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S6: 1219/2025/TENDER Tp. HCM, ngay 14 thang 05 nim 2025

(Vv bo sung/ thong bdo SDK méi)
Kinh giti: SO Y TE TINH KIEN GIANG

L&i dAu tién, Cong ty TNHH Dwge PhAm va Trang Thiét B Y té Hoang Dire chéan
thanh cam on Quy S& d4 quan tAm ung ho cac san phdm ciia cong ty chiing t6i phan phdi
trong sudt thoi gian qua.

- Cén cir Quyét dinh sé 1630/0D-SYT ngay 27/06/2024 cia Gidm doc Sé Y té tinh
Kién Giang vé viéc phé duyét két qud lwa chon nha thau géi thau Géi s6 2: Géi thau
thube generic thong thuong, thudc dy todn mua scim: Ké hoach lwa chon nha thau goi
thau cung cdp thudc tdp trung tinh Kién Giang, giai doan 2023 — 2025 (dot 3);

- Can cit kha ndng cung ting hang héa ciia Cong ty TNHH Dwoc Phiam & Trang
Thiét Bi Y té Hoang Pic.

Cong ty TNHH Dugc Pham va Trang Thiét Bi Y té Hoang Puc 13 nha phan phdi
chinh thtrc cho san phdm Toujeo Solostar (nsulin glargine (300 (don vi) U/ml)). Ching
t61 d4 tring thau san phdm Toujeo Solostar va dang cung tng véi sb ding ky QLSP-
1113-18 tai Quy S&. Nhung hién tai, san phdm nay di duoc Cuc Quan ly Duoc cap sd
ding ky ma&i 400410304624, 16 hang theo sb ding ky méi nay da vé kho va s& cung tmg
cho Quy Sé.

Bing vin ban ndy, ching t6i xin bb sung s6 ding ky méi va thong bdo cung Gng san
phim Toujeo Solostar theo s ding ky méi 400410304624. Viéc thay dbi nay khong anh
huéng dén cac thong tin khéc ciing nhu chét lugng san phdm. (dinh kém Quyét dinh sé
308/0P-QLD ngay 14/05/2024 cua Cuc Quan ly Duoc).

Kinh mong Quy S& xem xét va chap thuan.

Trén trong cdm on va kinh chao!

Noi nhén: . K -CUA CONG TY

- Nhu trén
- Luu phong thau




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTR»Y’ OF H'EALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUOC Déc lip - Tu do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence ~ Freedom - Happiness

138A Gidng V& ~ Ha Nai - Viet Nam
Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thube : Toujeo Solostar

Name of Drug: :

Thanh phan chinh, ham lwgng :  Insulin glargine 300 U/m|

Active Ingredients, Strength:

Qui cach dong goi, bao ché : Hép 5 but tiém nap sé&n thudc x 1,5ml; Dung dich
Packing Size, Dosage form: tiém

Tiéu chuén chét long:; TCES 3
Quality Specification: T
Han ding ¢ 30thang

Shelf- life:

S6 gidy phép Iwu hanh san pham (SPK): c 5

Marketing Authorization Number: ‘ QLSP-1113-18

S6 quyét dinh : 693/QB-QLD Ngay cép: 03/10/2018

Approval Decision Number: Date of Issuance:

Hiéu luc cha gidy phép luu hanh san pham:co gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky: Cong ty TNHH Sanofi- Aventis Viét Nam
Name of Marketing Authorization Holder

Bia chi . 123 Nguyén Khoai, Quan 4, TP. H6 Chi Minh -
Address: Viét Nam

Tén co so'san xuat: Sanofi -Aventis Deutschland GmbH

Name of Manufacturer:

Bia chi j 1 { . Industriepark Hochst, Bruningstrafe 50, D-65926
Address: \EAO Y BAN CHlNH - Frankfurt am Main - Germany ;

Tén pO’ sodong goi:

Ha N6i, ngay 03 thang 10 nam 2018

KT. CUC TRUONG CUC QUAN LY DU'QC b
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM. -

RHO CUC TRUONG

(?50

dang ky hube-dd dwoc Bo Y té phe duyét. 1
This marketing authorization has been issued in accordance with the dossie, 52
approved by the Vietnam Ministry of Health. %
2- Bat clv s thay ddi nao v& ndi dung clia gidy phép phai duoc

Cuc Quan Ly Duoc - B Y té xac nhan,

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPéc 1ap - Tw do - Hanh phiic
Sé: 308 /QP-QLD Ha Néi, ngay 14 thdng 05 ndm 2024
QUYET PINH

Ve viéc ban hanh Danh muc 40 viic xin, sinh pham
dwoc cip, gia han gidy dang ky luu hanh tai Viét Nam - Dot 50

CUC TRUONG CUC QUAN LY DUQC

Can cww Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Can cwr Nghi dinh so 95/2022/NB CP ngay 15/1 172022 cia Chinh phii quy dinh
chirc nang, nhi¢m vy, quyen han va co cdu t6 chire ciia Bo Y 16;

Cdn cir Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trémg Bo Y 18 quy
dinh viéc ddng ky luu hanh thuoc nguyén liéu lam thude,

Cén civ Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia By trudéng Bo Y 18 quy
dinh chirc ndng, nhiém vy, quyén han va co cau t6 chire cia Cuc Quan Iy Dugc thudc B
Yté;

Cdn cir két Iudn ciia Hoi dong tw vin cdp gidy dding ky luu hanh thuée, nguyén
ligu lom thubc - Bé Y 1é;

Theo dé nghi ciia T rudng phong Péng ky thude, Cuc Qudn Iy Duoc.

QUYKET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 40 véc xin, sinh phim duoc
clp, gia han gidy ding ky luu hanh tai Viét Nam - Dot 50, bao gdm:

1. Danh muc 01 sinh pham dugc cp gidy ding ky luu hanh hiéu lyc 05 nam - Dot
50 (Phu luc I kém theo Quyét dinh nay).

2. Danh muc 08 vic xin, sinh pham duoc cp gidy dang ky luu hanh hiéu luc 03
nam - Dot 50 (Phu lyc 11 kém theo Quyét dinh nay).

3. Danh muc 22 véc xin, sinh pham duge gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 50 (Phu lyc III kém theo Quyét dinh nay).

4. Danh muc 09 sinh pham duoc gia han gidy dang ky luu hanh higu luc 03 nam -
Dot 50 (Phu luc IV kém theo Quyét dinh niy).

Piéu 2. Co s& san xult va co s& déng ky thubc c6 trach nhiém:

1. San Xxuét, cung cép thudc vao Viet Nam theo diing céc hd so, tai liéu da dang ky
v6i BO Y té va phai in sb ding ky duoc B6 Y t& Viét Nam cAp 1én nhan thube.

2. Chap hanh day du phéap luét ciia Viét Nam va cac quy dinh cia BO Y té v& san
Xudt, nhap khau thudc va luu hanh thube tai Viét Nam, néu c6 bt cir thay ddi gi trong
qué trinh Iwu hanh thuoc & nude so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quén ly Dugc - B6 Y t€ Viét Nam.

3. Thuc hién viéc cdp nhét tiéu chuén chat lugng cta thude theo quy dinh tai
Théng tir s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng Bo Y té quy dinh vé& chét
luong thude, nguyeén liéu lam thudc, Thong tur s6 03/2020/TT-BYT ngay 22/01/2020 cua
B truong BO Y té stra ddi, bd sung mdt sé diéu cia Théong tur 11/2018/TT-BYT quy dinh
vé chét luong thude, nguyén liéu lam thude.
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4. Cép nhét nhan thudc, t& huéng din sir dung thudce theo quy dinh tai Thong tu sb
01/2018/TT-BYT ngay 18/01/2018 ctia B truong B6 Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va t& huéng dan sir dung thude - trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay dbi, bb sung gidy ding ky luu hanh
thude quy dinh tai Thong tu s6 08/2022/TT-BYT dbi véi thude chua cép nhét ndi dung
nhan thude, t& huéng dan str dung thudc theo quy dinh tai Thong tu s5 01/2018/TT-BYT
ctia BO truémg Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thude duge gia han
g1ay dang ky luu hanh tai Phu luc IIL, IV ¢6 thay dm ve€ nd1 dung hanh chinh (bao gom cd
mau nhan, 16 huéng dan sir dung) _phai san Xuht (dm v6i véc xin, sinh phim san xuét
trong nu¢c), nhap khau (d6i véi vAc xin, sinh phim nhap khiu), luu hanh véi cac noi
dung d4 duoc phé duyét thay dbi trong hd so déng ky gia han.

6. Phéi hop VvOi cac co sO'y t€ dy phong, co s& diéu tri dé thue hién theo dung céc
quy dinh hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cua thuoc trén ngudi Vit Nam va tong hop, béo céo theo quy dinh tai Piéu 5
Théng tur s6 08/2022/TT-BYT ngay 05/9/2022 ctia B6 truéng BO Y té quy dinh viéc dang
ky Iuu hanh thude, nguyén liéu lam thudc déi véi cac thube thudc Danh muc ban hanh
kém theo Quyét dinh nay.

7. Co s¢ dang ky thudc phai bdo dam duy tri diéu kién hoat dong trong thoi han
hiéu lyc cia gidy ding ky Iuu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap umg du didu kién hoat dong, co s dang ky phai c6 trach nhiém thuc hi¢n
thay dbi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay 05/9/2022
ctia B9 truéng Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thubc
trong thoi han 30 ngay ké tir ngdy co s ding ky khéng con di diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai béo cao BO Y (Cuc Quan ly Dugc) té vé cap nhat tinh
trang dap Umg Thuc hanh t6t san xudt clia co' s¢ san xuat thude, nguyén liéu lam thudc.
Trudng hop co sé san xudt bi thu hdi glay phép san xuit hogic khong d4p tmg Thuc hanh
t6t san xuét thubc, nguyén liu lam thubc & nude sé tai, co s phai thuc hién viéc bdo cdo
trong thoi han 15 ngay ké tir ngay c6 thong bao cia co quan quan ly c6 thim quyén nudc
s& tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s0 54/2017/ND-CP ngay
08/5/2017 cua Chinh pht quy dinh chi tiét mot s diéu va bién phép thi hanh Luét Duge.

9. Thubc sb thir ty 1 tai Phu luc IV Quyét dinh nay: sau khi duoc gia han gidy
dang ky luu hanh thudc, cong ty ding ky phai nop hd so 14m sang theo hinh thirc thay
dbi, bd sung quy dinh tai Phu luc II Thong tu s6 08/2022/TT-BYT dé duoc tiép tuc
xem xét gia han gidy dang ky luu hanh cho lan tiép theo.

10. Cac thude sb thir ty 2, 3 tai Phy luc IV Quyét dinh nay: sau khi duoc gia han
gidy dang ky luu hanh thudc, cong ty dang ky phai ndp hd so 1am sang hay céng thire
tham chiéu theo hinh thirc thay d6i, bb sung quy dinh tai Phy luc II Théng tu so
08/2022/TT-BYT dé dugc tiép tuc xem xét gia han gidy dang ky luu hanh cho lin tiép
theo.

Piéu 3. Céc thube duoc gia han glay dang ky luu hanh tai Phu luc III va Phu luc
v Quyet dinh nay duoc tiép tuc sir dung sO dang ky da cép trude khi gia han trong thoi

han t6i da 12 thang ké tir ngay dugc cap s6 ding ky gia han theo quy dinh tai Phy luc VI
ban hanh kém theo Théng tur s6 08/2022/TT-BYT.

Pitu 4. Quyét dinh nay c6 hiéu hue ké tir ngay ky ban hanh.
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Piéu 5. Giam dbc S Y té cac tinh, thanh phd truc thude Trung uong va Giam dbc
co s@ san xuat va co so dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhn: _cuc TRUONG
- Nhu Dbiéu 5; p ;‘

- Bo truong BYT (& blc);
- Thir truéng D6 Xuan Tuyén (d@é ble); /Q Cixe

- Cuc Quén y - Bd Qubc phong, Cuc Y té - Bo Coéng an ,L, S"“.P‘ u}
Cuc Y té GTVT - B§ Giao thong van tai; Téng Cuc Hax

quan - B4 Tai chinh; Yy
- Bao hiém x& hoi Viét Nam; \ {ff’f: /

- B6 Y t&: Vu PC, Cuc YTDP, Cuc KHCN&PT; Cuc Vii Tuin Cwong
QLKCB, Thanh tra B9, Van phong NRA, Vin phong

HDTV cdp GPKLH thudc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téng Céng ty Duge VN — CTCP, Cac Cong ty XNK dugc

phém (xem Website Cuc QLD);

- Céc Bénh vién & Vién c6 giudng bénh truc thudc BYT;

- Cuc QLD: céc phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

-Luu: VT, BKT (4b).

T

s §



(Kem theo quyét dinh s6. .308

Phu luc ITT

DANH MUC 22 VAC XIN, SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 50

/OD-QLD, ngay 14./05./2024ctia Cuc Qudn Iy Duoc)

STT | Tén thudc | Hoat chit chinh — Dang Quy cich | Tiéu | Tudi S6 dang ky S6
Ham lrgng bao ché dong gbi chuin tho gia han lin
(thng) | (S6dingky | gia
da clp) han
@ 2 3 4) 5 (6 )] @®) (€))]
1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s&r sin xuit: Abbott Biologicals B.V. (Dia chi co s& san xudt thanh phdm: Veerweg 12, 8121
AA Olst, Ha Lan; Dia chi san xudt ban thanh phdm dom gid va t gia: C.J. van Houtenlaan 36, 1381 CP
Weesp, Ha Lan)
1 Influvac M3i 0,5ml véc xin | Hdn dich Hop 1 NSX 12 870310304024 | 1
Tetra chira: tiém xylanh chira (VX3-1228-21)
A/Darwin/9/2021 0,5ml hdn
(H3N2)-like strain dich
(A/Darwin/9/2021,
SAN-010) 15mcg
haemagglutinin,
A/Victoria/4897/202
2 (HIN1)pdm09-
like strain
(A/Victoria/4897/20
22,IVR-238) 15mcg
haemagglutinin,
B/Austria/1359417/
2021-like strain
(B/Austria/1359417/
2021, BVR-26)
15mcg
haemagglutinin,
B/Phuket/3073/2013
-like strain
(B/Phuket/3073/201
3, wild type) 15mcg
haemagglutinin
2. Co s& ding ky: Cong ty c6 phin thwong mai Dwge Hoang Long (Pia chi: S8 143, duong 174,
Khu B, An Phii - An Khénh, phuong An Phii, Qudn 2, Thanh phé H6 Chi Minh, Viét Nam)
2.1. Co s& san xuét: Biotest AG (Pja chi co sé san xudt: Landsteinerstrasse 5, D-63303 Dreieich,
Durc);
Co sé xuit xudng: Biotest Pharma GmbH (Pia chi: Landsteinerstrasse 5, D-63303 Dreieich, Duc)
2 Intratect Globulin mién dich Dung Hoép 1lox NSX 36 400410304124 1
nguoi trong doé co dich tiém | 20ml; Hop 1 (QLSP-0802-
chira it nhat 96% truyén lo x 50ml; 14)
1gG - 50g/1 tinhmach [ Hép 1lox
100ml; Hop
1 1o x 200ml

3. Co s& diing ky: Cong ty cb phéin Y t€ Dirc Minh (Dia chi: S5 51, ngt 205, ngdch 323/83, ducng
Xudn Dinh, phuong Xudn Dinh, qudn Bac Tir Liém, thanh phé Ha Noi, Viét Nam)
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STT | Ténthubc | Hoatchitchinh— | Dang Quy cich | Tiéu | Tudi S6 dang ky Sb
Ham lwgng bao ché déng goi chuén tho gia han lin
(thang) | (S6dingky | gia
da cip) han
@ ) 3) (G)) (©)] © () ® ®
3.1. Co s6 san xuét: Centro Nacional de Biopreparados (BIOCEN) (Pja chi: Carretera Beltrdn Km
1 1/2, Bejucal, Mayabeque, Cuba)
3 Heberbiovac MB3i lidu véc xin Hoén dich Hép 1lox NSX 36 850310304224 1
HB 0,5ml chira: Protein tiém 0,5ml; Hop (QLVX-0748-
khang nguyén bé 25 1o x 13)
mat HBsAg (d0 tinh 0,5ml
khiét > 95%) 10mcg
4 Quimi-Hib MB3i lidu véc xin Dung Hop25lox | NSX 36 850310304324 1
0,5ml chira: 10mcg | dichtiém | 0,5ml; Hop (QLVX-987-
Polysaccharide 110 x 0,5ml; 17)
Polyribosylribitolph Hop chira 10
osphate (PRP) cOng hopx1lox
hop v6i 20,8 — 0,5ml; Hop
31,25mcg giai doc chira 6 hdp x
t6 ubn van 251lox
0,5ml
5 | Heberbiovac | Mdi liéu vac xin 1ml | Hondich | Hop 1lox | NSX 36 850310304424 | 1
HB chira: Protein khang tiém 1ml; Hop (QLVX-0624-
nguyén bé mit 251px Iml 13)
HBsAg (d6 tinh
khiét > 95%) 20mcg
4. Co sé dang ky: Cong ty TNHH Mt thanh vién Vicxin va Sinh phdm s6 1 (Dja chi: S6 1 phé
Yersin, Phuwong Pham Dinh Ho, Qudn Hai Ba Trung, Ha Noi, Viét Nam)
4.1. Co sé san xuit:
Co s& san xuét 1o bt dong khd: Serum Institute of India Pvt. Ltd. (Pia chi: 212/2, Hadapsar, Pune
411028, Maharastra state, An Do)
Co s6 sén xuét mrée hdi chinh: Sovereign Pharma Pvt. Ltd. (Dia chi: 46/1-4, Kadaiya village, Nani
Daman, An D)
6 Measles, MBbi lidu vic xin | Botdéng | Hop50lo | NSX 24 890310304524 | 1
Mumps and | hoan nguyén 0,5ml kho b6t dong khd (QLVX-1045-
Rubella chira: Virus s&i x 1 lidu vic 17)
Vaccine >1000 CCIDsp; xin va 50
Live, Virus Quai bi >5000 6ng dung
Attenuated CCIDsg; Virus moi nudc cit
(Freeze- rubella > 1000 pha tiém
Dried) CCIDsy 0,5ml
5. Co s¢ dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Pja chi: S6 10 Ham Nghi, Phuong Bén
Nghé, Qudn 1, Thanh phé H6 Chi Minh, Viét Nam)
5.1.Co s& san xuat: Sanofi-Aventis Deutschland GmbH (Pja chi: Industriepark Hochst,
Briiningstrafle 50, D-65926 Frankfurt am Main, Diic)
7 Toujeo Insulin glargine 300 Dung Hoép 5 but NSX 30 400410304624 1
Solostar (don vi) U/ml dich tiém | tiém nap sin (QLSP-1113-
> thudc x 18)
1,5ml

6. Co s& dang ky: F. Hoffmann - La Roche Ltd. (Pja chi: Grenzacherstrasse 124, 4058 Basel, Thuy
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CONG TY TNHH DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM

NGUYEN ANH KHOA Doc lap — Tw do — Hanh phic
S6: 239/CV-NAK-2025 - 000----
TP.HCM, ngay 16 thdang 05 nam 2025
CONG VAN

Kinh gtri: SO Y TE TINH KIEN GIANG
- Cdn cit Quyét dinh s6 1630/QD-SYT ngay 27/6/2024 cua Gidm déc S¢ Y té tinh Kién

Giang vé viéc phé duyét két qua lia chon nha thau cung cdp thuoc tdp trung tinh Kién Giang, giai
doan 2023-2025 (dot 3) GJi s6 2: GOi thau thubc generic thong thirong;

- Can cit Quyét dinh s6 90/0P-QLD ngay 31 thang 01 nam 2024 cua Cuc Quan ly Duoc —
Bé Y té vé viéc ban hanh Danh muc 608 thube san xudt trong nwéc dwoc gia han gidy ding ky lheu
hanh tai Viét Nam - Pot 192 (STT: 232 — Tén thubc: Irbelorzed 150/12 ,5).

Nay Coéng ty TNHH Dugc pham Nguyén Anh Khoa kinh goi cong vdn nay S&¢ Y té tinh
Kién Giang vé viéc thay doi so ddng ky theo cau truc méi nhu sau:

i Hang san )
S | Mai phan . 2 Tén hoat Ham Xudt - £ o . | Sodang ky thay
6| @gy | Tovtmo chi lrgne | Nubcsan | 0 cangly el dbi
xuat
Cong ty cd
| | PP230062 | Irbelorzed I%b;r?;tg?;t 150mg; phgﬁgﬁ‘-’c VD27030.17 | 893110070324
9278 150/12,5 hisgid | 12:5m8 | g, 0 e (VD-27039-17)
Nam

Nay chung t6i xin thong bao dén Quy S& Y té:

- Cbng ty ¢b phin duoc pham SaVi da sir dung sb diang ky thudc Irbelorzed 150/12,5 theo céu
trac méi 1a 893110070324 (theo Quyét dinh gia han s6 90/QD-QLD ngay 31/01/2024 ctia Cuc
Quén Iy Dugc —B6 Y té) trong qua trinh san xuét va phan phbi.

RAt mong nhan dugc sy chép thusn va hd trg ciia Quy Sé Y té vé viée st dung s6 dang ky
méi néu trén dé thudn 1oi trong viée cung tng va thanh toan Bao hiém y té.
Tran trong cam on ./.

DAI DIEN CONG TY

HO THI DA THAO



ﬂ‘* i ve  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

oy /4 38%“0%6 14@UC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
S6: 90 /Qb-QLD Ha Néi, ngay 31 thang 01 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 608 thubc san xuit trong nudée
duoe gia han gidy diang ky luu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc SOI 105/2016/QH13 ngay 06/4/2016,
Cdn cir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cia Chinh phil quy dinh
chitc nang, nhiém vu, quyen han va co céu t6 chirc ciia BY Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B9 truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thujc
Bé Y té;

Cén cir Théng tw s6 08/2022/TT-BYT ngdy 05/09/2022 cua Bj trudng B6 Y 1é
quy dinh viéc dang ky luu hanh thudc, nguyen ligu lam thuéc;

Can cir két lugn cua Hoi dong tw van cép gidy ding ky luu hanh thube, nguyén
ligu lam thudc - Bo Y té dot 192 phién I va phién 2 tai Céng van s6 102/HPTV-VPHP
ngay 11/12/2023 va Céng van s6 1 03/HPTV-VPHD ngay 12/12/2023 cua Van phong
Hpi déng tw vin cap GPKLH thube, nguyén liéu lam thudc;

Theo dé nghi ciia Trudng phong Ddng ky thube, Cuc Qudn Iy Duoc.

QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 608 thube san xuit trong
nuée duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc sin xuét trong nudc duoc gia han gidy ding ky luu
hanh hi¢u lyc 05 nam (Phu luc I kém theo).

2. Danh muc 70 thubc san xuét trong nuéc duoc gia han gidy dang ky luu hanh
hiéu luc 03 ndm (Phu luc Il kém theo).

3. Danh muc 09 thudc sén xuét trong nudc duoc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phuy luc I kém theo).

Piéu 2. Co s0 san xuét va co so dang ky thubc c6 trach nhiém:

1. San xuét thubc theo ding cac ho so, tai liéu da ding ky véi Bo Y té va phai
in s6 ddng ky duoc B Y te Viét Nam cip 1én nhan thude.

2. Chi duoc san xudt, dwa ra luu hanh cac thudc kiém sodt dic biét khi co Gidy
chirng nhéan da diéu kién kinh doanh duwgc pham vi kinh doanh thudc phai kiém soét
ddc biét phu hop voi pham vi hoat dong ctia co so dép tng 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 phap thi hanh Luat Duoc.

3. Thyc hién viéc cdp nhét tidu chuan chét luong cta thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo trudng Bo Y té quy dinh vé
chét lwong thubc, nguyén lidu lam thude.

4. Thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cip nhét ndi dung nhin thudc, t& huéng dan sir dung thude theo quy dinh
cia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B6 truéng B6 Y t& thi phai thuc
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hién cap nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s0 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han g1ay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuc duoc gia han
glay déng ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhdn va t& huéng dan st dung thudc) phai san xuat va luu hanh véi céc
ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu lyc cua gidy dang ky luu hanh thubc, nguyén lidu lam thudc. Trong trudng hop
khong con ddp tmg du didu kién hoat dong, co s ding ky phai ¢6 trach nhiém thuc
hién thay d6i co sé 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 didu kién hoat dong.

7. Co s& san xuét thudc phai bao dam cac didu kién hoat dong cta co s& san
xuét trong thoi han hidu luc cla gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky Ivu hanh tai Quyct dinh nay duogc tlep
tuc st dung so dang ky da cép trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap so didng ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co sé diéu tri dé thyc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong mudn cla
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT d6i vé6i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Picu 4. Gidm d6c SO Y té céc tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s& san xult va co sé dang ky co thubc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: . CUC TRUONG
- Nhu Piéu 4; AN

- BT. Pao Hong Lan (dé b/c); NN

- TT. D3 Xuan Tuyén (dé blc); : g

- Cuc Quan y - B6 Quéc phong, Cuc Y té - Bo Cong an; {{© | @ Yz

- Cuc Y té GTVT - B Giao thong van tai; % e 7 |

- Tong Cuc Hai quan - BO Tai chinh; %

- Bao hiém x4 hoi Viét Nam; St =g £ .
B3 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B, Vén phong HDTV cép GbKLH thuéc, NLLT;

- Vién KN thudc TU, Vién KN thudc TP. HCM; " [SAO'Y B AN HENH
- Téng Cong ty Dugc Viét Nam - Céng ty CP; | Ngav ‘‘‘‘‘‘ théng ...... nm ..

- Céc Bénh vién, Vién c6 giuong bénh truc thude Bo Y té; Tw,; -5 ?Uz 3

- Trung tdm mua sim tap trung thude quoc gia;

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

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

HE Chi Do Chdo




Phu luc I
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
/OD-QLD ngay 31 thang 01 nam 2024

(Kém theo Quyét dinh s6 90

ciia Cuc Quan Iy Duoc)

STT | Tén thuéc | Hoat chét chinh - | Dang bao |Quy cich déng géi| Tiéu Tubi S6 dang ky [ S6 1an
Ham lwong ché chuén tho " giahan gia han
(thang) | (S6 ding ky
di cip)
1) (2) 3 “ 3) (6) (7 ®) &)

1. Co sé diing ky: Alcapharm B.V (Bia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s6 san xuét: Cong ty cb phin Duoc vit tuy té Hai Dwong (Dia chi: S6 102, phé Chi Lang, phudng Nguyén Trai,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1 |Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hép 50 éng X Sml;
Hop 12 éng X Sml;
Hop 6 6ng x Sml

DDVN
v

24

893110047224
(VD-25862-16)

2. Co st ding ky: Cong ty ¢ phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Dtrc Hoa Ha, huyén Dic Hoa, tinh Long An,

Viét Nam)

2.1. Co s& san xuit: Cong ty ¢ phan Euvipharm (Pia chi: Ap Binh Tién 2, xd Dtrc Hoa Ha, huyén Dtc Hoa, tinh Long

An, Viét Nam)

hydroclorid Smg

(VD-19865-13)

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

3 |Arginin M>5i Sml chtra: L-  |Dung dich [Hop 2 vi x 10 6ng NSX 36 893110047424 1

Euvipharm Arginin hydroclorid ubng x 5Sml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (dudi Viénnang |[Hép2vix 10vién [USP 43 36 893110047524 1

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

5 |Cefjidim 1g Ceftazidim (duéi  |B6t pha Hop 1 lo USP 43 36 893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (duéi  |BOt pha Hop 1 1o USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g ,

7 |Citnir 300 mg |Cefdinir 300mg Viénnang |Hop 1 vix 10vién [JP XVII| 36 893110047824 1

cling (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |HOop3vix 10vién |JP XVII| 36 |893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

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

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

11 |Enatril 5 mg Imidapril Viénnén |Hop 10 vix 10vién [ JP XVII| 24 |893110048224 1
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STT | Tén thubc | Hoat chit chinh - | Dang bao | Quy cich déng g6i| Tiéu | Tudi | S6dingky |S6lan
Ham lugng ché chuin | tho gia han gia han
(thang) | (So ding ky
da cp)
@ @) G) “@ Q) () (M ® ®
215 |Cinnarizin Cinnarizin 25mg Viénnén |Hop 1 vix 50 vién; | DBDVN 36 893100068624 1
Hop 10 vi x 50 vién \Y% (VD-20240-13)
216 |Clarithromycin |Clarithromycin Viénnén |Ho6p 2 vix 5 vién DDBbVN 36 893110068724 1
500 mg 500mg bao phim V (VD-29087-18)
217 |Cloramphenicol |Cloramphenicol Viénnang |Hop 10 vix 10 DDVN 36 1893115068824 1
250mg 250mg cing vién; Lo 100 vién v (VD-20241-13)

218 |Glucosamin Glucosamin sulfat |Viénnang [Hop 1taix 10vix | NSX 36 893100068924 1
(dudi dang cung 10 vién (VD-29827-18)
glucosamin sulfat
natri clorid twong
duong 196,3mg
glucosamin) 250mg

219 [Nuéc oxy gia  |Hydrogen peroxid |Dung dich |Hdp 20 lo x 30ml NSX 24 1893100069024 1

3% 3 % (w/v) dung ngoai (VS-4901-15)

220 |Pologyl Spiramycin Viénnén |Hop 2 vix 10 vién NSX 36 893115069124 1
750.0001U; bao phim (VD-29088-18)
Metronidazol
125mg

221 |QBILacxan Paracetamol Viénnén |Hop 10 vix 10 vién [ NSX 36 893100069224 1
325mg; Ibuprofen (VD-29089-18)
200mg .

222 |QBI-Phadol M&i goi 1,5g chira: [Thubc bét |Hop 24 gbi x 1,5g NSX 36 893100069324 1

250mg Paracetamol 250mg (VD-29829-18)

223 |Qbixomuc 200 [Acetylcysteine Thubc cém |Hop 25 goix Ig NSX 36 | 893100069424 1
200mg (VD-29090-18)

224 |Quanolon Prednisolon 5mg Viénnén [Hdp 10vix 10 DDVN 36 893110069524 1

vién; Hop 1 1o x 50 A% (VD-29830-18)

vién; Hop 1 1o x
100 vién; Hop 1 lo
x 200 vién

39. Co sé¢ dang ky: Cong ty Co phan Duwoc phim Sao Kim (Pia chi: KCN Quang Minh, thi trdn Quang Minh, huyén Mé
Linh, TP. Ha N6i, Viét Nam)
39.1. Co s& san xuit: Cong ty Co phin Duoc phim Sao Kim (Pia chi: KCN Quang Minh, thi trdn Quang Minh, huyén
ME Linh, TP. Ha N6i, Viét Nam)

225

Doxycyclin 100

Doxycyclin

(dudi dang
Doxycyclin hyclat)
100mg

Vién nang
cung

Hép 10 vi x 10 vién

NSX

24

893110069624
(VD-26249-17)

226

Limoren

Clopidogrel (dudi
dang Clopidogrel
bisulfat)

75mg; Aspirin
100mg

Vién nén
bao phim

Hop 3 vi x 10 vién;
Hop 5 vix 10 vién

NSX

24

893110069724
(VD-27026-17)

40. Co sé ding ky: Cong ty Cé phin Dwge pham Savi (Pia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét
Tan Thuén, Phuong Tan Thusn Pong, Quén 7, Thanh phd HS Chi Minh, Vigt Nam)

ey

%‘i/_

PHA!

AN K¢

-~

)



20

STT | Ton thude | Hoat chit chinh - | Dang bao | Quy cach déng goi| Tiéu | Tudi | S6 ding ky S6 1an
Ham lugng ché chuin | tho gia han gia han
(thang) | (SO ding ky
da c:?'lp)
@ @ ©)] “@ &) © ) ® ®

40.1. Co s& san xuét: Cong ty Co phan Dugc pham Savi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xuit
Tan Thuén, Phuong Tan Thuin Déng, Quén 7, Thanh phé H6 Chi Minh, Viét Nam)

227 |Argibu 300 Dexibuprofen Viénnén |Hop 3 vix 10 vién NSX 36 893110069824 1
300mg bao phim (VD-31161-18)
228 |Bacfenz 20 Baclofen 20mg Viénnén |Hop3vix 10vién |BP 2021 36 893110069924 1
(VD-30488-18)
229 [Demencur 75  |Pregabalin 75mg Viénnén |[Hop 3 vix 10vién; | NSX 36 893110070024 1
bao phim |Hop 10 vi x 10 vién (VD-27035-17)
230 |Esomeprazole |Esomeprazol (dugi [Viénnén |Hop 2 vix 7vién NSX 36 893110070124 1
20 mg dang Esomeprazol [bao phim (VD-29106-18)
magnesi trihydrat) [tan trong
20mg rudt
231 |Glimepiride Glimepirid 4mg Viénnén |[Hop3vix 10vién | USP 43 36 893110070224 1
4 mg (VD-29118-18)
232 |Irbelorzed Irbesartan 150mg; |Viénnén |HOp 3 vix 10vién | USP 42 36 893110070324 1
150/12,5 Hydroclorothiazid |bao phim (VD-27039-17)
12,5mg
233 [LoxicSaVi1l5 |Meloxicam 15mg |Viénnén |HOp 2 vix 10 vién NSX 36 893110070424 1
(VD-29832-18)
234 |Rebamipide Rebamipid 100mg |Viénnén [Hop2vix 10vién [JP XVII| 36 893110070524 1
Invagen bao phim (VD-29116-18)
235 |Rosuvastatin 20 |Rosuvastatin (dudi |[Viénnén |Hop 3 vi x 10 vién NSX 36 893110070624 1
mg dang rosuvastatin  |bao phim (VD-28019-17)
calci) 20mg
236 |[Savdiaride 2 Glimepirid 2mg Viénnén [HOp 3 vix 10vién | USP 42 36 |893110070724 |
(VD-28029-17)
237 |SaVi Carvedilol |Carvedilol 12,5mg [Viénnén |Hop 3 vix 10 vién | USP 42 36 893110070824 1
12.5 bao phim (VD-26256-17)
238 [SaViFexo 60 Fexofenadin HCI Viénnén [Hop 1 vix 10 vién; | USP 38 36 893100070924 1
60mg bao phim |HOp 1 chai x 100 (VD-25775-16)
vién
239 [SaViLifen 600 |Linezolid 600mg |Viénnén |Hop 3 vix 10vién; | NSX 36 893110071024 1
bao phim  |Hop 1 chai x 60 (VD-29127-18)
vién
240 (Sterolow 20 Rosuvastatin (duéi |Viénnén |Hop 3 vix 10 vién NSX 36 893110071124 |
dang rosuvastatin  [bao phim (VD-28044-17)
calci) 20mg
41. Co sé dang ky: Cong ty Cd phan Dugc pham Tenamyd (Dia chi: L6 YO1-02A duong Tan Thuén, khu cong
nghiép/khu ché xuat Tan Thuén, phuong Tan Thuan Dong, quén 7, thanh phé H6 Chi Minh, Viét Nam)
41.1. Co sé san xuét: Cong ty Ccb ph?m Dugc phfnm Tenamyd (Dia chi: L6 YO1-02A duong Tan Thuén, khu coéng
nghiép/khu ché xuat Tan Thudn, phuong Tan Thuan Dong, quén 7, thanh phé H6 Chi Minh, Viét Nam)
241 |Zolifast 1000  |Cefazolin (dudi Thudc bot Hop 10 lo bot USP 43 36 893110071224 1

dang cefazolin
natri) 1g

pha tiém

pha tiém; Hop 1 lo

bot pha tiém

(VD-23021-15)
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STT Tén thudc Hoat chit chinh - | Dang bao |Quy cach dong géi| Tiéu Tudi SO ding ky [ S6 lan
Ham lwong ché chuén tho gia han gia han
(thang) | (S ding ky
di cép)
1) &) A “@ &) () a_ | ® ®

91. Co sé¢ diing ky: Cong ty TNHH United International Pharma (Dia chi: Sé 16 VSIP 11, dudng s6 7, khu cong nghlep
Viét Nam - Singapore II, Khu lién hop cong nghiép - dich vu - d6 thi Binh Duong, phudng Hoa Phu, thanh phd Thu Dau
Mot, tinh Binh Duong, Viét Nam)

91.1. Co s san xuit: Cong ty TNHH United International Pharma (Dia chi: Sb 16 VSIP 11, duong sb 7, khu cong
nghlep Viét Nam - Singapore II, Khu lién hop cong nghiép - dich vu - d6 thi Binh Duong, phudng Hoa Pht, thanh phé Thi
Déu M6t, tinh Binh Dwong, Viét Nam)

525 |Alaxan FR Paracetamol Viénnang |Hop 10 vix 10 vién | NSX 24 893100099624 1
325mg; Ibuprofen [ciing (VD-31421-18)
200mg

526 |Combizar Losartan potassium |Viénnén |Hop 3 vix 10 vién NSX 24 893110099724 1
50mg; bao phim (VD-28623-17)
Hydrochlorothiazide

12,5mg

92. Co s¢ diang ky: Chi nhanh cong ty TNHH San xuit - Kinh doanh Duge phdm Pam San (Dia chi: Gian E22-E23 -
Trung tdm Thuong mai dugc phdm va Trang thiét bi y té - 134/1 T6 Hién Thanh - Phuong 15 - Quéan'10 - TP.HS Chi Minh -
Viét Nam)

92.1. Co s& san xuit: Cong ty TNHH Duge pham USA-NIC (Dja chi: L6 11D dudng C - KCN Tan Tao - P. Tan Tao A -
Q.Binh Tén - TP.H) Chi Minh - Viét Nam)

527 |Pantonic-40 Pantoprazol Viénnén |Hop Svix 10vién; | NSX 36 893110099824 1
(dudi dang bao phim |Hop 10 vix 10 (VD-29597-18)
pantoprazol natri) [tan trong  |vién; Chai 100 vién
40mg rudt

528 |Tolpernic - 150 |Tolperison Viénnén |Hop3vix 10vién | NSX 36  [893110099924 1
hydroclorid 150mg [bao phim (VD-26048-17)

93. Co s6 diing ky: Chi nhanh céng ty TNHH Sian xuét, Thuong mai Dwgc ph4dm Thanh Nam tai Binh Duwong (Dia
chi: 60 Pai 16 Poc Lap, Khu Cong Nghiép Viét Nam-Singapore, Thanh phé Thuén An, Tinh Binh Duong, Viét Nam)

93.1. Co s& san xudt: Chi nhanh céng ty TNHH Séan xuét, Thirong mai Duge phdm Thanh Nam tai Binh Duwong (Dia
chi: 60 Pai 16 Boc Lap, Khu Céng Nghiép Viét Nam-Singapore, Thanh phé Thuén 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. Cach ghi tiéu chudn chat luong thuéc tai cot (6):

- Nha sin xudt (NSX), Tiéu chudn nhad san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c¢6 y nghia tuong dwong nhau,
1a tiéu chudn chdt heong thuéce do co s6 san xudt xdy dung va déu cé thé duoc ghi trén nhan thudc.

- Céch viét tdt cdc tiéu chudn chat luong duoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhdt Bén (JP), Duoc dién Trung Quéc (CP), Dugc dién Chau du (EP), Dugc dién Quéc té (IP)...

2. 56 déng ky tai cot (8):

- 86 ding ky gia han la sé dang ky duoc cap theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT ngdy 05/09/2022 ciia
Bé trudng Bo Y té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thuée.

- 86 déing ky da cdp (dwoc ghi trong ngodc don) la s6 ddng ky da duoc cdp trude khi thude duge gia han theo quyét dinh
nay.
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CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
IMEXPHARM Doc lap - Tw do - Hanh phuc

S6: oo O /IMP Déng Thdp, ngay 16 thdang 5 niam 2025
Vv Xin thay doi S6 ding ky thude .
Biocemet DT 500mg/62, 5mg tring thdu.

Kinh gtri: S& Y té tinh Kién Giang

Céng ty CP dugc pham Imexpharm xin phép giri 161 cam on chén thanh dén
quy S&'Y té da tin tudng va hd trg Imexpharm trong nhidu ndm qua.

Cén ctr Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 ctia S& Y té tinh Kién
Giang. Cong ty CP dugc phdm Imexpharm cé tring thiu thudc Biocemet DT
500mg/62,5mg 56 ding ky VD-31719-19.

Can cr Quyét dinh sd: 364/QDb-QLD cua Cuc Quan ly Dugc ky ngay 07
thang 06 ndam 2024 v& viéc ban hanh Danh muc 484 thudc san xuét trong nudc dugc
gia han gidy déng ky luu hanh tai Viét Nam — Dot 199. Trong quyét dinh nay ¢
thudc Biocemet DT 500mg/62,5mg sé ding ky VD-31719-19 duoc gia han va cép
thém sé ding ky mdi la: 893110415724,

Hién tai, Chung t6i chuyén ddi san xuét thudc Biocemet DT 500mg/62,5mg
so ding ky 893110415724.

Cong ty CP dugc phdm Imexpharm xin cam két. Ngoai ndi dung thay déi sb
déng ky da duogc phé duyét, cac ndi dung khac giir nguyén nhu ho so dang ky thudc
luu tai Cuc Quan ly Duoc. Viée thay ddi sé ding ky thudc Biocemet DT
500mg/62,5mg theo quyét dinh s6 364/QD-QLD hoan toan khéng anh huéng dén
chét lugng ctia thudc Biocemet DT 5 00mg/62,5mg luu hanh trén thi truong.

Nay, Cong ty CP dugc pham Imexpharm kinh xin S& Y té tinh Kién Giang
cho ching t6i duoc cung cip thubc Biocemet DT 500mg/62,5mg so ding ky
893110415724 dé cung Gmg thubc phuc vu cho cong tac kham chita bénh cua cac co
56y t€ trén dia ban tinh Kién Giang theo Thong béo triing thau sé: 1630/QD-SYT.

Tran trong cam on‘/)/!'ﬂ/c

Noi nhin: Dai dién hop phap cia nha thau
- Nhu trén; FONG GIAM POC
- Luu Phong HTBH. . S
Y/ CONGTY N\
o

[ CP DUGC PHAM

.\ IMEXPHARM /




G hmoeei pA Y TR CONG HOA XA HOI CHU NGHIA VIET NAM

} Cu qu.m Bo Yté

g % 202;15 4(.£UC QUAN LY DUGC Bf_)c l@p - Tl_l’ dO - Hgnh phl’lc

64 /Qb-QLD Ha Néi, ngay 07 thdng 06 ndm 2024

QUYET PINH

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc sé 105/2016/QH]13 ngay 06/4/2016;
Can cwr Nghi dinh so 95/2022/ND-CP ngady 15/11/2022 ciia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia BY Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngdy 26/4/2023 cia B¢ truong B4 Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Qudn Iy Duoc thudc
Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngdy 05/09/2022 cia Bé truong B Y 1é
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Cdn cik két ludn cua Hoi dong tw van cap gidy ding ky lwu hanh thuéc, nguyen
liéu lam thudc - BY Y té dot 199 tai Cong van so 40/HDTV-VPHD ngay 08/5/2024 ciia
Van phong Hoi dong tw vin cap GPKLH thuéc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Pdng ky thuée, Cuc Qudn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 484 thudc sin xuét trong
nudc duoc gia han giéy dang ky luu hanh tai Viét Nam - Dot 199, cu thé:

1. Danh muc 362 thudc san xuét trong nwéc duwoc gia han gidy ding ky luu
hanh hi¢u luc 05 ndm (Phu luc I keém theo).

2. Danh myc 104 thudc san xuét trong nuéc dwoc gia han gidy ding ky luu
hanh hi€u luc 03 nam (Phu luc II kem theo).

3. Danh muc 18 thudc san xuét trong nuéc duoc gia han gidy ding ki luu hanh
hiéu luc dén 31/12/2025 (Phu luc I1I kem theo).

Diéu 2. Co s& san xuit va co s¢ ding ky thudc c6 trach nhiém:

1. San xuét thudc theo ding céc hd so, tai lidu d3 ding ky véi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cép 1én nhén thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi c6 Gidy
chimg nhén da diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
ddc biét phu hop véi pham vi hoat dong cla co s¢ dap ing quy dinh tai khoan 5 Pidu
143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi tiét mot
s6 didu va bién phép thi hanh Lujt Dugc.

3. Thyc hién viéc cdp nhat ti€u chudn chét lvong coa thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truéng B Y té quy dinh vé
chét lwong thude, nguyén liu lam thude.

4. Thubc duoc gia han gidy dang ky Iuu hanh tai Quyét dinh nay nhung chua
ndp hd so cép nhat ndi dung nhin thudc, to huéng dan st dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia BO truong Bo Y té thi phai thuc
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hat theo quy dinh tai diém b Khoan 1 Pidu 37 Thong tu s6 01/2018/TT-BYT
N\ 12 thng k& tir ngdy dugc gia han gidy ding ky Iuu hanh.
thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
u hanh theo Quyét dinh ndy c6 thay ddi vé ndi dung hanh chinh phai
hanh v6i cac ndi dung da dwoc phé duyét thay dbi trong hd so gia han.
¢ déng ky thude phai bao dam duy tri diéu kién hoat d6ng trong thoi gian
lpceta gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s¢ ding ky phai c6 trach nhiém thuc
hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du didu kién hoat dong.

7. Co s san xuit thubc phai bao dam céc diéu kién hoat dong cta co sd san
xuét trong thoi han hiéu lyc cia gidy dang ky luu hanh thude, nguyén li¢u lam thube.

8. Cac thuoc duoc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky da cap trede khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu so6 08/2022/TT-BYT.

9. Phéi hop véi céc co s& didu tri dé thyc hién theo duing cic quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qud, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Didu 5 Thong tu s6
08/2022/TT-BYT d6i v6i cac thude trong Phu lyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.

Diéu 4. Giam ddc So Y té c4c tinh, thanh phd truc thudc Trung wong va Gidm
dbc co so san xult va co s& dang ky co thubc tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4;

- BT. Pao Hdng Lan (dé b/c);

- TT. D8 Xuan Tuyén (d& b/c); 1S
- Cuc Quén y - B4 Qudc phong, Cuc Y té - B6 Cong an; |~ |
- Cuc Y t& GTVT - B6 Giao théng vén tai; Y
- Téng Cuc Hai quan - B6 Tai chinh;
- B4o hiém x4 hdi Viét Nam; ) == X .
-Bb Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuin Cwong
B9, Van phong HDTV cap GBKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuée B4 Y té;

- Trung tdm mua sam tap trung thubc quoc gia;

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

Website;

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




Phu luc II
DANH MUC 104 THUOC SAN XUAT TRONG NUGC DPUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DQT 199
uyét dinh sé6 364 /OP-OLD ngay 07  thdng 06 ndm 2024
cia Cuc Qudn Iy Duoc)

STT Dang bao | Quy céch déng géi | Tieu | Tudi S6 dingky | So
ché chuén | tho gia han lin

(thang)| (SO dingky | gia
da cép) han

@ ) 3) ) ©) (6) (M 3 ®

1. Co s& dang ky: Cong ty c6 phan 23 thang 9 (Dia chi: S§ 11, Tan Héa, Phuong 14, Quén 6, Thanh phé H6 Chi Minh, Vit
Nam)

1.1. Co s& san xult: Cong ty ¢ phin 23 thang 9 (Dia chi: S8 11, Tan Héa, Phudng 14, Quén 6, Thanh phd H6 Chi Minh,
Viét Nam)

1 |Calcolife Calci lactat Dung dich |Hop 10 dng x 5ml; NSX 36 893100413224 1
pentahydrat (twong ubng Hop 20 6ng X 5ml; (VD-31442-19)
duong 8,45mg Calci) Hop 10 bng x 10ml;
65mg/ml Hop 20 6ng x 10ml;

Hop 10 éng x 8ml;
Hop 20 ng x 8ml;
Hop 30 6ng x 8ml

2. Co s& ding ky: Cong ty c6 phan DTS Viét Nam (Dia chi: S6 18, t6 51, phudng Quan Hoa, quan Cau Gidy, thanh phd Ha
Noi, Viét Nam)

2.1. Co s& san xuit: Cong ty cd phin dwoc phim Nam Ha (Dia chi: S6 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh
phé Nam Pinh, Tinh Nam Binh, Viét Nam)

2 |Ubiheal 100 Alpha lipoic acid Viénnang |HOp 5 vi x 6 vién; NSX 36 | 893110413324 1
(Thioctic acid) mém Hop 10 vi x 6 vién (VD-30447-18)
100mg

3. Co sé diing ky: Cong ty c6 phin Dugc - Vit twy té Nghé An (Dia chi: S5 68 dudng Nguyén S§ Sach, phudng Hung
Phuc, thanh phé Vinh, tinh Nghé An, Viét Nam)

3.1. Co sé san xuit: Cong ty ¢b phan Dwoc - Vat tw y té Nghé An (Dia chi: S6 68 dwong Nguyén S§ Sach, phuong Hung
Phc, thanh phé Vinh, tinh Nghé An, Viét Nam)

3 |Berberin Berberin clorid 10mg |Vién nén Lo 100 vién; Lo 200 [DDVN 24 893100413424 1
vién A% (VD-22573-15)

4. Co s6 diing ky: Cong ty c6 phin Dwoc - Vit tw y té Thanh Hoa (Dia chi: S6 232 Tran Phu, phudong Lam Son, thanh phd
Thanh Hoa, tinh Thanh Hoa, Viét Nam)

4.1. Co s san xuit: Cong ty ¢b phan Dwgc - Vat tw y té Thanh Hoéa (Pia chi: S5 04 dudng Quang Trung, phudng Ngoc
Trao, thanh pho Thanh Hoéa, tinh Thanh Hoéa, Vi§t Nam)

4  |Prctmetason Dexamethason (dudi |Vién nén Hop 10 vix 20 vién | NSX 36 | 893110413524 1
dang Dexamethason (VD-29960-18)
acetat) 0,5mg

5. Co s& ding ky: Cong ty ¢d phan dwoec ATM (Dia chi: Tru so: VP 26, ting 26 toa Elip, 110 Tran Ph, phudng M§ Lao,
quén Ha Déng, thanh phé Ha Noi. Dia chi kinh doanh: L6 B1.4-LK31-01-Khu d6 thi Thanh Ha-Cieanco 5, xa Cuy Khé, huyén
Thanh Oai, thanh phé Ha N6i, Viét Nam)

5.1. Co s& san xuat: Cong ty cb phin dwoe Ha Tinh (Pia chi: 167 Ha Huy T4p, Thanh ph6 Ha Tinh - Viét Nam)
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STT Tén thude Hoat chat chinh - | Dang bao | Quy cich dong géi | Tiéu Tudi S6 ding ky §6
Ham lwong ché chuén [ tho gia han lan
fraes thang)| (SO dingky | gia
(O S ER) (thang ngky | g
‘&//— \Q,x da cap) han
@® (Z‘Y CONG TY N\ “) ©) (6) (M @®) (&)
15. Co s¢ dang Ky* @6@5 @%T‘ﬁ 12 dwoc pham Ha Tay (Pia chi: S6 10A, phb Quang Trung, phudng Quang Trung, quén
Ha Dong, th 5

DO NGA Viky Nam)
S
15.1. Co s¢ sanQnd 1 @§ hin dwgc phim Ha Téy (Dia chi: T6 dan phé sb 4, phuong La Khé, quin Ha Dong,

thanh phd Ha No

23 |Sibendina Flunarizin (dudi Viénnang |HOp 1 tiinhdmx 3 | NSX 24 893110415424 1
dang Flunarizin mém vix 10 vién (VD-31693-19)
dihydroclorid) 10mg

16. Co sé ding ky: Cong ty C6 phin Dwgc phim Imexpharm (Pia chi: S6 4, dwdng 30/4, phwong 1, thanh phd Cao Lanh,
tinh Ddng Thap, Viét Nam)

16.1. Co s& san xuét: Cong ty C6 phan Dugc phdm Imexpharm (Pia chi: S6 4, dudng 30/4, phudng 1, thanh phd Cao
Lénh, tinh Pdng Thép, Viét Nam)

24 |Bactamox 1 g Amoxicilin (dudi Vién nén Hop 1taix2vix7 | NSX 24 893110415524 1
dang Amoxicilin bao phim vién (VD-22897-15)
trihydrat) 875mg;
Sulbactam (dudi
dang Sulbactam
pivoxil) 125mg

16.2. Co s6 san xuét: Chi nhanh Céng ty ¢6 phin dwoc phim Agimexpharm - Nha may san xuit dwoe phim
Agimexpharm (Dia chi: Puong Vi Trong Phung, Khom Thanh An, Phuong M§ Théi, Thanh phé Long Xuyén, tinh An
Giang, Viét Nam)

25 |Dexa IMP 0,5 mg |Dexamethason (dudi |Vién nén Hop 60 vix 40 viéen | NSX 36 893110415624 1
dang Dexamethason (VD-25701-16)
acetat) 0,5mg

16.3. Co s¢ san xuat: Chi nhanh Céong ty c6 phin dwgc phim Imexpharm — Nha mdy khéng sinh Cong nghg cao Vinh
Loc (Dia chi: Lo B15/I-B16/I dudng 2A, khu cdng nghiép Vinh Lc, phudng Binh Hung Hoa B, quin Binh Tén, thanh phé
Hb Chi Minh, Viét Nam)

26 |Biocemet DT 500 [Acid clavulanic Vién nén Hop 1 taix2vix 7 BP 24 | 893110415724 1
mg/ 62,5 mg (dudi dang Kali phén tan vién hién (VD-31719-19)
clavulanat-Avicel hanh

(1:1)) 62,5mg;
Amoxicilin (dudi

dang Amoxicilin
trihydrat compacted)
500mg
27 |Imefed DT 250  |Acid clavulanic Vién nén Hop 1 taix2vix 7 BP 24 893110415824 1
mg/ 31,25 mg (dudi dang kali phéan tan vién hién (VD-31715-19)
clavulanat - avicel hanh

(1:1)) 31,25mg;
Amoxicilin (dudi
dang amoxicilin
trihydrat compacted)
250mg




CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
IMEXPHARM Doc lap - Ty do - Hanh phiic

S6:08l.1 /IMP DPong Thdp, ngay 16 thang 5 ndm 2025
Vv Xin thay déi S6 déang ky thuoc ‘
Biocemet tab 500mg/62,5mg trung thdau.
Kinh giri: S& Y té tinh Kién Giang

Cong ty CP duoc phim Imexpharm xin phép gt 10i cam on chén thanh dén
quy S&'Y té d tin tudng va ho trg Imexpharm trong nhiéu nim qua.

Cin ctr Quyét dinh sé 1630/QBP-SYT ngay 27/06/2024 ctia S& Y té tinh Kién
Giang. Céng ty CP dugc pham Imexpharm c6 tring thau thudc Biocemet tab
500mg/62,5mg 56 ding ky VD-33450-19.

Can ct Quyét dinh sé: 607/QP-QLD ctia Cuc Quan ly Duge ky ngay 23
thang 8 nam 2024 vé viéc ban hanh Danh muc 730 thubc san xuét trong nudec duoc
gia han gidy dang ky luu hanh tai Viét Nam — Dot 208. Trong quyét dinh nay co
thubc Biocemet tab 500mg/62,5mg sé ding ky VD-33450-19 duoc gia han va cip
thém sé ding ky mdi la: 893110809824.

Hién tai, Ching to6i chuyén ddi san xuét thubc Biocemet tab 500mg/62,5mg
so ding ky 893110809824.

Cong ty CP duoc pham Imexpharm xin cam két. Ngoai ndi dung thay d6i sd
ding ky da duoc phé duyét, cac ndi dung khac gilt nguyén nhu hd so ding ky thube
luu tai Cuc Quan ly Dugc. Viéc thay doi s6 ding ky thubc Biocemet tab
500mg/62,5mg theo quyét dinh s6 607/QD-QLD hoan toan khéng anh hudng dén
chét lugng cua thudc Biocemet tab 5 00mg/62,5mg luu hanh trén thi truong.

Nay, Cong ty CP duoc phdm Imexpharm kinh xin S& Y té tinh Kién Giang
cho ching t6i dugc cung cip thubc Biocemet tab 500mg/62,5mg sé ding ky
893110809824 dé cung ung thubc phuc vu cho cong tic kham chita bénh cta céc co
s&'y té trén dia ban tinh Kién Giang theo Théng béo tring thau s6: 1630/QD-SYT,

Tréan trong cam on,/Jlk
v

Noi nhin: Pai dién hop phap cia nha thau
- Nhu trén;

- Luu Phong HTBH.
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J ST BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

y H7: 00

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic

: 607 /Qb-QLD Ha Noi, ngay 23 thdng 08 ndm 2024

QUYET PINH :
Vé viéc ban hanh Danh muc 730 thudc sin xuit trong nwéc
dwoe gia han giay ding ky lwu hanh tai Viét Nam - Dot 208

CUC TRUONG CUC QUAN LY DUQC

Can cik Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;
Cdn cur Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 ciia Chinh phil quy dinh
chitc ndng, nhiém vy, quyen han va co cdu t6 chirc ciia Bé Y té,

Céin cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua B truong B Y t¢ quy
dinh chirc ndng, nhiém v, quyen han va co cdu té chikc ciia Cuc Qudn Iy Dugc thudc
Bo Y té,

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B6 truong Bo Y 16
quy dinh viéc ddng ky lwu hanh thudc, nguyén liéu lam thube;

Cén cie két lugn cuia Hoi dong tw van cap gidy ding ky heu hanh thubc, nguyén
liéu lam thuéc - Bé Y té dot 208 tqi Cong vdn $6 72/HPTV-VPHD ngay 24/7/2024 cua
Vin phong Hoi dong tw van cap GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Ding ky thuéc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 730 thudc san xuit trong
nudc duoc gia han giéy dang ky luu hanh tai Viét Nam - Dot 208, cu thé:

1. Danh muc 453 thudc san xuit trong nudc dugc gia han gidy dang ky luu
hanh hiéu lyc 05 nam (Phu luc I kém theo).

2. Danh muc 219 thudc san xuit trong nudc dwgc gia han gidy ding ky huu
hanh hi¢u luc 03 nam (Phu luc II kem theo).

3. Danh muc 58 thudc san xuét trong nuéc duge gia han gidy ding ky lwu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Piéu 2. Co s san xuit va co s¢ diang ky thude c6 trach nhiém:

1. San xuét thudc theo dang céc hd so, tai lidu da dang ky v6i Bo Y té va phai
in hoic déan sb dang ky duoc Bo Y té Viét Nam cép 1én nhan thude.

2. Chi dwogc san xuét, dua ra luu hanh céc thude kiém soat dic biét khi c6 Gidy
chimg nhan di diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soat
dic biét phit hop véi pham vi hoat déng ciia co s& dap tng quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 didu va bién phép thi hanh Lu4t Duoc.

3. Thuc hién vi€c cdp nhét tiéu chudn chét luong cua thudc theo quy dinh tai
Thong tur s6 11/2018/TT-BYT ngay 04/5/2018 ctua Bo truéng Bo Y t& quy dinh vé
chét luong thudc, nguyén liéu lam thubc.

4. Thudc dwgc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhét ndi dung nhan thude, to huéng din st dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 caa B truéng Bo Y té thi phai thuc
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hién cap nhit theo quy dinh tai diém b Khoan 1 chu 37 Thong tu s6 01/201 &/1TT BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i v€ ndi dung hanh chinh phai
san xuét va Ivu hanh v6i cac ndi dung da dugce phé duyét thay ddi trong ho so gia han.

6. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu Iyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khong con dap tmg du didu kién hoat dong, co s& ding ky phai c6 trach nhiém thuc
hién thay ddi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con dii diéu kién hoat dong.

7. Co s& san xuét thudc pha1 béo dam céc didu kién hoat dong clia co s& san
xuét trong thdi han hiéu lyc cua gidy dang ky luu hanh thubc, nguyén liéu lam thube.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky d3 cép trude khi gia han trong thdi han t6i da 12 thang ké tir
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

9. Phéi hop véi céc co so diéu tri dé thyc hién theo dung cac quy dinh hién
hanh vé& thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cua
thubc trén nguoi Viét Nam va tong hop, bdo céo theo quy dinh tai Diéu 5 Thong tu 56
08/2022/TT-BYT dbi véi cac thube trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Picu 4. Giam dbc S& Y té céc tinh, thanh phd tryc thude Trung wong va Giam
dbc co s san xuht va co s¢ dang ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: ‘, CUC TRUONG
- Nhu Diéu 4; Pk 3

- BT. Pao Héng Lan (dé b/c);
- TT. P56 Xuan Tuyén (de b/c);
- Cuc Quan y-Bo Qudc phong, Cuc Y té - B6 Cong an
-CucY t8 GTVT - B6 Giao théng van tai; p\
- Téng Cuc Hai quan - Bo Tai chinh; NES ./
- B4o hiém x hdi Viét Nam; N T .
B4 Y té&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra V“ Tuéan Cuong
Bo, Vin phong HDTV cdp GPKLH thude, NLLT;

- Vién KN thuée TU, Vién KN thubc TP. HCM,;

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

- Céc Bénh vién, Vién c6 giuvdng bénh truc thuje B6 Y té;

- Trung tAm mua sam tip trung thude quoc gia;

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

Website;

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




Phy lue I

OC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 208

cua Cuc Quan ly Duoc)
STT \\J }o@ At chinh - | Dang bao ché | Quy cich déng g6i [ Tiéu | Tudi | Sodangky | Sb
Dév\ am lwgng chuin | tho gia han lan
== (théng)| (S& dingky | gia
da cép) han
) (¢) 3 (©) ®) ©6) ) ®) ©®)

1. Co sé ding ky (Co sé dit gia cong): Medochemie Ltd. (Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol, Cyprus)

1.1. Co sé sén xuét (Co sé nhan gia céng): Cong ty TNHH Medochemie (Vién Pong) (Pia chi: S6 40 VSIP II, duong s6

6, khu cdng nghiép Viét Nam — Singapore II, khu lién hop c6ng nghiép — dich vu — d6 thi Binh Duong, phuong Hoa Phi,

thanh phd Tha Dau Mbt, tinh Binh Dwong, Viét Nam)

1 |[Aceralgin 400mg

Aciclovir 400mg

Vién nén

Hop 1 vix 10 vién

NSX

24

893610797124
(GC-315-19)

2. Co s& diing ky: Cong ty c6 phin cong nghé sinh hoc dwoe Nanogen (Pia chi: L 15C Khu cong nghé cao, phudng Ting
Nhon Phii A, thanh phd Thii Dirc, thanh phé H Chi Minh, Viét Nam)
2.1. Co s& san xuét: Cong ty cb phin cong nghé sinh hoc dwgc Nanogen (Dia chi: L6 15C Khu cbng nghé cao, phudng
Tang Nhon Phu A, thanh ph6 Thi Pic, thanh phd Hb Chi Minh, Viét Nam)

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

3 |Linotal-Ca Acid folinic (duéi  |Dung dich tiém [Hép 1 lo x 5ml NSX 24 1893110797324 | 1
dang Calci folinat) (VD-32751-19)
50mg/5ml

3. Co sé ding ky: Céng ty C6 phin Dwoc - VAt Tw y té Nghé An (Dia chi: S6 68 dudong Nguyén S§ Sach, Phuong Hung
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)
3.1. Co s san xuét: Cong ty C6 phan Dugc - Vat tir y té Nghé An (Dia chi: S6 68, dudng Nguyén S§ Sach, phudong Hung
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

4 |Vitamin C - DNA

Acid ascorbic
500mg

Vién nén bao
phim

Hop 10 vix 10 vién

NSX

24

893110797424
(VD-21945-14)

4. Co s& ding ky: Cong ty c6 phin Dwgc - Vit tw y té Thanh Héa (Dia chi: S6 232 Tran Phi, phudng Lam Son, thanh phd
Thanh Hda, tinh Thanh Hoa, Viét Nam)
4.1. Co st san xudt: Cong ty cb phdn dwogc - Vat tw Y té Thanh Hoa (Dia chi: S6 04 dudong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

5 |Alverin Alverin (dudi dang |Vién nén Hop 110 x 100 vién; | NSX 24 1893110797524 | 1
Alverin citrat) 40mg Hop 10 vix 10 vién (VD-20494-14)
6 |Clathepharm Acid clavulanic Vién nén bao |HOp 2 vi x 7 vién; DDVN 24 1893110797624 | 1
1000 (dudi dang phim Hop 5 vix 7 vién; v (VD-20938-14)
Clavulanat Kali két Hop 10 vi x 7 vién;
hop vai Hop 5 vix 10 vién;
Microcrystalline Hop 10 vix 10 vién
cellulose blend 1:1)
125mg;
Amoxicillin (dudi
dang Amoxicillin
trihydrat) 875mg
7 |Leukas Montelukast 4mg | Thubc bot Hop 30 t0i x 500mg | NSX 24 1893110797724 | 1
ubng (VD-19553-13)
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126 |Opxil IMP 500 |Cephalexin (duéi  [Vién nang Hop 04 vix 07 vién, [ NSX 36 1893110809624 | 1
mg dang Cephalexin cliing Hop 10 vix 10 vién (VD-30400-18)
monohydrat
compacted) 500mg
127 |Zanimex 750mg |Cefuroxim (dudi Thubc bot pha |[Hop 1 1o, Hop 10 lo [BP 2018| 24 (893110809724 | 1
dang cefuroxim tiém (VD-33449-19)

natri) 750mg

27.3. Co s& san xuét: Chi nhanh Cong ty ¢6 phan dwoc phﬁm Imexpharm — Nha may khang sinh Cong ngh¢ cao Vinh
Loc (Pia chi: L6 B15/I-B16/I dudng 2A, khu c6ng nghiép Vinh Loc, phuong Binh Hung Hoa B, quan Binh Tan, Thanh pho

Hb Chi Minh, Viét Nam)

128 |Biocemet tab Acid Clavulanic Viénnénbao |Hop 1thix2vix7 | USP 24 1893110809824 | 1
500mg/62,5mg  [(dudi dang kali phim vién hién (VD-33450-19)
Clavulanat - Avicel hanh
(1:1)) 62,5mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat) 500mg
129 |Imefed IMP 625 |Acid clavulanic Viénnénbao |[HOp 1tiix2vix7 | Duogc 24 893110809924 1
mg (duéi dang Kali phim vién dién (VD-31117-18)
clavulanat két hop Anh
vai Avicel 1:1) hién
125mg; Amoxicilin hanh
(dudi dang
Amoxicilin
trihydrat
compacted) 500mg

28. Co sé ding ky: Céng ty c6 phin Duwge phim Khinh Hoa (Pia chi: $6 74 dudng Théng Nhat, phudng Van Thing,

thanh phd Nha Trang, tinh Khéanh Hoa, Viét Nam)
28.1. Co s& san xuét: Cong ty cb6 phan Dwoc phdm Khinh Hoa (Pia chi: Pudng 2/4, khoém Pong Béc, phuong Vinh Hoa,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

130 |Acetylcystein Acetylcystein Vién nang Hop 10 vix 10 vién, | NSX 36 (893100810024 | 1
200mg cliing Hop 50 vix 10 vién, (VD-33456-19)
Chai 100 vién, Chai
190 vién, Chai 300
vién
131 |Cedetamin Betamethason Vién nén Chai 100 vién, Chai | NSX 36 893110810124 1
0,25mg; 200 vién,Chai 500 (VD-27912-17)
Dexchlorpheniramin vién, Chai 1000 vién
maleat 2mg
132 |Cedetamin tablets [Betamethason Vién nén Hop 1 chai x 200 NSX 36 (893110810224 | 1
0,25mg; vién, Hop 1 chai x (VD-26866-17)
Dexclorpheniramin 500 vién, Hop 1
maleat 2mg chai x 1000 vién
133 [Celecoxib Celecoxib 200mg | Vién nang Hop 3 vix 10 vién, NSX 36 1893110810324 | 1
cung Hop 10 vi x 10 vién, (VD-33466-19)

Chai 100 vién, Chai
200 vién, Chai 500
vién




