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CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phc
S6: 566 /QD-QLD Ha Ngi, ngay 04 thdng 10 nam 2021
QUYET PINH

V& viéc sira ddi thong tin tai Danh muc thude dwoc cap giay ding ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy diang ky luu
hanh cia Cuc Quan ly Dwoc

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 cau té chirc ciia B4 Y té;

Can cir Nghi dinh s¢ 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 cua Chinh phui vé
cong tac van thu;

Céin Cir Thong tur s6 32/2018/TT-BYT ngay 12/11/2018 cia Bé trueng Bo
Y té quy dinh viéc dang ky huu 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, bé 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 vao hé so dang ky luu hanh thudc heu tai Cuc Qudn 1y Duroc;

Theo dé nghj ciia Truong phong Bang ky thuéc, Cuc Quan 1y Durgc.

QUYET PINH:

Piéu 1. Stra doi mot sb thong tin tai Danh muc thude dugc cap gidy dang
ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy ding ky
Iru hanh cua Cuc Quan Iy Dugc (Danh muc cu thé tai Phu luc kém theo Quyét
dinh nay).

Céc thong tin khac tai Danh muc thudc dugc cap gidy diang ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh thudc
tai Phy luc kém theo Quyét dinh nay khong thay doi.



Piéu 2. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung uong 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 nhan: KT.CUC TRUONG
- Nhu Didu 3; _PH( 0
- Bo truong BYT (dé blc); s ’;ﬁs@ CUCTRUONG

- TTr. Truong Qudc Cudng (dé b/c);

- Cuc trudng Vii Tuan Cudng (dé b/c); =]
- Cuc Quan y - Bo Quédc phong, Cuc Y té - Bo Cong An; | 0| ¢
- Cyc Y t& GTVT - Bo Giao thong van tai; Tong Cuc Hai
guan - B Tai chinh;

- Bio hiém x& hoi Viet Nam; NS v A
-Bo Y té: Vu PC, Cuc QLYDCT, Cyuc QLKCB, Thanh tra Nguyen Thanh Lam
Bo;

- Vién KN thudc TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty CP; Céc cong
ty XNK duoc pham;

- Cac Bénh vién, Vién co giuong bénh truc thuoc BYT;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.



PHU LUC

Danh muc céc thdng tin sira d6i cia cac thude dwoc cap gidy ding ky lwu hanh tai Viét Nam

1. Quyét dinh sb 240/QD-QLD ngay 20/8/2010:

566

ban hanh kém theo cac Quyét dinh cap gidy ding ky lwu hanh cia Cuc Quan 1y Duoc

(Ban hanh kém theo Quyét dinh s /QD-QLD ngay o4 /10 /2021)

Théng tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi ban hanh Thong tin sira doi
Eyaren Samil
1 | Ophthalmic Pharmaceutical ||\ 10546.10 Hoat chit Postasium lodide; sodium | Potassium lodide; sodium
Drops Co., Ltd. (Samil iodide iodide

Pharm. Co., Ltd.)

2. Quyét dinh sé 241/QD-QLD ngay 10/10/2012:

Théng tin tai danh muc da

STT Tén thuoc Co s¢ dang ky So dang ky | N@i dung sira doi ban hanh Thong tin sira doi
Compound X .
Sodium Sodium chloride, Mot 500 mi chriza: _
. . . Sodium Chloride 3,00 g;
Lactate B. Braun Medical JOR Potassium chloride, . ;
. Hoat chat- ham . : Sodium Lactate 1,56 g;
2 Intravenous Industries Sdn. VN-15726-12 Calcium chloride . . )
. luong . . Potassium Chloride 0,20g;
Infusion B.P. Bhd. dihydrate, Sodium ) X )
\ Calcium Chloride Dihydrate
(Hartmann's lactate
. 0,135¢g
Solution)

3. Quyét dinh s6 554/QD-QLD ngay 06/10/2015:

Thong tin tai danh muc da

STT Tén thudc Co s& ding ky S6 dang ky | Nai dung sira doi bar hanh Thong tin sira ddi
Hill Top Industrial Hill Top Industrial
Cong ty '!'NHH Dia chi Co s& Estate, Jharmajari Estate, Jharmajri, EPIP,
3 | Cytomib Duogc pham Bach | VN2-378-15 : EPIP, Phase-I (ext), Phase-I Extn. Bhatoli

Viét

San Xuat

Bhatoli Kalan, Baddi,
Dist. Solan (HP)

Kalan, Baddi, Distt.
Solan [H.P.], India




4. Quyét dinh s6 672/QD-QLD ngay 17/12/2015:

STT | Ténthubc | Cosodingky | Sédangky | N@idungsiaadi | '0n9 1D 12l Canh mucdd Thong tin sira ddi
- Cong ty TNHH Hill Top Industrial Hill Top, Ind. Estate,
Zoledronic . o o
acid for thuong mai dugc Dia chi Co s& Estate, Jharmajari Jharmajri, EI?IP, Phase-I
4 iniection pham Dong VN-19459-15 san XUAt EPIP, Phase-I (ext), Extn. Bhatoli Kalan,
P Phuong Bhatoli Kalan, Baddi, Baddi, Distt. Solan
g Dist. Solan (HP) [H.P.], India
5. Quyét dinh s6 173/QD-QLD ngay 27/3/2018:
A £ . , £ o2 , n . +z: | Thong tin tai danh muc A ez
STT Tén thuoc Co s¢ dang ky So dang ky N@i dung sira doi d3 ban hanh Thong tin sira doi
5 | NiminHepa | Aculife Healthcare | )\ 5189 16 | QU CaChdong | i 560 Hép 01 Chai 500ml
8% Private Limited goi

6. Quyét dinh s6 164/QD-QLD ngay 20/3/2019:

Noi dung sira

Thong tin tai danh muc

CORPORATION

dang ky

Seongsui-ro,
Seongdong-ro, Seoul

STT Tén thuoc Co s¢ dang ky So dang ky adi di ban hanh Thong tin sira doi
Academy Tower, Rm
s . ’ Academy Tower, Rm
6 |MuscatTab | >AINT VN-21958-19 | Diachi Coso | #718, 719 — 118, #718, 719, 118, Seongsui-

ro, Seongdong-gu, Seoul

7. Quyét dinh s6 220/QD-QLD ngay 16/4/2019:

STT| Ténthudc Co s6 ding ky S6 dang ky | N@i dung sira doi Thon%;g;ﬁlhdﬁinhh muc Thong tin sira dbi
Cong ty TNHH Dia chi Co s& Plot No. 288, Sidco 288 & 299, Sidco Estate,
7 | Sastan-H thuong mai Thanh | VN-21987-19 sé'n UAL Estate, Ambattur, Ambattur, Chennali,
danh Chennai, 600 098 600098- India




8. Quyét dinh s6 437/QD-QLD ngay 24/7/2019:

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky | Noi dung sira doi ban hanh Thong tin sira doi
i Tén thudc Diulactone 25m Diulactone Tablets 25m
g Diulactone The Searle VN-22202-19 g g
25mg Company
Limited Tiéu chuan NSX BP 2015

9. Quyét dinh s6 651/QD-QLD ngay 23/10/2019:

Thong tin tai danh muc da

ro, Seoul

STT| Ténthudc Co s& ding ky S6 dang ky | Nai dung sira doi ban hanh Thong tin sira ddi
Academy Tower, Rm Academy Tower, Rm
9 Eldine SAINT VN-22267-19 bia chi Co so #718, 719 - 118 #718, 719, 118
capsule CORPORATION dang ky Seongsui-ro, Seongdong- Seongsui-ro, Seongdong-

gu, Seoul

10. Quyét dinh s 293/QD-QLD ngay 26/6/2020:

Thong tin tai danh muc da

Pharm. Co., Ltd.)

STT Tén thudc Co sé diang Ky S6 dang ky | Noi dung sira doi ban hanh Théng tin sira doi
Samil
Eylevox . e .
10 | ophthalmic Pharmaceutlcal_ VN-22538-20 bia chi Co so 155, Hyoryeong-ro, 155, Hyoryeong-ro,
Solution Co., Ltd. (Samil dang ky Seocho-Gu, Seoul 137-061 | Seocho-Gu, Seoul




11. Quyét dinh sb 653/QD-QLD ngay 21/12/2020:

Théng tin tai danh muc da

STT | Tén thudc Co s& ding ky S6 dang ky | Nai dung sira doi ba hanh Théng tin sira ddi
Survey No. 22 & 24,
Sun Survey No. 22 & 24, Village: Ujeti, Post-
. Pharmaceutical bia chi Co so Village-Ujeti, Post-Baska, | Baska, Tal. Halol -
11| Octride 100 |\ niistries VN-22579-20 | 3 wudt Tal, Halol, Dist: 389350, Dist:
Limited Panchmahal Panchmahal, Gujarat
State, India
Sun Survey No. 22 & 24, Sgrvey _NO.' 2.2 & 24,
i Pharmaceutical bia chi Co so Village-Ujeti, Post-Baska Village: Ujeti, Post-
12 | Winolap i VN-22580-20 | .« L ' | Baska, Tal. Halol - 389
Industries san xuat Tal. Halol, Dist: I~
. 350, Dist: Panchmahal,
Limited Panchmabhal

Gujarat State, India

12. Quyét dinh sb 664/QD-QLD ngay 31/12/2020:

Théng tin tai danh muc da

STT| Ténthudc Co s& ding ky S6 dang ky | Nai dung sira doi ban hanh Thong tin sira ddi
Commerce House-1, Opp | Commerce House-1, Opp
Troikaa Dia chi Co s& Rajvansh Apartment Rajvansh Apartment
13 | Dynapar EC Pharmaceuticals | VN-22688-20 dine k¢ Judges, Bungalow Road, | Judges, Bungalow Road,
Ltd. gy Ahmedabad GJ 380054, | Ahmedabad GJ 380054,
Gujarat India
Commerce House-1, Opp | Commerce House-1, Opp
Troikaa Dia chi Co s& Rajvansh Apartment Rajvansh Apartment
14 | Feno-TG 145 Pharmaceuticals | VN-22690-20 d“'n 1< Judges, Bungalow Road, | Judges, Bungalow Road,
Ltd. angky Ahmedabad GJ 380054, | Ahmedabad GJ 380054,
Gujarat India
809 Kerala Industrial 809, Kerala Industrial
15 | Vecmid 1g MI Pharma VN-22662-20 | Pia chi Co so Estate G.I.D.C near Estate, G.1.D.C., Near

Private Limited

san Xuat

Bavla Dist, Ahmedabad-
382 220, Gujarat, India

Bavla, Dist: Ahmedabad-
382220, India




16

Vecmid 500mg

MI Pharma
Private Limited

VN-22663-20

Pia chi Co so
san xuat

809 Kerala Industrial
Estate G.1.D.C near Bavla
Dist, Ahmedabad-382
220, Gujarat, India

809, Kerala Industrial
Estate, G.1.D.C., Near
Bavla, Dist: Ahmedabad-
382220, India

13. Quyét dinh s 226/QD-QLD ngay 20/4/2021:

Théng tin tai danh muc

STT Tén thuoc Co sé dang ky So dang ky Noi dung stra doi i ban hanh Thong tin sira doi

Cong ty TNHH Tiéu chuan BP2019 BP 2019
Mot thanh vién

17| Salzol Duoc pham Viét VN-22767-21 Co s sin xus M/s Windlas Biotech M/s Windlas Biotech Private

LT ; 0 SO san xuat . ..
Tin Limited Limited
Commerce House-1, Commerce House-1, Opp
i Opp Rajvansh .

Troikaa bia chi Co so Apartment Judges Rajvansh Apartment

18 | T-Dol P Rapid | Pharmaceuticals | VN-22798-21 : P ges, Judges, Bungalow Road,

Ltd.

dang ky

Bungalow Road,
Ahmedabad GJ 380054,
Gujarat

Ahmedabad GJ 380054,
India

14. Quyét dinh s6 490/QD-QLD ngay 24/8/2021:

Thong tin tai danh muc da

STT | Tén thudc Co s6 ding ky S6 dang ky | N@i dung sira ddi ban hanh Thong tin sira ddi
Cong ty TNHH Mot
19 | Rasbergy-20 | thanh vién Duogc VN-22847-21 Tén thubc Rasbergy-20 Rabsergy-20
pham Viét Tin
Naprod Life
20 | Naprolat Sciences Private VN3-342-21 Tén thudc Naprolat Naproplat

Limited




15. Quyét dinh s 526/QD-QLD ngay 10/09/2021:

STT

Tén thuéc

Co sé dang ky

S6 ding ky

Néi dung sira déi

Théng tin tai danh muc da
ban hanh

Théng tin sira doi

21

Bixebra 5 mg

Cong ty co phan
dugc pham
Tenamyd

VN-22877-21

Han dung

24 thang

36 thang

22

Bixebra 7.5 mg

Cong ty co phan
duoc pham
Tenamyd

VN-22878-21

Han dung

24 thang

36 thang
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