BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
Sé: 394 /Qb-QLD Ha Néi, ngay 01 thang 06 ndm 2023
QUYET PINH

vé Vi@crban hanh danh myc 77 thudc sin xuit trong nwéc
dwgce cap giay dang ky lwu hanh tai Viét Nam - Dot 184.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc cia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia Bé truéng B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy Dirgc
thuc BY Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bé Y té
quy dinh viéc dang ky leu hanh thuéc, nguyen liéu lam thudc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 77 thudc san xuat trong
nude duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 184.1, cu thé:

1. Danh muc 70 thudc san xuét trong nudc duoc cip gidy dang ky luu hanh tai
Viét Nam hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh myc 07 thubc san xuét trong nude duge cp gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam (Phu luc 11 kem theo).

Piéu 2. Co s san xuit va co sé dang ky thude ¢ trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu da ding ky voi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cap 1én nhéan thude.

2. Chi dugc san xuét, dua ra lwu hanh cac thude kiém soat dic biét khi co Gidy
ching nhéan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cia co sd dap img quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s didu va bién phap thi hanh Luat Dugc.

3. Thuc hién vi¢c cap nhat ti€u chuan chit luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thudc, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truéng Bo Y té stra d6i, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chit lugng thudc, nguyén liéu lam thude.

4. Thye hién, phdi hop véi co s nhap khau thuc hién theo dung quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan 1y Dugc vé viée kiém tra
chat luong nguyén liéu lam thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ban hanh kém theo Quyét dinh nay c6 chtra dugc chét thudc nhom sartan.



5. Cap nhat nhan thudc, to huéng dan st dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia B trudong Bo 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 d6i, bd sung gidy ding
ky luu hanh thubc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phéi hop véi cac co s diéu tri dé thyuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cta
thuoc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude trong Phy luc II ban hanh kém theo Quyét
dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diu kién hoat dong trong thoi
gian hiéu lyc cia gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ang du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém
thuc hién thay doi co s diang ky theo quy dinh tai Thong tu s 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngdy co so dang ky khong con du diéu kién hoat dong.

8. Co s san xuat thudc phai bao dam cac diéu kién hoat dong clia co so san
xudt trong thoi han higu lyc cia gidy dang ki luu hanh thude, nguyén ligu lam thudc.

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

Diéu 4. Giam dbc SO'Y té cac tinh, thanh phd tryc thudce Trung wong va Giam
ddc co sO san xuét va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4, =

- BT. Pao Hong Lan (dé b/c);
- TT. B Xuén Tuyén (dé b/c);
- Cuc Quan y - Bd Qudc phong, Cuc Y té - B6 Cong
- Cuc Y t& GTVT - Bo Giao thong van tai; \
- Téng Cuc Hai quan - B Tai chinh;

- Bao hlem x4 hoi Viét Nam; N2 v < A X .
-B§ Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanhtra ¥ U Tuén Cuong
B, Vin phong HPTV cip GPKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thugc Bo Y té;

- Trung tdm mua sam tap trung thudc quoc gia;

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

Website;

- Luu: VT, BK (T) (02b).




Phu luc I
DANH MUC 70 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - POT 184.1
(Kém theo Quyét dinh s6:39%...../0P-OLD ngay0l thangoendm 2023
cua Cuc Quan ly Duoc)

A r S , - oA Tlléi
STT Tén thube Hoat ‘chat chinh - | Dang E)ao Quy cac,l.l dong Tlel; tho $6 diing ky
Ham lwgng che goi chuan ,
(thang)
@ ) A “ (6)] (6) @ )]

1. Co sé diing ky: Cong ty C6 phan Dwoc Pham Imexpharm (Bia chi: S6 04, Puong 30/4, Phuong 1, TP.Cao
Lanh, tinh Dong Thap, Viét Nam)
1.1. Co s san xuét: Chi nhanh 3 - Cong ty C6 phan Duwgec PhAm Imexpharm tai Binh Dwong (Bia chi: S6 22,

Puong sb 2, Khu cong nghiép Viét Nam - Singapore II, Phudng Hoa Phii, TP. Thi Dau Mét, Tinh Binh Duong, Viét

Nam)

1 |Imecefzol 125 SC |Cefprozil (Duéi  [Thudc bot [Hop 10 goi x 1g; | USP hién 24 893110127423
dang cefprozil pha hon Hop 20 goix 1g hanh
monohydrat) dich ung
125mg

2 |Prokizil Cefprozil (dudi Thude bot |Hop 10 goi x 2g; | USP hién 24 1893110127523
dang cefprozil pha hon Hop 20 goi x 2g hanh
monohydrat) dich ung
250mg

1.2. Co sé san xuét: Chi nhanh Cong ty C6 phin Dwgc Pham Imexpharm— Nha may khang sinh Cong nghé
cao Vinh Lgc (Pia chi: L6 B15/I-B16/1, Buong 2A, Khu cong nghi€p Vinh Loc, Phuong Binh Hung Hoa B, Quan
Binh Tén, TP. Hb Chi Minh, Viét Nam)

3 |Momencef Sultamicilin (duéi [Viénnén |Hop 1 taix2 vix | JP hién 24 893110127623
750mg dang sultamicilin [bao phim |7 vién; Hop 1 tai | hanh (JP
tosilat dihydrat) x 3 vi x 7 vién; 18)
750mg Hop 1 tai x 4 vix
7 vién

2. Co s& diing ky: Chi nhanh cong ty TNHH Sin xuit Thuwong mai Dwge phim Thanh Nam tai Binh Dwong
(Pia chi: S6 60 dai 16 Doc Lap, KCN Viét Nam Singapore, Phuong An Pha, Thanh phé Thuan An, Tinh Binh
Duong, Viét Nam)

2.1. Co s& san xuit: Chi nhanh cong ty TNHH San xuit Thwong mai Dwgce pham Thanh Nam tai Binh Duong
(Pia chi: S6 60 dai 16 Doc Lap, KCN Viét Nam Singapore, Phuong An Pha, Thanh phé Thuan An, Tinh Binh
Duong, Viét Nam)

Vién nén NSX 36 1893100127723

bao phim

Paracetamol
500mg
Cafein 65mg

4 |Tadolfein Extra
New

Hop 10 vix 10
vién

3. Co sé ding ky: Cong ty C6 phan Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén
Thai Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)

3.1. Co sé san xuit: Cong ty C6 phan Duoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498
Nguyén Thai Hoc — Phudng Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)

Vién nang 36 [893110127823

cung

Hop 3 vix 10 NSX
vién; Hop 10 vi x
10 vién

5 |Lyronat 75mg Pregabalin 75mg

4. Co s¢ diang ky: Cong ty co6 phan Dwoc Pong Nai (Dia chi: S6 221 B, dudng Pham Vin Thuén, phuong Tan
Tién, thanh phd Bién Hoa, tinh Ddng Nai, Viét Nam)
4. Co s& san xuat: Cong ty c6 phan Dwgc Pong Nai (Dia chi: S6 221 B, duong Pham Vin Thuén, phudng Tén
Tién, thanh phd Bién Hoa, tinh Dng Nai, Viét Nam)
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6 |Mesadona Mesalamine Viénnén |Hop 3 vix 10 NSX 36 893110127923
400mg bao phim |vién, Hop 10 vi x
tan trong |10 vién
rudt

5. Co s& diing ky: Cong ty c6 phan Duwoc Medipharco (Dia chi: 08 Nguyén Truong Té - Phuong Phude Vinh -
Thanh phd Hué - Tinh Thira Thién Hué, Viét Nam)
5.1. Co sé san xuét: Cong ty ¢6 phian Duwoc Medipharco (Dia chi: 08 Nguyén Trudng T - Phuong Phude Vinh -
Thanh phé Hué - Tinh Thira Thién Hué, Viét Nam)

7 |Risedronat 35 Risedronat natri  |Viénnén |Hop1vix4 NSX 36 893110128023
(dudi dang bao phim |vién; HQp 2 vi x
risedronat natri 4 vién; Hop 3 vi
hemipentahydrat) x 4 vién; Hop 4
35mg vi x 4 vién; Hop
5 vi x 4 vién;
Hop 10 vix 4
vién
8 |Risedronat 75 Risedronat natri  |Viénnén |Hop1vix4 NSX 36 893110128123
(dudi dang bao phim |vién; HOp 2 vi x
risedronat natri 4 vién; Hop 3 vi
hemipentahydrat) x 4 vién; Hop 4
75mg vi x 4 vién; Hop

5 vi x 4 vién;
Hop 10 vix 4
vién

6. Co s& diing ky: Cong ty C6 phan Dwoc pham Boston Viét Nam (Dia chi: S 43 dudng sé 8, KCN Viét Nam —
Singapore, phuong Binh Hoa, thanh ph Thuan An, tinh Binh Duong, Viét Nam)
6.1. Co sé san xuét: Cong ty Co phan Dwge pham Boston Viét Nam (DPija chi: S6 43 duong sé 8, KCN Viét

Nam — Singapore, phudng Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

9 |Boszapin 15 Olanzapin 15mg |Viénnén [Hop 03 vix 10 TCCS 36 1893110128223
bao phim  |vién; Hop 05 vi x
10 vién; Hop 10
vix 10 vién
10 |Montelukast Montelukast (dudi |Viénnén  |Hop 03 vix 10 TCCS 36 1893110128323
Boston 4 dang montelukast |nhai vién; Hop 05 vi x
natri) 4mg 10 vién; Hop 10
vix 10 vién
11 |Montelukast Montelukast (dudi |Viénnén  |Hop 03 vix 10 TCCS 36 1893110128423
Boston 5 dang montelukast |nhai vién; Hop 05 vi x
natri) Smg 10 vién; Hop 10

vi x 10 vién

7. Co s¢ diing ky: Cong ty Co phian Duwgc pham CPC1 Ha Noi (Pia chi: Cum cong nghiép Ha Binh Phuong, xi
Vin Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)
7. Co s& san xuat: Cong ty Co phan Dwge pham CPC1 Ha Ni (Dia chi: Cum cong nghiép Ha Binh Phuong, xi
Vin Binh, huyén Thuong Tin, thanh ph6 Ha Noi, Viét Nam)

12

Uformat

Mobi ml chtra:
Ursodeoxycholic
acid (Ursosdiol)
50mg

Hon dich
udng

Hop 20 éng x 5
ml; Hop 20 dng x
10 ml; Hop 1 1o x
100 ml

TCCS

36

893110128523
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8. Co s& diing ky: Cong ty C6 phin Dwoc phdm Pat Vi Phi (Pia chi: L6 M7A , Puong D17, Khu Cong Nghiép

M§ Phudce 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

8.1. Co s& san xuat: Cong ty C6 phan Duge phiam Pat Vi Pha (Dia chi: L6 M7A , Pudng D17, Khu Cong
Nghiép My Phudc 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

13

Khouma-HCT

Nebivolol (dudi
dang nebivolol
HCI) 5mg;
Hydroclorothiazid
12,5mg

Vién nén
bao phim

Hop 6 vix 10
vién

NSX

36

893110128623

9. Co s¢ ding ky: Cong ty c¢o6 phan Dwoc Pham Ha Tay (Dia chi: SO 10A Phd Quang Trung, Phuong Quang
Trung, Quan Ha Bong, Thanh phé Ha Noi, Viét Nam)
9.1. Co s& san xuat: Cong ty c6 phan Dwoc Pham Ha Tay (Pia chi: T dan phé s 4, phuong La Khé, quan Ha
Dong, thanh phd Ha Noi, Viét Nam)

14

Colthimus 6

Tizanidin (dudi
dang tizanidin
hydroclorid) 6mg

Vién nang
cung

Hop 6 vix 10
vién

NSX

24

893110128723

10. Co sé diing Ky: Cong ty ¢ phan dwgc pham Khanh Hoa (Dia chi: S6 74 duong Thong Nhat, phudong Van

Théng, thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

10.1. Co s6 san xuét: Cong ty c6 phan dwge pham Khanh Hoa (Dia chi: Pudng 2/4, Khom Dong Bic, phuong
Vinh Hoa, Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

15

Kamoxazol

Sulfamethoxazol
800mg,
Trimethoprim
160mg

Vién nén

Hop 10 vix 10
vién

NSX

36

893110128823

11. Co sé diing Ky: Cong ty Co phan Dwoc pham Me Di Sun (Dia chi: S6 521, khu phé An Loi, phuong Hoa Loi,
thi xa Bén Cat, tinh Binh Duong, Viét Nam)
11.1. Co s6 san xuét: Cong ty Co phan Duwgc pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa
Loi, thi x4 Bén Cat, tinh Binh Dwong, Viét Nam)

16 |Betahistin MDS |Betahistin mesilat |Viénnén [Hop 6 vix 10 NSX 36 [893110128923
6 mg 6mg vién
17 |Epilepmat EC Valproat natri Viénnén [Hop 6 vix 10 NSX 36 [893114129023
500mg 500mg bao tan vién
trong rudt
18 |Maltrizyd Nhom hydroxyd — |Hon dich  |Hop 30 goi x 10 NSX 24 1893100129123
330/400/50 (dudi dang nhém  |udng ml
hydroxyd gel
kho) 330mg;
Magnesi
hydroxyd 400mg;
Simethicon (dudi
dang nhii tuong
simeticon
30%) 50mg
19 |Mezarulin 100  |Pregabalin 100mg |Vién nang [Hop 6 vix 10 NSX 36 1893110129223
cung vién nang cing
20 |Naproxen MDS [Naproxen 250mg |Viénnén [Hop 6 vix 10 NSX 36 1893100129323
250mg bao phim |vién
tan trong
rudt
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12. Co s6 diing ky: Cong ty C6 phan Dwgc pham Medbolide (Dia chi: Phong 09, 1au 10, tda nha The Everrich 1,
s6 968 duong Ba Thang Hai, phuong 15, quan 11, Tp.HCM, Viét Nam)

12.1. Co s6 san xuét: Cong ty C6 phan Duwgc pham Me Di Sun (Dia chi: Sé 521, khu phd An Loi, phudong Hoa
Loi, thi x4 Bén Cat, tinh Binh Dwong, Viét Nam)

21 |Gotamas Pitavastatin (du¢i |Viénnén [Hop 3 vix 10 NSX 36 893110129423
dang Pitavastatin [bao phim [vién
calcium) 4mg

13. Co sé diing ky: Cong ty co phan Dwoc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phudng Bach
Ding, quan Hai Ba Trung, thanh phd Ha Noi, Viét Nam)

13.1. Co s6 san xuét: Cong ty c6 phin Dwge phdm Trung wong 2 (Dia chi: L6 27, Khu cong nghiép Quang
Minh, thi trin Quang Minh, huyén Mé Linh, thanh ph Ha Noi, Viét Nam)

22 |Fixhokap Trong 5ml chtta  [Sird Hop 1 1o 60ml; NSX 36 [893115129523
Terbutaline sulfate Hop 1 1o 75ml
1,5mg;
Guaifenesin
66,5mg

14. Co s6 ding ky: Cong ty C6 phan Dwgc pham Trung wong I - Pharbaco (Dia chi: 160 Tén Dtic Thing,
phudng Hang Bot, quan Pdng Da, thanh phd Ha Noi, Viét Nam)

14.1. Co s6 san xuat: Cong ty Co phan Dwgc pham Trung wong I - Pharbaco (Pia chi: Thon Thach L3i, xa
Thanh Xuén, huyén So6c Son, thanh phé Ha Noi, Viét Nam)

23 |Linezolid Linezolid Dung dich |[Hop 1 lo 300ml NSX 24 893110129623
600mg/300ml 600mg/300ml tiém truyén

15. Co s6 diing ky: Cong ty co phan dwge pham TV.Pharm (Dia chi: S5 27, Nguyén Chi Thanh, Khém 2,
Phuong 9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

15.1. Co s6 san xuét: Cong ty c6 phan dwge pham TV.Pharm (Bia chi: S6 27, Nguyén Chi Thanh, Khom 2,
Phuong 9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

24 |Pregabalin 150mg|Pregabalin 150mg |Vién nang |Hop 3 vix 10 NSX 36 893110129723
cung vién; Hop 5 vi x
10 vién

16. Co sé ding ky: Cong ty C6 phan Dwogc pham va Sinh hoc y té (Dia chi: 31 Ngé Thoi Nhiém, Phuong 6, Quan
3, Thanh phd H Chi Minh, Viét Nam.)

16.1. Co sé san xuat: Cong ty Cé phan Dwoc phadm va Sinh hoc y té (Dia chi: Lo I1I-18, dudong s6 13, KCN Tén
Binh, Q. Tan Phu, TP. HO Chi Minh, Viét Nam)

25 |Meloxofen Loxoprofen natri  |Viénnén [Hop 10 vix 10 NSX 36 893100129823
(duoi dang vién
loxoprofen natri
hydrat) 60mg

17. Co sé ding ky: Cong ty co phan dwgc pham Vimedimex 2 (Dia chi: L6 dat 2, duong Ts6, KCN Tién Son, xi
Noi Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)

17.1. Co s6 san xuit: Cong ty c6 phan dwge pham Vimedimex 2 (Dia chi: Lo dat 2, duong Ts6, KCN Tién Son,
xa NOi Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)

26 |Paroxetin -VMG [Paroxetin (dudi Viénnén |HopS5vix 10 NSX 36 893110129923
20 dang paroxetin bao phim |Vién
hydroclorid
hemihydrat
22,77mg) 20mg
27 |Ticagrelor- Ticagrelor 60mg [Viénnén |Hop 6 vix 10 NSX 36 [893110130023
VMG 60 bao phim |Vién
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18. Co s6 diing ky: Cong ty co phan dwgc pham Wealphar (Dia chi: L6 CN5, Khu céng nghiép Thuy Van, Xa

Thuy Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)

18.1. Co s6 san xuét: Cong ty c6 phan dwoe phim Wealphar (Pia chi: L6 CN5, Khu cong nghiép Thuy Vén, Xa

Thuy Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)

28 |Captopril Hetz  [Captopril 50mg; |Viénnén [Hop 6 vix 10 NSX 36 [893110130123
DWP 50/15mg  |Hydroclorothiazid vién
15mg
29 |Carvedilol DWP |[Carvedilol 20mg |Viénnén [Hop 6 vix 10 NSX 36 893110130223
20mg vién
30 |Ebastin DWP Ebastin Smg Viénnén |Hop 6 vix 10 NSX 36 893110130323
Smg bao phim |vién
31 [Fluvastatin DWP |Fluvastatin (du6i |Viénnén [Hop 6 vix 10 NSX 36 893110130423
10mg dang Fluvastatin  |bao phim [vién
natri) 10mg
32 [Irbesartan DWP |Irbesartan 225mg |Viénnén [Hop 6 vix 10 NSX 36 [893110130523
225mg bao phim |vién
33 [Isosorbid Isosorbid Viénnén |Hop 6 vix 10 NSX 36 [893110130623
Mononitrat DWP |Mononitrat (dudi vién
20mg dang Diluted
Isosorbid
Mononitrat) 20mg
34 |Lisinopril Plus  |Lisinopril (duéi |Viénnén |[HOp 6 vix 10 NSX 36 893110130723
DWP 10/12,5mg |dang lisinopril vién
dihydrat) 10mg;
Hydroclorothiazid
12,5mg
35 [Naproxen DWP |Naproxen Viénnén [Hop 6 vix 10 NSX 36 [893110130823
375mg natri 375mg bao phim |vién

19. Co sé diing ky: Cong ty ¢o phan Dwoc S.Pharm (Dia chi: Puong D1, 16 G, KCN An Nghiép, xd An Hiép,

huyén Chau Thanh, tinh Séc¢ Trang,Viét Nam)

19.1. Co s6 san xuat: Cong ty c6 phan Dwge S.Pharm (Bia chi: Puong D1, 16 G, KCN An Nghiép, xa An Hiép,
huyén Chau Thanh, tinh Séc Trang, Viét Nam)

36

Sotrapharnotalzin
500

Paracetamol
500mg

Vién nang
cung

Chai 200 vién;
Chai 500 vién;
Hop 10 vix 10
vién; Hop 20 vi x
10 vién; Hop

50 vix 10 vién

NSX

36

893100130923

20. Co sé ding ky: Cong ty ¢6 phan Dwogc Trung wong 3 (Pia chi: S6 115 Ngo Gia Ty, phuong Hai Chau 1, quan
Hai Chau, thanh phd Da Ning, Viét Nam)
20.1. Co sé san xuit: Cong ty co phan Duwge Trung wong 3 (Dia chi: S6 115 Ngb Gia Ty, phuong Hai Chau 1,
quan Hai Chau, thanh phd Pa Ning, Viét Nam)

37 |Cenerta Magnesi lactat Viénnén |Hop S vix 10 NSX 36 [893100131023
dihydrat 470mg; |bao phim |vién; Hop 10 vi x
Vitamin B6 5mg 10 vién
38 [Ceteco Metronidazol Vién nang [Hop 10 vix 10 NSX 36 [893115131123
Metronidazol 500mg cung vién; Lo 100 vién
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39 |Datadol flu 150 |Paracetamol Thuoc com |Hop 20 goi x NSX 36 893100131223
150mg; 1,5g; Hop 50 goi
Clorpheniramin x 1,5¢
maleat 1mg

21. Co sé ding ky: Cong ty cé phan dwoc vat twy té Ha Nam (Dja chi: Cum CN Hoang Péng, phuong Hoang
bong, thi xa Duy Tién, tinh Ha Nam, Viét Nam)
21.1 Co s6 san xuit: Cong ty cd phin dwoc vat twy té Ha Nam (Pia chi: Cum CN Hoang DPéng, phudng Hoang
bong, thi xd Duy Tién, tinh Ha Nam, Viét Nam)

40 |Fluval Tyrothricin Vién ngdm [Hop 2 vix 10 TCCS 36 1893100131323
0,5mg; Benzocain vién; Hop 4 vi x
1,5mg; 10 vién; Hop 5 vi
Benzalkonium x 10 vién; Hop
clorid 1mg 10 vi x 10 vién
41 |Hekalone L - Isoleucine Com pha  [Hop 30 goi; Hop TCCS 36 1893110131423
952mg; dung dich |60 goi; Hop 84
L - Leucine ubng g61; Hop 90 goi
1904mg; L -

Valine 1144mg

22. Co sé ding ky: Cong ty cd phan Dwge VTYT Hai Dwong (Dia chi: 102 Chi ling, phuong Nguyén Trii, thanh
phé Hai Duong, tinh Hai Duwong, Viét Nam)
22.1. Co sé san xuiat: Cong ty co6 phan Duge VTYT Hii Dwong (Dia chi: 102 Chi ling, phuong Nguyén Trai,
thanh phd Hai Duong, tinh Hai Duong, Viét Nam)

42

Serovula

Piracetam
3,333g/10ml

Dung dich
thude

Hop 30 6ng x
10ml; Hop 20
dng x 10ml; Hop
1 chai 125ml

NSX

36

893110131523

22.2. Co sé san xuat: Nha may HDPharma EU - Céng ty ¢6 phin Dwgc VTYT Hai Dwong (Dia chi: Thira dat
s6 307, cum Cong nghiép Cam Thuong, phuong Cam Thuong, thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

43 |Hadumonte 10  |Montelukast (duéi |Viénnén [Hop 3 vix 10 NSX 36 893110131623
dang montelukast |bao phim [vién
natri) 10mg
44 |Thefirat Fenofibrat 267mg |Vién nang [Hop 3 vix 10 NSX 36 [893110131723
cung vién; Hop 10 vi x

10 vién

23. Co sé ding ky: Cong ty TNHH Dwgc pham Anh Thy (Dia chi: D7 - T6 dan phd Dinh thén, Phuong My Dinh
1, quén Nam Tu Liém, thanh phé Ha Noi, Viét Nam)
23.1. Co sé san xuiat: Cong ty co6 phan Héa Duge Vigt Nam (Pia chi: S6 192 Prc Giang, phudng Thuong Thanh,
quan Long Bién, thanh ph Ha Noi, Viét Nam)

45

Qvzan 500

Mesalamin 500mg

Vién nén
bao tan
trong rudt

Hop 3 vix 10
vién; Hop 5 vi x
10 vién

NSX

36

893110131823

24. Co s¢ dang ky: Cong ty co phz“ln Korea United Pharm. Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép
Viét Nam -Singapore, Thuan An, Binh Duong, Viét Nam)
24.1. Co sé san xuit: Cong ty cb ph:“m Korea United Pharm. Int'l (Pia chi: S6 2A, Pai 160 Tu Do, Khu cong
nghiép Viét Nam -Singapore, Thudn An, Binh Duong, Viét Nam)

46 |Karireto 15 Rivaroxaban 15mg |Vién nén  [Hop 3 vi x 10 NSX 36 893110131923
bao phim  |vién
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47 |Karireto 20 Rivaroxaban 20mg |Vién nén  [Hop 3 vi x 10 NSX 36 [893110132023
bao phim |vién

25. Co sé ding ky: Cong ty c6 phan Trust Farma Qudc té (Dia chi: S5 36 Pai 16 Hitu Nghi, KCN Viét Nam —
Singapore, P. Binh Hoa, TP. Thuan An, Tinh Binh Duong,Viét Nam)
25.1. Co sé san xuit: Cong ty cb phan Trust Farma Quéc té (Pia chi: S6 36 Dai 16 Hiru Nghi, KCN Viét Nam —
Singapore, P. Binh Hoa, TP. Thuan An, Tinh Binh Duong, Viét Nam)

48

Cefpirom TFI
500 MG

Cefpirom

(du6i dang hon
hop bot vo trung
cefpirom sulfat va
natri carbonat)
500mg

Thubdc bot
pha tiém

Hop 1 lo; Hop 10
lo

NSX

36

893110132123

26. Co sé ding ky: Cong ty c6 phan US Pharma (Dia chi: L6 B1- 10, Puong D2, KCN Tay Béc Cu Chi, TP.H6

Chi Minh, Viét Nam)

26.1. Co sé san xuit: Cong ty co phan US Pharma (Bia chi: L6 B1- 10, Puong D2, KCN Tay Bic Cu Chi,
TP.HS Chi Minh, Viét Nam)

49 |Gynax-US Metronidazol Viénnén |Hop 1 vix 10 TCCS 36 [893115132223
500mg; dat am dao |vién
Nystatin
100.0001U;
Neomycin sulfat
65.000IU
50 |Sedronat 5 Risedronat natri Viénnén |Hop 5 vi; 10 vi; TCCS 36 893110132323
(duoi dang bao phim |Chai 50 vién;
Risedronat natri Chai 100 vién;
hemipentahydrat) Chai 200 vién
Smg
51 [Javelin 200 Tiaprofenic acid [Vién nang [Hop 3 vix 10 TCCS 36 1893110132423
200mg cung vién; Hop 5 vi x

10 vién; Hop 10
vi x 10 vién; Chai
50 vién; Chai 100
vién; Chai 200
vién

27. Co sé ding ky: Cong ty C6 phan Duge pham Vinh Phiic (Pia chi: S6 777, duong Mé Linh, phuong Khai
Quang, thanh phé Vinh Yén, tinh Vinh Phuc,Viét Nam)
27.1. Co sé san xuit: Céng ty Cé phan Dugc phim Vinh Phic (Pia chi: Thén Mau Thong -P.Khai Quang -
TP.Vinh Yén - tinh Vinh Phuc, Viét Nam)

52

Vinrovit forte

Thiamin nitrat
100mg;

Pyridoxin
hydroclorid 50mg;
Cyanocobalamin
500mcg

Vién nén
bao phim

Hop S vix 10
vién; Hop 20 vi x
10 vién

NSX

24

893110132523

28. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quic 16 60, phudng Pha Téan, thanh phd Bén
Tre, tinh Bén Tre, Viét Nam)
28.1. Co sé' san xuat: Cong ty Lién doanh Meyer-BPC (Pia chi: 6A3, qudc 16 60, phudng Phii Tan, thanh phd
Bén Tre, tinh Bén Tre, Viét Nam)
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53 |Crysuberty Perindopril Viénnén |Hop2vix 10 NSX 36 893110132623
arginin Smg bao phim |vién; HOp 3 vi x
10 vién; Hop 5 vi
x 10 vién; Hop
10 vi x 10 vién;
Hop 1 1o x 30
vién
54 [Mybutin 200 Trimebutin Viénnén |Hop 3 vix 10 NSX 36 [893110132723
maleat 200mg vién; Hop 10 vi x
10 vién

29. Co sé ding ky: Cong ty c6 phan Global Pharmaceutical (Dia chi: 6/7 dudng s 3, Cu xa Lit Gia, phuong 15,
quan 11, Tp. HS Chi Minh, Viét Nam)

29.1. Co sé san xuit: Cong ty TNHH Duwoc pham BV Pharma (Bia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Téan
Thanh Tay, Huyén Ca Chi, TP.HCM, Viét Nam)

55 |Eexatovas 10 Rosuvastatin Vién nang |Hop 3 vix 10 TCCS 36 893110132823
(duoi dang cung vién
Rosuvastatin
calci) 10mg

30. Co sé ding ky: Cong ty TNHH Duoc pham BV Pharma (Dia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Tan
Thanh Tay, Huyén Cu Chi, TP. H6 Chi Minh,Viét Nam)

30.1. Co sé san xuit: Cong ty TNHH Dwoc phdm BV Pharma (BPia chi: S6 18 dudng Lé Thi Soc, Ap 2A, Xa Téan
Thanh Tay, Huyén Cua Chi, TP. Ho Chi Minh, Viét Nam)

56 |BV Loracap 10 |Loratadin 10mg |Viénnang [Hop 10 vix 10 TCCS 36 1893100132923
cung vién; Hop 1 Chai
x 200 vién
57 |Nesidon 30 Nefopam Viénnén [Hop 3 vix 10 TCCS 36 1893110133023
hydroclorid 30mg |bao phim |vién

31. Co sé ding ky: Cong ty TNHH Dwoc Phim Viét Phic (Dia chi: 155A Tran Hung Dao, Phudng An Phi,
Quan Ninh Kiéu, TP. Can Tho, Viét Nam)

31.1. Co sé sin xuit: Cong ty TNHH Dugc Pham Viét Phiic (Dia chi: 155A Tran Hung Dao, Phuong An Phu,
Quan Ninh Kiéu, TP. Can Tho, Viét Nam)

58 |[Kem Mai tuyp 20g kem [Thudc kem [Hop 1 tuyp x 20g NSX 24 1893100133123
Hydrocortisone |chura:
0,5% Hydrocortisone
0,1g

32. Co sé ding ky: Cong ty TNHH Lién doanh Hasan Dermapharm (Dia chi: L6 B, duong s6 2, khu cong
nghiép Pong An, Phudng Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

32.1. Co sé san xuit: Cong ty TNHH Lién doanh Hasan Dermapharm (Bia chi: L6 B, duong s6 2, khu cong
nghiép Pong An, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

59 [Acobalin 75 Pregabalin 75mg |Vién nang |Hop 03 vix 10 NSX 36 [893110133223
cung vién; Hop 05 vi x
10 vién; Hop 10
vix 10 vién

60 [Levorisan 500 Levofloxacin Viénnén |Hop 03 vix 10 USP 42 36 [893110133323
(duoi dang bao phim |vién; Hop 05 vi x
Levofloxacin 10 vién; Hop 10
hemihydrat) vi x 10 vién
500mg
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61 |Xeralto 10 Rivaroxaban Viénnén |[Hop 02 vix 15 NSX 36 [893110133423
10mg bao phim |vién; Hop 06 vi x
15 vién; Hop 10
vién x 15 vién
62 |Xeralto 15 Rivaroxaban Viénnén [Hop 02 vix 15 NSX 36 893110133523
15mg bao phim  |vién; Hop 06 vi x
15 vién; Hop 10
vix 15 vién
63 |Xeralto 20 Rivaroxaban Viénnén [Hop 02 vix 15 NSX 36 893110133623
20mg bao phim |vién; Hop 06 vi x

15 vién; Hop 10

vién x 15 vién

33. Co s& ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, X4
Xuan Théi Bong, Huyén Héc Mon, Tp. H6 Chi Minh, Viét Nam)
33.1. Co s& san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu
cong nghi€p Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

64

Gliptinestad 25

Sitagliptin (dudi
dang Sitagliptin
phosphate
monohydrate)
25mg

Vién nén
bao phim

Hop 2 vix 14
vién

USP 42

24

893110133723

34. Co s& ding ky: Cong ty TNHH Sinh dwoc pham Hera (Dia chi: Lo A17 Khu céng nghiép Tt Ha, phuong Tir
Ha, thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)
34.1. Co so san xuat: Cong ty TNHH Sinh dwgc phdm Hera (Pia chi: Lo A17 Khu cong nghiép Tt Ha, phuong
T Ha, thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)

65

Myselate

Mycophenolate
mofetil 500mg

Vién nén
bao phim

Hop Svix 10
vién

USP 2021

36

893114133823

35. Co sé ding ky: Cong ty TNHH SX dwgc phim Medlac Pharma Italy (Dia chi: Khu cong nghiép cong nghé
cao I, Khu cong ngh¢ cao Hoa Lac, KM29, Pai 10 Thang Long, xa Ha Béng, huyén Thach Thét, thanh phé Ha Noi,
Viét Nam)
35.1. Co sé sin xuit: Cong ty TNHH SX duwgc pham Medlac Pharma Italy (Dia chi: Khu c6ng nghiép cong
nghé cao I, Khu cong nghé cao Hoa Lac, KM29, Pai 16 Thing Long, xd Ha Bing, huyén Thach Thét, thanh ph Ha
Noi, Viét Nam)

66 |Novelcin 1250 Vancomycin (dudi Thubc bot Hop 1 1g; hop 10 | USP hién 24 893115133923
dang vancomycin |phatiém [lo hanh
hydroclorid) truyén
1250mg

67 |Novelcin 1500  [Vancomycin (duéi [Thude bot |Hop 1 lo; hop 10 | USP hién 24 1893115134023
dang vancomycin [phatiém [lo hanh
hydroclorid) truyén
1500mg

68 [|Novelcin 250 Vancomycin (dudi Thubc bot Hop 1 1g; hop 10 | USP hién 24 893115134123
dang vancomycin |phatiém [lo hanh
hydroclorid) truyén
250mg

69 [|Novelcin 750 Vancomycin (dudi Thubc bot Hop 1 1g; hop 10 | USP hién 24 893115134223
dang vancomycin |[phatiém [lo hanh
hydroclorid) truyén
750mg
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36. Co sé ding ky: Cong ty C6 phan Dwoc phdm Am Vi (Pia chi: L6 B14-3 .4, duong N13, KCN Pong Nam, x3
Hoa Phu, Ct Chi, TP. H5 Chi Minh, Viét Nam)

36.1. Co sé san xuit: CSSX: CCL Pharmaceuticals (Pvt) Ltd- Pakistan; Pong goi thir cdp: Cong ty C6 phan Duoc
ph.é“im Am Vi (Pia chi: CSSX: 62 Industrial Estate, Kot Lakhpat, Lohore, Pakistan; CSDPG cép 2: Lo B14-3,4, duong
N13, KCN Pong Nam, xa Hoa Phii, Ca Chi, TP. H6 Chi Minh, Viét Nam)

70 |Sita-Met tablets |Sitagliptin (du¢i |Viénnén [Hop 2 vi x 7 vién TCCS 24 1893110134323
50/500 dang Sitagliptin ~ [bao phim
phosphat
monohydrat)
50mg;
Metformin HCI
500mg

Ghi chu:

1. Cach ghi tiéu chuan chét luong thude tai cot (6):

- Nha san xuat (NSX), Tiéu chuan nha san xuit (TCNSX), Tiéu chuan co sé (TCCS), In-house c¢6 ¥ nghia tuong
duong nhau, 13 tiéu chudn chét lugng thude do co s& san xuat xay dung va déu c6 thé duoc ghi trén nhin thudc.

- Cach viét tit cic tiéu chudn chat luong duoc dién: Dugc dién Viét Nam (DBVN), Duoc dién Anh (BP), Dugc dién
My (USP), Duoc dién Nhat Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chau au (EP), Duoc dién Qudc té
(IP)...

2. Sb dang ky tai cot (8) 1a s dang ky dugc cp theo quy dinh tai Phu luc VI Thong tuw 08/2022/TT-BYT ngiy
05/09/2022 ciia BO truong BO Y € quy dinh viée dang ky luu hanh thude, nguyén lidu 1am thude.
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Phu luc II
DANH MUC 07 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 03 NAM - POT 184.1
(Kém theo Quyét dinh s6: .3%..../0D-OLD ngay0l thang 06ndm 2023
cia Cuc Quan ly Duwoc)

A r a , , . A Tlléi
STT Tén thube Hoat ‘chat chinh - |Dang Pao Quy cac,l.l dong Tleg tho $6 diing ky
Ham lwong che goi chuan .
(thang)
@ ) 3 Q)] (6)] (6) ()] ®

1. Co sé ding ky: Cong ty Co phan Dwoc Hau Giang (Dia chi: 288 Bis, Nguyén Vian Cir, phudng An Hoa, quan
Ninh Kiéu, thanh phé Can Tho, Viét Nam)
1.1. Co sé san xuit: Cong ty Co phin Dwgc Hiu Giang - Chi nhanh nha may dwgc phim
DHG tai Hau Giang (Pia chi: L6 B2 - B3, Khu cong nghi¢p Tan Phu Thanh - Giai doan 1, xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang, Viét Nam)

1

MonuvirDHG
400

Molnupiravir
400mg

Vién nang
cung

Hop 2 vix 10
vién

NSX

12

893110134423

2. Co s& diing ky: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, duong s6 19A, Khu céng nghiép Hiép Phudc, Xa
Hiép Phudc, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuat: Cong ty TNHH DRP Inter (Pja chi: L6 EBS, duong sé 19A, Khu cong nghiép Hiép Phudc, Xa
Hi¢p Phudc, Huyén Nha Be, Tp. H6 Chi Minh, Viét Nam)

2

Bredono

Valsartan 102,8mg
va Sacubitril
97,2mg

(dudi dang
Sacubitril valsartan
natri hydrate
226,2mg)

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110134523

Surravo

Valsartan 25,7mg
va sacubitril 24,3mg
(dudi dang
Sacubitril valsartan
natri hydrate
56,55mg)

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110134623

Lumianto

Valsartan 51,4mg
va Sacubitril
48,6mg (dudi dang
Sacubitril valsartan
natri hydrate
113,1mg)

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110134723

3. Co s6 ding ky: Cong ty Co phan Duge pham Liviat (Dia chi: Tang 46 Toa nha Bitexco, S6 2 Hai Triéu,
Phuong Bén Nghé, Quén 1, Thanh ph Ho Chi Minh, Viét Nam)
3.1. Co s6 san xuét: Cong ty Co phan Duwoc Enlie (Dia chi: Puong NA6, KCN My Phudc 2, phudng My Phudc, thi
x4 Bén Cat, tinh Binh Duong, Viét Nam)

5

Lerfozi 100

Trazodone
hydrochloride
100mg

Vién nén
bao phim

Hop 3 vix 10
vién

USP40

36

893110134823

4. Co sé ding ky: Cong ty TNHH Sinh dwoc phdm Hera (Dia chi: L6 A17 KCN Tir Ha, phuong Tir Ha, thi xa
Huong Tra, tinh Thira Thién Hué, Viét Nam)
4.1. Co sé san xuét: Cong ty TNHH Sinh duwoc ph:"im Hera (Pia chi: L6 A17 KCN T Ha, phuong Tt Ha, thi xa
Huong Tra, tinh Thira Thién Hué, Viét Nam)

Page 1 of 2




Tuoi

STT Tén thube Hoat ‘chat chinh - |Dang l:ao Quy cac,l? dong TleI; tho Sé ding ky
Ham luwgng che g0i chuin .
(thang)
@ 2 (©)] Q)] (6] (6) (@) ®

6 |Cyclophamide |Cyclophosphamide |Viénnang | Hop 10 vix 10 NSX 36 893114134923
(duoi dang cing vién
cyclophosphamide
monohydrate) 25mg

7  |Cyclophamide |Cyclophosphamide |Viénnang | Hop 10 vix 10 NSX 36 893114135023
(duoi dang cung vién
cyclophosphamide
monohydrate) 50mg

Ghi chu:

1. Cach ghi tiéu chuan chét luong thube tai cot (6):
- Nha san xuat (NSX), Tiéu chudn nha san xuit (TCNSX), Tiéu chuan co sé (TCCS), In-house c¢6 ¥ nghia tuong
duong nhau, 13 tiéu chudn chét luong thude do co sé san xuat xdy dung va déu c6 thé dugc ghi trén nhin thude.

- Céch viét tit cac tiéu chudn chit luong dugc dién: Dugc dién Viét Nam (DBbVN), Dugc dién Anh (BP), Dugc dién
My (USP), Duoc dién Nhat Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau au (EP), Dugc dién Qubc té

(P)...

2. Sb dang ky tai cot (8) 1a s dang ky dugc cap theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT ngay
05/09/2022 ciia BO truong BO Y € quy dinh viéc dang ky luu hanh thude, nguyén lidu 1am thude.
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