BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY Y, DUQC Pjc 1ap - Tw do - Hanh phiic
~ CO TRUYEN
So: )+ /QP-YDCT Ha Ngi, ngay Apthang £ ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc thudc cd truyén sin xuét trong nuée dugc cap
gidy diing ky luu hanh tai Viét Nam — Dot 165 (ngay 24/9/2021); Pot 180 (ngay
31/10/2022); Dot 190 (ngay 12/12/2023) - ban giao tr Cuc Quan ly Duge

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cir Ludt Duoc 56 105/2016/QH13 ngay 06/4/2016:

Can cir Nghj dinh s6 9‘5/2022/NB—CI;’ ngay 15/11/2022 cua Chinh phu quy dinh
chitc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y te;

Can cu Thong twe 56 21/2018/TT. -BYT ngay 12/09/2018 cia B$ trucng
B¢ Y té quy dinh viéc dang ky lvu hanh thuéc cé truyén, duoc liéu,

Can cit Thong tu .gc"; 39/2021/TT- -BYT ngay 31/1 2/2021 cua B§ trudng
Bg Y té vé viéc sika doi, b6 sung mot s6 diéu cua Thong tu s6 21/201 S/TT- -BYT ngay
12/9/2018 cia B¢ truong B3 Y té quy dinh viéc dang ky luu hanh thuéc cé truyen,
duoc liéu,

. Can ci Quyét dinh s6 2068/QD-BYT ngay 08/5/2023 ciia BG trucng B Y 16
ve viéc quy dinh chirc nang, nhiénff vu, quyén han va co cau té chirc ciia Cuc Quan
Iy Y, Duoc 6 truyén thudc Bé Y té:
liéu lam thuéc, BS Y té - B,m‘ 165 (ngay 24/9/2021); Dot 180 (ngay 31/10/2022),
Dot 190 (ngay 12/12/2023) - ban giao tir Cuc Quan Iy Duwoc;

Theo g?é nghi cua Truong Phong Quan 1y Duoc c6 truyén - Cuc Quan ly
Y, Duoc co truyén.

Cén cir két lugn cia Hpi dong tw vén cdp gidy dang ky luu hanh thuéc, nguyén

QUYET PINH:
Diéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 12 thudc cé truyén san

Xuét trong nudc duoc cép gidy dang ky luu hanh tai Viét Nam - Dot 165 (ngay
24/9/2021); Dot 180 (ngay 31/10/2022); Pot 190 (ngay 12/12/2023) - ban giao tur
Cuc Quan ly Dugc (tai Phu luc kém theo). Céc thudc tai Danh muyc nay cé sd dang
ky v6i ky hiéu TCT-xxxxx-24 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét dinh
nay.

Diéu 2. Co s6 san xuat va co s¢ dang ky thuée cb truyén c6 trach nhiém:




1. Sén xuét thude cb truyén theo dung céc ho so, tai ligu da ding ky v6i BO Y
té va phai in s6 dang ky dugc Bo Y t& Viét Nam cp lén nhan thuéc cb truyén.

2. Chi duoc san xuit, dua ra luu hanh céc thude cd truyén kiém soét dic bi§t
khi c6 Gidy chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude
phai kiém soat didc biét phu hop véi pham vi hoat dong ctia co s& dap ng quy dinh
tai khoan 5 Diéu 143 Nghj dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét mot s didu va bién phap thi hanh Ludt Dugc,

3. Thuc hién viéc cp nhit tiéu chuén chét lwong cua thude cd truyén theq quy
dinh tai Thong tu s6 38/2021/T T-BYT ngéy 31/12/202:1 cua B) truéng B Y té quy
dinh chat luong duoc liéu, vi thudce b truyén, thude cd truyeén.

4. Cap nhat nhan thude cb truyén, t& huéng dan str dung thude cb truyén thcq
quy dinh tai Théng tu,sé) 01/2018/TT-BYT ngay 18/01/2018 clia Bo truong BO Y té
quy dinh ghi nhan thu6c, nguyén liéu lam thudc va td hudng dan st dung thudc trong
thoi han 06 théng ké tir ngay ky ban hanh Quyét dinh nay theo hinh thirc thay doi,
b6 sung gidy dang ky luu hanh thude cb truyén, vi thude cb truyén quy dinh tai
Thong tu s6 21/2018/TT-BYT ngay 12/09/2018 ctia Bo truéng B Y té quy dinh
viée dang ky luu hanh thude ¢d truyén, duoc lidu va Théng tw s6 39/2021/TT-BYT
ngay 31/12/2021 cta B§ truong By Y té vé viéc stra ddi, bd sung mot sb didu cua
Thong tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bo trudng BO Y té quy dinh viée
dang ky luu hanh thude ¢b truyén, duoc lidu.

5. Phdi hop véi céc co s¢ didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hidu qua, tac dung khong mong mudn cua
thude cb truyén trén nguoi Viét Nam va tf‘mg hop, béo céo theo quy dinh tai Thong
tw s6 21/2018/TT-BYT ngay 12/09/2018 cua B truéng Bo Y té quy dinh viéc dang
ky Iuu hanh thude ¢6 truyén, dugc liéu va Thong tur sé 39/2021/TT-BYT ngay
31/12/2021 ctia BY truéng BY Y t€ vé viée sira ddi, bd sung mét sé didu ctia Thong
tw s6 21/2018/TT-BYT ngay 12/9/2018 ctia B6 truong Bo Y té quy dinh viée dang
ky lwu hanh thude ¢b truyén, duoc ligu.

6. Co s& dang ky thudc cb truyén phai bio dam duy tri diéu kién hoat dong
trong thoi gian hiéu luc cua gidy dang ky luu hanh thuée, nguyén liéu lam thudc.
Trong truong hop khong con dép tng du didu kién hoat dong, co s& ding ky phai c6
trach nhiém thuc hién thay ddi co sé dang ky theo quy dinh tai Théng tur sb
21/2018/TT-BYT ngay 12/09/2018 cua B Y té quy dinh viéc dang ky luu hanh
thudc c6 truyén, dugc liéu va Thong tu s 39/2021/TT-BYT ngay 31/12/2021 cia
Bo truong B Y t€ vé viée sira ddi, bd sung mot sé didu ciia Thong tr sé 21/2018/TT-
BYT ngay 12/9/2018 cua Bo truéng Bo Y té quy dinh viéc dang ky Iuu hanh thudc
¢d truyén, duoc li¢u trong théi han 30 ngay k& tir ngay co s¢ ding ky khong con du
diéu kién hoat dong.

7. Co 0 san xuat phai bao dam cac diéu kién hoat dong ciia co s& san xuit trong
thot han hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc.
Dieu 3. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.
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Diéu 4. Giam d6c S& Y té céc tinh, thanh phé truc thudc Trung wong va Giam
ddc co s& san xudt va co s& dang ky c6 thudc tai Pidu 1 chiju trach nhiém thi hanh

Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- B/ B6 trudng (dé ble);

- D/c Db Xuan Tuyén — TTr BYT (dé blc);

- PGS.TS. Nguyén bang Hoa — Chu tich HDTV cép GPKLH
thude, NLLT - B3 Y té (de b/c);

- PGS.TS. Lé Van Truyén — Nguyén Chu tich HDTV cép
GDKLH thude, NLLT — B Y té (dé b/c);

- Cuc Quany - B§ Quéc phong, Cuc Y té - Bd Cong an;

- Cuc Y t& GTVT - B6 Giao thong vén tai:

- Téng Cuc Hai quan - B§ Tai chinh;

- Bao hiém xa hoi Viét Nam;

-B3Y té: Vu PC, Vu Béo hiém Y té; Cuc QLD, Cuc QLKCB,
Thanh tra B§; Vin phong HDTV cap GPKLH thubc, nguyén
lidu lam thudc;

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

- Téng Céng ty Dugc Viét Nam — Céng ty c¢6 phan;

- Cac Bénh vién, Vién c6 giwdng bénh truc thude Bo Y té;

- Website cua Cyc Quan ly YDCT;

- Luu: VT, QLD (4b).




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY Y, DUQC Dgc 1ap - Ty do - Hanh phic
CO TRUYEN

PHU LUC
DANH MUC 12 THUOC CO TRUYEN SAN XUAT TRONG NUGC pUQC
CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM -
DOT 165 (NGAY 24/9/2021); POT 180 (NGAY 31/10/2022); POT 190 (NGAY
12/12/2023) - BAN GIAO TU CUC QUAN LY DUQC
(Ban hanh kém theo Quyét dinh sé: AFL./0P-YDCT ngayAl-./.%./2024)

1. Cong ty ding ky: Céng ty c6 phin dugc phim PQA

(D/c: Thita 99, khu Péng Quan, duong 10, xd Tan Thanh, huyén Vu Ban,
tinh Nam Binh)

1.1. Nha san xuat: Cong ty cb phin dwgc pham PQA

(D/c: Thika 99, khu Béng Quan, duong 10, xd Tan Thanh, huyén Vu Ban,
tinh Nam Dinh)

s¢¢| Tén | Thanh phin chinh - I;%‘(‘]g Tudi | Tiéu Quy cich S6 diing
thuoc Ham lugng ché | the | chuan dong goi ky
Mbdi 5ml cao long Hop 1 chai x
chira Cao hdn hop 30ml, 60ml,
duoc liéu (3:1) 4,33g 90ml, 100ml,
twong duong véi: 125ml, 250ml
Hoang ky 2g; Thuc (kém 1 céc
PQAA dia 2g; Puong quy dong);
1| e e T Bach  truat| €2 | 36 | rocs Hop 10 éng, 15 | . 1CT-
tqanz 1,5g; Bach thuoc long | thing 6ng, 20 éng, 25 018324
ko 1,5g; Phyc linh 1,5g; éng, 50 éngx
Xuyén khung 1,0g; Sml; Hop 10
Nhén sam 1,0g; Cam 6ng, 15 ng, 20
thao 0,5g; Qué (vo éng, 25 Sng, 50
thén, vo canh) 0,5g. 6ng x 10ml
M6i 5ml cao léng Hop 1 chai x
chta Cao hén hop 30ml, 60ml,
POA dugc ligu (1,8:1) 90ml, 100ml,
, | Quy |H018 tuong duong) o | 125ml, 250ml | o
: vol: Hoang ky 1g;| .- . TCCS (kém 1 coc
ty Puong quy 1g: Bach long | thang dong); Hop 10 00194-24
thang trudt 1g; Nhan sam éng, 15 éng, 20
lg; Toan tdo nhan 6ng, 25 ong, 50
lg; Long nhan lg; 6ngx5ml; Hoép

-



Phuc thin 1g; Vién
chi 1g; Mdc huong

0,
0,

5g; Cam thao

33g.

10 éng, 15 (:ing,
20 6ng, 25 ong,
50 6ng x 10ml

2. Cong ty ding ky: Cong ty c6 phin dugc Lim Pong - LADOPHAR
(D/e: 50 18 Ngé Quyeén, phuong 6, thanh pho Da Lat, tinh Lam Pong)
2.1. Nha san Xuit: Cong ty c6 phén dugc Lim Pong - LADOPHAR
(D/c: s6 18 Ng6 Quyén, phuong 6, thanh pho Da Lat, tinh Lam Pong)

Stt Tén Thanh phan chinh - Dang | Tuéi | Tiéu Quy ciach | S6
thude Ham luong bao | tho | chuin | déng goi | dang
ché ky
M&i g6i chira 0,5g cao kho
dugc liéu tuong Ung véi:
Tang ky sinh 1,5g; DPoc x
3 CT- | hoat 1g; Phong phong 1g; Thudc | 24 TCCS g}i?l:{ 32(; (;FO(ig;
Thecost | Do trong 1g; Nguu tat 1g; | com | thang 4
Trinh nit 1g; Hong hoa 1g;
Bach chi 1g; Tuc doan 1g;
Bd cbt chi 0,5g.

3. Cong ty ding ky:
(B/c: T6 9, khu Binh

3.1. Nha sin xuat: Cong ty b phan dwgc VTYT Hai Duong
(D/c: So 102 Chi lang, phwong Nguyén Trai, thanh pho Hai Duong, tinh Hai Duong)

Cong ty ¢6 phin thwong mai dwgc pham Hong Diic
Hai, xd Trung Vieong, thanh phé Viét Tri, tinh Phi T, ho)

Stt | Tén | Thanh phan chinh - Him | Dang | Tudi | Tiéu Quy cich | S§
thube lrgng bao tho | chuin dong g6i | ding
ché ky
Cao kho hén hop duoc lidu
(twong dwong cac dugc lidu
gdm: Thién ma 3g; Cau dﬁng Hop 15
. | 4g; Thach quyét minh 6g; £ 6i, HO TCT-
4 | D2 | Tang ky sinh 3g; Chi tir 3g; T:;‘;gc o | Tecs 30 Wi | 00196
Hoang cam 3g; Nguu tat 4g; & 8¢ -24
D6 trong 3g; Ich mau 3g; Da
giao ding 3g; Phuc than 3 g)
6,9¢g.
L




4. Cong ty diang ky: Cong ty ) phan dwoc VITYT Hai Duong
(P/c: So 102 Chi ling, phwong Nguyén Trdi, thanh phé Hdi Duong, tinh Hai Duong)

4.1. Nha san xuit: Cong ty cb phan dugc VTYT Hai Dwong
(B/c: S6 102 Chi lang, phuong Nguyén Trai, thanh phé Hai Dwong, tinh Hdi Duong)

Stt Tén Thanh phan chinh - Dang | Tudi | Tiéu | Quycach | S
thudc Ham lugng bao | the | chuin | déng g6i | ding
ché ky
La khoé1 160mg; Cao kho
Khé sdm 24mg (tuong Gng
v61 120mg Kho sam); Cao | .. . :
s | Fonditab | kho Da cim 24mg (twong | ' | 36 — H‘-’l% oy ()To(g:;
daday |tmg v6i 120mg Da cém); | "€ | thang x Lniken
Cao khé C6 han the 24mg | <8 a4
(twong img voi 120mg Co
han the); O tic cbt 120mg.

5. Cong ty ding ky: Cong ty TNHH Van Xuéin
(D/e: 231 Chién Luwoc, khu phé 18, phuong Binh Tri Déng, qudn Binh Tén, thanh phé

Ho Chi Minh)

5.1. Nha san xuat: Cong ty TNHH Van Xuan

(B/c: Puong s6 3, Cum céng nghiép Lién Hung, dp Binh Tién 2, xd Pirc Hoa Ha,

huyén Dirc Hoa, tinh Long An)

Stt | Tén thuéc | Thanh phin chinh - Dang | Tudi Tiéu | Quy cich So
Ham lugng bao tho | chuan | déng géi | dang
ché ky
Cao khd hdn hop duoc
liu 0,6 g (tuwong tng
voi: Ha thu 6 do 1,0g;
Dang sam 1,0g; Son thu ' Hoép 10 TCT-
6 XUAN 0,4;\;; Maf:h moén 0,4g; Th;uoc %4 Tccs | 801 % 10g 00198
Hoang ky 0,4g; Bach| cOm |théang com 4

truat 0,4g; Cam thao
0,3g; Ngi vi tr 0,3g;
DPuong quy 0,3g; Mau

don bi 0,3g).




6. Cong ty ding ky: Cong ty TNHH dong dwoc Phiic Hung
(B/c: 56 96-98 Nguyen Viét Xuan, phuong Quang Trung, quin Ha Dong,
thanh pho Ha Néi)

6.1. Nha sén xuit: Céng ty TNHH déng dwoc Phiic Hung

(Bre: Cum cong n

ghiép Thanh Oai, xd Bich Hoa, huyén Thanh Oai,

thanh phé Ha Ngi
Stt | Tén | Thanh phan chinh-Ham | Dang | Tudi | Tiéu Quycich | Sb
thudc lwong bao | tho | chuén dong gbi | ding
ché ky
Bot Lién nhuc 52mg; Bot
Co | Khiém thyc 13mg; Bot Hodi | ;s Hép 1lox | TCT-
7 | B |SoRSIme; BitLibnt26me: g | 36 | mies | anovies | 10159
hoan | Bot Kim anh 13mg; Léc gidc mam | thang 24
P/H |giao 5mg; Loc giac swong
22mg.
7. Cong ty dang ky: Cong ty ¢6 phan dwgc phdm Thanh Phst
(B/c: Lo CN1-6, Khu céng nghiép Phii Nghia, xd Phi Nghia, huyén Chuong My,
thanh phé Ha Ngi)
7.1. Nha san xuat: Céng ty co phin dugc phim Thanh Phat
(D/c: L6 CNI1-6, Khu cong nghiép Phi Nghia, xa Phu Nghia, huyén Chuong My,
thanh phé Ha Néi)
Stt | Tén Thanh phan chinh - [ Dang | Tudi | Tiéu | Quy cach | S3
thude Ham lwong bao | the | chudn | dénggéi | ding
ché ky
Cao dac hdén hop duoc
liéu 250mg tuong duong
Hoat voi: Pao nhdn 269mg;
huvé Hong hoa 269mg; Puong | Vién Hép 2,
uyét . - , | TCT-
: quy 323mg; Xuyén| nang | 24 hop 5 vi,
8 thong kh 260me  Xioh | of th TCCS hép 10 vi 00200
mach tune T AICL) Buhg ang i S| I
Vinaplant thuoc 2691}1g;' Sinh dia x 10 vién
323mg; Chi x4c 269mg;
Sai hd 269mg; Cat canh
161mg; Cam thao 81mg

T L -



8. Cong ty dang ky: Cong ty cb phan dugc pham Hoa Viét
(D/c: S6 124, dwong Truong Chinh, Phuwrong Minh Khai, Thanh phé Phii Ly, tinh Ha Nam)

8.1. Nha san xuit: Cong ty c6 phan dwgc phim Hoa Viét

(B/c: Lé C9, KCN Chdu Son, thanh phé Phii Ly, tinh Ha Nam)

Stt | Tén thuéc | Thanh phan chinh - Dang | Tu6i | Tiéu | Quycéich | S§
Ham lwong bao | thg | chuin | dénggéi | ding
ché ky
Cao khd hén hop dugc
litu 330mg (twong Gng
v6i cac duogce liéu: Bach Hop 1 thi
linh 500mg; Hoang ky x3vix 10
500mg; Nhan sam | Vién vién; Hop
Viénnén |500mg; Bach trudt| nén 36 2taix3 | TCT-
9 bao phim | 500mg; Long nhin| bao than TCCS vix 10 | 00201
B Tam ty | 500mg; Toan tdo nhan | phim & vién; Hop | -24
500mg; Cam thdo 3thix3
150mg; Moc huong vix 10
250mg;  Vién  chi vién
500mg; DPuong quy
500mg)

9. Cong ty diing ky: Cong ty cd phan duoc Nature Viét Nam

(Ble: S6 19, deong 18, khu phé 3, phuong Linh Chiéu, quén Thit Pirc, TP. Ho Chi Minh)

9.1. Nha san xuat: Cong ty cb phan dwgc Nature Viét Nam

(B/c: 86 19, dwong 18, khu phé 3, phuong Linh Chiéu, qudn Thii Dike, TP. H6 Chi Minh)

Stt | Tén thuéc | Thanh phén chinh - Dang | Tudi | Tiéu Quy cich | S6
Ham luwgng bao | tho | chuin | déng goi dang
ché ky
Cao khd hén hop
(600mg), tuwong duong
voi cac duoc liéu: Thuc
dia 2,67g; Hoai son " A p
1o | NP Ginin |133g; Som i i 133g; | VIR | 46 Hop3vi, | TCT-
0 x ; ) nang . TCCS | 6 vi, 10 vi | 00202
Forte Mau don bi 1,00g; Bach A thang A
linh 1,00 Trach ti| ™™ mellvicn | =24
1,00g; Phu tir ché 0,33g;
Qué (vo than, vo canh)
0,33g




10. Céng ty ding ky: Cong ty cé phin d
(D/c: S6 358, dwong Gidi Phéng, phuon

Ha N§i)

10.1. Nha sén xuét: Cong ty c phin dug
(D/c: 56 356, dwong Gidi Phéng, phuon

woc phim Trung wong Mediplantex '
g Phuong Liét, qudn Thanh Xudn, thanh pho

¢ phim Trung wong Mediplantex

g Phwong Liét, qudn Thanh Xudn, thanh phé

Ha Ngi)
Stt | Tén thuc | Thanh phén chinh - Dang | Tudi | Tiéu Quy ciach | Sé
Ham lrong bao | tho | chuin | dénggéi | diing
che ky
Cao khd hdn hop duoc Bot
o ax | lidu 4,5g (twong ung| O ) TOT-
1| U9 e kidu 15,0g; Kim| PR | 36 | pocg | Hép 10 00203
Mediritis A _ y A hon | thang g01x 5¢g
ngan 7,5g; Hoang cim dich -24
7,5g). :

11. Cong ty ding ky: Cong ty c6 phin Sao Thi Dwong

(Blc: S6 92, phé Vinh Hung, phwong Vinh Hung, qudn Hoang Mai, thanh phé Ha Néi)

11.1. Nha sin xuét: Chi nhanh cong ty ¢6 phin Sao Thai Dwong tai Ha Nam
(D/c: Khu cong nghiép Pong Vin, xa BDong Van, huyén Duy Tién, tinh Ha Nam)

Stt | Tén thuéc | Thanh phan chinh - Dang | Tudi | Tiéu | Quycach| Sé
Ham lugng bao | tho | chuin dong goi | diang
ché ky

Cao khd hén hop duoc

litu 0,657g (twong
duong véi: Nguu tat| Vién &0 Hop 3 vi, | TCT-
12 Sunta 0,35g; Tan giao 0,7g; | nang than TCCS | 6vi, 12 vi | 00204
Thach cao 0,7g; Thuc cung g x 15 vién -24

dia 0,94g; Tri miu

L 0,35¢2)




