Sao Y; S6 Y té 06/04/2023
11:11:15

UBND THANH PHOHANOI  CQNG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Péc lap — Tu do — Hanh phic

S6: 1442/SYT-NVD Ha Néi, ngay @y thang 4 nam 2023
V/v tang cudng kiém tra, giam sat
dam bao chét luong thube.

Kinh guri: : .
8 - Thi trudng céc co so'y te trén dia ban;
- Trudng phong Y té cac quan, huyén, thi xa.

Thuc hién céng vin s 3294/QLD-CL ngay 05/4/2023 cua Cuc Quan ly
Dugc v/v tang cudng thanh tra, kiém tra, giam sat chat lugng thubc, phong
chéng thudc gia. Pé dam bao stc khoe cung nhu quyen loi hop phép cua nguoi
tiéu dung trén dia ban Ha Noi, S0 Y té yéu cau:

1. Céc co s y té, cac doanh nghiép kinh doanh thube, cic co so ban le
thuéc trén dia ban tudn thu viéc kinh doanh, mua ban thubc cé nguén goc xuat
xr rd rang; chu trong cong tac dam bao chét lugng thudc trong sir dung kinh
doanh de kip thoi phat hién thubc khéng dam bao chat lugng, khong co nguon
goc xuat xir, thude nghl ngo gia; néu phatq hién khén trurong thong bao vé S& Y
té (Thanh tra S&) dé c6 bién phap xur ly.

2. Céc Phong y té quén, huyén, thi xa: Xay dung ké hoach kiém tra giam
sét cac co s& kinh doanh, sir dung thude trén dia ban quan ly viéc thuc hién quy
ché chuyén mén; thanh 1ap ducmg day néng tiép nhan thong tin tir co s, ngudi
dan va xu ly theo tham quyén quy dinh. Tang cuong tap huén, théng tin trén
cac phuong tién truyén thong dé céc co s hanh nghé va ngudi dan khong kinh
doanh, phan phdi, str dung cac san pham thudc khdng cé ngudn géc, xuat xir 16
rang.

3. Trung tam klem sot bénh tat Ha Noi: dang tai thong tin va phdi hop
v6i cdc co quan truyén théng thong tin téi céc co so kinh doanh, sir dung thuoc
va ngudi dan: chi mua thude tai cac co so ban lé hcrp phéap, thuoc cO nguon goc
Xuat xir rd rang, théng béo cac d4u hiéu nghi ngd vé san xudt, buén ban thudc
gia t6i co quan chic nang,.

4. Trung tam Klem nghiém thuoc my pham thuc pham Ha Noi: tang
cudng cong tac ldy mau kiém tra chat lu'ong thude, luu ¥ d01 véi cac thude c6
nguy co vi pham chat lugng, nghl ngo gla (theo céng vin sé 1729/QLD-CL).

S¢ Y té sé kiém tra, gidm sat cac co s0, don vi viéc tuan thu quy ché
chuyén mén Dugc; thong bao dé cac co sé, don vi biét, thuc hién./. oy

Noi nhin: T. GIAM POC
- Nhur trén; A A

- P/c Giam dbc S& (dé blc);

- Ban Chi dao 389 TP (dé b/c);

- Thanh tra, P.QLHN (dé kiém tra, hdu kiém);
- BQL cac DNLK: 01 Ng Huy Tuéng,

168 Ngoc Khénh;

- Hoi cac nha thudec HN, Héi cic doanh
nghiép duge HN;

- Luu: VT, NVDum. ann
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14p - Tw do - Hanh phiic
S6: 3294 /QLD-CL Ha Ngi, ngay05  thang 04 nam 2023

V/v ting cudng thanh tra, kiém tra,

gidm sat chét lugng thudc,
phong chong thudc gia

Kinh giri:  S&'Y té Thanh phd Ha Nbi

Trong nam vira qua, SO Y t& Ha Noi da phdi hop tdt cac co quan chirc ning
lién quan ting cudng cong tac thanh tra, kiém tra hoat dong san xuét, kinh doanh
thudc trén dia ban Ha Noi va da phat hién, bat gilt mot sb vu viéc san xuat, kinh
doanh thudc gia, thudc nhap 1au, thuéc khong rd nguon goc, thude luu hanh tréi
phép trén dia ban.

Tu dau nam dén nay, Cuc Quan ly Duogc tiép tuc nhan duoc dugc mot sb
thong tin lién quan dén thudc gia, nghi ngo gia Cong ty TNHH AstraZeneca Viét
Nam; Cong ty TNHH Novartis Viét Nam; Van phong dai di¢n F.Hoffmann-La
Roche Ltd tai Ha No6i; Van phong dai dién Les Laboratoires Servier tai Ha Noi;
Vin phong dai dién Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd vé viéc phat
hién mot s6 16 thudc gia, nghi ngd gia, khong 1d ngudn géc.

Pé tiép tuc ting cudng hiéu qua ctia cong tac ddu tranh, phong chong thude
gia, thuc khong rd ngudn goc, thude kém chat luong, dam bao hiéu qua diéu tri,
an toan va strc khoe cho nguoi bénh, Cuc Quan ly Dugc dé nghi S6' Y té Tp. Ha
Noi:

1. Trién khai thyc hién Cong vin sé 1729/QLD-CL ngay 24/2/2023 cla
Cuc Quan 1y Dugc vé viéc thong bao thude gia, thude khong rd ngudn goc. Pic
biét tap trung xac minh mot sb thude gia, nghi ngd gia xuét hién trong chudi cung
g tai Trung tdm ban budn thudc Hapulico (s¢ I Nguyén Huy Twong, Thanh
Xudn, Ha Noi) va thudc mua tai nha thudc dé st dung trong Bénh vién Huyét hoc
va Truyén mau Trung wong, nhur:

- TobraDex, hop 1 lo dém giot Droptainer Sml, ghi nhan $6 16: 22C10HB,
ngay hét han/EXP: 10/03/2024, ngay san xuat/ MFD: 10/03/2022; s 16:
22B16LA, ngay hét han/EXP: 16/02/2024, ngay san xuat/ MFD: 16/02/2022.

- Adcetris 50mg, ghi nhan sb dang ky: 1-647-15, Public Price: 13071.30
SR (hinh anh dinh keém).

2. Chi dao cac don vi chirc ning ting cuong cong tac thanh tra, kiém tra
(dinh ky va dot xuat) viéc thuc hién cac quy ché chuyén mén vé dugc cua cc co
so san xuat, kinh doanh, str dung thudc trén dia ban; kip thoi phat hién, ngan chin
va xtr Iy nghiém theo qui dinh d6i véi cac truong hop kinh doanh thudc gia, thude



khong 1d ngudn gbc, thude nhap 1au, thuéc mua ban khong c6 héa don ching tir
hop 1€.

3. Xay dung ké hoach va phdi hop véi cac co quan chirc ning (Co quan
Cong an, Quan 1y thi trudng, Hai quan, Ban chi dao 389 thanh phé ...), tién hanh
cao diém thanh tra, kiém tra ddu tranh phong chéng thudc gia, thudc nhap lau,
thudc khong 16 ngudn gbe trén dia ban, xir Iy nghiém céc to chirc ¢4 nhan vi pham.

4. Chi dao Trung tdm kiém nghiém ting cudng ldy mau, kiém tra chét luong
thudc luu hanh trén dia ban doi voi cac thude c6 nguy co vi pham chat lugng; béo
cdo kip thoi cac vu viéc phat hién tdi SO Y t€ va co quan chirc nang lién quan.

5. Phéi hop voi S& Théng tin truyén thong ting cudng cong tic truyén
thong, pho bién cho cdc co s& kinh doanh, ngudi st dung thuoc:

- Duy tri viéc trién khai dap mg cic tiéu chuan Thyc hanh tét trong toan
bo hoat dong kinh doanh, bao quéan va st dung theo ding qui dinh. Trién khai hé
thong phan mém quan 1y dé dam bao xac dinh duoc ngudn gdc 16 thude, xac dinh
duoc co s& san xuét, co s& nhap khau, co sé kinh doanh, str dung trong chudi cung
g thudc.

- Chi thuc hién hoat dong kinh doanh theo ding pham vi da dugc cap phép.
Chi kinh doanh, phan phdi, str dung cdc thudc da duoc BO Y té cap phép luu hanh
va duoc cung cap tir cac co so kinh doanh dugc c6 gidy chirg nhan du diéu kién
kinh doanh dugc. Nghiém cdm hanh vi kinh doanh thudc gia, thudc khéng ro
ngudn gdc, thude nhap lau.

- Chi mua thuéc tai cac co sd ban 1¢ thude hop phdp; kh6ng mua ban thudc
khong ro nguon g6c; klp thoi thong bao cac dau hiéu nghi ngo vé san xuat, kinh
doanh thudc gia, thudc khdng ré ngudn goc tdi co quan y té va co quan co chiic
nang lién quan.

Cuc Quan 1y Dugc thong bao dé Quy S& biét va thyuc hién./.

Noi nign: KT, CUC TRUONG
- Nhu trén; A A
- Thir trudng D6 Xuéan Tuyén (dé ble); B PHO cuc TRUONG
- CT. Vii Tuén Cuong (de b/c); <&, g
- Thanh tra By Y té (dé p/h);
- VKN TW, VKN Tp. HCM (dé p/h);
- Céc phong: PC-TT, KDD, DKT - Cuc QLD;
- Website Cuc QLD; N\ /S
- Luu: VT, CL (HD). A Cimvar $74
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Pa, . Ky boi: Cuc Qua
1y Dugc
CO’ qu n: By Y té

M B BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

" CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: 1729 /QLD-CL Ha Néi, ngay 24 thdng 02 ndm 2023
V/v thong bio thudc gia, thude
khong rd ngudn goc

Kinh giri: S¢' Y té cdc tinh, thanh phd truc thudc Trung wong

Cuc Quan ly Dugc nhan dugc mot sb thong tin lién quan dén thube gia,
nghi ngd gia ctia Co quan Canh sat diéu tra — Cong An huyén Thach Thét; Cong
ty TNHH AstraZeneca Viét Nam; Cong ty TNHH Novartis Vi¢t Nam; Van phong
dai dién F.Hoffmann-La Roche Ltd tai Ha N§i, Van phong dai dién Les
Kaboratoires Servier tai Ha Noi vé viéc phat hién mot s6 16 thudc gia, nghi ngd
gia, khong rd nguon goc cé thong tin ghi trén nhan (hinh anh dinh kém) nhu sau:

- Nexium 40mg, Enterik Kapli Pellet Tablet, AstraZeneca, (01)

08699786040045, (21) 3500000157639358; (17) SKT: 09.2024; (10) Parti no:
22B264. Trong moi hdp c6 4 vi, moi vi 7 vién.

- Nexium 40mg, Enterik Kapli Pellet Table}, AstraZeneca, S6 16: 21H979,
trong mdi hdp c6 4 vi, mdi vi 7 vién (hinh anh gidng véi hinh anh cua 16 Parti no:
22B264 néu trén).

- Tetracyclin Tw3 250mg, SPK: VD-28109-17, S6 16 SX: 0321, NSX:

02/02/2021, HD: 02/02/2024, Nha san xuat: Cong ty C6 phan dugc pham Trung
uvong 3, qui cach hgp 400 vién nén.

- Clorocid Tw3 250mg, SPK: VD-25305-16, S6 16 SX: 0321, NSX:
07/07/2021, HD: 07/07/2024, Nha san xuat: Cong ty C6 phan dugc pham Trung
wong 3, qui cach hop 400 vién nén. Cong ty CP Dugc pham Trung wong 3 thong
béo t&i Cuc Quan 1y Duoc tir 16/09/2019 dén 29/6/2022 (thdi diém Cong ty thong
béo), Cong ty khong tién hanh san xuét 16 thubc nao d6i véi Clorocid Tw3, SPK:
VD-25305-16.

- TobraDex, hop 1 lo dém giot Droptainer Sml, s6 16: 22C10HB, ngay hét
han/EXP: 10/03/2024, ngay san xuat/ MFD: 10/03/2022 .

- Tecentriq 1200mg/20ml (atezolizumab), s6 16 BO033B03, HSD: 02/09/24,
code 10001437939658.

- Diamicron MR 30mg, s6 16: 695986, HSD: 09/2024
- Coveram 5mg/5mg, s6 16: 2170310010, HSD: 11/2024
Pé dam bao an toan cho nguoi st dung, Cuc Quén 1y Dugc thong bdo:
1. Bé nghi S Y té cdc tinh, thanh phd truc thuéc Trung uong, Y té céc
nganh:
a) Thong bao cho cac co s¢ kinh doanh, su dung thudc khong kinh doanh,

phan phdi va sir dung cic san pham duoc liét ké c6 cac dac diém dé phan biét néu
trén, bao cio co quan chirc ning néu phat hién 16 thudc trén.



b) Tang cudng viéc thanh tra, kiém tra hoat dong kinh doanh ctia cdc co s&
kinh doanh duoc trén dia ban, tap trung viéc kiém tra ddi voi cdc sén phém co
thong tin nhu mo ta néu trén.

C) Tiép nhan va xac minh thong tin; bdo cdo Ban chi dao 389 tinh, thanh
pho va ph01 hop véi cac co quan chire nang lién quan kiém tra xdc minh, truy tim
ngudn gbc xuat xiv ddi vai cic san pham c6 thong tin nhu mo ta néu trén néu phat
hién trén dja ban. Khan truong tién hanh thanh tra, kiém tra hoat dong kinh doanh
thudc d6i véi cac co sé kinh doanh, sir dung thudc néu trén; xir Iy nghiém cic
truong hop vi pham va bdo cdo két qua vé Cuc Quan 1y Duoc.

2.Yéu cau cdc cong ty san xuat, kinh doanh, nhap khau, phan phdi lién
quan dén céc san pham c6 thong tin nhu mo ta néu trén:

Cung cip thong tin va phéi hop véi So Y té cac tinh, thanh phé va cac co

quan chirc ning c6 lién quan trong viéc truy tim ngudn gbc ddi véi cdc san pham
c6 thong tin nhu mo ta néu trén.

Cuc Quan 1y Duoc thong bao dé don vi biét va thuc hién./.

Noi nhgn: KT. CUC TRUQN G
- Nhu trén; , PHO CUC TRUONG

- CT. Vii Tuan Cuong (d¢ b/c); _
- Thanh tra BO Y té (dé phdi hop); <
Phong PC-TTr; DKT; KDD (dé phdi hop); T g
Website Cuc QLD;
Luu: VT, CL.
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COVERAM®

5 Mg | Tablet

Perindopril arjinin / amlodipin

GO\I ERAN

5 Mg Teblet

Perindopril arjinin / amiodipin

5 mg Tblet

Perindopril arjinin / amlodipin

>,
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MAU THUOC NEXIUM 40mg

esomeprazol

28 tablet

AstraZeneca<‘2

4

# -

Her bir tablet etkin madde olarak 40 mg

- esomeprazole egdeger 44,5 mg esomeprazol

magnezyum trihidrat, yardimei madde

olarak gekerkirelerl (siikroz ve misir

nigastas) icerirlilave bilgi i¢in kullanma
! talimatina bakiniz).

Kullanmadan once kul|aF\ma
| talimatini okuyunuz.

| Beklenmeyen bir etki gériildiigiinde

i doktorunuza bagvurunuz.

Cocuklann goremeyecegi, erigemeyecegi
| yerlerde ve ambalajinda saklayiniz.

I 25°C altindaki oda sicakliginda
saklayiniz.

Kesilmig veya agilmig ambalajlan
satin almayiniz.

+ Agizdan alinir.

Ruhsat no.: 19.12.2019-2019/683
Regete ile safilir.

Ruhsat sahijbi :

AstraZeneca llag San. ve Tic. Ltd. $ti.
Bilyiikdere Cad. Yapi Kredi Plaza,

B Blok, Kat: 34

Levent/istanbul

Uretim yeri :
Abdi Ibrahim llag San. ve Tic. A.S.
Esenyurt/lstanbul

® Tescil edilmisg marka

@&

Miit sau hp thuoc




MAU THUOC NEXIUM 40mg

(01) 08699786040045

(21) 3500000157639558

(17) SKT: 09. 2024
(10) Parti no: 228264

Miit trén hop thudc

28 tablet

Nexn.lm” Enterik Kapli Pellet Tablet

- esomeprazol

Mt dwéi hop thudce
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exium
40 mg Enterik
Kapli Pellet Tablet
esomeprazol
AstraZeneca /
7,

exium-
40 mg Enterik
Kapli Pellet Tablet
@someprazol

__AstraZeneca

v oy
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MAU THUOC TETRACYLIN Tw3 250mg

A
/
N AN

o

Mt bén phii ctia hgp thude

"G
4 s
&> * 'Y

¥C KY HUONG DAN TRUGC KHI DUNG
o€ XATAM TAY CUA TRE EM

. — —_—

8A0 QUAN:
Nei kho mat, nhiét d¢ khong qua 30°C,
"inh &nh sdng.

355.»38.3
8 18 sx: . -




MAU THUOC CLOROCID Tw3 250mg

.N".-ﬂ&lt-lo..lli,.
T MR Paiey

) o
7y Son-An D N Prerg
ey .

 CLOROCID T3

Cloramphenicol 250 mg

Cao nhe 16p tréng bac, lay ma
8 va nhén tin theo cd phap:
DP3 . Ma sé gi¥l 8099,

M& (g dung doc ma QR code




MAU THUOC CLOROCID Tw3 250mg

Miit bén trai cua
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Mo ta diém khac biét trén san phg?na' San pham do F. Hoffmann-La Roche
gia \,,\ﬁ,\\’ San pham gia Ltd phéan phéi, chi lvu hanh tai Thé
N Nhi Ky
6\/

e 13i chinh ta in trén san pham gia
(“inflizyonliok”, tir ding 1a
“inﬁi@q@n uk™)

e mau sac tai dong ham luong 1200

\\‘ﬁ%\é /20 mL dam hon san pham that
~‘e  chét lugng in cua hinh vial, logo
Roche va logo Basilik khong sic

nét, mau dam hon san phém that

e font chit, chat lwong in trén san
pham gia khac va khong sic nét
nhu san pham that

e thiéu dai mau do tai mat trén hop
thudc

e chit luong in cua hinh vial, logo
Roche khong sdc nét, mau dam hon
san pham that




M

) LS )
Mo ta diém khac biét trén san prl\lé ) San pham do F. Hoffmann-La Roche
gia A0 San phim gia Ltd phan phdi, chi lvu hanh tai Thé
v
o Nhi Ky
0\/
N £ 40 . 2 ~ )
e hinh dang ne&gﬁ% tai goc hop khac A A

san pham \t\@&t
~ O £ . A 2
e font c@g\} chat lugng in trén san
pham gia khéc va khong sic nét
N, 2 A
\\rﬁﬁlu san pham that
7

e thong tin in trén nhan trén lo thude
khong dung (“29 mL”, thong tin
ding 1a “20 mL”)

e thiéu logo Roche trén nhin

e hinh dang géc bo trén ¢ lo khic
san pham that

e ma 2D bi mo khong doc duogc

e mau sic cta nip cao su khic san
pham that




M5 ta diém khac biét trén san phim San phiam do F. Hoffmann-La Roche
gia San pham gia Ltd phéan phéi, chi lvu hanh tai Thé
Nhi Ky

e chat luong in cua nhan san pham
gia khong sac nét

e ty I¢ gitra kich thude nhan so véi lo
thudc khac san pham that (khoang
cach gilta 2 mép nhan trén san
pham gia nho hon trén san pham
that




