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GIAY PHEP LUU HAN H SAN PHAM

MARKETING AUTHORIZATION

Independence Freedom - Happmess

Tén thuée:
- Name of Drug: .
le mnh phan ol;gul

‘Datd’ of lssuance

""tu’ r'gay cép

2

a glay phep lwu hanh san p___am c6 gid trj-0
ate.of thls Markefmg Au{honzat/on e

Chi Minh -
Address: : '

Sé dién thos
Tel. No. :

Ghl chu (Note)

1- Gidy phép luu hénh san phém nay dudc cé’p dua trén hé so
déng ky d& dudc Cuc Qudn ly duge- Bo Y t& chdp nhén.

This" markellng authorization has been lssued based on the dosslers
appmvad by the Drug Administration of Vietnam.

‘2~ Tét ca cac thay d8l vé: cd ed edn xuit, dang bao ché, ham
- lugng, chi dinh... d8u phai dugc ding ky lai d& cép gidy
phép mdi.

All changes to the manufacluring site, dosage form, strength, Indlcatfon,
elc. are 'subject to re-registration for a new marketing authorization.

3- Mu nhan da dudc duyét va td huéng dan sir dung dudc

dinh k&ém theo gidy phép nay.
The appmvedlabels and package insertare attached. .




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: 12379¢/QLD-BK Ha N¢i, ngay 01 thang 07 nam 2021

V/v duy tri hiéu luc gidy
dang ky luu hanh

Kinh giri: Cbng ty cb phan Dwoc phim 3/2
biachi: 601 Cach Mang Thang Tam, Phuong 15, Q.10, TP. H6 Chi
Minh

Cyc Quan ly Dugc nh?,m duge don 48 nghi ngay 22/01/202.1 va céc tai ligu
hen quan cta Cong Ly vc viée duy (i hiu lyc gidy dang ky luu hanh déi \7%!
thudc Efticol 0,9%, s6 ding ky VD-17871-12 do Céng ty ding ky (M3 tiép
nhan: 48670/TT88);

Cén ctr Thong tu s6 32/2018/TT- BYT ngay 12/11/2018 cya B truong B
Y t& quy dmnh viéc ding ky lwu hanh thude, nguyén lidu lam thudce;

Cén ctr Théng tu 56 29/2020/TT-BYT ngay 31/12/2020 cua Bo trudng B
Y té stra 61, bd sung va bai bd mét sb viin ban quy pham phap luat do Bd trudng
B3 Y té ban hanh, lién tich ban hanh;

Cuc Quan ly Dugec ¢6 ¥ kién nhu sau:

= Dong v dé cong ty duogc tlep tuc duy tri hiéu luc gidy ding ky luu hanh
12 thang ké tir ngay k¥ cong vin nay déi véi thude Efticol 0,9%, sé ding ky
VD-17871-12.

2. Thubc duoc phép san xudt tr rong thot han duy tri higu luc gidy dang ky
Iwu hanh phai thwe hién theo dting hd so dang-ky da duoc B Y te (Cuc Quan
Duagc) phe duyet va duogc phép hwu hanh dén het han ding cta thube. Co s& dang '
ky, co sd san xuat phai dam bao duy tri cic diéu kién hoat déng ctia co s& ding
ky, co s& san xudt theo quy dinh.

3. Trong (hoi han hidu lyc duy (1l cha gidy dcmg ky Tuu hanh cfi ma co s¢
dang ky duoc gia hanggidiynda 7 lwu hanh mdi thi hi€u luc gidy dang ky luu
hanh cli dugc tie pskie ) ong thoi véi glay dang ky luu hanh méi trong
06 thang ké tir ngay.gia 3 hanh maéi co hleu luc.

Cuc
quy dinh

Noi rhén:
- Nhu trén;
- Luu: VT,

HIROKI KATO




S I\) boi: Cyc Quin

Duge
Co quan: Bo Y 1¢
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oo BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw dg — Haph phiic
SAQ Y BAN CHINH
S6: 6942 /QLD-PK Ha Ngi, ngay zpmgz@amoznz;n 2022

V/v cbng bé danh muc thude theo
quy dinh tai khoan 1 Piéu 14 Nghj
dinh s6 29/2022/ND-CP ctia CP
(Pot 2)

CONG TY
CO PHAN
DUGC PHAM

Thuec hién quy dinh tai Khoan 1 Diéu 14 Nghi/diHR €819 /B02IM9D-CP ngay
29/4/2022 ctia Chinh phu vé viée v& viée quy dinh chi tiét va bién phap thi hanh
Nghi quyét s6 12/2021/UBTVQH15 ngay 30/12/2021 ctia Uy ban Thudng vu
Qudc hoi vé viée cho phép thurc hién mot s6 co ché, chinh sach trong linh vuc y
té dé phuc vu cong tic phong, chdng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Cén ¢t y kién chi dao ctia Lanh dao B Y té tai Cong van sb 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan Iy Dugc - BS Y té thong bio:

1. Céng bb danh muc céc thudc, nguyén liéu [am thudc thue hién quy dinh
tai khoan 1 Diéu 14 Nghi dinh s 29/2022/NB-CP ctia Chinh phii (ot 2) nhu sau:

1.1. Danh muc céc thudc, nguyén liéu 1am thudc san xuét trong nuwdc duge
cong bd tai Phu luc I kém theo cdng vin nay.

1.2. Danh myc céc thude, nguyén liéu 1am thude nuée ngoai duge cong bd
tai Phu luc IT kém theo cdng vén nay.

1.3. Danh muc céc vic xin, sinh phém dugce cong bd tai Phuy luc I kém theo
cong van nay.

2. Danh muc thudc duoc ding tai trén Cdng théng tin dién tir ctia B Y té
tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tir ctia Cuc Quan ly
Dugc tai dia chi: https://dav.gov.vn. Danh muc nay duogc tiép tuc cép nhét, bd

sung tai cac dot cong bb tiép theo.
3. Théng tin chi tiét cta ting thudc duge tra cttu theo s ding ky cong bd
trong danh muc tai dia chi https://dichvucong.dav.gov.vn/congbothuoc/index.

4. Bbi v6i cac thube, nguyén liéu lam thudc trong danh muc d4 thuc hién
thay ddi, bd sung trong qua trinh luu hanh hodc ¢ dinh chinh théng tin lién quan
dén gidy ddng ky lwu hanh thude, nguyén liéu lam thudc, doanh nghiép xuét trinh




vdn ban phé duyét hodc xac nhan cia B§ Y t& (Cuc Quan ly Duoc) v6i cac co
quan, don vi lién quan d thyc hién céc thu tuc theo quy dinh phép luét.

Trong qué trinh thuc hién néu c6 khé khin vudng méc, d& nghi théng béo
vé Cuc Quan ly Duogc hodc lién hé tryc tiép ddng chi Nguyén Vin Loi — Trudng
Phong Ping ky thude, Cuc Quan 1y Dugc; sb dién thoai: 0904205699, dia chi
email: loinv.qld@moh.gov.vn & kip thoi giai quyét.

Cuc Quén 1y Duoc - B Y té thong bao dé co sé biét va thuc hién./.

Noi nhin: /;;fﬁNUC TRUONG
- Nhu trén; ' K\"&{;‘/}"'\'(v N

- Q. B trudng (dé b/c);

- TT. B3 Xuan Tuyén (dé b/c);

- S& Y té c4c tinh, thanh phé tryuc thude trung uong;

- Cuc Quan Y - B3 Quéc phong, Cyc Y té - Bd Cong an;
Y t& GTVT- B3 Giao théng van tai;

- Téng Cuc Hai quan - B3 Tai chinh; 7
- Bao hiém X hoi Viét Nam; Vi Tuan Cudng
-B38 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B;

- Vién KN thudc TU, Vién KN thuéc TP, HCM,;

- Tdng Cong ty Dugce VN; Cac Cong ty XNK duge phdm;

- Céc Bénh vién & Vién cé giudng bénh truc thuéc BYT;

- Cbng thong tin dién tir cia BYT;

- Trang thong tin dién i ctia Cuc Quan ly Dugc;

- Luu: VT, BK.
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Phu luc I

DANH MUC THUOC TRONG NUOC CO GPKLH HET HIEU LUC TU 30/12/2021 PEN TRUGC

NGAY 31/12/2022 THUC HIEN THEO QUY PINH TAI KHOAN 1 PIEU 14 NGHI PINH SO
29/2022/ND-CP (POT 2)
(Ban hanh kém theo cong vin 56 g4y /OLD-DK ngay 20 /97/2022)

(%) Ghi chil: Cdc thudc khéc dép itng yéu cdu tai Nghi dinh s6 29/2022/ND-CP dang dwoc tiép tuc

cdp nhdt, bé sung tai cdc dot cong bé tz'é'p theo.

STT S6 ding ky Tén thudc Co s¢ dang ky Co s& san xuat
1 VD-28218-17 |a - Chymotrypsin Cong ty ¢b phan Dugc - Trang [Céng ty ¢d phadn Dugc - Trang
5000 thiét bi y té Binh Dinh thiét bi y t& Binh Pinh ’
(Bidiphar) (Bidiphar)
2 VD-24722-16 [A.T Amikacin 250 Cdng ty Cb phan Dugc phdm  [Céng ty C4 phdn Dugc phdm
An Thién An Thién
3 VD-25622-16 [A.T Arginin Cbng ty Cb phan Dugc pham  |Céng ty C4 phan Dugc phdm
An Thién An Thién
4 VD-25623-16 [A.T Arginin 200 Cbng ty Cb phan Dugc pham  |Céng ty C3 phan Duoc phim
An Thién An Thién
5 VD-24724-16 |A.T Arginin 400 Céng ty C6 phan Dugc phdm  |Céng ty C phan Dugc phdm
An Thién An Thién
6 VD-25624-16 |A.T Ascorbic syrup  [Céng ty C5 phan Dugc phdm  |Céng ty C8 phan Dugc phim Eg\)
AnThitn ___|AnThien B W
7 VD-27786-17 |A.T Atorvastatin 10  |Cong ty C6 phan Dugc pham  [Cong ty C6 phan Dugc phdm bHAN
mg An Thién ‘ 1 An Thién . i PHA
8 VD-27787-17 |A.T Atorvastatin 20 |Céng ty Cb phdn Dugc phdm  |Cong ty C3 phan Duoc phdm f’fQ;
mg An Thién An Thién o
9 VD-25625-16 |A.T Bisoprolol 2.5  |Céng ty Cb phan Dugc phdm  |Céng ty C6 phin Dugc phdm |40 c¥
An Thién An Thién 1
10 VD-24725-16 |A.T Calci sac Cong ty C6 phan Dugc phdm  |Céng ty C6 phan Dugc phdm
An Thién An Thién
11 VD-24726-16 |A.T Calmax 500 Cong ty C6 phdn Dugc phdm  |Céng ty C6 phan Dugc pham
, An Thién An Thién
12 VD-25626-16 |A.T Cetam 400 Cong ty C6 phan Dugc phdm  |Céng ty C8 phan Dugc phdm
An Thién An Thién
13 VD-25627-16 [A.T Diosmectit Cong ty C6 phan Dugc phdm  |Cong ty C6 phin Dugc phdm
An Thién An Thién
14 QLDB-569-16 |A.T Entecavir 0.5 Céng ty Cb phin Dugc phdm  [Céng ty C8 phan Duoc phidm
An Thién An Thién
1S QLPB-570-16 |[A.T Entecavir 1 Céng ty C6 phan Dugc phdm  |Cong ty C8 phin Dugc phdm
An Thién An Thién
16 VD-27788-17 |A.T Esomeprazol 20 |Céng ty C5 phan Dugc phdm  |Cdng ty Cb phan Dugc phim
tab An Thién An Thién
17 VD-24727-16 |A.T Esomeprazol 40 |Céng ty C3 phin Dugc phdm  [Céng ty C3 phan Dugc phim
' inj An Thién An Thién
18 VD-27789-17 |A.T Esomeprazol 40 |Céng ty C phan Dugc phim  [Céng ty C8 phan Duoc phdm
tab An Thién An Thién
19 VD-24728-16  |A.T Famotidine 40 inj {Céng ty C3 phan Dugc phdm  [Céng ty C3 phdn Dugc phim

An Thién

An Thién
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STT  [S6 diing ky Tén thudc Co s& ding ky Co s san xuit
906 VD-25230-16 [Duradolol Cbéng ty C6 phan Dugc phdm  |Coéng ty C6 phan Dugc phdm
OPV OPV
907 VD-18265-13  [Dutixim 100 Cong ty C6 Phan US PHARMA [Cong ty Cé Phan US PHARMA
USA USA
908 VD-25960-16 |Duvita Céng ty TNHH Dugc phidm Tén [Cong ty ¢d phdn Dugc phim
' Thinh CPC1 Ha Noi
909 Cbng ty ¢d phan Dugc phdm Cbng ty cd phan Dugc phim
YRERBAELT it 2g CPC1 Ha Noi CPC1 Ha Nai
910 VD-22653-15 |E - NIC 400 Céng ty TNHH dugc phim Cong ty TNHH dugc phidm
USA - NIC USA - NIC
911 VD-28099-17 |Ebastin 10 mg Cbng ty cd phan dugc phdm Céng ty ¢b phan dugc phdm
trung wong 2 * |Trung wong 2
912 VD-25083-16 |Edafine Cong ty c¢b phan cong nghé sinh [Cong ty c¢b phin cong nghé sinh
hoc duogc phém ICA hoc duoc phdm ICA
913 VD-20441-14  [Ediwel Cong ty c6 phan dugc pham Ha [Cong ty cb phan dugc phdm Ha
Tay Tay
914 QLDB-787-19 |Efatrio Céng ty TNHH LD Stada-Viét [Congty TNHH LD Stada-Viét
Nam. Nam
915 VD.21364-14 Céng ty cd phan dugc phdm  [Cong ty ¢d phan duoc phim
Efava Trung wong [ - Pharbaco Trung uvong | - Pharbaco
916 TEL1S78513 Cong ty C6 phan Thuong mai  |Céng ty (;6 phan Thuong mai
Effebaby Duoc phim Quang Minh Duoc phdm Quang Minh
917 VD-22300-15 Cong ty (;6 phan Thuong mai |Cong ty (;6 phan Thuong mai
Effebaby 150 Duogc pham Quang Minh Duogc pham Quang Minh N
918 VD-22301-15 Cong ty gé phan Thuong mai  |Céng ty (;é phan Thuong mai 2
Effebaby 250 Dugc pham Quang Minh Dugc pham Quang Minh \
919 Céng ty TNHH Hasan- Codng ty TNHH Hasan-
¥DE5093-48 Effer - Acehasan 100 |Dermapharm Dermapharm )
920 Céng ty TNHH Hasan- Céng ty TNHH Hasan- s
V247616 Effer - Acehasan 200 |Dermapharm Dermapharm %
921 VD-22661-15 Cong ty TNHH Ha san- Cong ty TNHH Hasan-
Efferhasan 150 Dermapharm Dermapharm
922 VD-22662-15 |Efferhasan 250 Cdng ty TNHH Ha san- Cong ty TNHH Hasan-
Dermapharm Dermapharm
923 VD-25667-16  |Effer-paralmax 150 [Céng ty C5 phan Dugc phdm  [Céng ty C8 phan Dugc phdm
Boston Viét Nam Boston Viét Nam
924 VD-27809-17  |Effer-paralmax 500 |Céng ty Cd phan Dugc phdm  |Céng ty C8 phan Duoc phdm
Boston Viét Nam Boston Viét Nam
925 VD-27810-17  |Effer-paralmax 500  [Cdng ty C3 phin Dugc phdm  [Cdng ty C5 phdn Dugc phdm
Boston Viét Nam Boston Viét Nam
926 VD-27811-17  |Effer-paralmax codein|Cong ty C3 phan Dugc phdm  |Cong ty Cd phin Duoc phim
Boston Viét Nam Boston Viét Nam
927 o ... |Céngty Cb phdn Dugc phdm  |Céng ty C3 phan Dugc phdm
VD-24748-16  |Effer-paralmax extra Boston Viétg\Iam i BostiI:yViétI;\Iam i
928 VD-17871-12  |Efticol 0,9% Cong ty cb phan dugc phdm 3/2 ;: /;ng B.50 phin Dynasplaie
L VD-21227-14  |Eftifarene 20 mg Cong ty ¢b phan dugc phim 3/2 “Ongtyes phan Duge phitm
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