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Vi Sdt Khioe Céng Bong
So.: 2712/2024/TENDER
Viv: Cdp nhdt 56 dang ky mai thuée Zolafren

KINH GUI: SO Y TE PONG NAI

Loi diu tién, chung t6i, Céng ty TNHH Dwge Phim va Trang Thiét Bi Y Té
Hoang Dire xin giri 101 cam on chén thanh deén Quy Co quan dé quan tdm va ing ho ching
tdi trong sudt thoi gian qua.

Can ctr Quyét dinh sé 1572/QD-SYT ngay 16/12/2022 vé viéc phé duyét két qua lua
chon nha thau (14n 1) goi thau sb 01: Thube Generic

Cén ctr nang luc va kha néng cung cép hang héa ctia Cong ty TNHH Dugc Phdm va
Trang Thiét Bi Y T€ Hoang Dric.

Béng vin ban nay, ching t6i Cong ty TNHH Dugc Phdm va Trang Thiét Bi Y Té
Hoang Drrc xin trinh bay ndi dung nhu sau:

Cong ty ¢6 trung thiu tai Quy co quan mat hang Zolafren (Olanzapin Smg) cb sb
dang ky 1a VD-19299-15 do nha may Cong ty Adamed Pharma S.A — Ba Lan san xuét.
Hién tai, mat hang nay da dwoc cép s ding ky méi 1a 590110019723 theo Quyét dinh sb
146/QDP-QLD ngay 02/03/2023, tit ca thong tin khac ctia thudc Zolafren van giir nguyén
khoéng ddi.

Dé duy tri viéc cung Gmg hang héa, cong ty xin cung mg mit hang Zolafren
(Olanzapin 5mg) theo s6 dang ky 590110019723 cho Quy Co quan.

RAt mong su chép thuan ciia Quy Co quan.

Tran trong cam on va kinh chao.

Noi nhin:
- Nhuwtrén i
- Lwu phong thau
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HORNG mfr / lSO 146 /QD-QLD Ha Ngi, ngay 02 thangoinam 2023

. QUYETBINH
Vé viéc ban hanh danh muc 170 thudc nwéc ngoai
dwge gia han giay ding ky luvu hanh tai Viét Nam - Dot 112

CUC TRUGNG CUC QUAN LY DUQC
Can cir Ludt Duoe s6 105/2016/QHI 3 ngay 06/4/2016;

Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chikc ning, nhiém vu, quyén han va co cdu 16 chitc ciia Bg Y té;

Cdn cir Quyét dinh sé 7868/0OD-BYT ngay 28/12/2018 cua Bj truong B Y
1é quy dinh chirc nang, nhiém vu, guyén han va co céu t6 chirc cia Cuc Quén Iy
Duoc thuéc B Y té;

~ Can cir Thong tu 56 08/2022/TT-BYT ngay 05/09/2022 cua B trucng Bo ¥
te quy dinh viéc ddang ky luwu hanh thuoc, nguyén liéu lam thuoc;

Céan cir ¥ kién cua Hpi dong tw vdn cdp gidy dang ky lheu hanh thuéc,
nguyén liéu lam thuoc - B Y té;

Theo @ nghi cita Trieong phong Ping ky thudc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 170 thucf)c nudc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 112, bao gom:

1. Danh muc 161 thude nuéc ngoai duoc gia han gidy ding ky luu hanh
hiéu luc 05 nam - Dot 112 (tai Phu luc I kém theo).

2. Danh muc 09 thudc nude ngoai dwoc gia han gidy dang ky luu hanh
hiéu luc 03 nam - Dot 112 (tai Phu luc II kém theo).

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

1. Cung cap thudc vao Vit Nam theo dung céc ho so tai liéu da dang ky
v6i Bo Y té va phai in hodic ddn sé dang ky duge Bd Y té cép 1én nhan thude.

2. Chép hanh day di phép luét cua nugc CHXHCN Viét Nam va céc quy
dinh ctia B§ Y té v& nhap khiu thudc va luu hanh thube tai Viét Nam, néu c6 bt
ctr thay ddi gi trong qué trinh lwu hanh thude & nude so tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan ly Dugc - B3 Y t& Viét Nam.

3. Thyc hién viéc cép nhat ti€u chudn chit luong cta thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia B truong Bo Y t€ quy
dinh vé chét luong thude, nguyén liéu lam thudc.



4. Thubc duoc gia han gidy dang ky Iuu hanh tai Phu luc I va Phu luc II
Quyet dinh nay nhung chua nop hd so cdp nhat ndi dung nhin thude, to hudng
dan st dung thubc theo quy dinh tai Théng tu 01/2018/TT-BYT ngay
18/01/2018 cua B truong Bo Y té thi phai thuc hién viéc cdp nhét theo quy
dinh tai diém b Khoan 1 Piéu 37 Thong tu sé 01/2018/TT-BYT trong thoi han
12 thang ké tir ngay duogc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cic thuéc dugce
gia han gidy ding ky luu hanh tai Phu luc I va Phu luc II ¢6 thay ddi vé noi dung
hanh chinh (bao gom ca mau nhan va to hedng dan st dung) phai nhap khéu,
luu hanh véi céc ndi dung da dugc phé duyét thay ddi trong hé so dang ky gia
han.

6. Phdi hop v6i cdc co so diéu tri dé thuc hién theo ding cic quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tdc dung khong mong
mudn cta thude trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai
Didu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cia Bo trucmg Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén lidu lam thube di véi cac thude
thudc Danh muc tai Phu luc I ban hanh kém theo Quyé ét dinh nay.

7. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thubc, nguyén liéu lam
thudc. Trong trudong hop khong con dap tng du diéu kién hoat dong, co so ding
ky phai co trach nhiém thue hién thay déi co s& dang ky theo quy dinh tai Thong
tur s6 08/2022/TT-BYT ngay 05/9/2022 cua BS trudong Bo Y té trong thoi han 30
ngay ké tir ngay co s& ding ky khong con du diu kién hoat dong.

8. Co s¢ dang ky thuoc phai bdo cdo B Y té vé cap nhit tinh trang dap
tmg Thuc hanh tét san xuat cla co s¢ san xudt thude, nguyén liéu lam thube.
Trudng hop co s& san xuét bi thu hdi gidy phép san xuit hoic khong dép tmg
Thye hanh tét sin xuét thudc, nguyén liéu lam thude & nuée s& tai, co s& phai
thuc hi¢n viéc bdo céo trong thoi han 15 ngay ké tir ngay c6 thong bdo cuia co
quan quan ly cé tham quyén nudc sd tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi
tiét mot sb didu va bién phép thi hanh Luét Duoec.

9. Péi véi cac thube co sé thir tw 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 luc I c6 dé
nghi thay d6i mAu nhin, hudng dan st dung trong hé so dang ky gia han: Co s
dang ky thuc hién thu tuc dé nghi thay d6i mAu nhan, t& hudéng din st dung theo
hinh thirc dang ky thay ddi bd sung sau khi Quyét dinh nay c6 hiéu luc.

10. Cac thude duoc gia han gidy dang ky luu hanh tai Phu luc I va Phu luc
II Quyét dinh nay dugc tiép tuc sir dung sb dang ky da cap trude khi gia han
trong thoi han t6i da 12 thang ké tir ngay dugce cap sO dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kém theo Thong tir s6 08/2022/TT-BYT.

Pidu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.
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’ Diéu 4. Giam dbc So Y té cac tinh, thanh phf’) truc thude trung wong, giam
doc nha san xudt va co so dang ky co6 thudc tai Piéu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

7 YR N
- Nhur Piéu 4; ‘ /———-\-'
-B6 trung (dé ble); for ¢
- TTr. D6 Xuan Tuyén (de b/c); 13! aua =

- Cuc Quén Y - B6 Quédc phong, Cuc Y té - B3 Cong” |
an; Cuc Y té GTVT - Bd Giao thong van tai; Tong
Cuc Hai quan - B§ Tai chinh;
- Bao hiém Xa hdi Viét Nam; e y
- B§ Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bg.

- S&'Y té céc tinh, thanh phé truc thudc Trung uong;

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

- Téng Cong ty Dugc VN-CTCP; Cac Cong ty XNK

dugc pham;

- Céc Bénh vién & Vién cé giudng bénh truc thudc

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, PKT (10b).




DANH MUC 161 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 5 NAM - POT 112
(Ban hanh kém theo quyét dinh sé: ..146...../OP-QLD, ngay 92./03./.2023cia Cuc Quan Iy Duoc)

S6 ding ky Sb
Hoat chit chinh — Dang Quy cach Tiéu Tubi ia han lin
STT | Tén thube Ham lrong bao ché | dénggéi | chudn | tho (So dang ky | gia
(thang) da cip) han
1 2) 3) (C)] 3 (6) U] ()] (k4
1. Co sé ddng ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
1.1. Co sé sdn xuat: Gilead Sciences Ireland UC (Pja chi: IDA Business and Technology Park,
Carrigtohill, Co. Cork, Ireland)
1 Vemlidy Tenofovir viennén | Hdpllox | NSX 48 539110018823 01
alafenamide (duéi | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg
2. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-28
DUQO Tower Singapore 189352, Singapore)
2.1. Co s& sin xuit: 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 co chira
hoat chét, 7
vién chi
chira ta
dugc)
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 Hop 1 Chai
x 15ml
3. Co sé ding ky: Actavis International Ltd (Pia 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 5mg Olanzapine 5Smg Viénnén | Hop4 vix7 | NSX 36 535110019123 | 01
bao phim vién (VN-17627-14)
3.2. Co'sé'san xuat: Actavis Ltd. (Piachi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
5 Freeclo Clopidogrel (dugi | Viénnén | Hép3vix | NSX 36 535110019223 | 01
dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg
6 Olmed Olanzapine 10mg | Viénnén | Hop4 vix 7 | NSX 36 535110019323 | 01
10mg bao phim vién (VN-16887-13)
3.3. Co s& san xuit: Balkanpharma - Razgrad AD (Pia chi: 68, Aprilsko vastanie Bivd. 7200 Razgrad,
Bulgaria)
7 Dex-Tobrin | Tobramycin 3mg/ml | Hén dich Hop 1 lo NSX 24 380110019423 01
(dudi dang nho mit (VN-16553-13)
tobramycin sulfate);
Dexamthasone

Img/ml




Sé dangky | Sé
. Hoat chit chinh — Dang Quy cdch Tiéu Tudi gia han lin
STT | Tén thuéc Ham lwgng bao che dong géi | chuin tho (So diang ky gia
(thdng) da cip) han
(0] 2) _ 3) ) 6] (6) ()] (8) ©)
3.4. Co sé¢ sdan xuat: S.C.Sindan-Pharma SRL (Pia chi: 11th Ion Mihalache Blvd., Sector 1, Zip code
011171, Bucharest, Romania)
8 Linkotax Exemestane 25mg | Viénnén | Hop3 vix | NSX 24 594114019523 | 01
25mg bao phim 10 Vién (VN3-193-19)
4. Co s¢ dang ky: Adamed Pharma S.A. (Dia chi: Pienkdw, ul. Mariana Adamkiewicza 64, 05-132
Czosnow, Poland)
4.1. Co s& san xudt: Adamed Pharma S.A (Pia chi: ul. Szkolna 33, 95-054 Ksaweréw, Poland)
9 Surotadina | Rosuvastatin (du¢i | Viénnén | Hop4 vix7 | NSX 24 590110019623 | 01
dang Rosuvastatin | bao phim vién (VN-17143-13)
calcium) Smg
4.2. Co s& sian xuat: Adamed Pharma S.A (Pia chi: ul. Szkolna 33, 95-054 Ksawerdw, Poland)
Co s& chiu trich nhiém xuit xwéng 16: Adamed Pharma S.A (Pja chi: ul. Marszalka Jézefa
Pilsudskiego 5, 95-200 Pabianice, Poland)
10 Zolafren Olanzapine Smg Viénnén | Hop2vix | NSX 24 590110019723 | 01
14 vién (VN-19299-15)
11 Zolafren Olanzapin 10mg Viénnén | Hop4 vix7 | NSX 24 590110019823 | 01
vién (VN-19298-15)
5. Co sé ding ky: Allergan Singapore Pte. Ltd. (Pia chi: 20, Pasir Panjang road, #09-23, Mapletree
Business city, Singapore 117439, Singapore)
5.1. Co s& sin xuit: Allergan Pharmaceuticals Ireland (Pia chi: Castlebar Road, Westport, County
Mayo, Ireland)

12 Ganfort Bimatoprost Dung Hopllox | NSX 24 539110019923 | 01
0,3mg/ml; Timolol | dich nhd 3ml (VN-19767-16)
5mg/ml ( dudi dang mit

Timolol maleat
6,8mg)
6. Co sé ding ky: Aurobindo Pharma Limited (Pja chi: Plot No.2, Maithrivihar, Behind Maithri Vanam
Ameerpet, Hyderabad, India)
6.1. Co sé san xuit: Aurobindo Pharma Limited (Bja chi: Unit VI, Survey No: 329/39 & 329/47, Chitkul
Village, Patancheru Mandal, Sanga Reddy District, Telangana State, India)
13 | Aurolex 500 Cefalexin Vién Hép 10 vix BP 36 890110020023 | 01
monohydrate nang 10 vién hién (VN-17252-13)
(Compacted) clirng hanh
525,762mg tuong
duong véi Cefalexin
500mg
7. Co st ding ky: B. Braun Medical Industries Sdn. Bhd (Bja chi: Bayan Lepas Free Industrial Zone,
11900 Bayan Lepas, Pulau Pinang, Malaysia)
7.1. Co s& san xuit: B. Braun Avitum AG (Pia chi: Kattenvenner Str.32, 49219 Glandorf, Germany,
Germany)
14 | Duosol without | M3i tiii 2 ngin gom | Dung | Hop2 Tii, | NSX 24 400110020123 | 01
potassium 1 ngan chira 4445ml | dich | Tii 2 ngan, (VN-20914-18)
solution for dung dich ding d& | MQi tai
haemofiltration bicarbonat va 1 loc mau gbm 1
ngéan chira 555ml ngin chira
dung dich dién giai: 4445ml
Sodium chloride dung dich
(Trong ngin 555ml) bicarbonat
2,34g; Calcium va 1 ngdn




