CONG TY TNHH DUQC PHAM CQNG HOA XA HQI CHU NGHIA VIET NAM
HIEU ANH Déc 1ap — Tw do — Hanh phic
S6: 01-2026/QP87/HA-TTMS
V/v: cdp nhap thong tin cda san phim Crutit

¥ rRRr (Claritlrromycin 500m
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Ha No¢i, ngay 26 thang 02 ndm 2026
BEN . “Kiiih ‘giti: Trung tim Mua sim tap trung thudc Quéc gia
Ngay:.«d 23]

S Trudc tién, Cong ty TNHH Dugc phém Hiéu Anh xin giri 16 chao va 1i cam
""""""""" uy Trung ttAm vi su hop tac trong sudt thdi gian qua.
S4 va ky higu Héng op & St

Chung t01 1a nha thau (ma dinh danh: vn0101599887) d& trung thau G6i thdu

: G6i thau s6 02: Cung cép thube cho céc tinh Mién Trung va khu vyc Tay Nguyén
giaidoan 2024-2026 dot 1 (M4 hiéu: PTTT.02.2024.1) theo Quyet dinh so: 87/QD-
TTMS ngay 14 thang 11 nim 2024. Trong danh muc san phim d3 tring thiu c6 san
pham: M3 thudc JOIFA09.01.01.N1 - Crutit (Clarithromycin 500mg),tuy nhién,

hién tai san pham Crautit (Clarithromycin 500mg) da didu chinh cach ghi tén nha
san xuit va nudc san xuét. Théng tin cu thé nhu sau:

No6i dung Ci Théng tin thay doi Tai liéu chitng minh
dinh kém

Tén nha S.C. Antibiotice S.A Antibiotice SA Quyét dinh s6: 64/QP-

san xuat QLD ngay 23/01/2025

Xuit xir Rumani Romania do Cuc Quan ly Dugc

San pham Crutit 43 duoc Cuc Quan ly Dugc ra Quyét dinh tir ngay 23/01/2025
vé céc thay dbi trén, tuy nhién, tai thoi diém d6 dén nay cong ty chiing t6i vin dang
cung cdp san phdm Crutit véi cac thong tin trudc thay dbi. Dau nam 2026, khi da
cung cép hét san phdm v&i thong tin cii thi ching t6i m&i bt diu cung cép san phim
Crutit véi thong tin d& thay d6i trén. Viéc thay ddi théng tin san pham chi 1a viée
thay ddi cac théng tin in trén bao bi san phdm va khoéng anh hudng d&én chét lugng
thude .

Mong Quy Trung tdm s& thong béo t6i céc co s y té duoc phan bd san phdm
Crutit.

Tréan trong!
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BOYIE CONG HOA XA HQI CHU NGHIA VIET NAM
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DRUG ADMINISTRATION OF VIETNAM (

138A Giang V6 - Ha Ngi - Vigt Nam
Tel: 84.4.37366483/38464413 - Fax: 84538}

Tenthubc
Name ofDrug

NG, »ngéy 24 théng 7 ném 201 9
KT cuc TRU’@NG cuc QUAN LY DU’QC

Ghi cht: (vote) o
1- Gidy phép Iuvu hanh san pham nay duo'c cap theo dung hd so
dang ky thuéc da duoc Bg Y té phé duyét
- This marketmg authorization has been rssued in accordance with the dossze
approved by the Vletnam M:nlstry of Health i

2- Bt ctr sy thay d6i nao vé noi dung clia gléy phép phai duvqc*-‘-,
Cuc Quan ly dwoc-Bo Y té xac nhan. ’

Any variations of the contents of the marketing authonzatlon are requ:red to be :
adopted by tha Drug Administration of Vietnam. A




W e BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

;C‘;z}uﬁflfggﬁUC QUAN LY DUQC Doc lap - Tu do - Hanh phiic
S6: 64  /QP-QLD Ha Néi, ngay 23 thang01 nidm2025
QUYET PINH

’Vé viéc ban hanh danh muc 390 thudc nwéc ngoai
dwgc cap, gia han giay diang ky lwu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016,

Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chiec nang; nhiém vu, quyen han va co cdu t6 chikc ciia B3 Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chitc ciia Cyc Qudn 1y Duoc thudc
B3 Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng B Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam tkuoc

Can cit két ludn cua Hoi dong tw van cdp gidy dang ky luu hanh thuéc, nguyen
liéu lam thudc - BG Y té dot 124 (phién 2) tqi Cong van so 1 09/HBT V-VPHD ngay
07/01/2025 cia Vin phong Héi dong tw vin cdp GBKL yén ligu lam
thudc; S '

Dleu 1. Ban hanh kém theo Quyét dlnh nay danh ﬁ}uc 390 th

dugc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 124 D) opethe: Mai

1. Danh muc 14 thudc nuéc ngoai dugc cap gidy ding ky I Wleu uc 05
nam - Pot 124.2 (tai Phu luc I kem theo).

2. Danh muc 03 thubc nudc ngoai dugc cap gidy dang ky luu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc II keém theo).

3. Danh muc 323 thudc nuéc ngoai duoc gia han gidy ding ky luu hanh hiéu
luc 05 ndm — Dot 124.2 (Phu luc III kém theo).

4. Danh muc 47 thubc nudc ngoai duoc gia han gidy ding ky luu hanh hiéu luc
03 nim — Dot 124.2 (Phuy lyc IV kém theo).

5. Danh muc 03 thudc nu6c ngoai dugc gia han gidy ding ky luu hanh higu luc
dén hét ngay 31/12/2025 — Dot 124.2 (Phy luc V kem theo).

Piéu 2. Co s6 san xuat va co s& ding ky thudc c6 trach nhiém:

1. San xuat cung cip thudc vao Viét Nam theo dung cac hd so, tai liéu da ding
ky v6iBo Y té va phai in hodc dan s6 dang ky dugc BO Y té cap 1én nhin thudc.

2. Chép hanh day da phap luat ciia Viét Nam va cac quy dinh cia BO Y té vé
san xuét, nhap khiu thuéc va Iuu hanh thude tai Viét Nam, néu cé bit cir thay ddi gi
trong qua trinh luu hanh thuoc & nudce so tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quan ly Duoc-Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chudn chét lwong cta thube theo quy dinh tai
Théng trr s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé chit
lwong thudc, nguyén liéu lam thudc, Thong tu so 03/2020/TT-BYT ngay 22/01/2020
cia Bo truong BO Y té sitra ddi, bd sung mot s6 diéu cia Thong tu 11/2018/TT-BYT
quy dinh vé chét luong thuoc nguyén liéu lam thude.

4. Cap nhat nhan thudc va td huéng dan sir dung thubc theo quy dinh tai Thong




tw 01/2018/TT-BYT ngay 18/01/2018 cia B truéng B6 Y té quy dinh ghi nhan thudc,
nguyén li€u lam thudc va to huéng dan sir dung thudc theo hinh thirc thay ddi, bb sung
giay dang ky luu hanh thudc quy dinh tai Thong trr 08/2022/TT-BYT ‘ngay 05/9/2022
cua BY truong BO Y té d6i v6i thude chua cép nhat ndi dung nhan thube, t& huéng din
sir dung thuoc theo quy dinh tai Thong tur 01/2018/TT-BYT ngay 18/01/2018 ctia Bo
truéng BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
g1ay dang ky luu hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gom ca mau nhan va t& huéng dan sir dung thuoc) phai nhap khau va lwu hanh véi cac
n¢i dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thdi han
hi¢u luc cua gidy ding ky Iru hanh thube, nguyén lidu lam thudc. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trich nhi¢m thuc
hién thay d6i co s¢ ding ky theo quy dinh tai Thong tw s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s& dang ky khong con du dleu kién hoat dong.

7. Co s& ding ky thube phai bao cdo BO Y té (Cuc Quan 1y Duoc) vé cép nhat
tinh trang dap g Thuc hanh tot san xut cia co 8¢ sdn Xuét thuoc nguyén li€u lam
thudc. Truong hop co s¢ san xuét bi thu hdi gidy phép san xuit hozc khong déap mg
Thuc hanh t6t san xut thudc, nguyén liéu 1am thudc & nudc sé tai, co s& phai thyc

hién vi€c bao céo trong thoi han 15 ngay ké tir ngay c6 thong bdo cia co quan quan ly Eﬁﬁ
c6 thim quyén nuéce so tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6 cONC
54/2017/ND-CP ngay 08/5/2017 ciia Chinh pht quy dinh chi tiét mot s diéu va bién 68 NI

phép thi hanh Luét Dugc.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc tlep
tuc sir dung so dang ky da cap trude khi gia han trong thoi han ti da 12 thang ké tur
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop v6i cac co s didu tri dé thuc hién theo ding céac quy dinh hién
hanh v& thudc ké don, theo doi an toan, hiu qud, tac dung khong mong mudn cua
thudc trén nguoi Vi€t Nam va tong hop, bio cdo theo quy dinh tai Piéu 5 Thong tu s6
08/2022/TT-BYT d6i véi cac thudc trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Dleu 3. Quyét dinh ¢ hiéu lyc ké tir ngay ky ban hanh.

Dleu 4. Giam ddc So Y té cac tinh, thanh phd tryc thudc trung uong, giam doc
nha san xut va co s& ding ky c6 thudc tai Pidu 1 chju tréch nhiém thi hanh Quyét
dinh nay./.

Noi nhgn: ____CUC TRUGNG
- Nhu biéu 4; R LG

- Bo trudng (dé b/c);

- TTr. D6 Xuan Tuyén (€ b/c);

-Cuc Quan Y - B) Quéc phong, Cuc Y té - B$ Cong a
Cuc Y té GTVT - B Giao thong van tai;

- Tong Cuc Hai quan - B Tai chinh; ?
- Bao hiém X4 hoi Viét Nam; - =5 X .

- B Y t& Vu PC, Cyc QLKCB, Thanh tra B3, Van Vi Tuan Cuong
phong HDTV cép GPKLH thudc, NLLT;

- SO Y té cac tinh, thanh pho truc thu¢c Trung wong;

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

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK dugc phim;

- Cac Bénh vién & Vién c6 giudng bénh truc thugc BYT;

- Trung tdm mua sam tap trung thude quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD. )

- Liru: VT. KT (2b) (NT).




Phu lucI

DANH MUC 14 THUOC NUGC NGOAI PUQC CAP GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124.2

(Kém theo Quyét dinh s6: ... $4....../0D-QLD, ngay 23./91./2025.ciia Cuc Quan 1y Durgc)

STT Tén thudc Hoat chit chinh Dang Quy cach Tiéu Tuoi So ding ky
~Ham hrgng | baoché | dénggéi | chuidn | the
(thang)
2) 3 (©) ()] (6 () @)

1. Co s& ding ky: Acme Generics Private Limited (Dia chi: Plot No.132, 2nd Floor Sector 82,
JLPL, Mohali, Mohali, Punjab, India, 140308, India)

1.1. Co s& sian xuit: Acme Generics Private Limited (Dia chi: Plot No.115, HPSIDC Industrial
Area Davni, P.O. Gurumajra, Tehsil Nalagarh Distt. Solan (H.P.)-174101, India)

Thyrobest 75 | Levothyroxine Vién nén Hop 3 vi x NSX 24 890110008025
Sodium 75mcg khong bao | 10 vién

2. Co's¢ dang ky: Actavis International Limited (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga, LOA 6000, Malta)

2.1. Co & san xuit: Actavis Ltd (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun ZTN3000,
Malta)

Atorvastatin Atorvastatin (duéi | Vién nén Hop 3 vix NSX 24 535110008125
Teva 10mg dang Atorvastatin | bao phim 10 vién

calcium trihydrate)

10mg

3. Co's¢ diang ky: Brawn Laboratories Limited (Pia chi: C-64 Lajpat Nagar-1, Second Floor, South
Delhi, New Delhi-110024, India)
3.1. Co sé san xuat: Brawn Laboratories Limited (Dia chi: 13 NIT, Industrial area, Faridabad-

121001 Haryana, India)

Fimadro-500 | Cefadroxil Twong | Viénnang | Hop 10 vix USP 24 890110008225
duong Cefadroxil | cing 10 vién hién
khan 500mg hanh

4. Co sé diang ky: Cong ty Co phan kinh doanh thwong mai Skyline (Pia chi: Ting 2, O 56 7, Day
B, L6 TT06, Khu dé thi méi Tdy Nam Linh Pam, Phuong Hodng Liét, Quan Hoang Mai, Thanh phé
Ha Noi, Viét Nam)
4.1. Co s6 san xuit: Arena Group S.A. (Dja chi: Bd.Dunarii, nr.54, Oras Voluntari, Jud. Ilfov, cod
077190, Romania)

Alopurinol Allopurinol 100mg | Vién nén Hop 10vix | NSX 36 594110008325
Arena 100 mg 10 vién
Tablets

5. Co sé¢ dang ky: Cong ty TNHH Dwgc M§ Pham HTM (Pia chi: Lau 3-4, sé 101 An Binh, Phuong
06, Quan 5, thanh pho Hé Chi Minh, Viét Namy)

5.1. Co sé san xuit: Square Pharmaceuticals Ltd. (Dia chi: Square Road, Salgaria, Pabna,
Bangladesh)

Linita Tablet | Linagliptin Smg Vién nén Hop 3 vix NSX 24 894110008425
bao phim 10 vién;
Hop 2 vi x
10 vién




STT | Tén thubc Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham lugng bio ché | dong goi | chuin tho ia han lan
(thang) (So diang ky gia
di cip) han
@ 2 3) (C)) 3 (6) ) ®) ®
33 Brudopa Dopamine Dung Hop 5 6ng | USP 24 890110012925 01
Hydrochloride dich ti€ém | x Sml hién (VN-19800-16)
200mg truy€n hanh
34 Mica 250 Amikacin (dudi Dung Hop1llox | USP 24 890110013025 01
dang amikacin dich tiém | 2ml hién (VN-19803-16)
sulfat) 250mg hanh
35 Mica 500 Amikacin (dudi Dung Hopllox | USP 24 890110013125 01
dang amikacin dich tiém | 2ml hién (VN-19804-16)
sulfat) 500mg hanh
36 |Triamcinolone| Triamcinolon Vién nén | Hop 10 vi BP 36 890110013225 01
tablets BP 4mg x 10 vién 2021 (VN-22237-19)
4mg
20.2. Co s& san xuit: Brawn Laboratories Ltd (Dia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
37 Meloxicam | Meloxicam 7,5mg | Vién nén | Hop 10 vi BP 36 890110013325 01
tablets BP bao phim | x 10 vién | 2019 (VN-21688-19)

21. Co s6 dang ky: Cadila Pharmaceuticals Ltd. (Dja chi: Cadila Corporate Campus, Sarkhej

Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
21.1. Co s& san xuét: Cadila Pharmaceuticals Ltd. (Dia chi: 1389, Trasad road, Dholka - 382225,

District: Ahmedabad, Gujarat, India)

38 | Haem up Sét nguyén td Dung Hop 5 6ng | USP 24 890110013425 |. 01
Injection (dudi dang phirc | dich tiém | x 5Sml 39 (VN-21693-19) _;«\
hop sat hydroxyd p i)
v&i sucrose) *
20mg/ml 4 */

22. Co s& ding ky: Cong ty CS phin Dwgc - Thiét bi Y t& Da Ning (Dia chi: 02, Phan Pinh Phi#g,
phwong Héi Chéu 1, qudn Hdi Chéu, TP. Pa Néng, Viét Nam)
22.1. Co sé san xuat: Ying Yuan Chemical Pharmaceutical Co., Ltd. (Dia chi: No. 26, Shin Chong

Road, Tainan, Taiwan)

’

39 Prednisolone | Prednisolone 5Smg | Vién nén | Chai 100 NSX 48 471110013525 01
5mg vién; Chai (VN-19373-15)
Tablets 1000 vién
N Y.

40 Suroate Bromhexine Vién nén | Chai 100 NSX 48 471100013625 | 01
Tablets hydrochloride vién; Chai (VN-16932-13)
"Honten" 8mg 500 vién

23. Co sé¢ ding ky: Cong ty c6 phan dwge MK Viét Nam (Pja chi: O dat s6 42, 16 déat TT-A2, khu
dé thi thanh phé Giao Luu, Phuong Cé Nhué 2, Quén Bdc Tir Liém, Thanh phé Ha Néi, Viét Nam)
23.1. Co sé san xuit: Antibiotice SA (Dia chi: Str.Valea Lupului, nr.1, Municipiul lasi, Judet lasi,
cod postal 707410, Romania)

41 Crutit Clarithromycin Viénnén | Hop2 vix | NSX 24 594110013725 01

500mg bao phim | 10 vién (VN-22063-19)




