CONG TY CO PHAN CONG HOA XA HOQI CHU NGHIA VIET NAM
DUQC PHAM IP Péoc lap — Ty do — Hanh phiic

S6: 30/2024/IP-DN ]
Viv: Thay doi s6 ding ky thudc trimg thdu TP.HCM, ngay 04 thdng 07 nam 2024

Kinh giti: QUY SO'Y TE TINH PONG NAI

Trudc tién, Cong ty C6 phidn Dugc phim IP xin chan thanh cam on su tin nhiém va
hop tac cia Quy S& voi Cong ty chiing toi trong sudt thoi gian qua.

Cian ctr Quyét dinh s§ 1572/QD-SYT ngay 16 thang 12 nim 2022 ctia Giam dbc S&
Y t€ Ddng Nai vé viéc phé duyét két qua lwa chon nha thiu Géi théu sé 01: Thubc generic;

Hién tai, trong danh myc thuéc Cong ty C6 phdn Dugc phdm IP da tn’mg théu c6 mit
hang Mirzaten 3mg (STT trong HSMT: 354) da dugc Cuc Quan ly Dugc cap S6 Pang ky
méi, nén bang viin ban nay Cong ty ching t6i xin dugc Thay dbi thong tin thube tring thiu
cu thé nhu sau:

Néi dung aﬂﬁiié'ﬁf;e ' Ttll:‘;;‘gﬁ,f)':‘ Tai ligu chimg minh dinh kém
Quyet dinh gia han gidy dang ky lwu hanh
) s0: 226/QD-QLD ngay 03/04/2023 do Cuc
So dang ky Quan ly Duogc cap.

lwu hanh WRAITaZ2slt - | SERLIUME Sy Bén in trang c6 chira thong tin gi4 ban budn

ké khai/ké khai lai dugc cong bd trén cdng
théng tin dién tir cia Cuc Quan 1y Dugc.

(Cdc tai liéu chitng minh, dd dwoc phé duyét xin giri kém céng vin nay)

Vay Cong ty chung t6i kinh mong Quy S& xem xét chip thuan va cip nhat thong tin
thay di trén dé Cong ty chiing t6i cung tmg san phdm kip thoi cho céc co s& y té dugc phan
b6 thude ting thiu.

Trén trong cam on!

Noi nhin: DAI DIENA P CUA NHA THAU
- Nhur trén; '
- Luu: VP /’ ;

“CONG TY
cO PHAN




Nty ki 0305 BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
e CUC QUAN LY DUQC Péc lap - Tu do - Hanh phiic
/Qb-QLD Ha Ngi, ngay03 thang04nam 2023
QUYF’:T PINH

Can cir Lugt Dugce s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP noay 153/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to chire ciia B Y té;

Cén cir Quyét dinh sé 7868/0D- BYT ngdy 28/12/2018 cua B¢ truong By Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu 6 chite ciia Cuc Quan [y
Duoc thugc B Y té;

Cén cir Thong tw s6 08/2022/TT-BYT noay 05/09/2022 cua B¢ trucng Bé Y
té quy dinh viée ding ky heu hanh thuée, nguven liéu lam thudc,

Cén cir y kién cia Héi dong ar van cdp gidy dang ky huu hanh thudc,
nguyen lieu lam thuoc - Bo Y té;

Theo dé nghi cua Truong phong Pdng ky thuoc - Cuc Quan ly Duoc.

QUYET PINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thucf)c nudc
ngoal dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 113, bao gom:
1. Danh muc 166 thude nudc ngoai duwoc gia han gidy ding ky luu hanh
hiéu luc 05 nam - Dot 113 (tai Phu luc I kém theo).
2. Danh muyc 12 thudc nuée ngoai duoc gia han gidy ding ky luu hanh
hi¢u luc 03 nam - Dot 113 (tai Phu luc II kém theo).

3. Danh muc 04 thudc nuée ngoai dugc gia han gidy dang ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc Il kem theo).

Piéu 2. Co s6 sdn xuit va co so dang ky thube c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cic ho so tai li¢u da dang ky
v6i Bo Y té va phai in hodc dan sb dang ky duoc Bo Y té cip 1én nhan thude.

2. Chép hanh day du phap luat cua nuéc CHXHCN Viét Nam va cac quy
dinh ctia B Y té vé nhép khiu thudc va luu hanh thude tai Viét Nam, néu c6 bit
ctr thay dbi gi trong qué trinh lwu hanh thude & nude s tai va & Viét Nam thi
phai bdo cdo ngay cho Cyc Quan Iy Duoc - B6 Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuan chat lugng cua thudc theo quy dinh




tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia B¢ truong BO Y € quy
dinh vé€ chat lugng thudc, nguyén li¢u lam thudc.

4. Thude duge gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chra ndp hd so cap nhét ndi dung nhan thude, to hudng dan st dung thude theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/201_&, cua Bo truong Bo Y
té thi phai thuc hién viéc cap nhét theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoc
gia han gidy dang ky Iyu hanh tai Quyét dinh nay co thay d6i vé noi dung hanh
chinh (bao gom ca mau nhan va to huéng dan s dyng) phai nhép khau, luu
hanh véi cdc ni dung da duge phé duyét thay doi trong hd so dang ky gia han.

6. th hop vo1 cac co so diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thude ké don, theo dai an toan, hiéu qua, tac dung khong mong
muon cta thude trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tal
Piéu 5 Thong tu s 08/2022/TT-BYT ngay 05/9/2022 cia B truong Bo Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu 1am thude ddi vé6i cac thude
thudc Danh muc tai Phu luc 1I ban hanh kém theo Quyét dinh nay.

7. Co so dang ky phai dam bao duy tri diéu kién hoat dong ciia co s¢ dang
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thude, nguyén liéu lam
thude. Trong trudong hop khong con déap ung du diéu kién hoat dong, co s¢ ding
ky phai c6 trach nhi¢m thuc hién thay déi co s¢ dang ky theo quy dmh tai Thong
tu $0 08/2022/TT-BYT ngay 05/9/2022 cia Bé truong Bo Y té trong thdi han 30
ngdy ké tir ngay co so dang ky khong con du diéu kién hoat dong.

8. Co s0 dang ky thuoc phai bdo cdao By Y té vé cdp nhat tinh trang dap
tng Thuc hanh tét san xuat cua co s¢ san xuét thude, nguyén liéu lam thube.
Truong hop co s¢ san xuat bi thu hdi gidy phép san xuét hodc khong dép ang
Thuc hanh t6t san xuat thudc, nguyén liéu lam thudc & nude s& tai, co sO phai
thue hién vi€e bao cdo trong thoi han 15 ngay ké tir ngay c6 théng béo cua co
quan quan ly co tham quyén nude so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luit Dugc.

9. Péi véi thude co sb thir tu 29 tai Phu luc I co dé nghi thay doi mau
nhan, huéng dan sir dung trong hé so dang ky gia han: Co s¢ dang ky thuc hién
thu tuc dé nghi thay d6i mau nhan, to huéng dan st dung theo hinh thire dang ky
thay déi bo sung sau khi Quyét dinh nay ¢ hiéu luc.

D:eu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
dugc tiép tuc sir dung sb dang ky da céap trude khi gia han trong thoi han toi da
12 thang ké tir ngdy duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tur s6 08/2022/TT-BYT.

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




Diéu 5. Gidm doc So Y té cdc tinh, thanh pho truc thude trung uwong, gidm
doc nha san xuat va co s¢ dang ky cé thude tai DBiéu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 5;

- B truong (dé b/e);

- TTr. P6 Xuan Tuyén (’dé b/e);

- Cuc Quan Y - B Qudc phong, Cuc Y té - Bo Cong
an; Cuc Y t¢ GTVT - Bo Giao théng vén tai; Tong
Cuc Hai quan - Bo Tai chinh;

- Bao hiém Xa héi Viét Nam;

- Bé Y té Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B§.

-S6 Y té cac tinh, thanh phd truc thudc Trung wong;

- Vién KN thuée TU, Vién KN thuée TP. HCM;

- Tong Cong ty Duge VN-CTCP; Céc Cong ty XNK
duge phém;

- Cédc Bénh vién & Vién c6 giuong bénh truc thude
BYT:

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).

-~ CUC TRUONG

Vi Tuan Cudng




DANH MUC 166 THUOC NUOC NGOAI bUQC GIA HAN GIAY PANG KY LUU HANH

Phu lucI

TAI VIET NAM HIEU LUC 5 NAM - PQT 113

(Ban hanh kém theo quyét dinh so:

.220..../OP-0LD, ngay03..04./2023 ciia Cuc Quan Iv Durgc)
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STT | Tén thude | Hoat chitchinh | Dang | Quycach | Tiéu | Tubi S6 ding ky S6
— Ham lwgng | baoché | déngg6i | chuin | tho gia han lin
(thdng) | (So ding ky gia
da cfip) han
(1) (2) 3) 4) ) (6) (7) (8) (&)
1. Co s¢ diang ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé san xuit: ACS Dobfar S.p.A. (Pia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

I Ceclor Cefaclor Cémpha |Hop 1lo | NSX 24 800110067023 | 01
125mg/5ml (du6i | hon dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydrate)

1.2. Co sé sin xuat: GE Healthcare Ireland Limited (Bja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 01
755mg/ml tuong | dich tiém | chai x (VN-20358-17)
duong Tod 100ml
350mg/ml

3 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067223 01
647mg/ml twong | dich tiém | chai x (VN-20357-17)
duong Iod 100ml
300mg/ml

2. Co'sé dang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuit: Abbott Biologicals B.V. (Pja chi: Veerweg 12, 8121 A4 Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 01
10g/15ml dich gb1 X (VN-20896-18)

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

5 Duphaston | Dydrogesterone Viénnén | Hop I vix | NSX 60 870110067423 | 0l
10mg bao phim | 20 vién (VN-21159-18)

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

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




STT | Tén thudc | Hoat chitchinh | Dang | Quycdch | Tiéu | Tudi S6 diang ky S6
—Ham lwgng | baoché | déng g6i | chudn | tho gia han Iin
(thang) | (S0 dang ky gia
da cép) han
(1) (2) (3) 4) ) I O (), (7) (8) ®
31. Co sé diang ky: Cong ty TNHH thwong mai Nam Dong (Dja chi: S6 nha 2 ngo 164/117, pho
Vieong Thira Vii, phueng Khieong Trung, Qudn Thanh Xudn, Thanh phé Ha Néi, Viét Nam)
31.1. Co sé sian xuidt: KRKA, d. d., Novo mesto (Pia chi: S‘ma:jes’ka cesta 6, 8501 Novo mestio,
Slovenia)
76 Coryol Carvedilol Viénnén | Hop4 vix | NSX 36 383110074523 01
12.5mg 12,5mg 7 vién (VN-18273-14)
T Mirzaten Mirtazapin 30mg | Viénnén | Hop 3 vix | NSX 60 383110074623 01

30mg bao phim | 10 vién (VN-17922-14)

32. Co s¢ dang ky: Cong Ty TNHH Viatris Viét Nam (Dia chi: Toa nha Friendship Tower, 31
dwong Lé Dudn, Phuong Bén Nghé, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)

32.1. Co sé san xuit: Fareva Amboise (Dia chi: Zone Industrielle, 29 route des Industries 37530,
Poce sur Cisse, France)
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78 Viagra Sildenafil 100mg | Viénnén | Hop 1 vix 1 | NSX 60 300110074723 01
(dudi dang bao phim | vién; Hop 1 (VN-21098-18)
Sildenafil citrate) vi X 4 vién
33. Co s6 diang ky: Daewoong Pharmaceutical Co., Ltd. (Dja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)
33.1. Co sé sin xuét: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)
79 Uruso Acid ursodeoxycholic | Vién Hop3vix | BP 36 880110074823 01
300mg nén 10 vién 2019 (VN-17706-14)
34. Co'sd dang ky: DKSH Singapore Pte. Ltd. (Pja chi: 47, Jalan Buroh, #09-01, Singapore 619491,
Singapore)
34.1. Co' s& san xuét: Allergan Pharmaceuticals Ireland (Pia chi: Castlebar Road, Westport,
County Mayo, Ireland)
80 Combigan | Brimonidine Dung Hop 1 Lo x NSX 21 539110074923 01
tartrate 2 mg/ml, | dichnho | Sml (VN-20373-17)
Timolol 5 mg/ml | mat
(dudi dang
Timolol maleate)
81 Lumigan | Bimatoprost Dung Hop 1 I NSX 24 539110075023 01
0,3mg/ml dich nho | chira 3ml (VN-17816-14)
mat dung dich
trong lo dung
tich S5ml
82 Ozurdex Dexamethason Implant | Hop | goi NSX 36 539110075123 01
700mcg/implant | tiém chua | dung (VN-17817-14)
trong cu tiém dung
dich kinh | mot 1an va |
que céy

14



715/24, 9:13 AM

. 84437366483 3 cqldvn@moh.gov.vn

TRANG CHU (/) THUTUC HANH CHINH (/THUTUCHANHCHINH)
KHIED #A1 VE VAC 101 (JKHIEUNAIVACXIN)  LIEN HE (JLIENHE)
- ~
TRA CU'U GIA THUGC
TATCA ~  Nhip tir khéa tim kiém theo S& GPLH/GPNK va Tén thufic...
Tra ciru néng cao v
NGAY KE TRANG VAN BAN DANG BAO QUY CACH
KHAI THAI KIEN NGH| TEN THUGC TEN HC ND/HL 50 GPLH/GPNK CHE DONG GOI VT
| i Vién nén bao . A
»  04/05/2024 Mirzaten 30mg  Mirtazapine 30mg 30mg 383110074623 phim Hop 3 vix 10 vién Vién
| D3 ra sodt,
~» 05/12/2014 khong co Mirzaten 30mg  Mirtazapine 30mg 30mg VN-17922-14 Hop 3 vix 10 vién Vién
viin ban

https://dichvucong.dav.gov.vn/congbogiathuoc/index

Q)

Cuc Quan ly Dwoc-Bo Y té

Diing nhép (/Account/Login)

HE THONG BAD CAO (/LANHDAOCUC)

DANG KY (IDANGKY)

Q TIMKIEM 1
C' DATLAI
ik BAN BUBN GIA BAN LE DY KIEN |
(THEO DE XVATCUA
"""*‘(5:1(;"‘") " DOANH NGHIEP) cosisx
(VND) (VAT)
14,500 KRKA, D.D., Novo Mesto
14,500 KRKA, D.D., Novo Mesto

'chGTv
CcO PHAN

NUdC sX DONVIKK
i
Slovenia Cong ty TNHH Thuong mal
Nam Ding
D VIYT
St Cong ty cé phin Duge

Théi Binh

DUGC PHAM

PHAN LOAI

Dinh chinh/bd

sung thong tin

Binh chinh/bd
sung thong tin
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