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S6: 01-26/QD88/KH-TTMS
V/v: cdp nhdp thong tin cia san pham
Crutit (Clarithromycin 500mg)
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g C"}‘Y"’" ------------------- ’T‘rué'c'tién, Cong Ty C6 Phan Dugc Phim Khéanh Ha xin giri 16i chao va 1oi
So_‘_’?ﬂWh'?%E&i‘j@:ﬁM‘ Trung tdm vi sy hop tac trong sudt thoi gian qua.

Chung t6i 1a nha thau (m3 dinh danh: vn0315215979) d3 tring thdu Géi thiu: Géi
thau s6 03: Cung cip thudc cho cac tinh Mién Nam giai doan 2024-2026 dot 1 Ma
higu: PTTT.03.2024.1) theo Quyét dinh s6: 88/QD-TTMS ngay 14/11/2024. Trong
danh muc san phdm d4 tring thau c6 san phim: M4 thudc JO1FA09.01.01.N1, Crutit
(Clarithromycin 500mg), tuy nhién, hién tai san phdm Crutit (Clarithromycin
500mg) da diéu chinh cach ghi tén nha san xuit va nudc san xuét. Thong tin cu thé

-------

nhu sau:

i de e e R Z Tai li€éu chitrng minh
Noi dung Théng tin cii Théng tin thay doi dinh kém
Tén nha e o L Quyét dinh s6: 64/QD-
sin xu At S.C. Antibiotice S.A Antibiotice SA QLD ngy 23/01/2025
Xuat xi Rumani Romania do Cuc Quan ly Dugc

San pham Crutit d3 dugc 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 chung t6i van dang
cung cdp san phim Crutit véi cac thong tin trude thay déi. Dau nam 2026, khi da
cung cAp hét san phdm v&i thong tin cii thi chung t6i méi bét dau cung cip san phim
Crutit véi thong tin d4 thay doi trén. Viéc thay doi théng tin san pham chi 1a viéc
thay ddi cac thong tin in trén bao bi san phim va khong anh huéng dén chét luong
thudc.

Mong Quy Trung tdm sé& thong bao t6i cac co so' y té duoc phén bd san phim
Crutit.

Tréan trong!
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QUYET PINH
é viéc ban hanh danh muc 390 thudc mrée ngoai
J\gia han gidy dang ky luu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

at Dugc s6 105/2016/QH13 ngay 06/4/2016;
ghz dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu 16 chirc ctia Bo Y 16;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua Bj truong B Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chikc ctia Cuc Quan Iy Durge thudc
Bo Y té;

Can cir Tl hong tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trieong B Y 16 quy
dinh viéc dang ky leu hanh thudc, nguyén liéu lam thuoc

Can cir két lugn cua Hoi dong tw van cap gidy ding ky luu hanh thuoc, nguyén
liéu lam thuoc - Bo Y té dot 124 (phién 2) tai Cong van so 109/HDTV-VPHD ngay
07/01/2025 cua Vin phong Hoi dong tw vin cap GPKLH thudc, nguyén liéu lom
thudc;

Theo dé nghi ciia Truong phong Pang ky thuéce - Cuc Quan Iy Durgc.

QUYET DPINH:

})leu 1. Ban hanh kem theo Quyét dinh nay danh muc 390 thudc nuéc ngoai
duoc cap, gia han gidy dang ky luu hanh tai Viét Nam - Pot 124.2, cu thé:

1. Danh muc 14 thude nude ngoai duoc cap gidy dang ky luu hanh hiéu luc 05
nam - Dot 124.2 (tai Phu luc I kem theo).

2. Danh muc 03 thudc nuée ngoai duoc cap gidy dang ky luu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc II kém theo).

3. Danh muc 323 thudc nude ngoai duoc gia han gidy dang ky luu hanh hiéu
luc 05 ndm — Dot 124.2 (Phu luc 11l kém theo).

4. Danh muc 47 thubc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc 1V kém theo).

5. Danh muc 03 thudc nude ngoai duoc gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kem theo).

Piéu 2. Co s¢ san xuét va co s& dang ky thube cé trach nhiém:

1. San xuat cung cap thude vao Viét Nam theo ding cac hé so, tai liéu da dang
ky v6i BO Y té va phai in hodc dan sé ding ky duge Bd Y té cp 1én nhan thudc.

2. Chép hanh day du phap luat caa Viét Nam va cac quy dinh cia BO Y té vé
san xuat, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bét cur thay doi gi
trong qua trinh luu harh thuoc & nudce sé tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan Iy Duoc - B6 Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuén chét luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia BO trudng B Y té quy dinh vé chét
luong thude, nguyén liéu lam thudce, Thong tu sé 03/2020/TT-BYT ngay 22/01/2020
cua Bo truong Bo Y té sira doi, bo sung mét s6 diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chét luong thude, nguyén liéu lam thude.

4. Cap nhat nhén thudc va to hudng dan st dung thude theo quy dinh tai Thong



tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng B6 Y té quy dinh ghi nhan thudc,

n<ruyen liéu lam thude va to hudng dan sir dung thude theo hinh thire thay dbi, bd sung
glay dang ky luu hanh thube quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong Bo Y té d6i v6i thude chua cap nhat ndi dung nhan thude, to huéng dan
str dung thude theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta B
truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoc gia han
olay dang ky luu hanh theo Quyet dinh nay co thay déi vé ndi dung hanh chinh (bao
gdm ca mau nhan va to hudng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
no61 dung dé duoc 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 thot han
hiéu lucicua gidy dang ky luu hanh thu6c, nguyén liéu 1am thude. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co s& déng ky phai c6 trach nhiém thyuc

hién thay doi co sé dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du dleu kién hoat dong.

7. Co sé dang ky thude phai bao cao B6 Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap Ung Thuc hanh tot san Xuét ciia o sO san xuat thuoc nguyén liéu lam
thude. Truong hop co sé san xuat bi thu hoi gidy phep san xuat hodc khéng dap ung
Thuc hanh tot san xuét thude, nguyén liéu lam thude & nudc sé tai, co s& phai thuc
hién viéc bao cao trong thot han 15 ngay ké tur ngay c6 thong bao clia co quan quan ly
c6 tham quyén nude s6 tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat Duoc.

8. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc txep
tuc sir dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc cap s6 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 véi cac co s& diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thude ké don, theo dd1 an toan, hiéu qud, tac dung khong mong mudn cua
thube trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT dbi vé6i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 hidu lue ké tir ngay ky ban hanh.

Dleu 4. Giam doc S Y té cac tinh, thanh phd truc thude trung wong, giam dbc
nha san xuét va co s dang ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Piéu 4;

- BO truong (dé ble);

- 'TTr. P4 Xuan Tuyén (de b/c); [

- Cuc Quan Y - Bo Quéc phong, Cuc Y té - B6 Cong a

C ue Y t¢ GTVT - Bb Giao thong van tai; \
Tong Cuc Hai quan - B Tai chinh;

- Bao hiém X4 hoi Viét Nam: SR> X .

- B Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van Vi Tuin Cuong

phong HPTV cap GPKLH thudc, NLLT;

- 36 Y té cac tinh, thanh phé tryc thude Trung wong;

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

- Tong Céng ty Duge VN-CTCP;

- Cac Cong tv XNK duoc pham;

- Cac Bénh vién & Vién co giuong bénh truc thude BYT;

- Trung tdm mua sim tap trung thube quéc gia;

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

PCHN, VP Cuc; Website Cuc QLD. 2

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




(K2m theo Quyét dinh sé:

Phu luc IIT

DANH MUC 323 THUOC NUGC NGOAI DUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOT 124.2

.../OD-0LD, ngay?3../01./2025.ciia Cuc Quan Iy Dugc)

STT | Tén thudc | Hoatchit chinh Dang Quy cich | Tiéu | Tudi S6 diing ky ‘ So
< Ham lwong bao ché | dénggéi | chuin | tho gia han . lan

(thang) | (So ding ky gia

di cap) han

1) 2) 3) 4 ®) (6) () ()] (€]

1. Co s¢ dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Maplerree Business City, Singapore 117440, Singapore)
1.1. Co 86 san xuat: Aupa Biopiharm Co., Ltd. (Pia chi: 1 Kwang-Fu Rd., Huko/Hsin Chu Hsien,

Taiwan)
1 Mestinon Pyridostigmine Viénbao |Hop 1 lo NSX 36 471110009725 01
85.C. bromide 60mg duong 150 vién (VN-20356-17)

2. Co s¢ diing ky: Abbott L.aboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Smgapore /89352, Smgapore)
2.1. Co 55 san xuat ban thih phidm: Fournier Laboratories Ireland Limited (Dia chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)
Cé sé dong goi va xuat xwong: Astrea Fontaine (Pia chi: Rue des Prés Potets 21121, Fontaine les

Dijon, I-rance)

2 Lipanthy]
NT 145mg

Fenofibrate
(Nanopart; cules)

Vién nén
bao phim

Hop 3 vix | NSX

10 vién

36

539110009825
(VN-21162-18)

01

Hyangfmtm eup, Hwaseong—sz Gyeonggi-do, Republic of Korea)

3 |Pitalip

i

Pitavastatin
Calcium 2mg

Vién nén
bao phim

Hop3vix | NSX
10 vién;

Hop 10 vi
x 10 vién

36

880110009925
(VN-19931-16)

01

2.3. Co s& san xuat: Laboratorios Liconsa,
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)

S.A (Pia chi: Avda.

Miralcampo, N° 7, Pol. Ind.

4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 01
15mg nang bao | 7 vién (VN-21360-18)
tan trong
rudt
3 Scolanzo Lansoprazole Vién Hop2vix | NSX 24 840110010125 01
30mg nang bao | 7 vién (VN-21361-18)
tan trong
rudt 1

3. Co s¢ dang ky: Abil Chempharma Private Limited (Dia chi: B-1701, Lotus Corporate Park, Off
Western Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
3.1. Co 3¢ san xuat: Acme Formulation Pvt. Ltd. (Dia chi: Ropar Road, Nalagarh, Dist. Solan, H P.

174101, India)



STT | Tén thuoc | Hoatchiichinh | Dang | Quycich | Tiéu | Tudi S6 ding ky So
— Ham lwong bao ché | déng géi | chuin tho gia han lan
(thang) (S6 diang ky gia
da cz"ip) han
(0] 2) 3) (C)) ) (6) () ()] (&)
33 Brudopa Dopamine Dung Hop S ong | USP 24 890110012925 01
Hydrochleride dich ti€ém | x Sml hién (VN-19800-16)
200mg truyen hanh
34 Mica 250 Amikacin (duoi Dung Hop 1lox | USP 24 890110013025 01
dang amikacin dich tiém | 2ml hién (VN-19803-16) |
-sulfat) 250mg hanh ‘
35 Mica 500 Amikacin {dudi Dung Hop1lox | USP 24 890110013125 01
dang amikacin dich tiém | 2ml hién (VN-19804-16)
sulfat) 500mg hanh .
36  |Triamcinolone| Triamcinoion Viénnén | Hop 10 vi BP 36 890110013225 | 01
tableis BP 4mg x 10 vién 2021 (VN-22237-19)
4mg |
20.2. Co' sé san xuat: Brawn Laboratories Ltd (Pia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
37 Meloxicam | Meloxicam 7,5mg | Viénnén | Hop 10 vi BP 36 890110013325 ; 01
tablets BP bao phim | x 10 vién 2019 (VN-21688- 19)'\
21. Co s& dang ky: Cadila Pharmaceuticals Ltd. (Pia chi: Cadila Corporate Campus, Sar
Dholka Road, Bhat Ahmedabad Gujarat — 382210, India) k"
21.1. o s¢ san xuat: Cadila Pharmaceuticals Ltd. (Pia chi: 1389, Trasad road, Dholka - 35329,, ¥
Districi: Ahmedabad, Gujarat, India) A/
38 | Haem up Sat nguyén to Dung Hop 5 éng | USP 24 89011001342 ! 01
Injeciion (dudi dang phuc | dich tiém | x Sml 39 (VN-21693-19) |
hop sat hydroxyd l
| v&i sucrose)
| 20mg/ml

22. Co sé ding ky: Céng ty C6 phan Duwgrc - Thiét bi Y té Pa Ning (Pia chi: 02, Phan Pinh Phimg
phwong Hai Chdu 1, quén Hai Chdu, TP. Pa Néng, Viét Nam)

22.1. (o s6' san xuat: Ying Yuan Chemical Pharmaceutical Co., Ltd. (Bia chi: No. 26, Shin Chong
Road, Tainan, Taiwan)

39 Prednisolone | Prednisolone Smg | Viénnén | Chai 100 NSX 48 471110013525 | 01
Smg vién; Chai (VN-19373-15) |
Tablets 1000 vién |
IIY. ?"." |

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

23. Co s& diing ky: Cong ty ¢ phan dwee MK Viét Nam (Pia chi: O dét sé 42, 16 dat TT-A2, khu

do thi thanh phé Giao Luu, Phieong C6 Nhué 2, Qudn Bdc Tie Liém, Thanh phé Ha Néi, Viét Nam)

23.1. Co' s& san xuat: Antibiotice SA (Dia chi: Str.Valea Lupului, nr.1, Municipiul lasi, Judet lasi,

codpo ul 707410, Romama/

I Cr' r‘

LFSR A3 H L E

lanthron‘ycm
5 OOmg

Vién nén
bao phim

| Hop 2 vi x

10 vién

L AR R AR RSB SRR
NSX 24 594110013725 | 01
(VN-22063-19) |




