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QUYET PINH

Veé viée ban hanh danh muyc 19 thudc nwéc ngoai
dugec gia han giay dang ky luu hanh tai Viét Nam - D¢t 115.3

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dugce s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phit quy
dinh chirc nang, nhiém vy, quyén han va co cdu té chire ciia BY Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 ciia Bé trueong Bo Y té
quy dinh chitc ndang, nhiém vy, quyén han va co cdu té chirc ciia Cuc Quan 1y
Duoc thuée Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bé Y
té quy dinh viéc ding ky lwu hanh thudc, nguyén li¢u lam thubc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky lweu hanh thuéc,
nguyén lidu lam thuéc - B6 Y té;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 19 thuéc nuoc
ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 115.3, bao gom:

1. Danh muc 12 thuc nudc ngoai duoc gia han gidy dang ky lwu hanh
hiéu luc 05 nam - Dot 115.3 (tai Phu luc | kem theo).

2. Danh muc 07 thudc nudc ngoai duoc gia han gidy dang ky luu hanh
hiéu luc 03 nam - Dot 115.3 (tai Phu luc 11 kém theo).

Picu 2. Co sd san xuit va co sd dang ky thude c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac ho so, tai liéu da dang ky
v6i BO Y té va phai in hodc dan s diang ky duoc Bo Y té cap 1én nhan thude.

2. Chap hanh day du phap luat ciia nuéc CHXHCN Viét Nam va cac quy
dinh ctia Bo Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nuéce so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan Iy Dugc - Bo Y té& Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuin chét luong cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truong Bo Y té quy
dinh vé chat luong thudc, nguyén liéu lam thude.

4. Thudc duogc gia han gidy dang ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cap nhat ndi dung nhén thudce, t& hudng dan sir dung thude theo
quy dinh cia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B trudng B Y
té thi phai thyc hién cép nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Thong
tu s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngdy dugc gia han gidy
dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc



gia han gidy dang Ky Iu:u hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh
chinh (bao gém ca mau nhan va to huéng dan st dung thuoc) phai nhép khau va
luru hanh véi cac ndi dung da dugc phé duyét thay ddi trong ho so gla han.

6. Ph01 hop véi cac co so diéu tri dé thyc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cua thude trén nguoi Viét Nam va téng hop, bao céo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truéng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc ddi voi cac thube
thudc Danh muc tai Phuy luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thudc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hiéu lyc cua gidy dang ky luu hanh thubc, nguyén liéu 1am thude.
Trong truong hop khong con dap tng du diéu kién hoat dong, co so diang ky
phai co trach nhiém thuc hién thay doi co s¢ dang Ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 ctia Bo trudng Bo Y té trong thoi han 30
ngay ké tir ngay co sd dang ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
tmg Thuc hanh t6t san xuat cia co sO san xuat thudc, nguyén li¢u lam thude.
Truong hop co so san xuat bi thu hoi gidy phép san xuat hodc khong dap tng
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thube & nudc so tai, co so phai
thyc hién viéc bao cao trong thoi han 15 ngay ké tir ngay co théng bao cua co
quan quan ly c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

Diéu 3. Céc thuéc dugc gia han giéy dang ky luu hanh tai Quyét dinh  nay
duoc tiép tuc sir dung sd dang ky da cap trude khi gia han trong thoi han tdi da
12 thang ké tir ngdy duoc cap so dang ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Picu 5. Giam d6c SO Y té cac tinh, thanh phd tryc thudc trung wong, giam
dbc nha san xuat va co so dang ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén: s CUC TRUONG
- Nhu biéu 5; groh

- B§ truong (dé ble);

- TTr. B6 Xuan Tuyén (de b/c);
-Cuc Quan Y - B6 Qudc phong, Cuc Y té - Bo Cong
an; Cuc Y té¢ GTVT - B9 Giao thong van tai;
- Téng Cuc Hai quan - Bo Tai chinh;

- Bao hiém X4 hoi Viét Nam; ~— B .
- B0 Y té: Vu PC, Cuc QLKCB, Thanh tra Bo, Vin Vii Tuan Cuong
phong HPTV cdp GPKLH thubc, NLLT;

- S6'Y té cac tinh, thanh phd tryc thudc Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Cac Bénh vién & Vién c6 giuong bénh tryc thuoe BYT;

- Trung tam mua sam tap trung thude quoc gia;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




DANH MUC 12 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh sé: ...795...../0P-QLD, ngay27../10../2023.ciia Cuc Qudn 1y Duoc)

Phu luc |

TAI VIET NAM HIEU LUC 5 NAM - DQT 115.3

STT | Ténthuoc | Hoatchatchinh | Dang | Quycach | Tiéu | Tuoi S6 ding ky S6
— Ham lwgng baoche | donggoi | chuan | tho gia han lan
(thang) | (Sodangky | gia
da cap) han
1) 2) 3) (4) (©) (6) (@) (8) ©9)
1. Co sé dang ky: Alcon Pharmaceuticals Ltd. (Dia chi: Rue Louis d'Affry 6, Case Postale, 1701
Fribourg, Switzerland)
1.1. Co sé san xuat: S.A. Alcon-Couvreur N.V (Pja chi: Rijksweg 14, Puurs, 2870, Belgium)
1 Tears Dextran 70 0,1% | Dung Hop 1 lo NSX 24 540100442623 | 01
Naturale 11 | (w/v), dich nho | dem giot (VN-19384-15)
Hypromellose mat Droptainer
0,3% (w/v) 15ml
2. Co s6 dang ky: Bayer (South East Asia) Pte Ltd (Pja chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
2.1. Co sé san xuat: Bayer AG (Pja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)
2 Avelox Moxifloxacin Dung Hop 1 NSX 60 400115442723 | 01
(dudi dang dich Chai (VN-18602-15)
Moxifloxacin truyen 250ml
hydroclorid) tinh
400mg/250ml mach
3. Co s& ding ky: Cong ty TNHH Thwong Mai va Dich Vu Anh Sang Chau A (Pja chi: 338
Nguyén Trong Tuyén, Phwong 2, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
3.1. Co sé san xuit: Farmak JSC (Pja chi: Kyrylivska Street 74, Kyiv, 04080, Ukraine)
3 Reumokam | Meloxicam Dung Hop 56ng | NSX 24 482110442823 | 01
15mg/1,5ml dich tiém | x 1,5ml (VN-15387-12)
4. Co sé ding ky: Cong ty TNHH Xuét nhap khau va phan phéi dwec pham Ha Néi (Pja chi: So
23 phé Vicong Thira Vi, Phuong Khwong Mai, Qudn Thanh Xuan, Ha Ngi, Viét Nam)
4.1. Co sé san xuat: Santa Farma llac Sanayii Anonim Sirketi (Pja chi: Kocaeli, Gebze V (Kimya)
Ihtisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovasi — KOCAELLI, Turkey)
4 Pulmorest Levodropropizin | Siro Hop 1 chai | NSX 24 868110442923 01
30mg/5ml uéng 50ml (VN-19405-15)
5. Co sé¢ dang ky: Chong Kun Dang Pharm. Corp. (bia chi: (Chungjeongno3 (sam)-ga), 8
Chungjeong-ro, Seodaemun-gu, Seoul, Korea)
5.1. Co s& san xuat: Chong Kun Dang Pharmaceutical Corp. (Pja chi: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Korea)
5 CKDMyrept | Mycophenolate Vién Hop 10vi | NSX 36 880114443023 | 01
Cap. 250mg | mofetil 250mg nang (Alu/PVC) (VN-17850-14)
cang x 10 vién




0,364, L-Threonin
0,448g, L-
Tryptophan
0,152g, L-Tyrosin
0,018g, L-Valin
0,584, Calci
clorid (dudi dang
Calci clorid

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (S6diangky | gia
di cap) han
1) @) ®) (4) ®) (6) () (8) )
6. Co s6 dang ky: Glenmark Pharmaceuticals Ltd. (Pja chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
6.1. Co sé san xuat: Glenmark Pharmaceuticals Ltd. (Pbia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)
6 Klenzit MS | Adapalene (dang | Gel Hop 1 NSX 24 890110443123 01
vi cau) 0,1% tuyp x 15 (VN-19662-16)
(kI/kI) gam
7. Co sé dang ky: Hetero Labs Limited (bia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
7.1. Co sé san xuit: Hetero Labs Limited (Pja chi: Unit-V, Sy.No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, India)
7 Telsar 80 Telmisartan 80mg | Viénnén | Hop 3vix | NSX 36 890110443223 01
10 vién (VN-18906-15)
8. Co sé dang ky: JW Pharmaceutical Corporation (Dja chi: 2477, Nambusunhwan-ro, Seocho-gu,
Seoul, Korea)
8.1. Co sé san xuat: JW Life Science Corporation (Bja chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-
si, Chungcheongnam-do, Korea)

8 Combilipid | Glucose (dudi Nhit Thung NSX 24 880110443323 | 01
Peri dang Glucose tuong carton (VN-20531-17)
Injection monohydrat) tiém chtra 8 TUi

25,960, L-Alanin | truyén x 384ml;
1,289, L-Arginin | tinh Thung
0,904g, L-Aspartic | mach carton
acid 0,272g, L- ngoai vi | chua 4 Tui
Glutamic acid x 1040ml;
0,448g, Glycin Tai 3 ngan
0,632¢g, L-Histidin 1440ml,
0,544q, L- Thing
Isoleucin 0,448g, carton
L-Leucin 0,632g, chtra 4 Tai
L-Lysin (dudi x 1440ml,
dang L-Lysin Tai 3 ngan
HCI) 0,723g, L- 1920ml;
Methionin 0,448g, Thung
L-Phenylalanin carton
0,632g, L-Prolin chua 2 Tui
0,544q, L-Serin X 1920ml




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (S6é dingky | gia
di cap) han
1) (2) 3) (4) () (6) () (8) 9)
dihydrat) 0,059g,
Natri
glycerophosphat
(dudi dang Natri
glycerophosphat
hydrat) 0,403g,
Magié sulfat (dudi
dang Magié sulfat
heptahydrat)
0,128g, Kali
clorid 0,478g,
Natri acetat (dudi
dang Natri acetat
trihydrat) 0,392g,
Dau dau nanh tinh
khiét 13,69
9. Co s6 dang ky: MI Pharma Private Limited (Pja chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
9.1. Co sé san xuat: Mylan Laboratories Limited (Pja chi: F-4 & F-12, MIDC, Malegaon, Tal.
Sinnar, Nashik 422113 Maharashtra State, India)
9 Abacavir Abacavir 300mg | Viénnén | Hop 1 lo USP 48 890110443423 | 01
tablets USP bao phim | 60 vién 42 (VN2-643-17)
300mg
10. Co sé dang ky: Novartis (Singapore) Pte Ltd (bia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre, Singapore (049315), Singapore)
10.1. Co sé san xuat: Sandoz GmbH (Pja chi: Biochemiestrafe 10, A-6250 Kundl, Austria)
10 Xorimax Cefuroxim (dudi | Viénnén | Hop 1 vix | NSX 36 900110443523 | 01
500mg dang Cefuroxim bao phim | 10 vién (VN-20624-17)
axetil, ket tinh
601,44mg) 500mg
11. Co sé dang ky: Paradigm Pharma (Thailand) Co., Ltd (bia chi: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok
Metropolis, Thailand)
11.1. Co sé san xuit: Medreich Limited (Pja chi: 12th Mile, Old Madras Road, Virgonagar,
Bangalore- 560049, India)

11 Fleming Amoxicillin (dudi | Botpha | Hop 11lo x | NSX 24 890110443623 | 01
dang Amoxicillin | hon dich | 70ml (VN-15540-12)
trihyrate) uong
200mg/5ml, Acid
clavulanic
(duai dang

Diluted Potassium
Clavulanate)
28,5mg/5ml




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky

1)

—Ham lwong | baoché | dénggoéi | chuan | the gia han
(thang) | (S6 ding ky
di cap)
(2) 3) 4 ®) (6) ) (8

S6
lan
gia
han

9)

12. Co s6 dang ky: Tedis (Dia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
12.1. Co sé san xut: Ferrer Internacional, S.A. (Dja chi: ¢/. Joan Buscalla, 1-9, 08173 Sant Cugat
Del Valles (Barcelona), Spain)

12

Nucleo Cytidine-5'- Bot dong | Hop 36ng | NSX 24 840110443723
CMP Forte | monophosphate kho va bot va 3 (VN-18720-15)
disodium (CMP, | dung méi | ng dung
mudi dinatri) pha tiém | mdi 2ml
10mg; Uridine-5'-
triphosphate
trisodium (UTP,
mubi natri)+
Uridine-5'-
diphosphate
disodium (UDP,
mudi natri) +
Uridine-5'-
monophosphate
disodium (UMP,
mudi natri) 6mg
(twong duong
Uridine 2,660mg)

01

Ghi cha:

1. Céch ghi tiéu chuan cha lwgng thuac tai cgt (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu co thé
droc ghi trén nhan thuac.

- Céach viét tdt cac tiéu chuan chdt lwong digce dién: Dwge dién Viét Nam (DPVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chau
du (EP), Dugc dién QUAC té (IP)...

2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 86 ddang ky dwot cdp theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bé trieong BG Y té quy dinh viée ding ky lieu hanh thuoc, nguyén liéu 1am thuac.
- S6 ddang ky di cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap truéce khi thude duwoc gia
han theo quyér dinh nay.




Phu luc 1l

DANH MUC 07 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 115.3

(Ban hanh kém theo quyér dinh so: ..795......./0D-QLD, ngay27../10../2023.ciia Cuc Qudn [y Duroc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky S6
—Hamlwong | baoché | dénggoéi | chuan | the gia han lan

(thang) | (S6diangky | gia

di cap) han

) (2) 3) 4) ®) (6) (1) (8) ©)

1. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (Pja ch:i: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
1.1. Co sé san xuat: B. Braun Medical Industries Sdn. Bhd. (Pja chi: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)

1 0.9% Sodium chloride | Dung Hop 50 NSX 36 955110443823 01
Sodium 0,99/100ml dich chai x (VN-15725-12)
Chloride truyen 100ml;

Intravenous tinh Hop 30

Infusion mach chai x

B.P. 250ml;
Hop 10
chai x
500ml;
Hop 10
chai x
1000ml

2 20% Glucose Dung Hop 10 BP 36 955110443923 | 01
Glucose monohydrate dich Chai x hign (VN-15227-12)
Intravenous | 110g (twong truyen 500ml hanh
Infusion duong glucose tinh
B.P. anhydrous mach

100g)/500ml

3 Compound | 500 ml dung dich | Dung Hop 10 NSX 36 955110444023 | 01
Sodium chtra: Sodium dich chai x (VN-15726-12)
Lactate Chloride 3g; truyen 500ml;

Intravenous | Potassium tinh Hop 10
Infusion Chloride 0,2g; mach chai x
B.P. Calcium chloride 1000ml
(Hartmann's | dihydrate 0,135g;
Solution) Sodium lactate

1,560g

2. Co sé diing ky: Cong ty TNHH Dwoc pham va TBYT Phwong Lé (Pja chi: L6 D3/D6 Khu d6
thi méi Cau Gidy, P. Dich Vong, Q. Cau Gidy, Ha Ngi, Viét Nam)

2.1. Co sé san xuit: Incepta Pharmaceuticals Ltd. (Dja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)

4 Tamunix Etodolac 300mg | Vién Hop 3vix | USP 24 894110444123 01
nang 10 Vién (VN-10116-10)
cung




Tén thuéc

STT Hoat chat chinh | Dang | Quycéach | Tiéu | Tudi S6 diang ky S6
—Ham lwong | baoché | dénggéi | chuin | tho gia han lan
(thang) | (S6 dangky | gia
da c:?'\p) han
1) ) ®3) (4) ) (6) ) (8) )
3. Co sé diang ky: Cong ty TNHH Dwoc pham Vietsun (Pia chi: TT2-B42 Khu dé thi Vian Qudn,
phuong Phuc La, qudn Ha Pong, TP. Ha Noi, Viét Nam)
3.1. Co sé san xuit: Incepta Pharmaceuticals Ltd. (Pja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)
5 Barcavir Entecavir (twuong | Viénnén | Hop1vix | USP 24 894114444223 01
duong voi bao phim | 10 Vién (VN-13012-11)
Entecavir
monohydrat
0,5325mg) 0,5mg
4. Co sé dang ky: Haw Par Healthcare Limited (Pja chi: 401 Commonwealth Drive #03-03, Haw
Par Techno Centre Singapore (149598), Singapore)
4.1. Co sé san xuit: Haw Par Healthcare Limited (Pja chi: 2 Chia Ping Road, Haw Par Tiger Balm
Building Singapore 619968, Singapore)
6 Tiger balm | Camphor 1,0% Miéng Tai 3 NSX 36 888100444323 01
plaster (w/w); Menthol dan qua | Miéng, (VN-18782-15)
0,3% (w/w); Tinh | da kich thudc
dau bac ha 0,6% 7cmx 10
(w/w); Tinh dau cmva3
khuynh diép 0,5% miéng dan
(wiw) phu; Tai 3
Miéng,
kich thudc
10 cm x
14 cm va
3 miéng
dan phu
5. Co sé dang ky: Hyphens Pharma Pte. Ltd (Dia chi: 16 Tai Seng Street, #04-01, Singapore
534138, Singapore)
5.1. Co sé san xuit: Laboratoire Chauvin (Pja chi: Zone Industrielle Ripotier Haut 07200 Aubenas,
France)
7 Indocollyre | Indomethacin Thubc Hop 1lo x | NSX 18 300100444423
0,1% nho mat | 5ml (VN-12548-11)

Ghi chu: ‘) , ,
1. Céch ghi tiéu chudan chat lwong thuoc tai cot (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co y

nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu co thé
duroc ghi trén nhan thuac.

2. S6 dang ky tai cét (8):
- S6 ddang ky gia han 1a sé déing ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trueeng Bo Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuoc.
- S6 ding ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trueéc khi thuée duoc gia
han theo quyér dinh nay.
3. Poi véi thuéc s thir tw 6 tai Phu luc nay: sau khi hét han glay dang ky luu hanh, yéu cau bé sung

dir liéu 1am sang chizng minh an toan, hiéu qud cua thudc dé diroc xem xét viéc gia han gidy dang ky
lveu hanh.
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