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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
Sb: 1444 /QLD-CL Ha Néi, ngay 29 thang 05 nam 2025

V/v thong béo thude gia, thude
khong rd ngudn goc va xur ly
vi pham

Kinh giri: SO Y té cac tinh, thanh phd truc thudc Trung uong

Cuc Quan 1y Duoc nhan dugc Cong vin s 942/KNTMPTP-KHTCKT dé
ngay 27/05/2025 ciia Trung tdm kiém nghiém thudc, my pham thuc pham Ha Noi,
giri kém Bién ban liy miu thudc, my pham dé kiém tra chat luong dé ngay
12/05/2025 va Phiéu phan tich s6 625/KNT-25 ngay 27/05/2024, bao cao vé viéc
mAu san pham c6 thong tin ghi trén nhan: DIAMICRON ® MR 60mg (Gliklazid),
s6 16: 23F603, Han dung: 04.2026, khong dat yéu cau chat lugng vé chi tiéu Pinh
lwong Gliclazid theo Dugc dién Viét Nam V — chuyén luan Vién nén Gliclazid co
két qua 13 42,5mg/vién (70,83% so v6i ham luong ghi trén nhan). Mau thudc
DIAMICRON ® MR 60mg néu trén va 06 mau thudc khac iy dé kiém tra chét
luong tai Nha thuéc Pirc Anh truc thudce Cong ty TNHH Duogc phﬁm thiét bi y té
Puc Anh - S6 08 duong Huynh Thuc Khang kéo dai, Lang Thugng, quan Ddng
Pa, Ha Noi déu khong c6 thong tin s6 Gidy ding ky luu hanh va/hoic sb Gidy phép
nhap khau; thong tin co sé san xuat thude, co sé nhap khau thude, cu thé:

- Tén thudc: DIAMICRON ® MR 60mg (Gliklazid), S6 16: 23F603, Han
dung: 04.2026.

- Tén thudc: Oseltamivir; SO 16: M1164B01; Ngay san xuat: 03.2021, S 16:
Han dung: 03.2023;

- Tén thudc: Crestor 20mg (Rosuvastatin); S4 16: A23237030, Han dung:
04.2026.

- Tén thudc: Janumet 50/1000mg (Sitagliptin/Metformin); S6 16:
24497505A, Han dung: 07/2026

- Tén thudc: Plavix (Klopidogrel); S 16: ELB04027, Han dung: 05/2027.

- Tén thudc: NEXTUM® 40mg Enterik Kapli Pellet Tablet (Esomeprazol), s6
16: 23H420, Han dung: 09.2027.

- Tén thudc: Crestor 10mg (Rosuvastatin); S6 16: A24236004, Han dung:
07.2027.

Cuc Quan 1y Duoc ¢6 ¥ kién nhu sau:

1. P& nghi S Y té thanh ph Ha Noi:

Khan truong béo cdo Ban chi dao 389 va phdi hop véi co quan Cong an,
Quan 1y thi truong, Ban chi dao 389 dia phuong va cac co quan chuc nang lién
quan tién hanh thanh tra, kiém tra viéc chap hanh cac quy dinh phéap luat vé duoc
ctia Nha thudc Ptrc Anh triue thude Cong ty TNHH Duogc pham thiét bi y té Puc
Anh — S6 08 duong Huynh Thiic Khang kéo dai, Lang Thuong, quian Dong Pa, Ha



Noi; truy tim ngudn gbc 07 16 san pham khong c6 thong tin vé s6 GPKLH va/hoic
s6 GPNK, co s& san xuét, co s& nhap khau néu trén; xu 1y nghiém co s& vi pham
theo qui dinh; bao cao két qua thanh tra, kiém tra, xtr Iy vé Cuc Quan 1y Duoc trudc
ngay 02/06/2025.

2. Pé nghi S Y té cac tinh, thanh phd truyc thudc Trung vong:

- Truyén thong, thong tin t6i cac co sé budn ban, st dung thudc va nguoi
dan biét dé khong mua/ban, st dung 07 16 san pham khong c6 thong tin vé sb
GDPKLH va/hoic sb GPNK, co s& san xuit, co s¢ nhap khéu néu trén; chi mua ban
thuéc tai cac co s¢ kinh doanh dugc hop phép, khong mua/ban thuéc khéng 10
ngudn goc Xuat Xxu; klp thoi thong bao cac dau hiéu nghi ngU vé san xuat, kinh
doanh thudc gia, thubc khong rd ngudn gdc t6i co quan y té va co quan c6 chic
nang lién quan.

- Khan trrong tham muu cho Uy ban nhan dén tinh/thanh phd quyét liét thuc
hién cic y kién cta Chinh Phi, Thu tuéng Chinh Phu, y kién cua Bo Y té, Cuc
quéan 1y Duoc, t6 chiic thang cao diém dau tranh, phong chéng thudc gia.

Tai liéu gui kém Cong van:

(1) Céng van s6 942/KNTMPTP-KHTCKT ngay 27/05/2025 ciia Trung tim

Kiém nghiém thubc, my pham, thiee pham Ha Néi thong bdo vé madu ldy
khéng d diéu kién luu hanh;

(2) Phiéu phdn tich sé 625/KNT-25 ngay 27/05/2025 cia Trung tém kiém

nghiém thuéc, my pham thwe pham Ha Noi;

(3) Céng van so 1395/QLD-CL ngay 23/05/2025 ciia Cuc Qudn 1y Duorc.

(4) Hinh dnh cdc 7 thubc.

Cuc Quan ly Dugc thong bao dé don vi biét va thuc hién./.

Noi nhgn; KT. CUC TRUONG
- Nhu trén; A A
- Thir truong DS Xuan Tuyén (dé b/c); , P HO CUC TRUONG
- CT. Vii Tuan Cudng (dé b/c); sl
- Cuc Quén Y- B6 Québc Phong;
- Cuc An ninh chinh tri ndi bo (Cuc A03);

Cuc Y té; Cuc Canh sat Piéu tra toi pham vé

tham nhiing, kinh té, buodn lau (Cuc C03) - B6 Cong an;
- Cuc Y té Giao thong van tai - Bo Xay dung; O
- VKN TW, VKN Tp. HCM (dé p/h); / Ta Manh Hung
- TTKN TMPTP Ha Nbi (dé p/h);
- Céac phong: QLKDD, BKT, Website - Cuc QLD;
- Luu: VT, CL (MO).




SO Y TE HA NOI

TRUNG TAM KIEM NGHIEM
THUOC, MY PHAM, THU'C PHAM

S6: 942

/KNTMPTP-KHTCKT

V/v méu lay khong du diéu kién luu hanh

Kinh gri:

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap-Tw do-Hanh phic

Ha N¢i, ngay 27 thang 5 nam 2025

- Cuc Quan 1y Dugc - BO Y té;
- S& Y té Ha Noi.

du diéu kién luu hanh (c6 phiéu kiém nghiém va bién ban ldy mau kém theo):

Trung tim Kiém nghiém thudc, my pham, thuc phAm Ha Noi kinh giri Cuc Quan 1y Dugce - B Y té va S¢ Y t& Ha Noi miu iy khong

. . x So dang Ky, so 10, nga Noi san xuat, . x
STT| 6 phiéu Tén miu fang &y nieay | YOl San xuaZ Noi ldy miu Chi tiéu khong dat
san xuat, han dung nha nhap khau
. Nha thuoc Puc Anh truc Pinh lwon
Thong tin in trén nhan: Trén nhan R . ’ . : : g. )
L1a R ) R thuoc Coéng ty TNHH | (Ham Iluong Gliclazid:
o | S016: 23F603 khong in thong 2 D £ i
DIAMICRON Han dime: 04.2026 6n nhi  nha Duoc pham thiét bi y té | 42,50 mg (tuong Ung
1 625/KNT - 25 MR 60mg A ig R ) B 2 R p buc Anh — S6 08 duong | 70,83% so véi ham lugng
) ) Trén nhan khong in So | khau, khong co . , , , o N ,
(Gliklazid) . Y , . N Huynh Thuc Khang kéo | ghi trén nhan) tinh theo
dang ky/ s6 gidy phép | nhan phu bang | . . , Z. . o
. 2 £ o dai, phuong Lang Thuong, | khoi lugng trung binh vién.
nhap khau Tiéng Viét. o .
quan Dong Da, Ha Noi1

Noi nhgn:
- Nhu trén;
- Luu: VT, KHTCKT.

Trung tdm Kiém nghiém thudc, my pham, thuc pham Ha Noi kinh béo céo./ /5”*:;”

KT. GIAM POC

KIEM NGHIEM | )
THUOC, MY PHAM, | Z]1”
THYC PHAM

) GIAM POC




e SOYTE ?éAMNS(I; — CONG HOA XA HOI CHU NGHIA VIET NAM
THUOC, MY PHAM, THUC PHAM PRelap =Ty o' Hanh phie
PIC: 107/7 Nguy&n Chi Thanh - Ha Nji

NN bién thoai: 024 - 3773 7603

Email: kiemnghiemhanoi@yahoo.com.vn
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VILAS 486 Morubrst?
PHIEU PHAN TICH

S6: 625/KNT - 25
Mau dé phén tich : DIAMICRON® MR 60mg (Gliklazid)
Co s& san xuit —

Co s& nhép khiu —

S6 16 : 23F603  Ngay san xudt: ———  Han dung: 04.2026

S6 gidy dang ki hou hanh  : ———

Noi ldy mau : Nha thube Pirc Anh trye thude Cong ty TNHH Dugc phém thiét bi Y té
Dirc Anh - 86 08 dudong Huynh Thiic Khéng kéo dai, Lang Thuong,
quin Dbng Pa, Ha Noi.

Nguoi 1dy mau : DS. Ngo Die Thing, Nguyén Qudc Tién.

Yéu cau phan tich : Phén tich chét lugng

Ngiy thang nim nhan mau : 12/5/2025 S6 dang ki KN: 25-602 TL

Nguoi nhan méau : DS. Han Thi Phuong Thanh

Tiéu chudn 4p dung  : Duoc dién Viét Nam V - Chuyén luén Vién nén Gliclazid

Tinh trang méu khi nhin va khi mé niém phong d@é phin tich: Méu con nguyén niém
phong, ché phdm dang vién nén, ép vi 15 vién, hop 04 vi. Ngbén ngir trén vo hop va to
huéng dan str dung béng tiéng nude ngoai.

Trén nhan in tén thuéc “DIAMICRON® MR 60mg (Gliklazid)”

Trén nhan khong in sé ding ky/s6 gidy phép nhap khéu, théng tin nha nhép khiu, khong c6
nhan phuy tiéng Viét.

~ CHITIEU

1. Mo ta Ché phém dang vién nén mau frang, & ca hai mat cé vach ngang
vién, mot bén ky hiéu “DIA”, mot bén ky hiéu “60”, canh va
thanh vién lanh lan.

2. Dinh tinh Ché pham c6 phéan tng dinh tinh ctia Gliclazid (C1sH21N303S)

Phuong phap HPLC

3. Pinh lwgng Ham luong Gliclazid (C1sH21N303S) trong mdi vién ché pham 1a

Phwong phap HPLC 42,50mg (twong ung 70,83% so vo&i ham lugng ghi trén nhan),
tinh theo khéi lwong trung binh vién.

Ha Noi, ngay 27 thang 5 nam 2025
PHO.GIAM POC
k

z ~ 2
Nguyén Thanh Dat
* Chi tiéu khéng trong danh muc phép thir dwgc cong nhin ISO/EC: 17025
*% Chi tiéu sir dung nha thau phy thir nghiém ! .
Cdc ban trich sao két qua nay sé khéng co gia tri néu khong co sue dong ¥ cua lanh dao TTKNTMPTP Ha Noi Trang i.!’.‘t



Miu s6 01
(B ban hanh theo TT s4: 11/2018/TT-BYT
ngay 04/5/2018 cia Bo Y &)

SO Y TE HA NOI CONG HOA XA HOQI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Doce 1ap - Tw do - Hanh phiic
THU. WHAM THUC PHAM
{q Jh b j\ ,-,s-x& ngay A2. thing. g Snim 202.5

THUAT, MY PHAM,| Z ||
\ KQ%FST z / BIEN BAN LAY MAU THUOC, MY PHAM PE XAC DINH CHAT LUQNG ) )
| th s6 4015/QD-UBND ngay 06/8/2018 ctia UBND Thanh phé Ha Noi vé viée thanh 1ap Trung tdm Kiém nghiém thudc, my
phém, thyc phém Ha Noi;
Can cr Théong tur s6 11/2018/TT-BYT ngay 04/5/2018 ciia B6 Y té quy dinh vé chit lwgng thude, nguyén liéu lam thudc;
Can cir Théng tir s6 45/2024/TT-BYT ngdy 24/12/2024 cua B6 Y té stra dbi, bd sung mot s6 didu va phu luc kém theo Théng s6 11/2018/TT-
BYT 1gédy 04 thang 5 nam 2018 cia Bo truéng B Y té quy dinh vé chit lugng thude, nguyen liéu 1am thude; 22T
Cén cir Thong tur s6 06/2011/TT-BYT ngay 25/01/2011 ctia Bo Y té Quy dinh vé quan 1y m§ phim. . /tauns:
Gidly gi6i thiéu hoc thé thanh tra (ghi & s6, ngay, thing nam, tén co quan cip): . fZS/ 2P, ST ’y"f 447"'/.5'/&25 pbeee S0 }/ﬁ‘ A Bt
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s, . Ky boi: CUC QUAN
LYDUOC |

: Ngay
5

s/ 5007 BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc

Sb:1395 /QLD-CL Ha Noi, ngay 23 thdang o5 nam 2025
V/v kiém tra, xtr ly, truy tim
ngudn gbc thude gia
NEXIUM® 40mg

Kinh giri: SO Y té cac tinh, thanh phd truc thudc Trung wong

Ngay 22/05/2025, Cuc Quan ly Dugc nhan dugc céng vian $6
901/KNTMPTP-KHTCKT dé ngay 22/05/2025 kém theo Phiéu phan tich sb
601/KNT-25 ngay 21/05/2024 cta Trung tim kiém nghiém thudc, my pham thuc
pham Ha Noi, béo cdo vé viéc mau san pham c6 thong tin ghi trén nhan: NEXTUM®
40mg Enterik Kapli Pellet Tablet (Esomeprazol), s 16: 23H420, Han dung:
09.2027. Mau thudc trén khong cé thong tin vé sé GPKLH va/hodc s6 GPNK, co
SO san xuét, co s& nhap khéu trén nhan. Mau thude léy tai: Nha thuéc Birc Anh truc
thuéc Cong ty TNHH Duoc pham thiét bi y té Dirc Anh — S6 08 duong Huynh Thiic
Khang kéo dai, phuong Lang Thuong, quan Dong Pa, Ha Noi.

Mau thudc khong dat yéu cau chat lugng vé chi tiéu Pinh luong
Esomeprazole theo tai liéu tham khao 1a Tiéu chuan co s¢ Vién nén Nexium, SPK:
VN-19782-16 cua nha san xudt Astra Zeneca co két qua 1a 6,91mg/vién (17,27%
ham lugng ghi trén nhan).

Cuc Quan 1y Duoc ¢6 ¥ kién nhu sau:

1. Ngay 24/02/2023 Cuc Quan 1y Dugc di ban hanh cong vin s6 1729/QLD-
CL gui S Y té cac tinh, thanh phd truc thudc Trung wong thong bao vé viée phat
hién mot s6 16 thude nghi ngd thude gia, trong d6 c6 xac dinh thude Nexium 40mg,
Enterik Kapli Pellet Tablet, AstraZeneca, S616: 21H979, trong moi hop c6 4 vi, moi
vi 7 vién la thubc khong duoc phép luu hanh, nghi ngd 1a thude gia. Theo d6 dé
nghi cac S&'Y té phdi hop véi cac co quan chiic nang kiém tra xac minh, truy tim
ngudn gbc xudt x&r cua san pham nghi ngd 1a thude nhap khau/luu hanh trai phép
néu trén.

2. Pé nghi S¢' Y té thanh phd Ha Noi:

Khan truong bao céo Ban chi dao 389 va phéi hop véi co quan cong an, quan
Iy thi truong, Ban chi dao 389 dia phuong va cac co quan chirc nang lién quan tién
hanh thanh tra, kiém tra Nha thuéc Ptrc Anh truc thuoc Cong ty TNHH Dugc pham
thiét bi y té Pirc Anh — S6 08 dudong Huynh Thuc Khang kéo dai, phuong Lang
Thuong, quin Pong Pa, Ha Noi, truy tim ngudn goc 16 san pham c6 thong tin ghi
trén nhan: NEXIUM® 40mg Enterik Kapli Pellet Tablet (Esomeprazol), trén khong
c6 thong tin vé s6 GPKLH va/hodc s GPNK, co s& san xut, co s nhép khau néu
trén; xr Iy nghiém co s vi pham theo qui dinh; bao céo két qua thanh tra, kiém tra,
xtr Iy vé Cuc Quan 1y Dugc trudc ngay 27/05/2025.



3. Pé nghi S Y té cac tinh, thanh phd truc thudc Trung vong:

Truyén thong, thong tin t6i cac co sé budn ban, st dung thude va nguoi din
biét dé khong mua/ban, st dung san pham NEXIUM® 40mg Enterik Kapli Pellet
Tablet (Esomeprazol) gia néu trén; chi mua ban thudc tai cac co so kinh doanh dugc
hop phap; khong mua/ban thudc khong rd ngudn gdc, xuat xir; kip thoi thong bao
cac dau hiéu nghi ngd vé san xuat, kinh doanh thudc gia, thudc khong rd ngudn goc
t6i co quan y té va co quan c6 chirc ning lién quan.

Tai liéu gui kém Cong van:

(1) Céng vin s6 901/KNTMPTP-KHTCKT ngay 22/05/2025 cia Trung tim

Kiém nghiém thudc, my phdm, thwc pham Ha Ngi thoéng bdo vé mau ldy
khéng dii diéu kién luu hanh;

(2) Phiéu phdn tich s6 601/KNT-25 ngay 21/05/2024 ciia Trung tdm kiém

nghiém thuéc my pham thue pham Ha Noi;

(3) Céng van sé 1726/QLD CL ngay 24/02/2023 cua Cuc Quan ly Du’oc gui

cdac SYT tinh, thanh phé théng bdo thuoc gia, thube khéng cé nguon goc.

Cuc Quan ly Dugc thong bao dé don vi biét va thyc hién./.

Noi nhgn: KT. CUC TRUONG
- Nhu trén; A A
- Thu truéng D4 Xuan Tuyén (dé ble); _ PHO cyc TRUONG
- CT. Vii Tudn Cudng (de b/c);
- Cuc Quan Y- Bd Quéc Phong;
- Cuc An ninh chinh tri ni bg (Cuc A03);

Cuc Y té; Cuc Canh sat Diéu tra toi pham vé

tham nhiing, kinh té, budn lau (Cuc C03) - B6 Cong an;
- Cuc Y t Giao thong van tai - ]36 Xay dung; $o~—A5e S
- VKN TW, VKN Tp. HCM (dé p/h); —Ta Manh Huing
- TTKN TMPTP Ha Noi (dé p/h);
- Website Cuc QLD;
- Céac phong: QLKDD, BKT - Cuc QLD;
- Luu: VT, CL (MO).
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CRESTOR’

FiLM KAPLI TABLET

rosuvastatin

AstraZeneca

e
« CRESTOR’

FiLM KAPLI TABLET

rosuvastatin

Her bir film kapl tablet, 20 mg rosuvastatine
esdeger miktarda 20,8 mg rosuvastatin kalsiyum,
yardimci madde olarak laktoz monohidrat icerir
(ilave bilgi icin kullanma talimatina bakiniz).




CRESTOR'

FILM KAPLI TABLET
rosuvastatin

| Kullanma talimatini okumadan
51090163 N s




FLMKAPLITABLET
rosuvastatin
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PPlas1><.75mg Film Kapli Tablet
Klopidogrel |

28 Film Kapli Tablet sanofi

= T —

Plavix® 75 mg Film Kaph Tablet

Klopidogrel

Formiilii: Her bir film kapli tablet 75 mg klopidogrele esdeger 97,875 mg klopidogrel hidrojen sulfat igerir.
vardima madde olarak laktoz monohidrat ve hidrojene hint yag icerir. (ilave bilgi icin kullanma talimatina bakiniz.)
Beklenmeyen bir etki goruldugiinde doktorunuza basvurunuz.

Kullanmadan énce kullanma talimatini okuyunuz.
Cocuklarin goremeyecegi, erisemeyecegi yerlerde ve ambalajinda saklayiniz.

25°C altindaki oda sicakhiginda saklayiniz.
Kesilmis veya acilmis ambalajlari satin almayiniz.

Recete ile satilir.




Ruhsat sahibi: Sanofi Saglik Urtinleri Ltd. Sti. ||lll S
Sisli-istanbul
Uretim yeri: Sanofi ila¢ San. ve Tic. A.S. QQ
Luleburgaz-Kirklareli J.
" . AR
Ruhsat numaras: 23.05.2017 - 2017/333 | 699809"0 pos
l ) B )

FPI=x/1>€ 75mg Film Kapl Tablet

Klopidogrel

28 Film Kaph Tablet




r (0108699809097698.

|

Plavix 75 mg Film Kapl) Tablet
Klopidogre!

'qw RO1SO3KepgHprey
: .+.~g, (084K.1,:08, 2007
i (10)EL8040p
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2 wh Tablet




2 8 tablet

Kaph Pellet Tablet

esomeprazol

AstraZeneca

Ruhsat no.: 19.12.2019-2019/683
Recete ile satilir.

| Her bir tablet etkin madde olarak 40 mg
! esomeprazole esdeger 44,5 mg esomeprazol

" magnezyum trihidrat, yardimci madde
AstraZeneca llagc San. ve Tic. Ltd. S$ti.

Ruhsat sahibi :

. olarak seker kireleri (sukroz ve misir
{ nisastasi) igerir (ilave bilgi icin kullanma

{ talimatina bakiniz).
Kullanmadan once kullanma
talimatini okuyunuz.

Beklenmeyen bir etki goruldugunde ﬁreti_m yeri :
doktorunuza basvurunuz. Abdi Ibrahim lla¢ San. ve Tic. A_S.
Cocuklarin géremeyecegi, erisemeyecegi Esenyurt/istanbul

yerlerde ve ambalajinda saklayiniz.

25°C altindaki oda sicakliginda
saklayiniz. GD AL
: 2 3 ‘21
: Kesilmis veya acilmis ambalajlari P’:'?
- satin almayiniz.

Buyiikdere Cad. Yapi Kredi Plaza,

B Blok, Kat: 3-4
Levent/istanbul

® Tescil edilmis marka




Kullanma talimatini okumadan
ara¢/makine kullanmayiniz.







5. (0F
@ ket h
CRESTOR

FiLM KAPLI TABLET
rosuvastatin

CRESTOR’
FIiLM KAPLI TABLET Agizdan alinir.
Ruhsat sahibi: |

rosuvastatin
Her bir film kaph tablet, 10 mg rosuvastatine
esdeger miktarda 10,4 mg rosuvastatin kalsiyum,
yardimci madde olarak laktoz monohidrat igerir
(ilave bilgi igin kullanma talimatina bakiniz).




Ruhsat no: 05.11.2019-2019/577

Recgete ile satilir.
® Tescil edilmis marka









