BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap — Tu do — Hanh phiic
S6: 309 /QP-QLD Ha N¢i, ngay 09 thang 06 nam 2022
QUYET PINH

Vé viéc sira doi thong tin tai Danh muc thudc duoc cap gidy ding Ky hru
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cép gidy ding ky luu
hanh cia Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii
quy dinh chivc ndng, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cit Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Ludt Duoc;

Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii
swta doi, bo sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thudc pham vi quan Iy nha nwéce ciia B Y té;

Can cir Nghi dinh sé 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cit Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cia Bé trieéng
BG Y té quy dinh viéc ding ky lvu hanh thuée, nguyén liéu lam thudc;

Can cit Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 cia Bé trieéng
Bé Y té sira doi, bo sung va bai bé mét so van ban quy pham phdp ludt do Bé
truong Bo Y 1é ban hanh, lién tich ban hanh,

Cdn cit vao ho so dang ky luu hanh thuéc luwu tai Cuc Quan Iy Duwoc;

Theo dé nghi cia Triedng phong Pdng ky thuéc, Cuc Quan 1) Duorc.

QUYET PINH:

Piéu 1. Stra doi mot sd thong tin tai Danh muc thudc duoc cap gidy
ding ky lvu hanh tai Viét Nam ban hanh kém theo cic Quyét dinh cap gidy
dang ky luu hanh cua Cuc Quan ly Dugc (Danh muc cu thé tai Phu luc kém
theo Quyét dinh nay).

Céc thong tin khéac tai Danh muc thudc duoc cap gidy ding ky luu hanh
tai Viét Nam ban hanh kém theo cic Quyét dinh cép gidy ding ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.



Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 3. Giam dc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va
Giam dbc co sd san xuat va co s& dang ky co6 thudce tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG
- Nhu biéu 3; 8 8
- Thi truong DS Xuan Tuyén (dé b/c); P PHQ CUC TRUONG

- Cuc truong Vii Tudn Cudng (dé b/c);

- Cuc Quany-Bo Quéc phong, Cuc' Y té - Bd Cong An; //< (
- Cuc Y t€ GTVT - B¢ Giao thong van tai; Tong Cuc Hai | 2/ o
quan - B Tai chinh; \

- Bao hiém xa hoi Viét Nam;

-B06 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra T
Bo; T

- Vién KN thudc TW, Vién KN thube TP. HCM; Nguyén Thanh LAm
- Tong Cong ty Duge Viét Nam — Cong ty CP; Cac cong
ty XNK dugc pham;

- Cac Bénh vién, Vién c6 givong bénh truc thuoc BYT;
- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP GIAY DANG KY LUU HANH TAI VIET NAM
BAN HANH KEM THEO CAC QUYET DINH CAP GIAY DANG KY LUU HANH CUA CUC QUAN LY DUQC

(Ban hanh kém theo Quyét dinh sé

1. Quyét dinh s6 441/QP-QLD ngay 08/11/2011:

309

/OD-QLD ngay 09 /06 /2022)

STT

Tén thude

Co s6 dang ky

S6 diang Ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

Ciprobay 200

Bayer (South East
Asia) Pte Ltd

VN-14008-11

Hoat chét

Ciprofloxacin lactate

Ciprofloxacin

2. Quyét dinh s6 92/QP-QLD ngay 22/03/2012:

STT

Tén thude

Co s6 dang ky

S6 diang ky

No6i dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
;Ejgtco S07san Bayer Pharma AG Bayer AG
2 | Ultravist 300 iayer}()tSOE‘ig East | yN-14922-12
sia) Pte Dia chi co 56 Mullerstrape 178, 13353 Miillerstrasse 178, 13353
san xuat Berlin, Germany Berlin, Germany
. Bayer (South East Dia chi co so Mullerstrasse 178, 13353 Miillerstrasse 178, 13353
3| Ultravist 370 Asia) Pte Ltd VN-14923-12 | Gan xut Berlin, Germany Berlin, Germany

3. Quyét dinh s 164/QD-QLD ngay 22/6/2012:

Thong tin tai danh muc da

STT Tén thude Co sé ding ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira ddi
Actavis ’ Clopidogrel (du¢i dang
4 | Freeclo ) VN-15593-12 | Hoat chat Clopidogrel bisulfate 75Smg | Clopidogrel bisulfate)
International Ltd 75mg




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

STT| Tén thube Cosidingky | S6dingky | Noidungsirai | |87 (3l danh mycda Théng tin sira déi
Tén thud Doxycycline Capsules USP | Doxycycline Capsules BP
Doxycycline Rotaline cn thuoc 100mg 100mg
5 | Capsules USP | Molekule Private | VN-16036-12 — -
100mg Limited Ti€u chuan NSX BP

thanh pham

5. Quyét dinh s 64/QD-QLD ngay 01/4/2013:

STT | Tén thube Cossdingky | SSdingky | Noidungsiaadi | '"On8 (I (3l danh mycda Théng tin sira d5i
304, Town Centre, Andheri | 304, Town Centre, Andheri
6 | Abingem 200 Naprod Life VN2-53-13 bia chi co so kurla Road, Andheri (E), kurla Road, Andheri (E),

Sciences Pvt. Ltd.

dang ky

Mumbai, Maharastra,
400059, India

Mumbai, Maharashtra,
400059, India

6. Quyét dinh s6 66/QD-QLD ngay 01/4/2013:

STT

Tén thude

Co s6 dang ky

S6 diang Ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

Silygamma

Worwag Pharma
GmbH & Co. KG

VN-16542-13

Dang bao ché

Vién nén bao

Vién bao dudong

7. Quyét dinh s6 261/QD-QLD ngay 01/10/2013:

STT

Tén thudc

Co s& dang ky

S6 ding ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi




PM Kiddiecal

Cong ty c6 phan
dwgc pham va
TTBYT Thuén
Phat

VN-16986-13

Quy céach dong
201

Hop 1 1o 30 vién

Lo 30 vién

8. Quyét dinh s6 678/QD-QLD ngay 08/12/2014:

Thong tin tai danh muc da

STT Tén thuoc Co sé dang ky So dang ky Noi dung stra doi ban hanh Thong tin stra doi
Budesonide (Micronised) MBOi nhat xit chira:
Foracort 200 . Hoat chat, ham | 210mcg/nhat; Formoterol Budesonide (Micronised)
? Inhaler Cipla Ltd. VN-18504-14 luong fumarate dihydrate 200mcg; Formoterol

6,6mcg/nhat

fumarate dihydrate 6mcg

9. Quyét dinh s6 107/QD-QLD ngay 23/3/2016:

Thong tin tai danh muc da

STT Tén thudc Co so ding ky S6 diangky | Noi dung sira doi ey Théng tin sira ddi
o . z Dr. Reddys Laboratories Dr. Reddy's Laboratories
Capecitabine , Co so san xuat
10 | Tablets Usp | Dr: Reddy's VN2-455-16 Lud. . Lud. :
Laboratories Ltd. L ax , Dr. Reddys Laboratories Dr. Reddy's Laboratories
500mg Co s¢ dang ky
Ltd. Ltd.
Co s sin xuit Dr. Reddys Laboratories Dr. Reddy's Laboratories
Ltd. Ltd.
Capecitabine , o ax , Dr. Reddys Laboratories Dr. Reddy's Laboratories
11 | Tablets USP E;BOR;‘:SZGSS Lid | YN2-454-16 Cosodangky | g Ltd.
150mg ) Dia chi Co s& 8-2-337, Road No.3, 8-2-337, Road No.3,
déng Ky Banjara Hills, Hyderabad- | Banjara Hills, Hyderabad-

500034, Andhara Pradesh

500034, Andhra Pradesh

10. Quyét dinh sb 433/QD-QLD ngay 05/9/2016:




Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hinh Théng tin sira ddi
Lot 3,5 & 7, Jalan P/7, Lot 3,5 & 7, Jalan P/7,
Betacvlic Y.S.P. Dia chi Co s& Section 13, Kawasan Section 13, Kawasan
12 oin tmz:]n ¢ INDUSTRIES VN-20118-16 séh Ut Perindustrian Bandar Baru | Perindustrian Bandar Baru
(M) SDN. BHD. Bangi, 43000 Bangi, Bangi, 43000 Kajang,

Selangor

Selangor

11. Quyét dinh s6 411/QD-QLD ngay 04/07/2018:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi ban hinh Théng tin sira ddi
Piperacillin/ Cong t.y €0 ph2.1n qu n nhxa san xuat Fresenius Kabi Anti- Fresenius Kabi Anti-
13 | Tazobactam Fresenius Kabi VN-21200-18 | san pham trung infective Sil infectives S.rl
Kabi 2g/0,25g | Viét Nam gian o

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

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hinh Théng tin sira ddi
Montiget Getz Pharma ’ Montelukast (dudi Montelukast (du¢i dang
14 | Chewable (Pvi) Ltd VN-21860-19 | Hoat chat dang Montelukast natri Montelukast natri 4,16 mg)
Tablets 4mg ' 5,19 mg) 4mg 4mg
1 . N-Acetylcystein
Cong ty TNHH Hoat chat N-Aceylcystein 300mg/3ml 300mg/3ml
15 | Mucomucil gggg pgeg}rll VN-21776-19 bia chi co so 83A Hoa Hung, phuong 2, ?;A Ij;r? E)ur%g, I}}Ilgcg;lgl
£ dang ky quan 10, Tp. H Chi Minh Mi,n(}ll an Y, AP
Amoxicillin (dudi dang
Cong ty TNHH Amoxicilin (duéi dang Amoxicillin trihydrat) 500
16 | Synergex Duoc pham va VN-21791-19 | Hoat chat Amoxcilin trihydrat) 500 mg va acid clavulanic
TBYT Phuong Lé mg (duéi dang Kali clavulanat

két hop véi cellulose vi




tinh thé 1:1) 125 mg

Ham lugng

500 mg

500 mg, 125 mg

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

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hanh Théng tin sira ddi
n Levofloxacin hydrate 512,3
17 | Phileo Tab ggﬁi}%gNHH VN-21985-19 | Hoat chat Levofloxacin 500 mg mg (twong duong

Levofloxacin 500 mg)

14. Quyét dinh sb 651/QD-QLD ngay 23/10/2019:

Thong tin tai danh muc da

STT Tén thudc Co so ding ky S6 diang ky | Noi dung sira ddi bam hanh Théng tin sira ddi
: : Brawn Hoat chét Triamcinolon 4mg Triamcinolone 4mg
jg | Hriamemnolone iy e VN-22237-19 —— , , ,
tablets BP 4mg Limited Dang bao che Vién nén Vién nén khong bao

15. Quyét dinh sb 653/QD-QLD ngay 23/10/2019:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi bam hanh Théng tin sira ddi
z Moi 10g gel chura: Moi tuyp nhom chira
Hoat chat Adapalen 10mg Adapalen 0.1w/w
USQUARE e e e %lm 1102, 1103
19 | Azanex LIFESCIENCE VN-22483-19 | .. B-804, Premium . Solitairé Corp’orate Park
PRIVATE Pia chi House, Nr. Gandhigram Beside Divva Bhaskar ’
LIMITED Co s& Station, Off. Ashram Road, ya
dang ky Ahmedabad 380009 Press, S.G.Highway
Gujarat ’ Sarkhej, Ahmedabad, GJ
380051 IN-India
20 | Medphatobra | CONG TY VN-22357-19 | Quy cach déng | Hop 10 lo Iml Hop 10 ong 1ml

7




40 (Co so xuat
xudng:
Medphano
Arzneimittel
GmbH; b/c:
Maienbergstr.
10-12 15562
Rudersdorf-
Germany)

TNHH DUQC
PHAM
PHUONG DAI

201

bia chi Co so
dang ky

3 Truong Pinh Hoi, P.18,
Q.4, Tp HCM

B98 Nguyén Than Hién,
phuong 18, Quén 4, Tp
HCM

16. Quyét dinh s6 293/QD-QLD ngay 26/6/2020:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 diang ky | Noi dung sira doi ban hinh Théng tin sira ddi
FTO-IX, Plot No. Q1 FTO-IX, Plot Nos. Q1 to
21 | Daptomred 500 Dr. Reddy's VN-22524-20 bia chi Co so to Q5, Phase-III, SEZ, Q5, Phase-III, SEZ,

Laboratories Ltd.

san xuat

Duvvada, Visakhapatnam-
530046, Andhra Pradesh

Duvvada, Visakhapatnam-
530046, Andhra Pradesh

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

Thong tin tai danh muc da

STT Tén thudce Co sé ding ky So ding ky | N¢i dung sira doi ban hanh Théng tin sira doi
304, Town Centre, Andheri | G-17/1, MIDC, Tarapur,
bia chi’ cO SO kurla road, Andheri (E), Industrial Area, Boisar,
san xuat Mumbai, Maharashtra, Dist.Thane-401506,
Naprod Life 400059, India Maharashtra State, India
22| Naprocap-500 Sciences Pvt. Ltd. VN3-281-20 304, Town Centre, Andheri | 304, Town Centre, Andheri
bia chi co s& kurla Road, Andheri (E), kurla Road, Andheri (E),
dang ky Mumbai, Maharastra, Mumbai, Maharashtra,
400059, India 400059, India
23 | Naprolat Naprod Life VN3-282-20 bia chi co s& 304, Town Centre, Andheri | 304, Town Centre, Andheri

Sciences Pvt. Ltd.

dang ky

kurla Road, Andheri (E),

kurla Road, Andheri (E),

8




Mumbai, Maharastra,
400059, India

Mumbai, Maharashtra,
400059, India

bia chi co s&
san xuat

304, Town Centre, Andheri
kurla road, Andheri (E),
Mumbai, Maharashtra,
400059, India

G-17/1, MIDC, Tarapur,
Industrial Area, Boisar,
Dist.Thane-401506,
Mabharashtra State, India

24

Taceedo-80

Naprod Life
Sciences Pvt. Ltd.

VN3-283-20

bia chi co s&
dang ky

304, Town Centre, Andheri
kurla Road, Andheri (E),
Mumbai, Maharastra,
400059, India

304, Town Centre, Andheri
kurla Road, Andheri (E),
Mumbai, Maharashtra,
400059, India

bia chi co s&
san xuat

G-17/1, MIDC, Tarapur,
Industrial Area, Boisar,
Dist. Thane-401506,
Mabharastra State, India

G-17/1, MIDC, Tarapur,
Industrial Area, Boisar,
Dist.Thane-401506,
Mabharashtra State, India

18. Quyét dinh s6 664/QD-QLD ngay 31/12/2020:

Thong tin tai danh muc da

STT Tén thudc Co sé ding ky S6 dang ky | Noi dung sira doi bam hanh Théng tin sira ddi
Cong ty TNHH Tén co sd san Naprod Lifesciences Pvt. Naprod Life Sciences Pvt.
25 | 4-Epeedo-30 Reliv Pharma VN3-287-20 Xudt Ltd. Ltd.
Ratida 400mg | Cong ty TNHH Co s& san xuit I\K/IRKA’ D.D., . Novo KRKA, d. d., Novo mesto
26 | film-coated thuong mai Nam | VN-22635-20 esto
tablets Dong bia chi Co s¢ Smarjeska Cesta 6, Smarjeska cesta 6, 8501
san xuat SI-8501 Novo Mesto. Novo mesto, Slovenia
Q}ly ca?h Hop 1 vi x 10 vién }{Qp 1 vix 10 vién; Hop 1
Dr. Reddy's dong goi vi x 14 vién
27 | Rivaxored . VN-22641-20

Laboratories Ltd.

bia chi Co s¢
san xuat

Formulation Technical
Operations - Unit II,
Survey No. 42,45 & 46

Formulations Technical
Operations - Unit II,
Survey No. 42,45 & 46

9




Bachupally Village,
Bachupally Mandal,
Medchal Malkajgiri
District, Telangana-500090

Bachupally Village,
Bachupally Mandal,
Medchal Malkajgiri
District, Telangana State,
India-500090

Formulation Technical
Operations - Unit II,
Survey No. 42, 45 & 46

Formulations Technical
Operations - Unit II,
Survey No. 42, 45 & 46

28 | Rivaxored Dr. Reddy > VN-22642-20 D}a Chi Coso Bachupally Village, Bachupally Village,
Laboratories Ltd. sdn xuat Bachupally Mandal,
Bachupally Mandal, o
o Medchal Malkajgiri
Medchal Malkajgiri o
District, Telangana-500090 District, Telangana State,
> Joans India -500090
Formulation Technical Formu!atlons Te‘chnlcal
. i Operations - Unit II,
Operations - Unit II,
Survey No. 42, 45 & 46
. Dr. Reddy's bia chi Co so Survey No. 42.’ 45 & 46 Bachupally Village
29 | Rivaxored ) . VN-22643-20 | . "% Bachupally Village, ’
Laboratories Ltd. sdn xuat Bachupally Mandal,
Bachupally Mandal, Medchal Malkajgiri
Medchal Malkajgiri Je

District, Telangana-500090

District, Telangana State,
India -500090

19. Quyét dinh s6 226/QD-QLD ngay 20/4/2021:

STT

Tén thudc

Co s¢ dang ky

S6 ding ky

Noi dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
Belarusian-Dutch
Joint Venture Tén co so ding Belarusian-Dutch Joint Belarusian-Dutch Joint
30 | Lacves "Pharmaland" VN3-308-21 » Venture "Pharmaland" Venture "Pharmland"
Limited Liabiliy Y Limited Liabiliy Company | Limited Liabiliy Company
Company

10




Lovarem

Cong ty TNHH

382 220, Gujarat

31 Duoc phdm Nhat | VN-22752-21 | Dang bao ché Vién nén bao phim Vién nén
tablets
Anh
Sfé‘fo san Swiss Parenterals Pvt. Ltd. | Swiss Parenterals Ltd
2 11 2 808, 809 & 810, Kerala
Cong ty C6 Phan . S ’
32 | S-Hydro Duoc Phim VN-22801-21 | Dia chi 809, Kerala Industrial Industrial Est[at'e, GIDC,
Khanh Hoa Co s san Estate, G.I.D.C near Nr. Bavla, City:
<t Bavla Dist. Ahmedabad- Ahmedabad-382 220, Dist.

Ahmedabad, Gujarat State,
India

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

Thong tin tai danh muc da

Sciences Pvt. Ltd.

dang ky

Mumbai, Maharastra,
400059, India

STT | Tén thube Co siv ding ky S6 ding ky | N¢i dung sira doi ban hanh Théng tin sira doi
Cong ty TNHH Dia chi Co s& 3709, Phase IV, GIDC 3709, G.I.D.C., Phase IV,
33 | Finasgen Duogc Pham Y- VN-22842-21 séh Ut Vatva, Ahmedabad Vatva, Ahmedabad 382
Med 382-445, Gujarat 445, Gujarat, India
Hoat chit chinh- | Chlorhexidine gluconate Chlorhexidine gluconate
Ham lugng 2% (wW/v) 0,2% (W/v)
. ) Nha san xudt Icpa Health Products Icpa Health Products
- Alleviare Life xu Limitd Limited
34 | Hexidine Sciences Private | VN-22805-21 i i
Limited S - 1/5 First Floor, Uphaar | S - 1/5 First Floor, Uphaar
Dia chi cone t Cinema Complex Market, | Cinema Complex Market,
dé‘n " &Y | Green Park Extention, New | Green Park Extension, New
gxXy Delhi, South Delhi, DL Delhi, South Delhi, DL
110016 - India 110016 - India
304, Town Centre, Andheri | 304, Town Centre, Andheri
35 | Naprolat Naprod Life VN3-342-21 bia chi co so kurla Road, Andheri (E), kurla Road, Andheri (E),

Mumbai, Maharashtra,
400059, India

11




36

NIKP-Citicolin
injection
500mg/2ml

Cong ty 5:6 phan
dugc pham Ha
Noi

VN-22819-21

Tén thudc

NIKP-Citicolin injection
500mg/2ml

NIKP-Citicoline injection
500mg/2ml

21. Quyét dinh s6 526/QD-QLD ngay 10/9/2021:

Thong tin tai danh muc da

STT | Tén thude Co s6 ding ky So ding ky | N¢i dung sira d6i bam hanh Théng tin sira doi
Co sO san xuat | Bayer Pharma AG Bayer AG
D}a ChlA cO SO 51368 Leverkusen Kaiser-Wilhelm-Allee,
Bayer (South East san xuat 51368 Leverkusen
37 | Ciprobay 500 Asg;) Pie Ltd VN-22872-21 | Nudc san xuat Germany Duc
Piachicoss | 63 Chulia Strect # 14-00, | 2;, lanjong Katong Road, #
dang ky Singapore (049514) 07-01, PLQ3, Singapore
(437161)
) ) A 1-3, Buong s 45, Phuong S 1-3, DPuong s6 45,
dB;S Clﬁl, COngty | ¢ Quan 4, TP. Hd Chi Phuong 6, Quan 4, TP. Hd
gy Minh Chi Minh
Cong ty TNHH Off. NH-221, Village Off. NH-21, Village
38 | Indform 850 Duoc Pham Y- VN-22893-21 Dia chi nha san Jawaharpur, Tehsil Jawaharpur, Tehsil
Med xﬁ A Derabassi, District SAS Derabassi, District SAS
Nagar (Mohali), Punjab- Nagar (Mohali), Punjab-
140507, India 140507, India
Ti€u chuan NSX BP 2017
Dan bao B? dong lfho pha dung dich Thudc tiém dong kho
ché tiém truyén
A Piachi Cosd | 220007, Minsk, 30 220007, Minsk, 30
Oxaliplatin - Cong ty TNHH san xuét Fabritsius Street Fabritsius Street, Cong hoa
39 Belmed Mot thanh vién VN-22906-21 Belarus
Vimepharco Nudc san xuat Belarus Cong hoa Belarus

bia chi Co so
dang ky

Sb 1, Nguyén Huy Tudng,
Thanh Xuan, Ha Noi

0 sd 6, tﬁng 5, toa nha D2
Giang Vo, phuong Giang
V0, quan Ba Pinh, thanh

12




ph6 Ha Noi
No: 45, Mangalam No: 45, Mangalam Main
Cong ty TNHH Dia chi Co s& Main Road, Mangalam Road, Mangalam Village,
40 | Proges 100 MGoét thanh vién VN-22902-21 | ; Villige, Villianur Villianur Commune,
An Phat san xuat Commune, Puducherry Puducherry - 605 110,
- 605 110 India
No: 45, Mangalam No: 45, Mangalam Main
Cong ty TNHH Pia chi Co s& Main Road, Mangalam Road, Mangalam Village,
41 | Proges 200 Mot thanh vién VN-22903-21 | " "% Villige, Villianur Villianur Commune,
An Phat san xuat Commune, Puducherry Puducherry - 605 110,
- 605 110 India
Torrent
42 | Respidon-2 Pharmaceuticals | VN-22935-21 | Tiéu chuan BP NSX
Limited
Sun Tén thudc Sunurcosol Sunurcosol 300
43 | Sunurcosol f’nh;lljrsltlzzzutlcal VN-22934-21 | Co s6 san Sun Pharmaceutical Sun Pharmaceutical
Limited xuat Industries Ltd. Industries Limited

22. Quyét dinh sb 543/QD-QLD ngay 17/09/2021:

STT

Tén thudc

Co s¢ dang ky

S6 diang Ky

No6i dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
Dang bao ché Dung dich thim phan mau | Dung dich dung dé loc mau
Duosol with 2
mmol/l B. Braun Medical Dia chi: Schwarzenberger
44 | Potassium Industries Sdn. VN3-357-21 Weg 73-79, 34212
solution for Bhd. Dia chi co so Schwarzenberger Weg 73- | Melsungen, Germany.
haemofiltration san xuat 79, 34212 Melsungen Dia chi san xuat:

Kattenvenner Str. 32,
49219, Glandorf, Germany

23. Quyét dinh sb 684/QD-QLD ngay 29/11/2021:

13




Thong tin tai danh muc da

STT Tén thuoc Co s¢ dang ky So dang ky | Noi dung stra doi ban hanh Thong tin sira doi
Cong ty TNHH ..
45 | Busulfan Mot thanh vién | VN3-364-21 | Tén thuéc Busulfan Injection Busulfan Injection 6mg/ml
Injection A . (10 mL)
An Phat
Euro Healthcare Dia chi co & 54 Dunarii Bd., Voluntari 54 Dunarrii Bd., Voluntari
46 | Calmadon VN-22972-21 | 4 City, code 077910, Ilfov City, code 077190, Ilfov
Pte Ltd san xuat
County County.
Nocutil 0.1 Cong ty TNHH :
47 tablet ' Dugc pham Viét - | VN-22958-21 | Tén thuoc Nocutil 0.1 tablet Nocutil 0.1 mg tablets
Phap
Pia chi Nha san Karasek 2229/1b, budova Karasek 2229/1b, budova
"z 02, 621 00 Brno-Reckovice | 02, Reckovice, 621 00
xuat - Czech Brno - Czech
Pemetrexed Cong ty TNHH Tén co sO xuat
48 . Dugc pham Bach | VN3-362-21 . Synthon Hispania S.L Synthon Hispania, SL
biovagen Viat Xuong
; Dia chi ¢o s& Pol.Ind.Les Salines. Carrer | ¢/ Castello, 1, 08830 Sant
<At xudn Castello, 1 08830 Sant Boi | Boi de Llobregat
& de Llobregat, Tay Ban Nha | (Barcelona), Tay Ban Nha
Rivastigmine hydrogen Rivastigmine hydrogen
1 tartrate twrong duong
Hoat chat Lo tartrate twong duong
1,5mg Rivastigmine o
Rivastigmine 1,5mg
Rivadem 1.5 Torrent 1omg
49 ) Pharmaceuticals | VN-22985-21 | Quy cach R , A Hop 3 vi x 10 vién, Hop 6
mg Capsule .. , - Hop 6 vi x 10 vién , .
Limited dong goi vi x 10 vién
Tudi tho 24 thang 36 thang
Co s& dane ke Torrent Pharmaceuticals Torrent Pharmaceuticals
SOCANEY ] Lud. Limited
Boehringer Hop 1 6ng thuoc 4ml twong | Hop 1 ong thuoc 4ml tuong
50 Spiolto Ingelheim VN3-361-21 Quy cach dong | duwong 60 nhat xit + 01 duong 60 nhat xit + 01
Respimat International g61 binh xit dinh liéu. Hop 1 binh xit dinh liéu. Hop 1
GmbH ong thuoc 4ml tuong ong thuoc 4ml tuong
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duong

duong 60 nhat xit

Khasra No. 1342/1/2,

Khasra No. 1342/1/2,

ggﬂ%yﬁji}l Dia chi ¢o s6 Hilltop Industria Area, Hilltop Industrial Area,
51 | VT-Amlopril Mai Duac phé%n VN-22963-21 séh <uAt Jharmajri, Baddi, Dist. Jharmajri, Baddi, Dist.
Vié ¢ Tin' Solan, Himachal Pradesh- | Solan, Himachal Pradesh-
j 173 025 173 205
Céng ty TNHH Khasra No. 134'12/1/2, Khasra No. 1342/1/2,
VT-Amlopril | Péu tu Thuong Piachicoss | Hilltop Industria Area, Hilltop Industrial Arca,
52 4mg/10mg Mai Duac phém VN-22964-21 séh <uAt Jharmajr{, Baddi, Dist. Jharmajr{, Baddi, Dist.
Vié ¢ Tin- Solan, Himachal Pradesh- | Solan, Himachal Pradesh-
; 173 025 173 205
Cong ty TNHH
53 VI-Taxim 500 Dag Tu Thu:oxng VN-22962-21 | Co s6 san xuét Swiss Parenterals Pvi. Swiss Parenterals Ltd.
mg Mai Dugc pham Ltd.
Viét Tin

24. Quyét dinh s6 707/QD-QLD ngay 13/12/2021:

STT

Tén thudc

Co s¢ dang ky

S6 diang Ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi

54

Imatinib
Tablets 100mg

Cadila Healthcare
Ltd.

VN3-377-21

Tén thudc

Imatinib Tablets 100mg

Imatinib mesilate tablets
100mg

25. Quyét dinh s6 185/QD-QLD ngay 19/4/2022:

thanh pham

STT| Tén thube Cosédingky | Sbédingky | Noidungsicaddi | 1108 t‘g;ﬁ‘lf;‘;‘l? myc da Théng tin sira dbi
. ’ Ipratropium bromide khan | Ipratropium bromide khan
Boehrmger Hoat chat 25mcg/ml; Fenoterol 250 mcg/ml; Fenoterol
55 | Berodual Ingelhellm VN-22997-22 hydrobromide 500mcg/ml | hydrobromide 500mcg/ml
International Tiéu chuin
GmbH e NSX Nha san xudt
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56

Dymista

Ever Neuro
Pharma GmbH

VN-23029-22

Tén va dia chi
co sO xuat
xuong 16

Khong cé

Meda Pharma GmbH &
Co. KG, d/c: Benzstrasse 1,
61352 Bad Homburg,
Germany.

26. Quyét dinh s6 232/QD-QLD ngay 29/04/2022:

Thong tin tai danh muc da

173 025

STT Tén thuoc Co sé dang ky So dang ky Noi dung stra doi ban hanh Thong tin stra doi
Cong ty TNHH Tén nha san
57 | Ebitac 12,5 Dugc phdm Do | VN-17895-14 xSét asa JSC “Farmak” Farmak JSC
Ha
Cong ty TNHH Tén nha san
58 | Ebitac Forte Duogc pham Do VN-17896-14 Ut JSC “Farmak” Farmak JSC
Ha
59 | Forlax Ipsen Consumer VN-16801-13 T,en co 0 dang Ipsen Pharma Ipsen Consumer Healthcare
Healthcare ky
Cong ty TNHH Dia chi co s& B-dul Theodor Pallady nr. | B-dul Theodor Pallady nr.
60 | Painnil Dugc pham DO VN-23073-22 N £ 44C, sector 3, cod 032266, | 44C, sector 3, cod 032266,
san xuat . . .
HA Bucharest -Romania. Bucuresti- Rumani.
Piperacilin/ Cong ty cd phan ) - . o
61 | Tazobactam Fresenius Kabi VN-13544-11 | Tén thudc E;)beirzm/lz)ngTazobactam E;)beirzm/l(l)lr;/Tazobactam
Kabi 4¢/0,5¢ | Viét Nam g8 g8
Céng ty TNHH Khasra No. 13{12/ 1/2, Khasra No. 13{12/ 1/2,
VT-Amlopril | Pau tr Thuong Dia chi co s& Hilltop Industrial Area, Hilltop Industrial Area,
62 Rme/Sm Mai Duae phim VN-23070-22 séﬁ A Jharmajri, Baddi, Dist. Jharmajri, Baddi, Dist.
gomg Vié ¢ Tin' p xu Solan, Himachal Pradesh- | Solan, Himachal Pradesh-

173 205

27. Quyét dinh s 264/QD-QLD ngay 11/05/2022:

STT

Tén thudc

Co s6¢ dang ky

S6 diang Ky

Noi dung sira doi

Thong tin tai danh muc da
ban hanh

Théng tin sira ddi
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63

NIKP-
Cefotiam
injection 1g

Cong ty 5:6 phan
dugc pham Ha
Noi

VN-23095-22

Tén co s¢ dang
ky

Cong ty ¢ phan duoc
pham Ha Noi

Cong ty TNHH Xuat nhap
khau va Phan phoi Dugc
pham Ha Noi

bia chi co so
dang ky

170 duong La Thanh,
Phuong 6 Chg Dtra, Quéan
Péng da, Ha Noi - Viét
Nam

S6 23 phd Vuong Thira
Vi, phuong Khuong Mai,
quan Thanh Xuan, thanh
phd Ha Noi

Hoat chat, ham
lugng

Cefotiam hydrochlorid 1g

Cefotiam hydrochloride 1g
(hoat luc)

Tudi tho

36 thang

24 thang

28. Quyét dinh s6 265/QD-QLD ngay 11/05/2022:

STT

Tén thudc

Co s¢ dang ky

S6 diang ky

No6i dung sira doi

Thong tin tai danh muc da

Théng tin sira ddi

ban hanh
Cong ty TNHH . .
. 2 VN . £ Enalapril maleat 10mg, Enalapril maleat 10mg,

64 | Ebitac 23 I})I:QC pham Do -17349-13 | Tén hoat chat Hydrochlothiazid 25mg Hydrochlorothiazid 25mg

65 | Fortrans Ipsen Consumer VN-19677-16 T?n co so dang Ipsen Pharma Ipsen Consumer Healthcare
Healthcare ky

66 | Smecta Ipsen Consumer VN-19485-15 T?n ¢o 50 dang Ipsen Pharma Ipsen Consumer Healthcare
Healthcare ky
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