BO Y T CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phic
S6: 3596 /QLD-DK Ha Noi, ngay ., thang 7, ndm 2020

V/v dinh chinh thong tin trong Quyét
dinh cap giay BPKLH

Kinh giri: - S&'Y té cac tinh, thanh phf) truc thudc Trung uong;
- Céac co s0 dang ky c6 thudce dugce dinh chinh.

Cuc Quan ly Dugc nhén dugc cdng vén cua cac co s¢ dang ky thube dé
nghi dinh chinh thong tin trong cac Quyét dinh cap gidy déng ky luu hanh thude
va Cong van duy tri hiéu luc gidy dang ky luu hanh thuéc ctia Cuc Quan ly Duoc.

Can ctr hd so ding ky thude luu tai Cuc Quan ly Dugc, Cuc Quan ly Duoc
thong bdo dinh chinh mot s6 ndi dung trong cdc Quyét dinh cip gidy dang ky luu
hanh va Céng van duy tri hiéu luc gidy ding ky luu hanh déi véi cac thude tai cac
danh muc cu thé nhu sau:

1. Danh muc céc thube duoc dinh chinh théng tin trong Quyét dinh cap gidy
dang ky luu hanh (Phu luc I kem theo Céng van nay).

2. Danh muc céc thude duge dinh chinh théng tin trong cong van duy tri
hiéu luc gidy dang ky luu hanh (Phu luc Il kém theo Céng vdn nay).

Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién./.

Noi nhin: KT CucC TRUONG
- Nhu wrén; — G
- Bo truong (dé b/c)
- TT. Truong Quédc Cudng (dé blc);
- CT. Vii Tuan Cudng {de b/c);
- Cuc Quan y - B6 Quéc phong, Cuc Y té - Bo Céng an;
- Cuc Y té giao thong van tai - BO GTVT;
- Tong Cuc Hai Quan - B6 Tai Chinh;
- Bao hiém xa hoi Viét Nam;
-B6 Y té: Vu PC; Cuc QLYDCT; Cuc QLKCB; Thanh tra
Bo;
- Vién KN thuée TU, VKN thude TP.HCM;
- Tong Céng ty Duge VN;
- Cac Bénh vién. Vién ¢6 giwdng bénh truc thuée B Y té;
- Cuc QLD: P. QLKDD, P.QLCLT, P.PCTTra, Website:
- Luu: VT, BKT (V).
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Phu luc I

CONG HOA XA HOI CHU NGHIA VIET NAM

Doe lip - Ty do -

Hanh phic

DANH MUC 08 THUOC PUQC PINH CHINH THONG TIN
TRONG QUYFT PINH CAP GIAY PANG KY LUU HANH

(Kem theo cong vdi s0 257

SOLD-DK ngay 40 / /) /2020 cia Cuc Quan ly Duoe)

S6 Quyét
dinh/ Ngay
Quyét dinh

Nji dung
dinh chinh

Théng tin da ghi

Théng tin dinh chinh

303/QD-QLD
10/05/2019

Hoat chél,
ham luong

Vitamin Bl 100mg;:
Vitamin ~ B6  200mg;
Vitamin B12 200mg

Vitamin Bl 100mg:
Vitamin ~ B6  200mg;
Vitamin B12 200mcg

303/ QD-QLD
10/05/2019

303/ QD-QLD |
10/05/2019

TT "~ Tén thube Cong ty i S6 dang ky
dang ky
|

I. | Softrivit Céng ty Cd | VD-32711-19
phén Us
Pharma USA

2. | Cadicelox 200 | Cong ty Cb|VD-32705-19
| phan us
| Pharma USA

3. | Tabrison (white) "Cong ty Cb | VD-32739-19
phan us
Pharma USA

4. | Decirid 81mg Cong ty Co | VD-33800-19
phén us
Pharma USA

5. | Kim tién thao Khai Ha Cong ty CP|VD-33791-19
T™  Duoc
VTYT Khai
Ha

6. | Myrudin ~ "Cong ty lién | VD-33837-19

doanh Meyer-
BPC

23/10/2019

652/ QD-QLD

Quy cach
dong goi
~ Quy cich
dong goi

Hop 3 vi, 10 vix 10 vién

Hop 3 vi, 10 vi x 10 vién,
Chai 200 vién

Hop 3 vi, 5 vi, 10 vi x 10
vién

Hop 3 vi, 5 vi, 10 vix 10
vién, Chai 100 vién

Céng ty dang
ky va Céng
ty san xuat

| 652/ QD-QLD

23/10/2019

B ey
Tén thudc

Cong ty c6 phan US
Pharma Ha noi
Dia chi: S5 1, Giang Van
Minh, phudng Kim Ma,
quan Ba Dinh, Ha Ndi

Cong ty Co phan US|

Pharma USA
Dia chi: Lo Bl — 10,
duomg D2, khu cong

nghiép Tay Béc Cu Chi,
TP. Ho Chi Minh.

| Tiéu soi Khai Ha

Kim tién thao Khai Ha

652/ QD-QLD
23/10/2019

Quy cich
dong goi

Hop 20 6i x 2,5mg; Hop
20 goi x Sml; Hop 20 goi
x 10ml; Hép 20 déng x

Hop 20 g6i x 2,5ml; Hop |
20 g61 x Sml; Hop 20 goi
x 10ml; Hop 20 ong x




(tuomg duong 43,56mg ré
Pan Sam) 2,18mg; Cao
khé ré Tam Thit (twong
duong vai 8,52 ré Tam
thit) 0.95mg: Boneol
Img

TT Tén thube Céng ty S6 diing ky S6 Quyét Nji dung Thong tin da ghi Thang tin dinh chinh
ding ky dinh/ Ngay dinh chinh
Quyét dinh
Sml; Hop 20 ong x 10ml; | 5ml; Hop 20 ong x 10ml;
Hgp 1 chai 30ml, 45ml, | Hop 1 chai 30ml, 45ml,
60ml 60ml
7. | Dorogyne Cong ty CP VD-33809-19 |652/QD-QLD | Diachi Cong | Cum CN.Can L3, An|Sé 66, Quéc 1o 30,
XNK Y 23/10/2019 ty san xudt, | Pinh, An Binh, huyén | Phuomg My P}u’n, TP. Cao
Domesco Cong ty dang | Cao Lanh, Dong Thap Lanh, Tinh Béng Thap
ky
8. | Dan sam tam that VCP Cong ty | VD-32930-19 | 457/QD-QLD | Hoatchdt, | Mat vién hoan giot chira | Mat vién hoan giot chira
CPDP VCP 01/08/2019 ham lugng | cao khé ré Pan sam |cao khé ré Dan sim

(twong dwong 43,56mg ré
Pan Sam) 2,18mg; Cao
khé ré Tam That (wong
duong véi 8,52mg ré Tam
thit) 0,95mg; Borneol
Img

<2 ""Nguyén Thanh Lam

KT. CUC TRU(TNG
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(Kém theo Cong van so

Py T

CONG HOA XA HQI CHU NGHIA VIET NAM

Phuy lyc 11 .
DANH MUC 02 THUOC PUQC BINH CHINH THONG TIN
TRONG C(')N(},VAN DUY TRI HIEU LUC GIAY DPANG KY LUU HANH

boc lap — Tu do — Hanh phic

UC TRUONG

J546 /QLD-DK ngay o /7 /2020 cua Cuc Quan ly Dugc)

P TN SR P . | 'NgayCong [ Ngidung | ... . . . | Théng tin dinh
_TT_ "l:in lhl_.ml? Co sn_('I_ang‘ ky So dang ky S6 Cong viin i dinh chinh I'héng tin da ghi chinh |
Pokidclor | Congty Co phan US | VD-21185-14 | 8946/QLD-DK | 10/06/2019 | S6 dangky | VD-21885-14 VD-21185-14

1125 Pharma USA
Bivicipag Cong ty TNHH BRV | VD-19803-13 | 375/QLD-DK | 14/01/2020 | Tén thudc Bivici AG Bivicipag
2. Healthcare
R o KT. CUC TRUONG
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