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F/v: Théng béo thay déi SDK hodc GPNK ciia mat hang
thude Aldarone tring thau theo quyét dinh s 1572/Qb-
SYT ngay 16/12/2022 ciia Giam dbe S Y 1é Déng Nai.

Kinh giti: SO Y TE PONG NAI

Cong ty Cé Phan Dugc Pham Nhat Tién xin dugc goi 101 chao tran trong dén quy S6'Y té!

Can cur Quyet dinh s6 Quyet dinh s6 I1572/QD-SYT ngay 16 thang 12 nam 2022 cia Giam
dée So Y té Dong Nai vé viéc phé duyét két qua lua chon nha thau Goéi thiu sé 01 Thube
generic.

Cén cu quct dinh s 777/QD-QLD ngay 19/10/2023 cia Cuc Quéan Ly Dugc vé vi¢c gia
han gidy dang ky luu hanh taj Viét Nam hiéu lye 5 nam Dot 115.2.

Cong ty C6 Phin Dugc Pham Nhat Tién 01 cong vin nay dén Quy S& Y té dé xin thong
bao dugc thay ddi S6 dang ky ctia mat hang ALDARONE (Hoat chat: Amiodaron hydroclorid
200mg) theo Quyet dinh s 777/QD-QLD ngay 19/10/2023 cua Cuc Quan Ly Duoge nhu sau:
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STT ' Tén thube Tén thuong hits 50 dang ky so dang ky
|

mai e (GPLHSP)cu l&ljf%l?Tol
] S Aldamne 200mg | VN-18178-14 | 890110401423
| hydroclorid

Rat mong nhan duge su ho tro va hop tac cua Quy So VY é,

Trén trong kinh chao!
Ho so dinh kém: Dai di¢n hop phap cua nha thau

- Quyét dinh s6 777/QD-QLD //_'T:u’ﬁ(fi‘_‘.f”. SCism Dha
/ Cl()’”MN <

ngay 19/10/2023
DUGC pHAM




BOY TE CONG HOA XA HOTCHU NGHEA VIET NAM
NMINISTRY OF !gé ALTH N ALAST REFUBLIC OF VIETNAM
CUC QUAN LY DU (016 %h;e' tip - Tu do - Hanh phie

DRUG ADMINISTRATION OF VY \\ |

MARKETING AUTHORIZATION

540 Y BAN CHINH|
Tén thuéc . Aldarone Ng’lyo%"lh.lng _{? Nim ZDIM
Name of Drug: i e el

Thanh phén chinh, ham lugng  :  Amiodarone hydrochloride 200mg
Active Ingredients, Strength:

Qui cach déng géi, bao ché © Hép 10 vix 10 vién; Vién nén

Packing Size, Dosage form:

Tiéu chuan chat lvong : BP 2011

Quality Specification.

Han dung . 36thang

Shelf- life:

$6 gidy phép Iy hanh san pham (SBK): VN-18178-14

Marketing Authorization Number:

S6 quyét dinh ) 536/Qb-QLD Ngay Cép: 19/9/2014
Appraval Decision Number: Date of Issuance:

Hiéu lwe cia gidy phép lwu hanh san pham: co gia tri 05 nam ké ter ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky  Cadila Pharmaceuticals Ltd.

Name of Marketing Authonzation Holder

Bja chi : Sarkhej Dholka Road, Bhat-Ahmedabad, 382 210,
Address Gujarat - India

Tén co s& san xuéat + Cadila Pharmaceuticals Ltd.

Name of Manutacturer:

Bia chi ; 1389, Dholka-387 810, District: Ahmedabad, Gujarat
Address: state - India

Ha Noi, ngay 19 thang 9 nam 2014,
CUC TRUONG CUC QUAN LY DU'QC

TRINH KHANH nUON(, GENERAL'DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAW
Ghi ehtl: (vaee

.,i; . o’ 4§”
i umy phep luu hanh san phdm nay duga cap theo dung hd so ( %’i / ‘//J f,f /

1ang ky thude da duoc B Y té phé duyét

GIAM DOC

961 18 BECH IsSuRT i accoraance with Hodusse B -
) Bat ctr sy thay du 00 vé ndi dung cua giay phép phal duoc .
Cuc Quén ly duge - B Y té xac nhan TRUONG QUOC CUONG

Any vanations of the contents of the markeling awthonzation are required (o be
adapted by the Drug Admiristration of Vietnam
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yhy 1 BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
N CUC QUAN LY DUQC Doc ldp - Tw do - Hanh phic
Sé: 777 /QDb-QLD Ha Noi, ngay 9 thang | 0nam 2023
QUYET PINH

Vé viée ban hanh danh muyc 191 thube nwée ngoai
dwoce gia han giay diang ky luu hanh tai Viét Nam - Dot 115.2

I5A0 Y BAN CHINH]
Ng,ﬁyb.(zl hetng.a;\ﬁl__lli%zlli

CUC TRUONG CUC QUANLY DUQC

Can cw Ludt Duege S(J; 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chiec nang, nhiém vu, quyen han va co cau t6 chire ciia B Y té,

Can cir Quyét dinh s6 1969/0D- -BYT ngay 26/4/2023 cua Bo truong Bo Y 1é
quy dinh chire nang, nhiém v, quyén han va co cdu t6 chitc ciia Cuc Qudn Iy
Dueoc thuge Bg Y té:

Can cir Théng tir s6 08/2022/TT-BYT ngay 05/09/2022 cua B6 truong Bé Y
té quy dinh viéc dang ky hew hanh thuoc, nguyen ligu lam thuéc,

Can cit két lugn cua Hoi dong ur van cap gidy dang=ky
nguyeén liéu lam thuée - B6 Y té, / 4 e o

Theo dé nghi ciia Triong phong Pang ky thude /coz o @gfﬁfﬁ\l&z D
i JUOC PHA)

QUYET DINH:

hiéu luc 05 nam (Phu luc I kem theo).

2. Danh myc 09 thudc nude ngoai duge gia han gidy da‘ing ky Iuu hanh
hiéu luc 03 nam (Phu luc I kem theo).

3. Danh muc 05 thude nudc ngoai duoc gia han gidy dang ky luu hanh -
dén 31/12/2025 (Phu luc 111 kém theo). sl

biéu 2. Co sd'san Xuat va co s¢r dang ky thude ¢ trach nhiém: b

1. Cung cdp thude vao Viét Nam theo dung cac ho so, tai liéu da dang ky([,
VoI Bo Y té va phai in hodc dan sé dang ky dugce Bo Y té cp 1én nhan thudc. )(

2. Chép hanh day du phap luat ciia nuoe CHXHCN Viét Nam va cdc quy
dinh ciia BO Y té vé nhap khau thude va luu hanh thude tai Viét Nam, néu ¢6 bét
ctr thay doi gi trong qua trinh luu hanh thude & nude so tai va ¢ Viét Nam thi
phdi bao cao ngay cho Cuc Quan ly Dugc - B Y t& Viét Nam.

3. Thue hi€n viéc cdp nhat tiéu chuan chét luong cia thude theo quy dinh
tai Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy
dinh vé chit lchmg thude, nguyén licu lam thude.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyet dinh nay ‘nhung
chua nop hd so cap nhat ndi dung nhan thude, 1o hudng dan su dung thude theo
quy dinh cta Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong By Y
té thl phai thuc hién cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Thong
tw s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugce gia han gidy
dang ky luu hanh.
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5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh ndy, cac thude duge
gia han gidy dang ky luu hanh theo Quyét dinh nay co thay doi vé noi dung hanh
chinh (bao gdm ca mau nhin va toy hudng dan st dung thude) phai nhap khau va
lru hanh voi cée ndi dung da duge phé duyét thay doi trong ho so gia han.

6. Phdi hop voi cac co so didu trj dé thuc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong
muén cua thude trén nguoi Viét Nam va tong hop, bdo cdo theo quy dinh tai
Dicu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bd truong Bo Y té
quy dinh vi¢c dang ky luu hanh thude, nguyén liéu lam thude ddi véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co so ding ky thudc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khong con dap Gmg du diéu kién hoat dong, co so dang ky
phai ¢6 trach nhi¢m thue hién thay déi co s diang ky theo quy dinh tai Thong tu
50 08/2022/TT-BYT ngay 05/9/2022 clia Bo truong Bo Y té trong thoi han 30
ngay ké tr ngay co so dang ky khong con du diéu kién hoat dong.

8. Co so dang ky thude phai bao cdo Bo Y té vé cdp nhat tinh trang dap
ing Thuc hanh tét san xudt cla co s& san xudt thude, nguyén lidu lam thube.
Truong hop co s& san xuét bi thu hoi gidy phép san xudt hoic khong dap g
Thyc hanh tot san xuét thude, nguyén lidu lam thude & nuée so tai, co s& phai
thue hién viée béo cdo trong thoi han 15 ngay ké tir ngay co thong bao cua co
quan quan ly ¢ tham quyén nude so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phi quy dinh chi
tiét mot sé diéu va bi¢n phap thi hanh Luat Duoc.

Diéu 3. Cic thuée duge gia han gidy dang ky luu hanh tai Quyét dinh nay
duoe tiép tuc str dung s6 dang ky da cap truge khi gia han trong thoi han tdi da
12 thang ké tur ngdy dugc cap so dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Giam dbc S& Y té céc tinh, thanh phé truc thude trung uwong, giam
ddc nha san xut va co so dang ky co thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu biéu 5; T '

- Bo truang (dé ble): Y g

- TTr. D6 Xuan Tuyén (dé b/c): \ ¥

- Cuc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong an: : }g:,«(g A /4

Cuc Y6 GTVT - B¢ Giao thong van tai;

- Tong Cuc Hai quan - Bo Tai chinh:

- Bao hiém Xa hoi Viét Nam; s X .
- B Y té Vy PC, Cuc QLKCB, Thanh tra Bo, Vin Vii Tuan Cuong
phong HDTV cdp GPKLH thuébe, NLLT:

- S0 Y té cac tinh, thanh phd truc thude Trung vong;

- Vién KN thude TU. Vién KN thude TP. HCM:

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duogc pham;

- Cdc Bé¢nh vién & Vién ¢6 giuding bénh truc thude BY T

- Trung tdm mua sam tap trung thude quéc gia;

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

PCHN. VP Cuc: Website Cuc QLD.

- Luu: VT, DKT (2b) (NT).



Phu luc I

DANH MUC 177 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DQT 115.2

(Ban hanh kém theo quyét dinh s6: . 171......./QD-QLD, ngay 19./10.2023.ctia Cuc Quan Iy Duoc)

STT | Tén thube Hoat chét chinh Dang Quy cach | Ti¢u ‘ Tudi So dang ky S6

(1)

chuén tho gia han IAn
(thang) (S0 dang ky gia
da cap) han

@) @) ) G | © | 0 ® | O

~ Ham lwgng | baoché | dong goi

1. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUQ Tower Singapore 189352, Singapore)
1.1. Co sé san xuét: PT, Abbott Indonesia (Dja chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)

Klacid Clarithromycin Cém pha | Hop 1 lo NSX 24 899110399323 01
125mg/5ml 11611 dich | 30 ml: (VN-16101-13)
udng Hop 1 lo
60 ml

2. Co'so dang ky: Actavis International Ltd. (Dja chi: No.4 SOAQ Tal-gidi Off Valletia Road, Luga,
LQA 6000, Malta)
2.1. Co sé san xuat: Actavis Ltd. (Dja chi: BLBO16, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)

2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 5351 10399423 01
14 vién (VN-20899-18)
2.2. Co' s& san xuét: Balkanpharma - Dupnitsa AD (Pia chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)
3 Bromhexin | Bromhexine Viénnén | Hop [ vix | NSX 36 380100399523 01
Actavis hydrochloride 20 vién (VN-19552-16)
8mg &mg i
2.3. Co sé san xuit: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dia chi: A.vlrmij‘c?x
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom) \'c_j
4 Budesonide | Budesonide Hén dich Hop 30 NSX 24 500110399623 0] *
Teva 0,5mg/2ml khi dung | dng 2ml (VN-15282-12) N/&
0,5mg/2ml }};\@
2.4. Co s& san xuit: Teva Czech Industries s.r.o. (Dia chi: Ostravskd 305/29, Komdrov, 747 .7(),/
Opava, Czech Republic) '
5 Equoral Ciclosporin 25mg | Vién Hop S vix | NSX 24 859114399723 01 ‘
25mg nang 10 vién (VN-18835-15)
mém ’

3. Co'sé ding ky: Ajanta Pharma Limited (Dia chi: Ajanta House, 98, Government Indusirial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

3.1. Co s& san xuit: Ajanta Pharma Limited (Dija chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
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STT | Tén thube Hoat chit chinh Dang Quy cach | Tiéu T Tuéi | S6 dingky | S ]
— Ham lwgng bao ché dong goi | chuan tho gia han lin
(thang) (SH dang ky gia
da cap) han
1) (2) 3) 4) 3) (6) (7 @8) ©) |
21 Trionstrep | Irbesartan 150mg | Vién nén Hop 4 vix | NSX 36 560110401323 01
bao phim | 7 vién; (VN-19809-16)
Hop S vix
7 vién:
Hop 10 vi
x 7 vién;
Hoép 2 vix
14 vién
13. Co'sé diing ky: Cadila Pharmaceuticals Limited (Dia chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
13.1. Co s¢ san xuét: Cadila Pharmaceuticals Ltd. (Dja chi: Plot No. 1389, Trasad Road, Dholka,
City: Dholka-382225, Dist. Ahmedabad Gujarat State, India)

[ﬁz Aldarone | Amiodaron Viennén | Hop10vi | BP | 36 | 890110401423 | o]
Hydroclorid X 10 vién hién (VN-18178-14)
200mg hanh

23 Levocide Levofloxacin Viénnén | Hop to NSX 36 890115401523 01
250 (dudi dang bao phim | chta 10 (VN-17849-14)
Levofloxacin hop nho x
hemihydrate) : Ivix 10
250mg | vién
24 Levocide Levofloxacin Viénnén | Hop 1 vix | NSX 36 890115401623 01
500 (dudi dang bao phim | 10 vién; (VN-19025-15)
Levofloxacin Hop 10 vi
hemihydrate) x 10 vién
500mg
25 Zealargy Rupatadin (duéi | Viénnén | Hop 3 vix | NSX 24 890110401723 | 01
dang rupatadin 10 vién; (VN-20664-17)
fumarat) 10mg Hop 10 vi
i e x 10 vién -
14. Co s6 diang ky: Consorzio con Attivita Esterna Medexport Italia (Dia chi: Via Alcide De
Gasperi, 35 - 00165 Roma, Italy)
14.1. Co'sé'san xuiit: Laboratorio Farmaceutico C.T. s.r.\. (Pia chi: Via Dante Alighieri 71- 18038
Sanremo (IM), Italy)

- . i P N PeT

20 Deltazime Ceftazidime (dudi | Bot va Hop 1 lo NSX T 36 800110401823 01
dang ceftazidime | dung moi lgval (VN-14728-12)
pentahydrate) 1g | phatiém | éng dung

moi 3ml;
Hop 50 1o |

lg:Hop |
100 1o 1g [
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