N 4

g \‘n M - " 2, @ v 4 -
Giay| gidi thiu hoge the thanh tray L?(;&S() AT Q. theng, nam, 1én co quan cdpji; S6 1808/G'1 ngity 05/01/2026 ciia Vién Kiém nghi¢m thude Trung wong.

A refdead oF an fnspeciion card Istating the number. date, mcsm‘}’ yeqr, ﬁmm af zswws: authority} No. 132006 dote 29 G92025 of NIDOC
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LS. Vu Thi Ng.uw.t Minh- Phong Ké hoach mng hcp 3 T e
2. V8, {\u 5&3’{;&1 ﬂ:(x fgﬁ% Ko V«’fi% sty T
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Vo hium logng, so ding ky ban ding dong goi hrgung tlia ¢hi (néu 14 thube NK} trang 16 thuic
Name, cancentration, conen, Lot mumher, o we of mongfociure. nhd nkit !éxf Nawme and address of the nhas phin ;;:iw: triede khi 1y miu
registrafion or licence nmber expry date Siisiltest - of manufuctiver | Nawme of the importer (if Baich sigiux g?,;mdm
! ) _ Packing unit faken imparted diugs), distribistor before sumpling
H 3 2 " e £ gt 2 = - o 3
el 15l iy Gel, CSUL, rp4f 202y Hep ﬁaﬁ*f@ﬁf:’_ 06 ﬁeﬁa, Qij Tr m%{ﬁ ~
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o 5 7 I r P ' P Ak Py P 4 = . z 5 ke T
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Biénf ban nay dvoc lam thanh 82 ban: o4, ban luu tai cor s& duge ldy miu, 04 ban uu tai co quan Kiém nghiém, . ban luu tai co quan gudn I¥ chit
luong (néu edn).
Tus rddord s made tate . . copies: ... one saved af the place where sample was faten, ..., eomy {eapiest arclived ai the gualive comrol, . copy tcapies) filed at the gualmy management agency (it
secesshyy
Ngwdi ?éy mﬁﬁfSaiﬁpﬁﬂg staff Dai dién co sé duge I:ﬁy mﬁﬂfﬂapmxmmﬁw of the place wiere sumple wes faken
{ K}i gfﬁv ré f’;'gf} féf&’;‘a’;gimfw"e artel ful! name) f K V. gf?f i) f?{’) fﬁ?ﬁ-ﬁ‘r‘g&ﬂmm and il nome)
. Hatprd ] Y
z“g{g E_,’;fig Lu-"’f i .
tul o
,"/.‘ . f" : yff -f{; g}/}f
; L oy i - - ;{‘%}, ;M’ 17 {mﬁ > et
M et T (’s,?ém DS. Vi Thi Nguyét Minh iy a »
I & i /
g

VENBM22.61 (10

Ngay hitu liec/Effective date: 027123025




		2026-04-17T17:10:48+0700


		2026-04-19T12:17:11+0700


		2026-04-20T16:02:37+0700


		2026-04-20T16:07:28+0700
	Nguyễn Đình Hưng


		2026-04-20T21:41:29+0700


		2026-04-20T21:41:29+0700


		2026-04-20T21:41:29+0700


		2026-04-20T21:41:29+0700




