{
&

\ -

Cong ty TNHH Dugc Phdm Trang CONG HOA XA HQI CHU NGHIA VIET NAM
Thiét Bi Y T¢ Bin Bo Dgc lap — Tw do — Hanh phiic
80: 05-2025/vé viéc cdp nhdt s6 dang ky moi

TP. HCM, ngay 11 thdang 04 nam 2025

Kinh giti: SO Y TE TINH KIEN GIANG

Loi dau tién, chiing t6i, Cong ty TNHH Dugc Phim Trang Thiét Bi Y Té Bin Bo xin giri
161 cam on chan thanh dén Quy S& Y Té da quan tdm va ting ho chiing t6i trong suét thdi gian
qua.

Can ctr Quyét dinh s6 1630/QD-BVDK ngay 27 thang 06 ndm 2024 ctia Gidm dbc S&
Y Té Kién Giang v& viéc phé duyét két qua lva chon nha thau cung cap thude tap trung tinh Kién
Giang, giai doan 2023-2025 (dot 3) G6i 56 2: Géi thdu thudc Generic thong thuong;

Can ctr ning luc va kha ning cung cip hang hoa cta Cong ty TNHH Duoc Phim Trang
Thiét Bi Y Té Bin Bo.

Bing vian ban nay, chiing t6i Cong ty TNHH Dugc Pham Trang Thiét Bi Y Té Bin Bo xin
trinh bay ndi dung nhu sau:

Cong ty c6 tring thau tai Quy S& y t& mat Olanzap 10 (Olanzapin 10mg) c6 s dang ky
la VD-27043-17 do nha may Céng ty c¢6 phan dugc phdm SaVi-Viét Nam san xuit. Hién tai, mat
hang nay da dugc cap sb ding ky méi 1a 893110293723 va da vé kho clia cong ty.

Viéc thay dbi nay da duoc Cuc Quan Iy Dugc chép thuan theo Quyét dinh sb 73 7/Qb-
QLD ngay 09/10/2023. Ngoai ndi dung duge Cuc Quan Iy Duogc x4c nhan, tit ca cac thong tin
khéc cua thudc Olanzap 10 van giit nguyén khong doi. (Céng ty xin giri kém Quyét dinh s
737/QD-QLD ngay 09/10/2023 cua Cuc Quan Iy Duoc).

Pé duy tri viée cung trng hang hoa, cong ty xin cung irng mit hang Olanzap 10 (Olanzapin
10mg) theo s6 dang ky 893110293723 cho Quy Sé v té.

Kinh mong Quy S¢ Y Té xem xét va chép nhan

Trén trong cdm on va kinh chao!

DAI DIEN CONG TY

Noi nhan:
- Nhuw trén ; .
- Luu phong thau.
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
Sé: 737 / QP-QLD Ha Néi, ngay 09 thang 10 nam 2023
QUYET DINH

Vé viéc ban hanh Danh muc 1017 thudc san xuit trong nuéce
dwgre gia han giay dang ky lwu hanh tai Viét Nam - Dgt 187

CUC TRUONG CUC QUAN LY DUQC

Can cik Ludt Dwge s6 105/2016/QH13 ngay 06/4/2016;
Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chuc nang, nhiém vu, quyé‘n han va co céu t6 chire ciia B Y té; ’
Cin cit Quyét dinh s6 1969/0P-BYT ngdy 26/4/2023 ciia B¢ trucng Bo Y té
quy dinh chirc ning. nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan Iy Duoc
thudc Bo Y té;
Can cit Thong tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia BS trudng BJ Y té
quy dinh viéc dang ky heu hanh thubc, nguyén lidu lam thudc;
Can cik két ludn cia Hpi dong tw van cap gidy dang ky luwu hanh thuéc, nguyén
liéu lam thuoc - BY Y té;
Theo dé nghi ciia Truong phong Pang ky thuée, Cuc Qudn Iy Duoc.

QUYET DINH:

Diéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 1017 thudc san xuat trong
nude duoc cip gidy ding ky luu hanh tai Viét Nam - Dot 187, cu the

1. Danh muc 918 thubc san xuit trong nuée duoc gia han gidy dang ky luu hanh
hiéu lyc 05 nam (Phu luc I kem theo).

2. Danh myc 99 thubc san xuét trong nuée duge gia han gidy ding ky Iuu hanh
hi€u lyc 03 nam (Phu luc Il kem theo).

Pidu 2. Co so san xuat va co sé dang ky thudc co trach nhiém:

1. San xuét thubc theo dung cac hd so, tai liéu d3 ding ky v6i B Y té va phai in
s6 dang ky duge B6 Y té Viét Nam cép 16n nhén thube.

2. Chi duoc san xuét, dua ra luu hanh céac thude kiém soat dic biét khi co Giéy
ching nhan du diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai kiém soéat dic
biét phtt hop véi pham vi hoat dong cia co s& dap Gng quy dinh tai khoan 5 Diéu 143
Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot s6
diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cip nhat tiéu chuin chit lwong cia thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo trudng Bo Y té quy dinh vé chét
lwong thubc, nguyén liéu lam thudc.

4. Thuc hién, phdi hop véi co s¢ nhap khiu thuc hién theo dung quy dinh tai
Cong van sd 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dugc vé viée kiém tra
chat lwong nguyén liéu 1am thudc nhém sartan dbi voi cac thude thude danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh nay c6 chita dugc chit thuée nhom sartan

5. Thudc duoc gia han gidy ddng ky luu hanh tai Quyét dinh nay nhung chua nop
hd so cip nhat ndi dung nhin thudc, to huéng dan st dung thube theo quy dinh cua
Théng tw 01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng Bo Y té thi phai thuc hién
cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu $6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.



6. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thude duge gia han
g1ay dang ky luu hanh theo Quyet dinh nay co thay doi vé noi dung hanh chinh (bao
gom ca mau nhan va td huéng dan st dung thudc) phai san xuét va luu hanh véi cac noi
dung da dugc phé duyét thay d6i trong ho so gia han.

7. Co s¢ dang ky thudc phai bac dam duy tri diéu kién hoat dong trong thoi gian

hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thude. Trong trudng hop
khoéng con dap Gmg du didu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc hién
thay doi co s& dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngdy co 86 dang ky khong con du diéu kién hoat dong.

8. Co s san xut thuoc phai bao dam c4c diéu kién hoat dong clia co s¢ san xuét
trong thoi han hiéu luc cua gidy dang ky luu hanh thube, nguyén lidu 1am thude.

9. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc t1ep
tuc sir dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tur s6 08/2022/TT-BYT.

Diéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thugc Trung wong va Giam
dbc co s san xult va co s¢ dang ky co thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu biéu 4;

- BT. Bao Hdng Lan (dé ble);

- TT. Do Xuan Tuyén (dé b/c);

- Cuc Qué}n y-B§ Quéc phong, Cuc 'Y té - Bo Cong an;
- Cuc Y t€ GTVT - B Giao thong van tai,

- Téng Cuc Hai quan - B¢ Tai chinh;

- Bao hiém x4 hdi Viét Nam; N

-B4 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra MV/“ Tuan Cuong
B, Van phéng HDTV cép GDKLH thude, NLLT;

- Vién KN thude TU, Vién KN thuoe TP. HCM;

- Tong Céng ty Dugce Viét Nam - Cong ty CP; )

- Céac Bénh vién, Vlién c6 giuong bé,nh trge thudéc BO Y té;

- Trung tdm mua sam tép trung thude quoc gia;

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

Website;

- Luu: VT, DKT (T) (02b).
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ST Tén thudc Hoat chit chinh - Dang bae | Quy cach dong Tiéu Tudi S6 ding ky S6
T Ham lrong ché g6i chuin | tho gia han lin
(thang) | (S6 dingky | gia
di cip) han
)y @) 3 ) 5 ©® | o (8) ®)
100ml; Hop 06
lo x 100ml; Hop
01 lo x 125ml;
lo 150ml; Lo
180 ml; Lo 200
ml; Lo 220 ml;
Lo 250 ml; Lo
260 ml; Lo 330
ml; Lo 400 ml;
Lo 450 ml; Lo
500 ml; Lo 65
Oml; Lo 750ml;
Lo 1000ml; Hop
01 lo xit x 50ml;
Hop 01 lo xit x
100ml; Hop 01
lo xit x 500ml.
406 [Quafacip Ciprofloxacin Hop10vix 10 |DDVNIV| 48 893115292423 01
(dudi dang vién (VD-27997-17)
Ciprofloxacin
hydroclorid) 500mg
407 |Quanoopyl 400  |Piracetam 400mg | Vién nang | Hop 10 vix 10 NSX 36 893110292523 01
cling vién (VD-27999-17)
408 | Vitamin C 500 mg|Acid ascorbic Vién nén Hop 10 vix 10 NSX 24 893110292623 01
500mg bao phim vién; Hép 100 vi (VD-25768-16)
x 10 vién
409 |a Dol Paracetamol 570mg | Vién nén Hop10vix 10 |DBDVNV/| 36 893100292723 01

vién; Lo 200
Vién

(VD-27992-17)

45. Co s ding ky: Céng ty C6 phan Dwgc phim Sao Kim (DPia chi: KCN Quang Minh, thj trdn Quang Minh, huyén Mé
Linh, TP. Ha N¢i, Viét Nam)
45.1. Co s& san xuit: Céng ty C6 phén Dugc phim Sao Kim (Dia chi: KCN Quang Minh, thi trAn Quang Minh, huyén Mé
Linh, TP. Ha N§i, Viét Nam)

410

Resbaté 300

Clopidogrel (dudi

dang Clopidogrel

bisulfat) 300 mg

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110292823
(VD-28012-17)

01

46. Co 6 diing ky: Cong ty Cé phin Duge phim SaVi (Dia chi: Lé Z01-02-03a, Khu Céng nghiép trong Khu Ché xuit
Tan Thuén, Phuong Tan Thugn Déng, Quén 7, Thanh phd Hb Chi Minh, Viét Nam)
%mcﬁmﬁnmaum@qmﬁm@ummpﬁm&Nummm1@mLMﬂmK@C@y@@mmmecmmm
Tan Thuén, Phuong Tan Thuén Péng, Quan 7, Thanh phé H6 Chi Minh, Viét Nam)

411 | Leflunox Leflunomid 20mg | Vién nén Hop3vix 10 USP 42 36 893110292923 01
bao phim  |vién; Hop 10 vi (VD-29108-18)
, x 10 vién
412 | Amitriptyline Amitriptylin Vién nén Hop 10vix 10 |USP 2021 36 893110293023 01
Hydrochloride hydroclorid 10mg  |bao phim vién (VD-29098-18)
10mg
413 |SaVi Betahistine 8|Betahistin Vién nén Hop 10 vix 10 BP 2021 36 893110293123 01

dihydroclorid 8mg

vién

(VD-29119-18)
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ST Tén thude Hoat chit chinh - | Dang bdo | Quy cich déng | Tiéu Tuoi So6 ding ky So
T Ham luwgng ché goi chuén tho gia han lan
(thang) [ (S6 dang ky | gia
da cap) han

(1) ) &) “@ ®) 6 Q) ® ®

414 |SaVi Deferipron |Deferipron 500mg |Vién nén Hop 3 vix 10 NSX 36 893110293223 01

500 bao phim vién (VD-24270-16)

415 |SaVi Lisinopril 10|Lisinopril (dudi Vién nén Hop3vix 10 USP 43 36 893110293323 01
dang Lisinopril vién (VD-29121-18)
dihydrat) 10mg

416 |SaVi Moxifloxacin (dudi |Vién nén Hop 2 vix 7vién| NSX 36 893115293423 01

Moxifloxacin 400 |dang Moxifloxacin |bao phim (VD-29123-18)
hydroclorid) 400mg

417 [SaVieToux 600 |Acetylcystein Vién nén sui |[HOop 4 vix 4 vien| NSX 24 893100293523 01
600mg (VD-23014-15)

418 |SaViCipro Ciprofloxacin Vién nén Hop 10 vix 10 BP2021 36 893115293623 01
(dudi dang bao phim vién; Chai 100 (VD-29125-18)
Ciprofloxacin vién; Chai 200
hydroclorid vién
monohydrat) 500mg

419 | Olanzap 10 Olanzapin 10mg Vién nén Hop 3 vix 10 NSX 36 893110293723 01

phén tan vién (VD-27043-17)
trong miéng
420 | SaVi Colchicine |Colchicin Img Vién nén Hop 2 vix 10 USP 41 36 893115293823 01
1 vién (VD-25773-16)
421 SaVi Gemfibrozil 600mg |Vién nén Hop 6 vix 10 USP 42 36 893110293923 01
Gemfibrozil 600 bao phim vién (VD-28033-17)

422 |Betahistin 24 Betahistin Vién nén Hop 3 vix 10 NSX 36 893110294023 01
dihydroclorid 24mg vién (VD-27033-17)

423 I Diosfort Diosmin 600mg Vién nén Hop 4 vix 15 TCNSX 36 893110294123 01

bao phim vién (VD-28020-17)
424 1Donepezil ODT  |Donepezil Vién nén Hop 3 vix 10 USP 42 36 893110294223 01
10 hydroclorid (duéi  |phén tan vién; Hop 3 vi (VD-27036-17)
dang donepezil trong miéng {xé x 10 vién
hydroclorid
monohydrat) 10mg

425 |Fuxofen 20 Fluoxetin (dudi Vién nén Hop 3 vix 10 USP42 36 893110294323 01
dang fluoxetin bao phim vién (VD-27038-17)
hydroclorid) 20mg

426 |Gabapentin 600  |Gabapentin 600mg |Vién nén Hép 5vix 10 USP 42 36 893110294423 01

bao phim vién (VD-28022-17)
427 |Itopride Invagen |Itoprid hydroclorid |Vién nén Hop2vix 10 NSX 36 893110294523 01
50mg bao phim  |[vién (VD-27041-17)
428 {Metsav 1000 Metformin Vién nén Hép 10 vix 10 BP 2018 36 893110294623 01
hydroclorid 1000mg|bao phim vién (VD-25263-16)
429 |Olanzap 15 Olanzapin 15mg Vién nén Hop3vix 10 NSX 36 893110294723 01
phén tin vién (VD-27044-17)
trong miéng

430 |Olanzap 20 Olanzapin 20mg | Vién nén Hop 3 vix 10 NSX 36 893110294823 01
phén tan vién (VD-27045-17)

trong miéng
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+) SALUD CONG TY TNHH DP SALUD CONG HOA XA HOI CHU NGHIA VIET NAM
¥2  ___ Pharma ; Poc 1ap — Tw do — Hanh phic
S6: 68-2025/CV-SL
V/v: thay déi s6 ding ky thudc

TP Hé Chi Minh, ngay 16 thdng 04 ndm 2025

Kinh giri: S¢' Y té tinh Kién Giang
Cong ty TNHH Dugc pham Salud xin chan thanh cam on Quy S¢'Y té d3 tin tudng va nhiét tinh ung
ho chung tdi trong sudt thoi gian vira qua.
Can ¢ phu luc VI Thong tu 08/2022/TT-BYT ngay 05/09/2022 ctia B truong BO Y té quy dinh viéc
dang ky lwu hanh thubc, nguyén lidu lam thude;

Can ct quyét dinh s& 550/ QD-QLD ngay 02/08/2024 cta Cuc truong Cuc Quan ly Dugce V& viéc ban
hanh Danh muc 700 thudc san xuat trong nuéc duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 206;

Cén ctr Hb so dy thau G6i sb 2: G6i thau thube generic thong thuong, thude dy 4n Lya chon nha thau
cung cap thudc tap trung cdp dia phuong ndm 2023-2025 phuc vy diéu tri cho céc co so y té trén dia ban
thanh phé Cén Tho cia Céng ty TNHH Dugc phim Salud;

Can cr quyét dinh s6 163 0/Qb-SYT ngay 27/06/2024 cia S& Y té tinh Kién Giang vé viée phé duyét
két qua lua chon nha thiu Goi s6 4: Thude Generic nhom 4 thudc dy dn Lua chon nha thiu cung cép thudc

tap trung cip dia phuong nim 2023-2025 phuc vu didu tri cho céc co s& y té trén dia ban thanh phé Can
Tho;

Cong ty TNHH Dugc phéim Salud dé nghi thay d6i sé dang ky san phim Ubinutro theo thong tin gia
han gidy dang ky san phim trong quyét dinh s6 550/QD-QLD ngay 02/08/2024 ctia Cuc Quan Iy Dugc, cu
thé nhu sau:

e Tén thudc: Ubinutro - Hoat chit: Lysin + Vitamin + Khodng chat (Lysin + Vitamin B1 +
Vitamin B2 + Vitamin B6 + Vitamin PP + Kém) - Nong d9/Ham lwong: (1200mg + 26.7mg +
26.7mg + 26.7mg + 24mg + 40mg) - 120ml — Ma phan (16): PP2300629445 — Nhom 4.

- 86 dang ky thubc da tring thau: VD-16776-12.

- S6 ding ky thudc dé nghi thay d6i: 893100706224 (VD-16776-12).

(Dinh kém quyét dinh s6 550/Qb-QLD ngay 02/08/2024 cta Cuc truong Cuc Quéan ly Dugc Ve viée
ban hanh Danh muc 700 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh tai Viét Nam - Dot
206)

Ngoal ndi dung thay ddi trén, tat ca cac ndi dung khac duge gitt nguyén theo nhu hd so du thau.
Chung toi xin cam két vé tinh trung thuc cia hd so da ndp.

Kinh mong Quy S& Y té xem xét va chap thuan cong vin cua cong ty chung toi.
Tran trong cam on su hop tac cua Quy S¢ Y té.
Noi nhin:
- Nhutrén;
- KDXNK;
- Van thu;
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Ky boi: Cuc Quan
lv Dugc
Cuq an: B3 Y té

e BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic
sé: 550 /Qb-QLD Ha Noi, ngay 02 thang 08 ndm 2024

QUYET bINH
0 ban hanh Danh myc 700 thubc san xuét trong nwéc
-': han glay dang ky lwu hanh tai Viét Nam - Dot 206

) CUC TRUONG CUC QUAN LY DUQC
& ("\\é
camrcir Ludt Duwoce sO 5 105/2016/0H13 ngay 06/4/2016;
Can cir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chikc ndng, nhiém vy, quyen han va co céu t6 chike ciia B Y té;

Can cie Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia Bo truémg Bo Y té quy
dinh chitc ndng, nhiém vy, quyén han va co céu t6 chite ciia Cuc Quan Iy Duoc thuéce
Bj Y té;

Can cir Thong tur s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo truong Bé Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thubc;

Céin cir két luén ciia Hpi dong t van cap gidy ding ky luu hanh thuéc, nguyen
liéu lam thuéc - BS Y té dot 206 tai Cong van s6 60/HDTV-VPHD ngay 20/6/2024 cua
Viin phong Hoi dong tw van cdp GDKLH thuéc, nguyén liéu lam thuée;

Theo dé nghi ciia Trirdng phong Péng ky thuée, Cuc Quén Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 700 thudc san xuét trong
nudc dugc gia han glay dang ky luu hanh tai Viét Nam - Dot 206, cu the

1. Danh muc 479 thudc san xuét trong nuéc duge gia han g1ay déang ky luu
hanh hi¢u lyc 05 nam (Phu luc I kém theo).

2. Danh muc 193 thudc san xuét trong nuéc dugc gia han gidy dang ky luu
hanh hiéu luc 03 nam (Phu luc Il kem theo).

3. Danh muc 28 thudc san xuét trong nude duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phy luc IIT kém theo).

Pidu 2. Co so san Xuit va co s& dang ky thudc c6 trach nhidm:

1. San xut thudc theo ding cac ho s0, tai liéu da ding ky vi Bo Y té va phai
in sé dang ky dugc Bo Y te Viét Nam c4p lén nhin thude.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi ¢6 Gidy
chtmg nhén du didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dac biét phu hop v6i pham vi hoat dong cta co s¢ dap ung quy dinh tai khoan 5 Pidu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cuia Chinh pht quy dinh chi tiét mot
sO diéu va bién phap thi hanh Lu4t Dugec.

3. Thyc hién viéc cap nhét tiéu chudn chét luong cua thude theo quy dinh tai
Thong tu sd 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truéng B Y té quy dinh ve
chét luong thude, nguyén lidu lam thude.

4. Thudc dugce gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhin thudc, t& huéng dan st dung thudc theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong BO Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Pidu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han giéy déng ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
gidy dang ky Iuu hanh theo Quyét dinh nay c6 thay dbi v& ndi dung hanh chinh phai
san xuét va luu hanh véi cac noi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co sd dang ky thude phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu luc cla gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co s ding ky phai c6 trach nhiém thuc
hién thay ddi co s¢ dang ky theo quy dinh tai Thong tu s& 08/2022/TT-BYT trong thoi
han 30 ngay ké tur ngay co so dang ky khong con du didu kién hoat dong.

7. Co s& san xuét thude phai bao dam cac diéu kién hoat dong ctia co s& san
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude.

8. Cac thuoc dugc gia han gidy déng ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung so dang ky da cap trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop vdi céc co sé didu tri dé thuc hién theo ding cac quy dinh hién
hanh v& thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mubn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Didu 5 Thong tu 50
08/2022/TT-BYT dbi véi céc thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay co hi¢u luc ké tir ngay ky ban hanh.

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

Noi nhn: ~ CUC TRUONG
- Nhu Diéu 4; 5

- BT. Pao Héng Lan (dé b/e);
- TT. B Xuan Tuyén (de b/c); ]
- Cuc Quény - Bo Quéc phong, Cuc Y té - Bo Cong ana?' &
-Cuc Y t€ GTVT - Bd Giao thdng van tai;
- Téng Cuc Hai quan - Bo Tai chinh; :
- Béo hlem x4 hoi Viét Nam; P

-B0 Y té: Vu PC, Cye QLYDCT, Cuc QLKCB, Thanh tra " Vii Tun Cudmg
B0, Van phong HDTV cap GDKLH thudc, NLLT;

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

- Tdng Cong ty Duoc Viét Nam - Cdng ty CP;

- Cac Bénh vién, Vién 6 giudng bénh trye thude BO Y té;

- Trung tdm mua sam tap trung thudc qudc gia;

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

Website;

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




DANH MUC 193 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc II

TAI VIET NAM HIEU LUC 03 NAM - DOT 206

(Kém theo Quyét dinh s6 550  /OD-QLD ngay 02  thing 08 ndm 2024
cua Cuc Quan Iy Dwoc)
STT Tén thude Hoat chét chinh - Dang bao | Quy cach déng go6i | Tiéu Tudi S dang ky | Sb
Ham lwong ché chuén | tho gia han lin
: (thang)| (S6 ding ky | gia
da cip) han
1) @) (€] @ ©) Q) Q) ® ®
1. Co s& ding ky: Cong ty ¢o phan 23 thang 9 (Dia chi: 11 Tan Héa, Phuong 14, Quén 6, Thanh Phd Ho Chi Minh, Viét
Nam)
1.1. Co s& sin xudt: Cong ty ¢b phin 23 thang 9 (Dia chi: 11 Tan Héa, Phudng 14, Quéan 6, Thanh Phé Ho Chi Minh, Viét
Nam)
1 |Dotioco Magnesi hydroxyd |Hdn dich Hop 10 goi x 10g; NSX 36 [893100700524 1
400mg; Nhom oxyd ubng Hop 20 gdi x 10g; (VD-29604-18)

(dudi dang nhdm
hydroxyd kho)
200mg

Hop 30 goéi x 10g

2. Co s& diing ky: Cong ty Cé phin Duwgc - VAt Tu y t& Nghé An (Dia chi: S§ 68, dudng Nguyén Sy Sach, phuong Hung

Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam) 5

2.1. Co sé san xudt: Cong ty C6 phin Dugc - Vat tu y té Nghé An (Pia chi: S6 68, dudng Nguyén Sy Séach, phuong Hung B

Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam) GT

2 |Alpharusa Alpha chymotrypsin |Vién nén Hop 10 vix 10 vién, [ NSX 24 1893110700624 1 ?: :
(twong Gng voi phén tan Hop 3 vi x 10 vién (VD-30975-18) ;

Alpha chymotrypsin LUI

4200 don vi USP) P_ﬁ

4,2mg =

3. Co s& diing ky: Cong ty ¢d phan Dugc - Vat tw y t& Thanh Hoéa (Dia chi: S6 232, Tran Phd, phudng Lam Son, Thanh
phd Thanh Héa, tinh Thanh Ho4, Viét Nam)
3.1. Co s& san xuit: Cong ty cd phin dugc - vt tury t& Thanh Ho4 (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Ho4, Viét Nam)

3 [Saprozin K&m (duéi dang Thube cdm  |Hop 25 gbi x 3g; NSX | 36 [893100700724 | 1
K&m gluconat 70mg) Hop 30 goi x 3g (VD-29961-18)
10mg

4 |Thepacol 120 Paracetamol 120mg  |Thudc bot Hop 10 goi x 1,5g; NSX 36 |893100700824 | 1

pha hdn dich [Hop 20 géi x 1,5g; (VD-26372-17)
udng Hop 30 gbi x 1,5g

4. Co s& ding ky: Cong ty c6 phin dwgec ATM (Bia chi: VP 26, ting 26 toda elip, 110 Tran Phu, Phuong M Lao, quan Ha
Dbong, thanh pho Ha Noi, Viét Nam)
4.1. Co s& san xuit: Cong ty c¢b phin dwgc vat twy té Hai Dwong (Dia chi: S6 102 Chi Lang, phudong Nguyén Trai, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)

5

Cinepark - D

Lo 5ml chia:
Dexamethason
phosphat Smg;
Ofloxacin 15mg

Dung dich
nhd mét, nhé
tai

Hop 1 lo x 5ml; Hop
11ox8ml; Hop 1 lo
x 10ml

NSX

893110700924
(VD-28776-18)

1

5. Co s& diing ky: Cong ty C6 phin Duwge Danapha (Pia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quén
Thanh Khé, thanh phb Pa Néng, Viét Nam)
5.1. Co s& san xuét: Cong ty C6 phin Dugc Danapha (Pia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quan
Thanh Khé, thanh phé Pa Ning, Viét Nam)



7

STT|  Tén thubc Hoat chit chinh - | Dangbao | Quy cich déng goi | Tiéu | Tudi | S6dingky | S6
Ham lugng ché chuin | tho gia han lAn

(thang)| (SO dangky | gia
da c:?'lp) han

1) €)) [€)) Q) (3) (6 (7 ®) ®

23. Co's6 diing ky: Cong ty cb phin dwgc phim Minh Dan (Dja chi: L6 E2, duong N4, KCN Hoa X4, Phuong Loc Hoa,
TP Nam Dinh, Tinh Nam Dinh, Viét Nam)

23.1. Co sé& san xuit: Cong ty ¢ phin dugc phim Minh Dan (Dia chi: Lo E2, duong N4, KCN Hoa X4, Phuong Loc Hoa,
TP Nam Dinh, Tinh Nam Dinh, Viét Nam)

55 |Cefaclor 500mg [Cefaclor (dang Vién nén nhai|Hop 10 vix 10 vién | NSX 36 1893110705924 | 1
Cefaclor (VD-29794-18)
monohydrat) 500mg

56 [Cefradin 500 mg |Cefradin 500mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 893110706024 | 1

phim (VD-29005-18)

23.2. Co s& san xuit: Cong ty ¢6 phan dwoc pham Minh Dan (Pia chi: L6 N8 - Buong N5 - Khu céng nghiép Hoa X4 -
Phudng My X4 - Thanh phd Nam Binh - Tinh Nam Dinh- Viét Nam)

57

Metronidazol
750mg/150ml

Metronidazole
750mg/150ml

Dung dich
tiém truyén

Hop 1 1o x 150ml

NSX

24

893115706124
(VD-30437-18)

24. Co s& diing ky: Cong ty ¢b phan dugc pham Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi Xuyén,TP. Nam Dinh,

Tinh Nam Dinh, Viét Nam)

24.1. Co sé san xuit: Cong ty ¢ phin dwge phdm Nam Ha (Pia chi: 415 Han Thuyén, phuong Vi Xuyén, TP. Nam Dinh,
Tinh Nam Dinh, Viét Nam)

58

Ubinutro

Lo 90ml chira:

Ké&m (dudi dang
ZnS0O4.H20) 30mg;
Lysine hydroclorid
900mg; Vitamin B1
20mg; Vitamin B2
20mg; Vitamin B6
20mg; Vitamin PP
18mg

Sird

Hop 1 1o 90ml; Hop
110 120ml; Hop 1 lo
150ml

NSX

893100706224
(VD-16776-12)

S/

-
2% ||-|1'Y‘J'\'

T

25. Co s& diing ky: Cong ty C6 phin Dwge pham OPC (Pia chi: 1017 Hng Bang, Phuong 12, Quan 6, TP. Ho Chi Minh,
Viét Nam)

25.1. Co s& san xuét: Chi nhénh Cong ty C6 phin Dugc phim OPC tai Binh Duong - Nha may Duwgc phdm OPC (Dia
chi: 86 09/BDX04-TH, Té 7, Khu phé Tan Héa, Phudng Tan Vinh Hiép, Thi x4 Tan Uyén, Tinh Binh Duong, Viét Nam)

59 [Cao sao vang Hop 4g chua: Cao xo0a Tuai 1 hop x 4g; Hop | NSX 36 (893100706324 1
Camphor 849,20mg; 1 hop x 10g; Hop 1 (VD-26922-17)
Menthol 425,20mg; chai x 20g
Tinh dau Bac ha :
525,20mg; Tinh dau
Dinh huong
130,80mg; Tinh dau
Qué 53,20mg; Tinh
diu Tram 210,80mg

60 |Vitamin AD Vitamin A 5000IU; [Vién nang Hop 4 vix 10 vién; NSX 36 893100706424 1
Vitamin D3 400U  |mém Chai 100 vién (VD-29054-18)

61 [Vitamin C 500mg |Vitamin C 500mg Viénnang  [Chai 100 vién NSX 36 893100706524 [ 1

cliing (VD-22956-15)




Céng ty TNHH Duwoc Phim IVY CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Ty do - Hanh phiic
S6: 36/2025/CV-IVY TP Ho Chi Minh, ngay 16 thing 04 nim 2025

V& viéc dinh chinh cap nh4t thong tin
thudc trung thau

CONG VAN XIN PiNH CHINH CAP NHAT
THONG TIN THUOC TRUNG THAU

Kinh giri: -SO Y TE KIEN GIANG

Tén nha thiu: Céng ty TNHH Dugc phim IVY
Dia chi: 22 Lé Tuén Mau, Phudng 13, Quén 6, TP.HCM.
Dién thoai: 09 06625455
Ma s6 thué: 0316 0297 35
Dai dién : Ong Pham DAc Xuan - Chirc vu: Gidm déc
Cong ty TNHH Dwgc pham IVY, chan thanh cdm on Quy Sé d4 tao didu kién cho
cong ty chung t6i tham dy d4u thau trong thoi gian vira qua.

- Can clr Quyét dinh s6 1630/QD-SYT ngiy 27 thing 6 nam 2024 cia S& Y té tinh
Kién Giang vé viéc phé duyét két qua Iua chon nha thau cung cap thuée tap trung tinh
Kién Giang, giai doan 2023-2025 (dot 3);

- Can cir quy dinh vé thay ddi thong tin thude triing thiu tai diéu 15 muc 3¢ cua théng
tur 07/2024/TT-BYT ngay 17 thang 05 nim 2024 cia Bo Y Té;

Bospicine 200 ) :

- Cén ctr Quyét dinh s6 402/QP-QLD ngay 18 thang 06 nim 2024 cua Cuc Quan ly
Dugc vé viéc ban hanh danh muc 394 thude, nguyén lidu 1am thube san xuit trong nudce
nuée duge gia han gidy déng ky lwu hanh tai Viét Nam -Pot 201,

Myspa : g

- Can ctr Quyét dinh sb 851/QD-QLD ngay 19 thang 12 nim 2024 cia Cuc Quan ly
Duoc vé viée ban hanh danh muc 869 thudc, nguyén lidu 1am thudc san xuit trong nudc
nuée dugce gia han gidy déng ky Iuu hanh tai Viét Nam -Dot 214;

Hién nay, san phim Bospicine 200, Myspa cua cong ty chiing t6i da duge Cuc Quan
Ly Dugc cip sd dang ki méi va sip t6i sé dugce san xuat theo sé dang ki méi nay. Vi vay
cong ty chung t6i kinh dé nghi Quy S& cho phép Cong Ty Thay ddi cap nhat thong tin
thube da trang thau, cu thé nhu sau :



Thong tin xin dinh chinh
Tén sdn Quy | Nhasin
S pham Thanh } cich | xudt— | S§ding
Maiphan, (16) tring phin | Hamheomg| oo Nubc | kydi | S6dingky
thau go6i sdn xuat tring xin thay doi
thau
wan1 | e
S VI, 2 893110507824
PP2300628804 P Cefpodoxim 200mg vi, 10 s VD- (VD-31761-
1 200 : pham Me
vix 10 - 31761-19 19)
vién Di Sun-
Viét
Nam
Cong ty
i C6 phan
Hop 3 Dirse VD.- 893110217600
5 PP2300629292 Myspa Isotretinoin 10mg vix 10 ol M 22926-15 (VD-22926-
vién : 15)
Di Sun-
Viét
Nam

Chung t6i xin cam két cac théng tin vé chét lrong san pham khéng thay d6i,va céc
thong tin con lai nhu nha san xut, dang bao ché.v.v. néu trén 13 khong c6 gi sai khac.

Kinh mong Quy S& chip nhan cong van clia cong ty ching toi.
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3 N E%bfyi:v CCUC QUAN
| e kgl 3 Lo i > b
@ Wi BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 1ap - Tw do - Hanh phiic
Sé: 851 /QBb-QLD Ha N¢i, ngay 19 thdng 12 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 869 thudc, nguyén liéu lam thudc sin xuit
trong nwéc dwge gia han giay ding ky lwu hanh tai Viét Nam - Dot 214

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Dwoc s6 105/201 6/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh 56 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy
dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chire ciia B Y té;
Cén cir Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 ciia BS trucng Bj Y té

quy dinh chikc ndng, nhiém vy, quyén han va co céu t6 chire ciia Cuc Quan ly Duoc %
thuoc Bo Y té; V%

Can cir Thong tw 56 08/2022/TT-BYT ngdy 05/09/2022 ciia Bé truéng B Y 16
quy dinh viéc dang ky hwu hanh thudc, nguyén liéu lam thudc;

Céan cik két lugn cia Hoi dong tw van cdp gidy ding kp lwu hanh thude,
nguyén ligu lam thuoc - BY Y té dot 214 tai Cong vin sé 99/HDTV-VPHP ngay
21/11/2024 ciia Van phong Hpi dong tw van cdp GPKLH thuéc, nguyén licu lom
thuéc;

Theo dé nghi ciia T rwong phong Diing ky thudc, Cuc Quan Iy Duoc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh myc 869 thudc, nguyén
liéu 1am thudc san xut trong nuéc duoc gia han gidy ding ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thudc, nguyén liéu 1am thudc san xudt trong nudc dugc gia
han gidy ding ky luu hanh hiéu lyc 05 nam (Phu luc I kém theo).

2. Danh muc 208 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hi¢u lyc 03 ndm (Phu luc IT kém theo).

3. Danh muc 35 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh higu luc dén 31/12/2025 (Phu luc 111 kém theo).

Diéu 2. Co s¢ san xuét va co s dang ky thubc c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai liu da ding ky v6i Bo Y té va
phai in hogc dén s6 déng ky duge Bo Y té Viét Nam cAp 1én nhan thuéc.

2. Chi dugc san xuat, dua ra Iuu hanh céc thubc kiém soat dic biét khi c6
Gidy ching nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai
kiém soat dic bi€t phu hgp v6i pham vi hoat dong cia co sé dap ung quy dinh tai
khoan 5 Diéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét mot s didu va bién phép thi hanh Luit Duoc.

3. Thuc hién viéc cgp nhét tiéu chuan chat lugng ciia thudc theo quy dinh tai
Thong tur s6 11/2018/TT-BYT ngay 04/5/2018 cita B§ truéng B Y té quy dinh vé
chit lwong thudc, nguyén liéu 1am thude.



Phu luc I :
DANH MUC 626 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY
DANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 214

(Kém theo Quyét dinh s6 851 /OD-OLD ngay 19  thing 12 ném 2024
cua Cyc Quan Iy Duoc)
STT| Tén thudc Hoat chit chinh - |Dang bao ché| Quy cich dong goi | Tieu | Tudi | So ding ky | S6
Ham lwong chuén tho gia han lan
(thang)| (S6 dingky | gia
di cip) han
(0] 2 3 “) ()] ()] @ () (&)

1. Co s¢ diing ky: Chi nhanh Resantis Viét Nam - Cong ty TNHH mét thanh vién Dwoc Sai Gon

Sa, phudng 14, quén 3, Thanh ph H3 Chi Minh, Viét Nam)
1.1. Co 56 san xuit: Chi nhanh Resantis Viét Nam—Cong ty TNHH m#t thanh vién Dwgc Sai Gon (Pia chi: S6 01 VSIP,

dudng s6 3, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh ph6 Thuan An, tinh Binh Duong, Viét Nam)

(Pia chi: 702 Truong

1 |Cinnarizine RVN |Cinarizin 25mg Vién nén Hop 3 vi x 10 vién NSX 36 | 893100197800 | 1
(VD-27427-17)
2 |Lifextend Clopidogrel (duéi 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 vi x 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 v (VD-27428-17)

2. Co sé' diing ky: Céong ty c6 phan 23 thing 9 (Dia chi: 11 T4n Héa, Phuong 14, Quén 6, Tp. H6 Chi Minh, Viét Nam)
2.1. Co sé'sin xuit: Cong ty cb phin 23 thing 9 (Pia chi: 11 Tén Héa, Phuong 14, Quan 6, Tp. Hb Chi Minh, Viét Nam)

6 |Ibulivi Ibuprofen 100mg/5ml |Hén dich uéng Hop 10 g6i x Sml; NSX 36 | 893100198300 | 1
Hop 20 géi x Sml; (VD-32601-19)
Hop 30 goi x Sml

7 |Ironagan Mbi 10ml chira: Dong [Dung dich ~ |Hop 10 dng, 20 éng, | NSX | 36 | 893100198400 | 1

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

uodng

30 6ng x 10ml

(VD-32602-19)

3. Co st diding ky: Cong ty co phan DTS Viét Nam (Pia chi: S5 18, t6 51,

Noi, Viét Nam)

3.1. Co s& sdn xuiat: Cong ty cb phin dwoc phim Nam Ha

ph6 Nam Binh, tinh Nam Binh, Viét Nam)

phuong Quan Hoa, quan Cau Gidy, thanh phé Ha

(Dia chi: S6 415, duong Han Thuyén, phuong Vi Xuyén, thanh

8 |Benfoheal 150 Benfotiamine 150mg |Vién nén bao Hop 3 vix 10 vién; | NSX 36 893110198500 | 1
phim Hop 6 vi x 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCI 5mg | Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110198600 | 1
Hop 5 vi x 10 vién (VD-18670-13)
10 [Dusodril 300 Thioctic acid 300mg | Vién nang Hop 3 vix 10 vién; | USP 36 |893110198700 | 1
cliing Hop 6 vi x 10 vién hién (VD-28774-18)
hanh

4. Co sé ding ky: Cong ty c6 phan Duoc - Vit tw y té Thanh Héa (Dia chi:

phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

S6 232, Tran Phu, phudong Lam Son, Thanh

NG \\

(&
{ ©PSIg

12 vt



20

STT|  Tén thuée Hoat chat chinh - |Dang bao ch&| Quy cich dong gi | Tieu | Tudi | S6 ding ky | S6
Ham lugng chuin | the gia han lin
(thing)| (S6 dingky | gia
da cap) han
@) 2 (€)] ) 3) (6) () tJ) ()]
196 |Hypedalat Lacidipin 4mg Viénnén bao |Hop 3 vi, 10 vix 10 | NSX 36 893110217300 1
phim vién (VD-34192-20)
197 |Amedtonin 2 Risperidon 2mg Viénnén bao |Hop 3 vix 10 vién; | NSX 36 | 893110217400 | 1
phim Hoép 10 vi x 10 vién; (VD-34189-20)
chai 100 vién

35. Co'sé diing ky: Cong ty 6 phin duge phim Me Di Sun (Dja chi: S 521, Khu phd An Loi, Phuong Hoa Loi, Thi x3
Bén Cét, Tinh Binh Duong, Viét Nam)

35.1. Co sé san xuit: Céng ty ¢b phin dugc phim Me Di Sun (Pia chi: 521 Khu ph An Loi, Phudng Hoa Lgi, Thi x3 Bén
Cat, Tinh Binh Duong, Viét Nam)

Hop 1 tuyp x 12g;
Hop 1 tuyp x 15g;
Hop 1 tuyp x 20g;
Hop 1 tuyp x 25g;

Hop 1 tuyp x 30g

198 |Gucanat M®i 10ml chira: Pong Dung dich Hop 20 éng x 10ml | NSX 36 | 893110217500 | 1

(duéi dang dong udng (VD-31762-19)

gluconat) 0,7mg;

Mangan (dudi dang

mangan gluconat)

1,33mg; Sét (dudi

dang sit gluconat)

50mg N
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vi x 10 vién | NSX 36 [ 893110217600 | 1 |° \\

mém (VD-22926-15) \lé ;‘-)"

UV TImmulimus U, T | I acrolimus U,UUIg/1g 1nuéc mo Hop T'tuyp X 1Ug, INSA 30 SISTIUZT /70U I ’ }LE/)

(VD-26879-17)

36. Co's¢ diing ky: Céng ty C6 phan Dugc phim Medbolide (Pia chi: Phong 09, 14u 10, toa nha The EverRich 1,56 968
duong Ba Thang Hai, phuong 15, quéan 11, Tp. Hd Chi Minh, Viét Nam)

36.1. Co sé san xuat: Céng ty c¢6 phian dwgc Medipharco (Dia chi: 08 N

Hué, Tinh Thira Thién Hué, Viét Nam)

guyén Truong Td, Phudng Phuéc Vinh, Thanh phé

201 [Menzag Diflorason diacetat ~ [Thudc m& boi 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 sé sin xuit: Cong ty cb phin dwgc phim Me Di Sun (Dia chi: S6 521, khu phd An Lo, phuong Hoa Loi, thi x3
Bén Cét, tinh Binh Duong, Viét Nam)
202 |Camoas Flavoxate Viénnénbao [Hop3vix 10vién |USP38| 36 [893110217900 | 1
hydrochloride 200mg |phim (VD-25205-16)
203 |Locgoda 0,1% Mometason furoat Kembdida |Hop 01 tuyp x 15g NSX 36 | 893100218000 | 1

15mg/15g

(VD-34198-20)

37. Co sé ding ky: Cong ty ¢ phian Dugc phim Minh Dén (Pia chi: L6 E2,

Thanh phé Nam Bjnh, tinh Nam Binh, Viét Nam)

37.1. Co sé san xuit: Cong ty cb phin Dugc phim Minh Dén

(Pia chi: L6 E2, Puong N4, Khu cong nghiép Hoa X4,
Phuong Loc Hoa, Thanh phé Nam Binh, Tinh Nam Dinh, Viét Nam)

Budng N4, KCN Hoa X4, Phudng Loc Hoa,

204

Cefadroxil
1000mg

Cefadroxil (duéi
dang cefadroxil
monohydrat) 1000mg

Vién nén bao

phim

Hdp 10 vi x 10 vién

NSX

36

893110218100
(VD-34199-20)
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Ky bai: Cuc Qugn-- I

| Comt p 02 '/SB‘?‘;\ TE CONG HOA XA HQI CHU NGHIA VIET NAM
e C QUARLY DUQC Péc 14p - Tw do - Hanh phiic
;’ﬁ% INHH  \= ||
:R‘; pUSEr 4020M /OD-QLD Ha NGi, ngéy 18 théng 06 ndm 2024
Yo\ IVY /g
N\ - QUYET PINH

ﬁi‘:@‘é& \/'/iéc ban hanh Danh muc 394 thudc san xuit trong nwoéc
dwgc gia han giay diing ky lwu hanh tai Viét Nam - Dot 201

CUC TRUOGNG CUC QUAN LY DUQC

Can cir Ludt Dugc s6 105/201 6/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngdy 15/11/2022 cia Chinh phi quy dinh
chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia B truomg Bo Y té quy
dinh cf,ni’c nang, nhiém vy, quyén han va co céu té chire ciia Cuc Quan ly Duoc thudc
Bo Y té;

Can cir Thong tw 56 08/2022/TT-BYT ngay 05/09/2022 cia Bé trucng Bo Y 16
quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thudc;

Cén cie két lugn cia Hpi dong tw vén cdp gidy dang ky luu hanh thuéc, nguyén
liéu lam thudc - B6 Y té dot 201 tai Cong vin s8 49/HDTV-VPHD ngay 22/5/2024 cia
Van phong Héi dong tir vén cdp GDKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi ciia Ty ruong phong Pdng ky thuoc, Cuc Quan Iy Duoc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 394 thudc san xuét trong
nudc dugce gia han gi:?iy déng ky Iuu hanh tai Viét Nam - Dot 201, cu thé:

1. Danh muc 292 thubc san xuét trong nuéc duoc gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 82 thudc san xuAt trong nuéc dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc II keém theo).

3. Danh muc 20 thudc san xuit trong nudc duge gia han gidy ding ky luu hanh
higu luc dén 31/12/2025 (Phu luc III kém theo).

Diéu 2. Co s& san xuét va co so ding ky thubc c6 trach nhiém:

1. San xuét thubc theo diing cac hd so, tai lidu da ding ky véi Bo Y 6 va phai
in sb déng ky duge Bo Y té Viét Nam c4p 1én nhan thubc.

2. Chi duoc san xudt, dua ra luu hanh cac thube kidm sodt dic bist khi c6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
déc biét phu hop véi pham vi hoat dong clia co s¢ dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
sb diéu va bién phép thi hanh Luat Dugc.

3. Thyuc hién viéc cap nhat tiéu chuin chit lugng cta thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truéng Bo Y té quy dinh vé
chat lugng thude, nguyén li¢u lam thudc.

4. Thube dugc gia han gidy ding ky lwu hanh tai Quyét dinh nay nhung chua
ndp hd so cép nhat ndi dung nhin thudc, to huéng dan st dung thudc theo quy dinh
ciia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai thuc




DANH MUC 292 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

(Kém theo Quyét dinh s6 402

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - POT 201

cua Cuc Quan ly Duoc)

/OD-QLD ngay 18 thdng 06 ncm 2024

STT|  Tén thudc Hoat chat chinh - | Dangbao [ Quy cich déng goi | Tieu | Tuei | Sb dingky | S6
Ham lwong ché chuén | tho gia han lin
(thang)| (SO ding ky gia
da cz‘lp) han
1 (2) 3) “) Q) (6) (@) [C)) &)

1. Co's6 diing ky: Céng ty co phin cdng nghé sinh hoc - dwge phim ICA (Bia chi: Lo 10, dudng s6 5, khu cong nghiép
Viét Nam - Singapore, Thanh ph6 Thuan An, Tinh Binh Duong, Viét Nam)
1.1. Co sé sin xuat: Cong ty cb phin cdng ngh¢ sinh hoc - dwge phim ICA (Pia chi: L6 10, duong s6 5, khu cong nghiép
Viét Nam - Singapore, Thanh ph6 Thuan An, Tinh Binh Duong, Viét Nam)

1 |Caricin

Clarithromycin
500mg

Vién nén
bao phim

Hoép 3 vi x 4 vién;
chai 350 vién

NSX

36

893110476624
(VD-15312-11)

2. Co st diing ky: Cong ty ¢o phin Dwgc - Vit twry t& Thanh Héa (Dia chi: S 232 Tran Phu, phudng Lam Son, thanh ph
Thanh Hoéa, tinh Thanh Héa, Viét Nam)
2.1. Co s6 sdn xuét: Cong ty cb phin Dugc - Vit tu y t€ Thanh Héa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Héa, Viét Nam)

2 |Clindathepharm  [Clindamycin (duéi  |Vién nang (Hop 10vix 10 vién [DDVN | 24 |893110476724 1
capsule dang Clindamycin cliing v (VD-17651-12)

HCI) 300mg

3 |Leukas Montelukast (duéi Vién nén Hop 2 vi x 10 vién NSX 24 | 893110476824 1
dang Montelukast bao phim (VD-17655-12)
natri) Smg

4 |Theprilda Indapamid 1,25mg; [Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110476924 1
Perindopril erbumin Hop 20 vi x 10 vién; (VD-30662-18)
4mg Hop 50 vi x 10 vién

5 |Thezyung Cetirizin Vién nén Hop 10 vi x 10 vién; [DDVN 36 893100477024 1
dihydrochlorid 10mg |[bao phim Hop 50 vix 10 vién; [ IV (VD-17663-12)

Hop 100 vi x 10 vién

3. Co st ding ky: Cong ty co phan dwrgc Apimed (Dja chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phd Ho Chi

Minh, Viét Nam)

3.1. Co s6 san xuit: Cong ty cb phin dwgc Apimed (Pia chi: Pudng N1, cum céng nghiép Phii Thanh - Vinh Thanh, xa

Vinh Thanh, huyén Nhon Trach, tinh Ddng Nai, Viét Nam)

6 |Allerpa Loratadin 5mg Dung dich  [Hop 10 6ng x 5ml, NSX 24 | 893100477124 1
ubng Hop 20 6ng x 5ml, (VD-31462-19)
Hoép 1 chai x 30ml
7 |Apidom Domperidon (duéi Hon dich Hop 30 géi x 5ml; NSX 24 | 893110477224 1
dang domperidon udng Hop 30 g6i x 10ml; (VD-30933-18)
maleat) Smg Hop 1 chai x 30ml
8 |Nooapi 1200 Piracetam 1200mg  |Vién nén Hop 10 vi x 10 vién | NSX 24 | 893110477324 1
bao phim (VD-31035-18)

4. Co sé ding ky: Cong ty ¢6 phan Dugc DPong Nai (Dia chi:

phé Bién Hoa, tinh Déng Nai, Viét Nam)

4.1. Co sé san xuit: Céng ty ¢6 phin Dugc Pong Nai (Dia chi: S6 221 B, duon

ph Bién Hoa, tinh Dong Nai, Viét Nam)

S6221 B, dudng Pham Van Thuén, phuong Tén Tién, thanh

g Pham Vian Thuan, phuong T4n Tién, thanh

9 |Toptropin 800 mg

Piracetam 800mg

Vién nén
bao phim

Hop 10 vi x 10 vién

NSX

36

893110477424

(VD-25588-16)
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STT

Tén thudc Hoat chat chinh - Dang bao | Quy cich déng g6i | Tiéu | Tudi S6 diing ky So6
Ham lugng ché chuin tho gia han lin
(thing) | (SO dingky | gia
da cip) han
) 6) €) Q) ) _ ©® | O ® ®)
11 |BocalsoNTB Calci lactat Dung dich [Hop 6 vi x 5 6ng NSX 24 893100506824 1
pentahydrat (twong  [ubng 10ml (VD-32823-19)
duong 64,9mg calci)
500mg
12 [Disoverim 100mg |Cefpodoxim (dudi  [Vién nén Hop 2 vi, 10 vix 10 | NSX 36 893110506924 1
dang Cefpodoxim phén tin vién (VD-32825-19)
proxetil) 100mg
13 [Mezatrihexyl Magnesi trisilicat Vién nén Hop 6 vi x 10 vién NSX 36 | 893100507024 1
250mg; Nhom nhai (VD-32826-19)
hydroxyd 120mg
14 |Pasepan Cafein 15mg; Vién nén Hoép 10 vi, 20 vi, 50 | NSX 36 893110507124 1
Paracetamol 300mg; vi x 10 vién; Lo 200 (VD-32515-19)
V0 sita (dudi dang vién; Hop 1 lo 50
cao ddc vo sita 1/20) vién, 70 vién, 120
Smg vién, 200 vién
15 |Trivitamin B Nicotinamid 15mg; |Viénnang |Hop 10 vix 10 vién, | NSX 36 [ 893110507224 1
complex Riboflavin 1mg; cing Lo 100 vién (VD-32517-19)
Thiamin hydroclorid
Img
16 |Vitamin A-D Vitamin A (Retinyl |Viénnang |Hop 1 lo 100 vién NSX 36 893100507324 1
palmitat) 2500IU, mém (VD-32831-19)
Vitamin D3
(Cholecalciferol)
25010

10. Co's& diing ky: Cong ty ¢6 phin Dwgc phdm Khanh Hoa (Dia chi: S 74 Duon

Thanh ph Nha Trang, tinh Khénh Hoa - Viét Nam)

10.1. Co sé' san xuit: Cong ty c6 phin Dugc phim Khinh Hoa

thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

g Thong Nhét, phudng Van Thing,

(Dia chi: Puong 2/4, khém Déng Bic, phudong Vinh Hoa,

17 |Katoniron B9 Acid folic 0,4mg; Vién nén Hop 03 vi x 10 vién, | NSX 36 893100507424 1
St II sulfat kho bao phim Hop 10 vi x 10 vién (VD-32623-19)
160mg

18 |Niphadal Nefopam Viénnang [Hop3vix 10vién, | NSX 36 [ 893110507524 1
hydroclorid 30mg climg Hop 10 vi x 10 vién (VD-32851-19)

19 [Vitamin Bl Thiamin hydroclorid |Viénnang [Hop 10 vi x 10 vién, | NSX 36 | 893110507624 1
250 mg cling Hop 1 chai x 100 (VD-19390-13)

vién, Hop 1 chai x
200 vién

11. Co's& ding ky: Cdng ty c6 phin dwgc phim Me Di Sun (Dia chi: S6 521, Khu ph6 An Loi, Phuong Hoa Loi, Thi xa

Bén Cét, Tinh Binh Duong, Viét Nam)

11.1. Co'sé' san xuat: Cong ty ¢ phin dwgc pham Me Di Sun (Pia chi: 86 521, Khu phd An Lo, Phuong Hoa Loi, Thi x3

Bén Cat, Tinh Binh Dwong, Viét Nam)

20 |Bospicine 100 Cefpodoxim (du6i  [Viénnang [Hop 1vi, 3 vi, 10 vi | NSX 36 893110507724 1
dang cefpodoxim cling x 10 vién (VD-31760-19)
proxetil) 100mg

21 |Bospicine 200 Cefpodoxim (du6i  [Viénnang [Hop 1vi,3 vi, 10 vi | NSX 36 893110507824 1
dang cefpodoxim cing x 10 vién (VD-31761-19)

proxetil) 200mg




¢ Luw
CONG TY CO PHAN HOA — DUGQC PHAM CONG HOA XA HOI CHU NGHIA VIET NLAM
MEKOPHAR Doc Lap — Tu Do — Hanh Phtic

297/5 Ly Thuong Kiét, P.15, Quéan 11, Tp. HCM
$6: 199 /KHKD

Kinh giri: - S& Y Té tinh Kién Giang
- Céc co sé' y té tinh Kién Giang

Théng bio vé viée cip nhit gia han s6 ding ky ciia sin pham trang thau Goi $6 2: G6i thau thudc
generic thong thwong thudc ké hoach lwa chon nha thiu cung cap thude tap trung tinh
Kién Giang, giai doan 2023-2025 (dot 3)

Can cr Quyét dinh sb 1630/QD-SYT ngay 27/6/2024 cua S¢ Y té v& viéc phé duyét két
qué lya chon nha thdu Go6i sb 2: Goi thiu thube generic thong thudng thude ké hoach lya chon
nha thau cung cip thubc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Chung t6i, Cong ty C4 Phin Hoa - Dugc phdm Mekophar tham gia du thiu thube va da
dugc duyét trang thdu Goi sé 2: G6i thiu thube generic thong thudng thudc ké hoach Iua chon
nha thiu cung cap thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3). Cac san pham
6 sb dang ky cii hét hiéu lyc, Cong ty ching tdi dd ndp kém theo cong van gia han hi¢u luc s6
déng ky tir Cuc Quan Ly Dugc.

Hién nay, Cong ty chung t6i d& dugc Cuc Quan Ly Duogc duyét cép sb dang ky gia han dbi
v6i san phdm Mekoamin S 5%, cu thé nhu sau:

) S6 diing ky di duyét triing thiu S6 diing ky gia han
Tén sian pham Quy
SIr tring thau cach
S6 ding ky Ngay cip (ﬁﬁ::g S6 ding ky Ngay cip Han dung
. Chai 893110857324
o ~ 1 ; X
1 Mekoamin S 5% 250ml VD-25369-16 | 05/09/2016 | 36 thang (VD-25369-16) 23/08/2024 36 thang

Céng ty C6 Phan Héa - Dugc phdm Mekophar s& cung Ung san phdm Mekoamin S 5% c6 s6

dang ky gia han 893110857324 thay the cho cdc san pham ¢6 s0 dang ky VD-25369-16 va cdc

san pham m&i c6 chat lwgng khong thay doi so vdi cac san pham c6 s déng ky cii. (Pinh kém

ban chup ho so san pham Quyét dinh cap so dang ky gia han cia san pham Mekoamin S 5%).

Xin tran trong thong bao dén Quy S& Y Té tinh Kién Giang va Cac co 56 y té tinh Kién Giang
xem x¢ét va ti€p nhan sadn pham clia cong ty chiing toi.

Tréan trong.
Tp. H6 Chi Minh, ngay 18 thang 04 nam 2025 |
CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR

TONG GIAM POC,/
Noi nhin: #530253 025357 '56\
- Nhu trén; ///’g%’ LONu TY
- Luu./. (;?,f' CG PHAN
« LHOA - DUGC PHAd
\ K AR IAY IR ; "i'*
\ ' 3 Arf

2?1. AU s
v, .



»+ Ky béi: Cyc Quan
7 ly Duqc
C ;BoY té

) BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
‘/ LQN(,\?D@ QUAN LY DUQC Poc 1dp - Tw do - Hanh phiic

( cO PHAN | @;

i - DUGC o3 607 /Qb-QLD Ha Noi, ngay 23 thdng 08 nam 2024
v /
\‘hH\GPHA /g-r .
7&7;-;._.6«0% QUYET DINH
S vé viéc ban hanh Danh muc 730 thudc sin xuit trong nwéc

dwoec gia han glay dang ky luu hanh tai Viét Nam - Dot 208

CUC TRUONG CUC QUAN LY DUQC

Céin cit Ludt Duwoc sé 105/2016/QH13 ngay 06/4/2016;
Cén cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chitc ndng, nhiém vy, quyén han va co cdu té chirc ciia BS Y té;
Cdin cir Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cia B¢ truong Bo Y 16 quy
dinh chitc ndng, nhiém vu, quyén han va co cdu 16 chitc ciia Cuc Quadn 1y Duoc thudc
Bj Y té;

Céin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo truéng Bo Y té

quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cir két ludn cua Hoi dong tw van cap gidy deing ky lwu hanh thude, nguyén
liéu lam thuéc - BY Y té dot 208 tai Cong van s6 72/HDTV-VPHD ngay 24/7/2024 cia
Vin phong Hoi dong tur vén cdp GPKLH thubc, nguyén ligu lam thudc;

Theo dé nghi ciia Truéng phong Déng ky thube, Cuc Quan by Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 730 thubc san xuét trong
nude dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 208, cy the

1. Danh muc 453 thubc san xuét trong nudc duoc gia han gidy dang ky luu
hanh hi¢u luc 05 ndm (Phu luc I kém theo).

2. Danh myc 219 thude san xuét trong nudc duge gia han gidy ding ky luu
hanh hi¢u lyc 03 nam (Phu luc II kém theo).

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

Piéu 2. Co so san XuAt va co s& dang ky thudc ¢6 trach nhiém:

1. Sén Xuat thudc theo dung céc hd so, ta1 liéu da dang ky voiBO Y t& va phai
in hodc dan sé dang ky dugc BO'Y té Viét Nam c4p 1én nhén thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thube kidm soét dic biét khi c6 Gidy
chiing nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop véi pham vi hoat dong clia co s¢ dép tmg quy dinh tai khoan 5 Didu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Duoc.

3. Thye hién viéc cép nhat tiéu chuén chét luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng Bo Y té quy dinh vé
chit lugng thubc, nguyén liéu lam thude.

4. Thude duoc gia han gidy dang ky Iuu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thudc, tor huéng din st dung thube theo quy dinh
clia Thong tu 01/2018/TT-BYT ngay 18/01/2018 clia B trudng Bo Y té thi phai thuc
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hién c4p nhét theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 théng ké tir ngdy duoc gia han glay dang ky Ivu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
gidy déng ky luu hanh theo Quyet dinh nay c6 thay d6i vé ndi dung hanh chinh phai
san xudt va luu hanh véi cac ndi dung da duoc phé duyét thay d6i trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu lyc cia gidy ding ky luu hanh thubc, nguyén lidu 1am thudc. Trong trudng hop
khong con dap tng du didu kién hoat dong, co s& déng ky phai ¢6 trach nhiém thyc
hién thay ddi co s& dang ky theo quy dinh tai Thong tu sb 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khdng con du didu kién hoat dong.

7. Co s& san xuét thudc phal bdo dam cac diéu kién hoat dong cia co s& san
xudt trong thoi han hiéu luc cia gidy dang ky luu hanh thube, nguyén liéu lam thude.

8. Cac thuoc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay duogc tlep
tuc s dung so dang ky da cAp trude khi gia han trong thdi han t6i da 12 thang ké tir
ngay dugc cap s6 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 s& didu tri d& thyc hién theo dung céac quy dlnh hién
hanh vé thudc ké don, theo doi an toan, hi¢u qud, tdc dung khong mong mubn cuia
thudc trén ngudi Viét Nam va tong hop, b4o céo theo quy dinh tai Diéu 5 Théng tu 5O
08/2022/TT-BYT dbi véi céce thube trong Phu Iyc I ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam déc So Y € c4c tinh, thanh phd tryc thude Trung wong va Gidm
ddc co s6 san xudt va co s& dang ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhu biéu 4;

- BT. Pao Hong Lan (dé b/c);
- TT. B3 Xuan Tuyén (dé b/c); 53
- Cuc Quény - B§ Quéc phong, Cuc Y t - Bo Cong an;
- Cuc Y t€ GTVT - BO Giao thong vén tai; \
- Tong Cuc Hai quan - B9 Tai chinh;

- Béo hlem x4 hoi Viét Nam; . X s
-B4 Y té: Vy PC, Cye QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cwong
Bg, Van phong HDTV cap GDKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh truc thude BO Y té;

- Trung tAm mua sim tap trung thude quéc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).
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DANH MUC 219 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phuy luc IT

TAI VIET NAM HIEU LUC 03 NAM - POT 208

(Kém theo Quyét dinh s6 607 /QDP-QLD ngay 23  thing 08  ndm 2024
cua Cuc Quan Iy Dugc)
STT| Tén thude Hoat chit chinh - | Dang bao ché | Quy cich dong goi | Tieu | Tudi | S6 ding ky S6
Ham lugng chuin | tho gia han lan
(thang)| (So dang ky | gia
da cip) han
1) (2) 3) 4) ©) (6) () (8) &)

1. Co sé ding ky Cong ty C6 phian Duge - Vat Tu y té Nghé An (Dja chi: Sé 68 dudng Nguyén S§ Sach, Phuong Hung
Phiic, thanh phé Vinh, tinh Nghe An, Viét Nam)
1.1. Co s& san xuit: Cong ty ¢b phan Dugec - Vit tw y té Nghé An (Pia chi: S8 68 duong Nguyén Sy Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Ngh¢ An, Viét Nam)

1 |Neuronal DNA

Vitamin B1 125mg;
Vitamin B6 125mg;
Vitamin B12 125ug
(mcg)

Vién nén bao
phim

Hop 10 vix 10 vién

NSX

24

893110842424
(VD-32108-19)

2. Co s& diing ky: Cong ty c6 phan Dugc - Vit tw y té Thanh Hoéa (Dia chi: S6 232 Tran Phu, phudong Lam Son, thanh phd
Thanh Héa, tinh Thanh Héa, Viét Nam)
2.1. Co s& san xuit: Céng ty cb phin Dugec - Vit twy té Thanh Ho4 (Pia chi: S6 04 duong Quang Trung, phudong Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Héa, Viét Nam)

2 |Berberin Berberin clorid 10mg|Vién nén Lo 50 vién; Lo 100 | NSX 36 1893100842524 | 1
vién; Lo 200 vién (VD-24397-16)

3 |Hovinlex Cyanocobalamin Vién nén bao [Hop 10 vix 10 vién |DDVN 36 1893110842624 | 1
Img; Pyridoxin phim v (VD-33261-19)
hydrochlorid
100mg; Thiamin
nitrat 200mg

4 |o-Thepharm Chymotrypsin Vién nén Hoplgéix2vix |DDVN | 24 (893110842724 | 1
(twong Gng véi 21 10 vién; Hop 10 vi \% (VD-17647-12)

microkatals hoidc
4200 USP
chymotrypsin Unit)
4,2mg

x 10 vién; Hop 50
vi x 10 vién; Hop
100 vi x 10 vién;
Hop 2 vi x 10 vién;
Hop 5 vix 10 vién

3. Co st diing ky: Céng ty co phan dwgc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, Thanh phd HO Chi

Minh, Viét Nam)

3.1. Co' 56 san xuét: Cong ty ¢6 phin dugc Apimed (Dia chi: Duong N1, cum cdng nghiép Pht Thanh — Vinh Thanh, x3
Vinh Thanh, huyén Nhon Trach, tinh Dong Nai, Viét Nam)

5 |Fortapi 500 L-Ornithin L- Vién nén Hop 2 vi x 10 vién, NSX 36 893110842824 1
Aspartat 500mg Hop 3 vi x 10 vién, (VD3-129-21)
Hop 5 vi x 10 vién,
Hop 10 vi x 10 vién
6 |Para-Api 325 Paracetamol 325mg | Thudc bot Hop 20 goi x 2g; NSX 36 1893100842924 | 1
ubng Hop 30 g6i x 2g (VD-31501-19)

4. Co sé diang ky Cong ty cb phin dwge ATM (Dia chi: VP 26, tang 26 toa elip, 110 Tran Phu, phuong Md Lao, quan Ha
Déng, thanh phé Ha Nbi, Viét Nam)

4.1. Co sé san xuit: Cong ty ¢6 phan Duwoc Ha Tinh (Dia chi: 167 Ha Huy Tép, Tp. Ha Tinh, tinh Ha Tinh, Viét Nam)
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141 |Berberin Ex Berberin clorid 5mg; [Vién nén Lo 100 vién, Lo 200 | NSX 36 (893100856424 | 1
Cao kho ba ché vién, Lo 250 vién, (VD-22592-15)
2mg; Moc huong Lo 500 vién, Lo 80
30mg vién

142 |Cdn 90 Ethanol 96% 46,7ml |Dung dich Lo 50ml, Lo 100ml, | NSX 36 1893100856524 | 1

dung ngoai Lo 250ml, Lo (VS-4962-16)
300ml, Chai 500ml,
Chai 1000ml, Can 5
lit, Can 20 lit
143 [Magnesi sulfat Magnesi Sulfat 5g | Thudc bot Go6i 50 thi x 5g; G6i | NSX 36 [893100856624 | 1
50 thi x 15g (VD-30670-18)

144 |Newbavita Vitamin B1 Vién nang Hop 10 vix 10 vién | NSX 36 1893100856724 | 1
(Thiamin mém (VD-33002-19)
hydroclorid )
125mg; Vitamin
B12
(Cyanocobalamin)
125pg (meg);

Vitamin B6
(Pyridoxin

hydroclorid) 125mg

53. Co st ding ky: Cong ty cb phan hoa-du

Thanh Phd H3 Chi Minh, Viét Nam)

53.1. Co's6'séin xuiit: Cong ty cé phin hoa

Thanh Phé Hd Chi Minh, Viét Nam)

¢c phim Mekophar (Bia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,

-dwge phim Mekophar (Bia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,

145

Chloram-H

Tuyp 5g chira:
Chloramphenicol
50mg;
Hydrocortisone
acetate 37,5mg

kem bdi da

Hop 1 tuyp x 5g

NSX

36

893115856824
(VD-18805-13)

146

Dau gi6
Mekophar

Chai 10ml chua:
Camphor 0,17g;
Eucalyptol 3,5g;
Menthol 3,9g;
Methyl salicylate
0,43g

Dau xoa

Hop 1 chai x 6ml;
Hop 1 chai x 10ml;
Hop 1 chai x 24ml

NSX

36

893100856924
(VD-20950-14)

147

Maloxid

Aluminium
hydroxide (gel kho)
300mg; Magnesium
trisilicat khan 400mg

Vién nhai

Hop 10 vi x 8 vién

NSX

36

893100857024
(VD-32141-19)

148

Maloxid Plus

Magnesi hydroxyd
200mg; Nhom
hydroxyd gel kho
tuong duwong nhém
hydroxyd 200mg;
Simeticon 25mg

Vién nhai

Hop 10 vi x 10 vién

NSX

36

893100857124
(VD-32571-19)
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149 |Lysinkid-Ca

Alpha tocopheryl
acetate 30mg/30ml;
Calcium lactate
pentahydrate Tuong
ung calcium
260mg/30ml; L-
Lysine
hydrochloride
0,6g/30ml;
Nicotinamide
40mg/30ml;
Pyridoxine
hydrochloride
12mg/30ml;
Riboflavin sodium
phosphate tuong
Ung riboflavin
6,7mg/30ml;
Thiamine
hydrochloride
6mg/30ml

Sird

Hop 01 chai x 30ml,
Hop 01 chai x 60ml,
Hop 30 Géi x 7,5ml

NSX

24

893100857224
(VD-18462-13)

150 |Mekoamin S 5%

M&i chai 250ml
chura: Glycin
1425mg; L-Arginin
hydrochlorid
1125mg; L-Histidin
hydrochlorid
monohydrat 550mg;
L-Isoleucin 750mg;
L-Leucin 1700mg;
L-Lysin
hydrochlorid
3075mg; L-
Methionin 1000mg;
L-Phenylalanin
1200mg; L-Threonin
750mg; L-
Tryptophan 250mg;
L-Valin 825mg;
Xylitol 12500mg

Dung dich
tiém truyén

Chai 250ml, Chai
500ml

NSX

36

893110857324
(VD-25369-16)

151 |Mekoderm-

Neomycin

Mai tuyp chira:
Betamethason
dipropionat 0,64
mg/g; Neomycin
(dudi dang
Neomycin sulfat)
3,5 mg/g

Kem bdi da

Hop 01 tuyp x 10g

NSX

24

893110857424
(VD3-143-21)
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