BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY Y, DUQC Poc 1ap - Tu do - Hanh phic
~ COTRUYEN
So: g“gj /QD-YDCT Ha Noi, ngay 7 _thang [2_ndam 2022
QUYET PINH

Vé viéc ban hanh Danh muc thude ¢b truyén, vi thude cd truyén san xuat
trong nwée dwge cap gidy diang ky luu hanh tai Viét Nam - Dot 07

CUC TRUGNG CUC QUAN LY Y, DUGC CO TRUYEN

Cén ctr Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cua Chinh phu quy dinh
chike néng, nhiém vu, quyén han va co cdu t6 chite ciia B6 Y té;

Cén cit Thong tr s6 21/2018/TT-BYT ngay 12/09/2018 ciia Bé truong Bo Y té
quy dinh viéc dang ky lwu hanh thudc cé truyén, duoc lidu,

Cén cir Théng twe 56 39/2021/TT - BYT ngay 31/12/2021 ciia B trucng Bo Y 16
vé viée siea doi, b6 sung mét sé dieu cia Théng tw sé 21/2018/TT-BYT ngay
12/9/2018 cua B¢ truong Bo Y ré'quy dinh viéc dang ky luvu hanh thuée cé fi”uyéif,
duoc liéu;

Cén cit Quyét dinh s6 7666/0P-BYT ngay 26/12/2018 ciia B truong BS Y 16
quy dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chite ciia Cuc Quan Iy Y,
Duoc c6 f:'uj)érq thuée B6 Y té;

Cén cit két ludgn cria Hi dong tie van cdp gidy ding ky leu hanh thuée, nguyén
liéu lom thuée, B Y té - Pot 07,

Theo dé nghi ciia Trwong Phong Quan Iy Duoc ¢6 truyén - Cuc Qudn Iy Y, Duoc
o truyén.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc céc thudc cd truyén,
vi thude 6 truyén san xuét trong nudc duoc cép gidy dang ky luu hanh tai Viét Nam
-bPot 07, cu thé:

1. Danh muc 04 thudc cb truyén san xuét trong nude duge cap gidy dang ky
luu hanh tai Viét Nam hiéu luc 05 nam (tgi Phu luc I kém theo). Cac thude tai
Danh muc nay c6 s6 dang ky voi ky hiéu TCT-xxxxx-22 va hiéu luc 05 nam ké tur
ngay ky ban hanh Quyét dinh nay.

2. Danh muc 34 vi thude c6 truyén san xuat trong nude duoc cép gidy dang ky
luru hanh tai Viét Nam hiéu luc 05 nam (tai Phu luc II kém theo). Cac vi thue tai
Danh muc nay cé sb ding ky véi ky hiéu VCT-xxxxx-22 va hiéu luc 05 nim ké tur
ngay ky ban hanh Quyét dinh nay.




Piéu 2. Co s san xuét va co s& dang ky thude ¢ truyén, vi thude ¢b truyén co
trach nhiém:

1. San xuat thube cb truyén, vi thude ¢b truyén theo dang céc hd so, tai lidu da
dang ky véi BO Y té va phai in sé dang ky duoc Bo Y té Viét Nam cép lén nhan
thude ¢6 truyén, vi thude cd truyén.

2. Chi duoc san xudt, dua ra lvu hanh céc thude cd truyén, vi thude cd truyén
kiém soét ddc biét khi c6 Gidy ching nhén du didu kién kinh doanh duoc pham vi
kinh doanh thudc phai kiém soét dic biét phit hop voi pham vi hoat dong cia co s&
d4p tmg quy dinh tai khoan 5 Diéu 143 Nghi dinh sb 54/2017/NB-CP ngay
08/5/2017 ctia Chinh pht quyv dinh chi tiét m6t sb didu va bién phép thi hanh Luét
Dugc.

3. Thuc hién viéc cép nhét tiéu chuén chét lugng cua thudc ¢cb truyén, vi thude
cb truyén theo quy dinh tai Thong tu s6 38/2021/TT-BYT ngay 31/12/2021 ctia Bo
truong BO Y té quy dinh chat luong dugc ligu, vi thudc cb truyé“:n, thube cb truyén.

4. Cap nhat nhan thudc ¢6 truyén, vi thube cb truyén, to hudng dan sir dung
thube ¢b truyén theo quy dinh tai Thong tu sé 01/2018/TT-BYT ngay 18/01/2018
ctia Bo truong BO Y té quy dinh ghi nhén thude, nguyén liéu 1am thude va to hudng
dan str dung thude trong thoi han 06 thang ké tir ngay ky ban hanh Quyét dinh nay
theo hinh thire thay ddi, b6 sung gidy dang ky luu hanh thude ¢b truyén, vi thude cb
truyén quy dinh tai Thong tu s6 21/2018/TT-BYT ngay 12/09/2018 ctia Bo trudng
B4 Y té quy dinh viéce dang ky luu hanh thube ¢é truyén, duoc liéu va Théng tu sb
39/2021/TT - BYT ngay 31/12/2021 ctia B trudng Bo Y té vé viée sira doi, b sung
mdt sb didu ctia Thong tu s6 21/2018/TT-BYT ngay 12/9/2018 ctia B truéng Bo Y
té quy dinh viéc dang ky luu hanh thude cb truyén, duoc liéu.

5. Phdi hop véi céc co s& diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong mudn cta
thude cd truyén, vi thude ¢ truyén trén ngudi Viét Nam va téng hop, béo cdo theo
quy dinh tai Théng tu s6 21/2018/TT-BYT ngay 12/09/2018 ctia B9 truéng B6 Y té
quy dinh viéc dang ky lwu hanh thudc c¢6 truyén, duge liéu va Théng tu so
39/2021/TT - BYT ngay 31/12/2021 cua Bé truong Bo Y té vé viée stra doi, bo sung
mot s6 didu ctia Thong tu s6 21/2018/TT-BYT ngay 12/9/2018 ctia Bo trudong Bo Y
té quy dinh viéc dang ky luu hanh thude ¢b truyén, duoc lidu.

6. Co sé dang ky thude ¢é truyén, vi thude ¢b truyén phai bao dam duy tri diéu
kién hoat dong trong thoi gian hiéu luc cua gidy dang ky luu hanh thude, nguyén
liéu lam thude. Trong trudng hop khéng con dap ung du diéu kién hoat dong, co so
dang ky phai cé trach nhiém thuc hién thay déi co sé dang ky theo quy dinh tai
Théng tu s6 21/2018/TT-BYT ngay 12/09/2018 ctia B6 Y té quy dinh viée dang ky
luu hanh thude ¢ truyén, duoc liéu va Théong tu sé 39/2021/TT - BYT ngay
31/12/2021 cua Bo truong Bo Y té vé viéc stra déi, bo sung mét sb diéu ciia Théng
tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bé truong Bo Y té quy dinh viéc dang
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ky luu hanh thude ¢6 truyén, dugc liéu trong thoi han 30 ngay ké tir ngdy co s dang
ky khéng con du diéu kién hoat dong.

7. Co s& san xuét phai bao dam cac diéu kién hoat dong cua co s san Xuat trong
thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén liéu lam thude.

Pidu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S¢ Y té cac tinh, thanh phd truc thude Trung wong va gidm
déc co s& san xuat va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

-NhuDidud;

- Dic B§ trudng (G biej )

- Pic D6 Xuan Tuyén — TTr BYT (dé b/c);

- PGS.TS. Lé Vin Truyén — Chi tich HDTV cap GPKLH
thuc, NLLT — B4 Y té (dé b/c);

- Cuc Quan y - B Quéc phong, Cuc Y té - Bo Céng an;

- Cuc Y t GTVT - B¢ Giao thong van tai;

- Téng Cuc Hai quan - Bo Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-B& Y té: Vu PC, Cuc QLD, Cuc QLKCB, Thanh tra Bd; Van
phong HDTV cdp GDPKLH thube, nguyén liéu lam thudc;

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

- Téng Céng ty Dugc Viét Nam — Cong ty ¢b phin; ’

- Cac Bénh vién, Vién co giuong bénh truc thuge Bo Y té;

- Website cua Cuc Quan ly YDCT;

- Luu: VP, QLD (4b).
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQUANLY Y, DUQC Poc 1ap - Tu do - Hanh phiic
CO TRUYEN

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

POT 07
(Ban hanh kém theo Quyét dinh s6: 363/0D-YDCT ngdy AL./[/2022)

1. Cong ty diing ky: Cong ty c6 phin duge phim Huéng Viét (D/c: S6 9, duong
Phadp Van, phuong Yén So, quan Hoang Mai, thanh phé Ha Noi)

1.1. Nha san xuét: Céng ty cb phan dwge pham Medzavy (P/c: Puong E3,

khu E, KCN Phé Néi, xd@ Lac Pao, huyén Van Lam, tinh Hung Yén)

Tén Thanh phin chinh - | 22" | Tudi | Tiéu | Quychch | 0
Stt thude Ham lugn o tho | chuin | déng géi wa
Ong ché 0 gg ky
B0t chiet xuat Xuyén tam | Vién | e x| ToL*
1 | Vinotavic | lién tuong duong: Xuyén | nang y TCCS U 00094-
T . thang 10 vién
tdm lién 1000mg. cung 22

2. Cong ty ding ky: Cong ty ¢6 phan dwgc Medi mién Bic (D/e: S6 358, duong
Giai Phong, phwong Phwong Liét, qudn Thanh Xuan, thanh pho Ha N6i)
2.1. Nha san xuét: Céng ty c6 phin dwgc trung wong Mediplantex (D/e: S6 356,

diwong Giai Phong, phirong Phuong Liét, qudn Thanh Xudn, thanh phé Ha Noi)

Stt | Tén thudc | Thanh phan chinh - | Dang | Tuoi | Tiéu | Quycich | SO
Ham lwgng bao | tho | chuan | doénggoi | dang
che ky
Hop 1
I chai 60
Sinh dia 6.0g; Mach L
moén 3,6g; Huyén sidm Wil |
. |4,82; B6i mau 24g;| Cao 3 ol | AL 1 |
2 Homedi o e i | e : TCCS | thuy tinh) | 00095 |
Bach thugc 2.4g; Mau | long | thang . 1
X , 5 = Hop 1 -22 |
don bi 2,4g; Cam thao : |
- chai 250
122, Bacha 1,5g, . \
¥ = ; ml (chai |
nhua |
| FET)
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Hop 1
chai 60
Sinh dia 6.0g: Mach aal, 100
. A ml, 120
mon 3,6g; Huyén sam ml (chai | TCT -
A Homedi | 4.8g; B6i mau 24g;| Cao 3 .
3 5 . : TCCS | thuy tinh) | 00096
Plus Bach thuoc 2,4g; Mau | long | thang x
s ; = Hop 1 =P
don bi 2,4g; Cam thao ;
10 chai 250
i ml (chai
i i | , | nhua |
| | l J | PET)

3. Cong ty ding ky: Céng ty c6 phin cong nghé cao Traphaco (B/c. Xa Tan
Quang, huyén Van Lam, tinh Hung Yén)
3.1. Nha san xuit: Cong ty cb phan céng nghé cao Traphaco (D/c: Xa Tan Quang,
huyén Van Lam, tinh Hung Yén)

Stt | Ténthuoc | Thanh phin chinh- | Dang | Tudi | Tiéu | Quy S6 ding
Ham lugng bao | tho |chuin| cich ky
ché dong goi
10 ml Siro chira cao dac
hén hop duoc liéu
800mg tuong duong
4520mg hén hop dugc Hop 1 lo
liéu bao goém: Sinh dia x 90ml;
4 | 1000mg; Huyén sim| Siro | 3 100ml; | 1CT-
St e 850mg; Mach médn thang FES 110ml; 002797-
850mg; Bach thuoc 125ml. -
500mg; Bb6i  mau
500mg; Mau don bi
500mg; Cam thao
320mg.
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BOY TE

CO TRUYEN

CUC QUANLY Y, DUQC

PHU LUC II

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tw do - Hanh phic

DANH MUC 34 VI THUOC CO TRUYEN SAN XUAT TRONG NUGC
DUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC
05 NAM - POQT 07
(Ban hanh kém theo Quvét dinh sé. 259./0D-YDCT ngavl2./0./ 202)-

1. Cong ty ding ky: Cong ty c6 phin dwoc liéu Viét Nam (B/c: Khu 8, xd Phil
Ninh, huyén Phu Ninh, tinh Phi Tho)
1.1. Nha sian xuét: Cong ty ¢b phan dwoec liéu Viét Nam (D/c: Khu 8, xd Phit Ninh,
huyén Phu Ninh, tinh Phu Tho)

Stt | Ténvi Dang Tubi Tiéu Quy cach SH dén;
thudccdé | baoche | tho |chuan dong goi ky
truyén
. Ché Tti 50 géi x 3g, 6g. VCT-
I Ha‘;ﬁph'fl Magnesi thﬁ TCCS | Tdi 100g, 500g, 1kg, 2kg, | 00309-22
clorid & Skg.
Tai 50 goi x 3g, 6g. VCT-
2 B"-‘Cf&phu Ché mubi thzéig TCCS | Tui 100g, 500g, 1kg, 2kg, | 00310-22
Skg.
& oot o Tui 50 goi x 3g, 6g. VCT-
t A « X s -
3 ff:;;n‘f ché ik thﬁg TCCS | Tui 100g, 500g, 1kg, 2kg, | 00311-22
Skg.
3 5 & Tui 50 goi x 3g, 6g. VCT-
4 ?ﬁg’;‘:&ﬁf Ché gidm thzz;g TCCS | Tdi 100g, 500g, 1kg, 2ke, | 00312-22
Skg.
) Tui 50 g6i x 6g. VCT-
s DA opé gigm thiig TCCS | Tui 100g, 500g, 1ke, 2kg, | 00313-22
= Skg.
M3 tién - Tui 50 géi x 3g. VCT-
: 9 S
6 | réndau Rjgif‘u th; TCCS | Tui 100g, 500g, 1kg, 2kg, | 00314-22
vung = s Skg.
) Tui 50 géi x 6g. VCT-
7 l?hzi 1;1‘; Sao thzéio TCCS | Tdi 100g, 500g, 1kg, 2k, | 00315-22
| = Ske.
. - Tai 50 gdi x 6g. VCT-
2
8 e Thai 1 24 11 06g | Tai 1008, 500e. lkg, 2ke. | 00316-22
huong phién thang = = TR !

| Ske.
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9 ) Théi 24 Tu1 50 goi x 3g, 6g. VCT-
T uyén phién e TCCS | Tui 100g, 500g, 1kg, 2kg, 00317-22
= Skg.
Nguu 24 Tui 50 goi x 6g. VCT-
10 | bangta | Sao vang Chiiig TCCS | Tui 100g, 500g, 1kg, 2kg, 00318-22
sao vang | 5ke.
4 Tui 50 go1 x 6g. VCT-
11 | Cagaileo | Loaitap ihling TCCS | Tui 100g, 500g, 1kg, 2kg, 00319-22
Skg.
| | Y Tui 50 gdi x 6g. VCT- |
12 | Cbixay | Loaitap th;;g TCCS | Tui 100g, 500g, 1kg, 2kg, | 00320-22
Skg.
24 Tui 50 goi x 6g. VCT-
13 | Congot | Loaitap thing TCCS ';"11(11 100g, 500g, 1kg, 2kg, | 00321-22
g.
e i Ti 50 goi x 6g. VCT-
14 Dleg“i e | ohé mudi thﬁg TCCS | T6i 100g, 500g, 1kg, 2kg, | 00322-22
Skg.
4 Tui 50 géi x 3g, 6g. VCT-
15 | Toédiép | Loaitap théng TCCS "51‘11(11 100g, 500g, 1kg, 2kg, | 00323-22
g.
Hode ’ 24 Tﬁ% 50 goi x 6g. VCT-
16 A Cat doan hitis TCCS ’51‘1211 100g, 500g, 1kg, 2kg, | 00324-22
g.
4 Tui 50 goi x 3g, 6g. VCT-
17 | Lakhoi Loai tap flifng TCCS | Tai 100g, 500g, 1kg, 2kg, 00325-22
Skg.
Ha khb . 24 Tu1 50 goi x 6g. VCT-
18 thio Loai tap Hydinp TCCS ;f11<11 100g, 500g, 1kg, 2kg, 00326-22
g.
’ 24 Tui 50 goi x 3g, 6g. VCT-
19 | Témoc | Citdoan | .~ | TCCS | Tui 100g, 500g, lkg, 2kg, | 00327-22
< Skg.
A Tui 50 go1 x 3g, 6g. VCT-
20 | PR Chrdoan | 2 TCCS | Tui 100g, 500g. Tkg, 2kg, | 0032822
' . Ske.
Tiéq hoi Chich - Ti 50 goi x 3g, bg. VCT-
21 Cth’h Tudi ting TCCS | Tui 100g, 500g, 1kg, 2kg, 00329-22
mudi ! f Skg.
\ , | Tui 50 géi x 6g. VCT-
22 | Nhan tran | Cat doan | thane TCCS Tlﬁi 100g, 500g, 1kg, 2kg, 00330-22
| . 5kg.
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’ , 54 Tui 50 goi x 3g, 6g. VCT- |
23 | Saidat | Citdoan | .. | TCCS | Tui 100g, 500g, 1kg, 2kg, | 00331-22
thang -
Gl Skg.
. Tui 50 goi x 6g. VCT-
, 2

o4 | BIMUEN | s qoan | 2* | TCCS | Tui 100g, 500g, 1kg, 2kg, | 00332-22

thao thang Ske

2. Céng ty ding ky: Cong ty cb phan duwge pham Béic Ninh (B/c S6 21 Nguyén
Van Cir, phirong Ninh Xa, thanh pho Bic Ninh, tinh Béc Ninh)
2.1. Nha san xuit: Céng ty cd phan dugce pham Bic Ninh (B/c L6 CI-1 khu cong
nghiép Qué Vo, xa Phuwong Liéu, huyén Qué Vb, tinh Béac Ninh)

Stt | Ténvi_ Dang Tubi Tiéu Quy cach S6 ding
thude ¢cd | baoche | tho |chuan dong géi ky
truyen
55 | Bach Thai 24 | 1oeg | T 0,5kg; 1kg; 2kg; 3kg; VCT-
thuoc phién | théng 4kg; Skg. 00333-22
Bach truét . . VCT-
5 d . ¥ ') . .
26 |saocam | S20CAm | 24 | .pong | Tii0,5kg; Ikg; 2kg; 3key | 05, on
3 mat ong | thang 4kg; Skg.
maét ong
e , e VCT-
27 |Citcanh | 08 | 18 | poog | Tui0,5ke; Tke; 2ke; 3kg: | 00335-22
phién | thang 4kg; Skg.
VCT-
e 00336-22
Dangsam | ~pin | 18 Tui 0,5kg; 1kg; 2ke; 3ke:
28 | chich ; , TCCH
\ gung thang 4kg; Skg.
gung
VCT-
: 00337-22
D Chich | 18 | Tui 0,5ke; 1kg; 2ke; 3ke:
29 | quy chich ; e | TCCS =
' ruou thang 4kg; Skg.
ruou
VCT-
- o : leas Fless , 00338-22 |
30 Hoai 0N | o cAm 1’8 TCCS Tu1 0,5kg; 1kg; 2kg; 3kg;
sao cam | thang 4kg; Skg.
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VCT-
;, | Khuong Théi 18 | 1o | T 0.5ke; Tkg; 2kg; 3kg; | 0033922
. hoat phién | thing 4kg: Skg.
Thai | 18 Tui 0.5kg; 1kg; 2kg; 3k L
; ai u 0,0kg; 1kg; 2kg; 3kg; | 00340-22
9 Moa | g | g | L0 | Al Siea,
- I e T,- O -k VCT-
2, | Langky | Thai | 24 | Tai 0,5kg; Ike; 2kg; 3kg, | 00341-22
"7 | sinh doan | thang Hhad | 4kg; Skg.
Y di sao 5 ,. ' ) ) ) VG-
34 | ving véi Sa’ol vang 1'8 TCCS Tui .0,5kg, lkg; 2kg; 3kg; 00342-22
cAm voOl cam | thang 4kg; Skg.




