LIEN DANH CONG HOA XA HQI CHU NGHIA VIET NAM

HIEP PHAT + HUNG THINH Pic 1ap — Ty do — Hanh phiic
----000----
So6: 02/2024/HP-TB Binh Phuéc, Ngay 28 thang 08 nim 2024

Vv Cdp nhit so ding ky gia han cho sdn pham Zentocor 40mg

Kinh giti: - SO Y TE TINH BINH PHUGC
- CAC CO SO Y TE TREN DPIA BAN TINH

Chung t6i, Céng ty TNHH Dugc — Trang thiét bj y té Hiép Phat dai dién cho nha thiu
Lién danh: Cong ty TNHH Duge — Trang thiét bi Y té Hiép Phat + Cong ty triach nhiém hiru
han Dwgc Phim Himg Thinh. Xin chan thanh cam on sy tng hé cia Quy S&'Y té va cac co sé
Y t€ trén dia ban tinh Binh Phuéc déi v6i san phim do cong ty ching t6i phan phéi tai dja ban
tinh Binh Phudc trong suét thoi gian qua.

Cong ty chiing t6i ¢6 tring thiu va dang cung (tng dén Quy S& Y t& va céc co s& Y té trén
dia ban tinh Binh Phuc?c san pham Zentocor 40mg (Atorvastatin (dudi dang Atorvastatin Calci),
40mg) clia nha san xuat Pharmathen International SA — Greece véi sé ding ky VN-20475-17.

Hién nay, san pham da dugc Bo Y té - Cuc quén ly dugc cép sb ding ky gia han:
520110073523 (Theo QD s6: 226/ Qb-QLD ngay 03/04/2023 ctia Cyc Quén Iy Duge nhu dinh
kém) nén ching t6i tién hanh cung img hang héa dén Quy S& Y t& v céc co s6 Y ¢4 trén dia ban
tinh Binh Phudc theo sb dang ky gia han véi théng tin chi tiét nhu sau;

Tén Tén hoat chat — ) Nuée )
thube Nong d§, ham Nha sian xuit san Quy cich So dang ky
lrgng xuat
Aforvastatin SDK tring thau:
Zentocor (duéi dang Pharmathen Hop 3 vix VN-20475-17
; . Greece b
40mg Atorvastatin International SA 10 vién :
Calci) 40 SPK gia han:
alci) 40mg 520110073523

Nhim tao diéu kién thuan loi cho viéc thanh toén, ciing nhu dam bao quyén lgi cho ngudi
bénh tham gia Bao Hiém Y té dugc thanh toan khi st dung san phdm Zentocor 40mg
(Atorvastatin (dudi dang Atorvastatin Calci) 40mg). Chung t6i xin dugc thong bao dén Quy S Y
té va cic co s& Y té trén dia ban tinh Binh Phudc 1a sau khi ching t6i cung tng hét hang héa theo
s0 déng ky cii thi chung t3i s& cung g hing hoa dén Quy S§'Y té va cdc co sd Y té trén dia ban
tinh Binh Phuéc véi sé ding ky gia han la: 520110073523 nhu theo théng béo trén.

Chung t6i cam két ngoai viéc thay déi sb dang ky néu trén, cac thong tin khac ciia san
phém: Tén thude, nha san xuét, tiéu chuan chét lugng, han ding, nhém thube ciing nhu gia cung
mg cua san phim véi sb déing ky gia han khong thay ddi so véi s6 ding ky tring thau.

Ching t6i xin chén thanh cam on s gitp d& va hop téc cia Quy S& Y t6 va cdc co sd Y té
trén dia ban tinh Binh Phudc.

Trén trong kinh chao./.

Noi nhén: DAI DIEN.H Q{APC{"JA NHA THAU®
- Nhu trén )

- Luu: VT. %
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Qo dissiiat”  BOYTE CONG HOA XA HQ1 CHU NGHIA VIET NAM *
> """ CUC QUAN LY DUQC Pic ldp - Ty do - Hanh phiic
.

26 /QP-QLD Ha Néi, ngay03 thang0dndam 2023

~ QUYLET PINH
%) V& viée ban hanh danh myc 182 thudc nwée ngodi
@uoc gia han giz"‘ly ding ky hwu hanh tai Vit Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludit Dugc s6 105/2016/QH1 3 ngay 06/4/2016;

Can cir Nghj dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy
dinh chire nang, nhiém vy, quyén han va co cdu 18 chirc ciia B3 Y té;

Céin ctr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cuia B¢ truong Bo Y
té quy dinh chirc ndng, nhiém vu, quyén han va co cdu to chirc clia Cuc Quan Iy
Dirpc thupe Bg Y 1é;

Cén cir Thong tir 56 08/2022/TT-: -.)?YT ngay 05/09/2022 cgia Bo truéng B Y
té quy dinh vige dang I luu hanh thuée, nguyén liéu lam thude;

» P P4 . Al a £ £ pigh v . 4 £
Can cir y kién ciia Hgi dong e van cap giay ding ky lheu hdnh thuoc,
A . A b ; A /{
nguyén li¢u lam thuoc - B Y té;

Theo dé nghj ctta Triedng phong Déng ky thudc - Cuc Quan ly Dugr.

QUYLET PINH:

Pitu 1. Ban hanh kém theo Quyét dinh ndy danh muc 182 thudc nuéc
ngoai dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113, bao gbm:

I. Danh myc 166 thudc nuéc ngoai dugce gia han gidy dang ky leu hanh
hiéu luc 05 nam - Dot 113 (t¢i Phy luc I kém theo).

2. Danh myc 12 thudc nwée ngoai duge gia han gidy ding ky luu hanh
hiéu Iyc 03 nim - Dot 113 (tai Phu luc I kém theo).

3. Danh myc 04 thubc nude ngodi duge gia han gify ding ky lwu hanh

dén 31/12/2025 - Dot 113 {tai Phy luc III kém theo).

Pidu 2. Co s& san xuét va co s dang ky thube c6 trach nhigm:

1. Cung cip thudc vao Viét Nam theo diing céc hd so tai lidu da (Iﬁ‘ng ky
v6i BO Y té va phai in hodic dén s6 dang ky dwec BOY té cAp I1én nhan thudc.

2. Chap hanh ddy db phép luat chia nuéec CHXHCN Vigt Nam Va cac qu
dinhchaBgé Y té vé nhép khiu thudc va Iwu hanh thudc tai Viét Nam, néu co bét
cit thay ddi gl trong qua trinh hru hanh thude & nudc s& tai va & Vigt Nam thi
phai bao cdo ngay cho Cyc Quan ly Dugc - BS Y té Viét Nam.

3. Thure hién viée c@ip nhét tidu chuén chat lugng cua thudc theo quy dinh



tai Théng tu s6 I1/2018/TT BYT ngay 04/5/2018 ctia B trudng Bo Y té quy
dinh vé chit lugng thude, nguyén liéu 1am thude.

4. Thuoc dugce gia han gidy dang ky luu hanh tai Quyet dmh nay n]umg
chwa ndp ho so cap nhét ndi dung nhén thude, t& huéng dan sl dung thubc theo
quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia Bé trudng BoY
té thi phéi thye hién viéc cip nhét theo quy dinh tai dlcm b-Khoan 1 Pidu 37
Thong tw 56 01/2018/TT-BYT trong thei han 12 thang ké tir ngay duorc gra han
giay dang ky luu hanh.

5. Sau 12 théng ké tir ngay ky b:m hanh Quyet dinh nay, céc thude duge
gia han gidy dang ky luu hanh tai Quyét dinh nay co thay ddi vé noi dung hanh
chinh (bao gém ca mdu nhin va to huwéng dan st dung) phéai nhép khéu, luu
hanh véi céc ndi dung di dugc phé duyét thay ddi trong hé so dang ky gia han.

6. th hqp v6i chc co so diéu tri dé thayc hién theo ding cac quy dinh
lncn hanh v& thudc ké don, theo doi an toan, hiu qua, tic dung khéng mong
mudn caa thudc trén ngudi Viét Nam va tbng hop, béo céo theo quy dinh tal
Piéu 5 Thong tw s& 08/2022/TT- BYT ngay 05/9/2022 ciia BO tur(’mg B§Y te
quy dinh viéc ding ky luu hanh thudc, nguyén liéu fam thudc dbi véi céc thude
thugc Danh muc tai Phy lyc II ban hanh kém theo Quyet dinh nay.

7. Co so dang ky phai dam bao duy tri diéu kién hoat ddng cua co s¢ diing
ky trong théi gian higu hyc cia gifly ding ky lwu ])dllh thube, nguyén lidu 1am
thubc. Tr ong trudng hop khéng con dap tmg du diéu kién hoat ddng, co s& ding
ky ph"u c6 trach nhiém thyc hién thay déi co s& dang ky theo quy dinh tai Théng
tir $6 08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong Bo Y € trong thoi han 30
ngdy ké tir ngdy co s& déng ky khéng con dui didu kién hoat dong.

8. Co sd déng ky thuoc phai béo céo Bo Y té ve cép nhét tinh trang dap
ttng Thuc hanh tt san xudt cuia co s¢ sé’m xudt thudc, nguyén ligu lam thudc.
Trudng hop co s& san xuit b thu hdi gidy phép s'm xudt hodic khéng dap ung
Thye hanh tét san xuét thuoc nguyén liéu lam thuoc & nuéce s tai, co sd phai
thye hién viéc bao «cao trong thoi han 15 ngay ké tir ngay cd théng bao cla co
quan quan ly ¢ tham quyén nuéc sé tai theo quy dinh tai diém d khoan 1 Didu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phit quy dinh chi
tiét mot s6 didu va bién phép thi hanh Luét Dugec.

9. Péi v6i thube c6 sb thir tw 29 tai Phy luc I cé @& nghi thay ddi miu
nhén, lnrO'ng dan sir dung trong hb so dang ky gia han: Co s& dang ky thyc hign
thi tuc dé ng]n thay ddi mau nhan, to hwéng dan sir dung theo hinh thirc ding ky
thay dbi bd sung sau khi Quyét dinh nay ¢6 hiéu lye.

Dléu 3. Céc thudc dugce gia han idy dang ky hru hanh tai Quyét dinh néy
duoc tiép tuc sir dung sé déng ky da cgp trude khi gia han trong thoi han t6i da
12 thang ké tir ngay dwoc cap s6 ding ky gia han theo quy dinh tai Phu lyc VI
ban hanh kém theo Théng tur s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu lyc ké tr ngay ky ban hanh.




Pidu 5. Gidm dbc S& Y té céc tinh, thanh phd tryc thuge trung wong, gidm
dbc nha san xudt va co s& ding k¥ c6 thude tai Dieu 1 chiu trach nhi¢m thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu bidu 5;

- B trudmg (d& blc);

- TTr. P8 Xuéin Tuyén (dé blc);

-Cyc Quin Y - B6 Qubc phong, Cyc Y té - B Céng
an; Cuc Y & GTVT - B§ Giao thong van tii; Tong
Cyc Hai quan - B9 Tai chinh;

- Béo hiém Xa hdi Viét Nam; . .
- BO Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Vii Tuéin Cubng
Thanh tra BJ.

- 80 Y té cac tinh, thanh phé tryre thude Trung wong;

- Vign KN thude TU, Vién KN thuée TP, HCM;

- Tdng Céng ty Duge VN-CTCP; Céc Céng ty XNK

duge phﬁm;

- Cdc Bénh vién & Vién cé givong bénh trire thuge

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (10b).
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DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY DANG KY LUU HANH

Phulpcl

TAI VIET NAM HIEU LY'C 5 NAM - DOT 113

(Ban hanh kém theo quyet dinh s8: ..228...../OD-QLD, ngay93..04./2023 ciia Cuc Qudn Iy Diegrc)

STT | Tén thuac Hoat chit chinh Dang | Quycdich | Tiéu Tudi S6 ding ky S0

~Ham lwgng | bhoché | dénggéi | chufn | the ia han lin
(thdng) | (So ding ky gia
7 i cdp) han
0] (2) 3 (4) 5 (6) ) (8) 9
1. Co s ding ky: A. Menarini Singapore Pte. Ltd. (Bja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore) '
L1. Co sé sin xudt: ACS Dobfar S.p.A. (Dia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

1 Ceclor Cefaclor Cémpha | Hop 1 lo NSX 24 800110067023 | 0l
125mg/5ml (dwéi | hdn dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydratc)

1.2, Co' 6 sitn xuéit: GE Healthcare Ireland Limited (Bia chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067123 | 01l
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong Iod 100ml
350mg/ml

3 Omnipaque | lohexol Dung Hép 10 NSX 36 539110067223 0l
647mg/ml twong | dich tiém | chai x (VN-20357-17)
dwong Tod 100ml
300mg/ml

2. Co'st diing ky: Abbott Laboratories (Singapore) Private Limited (Bja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1, Co s& sén xuiit; Abbott Biologicals B.V. (Dju chi: Veerweg 12, 8121 A4 Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 01
10g/15mi dlxch £6i x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml,

5 Duphaston | Dydrogesterone | Vién nén Hép 1 vix | NSX 60 870110067423 | 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 1'7-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01

1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone

10mg




STT | Ténthudc | Hoat chitchinh | Dang | Quy chch | Tiéu | Tudi So diing Iy So
~Hamlwgng | bdoché | Aénggéi | chufin | the ria han lin

(théng) (SS diing ky gia

i chp) han

1) (2) 3) () (5) ©6) ()] @8) ©)

22.2. Co s& sin xuéit: Bilim Hac Sanayii ve Ticaret A.S. (Bja chi: Gebze Organize Sunayi Bolgesi

1900 Sok.No 1904 Gebze, Kocaeli, Turkey)

64 Bilgrel Clopidogrel (duéi | Viénnén | Hop 2 vix | NSX 36 868110073323 | 0l
75mg dang Clopidogrel | bao phim | 14 Vién (VN-17477-13)
hydrogen sulphat)
75mg
22.3. Co s& sin xuiit: Pharmavision San. Ve Tic. A.S (Bja chi: Davutpasa Caddesi, No: 145,
Topkapi, Istanbul, Turkey) é
65 | Zebacef Cefdinir 125mg | Botpha |Hop I Lo | NSX 36 868110073423 01
125mg/5ml hdn dich | x 100mi (VN-19835-16) B
udng
23. Co s& diing ky: Cong Ty TNHH Dwee Pham Salud (Pja chi: 297/18D dirong Ly Thieong Kigt,
Plueang 15, Quan 11, Thanh phé Hé Chi Minh, Vigt Nam)
23.1. Co 6 sin xufit: Pharmathen International SA (Dia chi: Sapes industrial park, Block 5,
Rodopi, GR-69300, Greece)
66 Zentocor Atorvastatin Viénnén | Hop 3 vix | NSX 24 520110073523 | 0l
40mg (dudi dang bao phim | 10 vién (VN-20475-17)
Atorvastatin
Calci) 40mg
24, Co' sty diing ky: Cong ty TNHH Dugc Pham Y-Med (Bja chi: 86 1-3, Picong 56 45, Phuwong 06,
Qudn 4, TP. H6 Chi Minh, Viét Nam)
24.1, Co st sin xufit: Agio Pharmaceuticals Ltd. (Bja chi: T-81, 82. M.1.D.C., Bhosari, Pune
411026 Maharashtra State, India)
67 Bactronil Mupirocin 2% Mabdéi | Hép | BP 24 890100073623 | 01
(w/w) ngoaida | TuypxSg | 2020 (VN-19379-15)
25. Co s¢ diing ky: Cong ty TNHH GlaxoSmithKline Hang Tiéu Diing vi Chiim Séc Sire Khée
Viét Nam (Dju chi: Té’ng 16, toa nha Metropolitan, s6 235 dwéng Bong Khéi, Phuong Bén Nghé,
Qudn I, Thanh phér Hé Chi Minh, Vigt Nam)
25.1. Co s& sin xufit: GSK Consumer Healthcare SARL (Dja chi: Route de I'Etraz 2, 1260 Nyon,
Switzerland)
68 | Voltaren Diclofenac Gelbdi | Hop 1 NSX 36 760100073723 | 01
Emulgel dicthylamine ngodida | tuyp 20g (VN-17535-13)
1,16g/100g

26, Co s& diing ky: Cong ty TNHH Johnson & Johnson (Vigt Nam) (Bja chi: Tang 12, Toa nha
Vietcombank, S6 5 Céng triweong Mé Linh, Phuong Bén Nghé, Quan 1, Thanh phd Hé Chi Minh, Vigt
Nam)

26.1. Co s& sin xufit: Janssen Pharmaceutica NV (Dja chi: Turnhoutseweg 30, B-2340, Beerse,
Belgium)







