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N S BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phac
Sb: 323 /QP-QLD Ha Ngi, ngay 20 thdng o6 nam 2022
QUYET PINH

V@ viéc sira d6i thong tin thude dwoc cap giay dang ky luu hanh tai Viét
Nam banhanh kém theo cac Quyét dinh cap giay ding ky luvu hanh cia
Cuc Quén ly Duoc

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cia Chinh phai quy
dinh chire nang, nhiém vu, quyén han va co cdu té chirc ciia B4 Y té;

Can cir Nghi dinh so 54/2017/NB-CP ngay 08/5/2017 ciia Chinh phu quy
dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Duoc;

Can cir Nghj dinh sé 155/2018/NP-CP ngay 12/11/2018 cua Chinh phu
Stra ddi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1y nha nwéc cua Bo Y té;

Can cir Nghi dinh so 30/2020/NP-CP ngay 05/3/2020 cia Chinh phui vé
cong tac van thu;

Cén cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bé trueng Bo
Y té quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuac;

Cén cir Thong tur s6 29/2020/TT-BYT ngay 31/12/2020 cia Bé trueng Bo
Y té sita d6i, bo sung va bai bé mét sé vin ban quy pham phap ludt do Bé trueng
B Y té ban hanh, lién tich ban hanh;

Can cir Théng tw so 23/2021/TT-BYT ngay 09/12/2021 sira déi, bé sung
mét sé van ban quy pham phap lugt do B truéng Bé Y té ban hanh;

Can cir vao hé so dang ky liu hanh thudc hueu tai Cuc Quan 1y Duoc;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Sira d6i mot sb thong tin thude duoc cap gidy dang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cip gidy dang ky luu hanh cua
Cuc Quan Iy Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thudc duoc cap gidy dang ky luu hanh tai Viét
Nam ban hanh kém theo cac Quyét dinh cip gidy dang ky luu hanh thubc tai Phu
luc kém theo Quyét dinh nay khong thay doi.
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Piéu 2. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam doc So Y té céc tinh, thanh phd truc thudc Trung wong va
Giam ddc co so san xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh-nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu bieu 3; PHO CUC TRUONG

- TTr. D6 Xuan Tuyén (dé b/c);

- Cuc trudng Vit Tuan Cuong (dé b/c);

- Cuc Quén y =B Quéc phong, Cuc Y té - B Cong An; /-
- Cuc Y té GTVT - Bo Giao thdng van tai; Tong Cuc Hal
guan - Bo Tai chinh; P
- Bao hiém x4 hoi Viét Nam; N\ AN
- BoY'té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanhtra 2 ,

Bo; ) ) Nguyen Thanh Lam
- VMién KN thuéc TW, Vién KN thuoc TP. HCM;

“Tong Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 giwong bénh truc thuoc BYT;

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

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.
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Phu luc ' )
DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP GIAY PANG KY LUU HANH TAI VIET
NAM BAN HANH KEM THEO CAC QUYET BPINH CAP GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC
(Ban hanh kém theo Quyer dinhso 323 /OD-QLD ngay 20 /o6 /022 )

1. Quyét dinh s6-181/QDP-QLD ngay 27/3/2018 cua Cuc truéng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thubc san
XUat trong nude duoc cip GDPKLH tai Viét Nam - Dot 161

STT Tén thudc Co sé ding ky | S6 diing ky 61?13111 (:z?ngh Thong tin da ghi Thong tin dinh chinh
1 Franlinco 500 | Coéngty co phan | VD-29974- | Quy cach Hop 10 vi x 12 vién Hop 10 vi x 10 vién
lién doanh dugc 18 dong goi
pham Eloge
France Viét Nam

2. Quyét dinh s6 706/QP-QLD ngay 08/10/2018 cua Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh muyc thubc san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 163

STT| Ténthubc | Cosédingky |Sé dingky dlfli-’l‘l gﬁ;‘ngh Théng tin da ghi Théng tin dinh chinh
2 Lodegald-Para Cong ty Duoc VD-31356- | Quycach |hop1lvix10viénnénnén | Hop 10 vix 10 vién
pham va Thuong 18 dong gobi bao phim
mai Phuong Dong-
(TNHH)

3. Quyét dinh s6 108/QD-QLD ngay 27/02/2019 cua Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thude san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 164



Noi dung

vat tu y té Khai Ha

125ml; Hop 1 chai 150ml

STT Tén thudc Co sé dang ky | SO ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh

3 | Claminat IMP | Céngty Cophan |VD-31719- | Hoatchat | Amoxiccilin (dudidang | Amoxicilin (dudi dang
500mg/62,5mg Duoc Pham 19 chinh - Ham Amoxicilin trinydrat Amoxicilin trihydrat
Imexpharm lugng compacted) 500mg; Acid compacted) 500mg;

Clavulanic (dudi dang kali | Acid Clavulanic (dudi

Clavulanat - Avicel (1:1)) | dang Kali clavulanat -

62,5mg Avicel (1:1)) 62,5mg

4 | Claminat IMP | Céngty Cophan | VD-31720-| Hoatchat | Amoxiccilin (dudi dang | Amoxicilin (duéi dang
875mg/125mg Duoc Pham 19 chinh - Ham Amoxicilin trihydrat Amoxicilin trihydrat
Imexpharm luong compacted) 875mg; Acid compacted) 875mg;

Clavulanic (dudi dang Acid Clavulanic (dudi
Clavulanat kali két hop dang Clavulanat kali

véi Avicel 1:1) 125mg | két hop voi Avicel 1:1)

125mg

5 Bét tran Congty co phan | VD-32397- | Quycach | H6p 1 chai 90ml; Hép 1 | Hép 1 chai 90ml; Hop

thuong mai Dugc 19 dong goi chai 100ml, Hop 1 chai 1 chai 100ml, Hop 1

chai 125ml; Hop 1 chai
150ml, Hop 1 chai 180
ml, Hop 1 chai 220 ml,
Hop 1 chai
250 ml, Hop 1 chai 280
ml, Hop 20 6ng 5 ml,

Hop 20 ng 10 ml

4. Quyét dinh s6 457/QD-QLD ngay 01/08/2019 cuiia Cuc trudng Cuc Quan 1y Dugc vé viéc ban hanh Danh muc thudc san
Xuat trong nude duoc cip GDPKLH tai Viét Nam - Dot 165




Noi dung

maiPhuong Dong-
(TNHH)

STT Tén thudc Co sé dang ky | SO ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
6 Verfucas Cong ty Duoc VD-33048- | Tiéu chuan EP 7.0 TCCS
pham va Thuong 19

5. Quyét dinh s6 652/QD-QLD ngay 23/10/2019 cua Cuc truéng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thube san
Xuat trong nudc duoc cip GPKLH tai Viét Nam - Dot 166

Hoang Mai, Ha Noi

n £ o 1< , X < , | NOi dung A e a1 A e ,
STT Tén thuoc Co sé dang ky | So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
7 Colchicin Cong Ty Co Phan | VD-33795- | Dia chi Co Ng6 15, Ngoc Hoi, 75- Yén Ninh - Ba
0,5mg Traphaco 19 so dang ky | phuong Hoang Liét, quan Dinh - Ha Noi

6. Quyét dinh s6 274/QP-QLD ngay 15/06/2020 cia Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh muyc thubc san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 167

Noi dung

Thuan An, Binh Duong,
Viét Nam

STT| Tén thudc Co sé diang ky | SO ding ky dinh chinh Théng tin di ghi Théng tin dinh chinh
8 Vincestad Chi nhanh Céng ty | VD-34467- | Tén thudc Vincestad Vincestad 10
TNHH LD Stada- 20
Viét Nam
Diachi Co | S6 40 Dai 16 Tu Do, KCN | S6 40 Dai 16 Ty Do,
so san xuat | Viét Nam - Singapore, KCN Viét Nam -

Singapore, Phuong An
Phd, Thi xa Thuan An,
Tinh Binh Duong, Viét
Nam

Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 167 BS lan 1
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7. Quyét dinh sé 654/QP-QLD ngay 21/12/2020 cta Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thubc san




Noi dung

STT Tén thudc Co sé dang ky | SO ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
9 | Magne-B6Stada | Cong Ty TNHH | VD-34609- | Tén thudc Magne-B6Stada Magne-B6 Stada
Lién‘Doanh 20
Stellapharm

Hoat chat
chinh - Ham
lugong

Magnesium lactat
dihydrat 186 mg;
Magnesium pidolat 936
mg; Pyridoxine HCI
(vitamin B6) 10 mg

Magnesium lactate
dihydrate (twvong duong
magnesium 16,58 mg)
186 mg; Magnesium
pidolate (twong duong
magnesium 83,42 mg)
936 mg; Pyridoxine HCI
(vitamin B6) 10 mg

8. Quyét dinh s6 315/QLD-BK ngay 03/06/2021 ciia Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh muyc thube san
Xuat trong nude duoc cip GPKLH tai Viét Nam - Dot 169.1

STT Tén thudc Co sé ding ky | S6 diing ky 61?1?111 (g?ngh Thong tin da ghi Thong tin dinh chinh
10 | Orthopa Chew | Céngty co phan | VD-34975- | Hoat chat Calci carbonat 1250 Calci carbonat 1250
dugc Apimed 21 chinh - Ham mg; Vitamin D3 200 mg; Vitamin D3 400
luong Ul U

9. Quyét dinh sé 384/QLD-PK ngay 23/06/2021 cta Cuc trudng Cuc Quan Iy Dugc vé viéc ban hanh Danh muc thudc san
Xuat trong nudc duoc cAp GPKLH tai Viét Nam - Dot 169.2

STT Tén thudc Co sé dang ky | SO ding ky dlflflll gﬁ?ngh Thong tin da ghi Thong tin dinh chinh
11 | Vitamin A&D | Congtycophan | VD3-145- | Hoat chat Calci carbonat 1250 Calci carbonat 1250
xuat nhap khau 21 chinh - Ham mg; Vitamin D3 200 mg; Vitamin D3 400
DOMESCO luong Ul U




10. Quyét dinh sb 383/QLD-DK ngay 23/06/2021 caa Cuc truéng Cuc Quan 1y Duoc vé viéc ban hanh Danh muc thude
san xuat trong nude duoc cip GDKLH tai Viét Nam - Dot 169 BS.

STT Tén thudc Co sé dang ky | SO ding ky 61?1?111 gﬁ:‘fh Thong tin da ghi Thong tin dinh chinh
12 | Ich Khép Nang | Céngty co phan | VD-35404- | Hoat chat | Boc hoat 195mg; Mai vién nang cang
-VT throng mai Duoc 21 chinh - Ham | Qué nhuc 130mg; chia 201,5 mg cao khé
vat tu y té Khai Ha lugng Phong phong hén hop
130mg; Puong quy tuong duong voi duoc
130mg: Té tan liu: Doc hoat 195mg:
130mg; Xuyén Qué nhuc 130mg; Phong
khung 130mg; Tan phong 130mg; Puong
giao 130mg; Bach quy 130mg; Té tan
thuoc 130mg; Tang 130mg; Xuyén khung
ky sinh 130mg; Dia 130mg; Tan giao
hoang 130mg; P 130mg; Bach thuoc
trong. 130mg; Nhan 130mg; Tang ky sinh
sam 130mg; Nguu 130mg; Pia hoang
tat 130mg; Bach 130mg;
linh 130mg; Cam Do trong 130mg; Nhan
thao 130mg. sam 130mg; Nguu tat
130mg; Bach linh
130mg; Cam thao
130mg.
Quy cach Hop 1 tdi x 02 Hop 1 tdi x 02
dong goi vi X 10 vién; vi X 10 vién;
Hop 01 tui x 05 Hop 01 tui x 05
vi x 10 vién vi x 10 vién; Hop 1 tai x

10 vi x 10 vién; Hop 01
lo x 40 vién, 60 vién,
100 vién.




13 | Vién datam congty co phan | VD-35170- | Tén thuéc | Vién dat am dao Vién nén dat am dao
dao GYMORE dugoc APIMED 21 GYMORE 400 GYMORE 400
400
14 | Cefotaximlg | Céngty.Cophan | VD-35183- | Tiéuchuan |TCCS BP 2018
Duoc Pham 21
Imexpharm
15 Claminat Cong ty Co phan | VD-35196- | Tiéu chuan | USP 41 USP hién hanh
500mg/62,5mg Duoc Pham 21
Imexpharm
16 | Ciprofloxacin | Congty co phan | VD-35233- | Quy cach Hop 03 vi, 06 vi, 10 Hop 03 vi, 06 vi, 10 vi X
500mg san xuat — thuong 21 dong goi vién x 10 vién; Chai 10 vién; Chai 100 vién,

mai dugc pham
Dong Nam

100 vién, 200 vién, 500
Vién

200 vién, 500 vién.
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