BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY Y, DUQC DPjc 1ap - Tw do - Hanh phuc
~ COTRUYEN
S6:339 /Qb-YDCT Ha Ngi, ngay 12thang 12 nam 2022
QUYET PINH

V& viéc ban hanh Danh muc thudc cé truyén, vi thuéc cé truyén san xuat
trong nwéc dwoc cap giay dang ky lwu hanh tai Viét Nam - Dot 07

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chike ndng, nhiém vu, quyén han va co cdu té chirc ciia B4 Y té;

Can cir Théng tw s6 21/2018/TT-BYT ngay 12/09/2018 cua Bé trwong Bé Y té
quy dinh viéc ding ky luu hanh thuéc cé truyén, diroc liéu;

Can cir Théng tw s6 39/2021/TT - BYT ngay 31/12/2021 cia Bé trueong Bo Y té
Vé viéc sita doi, bo sung mét sé diéu cua Théng tw sé 21/2018/TT-BYT ngay
12/9/2018 ciia B¢ trueng Bé Y té quy dinh viéc dang ky liu hanh thuéc co truyén,
duoc liéu;

Can cir Quyét dinh sé6 7666/0P-BYT ngay 26/12/2018 cua Bé trueng Bo Y té
quy dinh chite ndng, nhiém vu, quyén han va co cdu té chic cia Cuc Qudn Iy Y,
Durgt ¢é truyén thugc Bg Y té;

Can cir két lugn cua Héi dong tw van cdp gidy dang ky luu hanh thuéc, nguyén
liéu lam thuoc, B Y té - Dot 07;

Theo dé nghi ciia Truong Phong Qudn Iy Duoc ¢cé truyén - Cuc Qudn Iy Y, Duroc
co truyen.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc cac thudc co truyeén,
vi thudc co truyén san xuat trong nude duoc cap gidy dang ky luu hanh tai Viét Nam
- Dot 07, cu thé:

1. Danh muc 04 thudc co truyén san xuat trong nudc duoc cap gidy ding ky
lru hanh tai Viét Nam hiéu lyc 05 nam (tgi Phu luc | kém theo). Cac thudc tai
Danh muyc nay c6 sb dang ky véi ky hiéu TCT-xxxxx-22 va hiéu luc 05 nam ké tir
ngay ky ban hanh Quyét dinh nay.

2. Danh myc 34 vi thudc co truyén san xuat trong nudc dugc cap gidy dang ky
lru hanh tai Viét Nam hiéu luc 05 nim (tai Phu luc 11 kém theo). Cac vi thubc tai
Danh muc nay c6 s6 ding ky véi ky hiéu VCT-xxxxx-22 va hiéu luc 05 nim ké tir
ngay ky ban hanh Quyét dinh nay.



Piéu 2. Co sd san xuit va co sd dang ky thude co truyén, vi thude cb truyén co
trach nhiém:

1. San xuit thudc ¢ truyén, vi thudc co truyén theo ding cac hd so, tai lidu da
dang ky voi Bo Y té va phai in sé ding ky dugc Bo Y té Viét Nam cap 18n nhan
thudc ¢ truyén, vi thude co truyén.

2. Chi duoc san Xuit, dua ra luu hanh cac thudc c6 truyén, vi thude ¢ truyén
kiém soat dac biét khi c6 Gidy chiing nhan du diéu kién kinh doanh duoc pham vi
kinh doanh thudc phai kiém so4t dac biét pht hop véi pham vi hoat dong cua co sé
dap ung quy dinh tai khoan 5 Diéu 143 Nghi dinh sé 54/2017/ND-CP ngay
08/5/2017 caa Chinh phi quy dinh chi tiét mot sé diéu va bién phap thi hanh Luat
Duoc.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng caa thudc co truyén, vi thube
co truyén theo quy dinh tai Thong tu s6 38/2021/TT-BYT ngay 31/12/2021 cia Bo
trudng Bo Y té quy dinh chat lugng duoc lidu, vi thube cb truyén, thudc co truyén.

4. Cap nhat nhan thudc co truyén, vi thudc co truyén, to huéng dan sir dung
thudc ¢ truyén theo quy dinh tai Thong tu s6 01/2018/TT-BYT ngay 18/01/2018
cua Bo truong Bo Y té quy dinh ghi nhan thubc, nguyén liéu 1am thubc va to hudng
dan str dung thudc trong thoi han 06 thang ké tir ngay ky ban hanh Quyét dinh nay
theo hinh thuc thay doi, bo sung gidy dang ky luu hanh thubc ¢6 truyén, vi thudc co
truyén quy dinh tai Thong tu s6 21/2018/TT-BYT ngay 12/09/2018 cia Bo truéng
Bo Y té quy dinh viéc dang ky luu hanh thubc ¢ truyén, dugc lidu va Thong tu s6
39/2021/TT - BYT ngay 31/12/2021 ctia Bo trusng Bo Y té vé viéc sira doi, bo sung
mot s6 diéu cua Thong tu s6 21/2018/TT-BY T ngay 12/9/2018 cua Bo trusng Bo Y
té quy dinh viéc dang ky luu hanh thuéc co truyén, dugc liéu.

5. Phéi hop voi cac co sé diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tdc dung khdng mong mudn cua
thudc co truyén, vi thudc co truyén trén nguoi Viét Nam va tong hop, bao céo theo
quy dinh tai Thong tu s6 21/2018/TT-BYT ngay 12/09/2018 cua Bo truong Bo Y té
quy dinh viéc ding ky luu hanh thubc co truyén, duoc liéu va Thong tu sé
39/2021/TT - BYT ngay 31/12/2021 ctia Bo truong Bo Y té vé viéc sira d6i, bo sung
mot s6 diéu cua Thong tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bo trusng Bo Y
té quy dinh viéc dang ky luu hanh thudc co truyén, dugc liéu.

6. Co so dang ky thudc ¢ truyén, vi thudc co truyén phai bao dam duy tri diéu
kién hoat dong trong thoi gian hiéu luc cua gidy diang ky luu hanh thude, nguyén
licu 1am thude. Trong truong hop khéng con dap tng du diéu kién hoat dong, co s
dang ky phai c6 trach nhiém thuc hién thay doi co so ding ky theo quy dinh tai
Thong tu s6 21/2018/TT-BYT ngay 12/09/2018 cua B Y té quy dinh viéc dang ky
lwu hanh thudc c6 truyén, duoc liéu va Thong tu s6 39/2021/TT - BYT ngay
31/12/2021 cta Bo truong Bo Y té vé viéc sira doi, bo sung mot sé diéu cia Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bo truong Bo Y té quy dinh viéc dang
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ky luu hanh thudc ¢ truyén, dugc liéu trong thoi han 30 ngay ké tir ngdy co s dang
ky khong con du diéu kién hoat dong.
7. Co s san xuat phai bao dam cac diéu kién hoat dong cua co sd san xuat trong
thoi han hiéu luc caa giay dang ky luu hanh thuoc, nguyén liéu lam thuoc.
bieu 3. Quyeét dinh'nay ¢ hiéu luc keé tir ngay ky ban hanh.
bieu 4. Giam doc So Y té cac tinh, thanh pho truc thudc Trung wong va giam
doc co s& san xuat va co s¢ dang ky co6 thuoc tai Bieu 1 chiu trdch nhiém thi hanh
Quyeét dinh nay./.
Noi nhan:
- Nhu biéu 4;
- b/c Bo truong (dé bic); _7
- D/c Do Xuan Tuyén — TTr BYT (d€ bic);
- PQS.TS. Lé Van Truyén - Chu tich HDTV cap GBPKLH
thubc, NLLT - Bo Y té (4 bic); ,
- Cuc.Quany - B9 Quoc phong, Cuc Y te - Bo Cong an;
-CucY te GTVT - Bo Giao thdng van tai;
~Tong Cuc Hai quan - B Tai chinh;
-'Bao hie‘;m xa hoi Viét Nam;
-Bo Y té: Vu PQ, Cuc QLD, Cyc QLKCB, Thanh tra Bo; Vén
phong HDTV cap GDKLH thudc, nguyén li¢u lam thuoc;
- Vién KN thube TU, Vién KN thuéc TP. HCM;_
- Tong Cong ty Dugc Viét Nam — Cong ty co phan; ’
- Cac Bénh vién, Vién c6 giuong bénh truc thuéc Bo Y té;
- Website ctia Cuc Quan ly YDCT;
- Luu: VP, QLD (4b).




BOY TE

CUC QUANLY Y, DUQC
CO TRUYEN

Poc l1ap - Tw do - Hanh phuc

PHU LUC |

POT 07
(Ban hanh kém theo Quyét dinh $6.339.../0D-YDCT ngay 12./12/2022)

CONG HOA XA HOI CHU NGHIA VIET NAM

DANH MUC 4 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC
CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM -

1. Cong ty diing ky: Cong ty cé6 phan dwgc pham Hudng Viét (b/c: S6 9, dwong
Phap Van, phuong Yén So, quan Hoang Mai, thanh pho Ha Néi)
1.1. Nha sén xuat: Cong ty co phan dwgc pham Medzavy (D/c: Puong E3,
khu E, KCN Pho Noi, xa Lac Pao, huyén Van Lam, tinh Hung Yén)

& Ten | Thanhphanchinh- | DA Tudi| Tieu | Quycach | >0
thuoc Ham lwong x| tho | chuan| dong géi e
ché Ky
Bot chiét xuat Xuyén tam | Vién 36 Hop 03 vix | TCT-
1 | Vinotavic | lién tuong duong: Xuyén | nang than TCCS '1% vién 00094-
tam lién 1000mg. cang g 22

2. Cong ty ding ky: Cong ty co phan dwgc Medi mién Bic (B/c: So 358, dirong
Giai Phong, phuong Phwong Liet, quan Thanh Xuan, thanh pho Ha Noi) ,
2.1. Nha san xuat: Cong ty c6 phan dwgc trung wong Mediplantex (D/c: So 356,

duwong Gidi Phéng, phwong Phuong Liét, qudn Thanh Xuan, thanh pho Ha Ngi)

Stt | Ténthuoc | Thanh phanchinh- | Dang | Tudi | Tiéu | Quycach | So
Ham lwong bao | the | chuan | dong géi | ding
ché ky
Hop 1
chai 60
Sinh dia 6,0g; Mach ml, 100
~ ) A A ml, 120
mon 3,69; Huyén sam :
48g; B&i mau 24g:| Cao | 36 ml (chai | TCT-
2 | Homedi |°9 o © | Tces | thay tinh) | 00095
Bach thugc 2,4g; Mau | long | thang o
\ 7 Hopl | -22
don bi 2,4g; Cam thao hai
1,29, Bac ha 1,59 chai 250
e e ml (chai
nhua
PET)




Hop 1

chai 60
Sinh dia  6,0g; Mach ml, 100
A ) X A ml, 120
mon 3,6g; Huyén sam :
Homedi |4,8g; Bbdi mau 24g;| Cao | 36 ml (chai | TCT -
3 e N . TCCS | thay tinh) | 00096
Plus Bach thuoc 2,4g; Mau | long | thang .
. \ Hop 1 -22
don bi 2,4g; Cam thao i
19 chai 250
<0- ml (chai
nhua
PET)

3. Cong ty ding ky: COng ty co phan cong nghé cao Traphaco (P/c: X& Tan
Quang, huyén Van Lam, tinh Hung Yén)
3.1.Nhasan xuat: Cong ty cé phan céng nghé cao Traphaco (P/c: X& Tan Quang,
huyén Van Lam, tinh Hung Yén)

Stt | Ténthudc | Thanhphanchinh- | Dang | Tudi | Tieu | Quy | Sé ding
Ham lwong bao | the |chuan| cach Ky
ché dong goéi
10 ml Siro chira cao dac
hon hop duoc liéu
800mg tuong duong
4520mg hdn hop dugc Hop 1 lo
ligu bao gom: Sinh dia x9oml; | -
4 1000mg; Huyen sam | Siro 36 100ml;
Slaska new 850mg; Mach mon thang TCCS 110ml; 00227'
850mg; Bach thuoc 125ml.
500mg; B&i  mau
500mg; Mau don bi
500mg; Cam thao
320mg.




BOY TE

CO TRUYEN

CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY Y, DUQC

Poc lap - Tw do - Hanh phuc

PHU LUC II

DANH MUC 34 VI THUOC CO TRUYEN SAN XUAT TRONG NUOC
PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC
05 NAM - PQT 07
(Ban hanh kém theo Quyét dinh so: ......./OP-YDCT ngay .....[.....|........)

1. Cong ty ding ky: Cong ty co phan dwoc liéu Viét Nam (P/c: Khu 8, xa Phu
Ninh, huyén Phu Ninh, tinh Phi Tho)
1.1. Nha san xuat: Cong ty cé phan dwoc liéu Viét Nam (B/c: Khu 8, x4 Phu Ninh,
huyén Phu Ninh, tinh Phi Tho)

Stt| Ténvi | Dang | Tuoi | Tiéu Quy céch S6 ding
thuoc co | baoche | the |chuan dong goi ky
truyen
. Ché Tai 50 gdi x 3g, 6g. VCT-
1| HaCPhu |y agnesi | 2% | Tces | Tai 100g, 5009, 1kg, 2kg, | 00309-22
tu . thang
clorid 5kg.
Tai 50 géi x 3g, 6. VCT-
o | Bachphul e sl 2% | tees | Tai 100g, 500g. 1kg, 2kg, | 00310-22
tu thang 5kg
- Tai 50 gdi x 3g, 6g. VCT-
g | Neivitr| opeoism | 2% | 7ces | Tai 100g, 500g, 1kg, 2kg, | 00311-22
ché giam thang 5kg
A A Tai 50 goi x 3g, 69. VCT-
g | Huyenno fopcoism | 24 | 1ecs | Tai 100g, 5009, 1kg, 2kg, | 00312-22
che giam thang 5k
A Tai 50 gdi x 6g. VCT-
5 | Noatuat | opciam | 2% | Tces | Tai 100g, 500, 1kg, 2kg, | 00313-22
che giam thang 5kg
M4 tién . Tai 50 gdi x 3g. VCT-
6 | randiu | Rendau b 24 ) oeeo 141009, 5009, 1kg, 2kg, | 00314-22
. vung thang
vung 5kg.
A Tai 50 goi x 6g. VCT-
7 | Qualau o0 | 2% | 1ees | Tai 100g, 500g, 1kg, 2kg, | 00315-22
nhan sao thang 5kg
A . Tai 50 goi x 6g. VCT-
Moc Thai 24 .
8 | Luomg | phién | thang | TCCS | TGi 1009, 500g, 1kg, kg, | 00316-22

5kg.




Tai 50 goi x 3g, 69.

VCT-

d T uyén Th?' 2,4 TCCS | Tui 100g, 500q, 1kg, 2kg, | 00317-22
phien thang 5kg
Nguu 24 Tai 50 gdi x 6g. VCT-
10 | bangtue | Sao vang than TCCS | Tui 100g, 500g, 1kg, 2kg, 00318-22
sao vang g 5kg.
24 Tai 50 gdi x 6g. VCT-
11 | Cagaileo | Loaitap . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00319-22
thang 5kg
, 24 Tui 50 goi x 6g. VCT-
12 | Coixay | Loaitap . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00320-22
thang 5kg
24 Tai 50 gdi x 6g. VCT-
13 | Congot | Loaitap . TCCS | Tui 100g, 500g, 1kg, 2kg, 00321-22
thang 5kg
A, Tai 50 goi x 6g. VCT-
14 | Diemich | opcniéil 24 | Tees | Tai 100g, 500g, 1kg, 2kg, | 00322-22
tri thang 5kg
94 Tui 50 goi x 3g, 6g. VCT-
15 | Tédiép | Loaitap . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00323-22
thang 5kg
Hosc , 24 Tai 50 gdi x 6g. VCT-
16 a Cat doan . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00324-22
huong thang 5kg
24 Tai 50 géi x 3g, 69. VCT-
17 | Lakhéi | Loaitap . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00325-22
thang 5kg
. Tui 50 goi x 6g. VCT-
18 Ha [(ho Loai tap 2,4 TCCS | Tui 100g, 500q, 1kg, 2kg, | 00326-22
thao thang 5kg
, 94 Tui 50 goi x 3g, 69. VCT-
19 | Tomoc | Citdoan . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00327-22
thang 5kg
Cn Tai 50 goi x 3g, 69. VCT-
oo | Pangtam | oo qoan |24 | Tecs | Tui 100g, 500g, 1kg, 2kg, | 00328-22
thao thang 5kg
Tiéu hoi Chich 24 Tai 50 goi x 3g, 6. VCT-
21 chich % . TCCS | Tui 100g, 500q, 1kg, 2kg, | 00329-22
e muodi thang
muoi 5kg.
‘ , 24 Tui 50 goi x 6g. VCT-
22 | Nhan tran | Cat doan théng TCCS | Tui 100g, 500q, 1kg, 2kg, | 00330-22

5kg.




Tai 50 goi x 3g, 69.

VCT-

23 | Saidit | Chtdoan | 2% | TCCS | Tui100g, 500q, 1kg, 2kg, | 00331-22
thang 5kg
C Tai 50 gdi x 6g. VCT-
gq | KIMUEN | e doan | 2% | Tccs | Tai 100g, 500g, 1kg, 2kg, | 00332-22
thao thang

5kg.

2. Cong ty diang ky: Cong ty c6 phan dwec pham Bic Ninh (B/c Sé 21 Nguyén
Van Cir, phwong Ninh X4, thanh phé Bdc Ninh, tinh Bac Ninh)
2.1. Nha sanxuit: Cong ty cé phan dwoc pham Bac Ninh (P/c L6 C1-1 khu cong
nghiép Qué V5, xd Phuong Liéu, huyén Qué V@, tinh Béc Ninh)

Stt| Ténvi | Dang | Tuéi | Tiéu Quy céach S6 ding
thuoc co | baoche | the |chuan dong goi ky
truyén
o5 Bach Thai 24 | 1ecs Tui 0,5kg; 1kg; 2kg; 3kg; VCT-
thuoc phien | thang 4Kkg; 5kg. 00333-22
Bach truat , .. _ _ _ _ VCT-
26 |saocam | S20CaM | 24 fpocg ) TUN0SKG 1kg; 2k 3kg, | 334 99
A mat ong | thang 4kg; 5kg.
mat ong
.. . e VCT-
27 |catcanh | 1N | 18 pecg | TUI0.Skg; 1kg; 2kg; 3kg; | 00335-22
phien | thang 4kg; 5kg.
VCT-
20 <3 00336-22
bangsam |- opien | 18 Ti 0,5kg; 1kg; 2kg; 3Kg:
28 | chich an than TCCS Aka: 5K
gimng gung g g; okg.
VCT-
00337-22
Duong , ” ke Ol A
29 | quy chich Chich 1,8 TCCS TU|.0,5kg, 1kg; 2kg; 3kg;
ruou thang 4kg; 5kg.
ruou
VCT-
.. . C1ka- Ok e 00338-22
30 Hoai SON | go 5 cAm 1,8 TCCS Tai .O,5kg, 1kg; 2kg; 3kg;
sao cam thang 4kg; 5kg.




VCT-

31 Khuong Thai 18 TCCS Tai 0,5kg; 1kg; 2kg; 3kg; 00339-22
hoat phién | thang 4kg; 5kg.
Thai | 18 TGi 0,5kg; 1kg; 2kg; 3k Y.
A ai ur U,0Kg; 1Kg; 2Kg, 5Kg, 00340-22
32 | Moc qua phién | thang TCES 4kg; 5kg.
Tangky | Thai | 24 TUi 0,5kg; 1kg: 2kg: 3k VoA
ang ky ai ur U,o0Kg; 1Kg; 2Kg; oKg; 00341-22
33 sinh doan thang TCES 4kg; 5kg.
Y di'sao . . _ _ _ _ VCT-
34 | vang véi Sa,o_vqng 1,8 TCCS TU|.0,5kg, 1kg; 2kg; 3kg; 00342-22
cAM véi cdm | thang 4kg; 5kg.
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