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S6: 229-2025/CV-BIVID
TP.HCM, ngay 19 thang 06 nam 2025
THONG BAO ‘
(V/v: Cdp nhdt 56 ddng ky cho san phdm Moretel tring thau)

Kinh giti: SO'Y TE TINH KIEN GIANG

Loi ddu, Cong ty TNHH Binh Viét Dttc xin chan thanh cam on s hop téc va gitip d& cia
Quy Bénh vién déi v6i Cong ty chiing t6i trong thdi gian qua.
Cin cir Thong tw s 08/2022/TT-BY T ngay 05/09/2022 ciia B¢ truong Bo Y té quy dinh viéc

dang ky lwu hanh thude, nguyén lidu 1am thudc;
Can cir Quyét dinh s6 958/QD-SYT ngay 04/7/2023 ciia S¢ Y té Kién Giang vé viéc phé
duyét két qua két qua lya chon nha thiu cung cp thudc tap trung tinh Kién Giang dbi véi cac miat
hang thudc phat sinh nhu cu sir dung;
Cin cir Quyét dinh s6 62/QD-QLD ngay 08/02/2023 ciia Cuc Quan ly dugc vé viée cong bd
Danh muc thudc, nguyén liéu lam thude c6 gidy ding ky luu hanh dugc tiép tuc sir dung theo quy
dinh tai khoang 1 Diéu 3 Nghi quyét sb 80/2023/QH15 ngay 09/01/2023 ctia Qubc hoi (Pot 1)
Can cir Quyét dinh sb 226/QP-QLD ngay 03/04/2023 ciia Cuc Quén Iy dugc vé viéc ban
hanh danh muyc 182 thudc nudc ngoai duge gia hanh gidy dang ky lwu hanh tai Viét Nam — dot 113. .
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Cong ty TNHH Binh Viét Dirc ¢6 tring thau tai S& Y té theo Quyét dinh sé 958/QD-SYﬁ; ThAGH s

Qe v

ngay 04/7/2023, trong d6 ¢6 san phdm Moretel (VN-19063-15). Hién tai san phdm Moretel véi si )
A\
&N,

dang ky VN-19063-15 ctia cong ty da hét ton kho va dang c6 ton kho cho san phdm Moretel voi
s dang ky 800115072323,

Pé viéc cung (g thudc t6i céc co sé'y té dugce thudn loi, Cong ty xin duge bd sung sé dang
ky tring thau cho san phdm Moretel véi s6 dang ky 800115072323 ( Theo Quyét dinh s 226/QD-
QLD), cu thé nhu sau:

. Hoat chit— Nuée | GDKLH
Mai Tén i i A L e g i A GDKLH hoiic
thude | thude | nOng dd, ham | Nha sin xuat sail hodc GPI:IK GPNK bé sung
lrgng xuat | trung thau
Metronidazol SM
N1017 | Moretel = Farmaceutici | Italy | VN-19063-15 | 800115072323
500mg/100ml sel




Cong ty xin cam két ngoai vige céip nhét sb ding ky mdi néu trén, céc thong tin con lai cia
san pham: tén thude, nha san xuét, tiéu chudn chét lugng, hgm dung, nhém thude cling nhu gia cung
ng cua sin phim khong thay ddi.

Viy bing van ban ndy cong ty xin duge thong bdo s& cung tng san phdm Moretel véi sb
ding ky 800115072323, :

Cong ty kinh mong nhén dugc sy clu‘up thugn cla Quy S¢.

Xin tran trong cam on!

TP.HCM, ngay 19 thdng 06 nim 2025
PHO GIAM POC

Noi nhan:
- Nhie trén;
- Lwu: BPT
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gfji‘ﬁ;::\&“ BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Poc 1ap - Ty do - Hanh phiic
S6: 226 /QD-QLD Ha Noi, ngay03 thangdandm 2023

QUYET DINH
V@& vige ban hanh danh mye 182 thude nude ngoai

Can cw Ngln dmh 50 95/2022/ND-CP ngav 15/11/2022 ciia Chinh phii quy
dinh chire nang, nhiém vu, quven han va co cau té chiie ciia BoYté;

Cén ctr Quyét dinh s6 7868/0D- BYT ngay 28/12/2018 ciia B trvdmg Bo Y
¢ quy dinh chite ndng, nhiém vy, quyén han va co cau 16 chie ciia Cyc Quén Iy
Duoc thuge Bo Y té;

Can ciwr Thong tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bo truong Bé Y
té quy dinh viéc dang ky heu hanh thuée, nguyén li¢u lam thudc;

Can cir y kién cia Hoi dong tw van cdp gidy déang ky luu hanh thuée,
nguyén li¢u lam thuoc - B4 Y té;

Theo dé nghj ciia Trudng phong Déng ky thuéc - Cuc Quan Iy Dugrc.

QUYET DINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 182 thuoc nudc
ngoai dwoc gia han gidy dang ky lwu hanh tai Viét Nam - Dot 113, bao gom:

_ . Danh muc 166 thudc nuéc ngoai duorc gia han gidy ding ky Iuu hanh
‘hleu luc 05 ndm - Pot 113 (tai Phu luc I kém theo).

_ 2. Danh muc 12 thudc nude ngodi dugc gia han giéy dang ky hru hanh
‘hiéu lyc 03 ndm - Dot 113 (tai Phu luc II kém theo).

3. Danh muc 04 thudc nuéc ngoai dugc gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu Iuc I kém theo).

Piéu 2. Co s& san xuét va co s& dang ky thudc c¢6 trach nhiém:

1. Cung cdp thudc vao Viét Nam theo dung céc ho so tai ligu da dang ky
v6i Bo Y té va phai in hodic dan sé ding ky dwoc B Y té cdp lén nhan thubc.

2 Chap hanh day du phap luét cia nusc CHXHCN Vit Nam va cac quy
dinh cua By Y té vé nhap khau thudc va lru hanh thude tai Viét Nam, néu co bat
cr thay ddi gi trong qué trinh lwu hanh thude & nude o tai va ¢ Viét Nam thi
phai béo céo ngay cho Cuc Quan ly Dugc - B Y té Viét Nam.

3. Thuc hién viéc cdp nhit tiéu chuan chét lugng cuia thudc theo quy dinh



tai Thong tu 50 11/2018/'11 -BYT ngay 04/5/2()18 cua BY truong Bo Y té quy
dinh vé chat luong thude, nguyén liéu 1am thude.

4. Thude duge gia han gidy ding ky luru hanh tai Quyct dinh nay nhung
chua ndp hd so cdp nhit ndi dung nhan thube, tér hudng dan sir dung thude theo
quy dinh tai Thong twr 0172018/TT-BYT ngay 18/()]/2018 cia Bo tredng By Y
t¢ thi phai lhm hién vige ¢fp nhit theo quy dinh tai didm b Khoan 1 Diéu 37
"lhong tu s8 0172018/TT-BYT trong thoi han 12 thing ké tir ngay duge gia han

gidy dang ky lwu hanh,

5. Sau 12 thing ké tir ngay ky lnm hanh ()uyct dinh ndy, céc thude duge
gia han gidy dang ky luu hanh tai Quyét dijnh nay c6 thay doi vé nji dung hanh
chinh (bao gom cd mdu nhan va to hudng dan st dzmg) phai nhap khau, luu
hanh véi cac ni dung da dugce phé duyét thay ddi trong ho so ding ky gia han.

6. PhOl hop véi céc co so diéu tri dé thuc hién theo dang céc quy dinh
hién hanh vé thude ké don, theo doi an toan, hiéu qua, tac dung khong mong
mudn cia thude trén ngudi Viét Nam va tdng hop, bdo cdo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cia Bo truong B Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc ddi véi cac thudc
thugc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam béo duy tri diéu kién hoat dong cua co s& dang
ky trong thoi gian hi€u lyc cia gifly ding ky hru hanh thudc, nguyén lidu lam
thuc. Trong truong hop khéng con dap umg du diéu kién hoat dong, co s& dang
ky phi ¢4 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
tu 56 08/2022/TT-BYT ngay 05/9/2022 cua BJ truéng Bo' Y té trong thoi han 30
ngay ké tir ngay co so ding ky khéng con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc pha1 bdo cao BO Y té vé cap nhét tinh trang dap
tmg Thuc hanh tt sin xuat cua co s¢ san xuét thudc, nguyén liu lam thude.
Trudng hop co s¢ san xuét b thu hdi gidy phép san xuat hoic khong dap vmg
Thuc hanh tét san xuét thudc, nguyén liéu l1am thudc & nude s tai, co s¢ phai
thuc hién viéc bdo céo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quén Iy c6 thim quyén nudc s6 tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghj dinh s6 54/2017/ND-CP ngdy 08/5/2017 ciia Chinh pht quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luét Dugec.

9. Déi véi thudc c6 sb thir tw 29 tai Phu luc I c6 d& nghi thay doi mau
nhan, huéng dén str dung trong hd so ding ky gia han: Co s& ding ky thwe hién
thi tye dé nghi thay d6i mau nhén, to hudéng dan sir dung theo hinh thirc ding ky
thay ddi bd sung sau khi Quyét dinh nay c6 hiéu luc.

Dleu 3. Céc thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
dugc tiép tuc sir dung sb dang ky da cap trude khi gia han trong thoi han toi da

12 thang ké tir ngay dugc cap so dang ky gia han theo quy dinh tai Phu luc VI
\ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Didu 4. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.
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Piéu 5. Gxam déc S 'Y 1é cac tinh, thanh pho truc thude trung wvong, gidm
ddc nha sén xut va co so ding ky c6 thudc tai Didu 1 chju trach nhiém thi hanh

Quyét dinh nay./.
Noi nhin: -==.CUC TRUONG
- Nhu Diéu 5; /\c:“ ¥ H‘:\" 2\

-Bgtr udng (dé ble);

- TTr. D5 Xuan Tuyén (de bre);

- Cuc Quén Y B Qudc phong, Cuc Y té - Bo Cong
an; Cuc Y té GTVT - B¢ Giao thdng vén tai; Téng
Cuc Hai quan - B§ Tai chinh;

- Bao hiém X& hoi Viét Nam; .
- B& Y t& Vu PC, Cuc QLYDCT, Cye QLKCB, “Vii Tudn Cué ong
Thanh tra BG.

- S&'Y té céc tinh, thanh phd truc thuoc Trung uong;

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

- Tong Céng ty Dugc VN-CTCP; Céc Cdng ty XNK

dugc phim;

- Céc Bénh vién & Vién c6 giuong bénh truc thuge

BYT;

- C4c phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).

Y/ cue
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DANH MUC 166 THUOC NUGC NGOAI DUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh s6: 226, /OD-QLD, ngay 03.04,./2023ctia Cye Quan Iy Duge)

Phy lye 1

TAIVIET NAM HICU LUC 5 NAM - DUT 113

STT | Tén thude | Hogt chit chinh Dang | Quy cdch | Tiéu Tubi So dang ky So
~Ham lwgng | baoché | donggoi | chufin | the ia han lan

(thang) | (S0 ding ky gia |

da cap) han |

()] ) ) “) () (6) (7) 8) 9)_|

1. Co so' ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)

1.1. Co sé sin xuat: ACS Dobfar S.p.A. (Dja chi: Via Laurentina Km 24, 730 - 00071 Pomezia

(Roma), ltaly)

1 Ceclor

Cefaclor
125mg/5ml (dudi
dang cefaclor
monohydrate)

Cf‘)m pha
h(}n dich
uong

Hop 110
30ml,
60ml

NSX

24

800110067023
(VN-15935-12)

01

Cork, Ireland)

1.2. Co s&'san xuat: GE Healthcar

e Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co

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

3 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067223 | 01l
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co'sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-

28 DUO Tower Singapore 189352, Singapore)

2.1. Co's&'sian xuét: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 8121 AA Olst, The Netherlands)

10mg

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 | 01
10g/15ml dich goi x (VN-20896-18)
uong 15ml.
Chai
200ml,
500ml,
1000ml.
5 Duphaston | Dydrogesterone | Viénnén | Hop 1 vix | NSX 60 870110067423 | 01
10mg bao phim | 20 vién (VN-21159-18)
6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01
1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
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STT | Tén thudc | Hoat chat chinh | Dang [ Quy chich | Tien | Tubi Sb dang ky Sb

-~ Ham hrong bo ché | dénggoi | chufin | the ia han lan

(thang) | (SO déing ky gia

aa clp) han

(1) ) . 3) (4) ()] (6) () (8) )
18.3. Co sosan xuat: Siegfried Hameln GmbH (Dja chi: Langes Feld 13, 31789 Hameln, Germany)

53 Opiphine Morphine (dudi Dung H()p 10 NSX 36 400111072223 01
dang Morphine dich tiém | dng x Iml (VN-19415-15)
sulphate SH20
10mg/ml)
7,52mg/ml

18.4. Co s’ sdn xuat: SM Farmaceutici s.r.\. (Dja chi: Zona Industriale, 85050 Tito (PZ), Italy)
Co sb xuéit mré'ng Deltamedica GmbH (Dja chi: Lmsl-Wagncr—Weg 1-5, 72766 Reutlingen,
Germany)
54 | Moretel . = | Metronidazole Dung Hop 101p | NSX 36 800115072323 | 01
500mg dich tiém | x 100ml, (VN-19063-15)
truyén | Hop 2010
x 100ml

19. Co'sd diing ky: Cong Ty TNHH Dugc Pham Do Ha (Dia chi: S6 30 tap thé Tran Phii, ngd 105,
diwomg Nguyén Phong Sdc, t6 16 phucng Dich Vong Hdu, qudn Cdu Gidy, thanh phé Ha Nei, Viét
Nam)

19.1. Co'sé'san xuét: Laboratorios Lesvi, S.L. (Pja chi: Avda. Barcelona, 69 08970 Sant Joan Despi
(Barcelona), Spain)

55 | Dloe4 Ondansetron 4mg | Viénnén | Hop 5 vix [ NSX 36 840110072423 | 01
(duéi dang bao phim | 6 vién, 6 (VN-16668-13)
Ondansetron vi x 5 vién
hydrochlorid
dihydrat)

19.2. Co sé san xuat: S.C. Antibiotice S.A. (Pja chi: Str. Valea Lupului nr. 1, Iasi, Jud. lasi, cod
707410, Romania)

56 Axuka Amoxicilin (dudi | Bot pha | Hop 50 Lo | NSX 24 594110072523 | 01
dang Amoxicilin | ti€m (VN-20700-17)
natri) 1000mg;

Acid clavulanic
(dudi dang Kali
clavulanat)
200mg
57 | Lisinopril | Lisinopril 10mg | Viénnén | Hop 2 vix | NSX 48 594110072623 | 01
ATB 10mg | (duéi dang 10 vién (VN-20702-17)
lisinopril
dihydrat)
19.3. Co s& sin xuat: The Acme Laboratories Ltd. (Pia chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh)

58 | Epicta 60 Etoricoxib 60mg | Viénnén | Hop 4 vix | NSX 24 894110072723 | 01

bao phim | 10 vién (VN-19858-16)




STT | Tén thudc | Hoat chatchinh | Dang | Quycdch | Tiéu | Tuéi S6 ding ky S6
- Ham lugng bio ché | déng goi chufn | tho gia han lAn
(thdng) | (Sodingky | gia
di cip) han
1) (2) 3) “) (5) (6) (7 8) 9)
165 | Forair 125 | Salmeterol (dudi | Thude Hop 1 NSX 24 890110083423 01
dang Salmeterol | xjt phun | binh xjt (VN-15746-12)
xinafoate) 25meg; | mu 120 lidu
Fluticasone
propionate
125meg
166 | Forair 250 | Salmeterol (dudi | Thude Hop | NSX 24 890110083523 | 01
dang Salmeterol | xjt phun | binh xjt (VN-15747-12)
xinafoate) 25meg; | mi 120 liéu
Fluticasone
propionate
250mcg
Ghi chu:

1. Cach gln tiéu chudn chat lugng thuoc tai ¢jt (6):

- Nha san xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co 50 (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lugng thudc do co s¢ san xudt xdy dumg va déu cé thé
dugc ghi trén nhan thuéc.

- Cdch viét tat cdc tiéu chudn chdt lugng dugc dién: Dugc dién Viét Nam (DDVN), Dugc dzen Anh
(BP), Dugrc dién My (USP), Dugc dién Nhdt Bén (JP), Duoc dién Trung Quéc (CP), Dugc dién Chdu
au (EP), Dugc dién Quéc té apP)...

2. 86 dang ky tai cét (8):

- S6 déng ky gia han la s6 dang kp dugc cap theo quy dinh tai Phu luc VI Théng te 08/2022/TT-BYT
ngay 05/09/2022 ciia B¢ trucng By Y 1é quy dinh vige dang ky leu hanh tlmoc nguyén li¢u lam thudc.

- 86 dding ky daa cap (dwgc ghi trong ngode don) la so dang ky da dugc cap trude khi thuée duoce gia A

han theo quyét dinh nay.




