THONG TIN THUOC NAM 2023

THOI GIAN

THONG TIN THUOC

S6:190/SYT- NVD
Ngay 19/01/2023:
V/v thu hdi Gidy ding
ky lwu hanh thudc tai
Viét Nam doi véi 02

thube
dwgc cap gidy ding ky
Iwu hanh

- Thu hdi Gidy dang ky luu hanh thudc tai Viét Nam ddi v6i 02 thude co tén
trong Danh muc thudc thu hdi Gidy dang ky luu hanh thudc tai Viét Nam ban
hanh kém theo Cong van nay.
- Ly do thu hdi: Co so san xuét va co so dang ky thudc, nguyén liéu 1am thudc
dé nghi thu hdi gidy dang ky luu hanh thudc, nguyén lidu lam thudc tai Viét
Nam (theo quy dinh tai DPiém g, Khoan 1 Diéu 58 Luat Duoc sb
105/2016/QH13 va Khoan 5 Diéu 40 Thong tu sb 08/2022/TT-BYT).
1. Co sé ding ky: Cong ty TNHH Duwoc pham Viét — Phap. (Dia chi: Tang
20, toa nha
Icon 4, 243A Pé La Thanh, phuong Lang Thuong, quan Ddng Da, thanh phd
Ha N¢i, Viét Nam

Sylvant (Siltuximab 400mg) Bot pha dung dich ddm dic dé pha dung dich

truyén tinh mach: Hop 1 1o x 400mg,

SPK: QLSP-H02-1061-17

Sylvant( Siltuximab 100mg) Bot pha dung dich ddm dic dé pha dung dich

truyén tinh mach: Hop 1 lo x 100mg.

SPK: QLSP-H02-1060-17

S6: 191/SYT-NVD
Ngay 19/01/2023:
V/v théng bao thu hdi
thude
Myomethol khong dat
chit lwgng

1. Thu héi toan qudc 11 16 thudec Myomethol (Methylcarbamol 500mg), sé
ding ky VN-17397-13, do cong ty RX. Manufacturing Co., Ltd san xuét,
Cong ty c¢6 phan xuét nhap khau y t& Tp. H5 Chi Minh (YTECO) nhap khau:
S6 16: 49U001, NSX 12/01/2021, HSD 12/01/2024

S6 16: 49U002, NSX 12/01/2021, HSD 12/01/2024
S4 16: 49U003, NSX 13/01/2021, HSD 13/01/2024
S6 16: 49U004, NSX 13/01/2021, HSD 13/01/2024
S6 16: 49U005, NSX 14/01/2021, HSD 14/01/2024
S6 16: 49U006, NSX 14/01/2021, HSD 14/01/2024
S6 16: 49U007, NSX 15/01/2021, HSD 15/01/2024
S6 16: 49U008, NSX 04/02/2021, HSD 04/02/2024
S6 16: 49U009, NSX 04/02/2021, HSD 04/02/2024
S6 16: 49U010, NSX 05/02/2021, HSD 05/02/2024
S4 16: 49U011, NSX 05/02/2021, HSD 05/02/2024.
Ly do: Cac mau thudc duoc kiém tra chat lwong bod sung theo quy dinh tai
Khoan 1 Diéu 7 Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo trudng

Bo Y té quy dinh vé chit lugng thudc nguyén liéu lam thude va khong dat tiéu
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chuan chét lugng vé chi tiéu tap chét lién quan Methocarbamol isomer theo
quy dinh tai Duogc dién My (USP 42) — vi pham muc d6 2

S6:366/SYT- NVD
Ngay 14/2/2023
V/v thong bao thu hoi
thubc
Tobradico

- Thu hdi toan quéc Dung dich nho mét Tobradico (Tobramycin (dudi dang
Tobramycin sulfat) 15mg/5ml), S6 GPKLH: VD-19202-13, Sé 16: 0031022,
NSX: 02/10/2022, HD: 02/10/2024 do Céng ty C6 phan Dugc Khoa san xuét.

- Ly do: Mau thudc khong dat tiéu chuan chat lwong vé chi tiéu Thir vo khuan.

Mau thude Dung dich nhé mét Tobradico vi pham chét luong murc d6 2.

S6: 453 /SYT- NVD

S¢ Y té thong bao vé thay d6i thong tin cua thudc Ciprobay 200, SPK:
VN-14008-11 do Céng ty ¢6 phan Dugc liéu Trung uong 2 tring thiu tai
Quyét dinh sb 67/QD-BYT ngay 13/01/2023 cta Bo trudng Bo Y té vé viéc
phé duyét két qua lya chon nha thau cung cap 18 thudc thudc danh muc thude

dugc ap dung hinh thitc ddm phan gid ndm 2021 cta Trung tim Mua sam tap

Ngay 20/02/2023 iy L.
V/v thay dbi thong tin | frung thude Quéc gia: ’
thudc Ciprobay 200 A . Thong tin cia thuéf . <
huée Danh . Tén So trang thau tai Quyét | Thong tin cua thudc tring
thugc Danh myc dam thubc | ding ky | dinh s6 67/QD-BYT thiu sau thay déi
phan gia ciia Cong ty ngay 13/01/2023
CP Dugc liéu Trung [0 80 san xudt, nuéc san| Co SO san Xut, nudc san
wong 2 . uat: Bayer Pharma AG, xuat: Bayer Ap, buc
Ciprobay N-14008-1 Duc Dia chi:
200 1 Pia chi: D-51368 Kaiser-Wilhelm-Allee
Leverkusen, 51368 Leverkusen,
Germany Germany
- Nexium 40mg, Enterik Kapli Pellet Tablet, AstraZeneca, (01)

S6: 652/SYT- NVD
Ngay 28/02/2023
V/v thong bao thude
gia, thudce
khéng ré ngudn goc

08699786040045, (21) 3500000157639358; (17) SKT: 09.2024; (10) Parti no:
22B264. Trong mdi hop co6 4 vi, mdi vi 7 vién.

- Nexium 40mg, Enterik Kapli Pellet Tablet, AstraZeneca, S6 16: 21H979,
trong mdi hop co 4 vi, mdi vi 7 vién (hinh anh giéng 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 Co phan duoc pham
Trung wong 3, qui cach hop 400 vién nén.

- Clorocid Tw3 250mg, SPK: VD-25305-16, S6 16 SX: 0321, NSX:
07/07/2021, HD: 07/07/2024, Nha san xuit: Cong ty C6 phan duoc pham
Trung wong 3, qui cach hop 400 vién nén. Cong ty CP Dugce phdm Trung wong
3 théng bao t6i Cuc Quéan 1y Dugc tir 16/09/2019 dén 29/6/2022 (thoi diém
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Cong ty thong bao), Cong ty khong tién hanh san xuat 16 thudc nao doi véi
Clorocid Tw3, SBK: VD-25305-16.

- TobraDex, hop 1 lo dém giot Droptainer 5ml, s6 16: 22C10HB, ngay hét
han/EXP: 10/03/2024, ngay san xuat/ MFD: 10/03/2022 .

- Tecentriq 1200mg/20ml (atezolizumab), s6 16 B0033B03, HSD: 02/09/24,
code 10001437939658.

- Diamicron MR 30mg, s6 16: 695986, HSD: 09/2024

- Coveram 5mg/5mg, s616: 2170310010, HSD: 11/2024

S$6:654/SYT- NVD
Ngay 28/02/2023

V/v thu hdi Gidy ding
ky lwu hanh thudc ddi
v6i 07 thude da dwoc
cip gidy ding ky luu
hanh tai Viét Nam

- Thu hoi gidy dang ky luu hanh ddi véi 07 thude da duge cip gidy ding
ky Ivu hanh tai Viét Nam theo phu luc kém theo Cong van nay.

Ly do thu hdi: Cac co s ding ky thudc dé nghi tw nguyén thu hoi gidy
dang ky luu hanh thude tai Viét Nam.

- Thube duge san xuét trude ngay Quyét dinh nay c6 hiéu luc dugc phép
luu hanh dén hét han dung cua thude.

1. Co so dang ky: Cong ty c6 phan duoc pham Imexpharm (Pia chi: S6 04,
dwong 30/4, Phwong 1, Tp. Cao Lanh, Tinh Pong Thdp, Viét Nam)

1.1. Co s& san xuat: Cong ty c¢6 phan dugc pham Imexpharm (Pja chi:
S6 04, dwong 30/4, Phieong 1, Tp. Cao Lanh, Tinh Pong Thap, Viét Nam)

- Paracetamol RO500mg SDK: VD-28966-18, VD-28967-18

1.2. Co sé san xuat: Chi nhanh 3 - Cong ty co phan dugc pham
Imexpharm tai Binh Duong. (Pja chi: S6 22, duong s6 2, KCN Viét
Nam-Singapore II, Phirong Hoa Phii, TP Thit Dau Mét, tinh Binh Duong, Viét
Nam)

- Ospexin 250mg: SPK: VD-28957-18

2. Co s dang ky: Cong ty c6 phan duoc pham Liviat (Dja chi: Tang 46,
Toa nha Bitexco, phwong Bén Nghé, qudn 1, thanh phé Ho Chi Minh, Viét
Nam

2.1. Co so san xuat: Cong ty co phan thwong mai duoc pham Quang
Minh (Pja chi:44 Lo Lu, phwong Truong Thanh, qudn 9, thanh phé Ho Chi
Minh, Viet Nam)

-Cozomat 10; SDK: VD-35821-22

3. Co sé dang ky: Cong ty c¢d phan dugc pham Phong Pht — Chi nhanh nha
may Usarichpharm (Pja chi: L6 s6 12, dwong so 8, Khu cong nghiép Téan Tao,
phuong tan Tao A, qudn Binh Tén, thanh pho Ho Chi Minh, Viét Nam)

3.1. Co so san xuat: Cong ty c6 phan dugc phdm Phong Phéi — Chi
nhanh nha mday Usarichpharm (Pja chi: Lé s6 12, dwong sé 8, Khu céng
nghiép Tan Tao, phuwong tan Tao A, qudn Binh Tén, thanh pho Hé Chi Minh,
Viet Nam)

Clorpheniramin-T; SPK: VD-25070-16

4. Co so dang ky: Cong ty TNHH Y Dugc Quang Minh (Pia chi: S6 nha 3
ngach 26/1 Phan Dinh Giot, phuwong Phuong Liét, quan Thanh Xudn, thanh
phé Ha Ngi, Viét Nam)

4.1. Co so san xudt: Cong ty cd phan duoc pham Ha Tay (Pia chi: T6
ddn phé sé 4, phwong La Khé, qudn Ha Péng, thanh phé Ha Néi, Viét Nam)
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- SM. Risedronat SDK: VD-35923-22

5. Co s6 dang ky: Cong ty c6 phan Sanofi Viét Nam (Bja chi: Lé I-8-2, duwong
D8, Khu cong nghé cao, phwong Long Thanh My, thanh phé Thii Pike, thanh
phé Hé Chi Minh, Viét Nam)

5.1. Co s san xut: Cong ty cd phan Sanofi Viét Nam (Pia chi: Lé
[-8-2, dwong DS, Khu céng nghé cao, phwong Long Thanh My, thanh phé Thii
Pure, thanh phé Ho Chi Minh, Viét Nam)

- Magne-B6 corbiere; SDK: VD-32207-19

S6: 681/SYT- NVD
Ngay 02/3/2023

V/v thu hdi Gidy ding
ky lwu hanh thubc tai
Viét Nam déi véi 01
thuéc dwge cip gidy
dang ky luvu hanh

- Thu hoi Gidy dang ky luu hanh thudc tai Viét Nam d6i v6i 01 thudce co tén
trong Danh muc thudc thu hoi Gidy diang ky luu hanh thudc tai Viét Nam theo
phu luc kém theo Cong van nay.
Ly do thu hdi: Co sé san xuit va co sé ding ky thude, nguyén liéu 1am thude
dé nghij thu hoi gidy dang ky luu hanh thudc, nguyén liéu 1am thudc tai Viét
Nam (theo quy dinh tai Piém g, Khoan 1 Pbiéu 58 Luit Duoc sd
105/2016/QH13 va Khoan 5 Diéu 40 Thong tu sd 08/2022/TT-BYT ngay
05/9/2022 cua Bo truong Bo Y té quy dinh viéc ding ky luu hanh thude,
nguyén liéu lam thudc).
- Thudc duoc san xuit trudc ngay 27/02/2023 va di nhap khau vao Viét Nam;
hodc thudc nudc ngoai nhap khau trong trudng hop duoc giao hang tai cang di
ciia nude xudt khiu trude ngay 27/02/2023 tiép tuc duoc phép luu hanh dén
hét han dung cua thude.
1. Cong ty dang ky: GlaxoSmithKline Pte Ltd. (Pia chi: 23 Rochester Park,
Singapore 139234 - Singapore)
1.1. Nha san xudt: GlaxoSmithKline Biologicals (Pja chi: 637 rue des
Aulnois, 59230 Saint Amand Les Eaux, Phap)

Co s& xudt xuong: GlaxoSmithKline Biologicals S.A (Pia chi: 89 Rue
de L'Institut, 1330 Rixensart, Bi)
-Infanrix IPV-Hib; SDK: QLVX-1138-19; Bot dong kho (Hib) va hon dich
(DTPa-IPV) dé pha hon dich tiém.

S6: 764/SYT- NVD
Ngay 08/3/2023
V/v cung cap thong tin

lién quan dén tinh an
toan, hiéu qua cuia
thudc Evusheld

Ngay 26/01/2023, Co quan quan ly thyc phim va dugc pham Hoa Ky
(USFDA) c6 thong bao tam dirng cip phép st dung trong trudng hop khan cip
thubc Evusheld cho t6i khi c6 thong bao cap nhat cia USFDA véi 1y do
Evusheld khong c6 tic dung bao vé ddi voi mot sb bién chung médi cua
SARS-CoV-2 hién dang chiém wu thé tai Hoa Ky, nhu bién ching phu
XBB.1.5 ciia Omicron (hién c¢6 hon 90% ca nhiém do bién ching nay tai Hoa
Ky). ’

Thudc Evusheld (Tixagevimab 150mg/1,5ml (100mg/ml) va Cilgavimab
150mg/1,5ml (100mg/ml)) d3 duoc cap gidy ding ky luu hanh: SP3-1244-22
va SP3-1245-22 do Céng ty Samsung Biologics, Han Qudc san xuit thanh
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pham, AstraZeneca AB, Thuy Dién dong géi thir cap, kiém tra chat lugng va
xudt xuong 10.

Ngay 31/01/2023, Hoi dong tu van cép gidy dang ky luu hanh thudc,
nguyén liéu l[am thubc — BO Y té da hop va két luan:

- Thong tin bao céo cap nhat dén ngay 19/01/2023 cho thdy xu hudng
thay doi vé bién chung XBB ctia Omicron tai chdu A hién nay chi chiém ti 1¢
khoang 2-5% cac trudng hop nhiém SARS-COV-2 va ti 1é nay hién nay cta
Viét Nam khoang 3%.

- Thudc Evusheld hién van co tac dung ddi voi cac bién ching cia virus

SARS-COV-2 dang luu hanh pho bién tai Viét Nam.
- Ngoai trirt USFDA dimg cép phép sir dung do tinh hinh thyc tién cta cac bién
chung SARS-COV-2 luu hanh tai Hoa Ky, Evusheld hién van dang duoc cho
phép luu hanh, st dung boi cac Co quan quan ly dugc chat ché (SRA) nhu
EMA, Nhit Ban, Anh, Uc, Canada, Thuy Si... va nhiéu co quan quan ly dugc
trén thé gii. Vi vay, trén co s& phan tich tic dung cua thudc voi cac bien
chung luu hanh tai Viét Nam va viéc luu hanh, sir dung thudc tai cac nudc trén
thé gioi, Hot ddng thong nhat dé xuét tlep tuc cho phép luu hanh, st dung
thuéc Evusheld tai Viét Nam dong thoi tiép tuc theo doi, gidm sat chit chd va
cap nhat thong tin vé tinh an toan, hiéu qua cua thudc d6i voi cac bién ching
ctia virus SARS-COV-2 tai cdc nude trén thé gigi va Viét Nam

$6:837/SYT- NVD
Ngay 08/3/2023

V/v théng bao thu hdi
thudc vi pham mirc dd
3

- Thu héi toan qudc Vién nang cimg Locobile-200 (Celecoxib 200mg), Sb
GDKLH: VN-21822-19, S6 16: WLD21003E, NSX: 04/02/2021, HD:
03/02/2024 do Cong ty M/s Windlas Biotech Limited (India) san xuat, Cong ty
TNHH Dugc pham A My (373/1/4A Pudng Ly Thuong Kiét, Phuong 9, Quan
Tan Binh, Thanh phé H6 Chi Minh) nhap khau.

- Ly do: Mau thudc khong dat tiéu chuan chat lugng vé chi tiéu Pong déu khdi
luong (vi pham muc do 3).
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- Tam nglmg nhap hang va sir dung 04 thudc dugc S& Y té phé duyét tai
Quyét dinh s6 109/QD-SYT ngay 23/02/2023 vé viéc phé duyét két qua lua
chon nha thau 02 géi thdu cung cip thudc chira bénh cho cac co so y té tinh
Ha Tinh ndm 2023 va nim 2024 do Arena Group S.A san xuét:

S0: 986/SYT-NVD || MaHH @i | 10 g6 Tén hoat | GDKLH Tén nha thiu
Ngay 23/3/2023 Qb chit  |hoic GPNK
. n Cong ty C6 phan
V/‘: tam ngu’ng' nhap A735 Apratam400mg | Piracetam VN-I ;827-1 duoc pham Trung
khau, phan phoi, luu wong Coduphar
hanh va sw dung cac A779 Calmadon2mg | Risperidone VN-22972-2 | Cong ty TNHH duoc
i : 1 pham HQ
thube do co so Arena [ lrozol 100mg | [VN-22013-2 | Cong ty TNHH MTV
Group S.A. (Romania) capsules 1 Dugc Sai Gon
2 A VN-15828-1
san xuat 2+ QP sb
. .. [4781/QLD-b | Coéng ty TNHH dugc
A158 Mildocap25mg Captopril K giahan | ph Am HQ
den
31/12/2022

S6'Y té thong bao vé thay ddi thong tin ctia 03 thudc Anzatax 100mg/16,7ml
(SPK: VN-20846-17); Anzatax 150mg/25ml (SPK: VN-20847-17); Anzatax
30mg/5ml (SDK: VN-20848-17) do Cong ty ¢6 phan Duoc liéu Trung wong 2
tring thau tai Quyét dinh s6 3460/QD-BYT ngay 27/ 12/2022 cua B9 truong
B0 Y té vé viéc phé duyét két qua lua chon nha thau cung cap 24 thudc thude
danh myc thudc dugc ap dung hinh thirc dam phan gia nam 2021 cua Trung

S$0:1707 /SYT-NVD tam Mua sam tip trung thudc Qudc gia

Ngay 12/5/2023
V/v thay doi thong tin Théng tin thudc
thuoc tring thau trang thau theo A
N , T A £ %, ae % Thong tin thudc tra
Anzatax theo hinh thirc|| | Tén thuoc Quyét dinh s0 t%%i ;:u tfll;) ’ dgling
dam phan gia cua 3460/QD-BYT g
Cong ty co6 phan Duwgc J VT T—Ty— ngdy 27/12/2022
oA nzatax mg, , /Ml
licu Trung wong 2 U] SBK: VN-20846-17 Han ding: 18 o
: hi Han dung: 36 thang
P Anzatax 150mg/25ml; | thang (Diéu kién béo qudn:
SPK: VN-20847-17 (Diéu kién bao g0t o1 g
Anzatax 30mg/5ml; quan: dudi 30°C, 5372)25 . rintdnt
3 | SPK: VN-20848-17 | frdnh dnh sing)
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Can cr Van ban sb 34/2023/BIOMED ngay 12/5/2023 cua Cong ty TNHH
Duoc phém Biomed vé viéc thay ddi tén thude Kidmin;

S6'Y té thong bao thay doi tén thudc Kidmin (ma hang hoa A030) tai Quyét
dinh s6 109/QD-SYT ngay 23/02/2023

i 80: 1766 /SYT-NVD i | Thong tin tai Quyét dinh
. TT s6 109/QD-SYT ngay Théng tin thay d6i Ghi chu
Ngay 18/5/2023 . HH | 5300212023 cita S6 Y t6
V/v thay doi tén thudc
tring thau Kidmin T8 . Ap dung cho céc 16
. én thudc: ,
580 | A030 Tén thudc: Kidmin ] . . san xuat tr ngay
Acid amin 7,2% 07/3/2023
- Thu hoi Gidy dang ky luu hanh thudc tai Viét Nam d6i voi thude
] Myomethol, s6 ding ky: VN-17397-13 do Cong ty TNHH thuong mai Duoc
50&1?996 g/sg/[;(g;]l) pham Uc Chéu (dia chi: 74/18 Truong Qubc Dung, Phuong 10, Quan Phu
sy Nhuan, TP. H6 Chi Minh — Viét Nam) dang ky va Céng ty R.X.
V/v thu hdi Gidy ding Manufacturing Co., Ltd. (dia chi: 76 Moo 10, Salaya-Bangpasi Road,
13 ky lwu hanh thuéc, Narapirom, Banglane, Nakornpathom 73130 — Théi Lan) san XUt.
dinh‘ chi 1“:“ hé}nh, thu - Dinh chi lvu hanh trén toan quéc va thu hoi toan bd mat hang thudc bi
thh(zl t;l/luoc d(:;lwln | thu hdi Gidy dang ky luu hanh thudc néu trén.
uoc Myomethol, so 14 A A . ez \ i~
ding ky: VN-17397-13 Ly do thu h01.‘ Thyc hién theo quy dinh t’e_u d.lem b Fhoz;n 1 Diéu 52?
Luat Dugc (Trong thoi han 60 thang c6 02 16 thudc bi thu hoi bat budc do vi
pham & mirc d¢ 2 hoac 03 16 thudc tré 1én vi pham chét luong).
Thu héi toan quéc thuéc Vién nén Duo Hexin Tab. (Bromhexin
S6: 2000 /SYT- NVD | hydrochlorid 8mg), S6 GPKLH: VN-22615-20, S6 16: BHX003, NSX:
Ngay 05/6/2023 | 08/6/2020, HD: 07/6/2023 do Céng ty Fu yuan Chemical & Pharmaceutical
14 | V/v thong bao thu hoi . , £, A A z
thude Duo Hexin Tab Co., Ltd. (Talwzin) san’ xuat, Cong ty CPDPvTW ?odupha n‘hap khau.
vi pham mirc d¢ 2 Ly do: Mau thuoc khong dat ti€u chuan chat lugng vé chi tiéu do hoa tan
(vi pham mrc d¢ 2).
i 1. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer
So: 2902/ SYT-NVD Quay, # 10-01, Ocean Financial Centre Singapore (049315), Singapore)
v/ Tl%ayh(:?/g' 2;02; 1.1. Co s6 san xuit:
v thu hoi Giay dang . x4 . . ..
15 | Ky lwu hanh thube tai Co sO0 san xuat va dong goi: Lek Pharmaceuticals d.d. (Pia chi:

Viét Nam dbi véi 02
thuoc duoc cap giay
dang ky luwu hanh

Kolodvorska cesta 27, 1234 Menges, Slovenia)
Co s& xudt xuong: Lek Pharmaceuticals d.d. (Pia chi: Verovskova 57,
1526 Ljubljana, Slovenia)
Actobim ( Bot Lebenin 280 mg); SPDK: SP3-1182-20
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Co s¢ dang ky: Diethelm & Co., Ltd (Pia chi: Wiesenstrasse 8, 8008
Zurich, Thuy Sy)

2.1. Co sé san xuat: China Chemical & Pharmaceutical Co., Ltd.
Hsinfong Plant (Dia chi: 182-1, Keng Tze Kou, Hsinfong, Hsinchu, Pai Loan,
R.O.C)

UrokinaseGreen Cross Inj.( Urokinase 60000 IU); SDK: SP-1186-20

16

$6:2083 /SYT- NVD
Ngay 12/6/2023
V/v thu hoi gidy ding
ky luu hanh thudc tai
Viét Nam doi véi
thudc di dwoe cap
gidy diing ky lwu hanh

- Thu hdi gidy dang ky luu hanh thudc tai Viét Nam d6i voi 25 thude tai
Phu luc kém theo Cong vén nay.

Ly do thu hoi: Céc co s dang ky thudc dé nghi tw nguyén thu hoi gidy
dang ky luu hanh thudc tai Viét Nam.

- Thudc nudc ngoai da nhap khau vao Viét Nam trude ngiy Quyé:[ dinh
s0 407/Qb-QLD c6 hi¢u luc (ngay 08/6/2023) duoc phép luu hanh dén hét
han dung cta thude.
1.Co sé dang ky: Abbott Laboratories (Singapore) Private Limited
(Dia chi: 3 Fraser Street, #23-28 Duo Tower, Singapore 189352,
Singapore)

1.1. Co s& san xuit: Laboratorio Internacional Argentino S.A (Pja
chi:Tabare 1641 C.A.B.A/Av. 12 de Octubre 4444, Quilmes,
Buenos Aires, Argentina)
- Fada Rocuronio Rocuronium bromide 50mg VN-21358-18
- Sitacef Ceftazidim ( dudi dang Ceftazidim Pentahydrat) 1000mg
VN-21359-18
1.Co sé¢ ding ky: Cong ty Co phan Sanofi Viét Nam (Pia chi: L6 I-8-2,
Duong DS, Khu cong nghé cao, P. Long Thanh My, Q.9, TPHCM, Viét
Nam)
1.2. Co s& san xuat: Boehringer Ingelheim Espana, S.A. (Pia
chi:Part de la Riba, 50 08174 Sant Cugat del Valles (Barcelona),
Spain)
- Buscopan Hyoscin butylbromid 20mg/ml VN-21583-18
2. Co so ding ky: Cong ty TNHH Duwoc pham Nam Han (Pja chi:
Phong 201, Lau 2, Toa nha City View, sé 12 mac Binh Chi, phirong Pa
Kao, Quan 1, TP. HCM, Viét Nam)
2.1. Co s6 san xuat: Young Il Pharm. Co. Ltd (Pja chi:521-15,
Sinjong-ri, Jinchon- Up, Jinchon-kun, Chungchong-Bukdo, Korea)
- Bacero 20mg Isotretinoin 20mg VN-22096-19
2.2. Co sé¢ san xuat: Young Il Pharm. Co. Ltd (Pia chi:6-1, Munhwa
12-gil, Jineheon- eup, Jincheon-gun, Chungcheongbuk-do, Korea)
- Prizine Capsule Flunarizin (dudi dang Flunarizin hydroclorid) Smg
VN-21393-18
- Sotrel 10mg Isotretinoin 10mg VN-21227-18
3. Co sé¢ dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dja chi:
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s6 10 Ham Nghi, phwong Bén Nghé, Qudn 1, Tp. Ho Chi Minh, Viét

Nam)

3.1. Co s& san xuét: Unither Liquid Manufacturing (Pia chi:1-3,
allée de la Neste, Z.1.d" en Sigal, 31770 Colomiers, France)

- Depakine Natri Valproate 200mg/ml VN-11313-10

4. Co s6¢ dang ky: Enter Pharm Co., Ltd. (Dia chi: 1, Hyehwa-ro
3ga-gil, Jongno-gu, Seoul, Korea)

4.1. Co s& san xuit: Hankook Korus Pharm. Co., Ltd. (Dia chi:30,
Gangjeo-ro, Jecheon-si, Chungcheongbuk-do, Korea)

- Korus Captopril Tab. Captopril 25mg VN-22396-19

4.2. Co sé san xuat: PMG Pharm Co., Ltd (Dja chi:59, Gyeongje-ro,
Siheung-si, Gyeonggi-do, Korea)

- Dimoxiti Cap. Diacerein 50mg VN-22259-19

5. Co s¢ dang ky: GlaxoSmithKline Pte., Ltd. (Dia chi: 23, Rochester

Park, Singapore 139234, Singapore)

5.1. Co sé san xuit: GlaxoSmithKline Manufacturing S.p.A., (Pia
chi:Via A.Fleming, 2, 37135 Verona, Italy)

- Fortum 2g Ceftazidim (dudi dang ceftazindim pentahydrat) 2g
VN-21417-18

6. Co sé diang ky: Hyphens Pharma Pte. Ltd (Pia chi: 16 Tai Seng

Street, #04-01, Singapore 534138, Singapore)

6.1. Co sé san xuét: Guerbet (Pja chi:16-24 rue Jean Chaptal 93600
Aulnay-Sous-Bois, France)

- Dotarem  Acid Gadoteric  0,5mmol/ml  (27,932g/100ml)
VN-15929-12

7. Co s¢ dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (Dia chi:

12 Marina View, #22-01 Asia Square Tower 2, Singapore 018961,

Singapore)

7.1. Co sé san xudt: Purdue Pharmaceuticals, L.P. (Pia chi:4701
Purdue Drive, Wilson, NC 27893, USA)

Co s& dong goi: Sharp Corporation (Dia chi: 7451 Keebler way,

Allentown, PA 18106, USA)

- OxyContin 10mg Oxycodon HCI 10mg VN-21914-19

- OxyContin 20mg Oxycodon HCI 20mg VN-21915-19

8. Co s& dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer

Quay, # 10-01, Ocean Financial Centre Singapore (049315),

Singapore)

8.1. Co s& san xuidt: Ebewe Pharma Ges.m.b.H Nfg.KG (Dja
chi:Mondseestrasse 11, 4866  Unterach am  Attersee,
Austria)Vinorelbin "Ebewe"

- Vinorelbin (duéi dang Vinorelbin tartrat) 10mg/ml VN-20829-17

Co sé san xudt: Ever Pharma Jena GmbH (Pja
chi:Otto-Schott-Str. 15, 07745 Jena, Germany)
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82.Co sé& xuat xwong: Salutas Pharma GmbH (Pia chi:
Otto-von-Guericke-Allee 1, 39179 Barleben, Germany)

Midazolam Sandoz 5mg/Iml Midazolam (dudi dang Midazolam HCI)

Smg/ml VN-22942-21

9.1. Co sé san xudt: Haupt Pharma Wolfratshausen GmbH (Pja
chi: Pfaffenrieder Strasse 5, 82515 Wolfratshausen, Germany)

Calciumfolinat "Ebewe" Acid folinic (dudi dang calci folinat) 10mg

VN-23089-22

Calciumfolinat "Ebewe" Acid folinic (dudi dang calci folinat) 10 mg

VN-23090-22

I11.1. Co s& san xuidt: Lek Pharmaceuticals d.d, (Pia
chi:Verovskova 57, 1526 Ljubljana, Slovenia)

Curam Quicktabs 1000mg Amoxicillin (duéi dang Amoxicllin trihydrat)

875mg; Acid clavulanic (duéi dang Kali clavulanate) 125mg

VN-18637-15

Curam Quicktabs 625mg Amoxicillin (dudi dang Amoxicllin trihydrat)

500mg; Acid clavulanic (duéi dang Kali clavulanate) 125mg

VN-18638-15

Kineptia 1g Levetiracetam 1000mg VN-20832-17

Kineptia 250mg Levetiracetam 250mg VN-20833-17

Kineptia 750mg Levetiracetam 750mg VN-20835-17

Rishon 20mg Rosuvastatin (dudi dang Rosuvastatin calcium 20,791mg)

20mg VN-20193-16

17.1. Co s& san xuit: Sandoz GmbH (Pia chi:Biochemiestrasse 10,
6250 Kundl, Austria)

Amoxicillin 250mg Amoxicillin (dudi dang amoxicillin trihydrat) 250mg

VN-22180-19

Co s¢ dang ky: Stragen Pharma SA (Dja chi: Chemin du Pré-Fleuri

3, 1228 Plan- les-Ouates, Switzerland)

19.1. Co sé san xuit: Mitim S.R.L. (Pia chi:Via Cacciamali,
34/38-25125 Brescia, Italy)

Ceftriaxon Stragen 2g Ceftriaxone (dudi dang ceftriaxone sodium 2g)

VN-20720-17
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Tén thubc S6 ding ky da | S6 ding ky
S6: 2458 /SYT- NVD dugc phe thay the
Ngiy 07/07/2023 duyét
V/v thay doi thong tin Medoclav 625mg
17 thuoc Medoclav [Amoxicilin (dudi dang
625mg trung thau cac amoxicillin trihydrat)
g6i dau thau tap trung [ 500mg; Acid clavulanic VN-15977-12 1 VN-23134-22
cap Quaoc gia (dang Kali clavulanat)
125mg)]
1. Thu hdi toan qubc Vién nén Paineuron 15 (Meloxicam
) 15mg), S6 GBKLH: VD-32650-19, S6 16: 83034, NSX:
S0:2827 /SYT- NVD A X 1A 2
29/01/2023, HD: 28/01/2026 do Cong ty c6 phan dugc pham Trung
Ngay 11/08/2023 ) .
18 | vy thong bio thu hbi uvong I - Pharbaco san xuat.
thuoc vi Ly do: Méu thudc khong dat tiéu chuan chat lugng vé chi tiéu
pham mirc do 3 A Ls . P
D0 hoa tan (vi pham muc do 3).
Thu hdi toan qudc thude Vién nang cimg H-inzole, S6 GPKLH:
S6: 2033/SYT. NvD | VN-18555-14, S6 16: HT4-51, NSX: 18/10/2022, HD: 1’7/10/2024
Ngay 22/08/2023 | do Cong ty Lark Laboratories (India) Ltd India san xuat, Cong ty
19 | V/v thong bao thu hoi x 1A 2 \ A R 2
thudc vi pham mire d c6 phan Dugc pham Ha Tay nhap khau.
3 Ly do: Mau thudc khong dat ti€u chuan chat luong vé chi ti€u
D0 hoa tan (vi pham muc do 3).
50: 2934/5YT-NVD S&'Y té thong bao cac san pham trén nhin ghi vién nén Clorocid
Ngay 22/08/2023 TW3 (Cloramphenicol 250mg), SDK: VD-25305-16, c6 ghi ngay
20 | V/vsin pham trén san xuét tir sau ngay 15/9/2019 dén nay 1a thubc gia.
nhan ghi vién nén
Clorocid TW3
$6:2935/SYT- NVD S& Y té thong bao cac san pham trén nhdn ghi vién nén
Tetracyclin  TW3 (Tetracyclin hydroclorid 250mg), SDK:
21 Ngay 22/08/2023 | VD-28109-17, c6 quy cach dong goi lo 400 vién, ghi ngay san xuat

V/v san phim trén
nhan ghi vién nén
Tetracyclin TW3

tir sau ngay 01/01/2021 dén nay 1a thudc gia.
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22

S6: 3128 /SYT- NVD

Ngay 12/9/2023
V/v thong bao thu hoi
thuoc vi
pham mirc d¢ 2

Thu hoi toan qubc Vién nén bao phim PymeRoxitil
(Roxithromycin 150mg), S6 GPKLH: VD-28304-17, S6 16:
010522, NSX: 18/05/2022, HSD: 18/05/2025 do Cong ty cd phan
Pymepharco san xuét.

Ly do: Lo thudc Vién nén bao phim PymeRoxitil néu trén
khong dat tiéu chuan chat lugng vé chi tiéu Tap chét lién quan (vi
pham muc do 2).

23

S6: 3248 /SYT-NVD
Ngay 21/9/2023
V/v miu thube
Cefixim 200 gia

S¢ Y té thong bao thong tin vé thudc gia trén nhan ghi: Vién
nén bao phim CEFIXIME 200, s6 GDKLH: VD-28887- 18; s 16:
14270123, NSX: 270123, HD: 270125 va sb 16: 900611222, NSX:
061222, HD: 061224; Co sé san xuét: Cong ty c6 phan Duoc pham
Cuu Long

24

S6: 3249/SYT-NVD
Ngay 21/9/2023
V/v thu hdi sin pham
Serum Burst Lotion
Diép ca siéu kich
trang-lo 250g khong
ré ngudn goc xuit xir

Thu hoi, tiéu hity trén toan qudc san pham Serum Burst Lotion
Diép ca siéu kich trang - Lo 250g; trén nhan ghi: Made in Vietnam;
khong c6 thong tin vé sb 16 san xuat, ngay san xuat, han dung, sb
gidy phép, tén va dia chi nha san xuét. Trén bao bi c6 dan tem kiém
tra chat lugng bao hanh dién tir (Coselvina) va ma QR, khi quét ma
QR c6 hién thi tén cong ty TNHH m§y pham Coselvina.

Ly do thu hoi: San pham Serum Burst Lotion Diép ca siéu
kich trang - Lo 250g khong rd ngudn gdc xuat xi.




