CONG TY TNHHDUGC  CONG HOA XA HOI CHU NGHIA VIET NAM
PHAM TAY NAM Poc lap - T do - Hanh phic

Sd: 03/TN-KG25 An Giang, ngay 11 thang 06 nam 2025
V/v thay doﬁ'z bo sung so dang
ky thuoc tring thdu

Kinh giri: SO Y TE TINH KIEN GIANG

_ Can ci Quyét dinh s6: 957/QD-SYT ngdy 04 thang 07 nm 2023 cla S0’y té Kién
Giang vé viéc phé duyét ket qua ,lL_ra chon nha thau géi thau thuf;c Generic thudc ke hoac;h
lya chon nha thau cung cép thudc tép trung tir\1h Kién Giang dbi véi cac mat hang thude

khong Iwa chon dugc nha thau va thudc tring thau phat sinh nhu cAu sir dung thém s6 luong,
giai doan 2021-2023;

- Can ot Quyét dinh s6 90/QP-QLD ky ngay 31/01/2024 cta Cuc Quan ly Dugg/

viéc ban hanh Danh muc 608 thudc san xuat trong nudc duge gia han gidy dang .
hanh tai Viét Nam - Dot 192; =(
~ Can e Quyét dinh sb 364/QD-QLD ky ngay 07/06/2024 clia Cyc Quén 1y Dug¢ G ERA
viéc ban hanh danh muc 484 thudc san xuét trong nudc dugc gia han gidy ding ky luu'la TAY NAN
tai Viét Nam - Dot 199 va cdng van s,é 380466/,QLD-DK k}'l,ngéy 25/12/2024 cia Cuc Qt g k.wég <
Iy Duge vé viéc thay doi, bo sung ddi véi thude da duge cap GDKLH; =
- Can cir Quyét dinh s6 607/QD-QLD ky ngay 23/08/2024 ciia Cyc Quan Iy Duge vé
viéc ban hanh danh muc 730 thudc san xuat trong nudc duge gia han gidy ding ky luu hanh
tai Viét Nam - Dot 208;
Nay Cong ty TNHH Dugc phim Tay Nam xin thong bao dén S& y té tinh Kién

2 2 I4

Giang vé viéc thay doi, bo sung so dang ky cua san phdm dang tring thau, cu thé nhu sau:

Né)ng do - o 5 £ o . £ ax ;
srT| Ma HSMT | Ten thube | Ham | 20"V Quy cach | yahe SX-NSX So dang ky | S0 dang ky thay
{ig tinh doéng goi tring thau doi bo sung
wong
Cong ty Cb phén
| wne0s7 | Diclofenac | 100mg | vien | TP Lvi | thuongmaiDUoe | yp 938518 | 893110087824
x 5 vién pham Quang Minh
—Viét Nam
Paracetamol Hop 48 Cong ty C6 phan
2 | RN4152 . 1g/100ml| Chai chai Fresenius Kabi Viét | VD-19568-13 | 893110402424
Kabi 1000 <A
100ml Nam - Viét Nam
Thing 20 | Cong ty Cb phan
3 RN4171 Ringer lactate | 500ml Chai chai nhua | Fresenius Kabi Viét VD-22591-15 | 893110829424

500ml Nam - Viét Nam




Kinh mong S& y té tinh Kién Giang thong bao dén cho cac co s¢ y té kham, chira
bénh trén dia ban Kién Giang duoc biét.

Quyét dinh 402/QD-QLD, quyét dinh s 364/QD-QLD, cong vin sd 38046e/QLD-
DK, quyét dinh s6 607/QD-QLD ctia Cyc quan ly Dugc dugc dinh kém theo cong van.

Tran trong kinh chao./.

Noi nhan:
- Nhu trén

- Luu VT (P.KT)
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% e BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

W i".?%ﬁé"i’%)fuc QUAN LY DUQC Poc lap - Ty do - Hanh phiic
Sé: 90 /Qb-QLD Ha NGi, ngay 31 thang 01 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 608 thubc san xuét trong nudc
gc gia han giay ding ky lwu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

2

(" TNHH*

|\ % | PUIC RN Tt Duge 56 105/2016/0H13 ngay 06/4/2016;

% CAY bk etghi dinh s 95/2022/ND-CP ngay 15/11/2022 cua Chinh phit quy dinh
Nty Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 ciia BY trudng Bo Y 1 quy

dinh chitc nang, nhiém vy, quyén han va co cdu t6 chiec cia Cuc Quan Iy Dugc thugc

Bo Y té; ,

Can cir Théng te s6 08/2022/TT-BYT ngay 05/09/2022 ctia Bg rudng Bj Y e
quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc; )

Can cir két lugn cia Hoi dong tw van cdp gidy ddang ky luu hanh thudc, nguyén
liéu lam thuoc - BY Y té dot 192 phién 1 va phién 2 tai Cong van sO 102/HPTV-VPHD
ngay 11/12/2023 va Cong van 50 1 03/HDTV-VPHD ngay 12/12/2023 cua Van phong
Hoi déng twvdn cdp GDKLH thudc, nguyén li¢u lam thuoc;

Theo d@é nghi ciia Trudng phong Ding ky thuoc, Cuc Quan ly Duoc.

WHAem v, quyén han va co cdu to chikc cia BO Y té;

I'e ,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xudt trong
nudc dugc gia han gia‘iy dang ky luu hanh tai Viét Nam - Dot 192, cu thé:

1. Danh muc 529 thudc san xut trong nudc duge gia han gidy diang ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 70 thudc san xuit trong nude dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc 1I kém theo).

3. Danh muc 09 thuc san xuét trong nude dugc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xuét va co s& ding ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai liéu da ding ky véi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cép [&n nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh céc thudc kiém soat dic biét khi co Gidy
ching nhén du didu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém sot
dic biét pht hgp voi pham vi hoat dong cua co s6 dap ung quy dinh tai khoan 5 biéu
143 Nghj dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luét Duoc.

3. Thuc hién viéc cip nhét tiéu chudn chét lugng cua thubc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia By trudng BO Y té& quy dinh vé
chét luong thudc, nguyén liéu lam thude.

4. Thubc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat ndi dung nhan thubc, to huéng din st dung thubc theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B6 trudng BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thori han 12 thang ké tir ngay duoc gia han gidy ddng ky luu hanh.

5. Sau 12 thang ké tlr ngay ky ban hanh Quyét dinh nay, céc thudc dugc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i vé ndi dung hanh chinh (bao
gdm ca mAu nhin va t& huéng dan sir dyung thudc) phai san xuét va luu hanh véi cdc
ndi dung da duge phé duyét thay ddi trong hd so gia han.

6. Co s& dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap Gng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc
hién thay déi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s& dang ky khong con du diéu kién hoat dong.

7. Co s& san xuit thudc phai bao dam cac diéu kién hoat dong cia co so san
xuéit trong thdi han hiéu luc cta gidy dang ky luu hanh thudc, nguyén ligu lam thude.

8. Cac thube duoc gia han gidy ddng ky luu hanh tai Quyét dinh nay duoc ticp
tuc st dung sb dang ky da cAp trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc chp sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi céc co sO didu tri dé thuc hién theo ding céc quy dinh hién
hanh v& thudc ké don, theo d&i an toan, hiéu qua, tdc dung khong mong mudn clia

N

thubc trén ngudi Viét Nam va tdng hop, bao cdo theo quy dinh tai Dicu 5 Thong tu sb

4 7

08/2022/TT-BYT d6i v6i céac thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.
Pidu 3. Quyét dinh ndy c6 hiéu luc ké tir ngdy ky ban hanh.
) Dieu 4. Giam dbc SO Y té céc tinh, thanh phd truc thudc Trung wong va Giam
ddc co s& san xudt va co sd dang ky c6 thudc tai Dieu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu biéu 4;

- BT. Dao Hdng Lan (dé b/c);

- TT. D3 Xuan Tuyén (dé b/c); )
- Cyc Quény - Bd Qudc phong, Cuc Y té - B4 Cong an; iw‘
-Cuc Y t¢ GTVT - B) Giao thong vén tai;
- Tong Cuc Hai quan - B§ Tai chinh;

- Bo hiém xa hi Viét Nam;

-B6 Y té&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B§, Vin phong HDTV cép GPKLH thuéc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh truc thuéc BO Y té;
- Trung tim mua sam tap trung thudc qudc gia;

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

- Luvu: VT, BKT (C.H) (02b).
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PhulucI

DANH MUC 529 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 192
/OP-QLD ngay 31 thang 01 nam 2024

cua_Cuc Quan Iy Duog)

(Kém theo Quyét dinh 50 90

STT| Ténthubc | Hoatchitchinh- | Dangbao | Quy cich dénggéi| Tiéu Tubi Sédingky | S8 lan
Ham lwong ché chuén tho gla han gia han
(thang) (S6 dang ky
da cap)
)] [€)) &) ) ©) 6 () ® ®

1. Co s& dang ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co so san xuit: Cong ty cb phin Duge vét twy té Hai Duwong (Dia chi: S6 102, phd Chi Lang, phuong Nguyén Trai,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1

Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 ong x Sml;
Hop 12 bng x 5Sml;
Hop 6 dng x Sml

DDVN
v

24

893110047224
(VD-25862-16)

1

2. Co s& ding ky: Cong ty ¢6 phan Euvipharm (Pia chi:

Viét Nam)
2.1. Co s& san xudt: Cong ty ¢o phin Euvipharm (Dia chi: Ap Binh Tién 2, xa Dtrc Hoa Ha, huyén Dirc Hoa, tinh Long
An, Viét Nam)

Ap Binh Tién 2, xd Dtrc Hoa Ha, huyén DPurc Hoa, tinh Long An,

2 [Acefalgan 500 [Acetaminophen Viénnén |Hop 10 vi x 10 vién | DDVN 36 | 893100047324 1
500mg \Y% (VD-26134-17)

3 |Arginin Mbi 5ml chira: L-  [Dung dich |[HOp 2 vix 10 Ong NSX 36 893110047424 1

Euvipharm Arginin hydroclorid ubng X 5ml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (duéi Viénnang |Hop2vix10vién | USP43 36 |893110047524 1

500 mg dang cefaclor cung (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim 1g Ceftazidim (du6i  |Botpha Hop 1 lo USP 43 36 | 893110047624 1
dang ceftazidim tiem (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (duéi  |Botpha Hoép 11lo USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg |Cefdinir 300mg Viénnang |Hop 1 vix 10vién [JPXVII| 36 |893110047824 1

clmg (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |[Hop3vix10vién |JPXVII| 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5g Meropenem (dudi  |Bot pha Hop 1 lo USP 40 36 893110048024 1
dang meropenem  |tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop lg Meropenem (dudi  |Bot pha Hop 1lo USP 38 36 | 893110048124 1
dang meropenem  [tiém (VD-19340-13)
trihydrat) 1g

11 |Enatril 5 mg Imidapril Viénnén |Hop 10 vix 10 vién | JP XVII| 24 893110048224 1
hydroclorid 5Smg (VD-19865-13)
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STT | Tén thubc | Hoat chét chinh - | Dang bao | Quy cich déng géi| Tieu Tuéi | SO6dangky |SoOlan
Ham lugng ché chuén tho gia han gia han
(thang) | (S6 diing ky
da cp)

1) (0] 3 @ ) (6) ) ® &)

405 |Pemolip Cefditoren (du6i  [Viénnén  |Hop 2 vix 10 vién; NSX 36 |893110087624 1
dang Cefditoren bao phim  |Hop 1 lo x 100 (VD-30740-18)
pivoxil) 400mg vién; Hop 1 lo x

200 vién

406 |Trolimax Tacrolimus (duéi  [Thuéc m& |Hop 1 tuyp x 5g; NSX 36 [893110087724 1
dang tacrolimus bdi da Hop 1 tuyp x 10g; (VD-27350-17)
monohydrate) 0,1 Hop 1 tuyp x 15g
% (W/w)

68. Co s¢ ding ky: Cong ty ¢b phan thwong mai Dugc phim Quang Minh (bia chi: 4A Lo Lu, phudng Truong Thanh,
quan 9, TP. H5 Chi Minh, Viét Nam)

68.1. Co s& san xuét: Cong ty b phin thwong mai Duge phim Quang Minh (Dia chi: 4A Lo Lu, phuong Trudng

Thanh, quan 9, TP. H5 Chi Minh, Viét Nam)

407 |Diclofenac Diclofenac natri Viéendan |Hop 1 vix 5 vién NSX 24 893110087824 1
100mg dat hau (VD-29382-18)
mon
408 |Effemax Paracetamol 500mg |Viénnén  |Hop 5 vix 4 vién NSX 24 893100087924 1
sui bot (VD-29383-18)
409 |Medietfikoleye [M&i 10ml chira: Dung dich |Hop 1 1o x 10 ml NSX 24 1893110088024 1
Natri clorid 90mg  [nho mat, (VD-29385-18)
mii
410 |Medimax - F Xylometazolin Thube xit  |Hop 1 lo x 15ml NSX 24 893100088124 1
hydroclorid mii (VD-19787-13)
15mg/15ml

69. Co st dang ky: Cong Ty C6 Phén Traphaco (Dia chi: S4 75 Phd Yén Ninh, Phuong Quén Thanh, Quan Ba Dinh,

Thanh Phé Ha Noi, Viét Nam)

69.1. Co st san xuit: Cong ty TNHH Traphaco Hung Yén (Dja chi: Thon Binh Luong - X4 Tén Quang - Huyén Van

Lam - Tinh Hung Yén, Viét Nam)

411

Colchicin 1mg

Colchicin 1mg

Vién nén

Hop 1 vi x 20 vién

NSX

36

893115088224
(VD-27365-17)

70. Co st ding ky: Cong ty C5 phin US Pharma USA (Pia chi: L6 B1-10, Budng D2, Khu cong nghiép Tay Béc Cu Chi,

4p Bau Tre 2, x4 Tan An Hoi, Huyén C Chi, Thanh Phd H6 Chi Minh, Viét Nam)

70.1. ’Co' s& san xudt: Cong ty C6 phin US Pharma USA (Dia chi: L6 B1-10, Pudng D2, Khu cong nghiép Tay Bic Cu
Chi, &p Bau Tre 2, x4 Tan An Hoi, Huyén Ct Chi, Thanh Phé H6 Chi Minh, Viét Nam)

412

Meburef

Trimebutine maleat
100mg

Vién nén
bao phim

Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

36

893110088324
(VD-29570-18)

1

71, Co s ding ky: Cong ty Co phan Xuét nhap khiu Y t& Domesco (Dia chi: S6 66, Qudc 16 30, Phuong My Ph,

Thanh phd Cao Lanh, Tinh Bdng Thép, Viét Nam)

71.1. Co s sén xuét: Cong ty C5 phin XuAt nhap khiu Y té Domesco (Dia chi: 86 66, Quéc 16 30, Phudng My Phu,

Thanh phé Cao Lanh, Tinh Ddng Thap, Viét Nam)

413 |Captopril Captopril 25mg Viénnén |HOp 1 vix 10 vién; | NSX 48 1893110088424 1
25 mg Hop 10 vi x 10 vién (VD-30013-18)
414 |Cefixim Cefixim (duéi dang |Viénnén  |Hop 3 vix 5 vién NSX 24 893110088524 1
200 mg Cefixim trihydrat) |bao phim (VD-27386-17)
200mg

)
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STT | Teén thusc | Hoat chat chinh - | Dang bao |Quy cich d6ng géi| Tiéu Tudi | SOdangky |SOlan
Ham lugng ché chuin | tho gia han gia han
(thang) | (SO ding ky
da cip)
(1) 2 Q) @ ) (6) ) ®) &)

91. Co s¢ ding ky: Cong ty TNHH United International Pharma (Dia chi: S6 16 VSIP II, dudng s6 7, khu cong nghi¢p
Viét Nam - Singapore II, Khu lién hop cong nghiép - dich vu - d6 thi Binh Duong, phuong Hoa Phi, thanh pho Thu Dau
Mbt, tinh Binh Duong, Viét Nam)

91.1. Co s& san xuat: Cong ty TNHH United International Pharma (Pia chi: S6 16 VSIP 11, dwong sb 7, khu cong
nghiép Viét Nam - Singapore II, Khu lién hop cong nghiép - dich vu - d6 thi Binh Duong, phudng Hoa Phu, thanh phé Thua
Diu Mdt, tinh Binh Duong, Viét Nam)

525 |Alaxan FR Paracetamol Vién nang |HOp 10 vix 10 vién | NSX 24 | 893100099624 1
325mg; Ibuprofen |cing (VD-31421-18)
200mg

526 |Combizar Losartan potassium |Viénnén [HOp3vix 10vién | NSX 24 | 893110099724 1
50mg; bao phim (VD-28623-17)
Hydrochlorothiazide

12,5mg

92. Co so dang ky: Chi nhanh cong ty TNHH San xuét - Kinh doanh Dugc phim Dam San (Pia chi: Gian E22-E23 -
Trung tam Thuong mai duge phdm va Trang thiét bi y té - 134/1 To Hién Thanh - Phudng 15 - Quén 10 - TP.HO Chi Minh -
Viét Nam)

92.1. Co sé san xuit: Cong ty TNHH Dugc phim USA-NIC (Pia chi: L6 11D dudng C - KCN Tén Tao - P. Tél{%m@ A-
>~

Q.Binh T4n - TP.Hb Chi Minh - Viét Nam) \

527 |Pantonic-40 Pantoprazol Viénnén |Hop 5 vix 10 vién; | NSX 36 |893110099824| f* / 1
(dudi dang bao phim  |Hop 10 vix 10 (VD-29597-18)§D
pantoprazol natri) |tan trong  |vién; Chai 100 vién ;,
40mg rudt

528 |Tolpernic - 150 |Tolperison Viénnén |HOop3vix 10vién | NSX 36 1893110099924 1
hydroclorid 150mg |bao phim (VD-26048-17)

93. Co so dang ky: Chi nhanh cong ty TNHH San xut, Thuong mai Dugc phdm Thanh Nam tai Binh Duong (Bia
chi: 60 Dai 16 Poc Lap, Khu Céng Nghiép Viét Nam-Singapore, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

93.1. Co s& san xuit: Chi nhanh cong ty TNHH San xuét, Thuwong mai Dugc phidm Thanh Nam tai Binh Duong (Dia
chi: 60 Pai 16 Poc Lap, Khu Cong Nghiép Viét Nam-Singapore, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

529 [Abochlorphe  |Clorpheniramin Viénnén |Lo 500 vién; Lo NSX 36 893100100024 1
maleat 4mg bao phim 200 vién (VD-25057-16)

Ghi chu:

1. Cdch ghi tiéu chudn chdt leong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cd Y nghia twong dong nhau,
1 tiéu chudn chdt heong thuée do co s6 san xudt xdy dyung va déu 6 thé dugc ghi trén nhan thudc.

- Cdch viét tdit cdc tiéu chudn chat lwong diroc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Qudc (CP), Duge dién Chau du (EP), Duoc dién Québc té (IP)...

2. 86 ding ky tai cot (8):

- 86 deng ky gia han la s6 dang ky dwoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 cua
Bo truomg B Y té quy dinh viée ding ky luu hanh thude, nguyén ligu lam thudc.

- 86 déing ky da cdp (Gwoc ghi trong ngodc don) la 56 dang ky da duoc cdp trude khi thuéc dugc gia han theo quyét dinh
nay.




@ Eyé’&’&cc“ e BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

W 26‘21 E’&SEUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phic
Sé: 364 /QDb-QLD Ha Noi, ngay 07 thdang 06 ndm 2024
QUYET bINH

V& viéc ban hanh Danh muc 484 thubc san xuit trong nudc
—dwoc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 199

CUC TRUONG CUC QUAN LY DUQC

gmc ; dt Dugc sO 5 105/2016/QH13 ngay 06/4/2016;

Vghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
lio, meing, whiém vu, quyen han va co céu t6 chikc cia B6 Y 1é;
=5 cil Quyét dinh so 1 969/0D-BYT ngay 26/4/2023 ciia BY trucng B Y té quy
dinh chu'c ndng, nhiém vu, quyén han va co cau t6 chikc cia Cuc Quan ly Dwoc thudc
Bj Y té;

Cén cie Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua B§ truéng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Cdn cir két lugn cia Hoi dong tw van cap gidy ddng ky lwu hanh thuéc, nguyen
liéu lom thudc - B3 Y té dot 199 tqi Cong van 50 40/HPTV-VPHD ngay 08/5/2024 cua
Viin phong Hoi dong tw van cdp GDKLH thudc, nguyén ligu lom thuoc;

Theo dé nghi ciia Truéng phong Dang ky thuée, Cuc Qudn Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 484 thubc san xuit trong
nudc duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 199, cu the

1. Danh muc 362 thubc san xuét trong nudc dugc gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 104 thubc san xuét trong nudc duge gia han gidy ding ky luu
hanh hiéu lyc 03 ndm (Phy luc II kem theo).

3. Danh muc 18 thudc san xut trong nuéc duoc gia han gidy dang ky luu hanh
hidu luc dén 31/12/2025 (Phu luc 11l kém theo).

Diéu 2. Co s6 san XUt va co s& dang ky thudc ¢6 trach nhiém:

1. San xut thudc theo ding cac ho so, tai liéu d3 ding ky v6i BO Y té va phai
in s§ dang ky dugc BO Y te Viét Nam cép 1én nhén thudc.

2. Chi duoc san xuét, dua ra luu hanh céc thudc kidm soat ddc biét khi c6 Gidy
chitng nhén du diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai kiém soét
ddc biét phtt hop voi pham vi hoat dong ctia co s& dap umg quy dinh tai khoan 5 Piéu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luét Duoc.

3. Thyc hién viéc cép nhat ti€u chuén chét luong cua thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B¢ truéng Bo Y té quy dinh vé
chét lugng thudc, nguyén lidu lam thubc.

4. Thubc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhét ndi dung nhan thudc, to hudng din st dung thube theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 clia BY truong BO Y té thi phai thyuc
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hién cap nhét theo quy dinh tai didm b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoce gia han
gidy dang ky luu hanh theo Quyét dinh ndy c6 thay doi vé ndi dung hanh chinh phai
san xuét va luu hanh véi cac ndi dung dd dugc phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thudc phai bao ddm duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudong hop
khong con dap Umg du diéu kién hoat dong, co s ding ky phai c6 trich nhiém thyc
hién thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s diang ky khong con dir diéu kién hoat dong.

7. Co s& san xuét thubc phai bio dam cac diéu kién hoat dong cta co s& san
xuét trong thoi han hiéu lyc cua gidy dang ky luu hanh thubc, nguyén liéu lam thude.

8. Céc thudc duoc gia han gidy ding ky Iuu hanh tai Quyét dinh nay dugc tiép
tuc st dung s6 dang ky da cip trudc khi gia han trong thoi han t8i da 12 thang ké tir
ngay duoc cip sé diang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Théng tu s6 08/2022/TT-BYT.

9. Phdi hop véi céc co s& didu tri d& thuc hién theo dung cac quy dinh hién
hanh vé thudc k& don, theo ddi an toan, hi€u qua, tdc dung khong mong mudn cia
thudc trén nguoi Viét Nam va tdng hop, bao céo theo quy dinh tai Didu 5 Thong tu sd
08/2022/TT-BYT dbi v&i céc thube trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hidu lyc ké tir ngay ky ban hanh.

) Picu 4. Gidm ddc S& Y té cac tinh, thanh phd truc thude Trung wong va Giam
dbc co s& san xudt va co s& diang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu Piéu 4;

- BT. Pao Hong Lan (dé b/c);
- TT. P6 Xuéan Tuyén (d€ b/c); ) 'S
- Cuc Quén y - B§ Quoc phong, Cuc Y te - Bo Cong an; X“\\
- Cuc Y t¢ GTVT - Bo Giao thdng van tai; ‘\
- Tong Quc Hai quan - B§ Tai chinh; & ”
- Bao hiém xa hoi Viét Nam,; Sz .
-Bd Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vit Tuan Cuong
Bo, Van phong HDTV cap GPKLH thuéc, NLLT;

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

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

- Cac Bénh vién, V,ién c6 giuong bé:nh truc thuoc Bo Y té;

- Trung tdm mua sam tdp trung thudc quoc gia;

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

Website;

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

-




DANH MUC 362 THUOC SAN XU

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - DQT 199

(Kém theo Quyét dinh sé 364 /OP-QLDngay 07 thing 06 nam 2024

AT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

cua Cuc Quan [y Dugc)
STT|  Tén thude Hoat chat chinh - | Dangbao | Quy cdch dong gdi | Tiéu Tubi | Sédangky | SO
Ham lugng ché chuin | tho gia han lin
(thang)| (S6dangky | gia
da cip) han
() 2) [©)] 4 )] () (@) ® [€))

1. Co sé dang ky Cong ty cb phan Dugc - Vattuy té Nghé An (Dia chi:

Phic, thanh phd Vinh, tinh Ngh¢ An, Viét Nam)

1.1. Co si sin xudt: Céng ty cb phin Dugc - Vat tu y té Ngh¢ An (Bia chi:

Phuic, thanh phé Vinh, tinh Nghé An, Viét Nam)

S6 68 dudng Nguyén Sy Sach, phuong Hung

S6 68 duong Nguyén S§ Sach, phudng Hung

1 |Ciprofloxacin- Ciprofloxacin (duéi |Vién nén Hop 10 vi x 10 vién |DDVN 36 893115377024 1
DNA dang Ciprofloxacin  |bao phim \Y% (VD-21941-14)
hydroclorid) 500mg
2 |Nafluextra Caffein 65mg; Vién nén Hop 10 vix 10 vién | NSX 24 1893100377124 1
Paracetamol 500mg (VD-27249-17)

2. Co sé diang ky: Cong ty ¢b pha

Thanh Héa, tinh Thanh Héa, Viét Nam)

2.1. Co s6 san xuit: Cong ty ¢é phin Dugc - Vit tu y té Thanh Hoa (Dia chi: Sé 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Héa, Viét Nam)

3 |Ciprothepharm Ciprofloxacin (duéi |Vién nén Hop 3 vix 10 vién; |[DBVN| 36 |8931 15377224 | 1
dang Ciprofloxacin  |bao phim Hop 5 vi x 10 vién; \Y% (VD-20937-14)
hydroclorid) 500mg Hop 10 vi x 10 vién

4 |Themox Tabs Amoxicilin (duéi Vién nén Hop 10 vi x 10 vién | NSX 36 | 893110377324 1
dang Amoxicilin (VD-29311-18)
trihydrat) 1000mg

5 |Thepacol Flutab  |Clorpheniramin Vién nén Hop 5 vix 10 vién; |[DDVN | 36 |893100377424 1

) maleat 2mg; Hop 10 vix 10 vién; | 1V (VD-29310-18)
Paracetamol 500mg Hop 20 vi x 10 vién

3. Co so ding ky: Céng ty cb phan dugc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh ph6 Ho Chi

Minh, Viét Nam)

3.1. Co sb san xuét: Cong ty cb phan dugc Apimed (Dia chi: Dudong N1, cum cong nghiép Pha Thanh - Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh Ddng Nai, Viét Nam)

6 |Apibrex 100 Celecoxib 100mg Vién nang  [Hop 3 vi x 10 vién NSX 24 893110377524 1
climng (VD-30910-18)
7 |Apifexo 120 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 |893100377624 1
hydroclorid 120mg  |bao phim Hop 3 vi x 10 vién; | 2016 (VD-31025-18)
) Hop 10 vi x 10 vién
8 |Apifexo 180 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 |893100377724 1
hydroclorid 180mg  |bao phim Hop 3 vix 10 vién; | 2016 (VD-31026-18)
Hop 10 vi x 10 vién
9 |Apifexo 60 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 | 893100377824 1
hydroclorid 60mg bao phim Hop 3 vi x 10 vién; | 2016 (VD-31027-18)
Hop 10 vi x 10 vién
10 |Apitec 20 -H Enalapril maleat Vién nén Hop 2 vi x 10 vién; [USP41| 24 |893110377924 1
20mg; Hop 3 vi x 10 vién; (VD-30912-18)
Hydroclorothiazid Hop 10 vi x 10 vién
12,5mg

———

n Dugc - Vit tu y té Thanh Héa (Pia chi: S4232 Tran Phu, phudng Lam Son, thanh phd L—GE
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STT|  Tén thudc Hoat chit chinh - | Dangbao | Quy céch dong g6i | Tiéu | Tudi So dangky | So
Ham lugng ché chuin | tho gia han lan
(thang)| (Sodiangky | gia
da cip) han
@ @ €] “) )] (©) ™ ®) ®
247 |Tipo Desloratadin Siro thudc  |Hop 1 chai x 60ml NSX 36 | 893100401624 1
0,5mg/ml (VD-31291-18)

55, Co s& dang ky: Cong ty c6 phan Euvipharm (Dja chi: Ap Binh Tién 2, x& Dtrc Hoa Ha, huyén Dc Hoa, tinh Long An,

Viét Nam)

55.1. Co' ¢ san xuét: Cong ty cd phan Euvipharm (Dia chi: Ap Binh Tién 2, x& Prc Hoa Ha, huyén Dtic Hoa, tinh Long

An, Viét Nam)

248 [Acefalgan 500 Paracetamol 500mg |Vién nénsti [HOp 4 vi x 4 vién DbVN 36 893100401724 1
bot 1\Y (VD-23528-15)

249 |Atorvastatin 10mg |Atorvastatin (dudi Vién nén Hop 1 vix 10 vién; |JP XVI| 36 893110401824 1
dang atorvastatin bao phim Hop 2 vi x 10 vién; (VD-28931-18)
calci trihydrat) 10mg Hop 3 vi x 10 vién;

Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

250 |Atorvastatin 20mg |Atorvastatin (dudi Vién nén Hop 1 vix 10 vién; |JPXVI| 36 893110401924 1
dang atorvastatin bao phim Hop 2 vi x 10 vién; (VD-29734-18)
calci trihydrat) 20mg Hop 3 vi x 10 vién;

Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

251 |Bromhexin Bromhexin Siro Hop 1 chai x 60ml NSX 24 1893100402024 | 1
hydroclorid (VD-30361-18)
48mg/60ml

252 |Eumoxin 500 Amoxicillin (dudi Viénnang  [Hop 10 vix 10 vién | USP 36 |893110402124 1
dang Amoxicillin cliing 2022 (VD-28932-18)
trihydrat) 500mg

253 |Euprocin 500 Ciprofloxacin (dudi |Vién nén Hop 10 vi x 7 vién NSX 36 1893115402224 | 1
dang Ciprofloxacin  |bao phim (VD-25677-16)
hydrochloride) 500mg

56. Co sé ding ky: Cong ty cd phan Fresenius Kabi Viét Nam (Dia chi: Khu vyc 8, phudng Nhon Phu, thanh phé Quy
Nhon, tinh Binh Dinh, Viét Nam)

56.1. Co' sé san xuét: Cong ty cb phiin Fresenius Kabi Viét Nam (Dja chi: Khu vuc 8, phudng Nhon Phu, thanh phd Quy
Nhon, tinh Binh Dinh, Viét Nam)

254 |Glucose 10% Glucose khan (du6i  [Dung dich  |Chai 250ml; Chai BP 24 (893110402324 1
dang glucose tiém truyén  {500ml; Thing 30 2021 (VD-25876-16)
monohydrat) chai 250ml; Thiing
25g/250ml 20 chai 500ml

255 |Paracetamol Kabi |Paracetamol Dung dich  |Chai 100ml; Hop 48 | CP 36 (893110402424 | 1

1000 1000mg/100ml tiém truyén  |chai 100ml 2015 (VD-19568-13)
256 |Vitamin C Kabi  |Acid ascorbic Dung dich  [Hop 6 dng x 5ml; NSX 24 1893110402524 | 1
500mg/5ml 500mg/Sml tiém Hop 24 6ng x Sml; (VD-32121-19)
Hop 100 6ng x 5ml

57. Co s& ding ky: Cong ty ¢ phiin liod-dwge pham Mekophar (Bija chi: 297/5 Ly Thudng Kiét, Phuong 15, Quén 11,
Thanh phé Hb Chi Minh, Viét Nam)

57.1. Co's6 sén xuét: Cong ty co phiin hos-duge pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phudng 15, Quan 11,
Thanh phé H5 Chi Minh, Viét Nam)
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STT Tén thude Hoat chiit chinh - | Dangbao | Quy cach déng gbi Tiél} Tubi S6 ding ky Sﬁ
Ham lugng ché chuan | tho gia han lan
(thang)| (Sodingky | gia
da cip) han

Q)] @ ©) ) ©) © M () (€)
359 [Sara Paracetamol 500mg | Vién nén Hop 25 vix 4 vién; | NSX 60 893100412824 1
Hop 20 vi x 10 vién (VD-26028-16)

83. Co s& dang ky: Cong ty TNHI! V/iban (Dia chi: 243/9/12Q T6 Hién Thanh, Phudng 13, Quén 10, Thanh phd H6 Chi
Minh, Viét Nam)

83.1. Co s6 san xudt: Cong ty TNHII MTV dugc pham 150 Cophavina (Dia chi: Sé 112, dudng Tran Hung Pao, phudng
Pham Ngii 130, quan 1, thanh phd H6 Chi Minh, Viét Nam)

360 [Pedibufen Ibuprofen 100mg Bot pha hén |Hop 30 géi x 1,5g NSX 36 893100412924 1
dich uéng (VD-28744-18)

84. Co ¢ ding ky: Chi nhanh cong ty TNHH san xuét - kinh doanh dugc ph4m Pam San (Dia chi: Gian E22-E23, Trung
tam Thuong mai dwgc phim va Trano thiét b y té, S8 134/1 T6 Hién Thanh, Phudng 15, Quan 10, TP H6 Chi Minh, Viét
Nam)

84.1. Co s6 san xudt: Cong ty TN11!! duge pham USA - NIC (Bia chi: L6 11D duong C, Khu cong nghiép Tan Tao,
Phuong T4an Tao A, Quén Binh Tan, 1P Hb Chi Minh, Viét Nam) ‘\\

361 |Flunarizin Smg Flunarizin (dudi dang |Viénnang  [Hop 5 vi, 6 vi, 10 vi | NSX 36 8931 1041302> 1

flunarizin clmg x 10 vién; Chai 100 (VD-25071-16
dihydrochlorid) 5Smg vién j

362 |Levoflox-500 Levofloxacin (dudi  |Vién nén Hép 1 vi, 2 vi x10 NSX 36 89311541312}( 1
dang levofloxacin bao phim vién (VD-31440-19)

hemihydiat) 500mg

Ghi chu:

1. Cdch ghi tiéu chudn chat luong thide tai cot (6):

- Nha san xudt (NSX), Tiéu chudn 1 san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é y nghia twong dwong nhau,
la tiéu chudn chdt heong thudc do co s san xudt xdy dung va déu ¢ thé dwoc ghi trén nhén thudc.

- Cdch viét tit cdc tiéu chudn chér vong duwoc dién: Dwgc dién Viét Nam (DPVN), Duge dién Anh (BP), Duge dién My
(USP), Duge dién Nhdt Ban (JP), Dure dién Trung Quéc (CP), Dugc dién Chdu u (EP), Dugc dién Qudc té (IP)...

2. 86 ding ky tai cot (8):

- 86 dang ky gia han 1a 56 ding ky e cdp theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 cua B
trieéng BY Y té quy dinh viéc dang ky |iru hamh thude, nguyén liéu lam thude.

- S6 déing ky da cdp (dwoc ghi trong 11-odc don) la s6 ding ky da duoc cdp trieée khi thude duoc gia han theo quyét dinh nay.




r \\»‘ Ky béi: Cuc Quéan
A ly Duge

n & Cuqunn BoYle

i i BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

= " CUC QUANLY DUQC Poc 1ap - Tu do - Hanh phic
Sé: 607 /QDP-QLD Ho Néi, ngay 23 thdng 08 ndm 2024
QUYET bINH

viéc ban hanh Danh muc 730 thubc san xudt trong nudce

Duoc so 105/2016/QHI3 ngay 06/4/2016,
/ i dinh so 95/2022/ND-CP ‘ngay 15/11/2022 cua Chinh phu quy dinh
—Afiem vu, quyen han va co cdu t6 chikc cia BG Y 1é;

Can cik Quyét dinh s6 1 969/0D- -BYT ngay 26/4/2023 cila Bé truéng Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cdau 16 chike ciia Cuc Quadn ly Duoc thudc
Bo Y té;

Cén cir Thong tw s6 08/2022/7T BYT ngay 05/09/2022 cua Bo truéng B Y 1é
quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thube;

Can cik két lugn cua Hji déng tw van cap gidy ddng ky luu hanh thude, nguyén
liéu lom thubc - By Y té dot 208 tai Céng vin so 72/HDTV-VPHD ngay 24/7/2024 cua
Vin phong Hoi dong tw van cap GPKLH thuoc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Dadng ky thudc, Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 730 thubc san xudt trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 208, cu the

1. Danh muc 453 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu luc 05 ndm (Phu luc I kem theo)

2. Danh muc 219 thudc san xudt trong nude duge gia han gidy ding ky luu
hanh hiéu luc 03 ndm (Phu luc Il kem theo).

3. Danh muc 58 thudc san xut trong nude dugc gia han gidy ding ky luu hanh
hidu lwc dén 31/12/2025 (Phy luc III kém theo).

Piéu 2. Co s6 san XUt va co so dang ky thubc c6 trach nhiém:

1. San xuat thubc theo ding céc hd so, tai lidu dad ding ky v61i BO Y t& va phai
in hoic dan s6 diang ky dugc BO Y té Viét Nam cAp lén nhan thudc.

2. Chi dugc san xudt, dua ra luu hanh céc thudc kidm soat dic biét khi co Gidy
chitng nhén da diéu kién kinh doanh dugce pham vi kinh doanh thudc phai kiém soét
dac bigt phu hop véi pham vi hoat dong cla co s¢ dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Duoc.

3. Thyuc hién viéc cép nhat tiéu chuén chéit luong cia thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ciia B truéng BO Y té quy dinh vé
chét lwong thudc, nguyen lidu lam thude.

4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhit ndi dung nhan thudc, t& hudng dan st dung thube theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truéng Bo Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Didu 37 Thong tu 6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuoe dugc gia han
oifly dang ky luu hanh theo Quyét dinh nay c6 thay doi vé& n0i dung hanh chinh phai
san xuit va luu hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta gidy ding ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khong con dap ung du didu kién hoat dong, co s& ding ky phai c¢6 trach nhiém thuc
hién thay dbi co s& diang ky theo quy dinh tai Thong tu sb 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc phai bao dam cac diéu kién hoat dong clia co s§ san
xudt trong thoi han hiéu lyc cta gidy dang ky luu hanh thube, nguyén lidu 1am thudc.

8. Cac thudc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay dugc tiép
tuc stt dung s6 ding ky da cap trude khi gia han trong thoi han t4i da 12 thang ké tlr
ngay dugc cap sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co s didu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thubc ké don, theo di an toan, hiéu qua, tic dung khong mong mubn cla
thubc trén nguoi Viét Nam va tdng hop, bdo cdo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT déi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S& Y té c4c tinh, thanh phd tryc thudc Trung uong va Gidm
ddc co s& san xudt va co s& ding ky co thudc tai Diéu 1 chiu trich nhi¢m thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Hdng Lan (& b/c);
- TT. D3 Xuéan Tuyén (dé b/c); £
-CucQuany-B§ Quéc phong, Cuc'Y té - Bo Cong an; || “ |
-Cuc Y t& GTVT - B6 Giao thong vén tai;
- Téng Cuc Hai quan - B9 Tai chinh;

- B4o hiém x3 hoi Viét Nam; B i X N
_Bb Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuwong
B0, Vin phong HDTV cip GPKLH thude, NLLT;

- Vién KN thuéc TU, Vién KN thudc TP. HCM;

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

- C4c Bénh vién, Vién c6 giudng bénh tryc thuge B Y té;

- Trung tm mua sdm t4p trung thudc qudc gia;

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

Website;

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




DANH MUC 45

Phu luc I

3 THUOC SAN XUAT TRONG NUOGC PUQC GIA HAN GI

TAI VIET NAM HIEU LUC 05 NAM - POT 208
(Kém theo Quyét dinh s6 607 /QP-QLD ngay 23  thang 08 ndm 2024
cua Cuc Quan ly Duoc)

AY PANG KY LUU HANH

STT Tén thude Hoat chét chinh - | Dang bao ché | Quy cach déng goi | Tiéu Tudi Sb ding ky Sﬁ
Ham lugng chuén | tho gia han lin

(thang)| (S6 ding ky | gia
da cip) han

&) (0] 3 @ )] © (N ® ®

1. Co sé diing ky (Co s& dit gia cong): Medochemie Ltd.

1.1. Co s6 san xuét (Co s& nhan gia cong): Cong ty TNHH Medochemie (Vién Pong) (Pia chi:

6, khu cong nghiép Viét Nam — Singapore II, khu lién hop cong nghiép — dich vu — dd thi Binh Duong,
thanh phd Thi Dau Mg¢t, tinh Binh Duong, Viét Nam)

(Dia chi: 1-10 Constantinoupoleos street, 301 1 Limassol, Cyprus)

Sé 40 VSIP 11, dudng sb

phuong Hoa Ph,

1

Aceralgin 400mg

Aciclovir 400mg

Vién nén

Hop 1 vi x 10 vién

NSX

24

893610797124 | 1
(GC-315-19)

2. Co s& diing ky: Cong ty ¢o

Nhon Phii A, thanh phé Tha Dic, thanh phé H6 Chi Minh, Viét Nam)
2.1. Co so san xuit: Cong ty cd phén cong nghé sinh hoc dugc Nanogen (Pia chi: Ld 15C Khu cong nghé cao, phuong
Tang Nhon Phti A, thanh phd Thi Dic, thanh phd Hbd Chi Minh, Viét Nam)

phén cong nghé sinh hoc dugc Nanogen (Pia chi: L6 15C Khu cdng nghé cao, phuong Tang

2 |Linotal-Ca Acid folinic (du6i  |Dung dich tiém [Hop 1 1o x 10ml NSX 24 1893110797224 | 1
dang Calci folinat) (VD-32750-19)
100mg/10ml

3 |Linotal-Ca Acid folinic (du6i  |Dung dich tiém |Hop 1 lo x Sml NSX 24 893110797324 | 1
dang Calci folinat) (VD-32751-19)
50mg/5ml

3. Co so dang ky: Cong ty C6 phin Dugc - Vat Tu'y té Nghé An (Dia chi: S6 68 dudng Nguyén S§ Sach, Phuong Hung
Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)
3.1. Co sé san xuit: Cong ty C8 phin Dugc - Vit tu y té Nghé An (Dia chi: S5 68, dudng Nguyén Sy Séch, phuong Hung
Phuc, thanh phé Vinh, tinh Nghé An, Viét Nam)

4

Vitamin C - DNA

Acid ascorbic
500mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

24

893110797424 | 1
(VD-21945-14)

4. Co s& ding ky: Cong ty c6 phan Dugc - Vat tw y té Thanh Héa (Dia chi: S5 232 Tran Pht, phudng Lam Son, thanh phé
Thanh Héa, tinh Thanh Hoa, Viét Nam)
4.1. Co s& san ?(uét: Céng ty ¢ phan dugc - Vit tw Y té Thanh Hoa (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Héa, Viét Nam)

5 |Alverin Alverin (dudgi dang [Vién nén Hop 1 1o x 100 vién; | NSX 24 893110797524 | 1
Alverin citrat) 40mg Hop 10 vi x 10 vién (VD-20494-14)
6 |Clathepharm Acid clavulanic Viénnén bao |Hop2vix 7vién; |DDVN 24 1893110797624 | 1
1000 (dudi dang ] phim Hop 5 vi x 7 vién; v (VD-20938-14)
Clavulanat Kali két Hop 10 vi x 7 vién;
hop voi Hop 5 vi x 10 vién;
Microcrystalline Hop 10 vi x 10 vién
cellulose blend 1:1)
125mg;
Amoxicillin (dudi
dang Amoxicillin
trihydrat) 875mg
7 |Leukas Montelukast 4mg  [Thude bot Hop 30 tGi x 500mg | NSX 24 1893110797724 | 1
ubng (VD-19553-13)
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53. Co so dang ky: Céong ty cb phan Duge Vat tu'y té Hai Duong (Dia chi: SO
phé Hai Duong, tinh Hai Duong, Viét Nam)
53.1. Co sé san xuét: Cong ty cb ph?m Duoc Vit tu y

thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

7

102 Chi lang, phuong Nguyén Trai, thanh

té Hai Duong (Dia chi: S6 102 Chi Lang, phudng Nguyén Trai,

316 |Dung dich ASA Mbi 20ml chira: Dung dich Chai 20ml; Chai NSX 36 |893100828624 | 1
Aspirin 2g; Natri  [dung ngoai 30ml (VD-32103-19)
Salicylat 1,76g

317 |Gentamicin 0.3% |Gentamicin (du6i  [Dung dich nho |Hop 1 1o x 5Sml DDBVN 24 1893110828724 | 1
dang Gentamicin  [mat \Y (VD-19546-13)
sulfat) 15mg/5ml

318 |Phymaxfen Ibuprofen Hon dich udng [Hop 1 chai x 100ml | NSX 36 |893100828824 | 1
100mg/100ml (VD-32981-19)

53.2. Co so san xuat: Nha may HDPHARMA EU - Cong ty cb phan Dugc vit tuy té Hai Duong (
307, cum Cong nghiép CAm Thugng, Phudng Cam Thuong, TP Hai Duong, tinh Hai Duong, Viét Nam)

Dia chi: Thira dt s6

A

319 |Hadupara Paracetamol 500mg [Vién nén Hop 10 vi x 12 vién, | NSX 36 |893100828924 [ 1
Hop 1 1o x 100 vién, (VD-33204-19)
Hop 1 10 x 200 vién;
Hop 1 1o x 500 vién
320 |Hadupara Extra |Paracetamol 650mg Vién nén bao |Hop 10 vi x 12 vién; | NSX 36 893100829024 | 1
phim Hop 1 1o x 100 vién; (VD-33205-19)
Hop 1 1o x 200 vién;
Hop 1 1o x 500 vién

53.3. Co 56 san xuat: Nha may HDPHARMA EU - Céng ty ¢ phin Dugc vt tu'y t& Hai Duong (Dia chi: Tang 2, toa

nha 4A, thira dét s6 307, cum Céng nghiép Cam Thuong, phudng Cam Thugng, thanh phé Hai Duong, tinh Hai Duong, Viét
Nam)

321 |Oresol Glucose khan (dudi Thude bot Hop 10 géi x 4,41g; | NSX 36 1893100829124 | 1
dang Glucose ubng Hop 20 goi x 4,41g; (VD-33206-19)
monohydrat 2,97g) Hop 30 goi x 4,41g;
2,7g; Kali clorid Hop 40 géix 4,41¢g

0,3g; Natri citrat

0,58¢g; Natri clorid

0,52¢g

54. Co s& dang ky: Cong ty c6 phan Euvipharm (Bia chi: Ap Binh Tién 2, xa Dtrc Hoa Ha, huyén Dic Hoa, tinh Long
An, Viét Nam)

54.1. Co s& san xuét: Cong ty ¢6 phan Euvipharm (Bia chi: Ap Binh Tién 2, xd Dirc Hda Ha, huyén Duc Hoa, tinh Long
An, Viét Nam)

322

Celexib 200 mg

Celecoxib 200mg

Vién nang
cung

Hop 3 vi x 10 vién

NSX

36

893110829224 | 1
(VD-20194-13)

55. Co sb dang ky: Cong ty c phan Fresenius Kabi Viét Nam (Pia chi: Khu vire 8, phuong Nhon Ph, thanh phd Quy
Nhon, Binh Dinh, Viét Nam)

55.1. Co s& san xuit: Cong ty cb phin Fresenius Kabi Viét Nam (Dia chi: Khu vic 8, phudng Nhon Phu, thanh phé Quy
Nhon, Binh DPinh, Viét Nam)

323

Cimetidin Kabi
300

Cimetidin (dudi
dang Cimetidin
HCI) 300mg/2ml

Dung dich tiém

Hop 10 dng x 2ml

USP
2021

36

893110829324 | 1
(VD-19565-13)

\\7¢\'< ,Z; ',-‘_..
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324 |Ringer lactate M3i 500ml chira: Dung dich Chai nhya 500ml; |[BP2021] 36 [893110829424 | 1
Calci clorid. 2H20 [tiém truyén  |Thing 20 chai nhya (VD-22591-15)

0,135g; Kali clorid
0,2g; Natri clorid
3g; Natri lactat 1,6g

500ml; Chai thay
tinh 500ml; Thung
12 chai thuy tinh
500ml

56. Co sé diing ky: Cong ty cd ph%‘m héa-dugc phém Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
Thanh Phd Hb Chi Minh, Viét Nam)
56.1. Co sé san xuit: Cong ty cd phan héa-dwgc phim Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phudng 15, Quén 11,
Thanh Phé Hb Chi Minh, Viét Nam)

325 |Acid folic MKP [Acid folic S5Smg Vién nén Hop 10 vi x 10 vién; | DDVN 36 |893100829524 1
Hop 10 vi x 20 vién; Vv (VD-34821-20)
Chai 100 vién

326 |Ampicillin 1g Mai lo chira: Thude bot pha |[Hop 20 lo x 1g; Hop [ DDVN 36 1893110829624 | 1
Ampicilin (duéi tiém 50lox 1g \Y (VD-33003-1§
dang Ampicilin o
natri ) 1g \;‘ \

327 |Ampicillin 250mg|Ampicilin (duéi Vién nang Hop 10 vi x 10 vién; | NSX 24 18931 1082972@ ,/ 1
dang Ampicilin cing Chai 100 vién (VD-33004-12%’
trihydrat) 250mg ’

328 |Cefuroxime Cefuroxim (duéi  [Bot phahdn  [Hop 01 chai x 38g NSX 36 893110829824 1

125mg/5ml dang Cefuroxim dich uéng (VD-21433-14)
axetil) 1250mg

329 |Cephalexin MKP |Cephalexin Vién nang Hop 10 vi x 10 vién; | NSX 36 1893110829924 | 1

500 monohydrat tuong |clng Hop 1 vi x 10 vién; (VD-17119-12)
duong cephalexin Chai 100 vién; Chai
500mg 500 vién; Chai 100
vién; Chai 200 vién;
Chai 500 vién
330 |Cimetidine MKP |Cimetidin 200mg  |Vién nén Hop 10 vi x 10 vién | DBVN 36 (893110830024 | 1
200 \% (VD-32131-19)

331 |Lipivastin 10 Atorvastatin (duéi |Viénnén bao |Hop 3 vi x 10 vién NSX 36 893110830124 | 1
dang Atorvastatin  |phim (VD-32140-19)
calci) 10mg

332 |Meko INH 150  |Isoniazid 150mg Vién nén Hop 1 chai x 100 DDbVN 36 (893110830224 | 1

vién \Y (VD-32143-19)

333 |Mekoaryl Glimepirid 2mg Vién nén Hop 3 vi x 10 vién NSX 36 893110830324 | 1

(VD-33009-19)

334 |Mekocetin Betamethason Vién nén Hop 5 vix20vién |DBDVN 36 (893110830424 | 1
0,5mg \Y (VD-32144-19)

335 |Mekolasmin Betamethason Vién nén Hdp 2 vi x 15 vién NSX 36 1893110830524 | 1
0,25mg; (VD-32146-19)
Dexclorpheniramin
maleat 2mg

336 |Mutecium - M Domperidon 0,1% |Hdn dich ubng [Hop 1 chai x 100ml; [ NSX 24 1893110830624 | 1

(WIV)

Hop 1 chai x 60ml;
Hop 1 chai x 30ml

(VD-33744-19)




