BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - T do - Hanh phic
S6: 305 /QP-QLD Ha Néi, ngay 28 thang04nam 2023
QUYET PINH

) Vé viéc ban hanh danh muyc 18 thudc nwéc ngoai
dwore cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 114.2

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duwoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdau to chirc cua Bo Y té;

Can cir Quyét dinh so 1969/QD-BYT ngay 26/4/2023 ciia B¢ truong Bo Y té
quy dinh chirc nang, nhiem vu, quyén han va co cau 16 chirc cua Cyc Quan Iy
Duoc thuoc Bo Y té;

~ Can cir Thong tu s6 08/2022/TT -BYT ngay 05/09/2022 cua Bo truong B Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén lieu lam thuoc,

Can cir ¥ kién cua Hoi c?’(fng tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Péng ky thuéc - Cuc Qudn Iy Duore.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 18 thudc nudc
ngoai dugc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 114.2, bao
gom:

1. Danh muc 01 thudc nudc ngoai duoc cap gidy dang ky lwu hanh hiéu
luc 05 nam - Dot 114.2 (tai Phu luc I kem theo).

2. Danh muc 14 thudc nudc ngoai duoc gia han gidy dang ky luu hanh
hiéu lyc 05 nam - Dot 114.2 (tai Phu luc Il kem theo).

3. Danh muc 03 thudc nudc ngoai dugc gia han gidy ding ky luu hanh
hiéu luc 03 nam - Dot 114.2 (tai Phu luc Il kem theo).

Piéu 2. Co s san xuit va co sé dang ky thude cé 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 sb ding ky dugc BO Y té cip 1én nhan thude.

2. Chap hanh day du phap luat ciia nuéc CHXHCN Viét Nam va cac quy
dinh cia B0 Y té vé nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat
ctr thay d6i gi trong qua trinh luu hanh thudc ¢ nudc so tai va & Viét Nam thi
phai bao céo ngay cho Cuc Quan 1y Duoc - B Y té Viét Nam.



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

4. Thudc duoc gia han giéy dang ky luu hanh tai Phu luc II, Phu luc III
Quyét dinh nay nhung chua ndp hd so cap nhat ndi dung nhin thude, to hudng
din st dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngiy
18/01/2018 cua Bo truong B Y té thi phai thuc hién viéc cdp nhat theo quy
dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT trong thoi han
12 thang ké tir ngdy duoc gia han gidy 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 tai Phu lyc II, Phu luc III Quyét dinh nay c6 thay
ddi vé ndi dung hanh chinh (bao gém cd mau nhan va to huéng dan sir dung)
phai nhap khau, luu hanh véi céc ndi dung di dugc phé duyét thay doi trong hd
so dang ky gia han.

6. Phdi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thuéc ké don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cua thube trén nguodi Viét Nam va tong hop, bdo céo theo quy dinh tai
Diéu 5 Thong tu s 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thude dbi véi cac thude
thuoc Danh muc tai Phu luc III ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong ctia co s ding
ky trong thoi gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu 1am
thudc. Trong truong hop khéng con dap ung du diéu kién hoat dong, co s ding
ky phéi c6 trach nhiém thyc hién thay ddi co s¢ diang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia BO truéng BO Y té trong thoi han 30
ngay ké tir ngay co so ding ky khong con du diéu kién hoat dong.

8. Co so ding ky thudc phai bao cdo BO Y té vé cap nhat tinh trang dap
tmg Thyc hanh tot san xudt ciia co so san xuét thude, nguyén liéu lam thude.
Truong hop co sé san xuét bi thu hdi gidy phép san xuat hodc khong dap ung
Thuc hanh tot san xuat thude, nguyén liéu 1am thubc & nude so tai, co sé phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngdy co thong bao cua co
quan quan 1y c¢6 thim quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 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 Luit Duoc.

Piéu 3. Cac thubc duogc gia han gidy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc stir dung sd ding ky da cip trude khi gia han trong thoi han tdi da
12 thang ké tir ngay duogc cép sd ding ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.



N

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

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

Noi nhdn:

- Nhu biéu 5;

- Bo trudng (dé blc); o mrn
- TTr. B3 Xuén Tuyén (dé b/c); 5] ~res

- Cuc Quan Y - Bd Qudc phong, Cuc Y té - B Cong ~
an; Cuc Y t& GTVT - Bo Giao thong van tai; T(;)ng\\ *
Cuc Hai quan - B§ Tai chinh;
- Bao hiém X3 hoi Viét Nam; e X .
- B Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra B9.

-S&'Y té cac tinh, thanh phé truc thudc Trung wong;

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

- Tong Cong ty Duge VN-CTCP; Cac Cong ty XNK

duoc phém;

- Cac Bénh vién & Vién c6 giuong bénh tryc thudc

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




Phu lucI

DANH MUC 01 THUOC NUOGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 114.2

(Ban hanh kém theo quyét dinh s6: .305......./OP-QLD, ngay 28../04./2023.ciia Cuc Qudan Iy Dwoc)
STT | Ténthudc | Hoatchat chinh— | Dangbao | Quycich | Tiéu | Tudi S6 ding ky
Ham lwong ché dong goi chuan tho
(thang)
(0] (0] A (C)] (6] © () ®

1. Co sé dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Dia chi: 38 Beach Road #18-11, South Beach
Tower, Singapore (189767), Singapore)
1.1. Co sé san xuét: Co so san xuit va déng goi: Sanofi Ila¢ Sanayi Ve Ticaret Anonim Sirketi
(Dia chi: Kiiciikkaristiran Mahallesi, Merkez Sokak No:223/4, 39780 Biiyiikkaristiran, Liileburgaz,

Kirklareli, Turkey)

Co sé kiém nghiém va xuét xwong: Sanofi Winthrop Industrie (Dja chi: 30-36 Avenue Gustave
Eiffel, 37100 Tours, France)

1 Depakine Natri valproate Dung dich | Hop 1 chai NSX 36 868114087823
200mg/ml 200mg/ml thudc udng | 40ml va 1
xy lanh co
vach chia
lidu dé 1ay
thude
Ghi chu:

1. Cdch ghi tiéu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co 56 (TCCS), In-house co y
nghia tiwong dwong nhau, la tiéu chudn chat lwong thuéc do co s¢ san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.




Phu luc I1

DANH MUC 14 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 114.2

(Ban hanh kém theo quyét dinh s6: ..395...../OP-QLD, ngay 28.M04./2023ciia Cuc Quan Iy Dwoc)

STT | Tén thudc | Hoat chiatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (S6 dingky | gia

da cﬁp) han

2) A3) @ 3 (6 (@) ® (6]

1. Co s& diang ky: A. Menarini Singapore Pte. Ltd (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)

1.1. Co sé san xuit: A. Menarini Manufacturing Logistics and Services S.r.1 (Co s¢ kiém soat 16:
Dompe' Farmaceutici S.P.A (Dia chi: Via Campo di Pile, 67100 L'Aquila, Italy)) (Pia chi: Via
Campo di Pile, 67100 L'Aquila (AQ), Italy)

Biftil Zofenopril calci Viénnén | Hop 1 vix | NSX 36 800110087923 01
30mg bao phim | 14 vién; (VN3-34-18)
Hop 2 vix
14 vién
Bifril Zofenopril calci Viénnén | Hop 1 vix | NSX 36 800110088023 01
15mg bao phim | 14 vién; (VN3-33-18)
Hop 2 vix
14 vién

2. Co'sé diang ky: Cong ty TNHH Dwoc Pham Lién Hop (Pia chi: 480C Nguyén Thi Thip, Phuwong
Tdn Quy, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)

2.1. Co sé san xuat: Synthon Hispania, SL (Pia chi: ¢/ Castells, 1, 08830 Sant Boi De Llobregat
(Barcelona), Spain)

Asstamid Bicalutamid Viénnén | Hop 4 vix | NSX 36 840114088123 01
50mg bao phim | 7 vién (VN2-627-17)

2.2. Co sé san xuat: Synthon Hispania, SL (Pia chi: Pol. Ind. Les Salines, Carrer Castello, 1, 08830,
Sant Boi de Llobregat, Barcelona, Spain)

Asstrozol Anastrozol Img Viénnén | Hop 2 vix | NSX 36 840114088223 01
bao phim | 14 vién (VN2-542-17)

3. Co sé diang ky: Cong ty TNHH Duwoc pham Viét - Phap (Pia chi: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, phuwong Lang Thwong, Qudn Péng Pa, Ha Ni, Viét Nam)

3.1. Co sé san xuit: Thymoorgan Pharmazie GmbH (Dja chi: Schiffgraben 23, 38690 Goslar,
Germany)

Co sé dong géi: Sia Pharmidea (Dja chi: Rupnicu iela 4, Olaine, Olaines novads, LV-2114, Latvia)

Pemetrexed | Pemetrexed (dudi | Bot dong khé | Hop 1 | NSX 24 400114088323 01

Invagen dang Pemetrexed | pha dung dich | lo (VN3-118-19)
dinatri dam dac de
hemipentahydrat) | pha dung dich
500mg tiém truyén

tinh mach




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi SO ding ky SO
— Ham lwgng bao ché | déng g6i | chuin tho gia han lin

(thang) (S6 diing ky gia

da cip) han

@ @) A @ ®) 6 (7 @® (€)]

4. Co sé ding ky: Cong ty TNHH Xuit nhip khau va phan phdi dwoc pham Ha Ndi (Pia chi: S6
23 phé Vwong Thira Vii, Phwong Khwong Mai, Qudn Thanh Xudn, Ha Néi., Viét Nam)

4.1. Co sé san xuat: Santa Farma ila¢ Sanayii Anonim Sirketi (Dja chi: Kocaeli, Gebze V (Kimya)
Ihtisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovast — Kocaeli, Turkey)

6 Evasif Tenofovir Viénnén | Hop 1 lo x | NSX 24 868110088423 01
245mg disoproxil (dudi | bao phim | 30 vién (VN3-140-19)
dang tenofovir
disoproxil
fumarat 300mg)
245mg
5. Co sé diang ky: Cong ty Trach nhiém hiru han Mt thanh vién Vimepharco (Pia chi: O s6 6,
téng 5, toa nha D2 Gidang Vo, phuwong Giang Vo, Ba Dinh, Ha Noi, Viét Nam)
5.1. Co sé san xuit: Republican unitary production enterprise "Belmedpreparaty" - Tén viét
tat: Belmedpreparaty RUE (Pja chi: Dia chi dang ky: 30 Fabritsius St., 220007 Minsk, Belarus; Pia
chi san xudt: Workshop 2 - 30 Fabritsius St., 220007 Minsk, Belarus)
7 Methotrexate | Methotrexat Bot dong | Hop 1 1o NSX 24 481114088523 01
-Belmed 1000mg kho pha (VN3-19-18)
dung
dich tiém
truyén
6. Co s¢ dang ky: GlaxoSmithKline Pte Ltd (Dia chi: 23, Rochester Park, Singapore 139234,
Singapore)
6.1. Co s san xuit: Glaxo Operations UK Limited (trading as Glaxo Wellcome Operations) (Pia
chi: Priory street, Ware, Hertfordshire, SG12 0DJ, UK)
8 Anoro | M&i lidu phong thich Thube | Hop 1 NSX 24 500110088623 | 01
Ellipta | (liéu di ra khoi ddu ngam | bot hit | dung cu (VN3-232-19)
cua dung cu hit) chra 55 | phan | hit chira
microgam (mcg) lidu 30 licu
umeclidinium (twong hit

duong v6i 65meg
umeclidinium bromide)
va 22mcg vilanterol
(dang trifenatate). Liéu
nay twong Gng véi lidu
62,5mcg umeclidinium
(twong duong voi
74,2mcg umeclidinium
bromide) va 25mcg
vilanterol (dang
trifenatate) khi chua
phong thich




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham luwgng bao ché | dong g6i | chuin tho gia han lin

(thang) (S6 diing ky gia

da cip) han

@ @ (€)] “ (6] © U] @® (€]

7. Co sé dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)

7.1. Co s& san xuit: Hetero Labs Limited (Dia chi: UnitIll, 22-110, 1.D.A, Jeedimetla, Hyderabad,
Telangana, India)

9 Tenof EM Emtricitabine Viénnén | Hop 1 lo NSX 24 890110088723 01
200mg; Tenofovir | bao phim | 30 vién (VN3-72-18)
Disoproxil
fumarate 300mg
8. Co'sé dang ky: Les Laboratoires Servier (Dja chi: 50 rue Carnot, 92284 Suresnes Cedex, France)
8.1. Co sé san xuit: Les Laboratoires Servier Industrie (Pja chi: 905, Route de Saran, 45520 Gidy,
France)

10 Daflon 1000mg phan Viénnén | Hop 3 vix | NSX 48 300100088823 01
1000mg doan flavonoid vi | bao phim | 10 vién (VN3-291-20)

hat tinh ch¢ ing

véi: Diosmin 90%

900mg; Cac

flavonoid biéu thi

bang hesperidin

10% 100mg
9. Co sé dang ky: Lotus International PTE. LTD (Pja chi: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)
9.1. Co sé san xuit: Remedica Ltd (Dia chi: Aharnon Street, Limassol Industrial Estate 3056,
Limassol, Cyprus)

11 Alvotinib Imatinib (dudi Viénnén | Hop 3 vix | NSX 36 529114088923 01

400mg dang Imatinib bao phim | 10 vién (VN2-447-16)
mesylat) 400mg
10. Co sé dang ky: Macleods Pharmaceuticals Limited (Pia chi: 304, Atlanta Arcade, Marol
Church Rd, Andheri (E.), Mumbai, Maharashtra - 400 059, India)
10.1. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Pia chi: Plot No. 25-27, Survey No. 366,
Premier Industrial Estate, Kachigam, Daman-396210 (U.T.), India)

12 Lamivudine | Lamivudine Viénnén | Hop 1 Lo | NSX 36 890114089023 01
150mg & 150mg, bao phim | x 60 Vién (VN2-561-17)
Zidovudine | Zidovudine
300mg 300mg
tablets

11. Co sé dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)

11.1. Co sé san xuit: Reliance Life Science Pvt.Ltd (Pia chi: Dhirubhai Ambani Life Sciences
Centre (DALC), Plant 3,5,6 and 9 Plot No. R-282, Thane Belapur Road, Rabale, Thane 400701
Maharashtra State, India)




STT | Tén thudc | Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham luwgng bao ché | déng g6i | chuin tho gia han lin
(thang) (S6 diing ky gia
da cip) han
@ @) A @ Q)] © U] @® (€]
13 Temorel Temozolomide Vién Hop 1195 | NSX 24 890114089123 01
100mg 100mg nang vién (VN3-87-18)
cing

12. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315), Singapore)

12.1. Co sé san xuat: Ebewe Pharma Ges.m.b.H. Nfg. KG (Pia chi: Mondseestrasse 11, 4866
Unterach am Attersee, Austria)

14 Oxaliplatin Oxaliplatin Smg | Dung Hop 1 1o NSX 24 900114089223 01
Ebewe dich dam | 150mg/30 (VN2-636-17)
150mg/30ml dacpha | ml

dung

dich tiém

truyén
Ghi chu:

1. Cdch ghi tiéu chudn chat lwong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudat (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢6
nghia twong dwong nhau, la tiéu chudan chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.

2. 86 dang ky tai cot (8):

- S6 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trwong Bé Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thuoc.
- S6 ddang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truée khi thuée dwoc gia
han theo quyét dinh nay.




DANH MUC 03 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc IIT

TAI VIET NAM HIEU LUC 3 - DOQT 114.2

(Ban hanh kém theo quyét dinh s6:

...305.../OD-QLD, ngay 28.04../2023.clia Cuc Quan ly Duoc)

STT | Tén thudc | Hoat chiatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (SO dingky | gia

da cﬁp) han

(1) ()] 3 “@ ® ©) (@) ® ®

1. Co sé ding ky: Cong ty TNHH Dwoge pham GSK Viét Nam (Bja chi: Phong 702 va 703, Tang
7, Toa nha Metropolitan Tower, S6 235 dwong Pong Khoi, Phwong Bén Nghé, Qudn 1, Thanh phé Ho
Chi Minh, Viét Nam)

1.1. Co sé san xuit: Glaxo Operations UK Ltd. (trading as Glaxo Wellcome Operations) (Pja
chi: Priory street, Ware, Hertfordshire, SG12 0DJ, UK)

Relvar Mbi liéu chua Bothit | Hop chira | NSX 24 500110089323 01
Ellipta phong thich chira | phén liéu | 1 dung cu (VN3-42-18)
fluticasone 30 licu hit

furoate 100mcg;
vilanterol (dudi
dang vilanterol
trifenatate)
25mceg; mdi liéu
phong thich chira
fluticasone
furoate 92mcg;
vilanterol (dudi
dang vilanterol
trifenatate) 22mcg

2. Co s¢ dang ky: Juniper Biologics Pte. Ltd. (Pia chi: 1 Wallich Street, #30-014 Guoco Tower,
Singapore (078881), Singapore)

2.1. Co'so san xuét: Helsinn Birex Pharmaceuticals Ltd. (Pia chi: Damastown, Mulhuddart, Dublin
15, Ireland)

Vién
nang
cing

NSX 36 539110089423 01

(VN3-265-20)

Akynzeo Netupitant
300mg;
Palonosetron
(duoi dang
Palonosetron
hydroclorid)

0,5mg

Hop 1 vix
1 vién

3. Co's6 diang ky: RV Group (S) Pte. Ltd. (Pia chi: 1 North Bridge Road, #21-06 High Street Centre,
Singapore 179094, Singapore)

3.1. Co s& san xuat: Cipla Ltd. (Pia chi: Plot No. A-42, M.1.D.C, Patalganga, Raigad 410220,
Maharashtra State, India)

NSX 24 890110089523 01

(VN2-592-17)

Vién nén
bao phim

Lopimune
Tablets

Lopinavir 200mg;
Ritonavir 50mg

Hop 1 1o x
120 vién




Ghi chu:

1. Cach ghi tieu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house co y
nghia twong dwong nhau, la tiéu chudan chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoe ghi trén nhan thubc.

2. S dang ky tai cét (8):

- S6 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trwong Bé Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truée khi thude dwoc gia
han theo quyét dinh nay.

3. Cdc thuéc tai Phy luc nay can tié}a tuc theo doi an toan — hiéu qua theo quy dinh tai Piéu 5 Thong
tw 56 08/2022/TTBYT ngay 05/09/2022.



