8 CONG TY TNHH DUCC PHAM & . 3 )
# 1 TRANG THIED RIY TE CONG HOA XA HOI CHU NGHIA VIET NAM
i,

AR HOANG BUC Poc lap — Tw do — Hanh phue

ISO{:J['.!]F(;{G?SUE)K
Vi S Kboe Ging 80ag
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Kinh giri: SO Y TE TINH KIEN GIANG

Loi diu tidn, Cong ty TNHH Duwge Pham va Trang Thiét Bi Y té Hoang Dirc chén
thanh cam on Quy S& di quan tAm Ung hd cac san phAm cua cong ty chung t6i phan phéi
trong sudt thoi gian qua.

. Cén cik Quyét dinh s6 1465/QD-SYT ngay 16/05/2024 cua Gidm déc S¢ Y té tinh
Kién Giang vé viéc phé duyét két qua lwa chon nha théu G6i s6 1: G6i thau thudc generic
cdp cteu thugc K& hoach lya chon nha thau goi théu cung cdp thudc tdp trung tinh Kién
Giang, giai doan 2023 — 2025 (dot 3),

_ Can cir khé ndng cung vmg hang héa cia Cong ty TNHH Duwogc Pham & Trang
Thiét Bi Y té Hoang Dikc.

Céng ty TNHH Dugc Phdm va Trang Thiét Bi Y ¢ Hoang Dt 1a nha phan phéi
chinh thttc cho san phdm Combiwave SF 125 (Moi lidu hit chita Salmeterol 25mcg (dudi
dang Salmeterol xinafoate) va Fluticason propionat 125mcg). Chung t61 d4 tring thau san
phém Combiwave SF 125 va dang cung tmg v6i s6 dang ky VN-18897-15 tai Quy S&.
Nhung hién tai, san phdm nay dd duge Cuc Quan ly Duoc cap s6 dang ky mdi
890110028823, 16 hang theo s6 ding ky méi nay da vé kho va s& cung tmg cho Quy S6.

Bing vin ban nay, chung toi xin bd sung sb dang ky méi va cung tmg san pham
Combiwave SF 125 theo sb ding ky méi 890110028823 va mAu nhin méi. Viéc thay doi
ndy khong anh huéng dén céc thong tin khac cfing nhu chét lugng san pham. (dinh kém
Owyét dinh s6 146/QD-QLD ngay 02/03/2023 cuia Cyc Quan Ly Duroc).

Kinh mong Quy SO xem xét va chp thuén.

Tréan trong cdm on va kinh chao!

Noi nhin:
- Nhu trén
- Luu phong thdu

OANG TRUNG
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MARKETING AUTHORlZATION
(CAP LAl) ‘

Ténthube ' : ‘ it g Comblwave SF 125

Name of Drug i p: <
Thanh phén chmh hém luomg : o Salmetero! x1nafoate 5 808mg. Flutlcason propionat
Active Ingredients, Stmngtn . ‘4: - . 20mg; (twong: duwong - 120-liéu hit x 25mcg salmeterol

+125meg fluticason propionat); |

Qm cach déng goi, ‘bao ché R Oy ‘-Hép 1 b]nh 120 lleu Thuéc hit dlnh heu
Packing Size, Dosage. form‘ . L Reskike b ;
Tiéu chudn chét luo'ng 3
Quality Spec:f catlon.. ;

Han dung g
Shelf- life:. 7is Fg
6 gidy phép. Iu'u hénh sén phém (SDK)
Marketing Authorization Number :
s quyét dinh

Appraval Decision Number:

Higu Iuc cda gidy phep Twu hénh sén pham cé glé tr| ‘aén’ ngay 26/5/2020
Expiration Date of this Markelmg Authonzation L

Ténco s& dang ky - Glenmark Pharmaceutlcals Ltd
Name of Marketmg Authonzafton Holder

FVN18897,15J B TRARCE ] &
' ' Ngay chp: 26/05/2015 oW

Date of Issuance 3

: 270/QLD-DK

BIZ Mahalaxml Chambers 22 Bhu!abhal Desal Road

Bjachi. . x

Address: .ol Mumbal-400 026 - India’

Tén co 86 $an xuét i Glenmark Pharmaceutlcals Ltd

Name of Manuf

Pia chi | ¢ (Umt m Vlllage Klshanpura Baddt-Nalagarh Road,

Address: Tehsnl Baddt Dlstt Solan, (H P) -173 205 India. - India

Hé ch ngathhang Y-ndm 2017
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1- Giy phep qu hanh sén pham nay dwacc theo. dung hd sof *.: '?
déng ky thuéc aa dwcxc B& Y té phé duyet ' :

appmved by the Vistnam Mlnlsrry of Health.
2- BAt cir sy thay déi ndo vé ndi dung clia glay phep phai duqc
Cyc Quén ly dugc - BY Y té xac nhan, -

Any variations of the contents of tha marketing authorizaltion are requmad ta be
adopted by rhe Drug Administration of Vietnam.




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - T do - Hanh phic
gb: 146 /Qb-QLD Ha Noi, ngay 02 thdng03ndm 2023
QUYET PINH

Vé viéc ban hanh danh muc 170 thudc nuwéc ngoai
duge gia han gidy ding ky luru hanh tai Viét Nam - Dot 112

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Céin cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc ning, nhiém vu, quyén han va co cau to chirc ciia BO Yte;

Can cie Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ctia Bo truémg Bo Y
té quy dinh chitc ndng, nhiém vy, quyén han va co cau 10 chirc cua Cuc Quan ly
Duwoc thuoc Bo Y té;

~ Can ci Théng tuw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trueéng Bo Y
16 quy dinh viéc ding ky luu hanh thuée, nguyén liéu lam thudc;

Cén cir y kién cua Hoi cﬁng tw van cap gidy ding ky lwu hanh thuéc,

nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi ctia Trudng phong Dang ky thuéc - Cuc Qudn Iy Dueoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 170 thu(f)c nude
ngoai dugc gia han giay dang ky luu hanh tai Viét Nam - Dot 112, bao gdm:

1. Danh muc 161 thudc nuée ngoai dugc gia han gidy dang ky luu hanh
hiéu lyc 05 nam - Dot 112 (tai Phu luc I kém theo).

2. Danh muc 09 thubc nuée ngoai duge gia han gidy dang ky luu hanh
hiéu lyc 03 ndm - Dot 112 (tai Phu luc II kém theo).

Pidu 2. Co s& san xuit va co so dang ky thude c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac hf) SO tai ligu da déng ky
v6i B Y té va phai in hodc dén so dang ky duoc B Y te cap 1én nhan thudc.

2. Chép hanh day du phap luat cua nuée CHXHCN Vit Nam va cac quy
dinh cta E:C) Y té vé nhép khau thuoc va luu hénh thudc tai Viét Nam, néu c6 bat
ctr thay d6i gi trong qua trinh luu hanh thudc & nudc so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - BO Y t€ Viét Nam.

3. Thuc bién viéc cap nhat ti€u chuan chét luong cua thubc theo quy dinh
tai Thong tu 0 11/2018/TT-BYT ngay 04/5/2018 cia Bo truéng B Y t€ quy
dinh v& chét luong thudc, nguyén li€u lam thuoc.




4. Thube duge gia han gifly dang ky luu hanh tai Phy luc I va Phu luc II
Quyét dinh ndy nhung chua ndp hd so cap nhat ndi dung nhin thudc, to huong
din st dung thubc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay
18/01/2018 cua BO truéng BO Y té thi phai thuc hién vi€c cép nhét theo quy
dinh tai diém b Khoan 1 Didu 37 Thong tu s6 01/2018/TT-BYT trong thoi han
12 thang ké tir ngdy duoc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thube duoc
gia han gifly dang ky luu hanh tai Phy luc I va Phu luc 11 c6 thay ddi vé ndi dung
hanh chinh (bao gom cd méu nhan va to huéng dan sir dung) phai nhp khau,
luu hanh v6i céc ndi dung da duoc phé duyét thay dbi trong ho so dang ky gia
han.

6. Phbi hop voi cac co s6 didu tri dé thuc hién theo dung cdc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiu qua, tic dung khong mong
muén coa thude trén nguodi Viét Nam va tdng hop, béo céo theo quy dinh tai
Didu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cia By truong BO Y té
quy dinh viéc ding ky luu hanh thube, nguyén liéu 1am thudc dbi v6i cac thube
thudc Danh muc tai Phu luc I ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky phai dam bao duy tri diéu kién hoat dong ctia co s& ding
ky trong thoi gian hi¢u luc ctia gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khong con dip ing du diéu kién hoat dong, co s ding
ky phai c6 trach nhiém thuc hién thay ddi co sé ding ky theo quy dinh tai Thong
fur s6 08/2022/TT-BYT ngay 05/9/2022 cita B§ trudng Bo Y t€ trong thoi han 30
ngdy ké tir ngdy co s& dang ky khong con du diéu kién hoat dong.

8. Co s¢ ding ky thudc phai bao cdo Bo Y té vé& cap nhat tinh trang dap
tmg Thyc hanh t6t san xudt cia co s& san xudt thudc, nguyén liéu lam thudc.
Trudng hop co sO san xuét bi thu hdi gidy phép sén xuét hodc khong dap tng
Thue hanh tét sin xuét thube, nguyén liéu lam thubc & nudc sé tai, co s¢ phai
thuc hién viéc béo céo trong thoi han 15 ngay ké tir ngay c6 thong bdo clia co
quan quén ly ¢ thAm quyén nuée sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot sb diéu va bién phap thi hanh Luat Dugc.

9. Pbi voi cac thube c6 sb thu tu 8, 9, 10, 11, 15, 16, 17, 20, 21, 33, 37,
57, 58, 67, 88, 93, 94, 95, 132, 140, 145, 146, 147, 153, 159 tai Phu Iyc I ¢6 dé
nghi thay d6i mAu nhén, huéng dan st dung trong hd so ding ky gia han: Co s6
dang ky thyc hién thu tuc d& nghi thay doi mau nhan, t& huéng dan sir dung theo
hinh thirc dang ky thay dbi bd sung sau khi Quyét dinh nay ¢ hiéu luc.

10. Céac thudc duoge gia han giéy dang ky Iuu hanh tai Phu luc I va Phu luc
II Quyét dinh nay duoc tiép tuc str dung sb dang ky da cap truée khi gia han
trong thoi han t6i da 12 thang ké tir ngay duogc chp sd dang ky gia han theo quy
dinh tai Phy luc VI ban hanh kém theo Thong tu s 08/2022/TT-BYT.

Pitu 3. Quyét dinh c6 hiéu lyc ké tir ngy ky ban hanh.




Pidu 4. Giam dbc S& Y té cac tinh, thanh phd true thude trung vong, gidm
dbc nha san xuét va co s& dang ky ¢ thude tai Dicu 1 chju trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhgn:

- Nhu Piéu 4;

- B6 trudng (dé ble);

- TTr. B Xuan Tuyén (dé b/c);
- Cuc Quén Y - B6 Quéc phong, Cuc Y té - Bo Con.
an; Cuc Y t& GTVT - Bo Giao thong van tai; Tén
Cuc Hai quan - B§ Tai chinh; ;
- Bao hiém Xa hoi Viét Nam; - e X .

- B6 Y t: Vu PC, Cuc QLYDCT, Cyc QLKCB, Vii Tuin Cuong
Thanh tra B&.

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

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

- Tong Cong ty Dugc VN-CTCP; Céc Cong ty XNK

dugc phim;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (10b).




Phu luc I

DANH MUC 161 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 112

(Ban hianh kém theo quyét dinh s6: ..146...../OP-OLD, ngay 92../03./.2023¢ciia Cuc Qudn Iy Dugc)

Sb ding ky S6

Hoat chét chinh — Dang Quy cach Tiéu Tubi gia han lan

STT | Tén thudc Ham lwong baoché | dénggoi | chudn | tho (S6 dangky | gia
(thang) da cip) han

1) ) 3) 4 5) (6) @) ®) O]

1. Co sé ding ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)

1.1. Co s& san xuit: Gilead Sciences Ireland UC (Pja chi: IDA Business and Technology Park,
Carrigtohill, Co. Cork, Ireland)

1 Vemlidy Tenofovir vinnén | HOpllox | NSX 48 539110018823 01
alafenamide (dudi | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg

2. Co s¢ dang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-28
DUO Tower Singapore 189352, Singapore)

2.1. Co s& san xudt: Laboratorios Recalcine S.A. (Dia chi: Av. Carrascal No. 5670, Quinta Normal,
Santiago, Chile)

2 Drosperin | Drospirenone 3mg, | Viénnén | HOp1vix | NSX 36 780110018923 01
Ethinyl estradiol bao phim | 28 vién, (21 (VN-16308-13)
0,03mg vién c6 chira
hoat chét, 7
vién chi
chira ta
duogc)
3 Rinofil Drospirenone 3mg , Siro Hop 1 Chai | NSX 24 780110019023 01
syrup Ethinyl estradiol x 100ml; (VN-18922-15)
2.5mg/5ml 0,03mg Ho6p 1 Chai
x 15ml

3. Co'sé'dang ky: Actavis International Ltd (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga LOA
6000, Malta)

3.1. Co sé san xuit: Actavis Ltd. (Pia chi: BLB 016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)

4 Olmed Smg Olanzapine Smg Viénnén | Hop 4 vix7 | NSX 36 535110019123 | 01

bao phim vién (VN-17627-14)
3.2. Co'sé san xut; Actavis Ltd. (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)

5 Freeclo Clopidogrel (du6i | Viénnén | Hop3vix | NSX 36 535110019223 01

dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg

6 Olmed Olanzapine 10mg | Viénnén | Hop 4 vix 7 | NSX 36 535110019323 01

10mg bao phim vién (VN-16887-13)

3.3. Co s6 san xuit: Balkanpharma - Razgrad AD (Dija chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria)

7 Dex-Tobrin | Tobramycin 3mg/ml | Hon dich Hop 1 1o NSX 24 380110019423 01
(dudi dang nhé mat (VN-16553-13)
tobramycin sulfate);
Dexamthasone
Img/ml




3%/0/
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Sb ding ky Sb
Hoat chét chinh — Dang Quy cach Tiéu Tudi gia han lin
STT | Tén thubc Ham lwong bao ché dong goi chuén tho (S6 dang ky gia
(thdng) da cap) han
@ @) N©) (4) ®) © | @®) ©)
100 | Combiwave | MOi liéu phong thich | Thudec | Hop 1 Binh | NSX 24 890110028723 01
FB 200 (liéu qua ddu ngdm) | hit dinh | x 120 Lidu (VN-20171-16)
chtra: Budesonid lidu
160mcg/1an hit va dang
formoterol fumarat phun
dihydrat 4,5mcg/lan mu
hit, tuong duong mot
liéu chudn d6gdm
budesonid
200mcg/1an hit va
formoterol fumarat
dihydrat 6mcg/15n hit
101 | ‘Combiwave MBOi liéu hit chira ‘Thube | Hop 1 Binh | NSX 24 890110028823 | 01
SF 125 Salmeterol 25meg | hitdinh | x 120 Liéu (VN-18897-15)
(duéi dang liéu
Salmeterol xinafoate)
va Fluticason
propionat 125mcg
43.2. Co s& san xuat: Glenmark Pharmaceuticals Ltd. (Dia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)
102 Powercort | Clobetasol propionate | Kem Hop 1 Tuyp | NSX 24 890110028923 | 01
0,05% (kI/kI) bdida | x15gam (VN-20283-17)
103 | Tacroz Forte Tacrolimus 0,1% Thubc | Hop 1 Tuyp | NSX 24 890110029023 | 01
(kl/kD) mé x 10 gam (VN-20284-17)
43.3. Co s& san xuat: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. S-7, Colvale Industrial Estate,
Colvale, Bardez, Goa, India)
104 Glemont - Montelukast (dudi Vién Hop3vix | NSX 24 890110029123 | 01
IR 10 dang montelukast nén bao 10 vién (VN-18896-15)
sodium) 10mg phim
44. Co sé dang ky: Hyphens Pharma Pte.Ltd (Pia chi: 16 Tai Seng Street, #04-01, Singapore 534138,
Singapore)
44.1. Co sé san xuat: Medice Arzneimittel Piitter GmbH & Co. KG (Dia chi: Kuhloweg 37, 58638
Iserlohn, Germany)

105 Medikinet Methylphenidate Viénnang | Hop 3 vix | NSX 24 400112029223 | 01

MR 10mg | hydrochloride 10mg | gidi phong 10 vién (VN3-153-19)
capsules bién ddi
106 Medikinet Methylphenidate Viénnang | Hop 3 vix | NSX 24 400112029323 | 01
MR 20mg | hydrochloride 20mg | giai phong 10 vién (VN3-154-19)
capsules bién ddi
107 Medikinet Methylphenidate Viénnang | Hop 3 vix | NSX 24 400112029423 01
MR 5Smg hydrochloride Smg | giai phong 10 vién (VN3-155-19)
capsules bién ddi
45. Co s& dang ky: Laboratoire Aguettant (Pia chi: 1 rue Alexander Fleming, Lyon 69007, France)
45.1. Co so san xuét: Laboratoire Aguettant (Dja chi: I rue Alexander Fleming, Lyon 69007, France)

108 | Nicardipine Nicardipin Dung Hop 10 Ong | NSX 24 300110029523 01
Aguettant hydrochlorid dich tiém x 10ml (VN-19999-16)
10mg/10ml 10mg/10ml truyén

tinh mach
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- Cdch viét tét cdc tiéu chudn chdt luwong diroc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dzen

My (USP), Duoe dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chau du (EP), Dugc dién Quéc té
(F)...

2. 86 dding ky tai cot (8):

- 86 ding ky gia han la s6 ding kp dwoe cdp theo quy dinh tai Phu luc VI Thong tir 08/2022/TT-BYT ngay 05/09/2022
cua B truong Bo Y 1¢ quy dinh viéc dang ky heu hanh thubc, nguyén liéu lam thuéc.

- 86 déng ky da cdp (dwoc ghi trong ngodc don) 1d s déng ky dd duoc cdp trirée khi thude diroc gia han theo quyét
dinh nay.

- Cdc z‘huoc da duoc cdp s6 dang ky ldn dau trude ngay 01 thang 01 ndm 2023 dugc gia han gzay dang ky luu hanh
thi duoc tiep tuc sir dung so  dang ky dd cdp triede khi gia han trong thoi han toi da 12 thdng ké tir ngay duoc cdp s6
ding ky theo cdu triic méi.

24




CONG TY CPDP MINH DAN CONG HOA XA HQI CHU NGHIA VIET NAM
Sé: 544/CV-MD Poc 1ap — Ty do — Hanh phiic
(V/v:Bé sung thong tin thuéc)

Nam DPinh, ngay 03 thang 05 ndm 2025

Kinh giti: S& Y Té Kién Giang

Trude tién, Cong ty Cd phén Dugc phim Minh Dan, chén thanh cam on su tin

nhiém va quan tdm ctia Quy S& cho Cong ty trong thoi gian qua.

Can ctt Quyét dinh sb 1465/QBP-SYT ngay 16 thang 5 ndm 2024 cta Gidm doc S¢
Y té tinh Kién Giang v& viéc phé duyét két qua Lua chon nha thiu cung cap thudc tap
trung tinh Kién Giang, giai doan 2023-2025 (dot 3);

C#n it Cong van sb 5401e/QLD-DPK ngay 13/02/2025 vé viéc thay dbi, bd sung
d6i v6i thube da cdp GDKLH, cu thé mit hang Mizapenem 1g s6 dang ky 893110066624
duoc bd sung thém quy cach  hdp carton chira 10 lo kém 1 t& huéng dan st dung thube”.
Ca hai quy cach “hop 01 1o” va “ hop 10 lo” déu gibng nhau v&: Tén thude, hoat chét, ndng
d6, ham lugng, nhém TCKT, dang bao ché, dung tich lo, dudng ding, cach st dung, tudi
tho, nha san xuét, chét luong, gid ban khong thay d6i va gid k& khai/ ké khai lai d& duogc
ding tai trén cong thong tin ctia Cuc Quan 1y Duogc. (C6 hé so tai liéu dinh kém).

Nha thau chung t6i kinh trinh Quy Bénh vién xem xét cho Nha thdu duoc cung cap mit
hang Mizapenem 1g theo ca hai quy cach hop 1 lo va hop 10 lo. Ching t6i xin cam két
nhitng thong tin chiing t6i cung cép la hoan toan dung su that.

Bing vin ban nay, Nha thau chung t6i kinh mong Quy S¢& xem xét.

Xin chén thanh cam on!

Noi nhén: PAI DIEN HOP PHAP NHA THAU

- Nhu trén PHOFONG.GIAM DOC
~Luu VT. > ,
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oo e BO Y TE CONG HOA XA HQI CHU NGHIA VHAFNAM——-——
REHEUC QUAN LY DUQC Dgc Iap - Ty do - Hanh phyjie() Y BAN LHINH
. tha
S6: 90 /QDb-QLD Ha Néi, ngay 31 thang o1 nimaS g e, nam.
QUYET PINH

Ve v1ec ban hanh Danh mye 608 thuoc san xu 2

chirc nang, nhlem v, quyen h(m va co cdu to c/7u( cua Bo Y té;

Cén cit Quyét dinh $6 1969/QD BYT /zoczy 26/4/7023 cua Bo tr uon@B{OYT@W@ GIAM DOC

dinh chikc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan ly D @c thuo@%{&@
B Y té: OM

Cén cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo mr(mo B Y té
quy dinh viéc dang ky lwu hanh thudc, nguyen liéu lam thudc;

Can cir két ludn cua Hoi dono twr vin cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thuéc - BG Y té dot 192 phién 1 va phién 2 tai Céng vain 56 102/HPTV-VPHD
ngay 11/12/2023 va Céng vin s6 103/HPTV-VPHD ngay ]2/]2/2023 cua Van phong
Hoi dong tw vin cdp GPKLH thuéc, nguyén liéu lam thuoc;

Theo d@é nghi ciia Tr wong phong Ding ky thuée, Cuc Qudn Iy Dugc.

QUYET PINH:

Pidu 1. Ban hanh kem theo Quyét dinh nay danh muc 608 thudc san xudt trong
nudce duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc séan xuét trong nudc dugce gia han glay dang ky luu
hanh hi€u lyc 05 nam (Phu luc I keém theo).

2. Danh muc 70 thudc sén xuét trong nudc duoc gia han gidy ding ky luu hanh
hi¢u lyc 03 nam (Phu luc II kem theo).

3. Danh myc 09 thudc san xuit trong nuée duge gia han gidy dang ky lwu hanh
hiéu luc dén 31/12/2025 (Phu lyc I kém theo).

Diéu 2. Co's6 san Xuét va co s& dang ky thude ¢6 trach nhiém:

1. San xuét thude theo ding céc ho 50, tai liéu dd ddng ky v6i BO Y té va phai
in s§ ding ky duge Bo Y te Viét Nam cdp 1én nhén thuoc

2. Chi duoc sén xuat, dua ra luu hanh cac thude kiém soat dic biét khi c6 Gidy
chimg nhan du diéu kién kinh doanh duoc pham vi kinh doanh thude phai kiém soat
ddc bi¢t phu hop voi pham vi hoat dong clia co s dap ting quy dinh tai khoan 5 biéu

143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luat Duoc.

3. Thuc hién vigc cép nhat tiéu chuan chat lugng cta thude theo quy dinh tai
Thong tu sb 11/72018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy dinh vé
chat luong thude, nguyén liéu 1am thude.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thube, to hudng dan st dung thude theo quy dinh
cua Thong tw 01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng Bo Y té thi phai thuc
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hign cap nhét theo quy dinh tai diém b Khodn 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 théang ké tir ngay duoc gia han glay dang ky luu hanh.

S. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuée dugc gia han
g,lay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm cd mau nhan va to hudng dan su dung thudc) phai san xudt va luu hanh véi cac
no6i dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s¢ ddng ky thude phéi bao dam duy tri didu kién hoat dong trong thoi gian
hi¢u lyc cta gidy dang ky luu hanh thude, nguyén lidu lam thude. Trong trudng hop
khong con dép tng du diéu kién hoat dong, co sé déng ky phai c6 trich nhiém thuc
hién thay d6i co so ding ky theo quy dinh tai Théng tu s 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s0 ding ky khong con du diéu kién hoat ddng.

7. Co s san xudt thude phai bao dam cac diéu kién hoat dong clia co s san
xudt trong thoi han hiéu luc cua gidy déng ky luu hanh thude, nguyén li¢u lam thude.

8. Céc thuoc dugc gia han gidy dédng ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cép truge khi gia han trong thoi han t6i da 12 thang ké tur
ngay duoc 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 cdc quy dinh hién
hanh v& thudc ké don, theo doi an todn, hi€u qua, tdc dung khong mong mudn cua
thube trén nguoi Viét Nam va tong hop, béo cdo theo quy dinh tai Bidu 5 Thong tu 50
08/2022/TT-BYT ddi véi céc thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay co higu luc ké tur ngdy ky ban hanh.

Piéu 4. G1am déc S& Y té céc tinh, thanh pho true thudc Trung wong va Giam
dbc co s6 san xudt va co so ddng ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: ____CUC TRUONG

- Nhu biéu 4; 275, T S

- BT. Bao Hong Lan (dé blc); o )
- TT. B4 Xuén Tuyén (dé blc);

- Cuc Quany - Bo Qudc phong, Cuc Y té - B Cong an;
-Cuc Y ¢ GTVT - Bj Giao théng van tai;

- Tong Cuc Hai quan - Bd Tai chinl;

- Bdo hlem xa h¢i Viét Nam; i X .

- B Y té: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cuwong
BO, Van phong HDTV cap GDKLH thube, NLLT;

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

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh trye thuge B Y té;

- Trung tam mua sam tap trung thube quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT:
Website;
- Luu: VT, BKT (C.H) (02b).




Phu luc I
'DANH MUC 529 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 192
(Kém theo Quyét dinh s6 90
ctia Cuc Quan ly Duoc)

/OD-QLD ngay 31 thang 01 nam 2024

STT | Ténthudc [ Hoat chit chinh- | Dang bao |Quy cach dong goi| Tieu | Tuoi So ding ky | S61an
Ham lugng ché chuin tho gia han gia han
(théang) | (S6 asng ky
da cip)
(1) (2) (&) @ 3) Q) O] ® ©)

1. Co s¢ ding ky: Alcapharm B.V (Pia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s& san xuit: Cong ty b phin Duwoec vt tu y té Hai Duong (Dia chi: S6 102, phé Chi Ling, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

|

Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 ng x 5ml;
Hop 12 6ng x 5ml;
Hop 6 éng x 5mll

DDBVN
v

24

893110047224
(VD-25862-16)

2. Co' & diing ky: Cong ty c¢6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Btrc Hoa Ha, huyén Dirc Hoa, tinh Long An,
Viét Nam)

2.1. Co sé sén xut: Cong ty cb ph?m Euvipharm (Dia chi: Ap Binh Tién 2, xa Duc Hoa Ha, huyén Buc Hoa, tinh Long
An, Viét Nam)

2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vi x 10 vién | DDVN 36 893100047324 1
500mg v (VD-26134-17)

3 |Arginin Mbi 5ml chira: L-  |Dung dich [Hop 2 vi x 10 dng NSX 36 893110047424 1

Euvipharm Arginin hydroclorid [udng x Sml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (dudi Vién nang [Hop 2 vix 10 vién | USP 43 36 1893110047524 I

500 mg dang cefaclor cung (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim Ig Ceftazidim (dudi Bt pha Hop | lo USP 43 36 893110047624 |
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) lg

6 |Cefjidim 2g Ceftazidim (dudi Bot pha Hop 1 lo USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg  |Cefdinir 300mg Vién nang |Hop | vix 10 vién [JP XVII| 36 |893110047824 |

cliing (VD-20693-14)
8 [Cormiron Amiodaron Vién nén Hép 3 vix 10 vién |JP XVII 36 893110047924 |
200 mg hydroclorid 200mg (VD-19861-13)

9  |Emerop 0,5¢ Meropenem (dudi  [Bot pha Hop 1 lo USP 40 36 1893110048024 1
dang meropenem  |tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop 1g Meropenem (dudi  |Bot pha Hop 1 lo USP 38 36 393110048124 ]
dang meropenem  [tiém (VD-19340-13)
trihydrat) Ig

[T |Enatril 5 mg Imidapril Viennén  |Hop 10 vix 10 vién [ JP XVII] 24 | 893110048224 1

hydroclorid Smg

(VD-19865-13)
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STT Tén thude Hoat chit chinh - | Dang bao | Quy cach dong goi Tiétl Tudi S6 dang ky | S614dn
Ham lwgng ché chuan tho gia han gia han
(thang) | (SO ding ky
da cap)
¢)) 2 3) G (©) (6) () 8) &)

30. Co's¢ ddng Ky: Cong ty Co phan Dugc pham Me Di Sun (Bia chi: S 521, Khu phd An Loi, Phudng Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)
30.1. Co sé' sén xuét: Cong ty C6 phan Dugc phim Me Di Sun (Dia chi: S§ 521, Khu phd An Loi, Phuong Hoa Loi, Thi
xd Bén Cat, Tinh Binh Duong, Viét Nam)

172 |Bepromatol 5 |Bisoprolol fumarat |Viénnén |Hép 03 vix 10 vien | NSX 36 893110064324 1
Smg bao phim (VD-29774-18)

173 |Eslatinb 40 Simvastatin 40mg  |Viénnén  |Hop 3 vi x 10 vién; | USP 40 36 893110064424 1
bao phim  |Hép 10 vi x 10 vién (VD-26874-17)

174 |Immulimus Tacrolimus Thubc m& [Hop 1 tuyp x 10g NSX 36 893110064524 1
0,03% 0,003g/10g (VD-26878-17)

175 |Medi-ambroxol [Ambroxol HCI Dung dich |Hop 20 ong x 5ml; | NSX 36 1893100064624 1
15mg/5ml ubng Hép 30 6ng x 5ml (VD-29784-18)

176 |Medibivo sol  |Bromhexin Dung dich  |Hép 4 vi x 5 ng NSX 36 893100064724 1
hydroclorid 4mg/  [udng Sml; Hop 6 vix 5 (VD-27935-17)

Sml éng Sml

31. Co's6 diing ky: Cong ty C6 phian Duge phim Medbolide (Dia chi: Phong 09, lau 10, toa nha The EverRich 1, 53 968
duong 3 thang 2, P.15, Q.11, TP. Ho Chi Minh, Viét Nam)
31.1. Co s& sén xuét: Cong ty C phéin Duge phim Me Di Sun (Dia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong,
Viét Nam)

177

Posisva 40

Pravastatin natri
40mg

Vién nén

Hop 03 vix 10 vién

USP
2022

36

893110064824
(VD-29793-18)

32. Co sé ding ky: Cong ty ¢6 phin Dugc phdm Minh Dan (bia chi: Lo E2, duong N4, khu cong nghigp Hoa X4,

phuong Loc Hoa, thanh phé Nam Dinh, tinh Nam Binh, Viét Nam)

32.1. Co's6 san xuét: Cong ty cb phin Dugc phim Minh Dén (bia chi: Lo E2, dwong N4, khu cong nghiép Hoa X4,
phudng Loc Hoa, thanh phé Nam Binh, tinh Nam Dinh, Viét Nam)

178 |Cefaclor 250mg [Cefaclor (dudi Vién nang [Hop 01 vix 10 NSX 36 893110064924 1
dang cefaclor cing vién; Hop 02 vi x (VD-18971-13)
monohydrat) 250mg 10 vién; Hop 10 vi
x 10 vién
179 |Cefradin 500mg |Cefradin 500mg Vién nang |[Hop 01 vix 10 NSX 36 [893110065024
cung vién; Hop 03 vi x (VD-20772-14)
10 vién; Hop 10 vi
x 10 vién
180 |Cefuroxime Ceturoxim (duoi Vién nén Hop Itaix 1 vix NSX 36 893110065124 1
250mg dang cefuroxim bao phim 10 vién; Hop 10 vi (VD-22939-15)
axetil) 250mg x 10 vién
181 |Cephalexin Cephalexin (dugi  |Vién nang |Hop 10 vi thangx | DDVN 36 893110065224 l
500mg dang cephalexin cling 10 vién; Hop 10 vi v (VD-18312-13)
monohydrat) 500mg chéo x 10
vién; Hop 5 vi chéo
x 12 vién

32.2. Co o sén xuét: Cong ty ¢ phin Dugc phim Minh Dan (Pia chi: L6 N8, duong N5, khu céng nghiép Hoa Xa,
phudng My Xa, thanh phd Nam Binh, tinh Nam Dinh, Viét Nam)

182

Aciclovir

200mg

Aciclovir 200mg

Vién nén

Hop 10 vi x 10 vién

NSX

36

893110065324
(VD-22934-15)




16

STT | Tén thude Hoat chat chinh - | Dang bao | Quy cAch dong goi Tiéu Tuoi Sé ding ky |Solan
Ham lugng ché chuin tho gia han gia han
(thang) | (SO dang ky
da cép)

1) 2) 3) (G (5) (6) Q) &) )

183 |Akavic 10 Perindopril arginin [Vién nén  |[Hop 3 vix 10 vién; | NSX 36 1893110065424 1
10mg bao phim  |Hop 10 vix 10 (VD-26184-17)

vién; Hop 30 vi x
10 vién

184 |Cefalemid 1g Cefamandol (dudi |Thudce bt [Hop 1 lo loai dung NSX 36 893110065524 |
dang cefamandol pha tiém tich 20ml (VD-28670-18)
nafat) g

185 [Ciprofloxacin  |Ciprofloxacin (duéi |Vién nén Hop 10 vix 10 vién | NSX 36 893115065624 1

500mg dang ciprofloxacin |bao phim (VD-22942-15)
hydroclorid) 500mg
186 |Diacerein Diacerein 50mg Viénnang |Hop 3 vix 10 Vién | NSX 36 893110065724 |
50 mg cling (VD-29797-18)

187 |Ethambutol Ethambutol Viénnén |HOp 10 vix 10 vién | NSX 36 893110065824 |
400mg hydroclorid 400mg |bao phim (VD-22943-15)

188 |Ibuprofen Ibuprofen 400mg  |Vién nén  |Hop 02 vix 10 DPVN 36 893100065924 1
400mg bao phim  |vién; Hop 10 vi x Vv (VD-22944-15)

10 Vién

189 |Metronidazol  |Metronidazol Viénnén  |Hop 10 vix 10 vién | DDVN 36 1893115066024 1
250mg 250mg v (VD-22945-15)

190 [Midataxim 2g |Cefotaxime (du¢i  [Thude bot | Hop 1 lo NSX 36 1893110066124 |
dang cefotaxim pha tiém (VD-21323-14)
natri) 2g

191 |Midazoxim lg |Ceftizoxime (dudi |Thudc bot Hop 01 lo; Hop 10 NSX 36 | 893110066224 |
dang ceftizoxime  |pha tiém lo; Hop 1 lo thude (VD-20452-14)
natri) lg bdt pha tiém kem |

dng nude cét pha
tiém Sml

192 |Midepime 0.5g |Cefoxitin (dudi Thude bot  [Hop 1 lo dung tich | USP 44 36 893110066324 1
dang cefoxitin pha tiém 20ml; Hop 10 lo (VD-29011-18)
natri) 0,5g dung tich 15ml

193 [Midepime 2g  |Cefoxitin (dudi Thude bot  |Hop 1 lo NSX 36 1893110066424 |
dang Cetoxitin pha tiém (VD-29012-18)
natri) 2g

194 |Midoxime lg  |Cefepim (dudi Thude bot Hop I lo loai dung NSX 36 893110066524 ]
dang cefepim pha tiém tich 20ml (VD-31135-18)
hydroclorid) Ig

195 |Mizapenem lg |Meropenem (dudi | Thudc bot Hop 1 lo NSX 36 893110066624 |
dang meropenem  [pha tiém (VD-20774-14)
trihydrat) Ig

196 |Paracetamol Paracetamol 500mg [Viénnén  [Hop 05 vi x 04 vién | NSX 24 1893100066724 |

500mg sui (VD-29013-18)
197 |Paracetamol Paracetamol 500mg [Viénnén  |Hop 10 vix 10 vién | NSX 36 1893100066824 1
500mg (VD-23604-15)




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPjc lap - Ty do - Hanh phic
. SeSssesteasy - 9 P
S0: 5401e/QLD-DK Ha Noi, ngay 13thang 02 n& PYBAN CHINH
V/v thay dbi, b6 sung d6i véi thube Ngay. thang. .nam.
dad cap GbKLH

Kinh gii: CONG TY CO PHAN DUGC PHAM MINH DAN
Dia chi: Lo E2, duwong N4, KCN Hoa Xa, phuwong Loc Hoa, TP,Nam Binh, Nam
Pinh

Tra 101 hd so so tlep nhén so 95686/TTI1 ng,dy 12/6/2024 va cac tai li¢u lién
quan ctia cong ty vé viéc thay doi, bd sung dbi vai thude da duoc cép gidy dang ky
luu hanh;

Cin ctr Thong tu sd 08/2022/TT-BYT ngay 05/9/2022 cua Bo Y t& quy dinh
viéc ding ky lwu hanh thudc, nouyen lidu lam thudc;

Cén ctr Bién ban thdm dinh hd so thay déi/bd sung cua cong ty, Cuc Quan ly
Dugc c6 v kién nhu sau:

Pong y v6i ndi dung dé nghi thay (101 bd sung duoc phé duyét kém theo cong
van nay d01 vai thude M1zapenem lg, sb dang ky 8931 10066624.

Ngoai n6i dung duoc phe duyét, cac ndi dung khac git nguyén nhu hd so ding
ky thuoc luu tai Cuc Quan y Dugrc.

Céc ndi dung thay dbi, bo sung néu trén dugc thye hién ké tur ngay ky cong van

ndy. Riéng ndi dung 1h'1y d6i, sau 12 thang ké tur ngay ky cong van nay, cdng ty
phai thuc hién theo ndi dung thay dbi da duoc phé duyét.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién dung cac quy dinh vé
ddng ky luu hanh thude./.

Noi nh(?n.' KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG

- Cuc truong (dé b/c);
- Luu: VT, DKT (Sg).

Nguyen Thanh Lim

pHG TENG GlAM DOC

18 Boin S Doank
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CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUGC PHAM MINILDAN Dge lap - Tw do - Fanh phite

BANG TONG HQP CAC NOIL DUNG THAY DOI

Bé sung quy cich dong goi: Fop 10 le loai dung tich 20 ml

Quy cach domg géi di dwoe phé duyé | Quy cdeh déug go6i bo sung

Hop 1o Hoép 10 1o

Nam Dinh, ngay (1 thing (& neim 204
CONG TY CO PHAN DUQC PHAM MINH DAN

ra




