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CUC QUAN LY DUQC Pdc lap - Ty do - Hanh phiic
Sé: 232 /QP-QLD Ha Ngi, ngdy 29 thang 04ndm 2022
QUYET DINH

V& viéc ban hanh danh muc 133 thubc nwéc ngoai
dugc ciip, gia han gidy diing ky lwu hianh tai Viét Nam - Dot 108.1

CUC TRUONG CUC QUAN LY DUQC
Cén ctr Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy
dinh chitc ndng, nhiém vu, quyén han va co cau té chirc ciia B Y té;

Can cir Quyét dinh s6 7868/0P- BYT ngay 28/12/201 8 cua B truomg Bo Y
té quy dinh chirc nang nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Quan Iy
Dugc thuée Bé Y té;

Cén cir Théng tw s6 32/2018/TT- BYT ngay 12/11/2018 cua Bj trucgng Bo Y
té quy dinh viéc dang ky luu hanh thuée, nguyén liéu lam thuéc;

Can cir Thong te 56 29/2020/TT-BYT ngay 31/12/2020 cua Bj truong B Y
té sira doi, bé sung va bdi bé mét sé van ban quy pham phdp ludt do Bé trucng
B§ Y té ban hanh, lién tich ban hanh;

Cin cir y kién cia Hpi déng tw vin cdp gidy ding ky heu hanh thuéc,
nguyén li¢u lam thuéc - B Y té;

Xét dé nghi cua Truéng phong Pang ky thuée - Cuc Qudn by Duoe.

QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 133 thuéc nuéc
ngoéi dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 108.1, bao
gom:

1. Danh muc 35 thuéc nude ngoai duge cip gidy ding ky lwu hanh hiéu
luc 05 ndm - Dot 108.1 (tai Phu luc I kem theo). Cac thudc tai Danh muc nay c6
s6 ding ky vé6i ky hiéu VN-...-22 va hiéu lyc 05 nim ké tir ngdy ky ban hanh
Quyét dinh nay.

2. Danh muc 09 thudc nuéc ngodi dugc cip gidy ding ky lvu hanh hi¢u
lyc 03 ndm - Dot 108.1 (tai Phu luc II kém theo). Céc thudc tai Danh muc nay
c6 sb ding ky voi ky hiéu VN3-...-22 va hiéu luc 03 nim ké tir ngay ky ban
hanh Quyét dinh nay.

3. Danh muyc 89 thudc néc ngoai dugce gia han gidy dang ky luu hanh tai
Viét Nam - Dot 108.1 (tai Phu luc III kém theo). Cac thubc tai Danh myc nay

dugc gilr nguyén thong tin s6 dang ky da cip va c6 hiéu lyc 05 nim ké tir ngay
ky ban hanh Quyet dinh nay.

Pidu 2. Co s& san xuit v co s& ding ky thude c6 trach nhiém:




1 Cung cép thubc vio Viét Nam theo diing céc hé so tai liu da dang ky
v6i BO Y té va phai in hodc dan sb ding ky dugc Bo Y té cip 1én nhan thude.

2. Chép hanh dy di phap ludt ciia nuée CHXHCN Viét Nam va céc qu
dinh cua BoY té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat
cir thay d6i gi trong qua trinh luu hanh thudc & nuéc s& tai va & Viét Nam thi
phai bao céo ngay cho Cyuc Quén 1y Dugc - B6 Y té Viét Nam.

3. Thyc hién viéc cp nhit tiéu chudn chét lugng ciia thuéc theo quy dinh
tai Théng tu s6 11!2018/'1"1’ BYT ngay 04!5/2018 ciia By truomg BO Y té quy
dinh vé chét lugng thudc, nguyén lidu lam thudc.

4, Cap nhat nhan thudc va to huéng din sir dung thubc theo quy dinh tai
Théng trr 01/2018/TT-BYT ngay 18f01/2018 cua Bq tnrémg B4 Y té quy dinh
ghi nhin thude, nguyén lu;u lam thudc va t& hudmg dan sir dung thuéc theo hinh
thic thay d6i, bo sung gidy ding ky hru hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua B tru:cmg Bo Y té dbi véi thubc chua
cép nhét ndi dung nhin thudc, t& huéng din sir dung thuéce theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong B§ Y té, cu thé nhu
sau:

a) Déi véi thude thude danh myc thude doc va nguyén liéu doc 1am thudc
theo quy dinh tai Théng tu 06!2017/'1"1' BYT ngay 03/5/2017 cua Bo t:ruéng Bé
Y té vé viéc ban hanh danh muc thudc déc va nguyén liéu dc lam thudc: chi
dugc hru hanh sau khi duge Cyc Quan ly Dugc phé duyét ni dung cdp nhit
nay.

b) Déi v6i cac thube l(héc - phai thyre hi¢n vige cdp nhit nay trong théi han
06 thang ké tir ngay dugc cdp gidy ding ky lwu hanh.

8 Sau 06 thang ké tir ngay ky ban hanh Quyét dmh nay, céc thudc duge
gia han gidy dang ky luu hanh tai Phy lyc I1I c6 thay d6i vé ndi dung hanh chinh
(bao gom cd mdu nhan va té huémg dén sic dung) phai nhap khau, luu hanh véi
céc ndi dung di dugc phé duyét thay ddi trong ho so ding ky gia han.

6. th her véi cac co s& diéu trj dé thyc hién theo ding cic quy dinh
hién hanh vé thudc ké don, theo ddi an toén hiéu qua, tic dung khéng mong
mubn cua thudc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh ta1
Pieu 5 Thong tu s6 32/2018/TT-BYT ngdy 12/11/2018 ciia Bj truéng By Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thuoc d6i vai cac thude
thuéc Danh muc tai Phu luc II ban hanh kém theo Quyet dinh nay (cac sO dang
ky véi ky hig¢u VN3-...-22).

7. Co s¢ déng ky phai dam béo duy tri diéu kién hoat ddng cua co s dang
ky trong thoi gian higu lyc cia gidy ding ky luu hanh thuc, nguyén liéu 1am
thudc. Trong truémg hop khéng con dép img du diéu kién hoat dong, co s ding
ky phé: ¢6 trach nhiém thyc hién thay d6i co s& ding ky theo quy dinh tai Théng
tu s6 32/2018/TT-BYT ngay 12/11/2018 cia B tru'fmg B{ Y té trong thdi han
30 ngay ké tir ngéy co s¢ dang ky khong con di diéu kién hoat dong.




8. Co so dang ky thuoc phaéi bao cdo B Y té vé clp nhit tinh trang dap
ung Thuc hanh t6t san xuat cua co so san xuiét thube, nguyén lidu lam thube.
Truong hop co s& san xuét bi thu hdi gidy phép san xuit hodc khong dap (mg
Thyc hanh tét san xuit thudc, nguyén liéu lam thudc & nudc sé tai, co so phai
thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay ¢6 théng bio cia co
quan quan ly c6 thim quyén nuéc s tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghij dinh s6 54/2017/ND-CP ngay 08/5/2017 cita Chinh phii quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.

Diéu 4. Glam dbc So Y té cac tinh, thanh pho truc thudc trung wong, giam
dée nha san Xuét va co s& ding ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- B6 trudng (dé blc);

- TTr. D6 Xuan Tuyén (dé b/c); * 1S
- Cyc Quéin Y - By Quéc phong, Cuc Y té - Bd Co

an; Cuc Y té GTVT - B Giao thong vén tai; Tong" |
Cuc Hai quan - B Tai chinh; et
- Bao hiém Xa hoi Viét Nam; '
- B Y té Vy PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B§.

- Vign KN thude TU, Vién KN thudc TP. HCM;

- Tong Céng ty Duge VN; Cic Cong ty XNK duge
pham;

- Céc Bénh vién & Vién cé giudng bénh tryc thude
BYT;

- Cac phong Cyc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




Phu lucI
DANH MUC 35 THUOC NUGC NGOAI PUQIC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - BQT 108.1

(Ban hanh kém theo quyét dinh sé: ...232.../QP-QLD, ngay 29./04./.2022)

1. Céng ty diing ky: Adamed Pharma S.A (D/c: Piénkow, ul. Mariana Adamkiewicza 64 05-152
Czosnow - Poland)

1.1 Nha sin xuéit: Adamed Pharma S.A (D/c: ul. Marszallfﬁjdzefa Pilsudskiego Street 5, 95 -
200 Pabianice - Ba Lan)

Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy céch
: : S6 diing k
L Tén thube Ham lugng ché tho |chuin| déng géi ng ky
1 |Biseptol 480 Sulfamethoxazole |Vién nén 24 INSX |[Hgp1vix20 | VN-23059-22
400mg; thang vién
Trimethoprim 80mg

2. Cong ty diing ky: Alkem Laboratories Limited (D/c: Alkem House, Senapati Bapat Marg,
Lower Parel, Mumbai - 400 013 - India)

2.1 Nha san xuét: Alkem Laboratories Limited (D/c: Village Thana, Baddi, Dist. Solan. (H.P.) -
India)

% Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich Sé diing kv
L Tt abe Ham hrgng ché tho |chulin| déng géi g ky
2 |Tacrocend 1.0 Tacrolimus (duéi | Vién nang 24 |[USP |[Hgp5vix 10 VN-23060-22
dang Tacrolimus cimg thangjd1 vién
monohydrate) 1mg

3. Cong ty diing ky: Ambica International Corporation (B/c: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City - Philippines)

3.1 Nha sén xuéit: Milan Laboratories (India) Pvt. Ltd. (B/c: Plot Nos. 35, 36, 63, 64, 65, 67 &
87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State - India)

Hoat chét chinh - | Dang bao Tudi| Tieu | Quy cich sé ai
prs Tén thube Ham lrgng ché tho |chufin| déng géi ng k
3 |Losachem 50 Losartan potassium |Vién nén bao| 24 |BP201[Hop3 vix 10 | VN-23061-22
e JS0NB il Jkags e

Trang |




Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy céch sé diing kv
grr Tén thube Ham hrgng ché | tho |chudin| déng géi ng ky
8 |Ephedrine Ephedrin Dungdich | 36 [BP201|Hép 10 éngx | VN-23066-22
Hydrochloride Injection |hydrochlorid tiém thang|6 Iml
30 mgin 1 ml 30mg/ml El

8. Céng ty diing ky: Cong ty Cd pnﬁn Dirge phim Thién Thao (D/c: 6 61-63 Tran Quéc Hoan,
Phwong Dich Vong Hau, Quan Cau Gmy, Thanh phé Ha Ngi - Viét Nam)

8.1 Nha san xuét: Help S.A. (P/c: Pedini, loanninon, loannina, 45500 - Greece)

Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cich Shan k¢
s Tén thube Ham lhrgng ché tho |chulin| déng géi 5 ding ky
9 [Vasclor Progesterone Gelditam | 36 [NSX |[Hop 1 tuyp gel | VN-23067-22
8%(kU/k]) dao théng] 22,5g va 15 ong
chia licu
9. Cong ty diing ky: Céng ty cd phin dugc phdm Vipharco (D/c: S5 67, ng6 68, dwomg Ngoc.
Thuy, phudng Ngoc Thuy, Qudn Long Bién, Ha Ngi - Viét Nam)
9.1 Nha sin xudt: Laboratoire Renaudin (P/c: Zone Artisanale Errobi Itxassou, 64250 - France)
Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich
aE Tén thude Ham lrgng ché tho |chuin| déng goi 86 Slag kf
10 |Ondansetron Renaudin 2 |[M&i éng 4ml dung |Dung dich 36 |TCCS |[Hop2vix 5 VN-23068-22
mg/ml dich tiém truyén  |tiém/truyén |thing ng 4 ml
chira Ondansetron
8mg (duéi dang
Ondansetron
hydroclorid dihydrat
10mg) 8mg

10. Céng ty diing ky: Cong ty cd phin Ung Dung va Pht trién Cdng Ngh§ Y Hoc Sao Vigt
(D/c: Phong 5, Nha A10, Tap thé Hoc vién Thanh thiéu nién Viét Nam, Ngé 59 pho Chua Lang, P.
Ldng Thugng, Q. Péng Pa, Ha Ni - Viét Nam)

10.1 Nha sén xuét: Probiotec Pharma Pty. Ltd. (D/c: 83 Cherry Lane, Laverton North, VIC 3026

- Australia)
Hoat chéit chinh - | Dang bao |Tudi| Tieu | Quy céich
ST Tén thube Ham lrgng ché tho [chudn| déng géi S8 tng ky
11 |Abricotis Calcium (dudi dang |Vién nén 36 [NSX Hop6vix 10 | VN-23069-22

Trang 3

™




Calcium carbonate
1500mg) 600 mg;
Vitamin D3 (dudi
dang Colecalciferol
12.5mceg) 500 IU

bao phim

vién

11. Cong ty ding ky: Cong ty TNHH diu tw thwong mai Dwgc phdm Viét Tin (P/c: S6 2 ngé

25, dwong Bui Huy Bich, Phuong Hodng Liét, Qudn Hoang Mai, Ha Npi - Viét Nam)

11.1 Nha sdn xuéit: USV Private Limited (D/c: Khasra No.1342/1/2, Hilltop Industrial Area,
Jharmajri, Baddi, Dist. Solan, Himachal Pradesh-173 025 - India)

STT

Tén thubc

Hoat chiét chinh -
Ham lrgng

Dang bao
ché

Tubi
tho

Tiéu

chuin

Quy céch
déng géi

Sé diing ky

12

VT-Amlopril 8mg/5mg

Perindopril
tert-butylamin
(twong duong
Perindopril 6,68mg)
8mg; Amlodipin
[(duéi dang
Amlodipin besilate)
Smg

Vién nén

36
thang|

TCCS

Hop 3 vix 10
vién

VN-23070-22

12. Cong ty ding ky: Cong ty TNHH Durge pham Do Ha (P/ec: 56 30, Tap rhe Tran Phi, ngé
105, dwong Nguyén Phong Sdc, t6 16, phuong Dich Vong Hau, Qudn Cau Gidy, Ha Ngi - Viét

Nam)

12.1 Nha séin xufit: Laboratorios Lesvi S.LL (D/c: Avda. Barcelona, 69, 08970 Sant Joan Despi

(Barcelona) - Spain)

Hoat chiit chinh - | Dangbao |Tudi| Tieu | Quy céch sé ai
ok Tén thude Him lwgng ché | the |chudn| déng goi ng ky
13 |Seirato 10 Solifenacin succinat |Vién nénbao] 36 [NSX |Hfp2vix 15 | VN-23071-22
10mg phim thing| vién

12.2 Nha sin xufit: Pharma PLC (P/e: 13, Neofit Rilski Street, 2600 Dupnitsa - Bulgaria)

Hoat chéit chinh - | Dang bao |Tudi| Tiéu Quy céich s diing k
il Tén thude Ham lrgng ché ~ | the |chudn| déng géi ng ky
14 |Cinnarizin Pharma Cinnarizin 25mg Vién nén 24 INSX [Hop5vix20 | VN-23072-22
thing] vién

Trang 4




