CONG TY CPDP MINH DAN CONG HOA XA HOI CHU NGHIA VIET NAM
Sé: 549/CV-MD Poc 1ap - Ty do - Hanh phic
(V/v: Bé sung 56 déng ky thudc) ---000---

Nam Binh, ngay 03 thang 05 ndm 2025

Kinh givi: SO'Y TE KIEN GIANG
Trude tién, Cong ty C6 phin Dugc phim Minh Dén, chéan thanh cam on sy tin
nhiém va quan tdm ctia Quy S&'Y Té cho Cong ty trong thoi gian qua.

Can ot Quyét dinh s6 4236/QD-SYT ngay 15 thang 12 ndm 2023 clia Giamdoc So
Y té tinh Kién Giang vé viéc phé duyét ket qua lua chon nha thau goi thau thudc generic

thudc ké hoach lwa chon nha thau cung cap thudc tap trung tinh Kién Giang, giai doan
2023-2025 (dotl);

Cin ctr Quyét dinh sb 853/Qb-QLD ngay 19/12/2024 v& viéc ban hanh Danh muc
373 thudc, nguyén liéu lam thudc san xudt trong nudc dugce gia han gidy ding ky luu hanh
tai Viét Nam - Dot 215, trong d6 san pham Ciprofloxacin 0,3% dugc gia han 1an 1 voi s6
dang ky méi: 893115292000,

Céan cu Quyét dinh s6 851/QD-QLD ngay 19/12/2024 vé viéc ban hanh Danh muc
869 thudc, nguyén liéu lam thudc san xudt trong nude dugce gia han gidy dang ky luu hanh
tai Viét Nam - Dot 214, trong do san phim Loperamid 2mg dugc gia han 1an 1 vé6i sb
dang ky moi: 893100218700; Ofloxacin 0,3% duoc gia han 1An 1 v6i sd dang ky moi:

893115219000

Nha thau ching tdi xin b6 sung thong tin cdc mit hang thudc da tring thiu nhw
sau:

STT Tén thube SPK theo QPTT SPK b sung
1 Ciprofloxacin 0,3% 229‘;]1)_1 = 893115292000
2 Loperamid 2mg 257\;]1)—16 893100218700
4 Ofloxacin 0,3% - 6V012)_1 5 893115219000

Céc ndi dung khéc cua thube khong thay dbi. (Tai liéu dink kem)
Bing vin ban nay, Nha thau ching t6i kinh trinh Quy S& xem xét.
Xin chan thanh cam on!

Noi nhén:
- Nhu trén
-Luu VT.




Ky hm:‘cuc QUAN
LY DUGC

i BO Y TE CONG HOA XA HQI CHU NG A(y WM*HN

CUC QUAN LY DUQC Poc lap - Tuw do - Han‘]&@pumdﬂg .nam.
sé:853  /QB-QLD Ha Noi, ngdy 19 thang 12 nam 2024
QUYET bINH

V& viéc ban hanh Danh muc 373 thudc, nguyén li¢u 1am thude san xuét
trong nuwéc dugce gia han gidy ding ky luvu hanh tai Vigt-Nam.- Pot 215

K\”Q \

CUC TRUONG CUC QUAN LY PO NG &'

Cén ik Ludt Dugc 56 105/2016/QH13 ngdy 06/424,

Cén cir Nghi dinh s6 9 )/2022/NB CP ngay 15/1%.
dinh chitc nang, nhiém vy, quy 6n han va co cau 16 chitc cus 'a, i NS ’
Can ctr Quyét dinh 56 1 69/0D-BYT ngay 26/4/2023 cirBé-truong Bo Y té

quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chire cia Cuc Qudn ly, Duoc
thudc Bo Yte PHO TONG GIAM DOC

Can cwe Thong tu 56 08/2022/TT-BYT ngdy 05/09/2022 cua Bt L@ ﬁo%@ ?g

quy dinh viéc dang ky luu hanh t/moc nguyen lieu lam thuoc
Can cir két lugn cia Hoi (fong tw vén cap gidy dang ky luu hanh thuéc,
nguyén liéu lam thuée - Bé 1 té dot 215 tqi Cong van 50 99/HBTV-VPHD ngay
21/11/2024 cia Van phong Hoi dong tw van cdp GPDKLH thudc, nguyén ligu lam
thube;
Theo dé nghi ciia Truong phong Dang ky thuée, Cuc Qudn Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kem theo Quyét dinh nay danh muc 373 thude, nguyén
lieu lam thudc san xuat trong nuge duoc gia han gidy ddng ky luu hanh tai Viét
Nam - Dot 215, cu thé:

1. Danh muc 225 thudc, nguyén liéu [am thudc san xut trong nudc duoc gia
han gidy dang ky luu hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 126 thude san xuét trong nudc dugc gia han gidy dang ky luu
hanh hiéu lwc 03 ndm (Phu luc II kem theo)

3. Danh muc 22 thubc [san xut trong nudc duge gia han gidy dang ky luu
hanh hiéu luc dén 31/1 2/2025 (Phu luc I kem theo)

Pidu 2. Co so san xuat va co s¢ ding ky thude c6 trach nhiém:

1. San Xuét thude theo|dung cac ho s0, tai ligu da dang ky v6i Bo Y té va
phai in hodc dan s6 dang ky duoe BO Y té Viét Nam cap 1én nhén thude.

o2 Chi dwoc séan xudt, dua ra luu hanh céc thubc kiém soat dic biét khi co
Giay ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai -
kiém soat dac biét pht hop vai pham vi hoat déng cta co s6 dap g quy dinh tai
khoan 5 Diéu 143 Nghi dinh sd 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu
quy dinh chi tiét mot s diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viée cap nhat tiéu chun chit luong cla thude theo quy dinh tal
Thong tw so 11/2018/TT-BY T ngay 04/5/2018 ctia BO truong B Y té quy dinh vé
chit luong thude, nguyén liéu/lam thude.
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4. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhén thudc, to huong dan st dung thudce theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong Bo Y té thi phai
thue hién cap nhat theo quy dinh tai diém b Khoén 1 bieu 37 Thong tu s0
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han giay dang ky luu
hanh. ) ; )

5. Sau 12 thang ké tir ngay ky ban hanh Quy®t dinh nay, cac thuoc dugc gla
han gidy ding ky lwu hanh theo Quyét dinh nay co thay ddi v& ndi dung hanh chinh
phai san xuht va luu hanh véi cac ndi dung da duoc phé duyét thay doi trong ho so
gia han. .

6. Co s¢ dang ky thubc phai bdo dam duy tri di€u kién hoat dong trong thot
gian hiéu lyc cua gidy ddng ky luu hanh thude, nguyén ligu lam thude. Trong
trudng hop khong con dap ung du didu kién hoat dong, co s¢ déng ky phai ¢0 trach
nhiém thyc hién thay d6i co s& diang ky theo quy dinh tai Thong tu sO Q8/2022/TT-
BYT trong thoi han 30 ngay ké tir ngay co so ding ky khong con du diéu ki¢n hoat
dong. i

7. Co s0 san xuat thudc phai bao dam cac dicu kién hoat’ dong cta co s san
xudt trong thoi han higu luc cta gidy ding ky luu hanh thudc, nguyén liéu lam
thube. , |

8. Céc thudc dugc gia han gidy déng ky luu hanh tai Quyéet dinh nay dugc
tiép tuc s dung sb dang ky da cép trude khi gia han trong thoi han toi da 12 thang
ké tir ngay duge cép sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tw s 08/2022/TT-BYT. |

9. Phéi hop véi céc co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mubn cta
th,u(”')c trén nguoi Viét Nam va tong hop, béo céo theo quy dinh tai Piéu 5 Thong tu
s& 08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét
dinh nay. ,

Diu 3. Quyét dinh nay c¢6 hiéu lyc ké tir ngdy ky ban hanh.

Ditu 4. Giam dcf)c S Y té céc tinh, thanh ph6 truc thude Trung wong va
Gidm doc co s& sdn xuét va co s¢ dang ky co thube tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi 11114?{1: == CUC TRUONG

- Nhu biéu 4, /" TN

- BT. Do Hong Lan (dé b/o); '
- TT. D6 Xuén Tuyén (d€ b/c); ' =y
- Cuc Quflm y - B Quoc phong, Cuc Y t€ - Bo Cong an;
-Cuc Y 1€ GTVT - BY Giao thong van tai; \

- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém xa hoi Viét Nam; e ,

_B4 Y t& Vyu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vil Tuan Cuong
B9, Vin phong HDTV cap GBKLH thube, NLLT;

- V%én KN thudc TU, Vién KN thudc TP. HCM,;

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vjén c6 giuong b@nh truc thuéc BO Y té:

- Trung tdm mua sam tap trung thudc qudc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luuw: VT, DKT (C.H) (02b).




Phuy lucl
DANH MUC 225 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOGC PUQC GIA HAN GIAY

PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOQT 215
(Kém theo Quyét dinh sé 853 /OP-QLD ngay 19  thang 12 ndm 2024
ciia Cuc Quan ly Duoc)

STT Tén thude Hoat chit chinh - | Dang bao | Quy cach dong goi Tié? Tudi S6 ding ky Sj)
Ham lugng ché chuin | tho gia han lan

(thang)| (SO dingky | gia
da cép) han

1) () 3) “) (5) () ) (8 9

1. Co siv diing ky: Cong ty c6 phin 23 thang 9 (Dia chi: 11 Tan Hoéa, phudng 14, quén 6, thanh phé Hb Chi Minh, Viét
Nam)

I.1. Co sé sin xuit: Cong ty ¢d phén 23 thang 9 (Dia chi: 11 Tan Hoa, phudng 14, quan 6, thanh phd H6 Chi Minh, Viét
Nam)

1 |Batiwell

Bromhexin
hydroclorid
0,3mg/1ml

Dung dich
udng

Hop 10 dng x 2,5ml;
Hop 20 éng x 2,5ml;
Hop 30 6ng x 2,5ml;

NSX

36

893100284700
(VD-31011-18)

Hop 10 611g X S5ml;
Hop 20 511g x Sml;
Hop 30 dng x Sml;
Hop 10 6ng x 10ml;
Hop 20 éng x 10ml;
Hop 30 6ng x 10m

36 | 893110284800 | 1

(VD-29605-18)

Hop 10 dng x Sml,
Hdp 20 éng X Sml,
Hop 30 ng x Sml

2 |Liver NTB Dung dich

uong

Arginin hydroclorid
1000mg/Sml

2. Co s¢ dang ky: Cong ty ¢b phin Duge - Vit tuy t& Thanh Hoa (Bia chi: S6 232 Tréan Ph, phuong Lam Son, thanh phé

Thanh Hoa, tinh Thanh Hoa, Viét Nam)

2.1. Co s& sin xufit: Cong ty b phin Dugc - Vat tuy té Thanh Ho4 (Pia chi: S6 04 dudong Quang Trung, phuong Ngoc
Trao, thanh p115 Thanh Héa, tinh Thanh Hoa, Viét Nam)

36 893115284900 1

(VD-28246-17)

Lo 100 vién; Hop 10
vi x 10 vién

DbVN
A%

Cloramphenicol Vién nén

250mg

3 |Cloromycetin

3. Co s¢ ding ky: Cong ty ¢6 phin dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quédn 11, thanh p116 HG Chi
Minh, Viét Nam)

3.1. Co siv séin xudt: Cong ty ¢6 phin duge Apimed (Dia chi: Puong NI, cum cong nghiép Phu Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh D611g Nai, Viét Nam)

4 |Apimuc 200 Acetylcystein 200mg Thude cdbm [Hop 20 goi x 1g; NSX 24 | 893100285000 |
pha dung Hop 30 goix 1g (VD-31475-19)
dich udng

5 |Apixodin 30 Fexofenadin Hon dich  |Hop 1 chai x 30ml, NSX 24 893100285100 1

hydroclorid 0,6% ubng Hép 20 gdi x Sml (VD-32605-19)
(W/v)
6 |Paclovir Acyclovir 5% (w/w) |Kem boi da |Hop 1 tuyp x 5g; USP 38| 24 893100285200 1
Hop 1 tuyp x 10g (VD-31496-19)

4. Co s¢ ding ky: Cong ty C6 phin Duge Danapha (Dia chi: 253 Diing ST Thanh Khé, Phuong Thanh Khé Téy, Quén
Thanh Khé, TP. P4 Néng, Viét Nam)

4.1. Co s sin xudt: Cong ty C6 phiin Duge Danapha (Dia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé Téy, Quén
Thanh Khé, TP. Ba Ning, Viét Nam)
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STT Tén thude Hoat chat chinh - | Dang bao | Quy cdch déng goi Ticu Tudi S6 ding ky ‘
Ham luwong ché chuan | tho gia han Ian
(thang)| (SO dingky | gia
da cép) han
) @) 3 “) ()] (6) () ® ©
72 |Grobend 400 Dexibuprofen 400mg|Vién nén Hop 3 vi, 10vix 10 | NSX 36 893110291800 1
bao phim  |vién (VD-34191-20)

27. Co s¢ ding ky: Cong ty ¢ phén duge ph?im Minh Dan (Pia chi: L6 E2

Loc Hoa, Thanh phé Nam Dinh, Tinh Nam Binh, Viét Nam)

27.1. Co s& san xuét: Cong ty cb ph'fm dwgce p

Phudng Loc Hoa, Thanh phé Nam Pinh, Tinh Nam Binh)

h&m Minh Dan (Pia chi: L E2, Buong N4, Khu cong nghiép Hoa Xa,

, duong N4, khu cdng nghi¢p Hoa X4, Phuong

73 [Cefuroxime 500mg |Cefuroxim (dudi Vién nén Hop 01 tui x 01 vix | NSX 36 893110291900 1
dang Cefuroxim bao phim 10 vién, Hop 10 vix (VD-22940-15)
axetil) 500mg 10 vién

27.2. Co s& séan xuit: Cong ty b ph?m dwge phAm Minh Dan (Dia chi: L& N8 - Pudng N5 - Khu cong nghiép Hoa X4 -
Phuong My Xa - Thanh phd Nam Dinh - Tinh Nam Dinh - Viét Nam)

74 |Ciprofloxacin 0,3% |Ciprofloxacin (dung Thudc nho  |Hop 1 1o x 5ml, Hop |DDVN 24 | 893115292000 | |
dang ciprofloxacin mit 20 lo x Sml v (VD-22941-15)
hydroclorid)
15mg/5ml

75 |Midacemid 20/12,5 |Hydroclorothiazid | Vién nen Hop 01 thix 03 vix | NSX 24 893110292100 |

12,5mg; Quinapril
(dudi dang quinapril
hydroclorid) 20mg

bao phim

10 vién

(VD-29798-18)

28. Co so ding ky: Cong ty ¢ phén duge phim Nam Ha (Dia chi: Sb 4

phé Nam Dinh, Tinh Nam Binh, Viét Nam)

28.1. Co sé san xuit: Cong ty cd phén duoe phim Nam Ha (Pia chi: Sé 415 duong Han Thuyén, phuong Vi Xuyén,
Thanh phé Nam Pinh, Tinh Nam Dinh, Viét Nam)

15 duong Han Thuyén, phuong Vi Xuyén, Thanh

76 |Anphecon Desloratadine Siro Hop 1 1o x 30ml; NSX 24 893100292200 1
0,5mg/ml Hop 1 1o x 50ml (VD-32858-19)

77 |Keygestan 100 Progesteron 100mg |Viénnén  [Hop 3 vix 10 vién NSX 24 1893110292300 | 1
dat am dao (VD-27956-17)

29. Co s¢ dang ky: Cong ty Cco ph?m Dugc phim OPC (Dia chi: 1017 Héng Bang, Quén 6, TP. Hd Chi Minh, Viét Nam)

29.1. Co' s& sin xuit: Chi nhanh Cong ty C6 phin Dugc phdm OPC tai Binh Dwong - Nha may Dugc phé‘im OPC (bia
chi: S8 09/DX04-TH, T 7, Ap Tén Hoéa, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

78

Para-OPC 325mg

Paracetamol 325mg

Thude bot
sui bot

Hop 20 goi x 1,6g

NSX

36

893100292400
(VD-31143-18)

!

30. Co so diing ky: Cong ty ) ph?m duge phdm OPV (Dia chi: Sé 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phuong
An Binh, Thanh phd Bién Hoa, Tinh Pong Nai, Viét Nam)

30.1. Co s sén xudt: Cong ty cd phin duge phim OPV (Dia chi: Sb 27, buong 3A, Khu Cong Nghiép Bi€n Hoa II,
Phuong An Binh, Thanh phd Bién Hoa, Tinh D6ng Nai, Viét Nam)

79 |Teremazin 5 Alimemazine (dudi | Vién nén Hop 5 vix 10 vién, BP 48 893100292500 1
dang Alimemazine  |bao phim  |Hop 2 vi x 25 vién 2014 (VD-33161-19)
tartrate) Smg

80 |Ursocholic-OPV  [Ursodeoxycholic Vién nén Hop 4 vix 10 vién NSX 36 893110292600 |

150 acid 150mg bao phim (VD-21341-14)
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sé: 851 /QB-QLD Ha Néi, ngdy 19 thang 12 nam 2027

QUYET PINH
V2 viée ban hanh Danh muc 869 thudc, nguyen liéu l1a
trong nudc duge gia han gidy ding ky luu hanh tai Vi

CUC TRUONG CUC QUAN LY DUC

Can cur Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
| C’dn cvu Ngh_i' Ad‘_inh s6 95}/2022/N?-)-CPA,17gd;y ]5,/]1/,202% cucAzChlrgﬁ(ghlisﬁg el BSe

dinh chirc nang, nhiém vu, quyen han va co cau to chic cua Bo Y te, ,

Cén cir Quyét dinh 56 1969/0P-BYT ngay 26/4/2023 ciia Bo trzggf@% %@ Y
quy dinh chitc nang, nhiém vu, quyén han va co cau to chuc cia Cuc Quan ly Duoc .
thuée B Y 1é; ,

Cén cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truong B Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam ’th.ué'c,' )

Cén civ két lugn cia Hoi dong tw van cdp giay dang ky Iuyu hanh thuoc,
nguyén liéu lam thudc - B Y té dot 214 tai Cong van so 99/HDT V-VPHD ngay
21/11/2024 cua Van phong Hoi déong tw van cap GPKLH thudc, nguyén liéu lam
thué’c;

Theo dé nghi ciia Truong phong Dang ky thuée, Cuc Quan ly Duoc.

QUYET DINH:

Ppidu 1. Ban hanh kém theo Quyét dinh nay danh muc 869 thudc, nguyén
lidu lam thude sdn xudt trong nugc duge gia han gidy ding ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thudc, nguyén liéu lam thudc san xuat trong nudc dugc gia
han giéy dang ky luu hanh hiéu lyc 05 ndm (Phu luc I kéem theo).

2. Danh muc 208 thudc san xuét trong nude duge gia han gidy ding ky luu
hanh hiéu luc 03 nidm (Phu luc II kém theo).

3. Danh muc 35 thuoc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiu luc dén 31/12/2025 (Phu lyc III kém theo).

Pidu 2. Co s san xudt va co s¢ dang ky thude co trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu d3 dang ky v6oi BO Y té va
phai in hodic dan s ding ky duge B Y t€ Viét Nam cAp lén nhan thude.

, 2. Chi duoc san xuét, dua ra luu hanh céc thude kiém soat dic biét khi co
Gidy chung nhén du didu kién kinh doanh dugc pham vi kinh doanh thube phai
ki€ém soat de}c biét phu hop voi pham vi hoat dong cua co s& dap ung quy dinh tai
khoan 5 Dicu 143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mot s0 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cdp nhat tiéu chuan chit luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y t& quy dinh vé
chat lugng thude, nguyén liéu lam thude.
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4. Thude dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung Ch}l‘%l
ndp hd so cap nhat ndi dung nhan thude, to hudng dan su dung thudc theo quy d‘“,,b
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong BO Y te thi phai

thuc hién cép nhét theo quy dinh tai diém b Khoan 1 Pbiéu 37 T héng tu sO
01/2018/TT-BYT trong thoi han 12 thang k& tir ngay dugc gia han gidy dang ky luu
hanh. ) , .

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugce gla
han gidy dang ky lwu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh
phai san xuét va Iyu hanh voi cac ndi dung da duoc phé duyét thay doi trong ho so
gia han.

6. Co s dang ky thubc phai bao dam duy tri didu kién hoat dong trong thoi
gian hiéu luc cua gidy déng ky luu hanh thube, nguyén ligu lam thude. Trong
trudng hop khong con dap ung du diéu kién hoat dong, co so dang ky phai c6 trach
nhiém thue hién thay ddi co so dang ky theo quy dinh tai Thong tw s6 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat
dong. .

7. Co s0 sén xuét thude phai bao dam cac diéu kign hoat dong cua co sO san
xuét trong thoi han higu luc cioa gidy dang ky luu hanh thude, nguyén liéu lam
thude. ’ ,

8. Cac thude duge gia han gidy dang ky luu hanh tai Quyét d,inh nay duoc
tiép tuc st dung sd dang ky da cap trude khi gia han trong thoi han toi da 12 thang
ké tir ngay dugc chp sb dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém
theo Thong tu sb 08/2022/TT-BYT.

9. Phéi hop vdi cée co s& didu tri dé thuc hién theo dung cdc quy dinh hién
hanh vé thubc ké don, theo d&i an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tdng hop, bao céo theo quy dinh tai Piéu 5 Thong tu
s6 08/2022/TT-BYT ddi voi cac thudc trong Phu luc 11 ban hanh kém theo Quyét
dinh nay.

Di@f&u 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Djéu 4. Giam déc So Y té cac tinh, thanh phé truc thudéc Trung wong va
Giam doc co s¢ sdn xuét va co s¢ déng ky co thube tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
Noi nhin: _ CUC TRUONG
- Nhu Diéu 4; _) 770 AL AN
- BT. Diao Hong Lan (dé b/c);

-TT. b6 Xuan Tuyén (dé b/c); , &
- Cuc Quéany - B Qubc phong, Cuc Y té - B Cong an{ ~ |
-Cuc Y € GTVT - B0 Giao thong vén tai; N\
-Tong Quc Hai quan - B$ Tai chinh; ‘

- Bao hiém x& hoi Viét Nam; S 7~ x .
_B4 Y t&: Vu PC, Cuc QLYDCT, Cye QLKCB, Thanh tra Vii Tuan Cuong
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’ Phu luc I
DANH MUC 626 THUOC, NGUYEN LIEU LAM THUO

PANG KY LUU HANH TAI VIET N

C SAN XUAT TR

ONG NUGC PUQC GIA HAN GIAY
AM HIEU LUC 05 NAM - DQT 214

(Kem theo Quyét dinh sé 851 /OP-OLD ngay 19  thang 12 nam 2024
cia Cuc Quan ly Dugc)
STT| Tén thudc Hoat chat chinh - |Dang bao ché| Quy cich dong goi | Tieu | Tudi S6 ding ky | SO
Ham lugng chuén | tho gia han lan
(thang)| (SO dér}g ky | gia
da cap) han
) 2) 3) (C)) ) () () ) )

1. Co s¢ ding ky: Chi nhanh Resantis Viét Nam -

Sa, phuong 14, quén 3, Thanh phé Ho Chi Minh, Viét Nam)

1.1. Co s¢ san xudt; Chi nhanh Resantis Viégt Nam-Cong ty TNHH mot th
duong s6 3, khu cong nghiép Viét Nam — Singapore, phudong Binh Hoa, than

h ph6 Thu

Cong ty TNHH mat thanh vién Dugc Sai Gon (Dia chi: 702 Trudng

anh vién Dugc Sai Gon (Dia chi: S 01 VSIP,
an An, tinh Binh Duong, Viét Nam)

1 |Cinnarizine RVN [Cinarizin 25mg Vién nén Hop 3 vix 10 vién NSX 36 | 893100197800 | I
(VD-27427-17)
2 |Lifextend Clopidogrel (dudi Vién nén bao |Hop 2 vi x 10 vién NSX 36 | 893110197900 | 1
dang Clopidogrel phim (VD-22314-15)
bisulfat) 75mg
3 |Mecasel 15 Meloxicam 15mg Vién nén Hop 2 vix 10 vién NSX 36 893110198000 | 1
(VD-25546-16)

4 |Mecasel 7,5 Meloxicam 7,5mg Vién nén Hop 2 vi x 10 vién NSX 36 893110198100 |
(VD-25547-16)

5 |Repamax 650 Paracetamol 650mg  |Vién nén bao |Hop 10 vix 10 vién DDVN | 48 |893100198200 | 1
phim v (VD-27428-17)

2. Co st ding ky: Cong ty ¢b phén 23 thang 9 (Dia chi: 11 Tan Hoa, Phudng 14, Quan 6, Tp. H6 Chi Minh, Viét Nam)

2.1. Co s san xult: Cong ty c6 phin 23 thang 9 (Pia chi: 11T

an Hoa, Phuong 14, Quén 6, Tp. HO Chi Minh, Viét Nam)

(du6i dang déng
gluconat) 0,7mg;
Mangan (dudi dang
mangan gluconat)
1,33mg; Sat (dudi
dang sit gluconat)
50mg

uong

30 6ng x 10ml

6 |Ibulivi Ibuprofen 100mg/5ml Hon dich ubng|Hop 10 gbi x Sml; NSX 36 | 893100198300 | 1
Hop 20 goi x Sml; (VD-32601-19)
Hop 30 gbi x Sml

7 |lronagan M3i 10ml chira: Bong [Dung dich Hop 10 6ng, 20 ong, | NSX 36 893100198400 l

(VD-32602-19)

3. Co so dang ky: Cong ty ¢6 phan DTS Vigt Nam (Dia chi: S6 18, t6 51, phuong Quan Hoa, quin Cau Gidy, thanh ph6 Ha

NoOi, Viét Nam)

3.1. Co s¢ san xuét: Cong ty cd phin dugc phim Nam Ha (Dia chi: S6 415, duong Han Thuyén, phuong Vi Xuyén, thanh
pho Nam Dinh, tinh Nam Dinh, Vig¢t Nam)

8 |Bentoheal 150 Benfotiamine 150mg |Vién nén bao |Hop 3 vix 10 vién; | NSX 36 | 893110198500 | 1
phim Hop 6 vix 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCl 5mg | Vién nén Hop 3 vix 10 vién, | NSX 36 893110198600 1
Hop 5 vix 10 vién (VD-18670-13)
10 |Dusodril 300 Thioctic acid 300mg | Vién nang Hop 3 vix 10 vién; | USP 36 1893110198700 | 1
cliing Hop 6 vi x 10 vién hién (VD-28774-18)
hanh

4. Co‘ s0' diang ky: Cong ty ¢6 phin Duge - Vat tuy t& Thanh Hoa (Dia chi: S6 232, Tran Phu, phuong Lam Son, Thanh
pho Thanh Hoéa, tinh Thanh Hod, Vi¢t Nam)
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STT|  Tén thubde Hoat chat chinh - | Dang bao ché| Quy cich dong goi Tiéu Tudi S6 ding ky Sé
Ham lugng chufin | the gia han lan
(thang)| (S0 dadngKky | gia
da cap) han
(1) @) (€)) “) 3) (6) M ®) O
196 |Hypedalat Lacidipin 4mg Vién nén bao |Hop 3 vi, 10 vix 10 | NSX 36 | 893110217300 | |
phim vién (VD-34192-20)
197 {Amedtonin 2 Risperidon 2mg Vién nén bao |Hop 3 vix 10 vién; | NSX 36 |893110217400 | 1
phim Hop 10 vi x 10 vién; (VD-34189-20)
chai 100 vién

35. Co s¢ ding ky: Cong ty ¢b phan duge phim Me Di Sun

Bén Cat, Tinh Binh Duong, Viét Nam)

35.1. Co s& san xuét: Cong ty c¢d phin dwge phim Me Di Sun (Dia chi: 521 Khu phb An Loi, P

Cat, Tinh Binh Duong, Viét Nam)

(Pia chi: S6 521, Khu phé An Loi, Phudng Hoa Loi, Thi xa

huong Hoa Loi, Thi xa Bén

198 |Gucanat Mbi 10ml chira: Pong [Dung dich Hop 20 dng x 10ml | NSX 36 |893110217500 | 1
(duéi dang dong ubng (VD-31762-19)
gluconat) 0,7mg;

Mangan (dudi dang
mangan gluconat)
1,33mg; Sat (dudi
dang sat gluconat)
50mg
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vix 10 vién | NSX 36 |893110217600 | 1
mém (VD-22926-15)
200 |Immulimus 0,1% [Tacrolimus 0,001g/1g Thube m& Hoép | tuyp x 10g; NSX 36 | 893110217700 | 1
Hoép 1 tuyp x 12g; (VD-26879-17)
Hop [ tuyp x 15g;
Hép 1 tuyp x 20g;
Hop 1 tuyp x 25g;
Hoép 1 tuyp x 30g

36. Co s¢ dang ky: Cong ty C0 phan Duge phim Medbolide (Dia chi: Phong 09, ldu 10, toa nha The EverRich 1, 56968
duong Ba Thang Hai, phuong 15, quén 11, Tp. Ho Chi Minh, Viét Nam)
36.1. Co st sin xudt: Cong ty c¢b phan duwge Medipharco (Dia chi: 08 Nguyén Trudng To, Phuong Phude Vinh, Thanh phd
Hué, Tinh Thira Thién Hué, Viét Nam)

201 (Menzag

Diflorason diacetat
0,05% (w/w)

Thudc md boi
da

Hop 01 tuyp x 10g,
Hop O1 tuyp x 15g,
Hop 01 tuyp x 30g

NSX

893110217800
(VD-34197-20)

|

36.2. Co' sor sin xudt: Cong ty ¢b phin duge p115111 Me Di Sun (Dia chi: $6 521, khu p116 An Loi, phuong Hoa Loi, thi xa
Bén Cat, tinh Binh Duong, Viét Nam)

202 |Camoas Flavoxate Vién nén bao |Hop 3 vix 10 vién |USP 38| 36 893110217900 l
hydrochloride 200mg |phim (VD-25205-16)

203 |Locgoda 0,1% Mometason furoat Kem boida |Hop Ol tuyp x 15¢ NSX 36 | 893100218000 | I
15mg/15¢g (VD-34198-20)

37. Co S(")',d?mg ky: Cong ty ¢6 phin Duge phim Minh Dan (Dia chi: L6 E2, Duong N4, KCN Hoa X4, Phudng Loc Hoa,
Thanh pho Nam Binh, tinh Nam Dinh, Viét Nam)

37.1. Co s¢ san xuit: Cong ty ¢b phin Dugc phidm Minh Dan (Dia chi: L6 E2, Duong N4, Khu cong nghiép Hoa Xa,
Phuong Loc Hoa, Thanh pho Nam Dinh, Tinh Nam Dinh, Viét Nam)

204 |Cefadroxil

1000mg

Cefadroxil (dudi
dang cefadroxil
monohydrat) 1000mg

Vién nén bao
phim

Hép 10 vi x 10 vién

NSX

36

893110218100
(VD-34199-20)
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STT Tén thudc Hoat chat chinh - | Dang bao ché| Quy cach dong goi Ti’ég Tubi S6 diing ky S‘(A)
Ham lwong chuan | tho gia han lan

(thang)| (SO dédngky | gia
da cip) han

() 2 3 ) (©) (6) () ® &)

205 |Amoxicili/Acid |Acid clavulanic (ding [Vién nén bao [Hop 1 thi x 2 vix 7 NSX 24 893110218200 | |

clavulanic dang kali clavulanat + |phim vién (VD-31778-19)
500/125 aviceltilg 1:1)

125mg; Amoxicilin

(dung dang

Amoxicilin trihydrat)

500mg

206 |Cefadroxil Cefadroxil 250mg/5ml|{B&t pha hén |Hop 01 lo x 60ml NSX 24 893110218300 1

250mg/5Sml dich udng (VD-19893-13)

207 |Ceframid 1000  |Cephalexin (dang Vién nén bao [Hop 02 vi x 07 vién | NSX 36 | 893110218400 | |
cephalexin phim (VD-22938-15)
monohydrat) 1000mg

37.2. Co st san xuat: Cong ty co phén Dugc phdm Minh Dan (Pia chi: L6 N8, duong N5, khu cong nghiép Hoa Xa,

phuong My Xa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

208 |Cefmetazol 0,5g |Cefmetazol (dudi Thudc bot Hop 10 lo, loai 15ml| NSX 36 893110218500 l
dang cefmetazol pha tiém (VD-34200-20)
natri) 0,5¢

209 |Cotrimoxazol Sulfamethoxazol Vién nén Hop 10 vix 10 vién | NSX 36 [893110218600 | 1

800/160 800mg; Trimethoprim (VD-34201-20)
160mg

210 |Loperamid 2mg  |Loperamid Vién nang Hop 10 vix 10 vién |DDVN| 36 893100218700 | 1
hydroclorid 2mg cling Vv (VD-25721-16)

211 |Loxoprofen 60mg |Loxoprofen natri Vién nén Hop 10 vix 10 vién, | NSX 36 1893100218800 | |
60mg vi nhém/ PVC (VD-30436-18)

212 |Natri clorid 0,9% |Natri clorid 0,9% Thudc nhé Hop 01 lo x Sml DPVN | 24 893100218900 | I
(w/v) mét, thudc  |hodc 10ml, Hop 20 \Y% (VD-22949-15)

nho miii lo x 5ml hodc 10ml
213 |Ofloxacin 0.3%  |Ofloxacin 15mg/5ml |Dung dich Hop 1 lo x Sml, NSX 24 893115219000 1
nhé mét Hop 20 lo x 5ml (VD-23602-15)

214 |Piperacilin 1g Piperacilin (dudi Thubc bot Hop 10 lo, loai 15ml | NSX 36 [893110219100 | 1
dang Piperacilin pha tiém (VD-26908-17)
natri) 1g

215 |Piracetam 400mg |Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 {893110219200 | |

phim (VD-34206-20)

216 |Quinapril 10mg  |Quinapril (dudi dang |Vién nén bao |Hop | tai x 03 vix USP 24 1893110219300 | I
Quinapril HCI) 10mg |phim 10 vién 2024 (VD-30439-18)

217 |Ramipril 10mg  |Ramipril 10mg Vién nén Hop 1 thi x 03 vix NSX 24 1893110219400 | |1

10 vién (VD-34207-20)
218 |Vitamin B12 Cyanocobalamin Dung dich Hop 100 ong x Iml | NSX 24 1893110219500 | 1
lmg/ml Ilmg/1ml tiém (VD-236006-195)

38. Co s¢ dang ky: Cong ty C6 phin Dugc phim OPC (ja chi: 1017 Hong Bang, Phudng 12, Quén 6, Thanh phd H6 Chi
Minh, Viét Nam)

38.1. Co sé' sin xudt: Chi nhanh Cong ty ¢ phin dwgc phidm OPC tai Binh Dwong — Nha mdy dwge phim OPC (Dia
chi: $6 09/DX04-TH, T4 7, Ap Tan Hoa, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong, Vigt Nam)

219

Ethanol 90%

Ethanol 96% 56,25ml

Dung dich
dung ngoai

Chai 60ml

NSX

36

893100219600
(VD-19398-13)
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STT Tén thude Hoat chit chinh - |Dang bao ché| Quy cach dong goi | Tiu Tudi S6 ding ky Sﬁ
Ham lugng chuén | tho gia han lan
(thang)| (S6 dingky | gia
di clp) han
(1) @) (€] “) 3 6 @) (8) ©
270 |Tenafotin 1000 Cefoxitin (duoi dang Thubc bét Hop 1 lo thude bot | USP 41 36 893110224700 1

Cefoxitin natri)
1000mg

pha tiém

pha tiém; Hop 10 lo
thudc bot pha tiém

(VD-23019-15)

47. Co s¢ diang ky: Cong ty ¢6 phin Dugc phim Thién Pat (Pia chi: 54 — TT4C Khu d6 thi Van Quan, Yén Phuc, Phuc La,
Ha Dong, Ha Noi, Viét Nam)

47.1. Co sé' san xudt: Cong ty ¢b phin dwoe phim Trung wong 2 (Pia chi: L6 27, khu cdng nghiép Quang Minh, thi trén
Quang Minh, huyén M@ Linh, thanh pho Ha N¢i, Viét Nam)

271 |Bizrani

Ma&i 5ml hdn dich sau
pha chuta : Cefprozil
(dudi dang Cefprozil
monohydrat) 125mg

Thudc bt
pha hon dich
udng

Hoép | lo x 20,3g, dé
pha 45ml hon dich;
Hop 1 lo x 27,1g, dé
pha 60ml hon dich;
Hop | lo x 40,6g, dé
pha 90ml hdn dich

NSX

24

893110224800
(VD-33659-19)

48. Co s¢ dang ky: Cong ty ¢6 phin Duge pham Thuin Thanh (Dia chi: S6 12/189/14 Nguyén Ngoc Vi, Phuong Trung
Hoa, Quan Ciu Gidy, Thanh phd Ha Noi, Viét Nam)
48.1. Co s& san xuét: Cong ty ¢d phin Duge phidm Minh Dan (Dia chi: Lo N8, Buong N5, Khu cong nghiép Hoa Xa,
Phuong My X4, Thanh phé Nam Dinh, Tinh Nam Pinh, Viét Nam)

272 |Febuxostat 40

Febuxostat 40mg

Vién nén bao
phim

Hoép 03 vi x 10 vién,
Hop 1 1o x 30 vién

NSX

36

893110224900
(VD3-49-20)

49. Co s¢ dang ky: Cong ty ¢6 phéan duge pham Tipharco (Dja chi: L6 08, 09 Cum Cong nghi¢p va Tiéu thu cong nghiép
Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)

49.1. Co' s¢' san xudt: Cong ty ¢d phin duge phim Tipharco (Dia chi: 15 Pdc Binh Kiéu, Phuong 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)

273 |Amoxicilin Amoxicilin (duoi Vién nang Hop 10 vi x 10 vién; | NSX 36 1893110225000 | |1
500mg dang amoxicilin cing chai 100 vién; chai (VD-34244-20)
trihydrat compacted 200 vién
574mg) 500mg
274 |Cefcenat 500 Cefuroxim (dudi Vién nén bao |Hop 2 vi x 5 vién; NSX 36 1893110225100 | 1
dang Cefuroxim phim Hop 2 vi x 10 vién; (VD-32889-19)
axetil) 500mg Hép 5 vix 10 vién
275 |Paindol extra Ibuprofen 200mg; Vién nén Hop 25 vi x 20 vién; | NSX 36 893100225200 |
Paracetamol 325mg Hop 1 chai x 100 (VD-26269-17)
vién; Hop 5 vix 20
vién; Hop 10 vix 10
vién
276 |Tiphaprim 960  |Sulfamethoxazol Vién nén Hop 10 vix 10 vién; | NSX 36 1893110225300 | 1
800mg; Trimethoprim chai 100 vién (VD-34248-20)
160mg

50. Co s¢ dang ky: Cong ty ¢b phan duge phdm Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phudng Bach Déng, quan
Hai Ba Trung, thanh ph6 Ha N¢i, Viét Nam)
50.1. Co s6 sén xuit: Cong ty c¢6 phin dwgc phim Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mé Linh, thanh pho Ha Noi, Viét Nam)
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LY DUGC |
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CUC QUAN LY DUGC Pac lap - Ty do - Hanh SAR

' Ngay., thang. nam.
S6: 851 /QD-QLD Ha Noi, ngay 19 thang 12 nam 2024

QUYET DINH
V& vige ban hanh Danh muc 869 thudc, nguyén lidu lam thubc san xuit
trong nuwdc dugc gia han glay dang ky luu hanh tai Vige 214

Ccm cur Nghz d‘mh 50 95/2022/Nb-CP ngay 15/11/20%
dinh chitc nang, nhi¢m vu, quven han va co cau to chirc cra BOX:

e’

Cén cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B truong Bo Y té
quy dinh chuc ndng, nhiém vy, quyén han Vi co cdu 16 chire ciia Cuc QMVTON@ GIAM DAC

thuéc B Y té;
Caéin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo tr%@ﬂ@@’% @00//&/7/

quy dinh viéc dang ky luu hanh thuoc nguyén ligu lam z‘huoc

Céan cit két lugn cua Hoi dcmg fw vin cap gzay dang ky leu hénh thudc,
nguyén liéu lam thuéc - Bo Y té dot 214 tai Cong van s6 99/HDTV- VPHD ngay
21/11/2024 cua Van phong Hoi dong e van cap GPKLH thudc, nguyén liéu lam
thudc;

Theo dé nghi ciia Trudng phong Ding ky thuée, Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 869 thudc, nguyén
lieu 1am thudc san xuét trong nudce dugc gia han gidy ding ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thudc, nguyén liéu lam thudc san xuét trong nude dugc gia
han gidy dang k¥ luu hanh hiéu lyc 05 nam (Phy luc [ kém theo).

2. Danh muc 208 thudc san xuat trong nude duge gia han gidy ding ky luu
hanh hiéu luc 03 ndm (Phu luc II kem theo).

3. Danh muc 35 thudc san xuat trong nuée duge gia han gidy dang ky luu
hanh hiéu luc dén 31/12/2025 (Phu luc I kém theo).

Piéu 2. Co 0 sdn Xuét va co so dang ky thudc cé trach nhiém:

1. San xuat thubc theo dung céc ho s0, tai liéu da dang ky voi BO Y té va
phai in hodc dan s6 ding ky dugc BO Y t& Viét Nam cap 1&n nhén thude.

2. Chi dugc san xudt, dua ra luu hanh céc thubc kiém soat dic biét khi co
G1ay chitng nhan di diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai
kiém soat dic biét phu hop véi pham vi hoat dong ctia co s¢ dap ung quy dinh tai
khoan 5 Picu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mot s diéu va bién phdp thi hanh Luat Dugc.

3. Thye hién vi€c cap nhat tiéu chudn chit hugng ctia thude theo quy dinh tai
Thong tu $6 11/2018/TT-BYT ngay 04/5/2018 cua Bg truéng Bo Y t& quy dinh vé
chét lugng thude, nguyén ligu lam thudc.
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4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thudc, to hudng dan st dung thude theo quy dinh
cua Théng tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong BO Y té thi phai

)

thuc hién cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu so
01/2018/TT-BYT trong thoi han 12 thang ké tr ngay dugc gia han gidy ding ky luu
hanh. q ] ’

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia
han gidy ding ky luu hanh theo Quyét dinh nay c6 thay ddi vé ndi dung hanh chinh
phai san xuét va luu hanh véi cac ndi dung da duge phé duyét thay i trong ho so
gia han.

6. Co so dang ky thubc phai bao dam duy tri diéu kién hoat ddng trong thoi
gian hiéu luc cla gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong
truong hop khong con dap tmg du didu kién hoat dong, co s& dang ky phai co trach
nhiém thue hién thay d6i co s ding ky theo quy dinh tai Thong tu s& 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat
dong. \

7. Co s san xudt thudc phéi bao dam céc dicu kién hoat dong cua co s¢ san
xuét trong thoi han hiéu luc cia gidly dang ky luu hanh thudc, nguyén lieu lam
thudc.

8. Cac thudc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay dugc
tiép tuc st dung s6 dang ky da cép trude khi gia han trong thoi han t6i da 12 thang
ké tir ngay dugc cép sb dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém
theo Thong tu sb 08/2022/TT-BYT.

9. Phoi hop véi céc co sO diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mubn cla
th,uéc trén nguoi Viét Nam va tdng hop, bao céo theo quy dinh tai Piéu 5 Thong tu
s& 08/2022/TT-BYT ddi véi cac thude trong Phu luc 11 ban hanh kém theo Quyét
dinh nay.

Pidu 3. Quyét dinh ndy c6 higu lue ké tir ngdy ky ban hanh.

Pidu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thudc Trung wong va
Giam ddc co so san xudt va co so diang ky ¢o thude tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhgn: _____ CUC TRUONG
- Nhu biéu 4; S SRR

_BT. Dao Hong Lan (dé b/c);

-TT. B4 Xuan Tuyén (dé ble);
-Cuc Quany-Bo Quéc phong, Cuc Y té - Bo Cong Elﬂ‘:._‘ o\
-Cuc Y t& GTVT - By Giao thong vén tai; \
- Téng Cue Hai quan - B Tai chinh;
- Bao hiém xa hoi Viét Nam; P ,
-Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cu’0’ng
B6, Vén phong HDTV cdp GPKLH thudc, NLLT;

- Vién KN thudce TU, Vién KN thube TP. HCM;

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giuong bénh truc thudc Bo Y té;

- Trung tdm mua sam tap trung thube quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).
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Phu luc I
DANH MUC 626 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY
PANG KY LUU IIANH TAI VIET NAM HIEU LUC 05 NAM - DOT 214
(Kem theo Quyét dinh s6 851 /OP-QLD ngay 19  thang 12 nam 2024
ciia Cuc Qudn ly Duwoc)

STT Tén thude Hoat chat chinh - |Dang bao ché| Quy cach dong goi TiéI} Tudi S6 ding ky Sﬁ
Ham lugng chufn | tho gia han lan

(thang)| (So dﬁr}g ky | gia
da cap) han

Q) Q@) (€)) ) (©) (6) )] 8) )

1. Co so diing ky: Chi nhanh Resantis Vigt Nam - Cong ty TNHH mdt thanh vién Dugc Sai Gon (Pia chi: 702 Truong
Sa, phudng 14, quan 3, Thanh pho Ho Chi Minh, Viét Nam)

1.1. Co s0 sin xudt: Chi nhanh Resantis Viét Nam—Cong ty TNHH mgt thanh vién Dugc Sai Gon (Pia chi: S6 01 VSIP,
dudng s 3, khu céng nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh pho Thuén An, tinh Binh Duong, Viét Nam)

1 |Cinnarizine RVN |Cinarizin 25mg Vién nén Hép 3 vi x 10 vién NSX 36 | 893100197800 | I
(VD-27427-17)
2 |Lifextend Clopidogrel (duoi Vién nén bao |Hop 2 vi x 10 vién NSX 36 | 893110197900 | 1
dang Clopidogrel phim (VD-22314-15)
bisulfat) 75mg
3 |Mecasel 15 Meloxicam 15mg Vién nén Hop 2 vix 10 vién NSX 36 893110198000 | 1
(VD-25546-16)

4 |Mecasel 7,5 Meloxicam 7,5mg Vién nén Hop 2 vi x 10 vién NSX 36 893110198100 1
(VD-25547-16)

5 |Repamax 650 Paracetamol 650mg | Vién nén bao |Hop 10 vix 10 vién |[DDVN | 48 893100198200 | 1
phim I\ (VD-27428-17)

2. Co' o diang ky: Cong ty ¢b phin 23 thang 9 (Dia chi: 11 Tan Hoa, Phuong 14, Quén 6, Tp. Ho Chi Minh, Viét Nam)
2.1. Co' st san xuét: Cong ty co phén 23 thing 9 (Dia chi: 11 Tan Hoa, Phudng 14, Quén 6, Tp. Ho Chi Minh, Viét Nam)

6 |Ibulivi Ibuprofen 100mg/5ml [Hon dich ubng|Hop 10 goi x 5ml; NSX 36 | 893100198300 | |
Hop 20 gbi x Sml; (VD-32601-19)
Hop 30 gbi x Sml
7 |Ironagan M3i 10ml chira: Bong |Dung dich Hop 10 6ng, 20 6 ong, | NSX 36 | 893100198400 | |
(dudi dang dong ubng 30 dng x 10ml (VD-32602-19)
gluconat) 0,7mg;

Mangan (du6i dang
mangan gluconat)
1,33mg; Sat (dudi
dang sit gluconat)
50mg

3. Co st dang ky: Cong ty ¢6 phan DTS Vigt Nam (Pia chi: S6 18, td 51, phuong Quan Hoa, quan Ciu Gidy, thanh p116 Ha
NoGi, Viét Nam)

3.1'. Co sé san xuét: Cong ty co phén duge phidm Nam Ha (Dia chi: S6 415, duong Han Thuyén, phuong Vi Xuyén, thanh
phd Nam Dinh, tinh Nam Dinh, Viét Nam)

8 |Benfoheal 150 Benfotiamine 150mg |Vién nén bao [Hop 3 vix 10 vién; [ NSX 36 893110198500 | I
phim Hop 6 vi x 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCl 5Smg | Vién nén Hop 3 vix 10vién, | NSX 36 1893110198600 | |
Hop 5 vix 10 vién (VD-18670-13)
10 |Dusodril 300 Thioctic acid 300mg [Vién nang Hop 3 vix 10 vién; | USP 36 {893110198700 | I
cing Hop 6 vix 10 vién hién (VD-28774-18)
hanh

4. Co s¢ ding ky: Cong ty cb phan Dugec - Vit tu y té Thanh Héa (Dja chi: S6 232, Tran Pha, phuong Lam Son, Thanh
phd Thanh Hoa, tinh Thanh Hod, Viét Nam)
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(thang)| (SO dangky gia
di cip) han
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196 |Hypedalat Lacidipin 4mg Vién nén bao |[Hop 3 vi, 10 vix 10 NSX 36 [ 893110217300 | 1
phim vién (VD-34192-20)
197 {Amedtonin 2 Risperidon 2mg Vien nén bao |Hop 3 vix 10 vién; | NSX 36 | 893110217400 | 1
phim Hop 10 vix 10 vién; (VD-34189-20)
chai 100 vién

35. Co so dang ky: Cong ty ¢ phan duge pham

Bén Cat, Tinh Binh Duong, Viét Nam)

35.1. Co & sén xut: Cong ty cb ph:"in duge phim Me Di Sun (Bia chi:

Cat, Tinh Binh Duong, Viét Nam)

Me Di Sun (Pia chi: S4 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa

521 Khu phé An Lgi, Phudng Hoa Loi, Thi xa Bén

198 |Gucanat M3i 10ml chira: Bong |Dung dich Hop 20 6ng x 10ml | NSX 36 | 893110217500 | 1
(duoi dang dong ubng (VD-31762-19)
gluconat) 0,7mg;

Mangan (dudi dang
mangan gluconat)
1,33mg; Sét (dudi
dang sat gluconat)
50mg
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vix 10 vién | NSX 36 893110217600 1
mém (VD-22926-15)
200 [Immulimus 0,1% |Tacrolimus 0,001g/1g Thude md Hop | tuyp x 10g; NSX 36 | 893110217700 | 1
Hop | tuyp x 12g; (VD-26879-17)
Hop | tuyp x 15g;
Hop | tuyp x 20g;
Hop | tuyp x 25g;
Hop 1 tuyp x 30g

36. Co s¢ diang ky:

duong Ba Thang Hai, phudng 15, quén 11, Tp. Ho Chi Minh, Viét Nam)
36.1. Co s& san xudt: Cong ty c0 phin dwgc Medipharco (Dia chi: 08 Nguyén Truong T, Phuong Phude Vinh, Thanh phd
Hué, Tinh Thira Thién Hug, Viét Nam)

Cong ty Cb phin Duge phim Medbolide (Dia chi: Phong 09, [ 10, toa nha The EverRich 1, s6 968

201 (Menzag Diflorason diacetat Thudc md bdi [Hop 01 tuyp x 10g, | NSX 36 | 893110217800 | 1

0,05% (w/w) da Hop 01 tuyp x 15g, (VD-34197-20)
Hop 01 tuyp x 30g

36.2. Co sir san xuit: Cong ty ¢b phan duge phAm Me Di Sun (Dia chi: Sé 521, khu phé An Loi, phuong Hoa Loi, thi xa

Bén Cat, tinh Binh Duong, Viét Nam)

202 |Camoas Flavoxate Vién nén bao [Hop 3 vix 10 vien |USP 38| 30 893110217900 | |
hydrochloride 200mg  |phim (VD-25205-16)

203 |Locgoda 0,1% Mometason furoat Kembodida |Hop 01 tuyp x 15g NSX 36 | 893100218000 | 1
15mg/15¢g (VD-34198-20)

37. Co s6 dang ky: Cong ty ¢6 phin Duge

Thanh phé Nam DPinh, tinh Nam Dinh, Viét Nam)
37.1. Co s& séan xudt: Cong ty ¢d phan Duge phdm Minh Dan (Dia chi: L6 E2, Pudng N4, Khu cdng nghiép Hoa Xa,
Phuong Loc Hoa, Thanh phé Nam Dinh, Tinh Nam Dinh, Viét Nam)

phflm Minh Dan (Dia chi: Lo E2, Buong N4, KCN Hoa X4, Phudng Loc Hoa,

204

Cefadroxil
1000mg

Cefadroxil (dudi
dang cefadroxil
monohydrat) 1000mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

36

893110218100

(VD-34199-20)
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STT|  Tén thube Hoat chit chinh - |Dang bao ché&| Quy cich déng goi | Tiéu Tudi S6 ding ky §6
. Ham luong chuén | tho gia han lan
(thang)| (SO dangky | gia
da chp) han

(1) (2) 3 (4) 6] (6) () ®) O

205 |Amoxicilin/Acid |Acid clavulanic (ding |Vién nén bao |HOp Ttaix2vix7 | NSX 24 (893110218200 | 1

clavulanic dang kali clavulanat + |phim vién (VD-31778-19)
500/125 avicel tilg 1:1)

125mg; Amoxicilin

(dung dang

Amoxicilin trihydrat)

500mg

206 |Cefadroxil Cefadroxil 250mg/5ml|Bot pha hén  [Hop 01 lo x 60ml NSX 24 1893110218300 | 1

250mg/5Sml dich ubng (VD-19893-13)

207 |Ceframid 1000 Cephalexin (dang Vién nén bao |[Hop 02 vi x 07 vién | NSX 36 893110218400 |
cephalexin phim (VD-22938-15)
monohydrat) 1000mg

37.2. Co s san xuit: Cong ty co phén Dugc phim Minh Din (Pia chi: L6 N§, dudng N5, khu cong nghig¢p Hoa Xa,

phuong M§ X4, thanh phé Nam Pinh, tinh Nam Dinh, Viét Nam)

208 |Cefmetazol 0,5g |Cefmetazol (dudi Thubc bot Hop 10 lo, loai 15ml NSX 36 893110218500 |
dang cefmetazol pha tiém (VD-34200-20)
natri) 0,5g

209 |Cotrimoxazol Sulfamethoxazol Vién nén Hop 10 vix 10 vién | NSX 36 | 893110218600 | 1

800/160 800mg; Trimethoprim (VD-34201-20)
160mg

210 |Loperamid 2mg  |Loperamid Vién nang Hop 10 vi x 10 vién |[DDVN 36 |893100218700 | 1
hydroclorid 2mg cing Vv (VD-25721-16)

211 |Loxoprofen 60mg |Loxoprofen natri Vién nén Hop 10 vix 10 vién, | NSX 36 893100218800 |
60mg vi nhém/ PVC (VD-30436-18)

212 [Natri clorid 0,9% [Natri clorid 0,9% Thubc nho Hop 01 lo x Sml DbVN 24 893100218900 |
(W/v) mit, thube hodc 10ml, Hop 20 \Y% (VD-22949-15)

nho mii lo x 5ml hoac 10ml

213 |Ofloxacin 0.3%  |Ofloxacin 15mg/5ml  |Dung dich Hop 1 lo x Sml, NSX 24 893115219000 | 1

nho mit Hop 20 1o x 5ml (VD-23602-15)

214 |Piperacilin 1g Piperacilin (dudi Thubdc bot Hop 10 lo, loai 15ml | NSX 36 |893110219100 | 1
dang Piperacilin pha tiém (VD-26908-17)
natri) 1g

215 |Piracetam 400mg |Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 1893110219200 | 1

phim (VD-34206-20)

216 |Quinapril 10mg  |Quinapril (dudi dang |Vién nén bao [Hop | tai x 03 vix USP 24 1893110219300 | I
Quinapril HCl) 10mg [phim 10 vién 2024 (VD-30439-18)

217 |Ramipril 10mg  [Ramipril 10mg Vién nén Hop 1 thi x 03 vix NSX 24 893110219400 | 1

10 vién (VD-34207-20)

218 |Vitamin B12 Cyanocobalamin Dung dich Hop 100 éng x Iml | NSX 24 | 893110219500 | 1

Img/ml Img/1lml tiém (VD-236006-15)

38. Co s dang ky: Cong ty C6 phan Duge phiim OPC (Dia chi: 1017 Hong Bang, Phudng 12, Quén 6, Thanh phd HG Chi
Minh, Viét Nam)
38.1. Co s6' san xuét: Chi nhéinh Cong ty ¢b phiin duwge phdm OPC tai Binh Dwong — Nha méy dwgc phdm OPC (Dia
chi: S6 09/DX04-TH, T6 7, Ap Tan Hoa, Xa Tén Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

219

Ethanol 90%

Ethanol 96% 56,25ml

Dung dich

dung ngoai

Chai 60ml

NSX

36

893100219600
(VD-19398-13)
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Cefoxitin natri)
1000mg

pha tiém

pha tiém; HOp 10 lo

thudc bot pha tiém

(VD-23019-15)

‘ 2 - , A
FS‘TT Tén thude Hoat chét chinh - |Dang bao ché| Quy cich déng goi | Ticu Tudi Sb ding ky S:)
: Ham lugng chuan | tho gia han lan
o (théing)| (Sb dingky | gia
da cap) han
0] @ (€) “) 6] (6 @ @®) €)
270 |Tenafotin 1000 |Cefoxitin (dudi dang Thude bot Hop 1 lo thude bot UsP41| 36 |893110224700 1

47. Co so ding ky: Cong ty ¢6 phan Duoc phim Thién D

Ha Béng, Ha Noi, Viét Nam)

47.1. Co sé san Xuét:

Cong ty ¢b ph?m duoc phim Trung wong 2 (Pia chi: Lo 27, khu cong nghiép Quang Minh,

Quang Minh, huyén Mé Linh, thanh phé Ha Nbi, Viét Nam)

at (Pia chi: 54 - TT4C Khu dd thi Van Quan, Yén Phic, Phuc La,

thi trin

271 |Bizrani

pha chua : Cefprozil

monohydrat) 125mg

M3i 5ml hdn dich sau

(dudi dang Cefprozil

Thubc bot
pha hén dich
ubng

Hop 1 lo x 20,3g, dé
pha 45ml hén dich;
Hop | lo x 27,1g, dé
pha 60ml hon dich;
Hop | lo x 40,6g, dé
pha 90ml hdn dich

NSX

24

893110224800
(VD-33659-19)

48. Co st ding ky: Cong ty ¢ phan Duge

Hoa, Quan Chu Gidy, Thanh phé Ha Noi, Viét Nam)

48.1. Co s séan xuit: Cong ty ¢b phin Dugc phidm Minh Dén

Phudong My X4, Thanh phé Nam Dinh, Tinh Nam Dinh, Viét Nam)

(Dia chi: L6 N8, Duong N5, Khu cong nghiép Hoa Xa,

phidm Thuén Thanh (Pia chi: S 12/189/14 Nguyén Ngoc Vi, Phuong Trung

272 |Febuxostat 40

Febuxostat 40mg

Vién nén bao
phim

Hop 03 vix 10 vién,
Hop | lo x 30 vién

NSX

36

893110224900
(VD3-49-20)

49. Co s¢ diang ky: Cong ty cb ph?m duge phim Tipharco (Di

Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)

49.1. Co so sdn xuit: Cong ty co phan

Tién Giang, Viét Nam)

a chi- Lo 08, 09 Cum Cong nghiép va Tiéu thu cong nghiép

dugc phim Tipharco (Dia chi: 15 Péc Binh Kidu, Phuong 2, TP. My Tho, Tinh

273 |Amoxicilin Amoxicilin (dudi Vién nang Hop 10 vi x 10 vién; | NSX 36 | 893110225000 | 1
500mg dang amoxicilin cung chai 100 vién; chai (VD-34244-20)
trihydrat compacted 200 vién
574mg) 500mg
274 |Cefcenat 500 Cefuroxim (dudi Vién nén bao |Hop 2 vi x 5 vién; NSX 36 | 893110225100 | 1
dang Cefuroxim phim Hop 2 vi x 10 vién; (VD-32889-19)
axetil) 500mg Hop 5 vix 10 vién
275 |Paindol extra Ibuprofen 200mg; Vién nén Hop 25 vi x 20 vién; | NSX 36 |893100225200 | 1
Paracetamol 325mg Hop | chaix 100 (VD-26269-17)
vién; Hop 5 vi x 20
vién; Hop 10 vix 10
vién
276 |Tiphaprim 960 Sulfamethoxazol Vién nén Hop 10 vix 10 vién; [ NSX 36 | 893110225300 | 1
800mg; Trimethoprim chai 100 vién (VD-34248-20)
160mg

50. Co s¢ dang ky: Cﬁr}g ty co phén dugc ph'flm Trung wong 2 (Dia chi: S4 9 Trén Thanh Téng, phudng Bach Piang, quan
Hai Ba Trung, thanh ph6 Ha Noi, Viét Nam)
50.1. Co sé san xudt: Cong ty cb ph?ml dwge phim Trung wong 2 (Pia chi: Lo 27, khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mé Linh, thanh phd Ha Noi, Viét Nam)




