BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap - Twdo - Hanh phuc
S6: 226 /QP-QLD Ha Ngi, ngay 20 thangoanam 2021
QUYET PINH

Ve vigc ban hanh danh muc 112 thuoc nuwéc ngoai
dworc cap giay dang ky lwu hanh tai Viét Nam - Dot 105 bo sung

CUC TRUONG CUC QUAN LY DUQC
Can cir Lugt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can ciz Ngh; dinh s6 75/2017/NP-CP ngay 20/6/2017 cia Chinh phai quy dinh
chizc nang, nhiém vu, quyén han va co cau té chirc cua Bo Y té;

Can cir Quyét dinh sé 7868/QD-BYT ngay 28/12/2018 cua Bé trueng Bo Y té
quy dinh chizc nang, nhiém vu, quyén han va co cdu té chic cia Cuc Qudn 1y Duroc
thugc Bg Y té;

Can ci Thong tw sé6 32/2018/TT-BYT ngay 12/11/2018 cua Bé truong Bg Y té
quy dinh viéc déang ky lieu hanh thuéc, nguyén liéu lam thudc;

Can cir Thdng tur s6 29/2020/TT-BYT ngay 31/12/2020 cua Bg truong Bo Y té
sira doi, bo sung va bai bé mét so van ban quy pham phép ludt do Bé trueng Bo Y
té ban hanh, lién tich ban hanh;

Can ci# y kién cua Héi dong tue van cap giay dang ky leu hanh thudc, nguyén
ligu 1am thudc - B3 Y té;

Xét dé nghi cua Truong phong Pang ky thusc - Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 112 thudc nudc ngoai
duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 105 bo sung, bao gom:

1. Danh muc 86 thudc nudc ngoai duoc cap gidy dang ky leu hanh hiéu luc
05 nam - Dot 105 bo sung (tai Phy luc 1 kém theo). Céc thude tai Danh muc nay c6
s6 ding ky véi ky hiéu VN-...-21, hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 03 thudc nudc ngoai duoc cap gidy dang ky luu hanh hiéu hrc
05 nam - Dot 105 bd sung (tai Phu luc 11 kém theo). Cac thudc tai Danh muc nay co
s6 ding ky véi ky hiéu VN-...-21, hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay va phai thuc hién theo quy dinh tai khoan 8 Diéu 2 Quyét dinh nay.

3. Danh muc 16 thubc nudc ngoai duoc cap giay dang ky luu hanh hiéu hyc
03 nam - Dot 105 b6 sung (tai Phu luc 111 kém theo). Céc thudc tai Danh muyc nay
c6 s6 dang ky voi ky hiéu VN3-...-21 va hiéu luc 03 nam ké tir ngay ky ban hanh
Quyét dinh nay.

4. Danh muc 07 thudc nudc ngoai dugc cap gidy dang ky leu hanh hiéu luc
03 nam - Pot 105 b6 sung (tzi Phu luc IV kém theo). Cac thudc tai Danh muc nay
c6 s dang ky vai ky hiéu VN3-...-21, hiéu lyc 03 nam ké tir ngay ky ban hanh
Quyét dinh nay va phai thuc hién theo quy dinh tai khoan 8 Diéu 2 Quyét dinh nay.

Piéu 2. Co s& san xuit va co s diang ky thudc co trach nhiém:
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1. Cung cap thudc vao Viét Nam theo ding céc ho so tai lieu da dang ky voi
Bo Y té va phai in s6 dang ky duoc Bo Y té Viét Nam cap 1&n nhan thudc.

2. Chap hanh day du phap luat caa nuéc CHXHCN Viét Nam va céc quy
dinh cua Bo Y té vé nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat cir
thay doi gi trong qué trinh luu hanh thubc & nude so tai va & Viét Nam thi phai béo
cdo ngay cho Cuc Quan ly Duoc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu 1am thudce.

4. Cap nhat nhan thudc va to huéng dan sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi
nhan thudc, nguyén liéu 1am thudc va to huéng dan sir dung thube theo hinh thirc
thay ddi, bo sung gidy dang ky leu hanh thudc quy dinh tai Thong tu 32/2018/TT-
BYT ngay 12/11/2018 cua Bo truong Bo Y té ddi vai thude chua cap nhat noi dung
nhan thudc, to hudng dan sir dung thudc theo quy dinh tai Théng tu 01/2018/TT-
BYT ngay 18/01/2018 cua Bo truong Bo Y té, cu thé nhu sau:

a) Péi vai thude thusc danh muc thude doc va nguyén lieu doc lam thude
theo quy dinh tai Théng tu 06/2017/TT-BYT ngay 03/5/2017 cua B0 truéng Bo Y
té v& viéc ban hanh danh muc thudc doc va nguyén liéu doc 1am thube: chi duoc
lueu hanh sau khi dugc Cuc Quan ly Dugc phé duyét noi dung cap nhat nay.

b) Déi véi cac thude khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tir ngay duoc cap gidy dang ky luu hanh.

¢) Déi vai thude Alfavir Tablet (STT 08, sé dang ky VN3-312-21) chia hoat
chat Tenofovir alafenamid fumarat tai Phu luc 111 kém theo Quyét dinh nay: trong
vong 03 thang ké tir ngay ky ban hanh Quyét dinh nay, co s¢ dang ky, co s san
Xuat phai cap nhat to huéng dan s dung theo to huéng dan sir dung thudc biét
dugc goc da dugc EMA phé duyét va thudc chi duoc luu hanh tai Viét Nam sau khi
dugc Cuc Quan ly Dugc — Bo Y té Viét Nam phé duyét noi dung nay.

5. Phdi hop véi cac co s diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viet Nam va tong hop, béo céo theo quy dinh tai Biéu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc dang
ky leu hanh thudc, nguyén liéu 1am thudc ddi véi céc thude thuoc Danh muc tai
Phu lyc 111, Phy luc IV ban hanh kém theo Quyét dinh nay (cac s dang ky véi ky
hiéu VN3-...-21).

6. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang ky
trong thoi gian hiéu luc caa gidy diang ky luu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khdng con dap tng du diéu kién hoat dong, co s¢ dang ky phai
cd trach nhiém thuc hién thay doi co s¢ dang ky theo quy dinh tai Thong tu )
32/2018/TT-BYT ngay 12/11/2018 cua B trudng Bo Y té trong thoi han 30 ngay
ké tir ngay co s¢ dang ky khdng con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap tng
Thuc hanh tét san xuat cia co S0 san Xuat thuoc nguyén lidu lam thubc. Truong
hop co s san xuét bj thu hoi gidy phép san xuat hodc khdng déap tng Thuc hanh tot
san xuat thudc, nguyén liéu 1am thudc & nudc so tai, co s¢ phai thuc hién viéc béo
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cdo trong thoi han 15 ngay ké tir ngay cd thong béo cua co quan quan Iy c6 tham
quyén nudc s tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 caa Chinh phua quy dinh chi tiét mot s6 diéu va
bién phap thi hanh Luat Duoc.

8. Pdi véi 10 thude tai Phu luc 11, Phu luc 1V Quyét dinh nay: Théng tin vé
tén, dia chi co s san xuit trong ho so ding ky thudc chua hoan toan thong nhat véi
thdng tin trong danh muc cong b dap tng GMP. Co s¢ dang ky, co s& san xuat co
trach nhiém thyc hién cap nhat thdng tin vé tén, dia chi Co S0 san Xuat tai danh muyc
cong bd dép tng GMP theo thong tin trén Quyét dinh Cap gidy dang ky luu hanh
hodc thyuc hién thay doi bo sung tén, dia chi co s¢ san xuit trén gidy dang ky luu
hanh thdng nhat véi thong tin tai danh muc cong bb dap tng GMP.

Thuéc chi dugc nhap khau, luu hanh tai Viét Nam sau khi Cuc Quan ly
Duoc ¢6 vian ban xac nhan da hoan thanh viéc thuc hién yéu cau nay.

9. Boi voi cac thude Ledipasvir + Sofosbuvir Tablets 90mg/400mg (STT 02,
s6 diang ky VN3-322-21); thubc Sofosbuvir Tablets 400mg (STT 03, sb dang ky
VN3-323-21) tai Phy luc IV kem theo Quyet dinh nay: co s¢ phdi gui mau thubc
kém theo chat chuan d6i véi 03 16 nhap khau dau tién dé Vién Kiém nghiém thudc
Trung uong hoic Vién Kiém nghiém thudc TP. H6 Chi Minh kiém tra theo tiéu
chuan chat lugng d4 ding ky va chi duoc luu hanh sau khi két qua kiém nghiém dat
y&u cau.

biéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc So Y té cac tinh, thanh phé truc thudc trung wong, giam
dbc nha san xuét va co s¢ diang ky cé thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:
- Nhu biéu 4;
- B6 truong (dé b/c);
- TTr. Truong Quéc Cuong (dé blc); =
- Cuc Quan Y - B Quéc phong, Cuc Y té - Bo Cong 3 \
an; Cuc Y t& GTVT - Bo Giao théng van tai; Tong
Cuc Héiqquan - Bo Tai chinh;
- Bao hiém Xa hoi Viét Nam; e T P .
- Bo Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vi Tuan Cuong
Thanh tra Bo.
- Vién KN thudc TU, Vién KN thubc TP. HCM;
- Téng Coéng ty Dugc VN; Cac Cong ty XNK dugc
pham;
- Cac Bénh vién & Vién c6 giuong bénh truc thuodc
BYT;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.
- Luu: VT, BKT (10b).
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 14p - Tw do - Hanh phiic

Phu luc I
’ DANH MUC 86 THUOC NUGC NGOAI _)
PUQC CAP GIAY PANG KY HIEU LUC 05 NAM - POT 105 BO SUNG
(Ban hanh kém theo Quyét dinh sé: ..226..../0P-QLD, ngay 20...../04.../.2021...)

1. Cong ty ding ky: A. Menarini Singapore Pte. Ltd (D/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha san xuit: S.C. Swisscaps Romania S.R.L (B/c: Str. Carol I nr. 1, Comuna Cornu, Jud.
Prahova, cod 107180 - Romania)

Co sé dong gbi, xuit xwong: Berlin Chemie AG (D/c: Glienicker Weg 125-12489 Berlin,
Germany)

Co sé kiém nghiém: Dragenopharm Apotheker Puschl GmbH (B/c: Gollstrasse 1, 84529
Tittmoning, Germany)

£ A inh - a0 | Tudi| Tie 4
STT Tén thube Hoat chat chinh Dang bao Tiéu Quy cach

. h S6 ding ky
Ham lwgng che tho | chuan| déng géi ¢ gang &y

Espumisan Capsules Simethicon 40mg | Vién nang 36 [NSX |Hop2vix25 VN-22714-21
meém thang vién

2. Cong ty dang ky: AstraZeneca Singapore Pte., Ltd. (P/c: 10, Kallang Avenue #12-10 Aperia,
Singapore 339510 - Singapore)

2.1 Nha san xuit: Astrazeneca Pty., Ltd (P/c: 10-14 Khartoum Road North Ryde NSW 2113 -

Australia)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé ,
2 alls ! b 0 dang k
STT Tén thuoe Ham luwgng ché tho | chuan| déng géi &Y
2 |Pulmicort Respules Budesonide Hon dich khi| 24 [NSX Hop 4 goi x 5 VN-22715-21
500mcg/2ml dgng dung [thang ong don liéu
dé hit 2ml

3. Cong ty dang ky: Aurobindo Pharma Limited (D/c: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad - India)
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28 [Regapen 150mg Pregabalin 150mg | Vién nang 24 INSX ([Hop4vix 14 VN-22741-21
cung thang vién
29 [Regapen 25mg Pregabalin 25mg Vién nang 24 INSX ([Hop4vix 14 VN-22742-21
cung thang vién
30 [Venladep XR 37.5 mg |Venlafaxin (dudi Vién nang 24 INSX [Hop2vix 14 VN-22743-21
dang Venlafaxin thang vién
hydroclorid) 37,5mg

12. Cong ty ding ky: Cong ty C6 phin Fresenius Kabi Viét Nam (P/c: Khu vuc 8, Phirong
Nhon Phu, TP. Qui Nhon, tinh Binh Dinh - Viét Nam)

12.1 Nha san xuét: Fresenius Kabi Austria GmbH (D/c: Hafnerstrasse 36, 8055, Graz -

Austria)

. £ Hoat chit chinh - Ham lugng Dang | Tudi| Tiéu | Quy céch Fg. ,
STT| Tén thuoc bao chd the | chudn déng goi So dang ky
31 | Aminosteril |250ml dung dich chia: L-isoleucin 2,60g;  |Dung | 36 [NSX |Chai 250ml. VN-22744-21
N-Hepa 8% z-lewn}{lg; L—lifs;; acetat 243gtuong  |dich  |thang Chai 500ml.
wong voi L-lysin 1,72g; tiem \ :
L-methionin 0,28g; N-acetyl L-cystein 0,18g truyén ggggﬁ l,lf)hfllliz

twong duong vai L-cystein 0,13g;
L-phenylalanin 0,22g; L-threonin 1,10g;
L-tryptophan 0,18g; L-valin 2,52¢g; L-arginin
2,68g; L-histidin 0,70g; Glycin 1,46g;
L-alanin 1,16g; L-prolin 1,43g; L-serin
0,56g. 500 ml dung dich chira: L-isoleucin
5,20g; L-leucin 6,55g; L-lysin acetat 4,86g
twong duong véi L-lysin 3,44g; L-methionin
0,55g; N-acetyl L-cystein 0,35g tuong duong
voi L-cystein 0,26g; L-phenylalanin 0,44g;
L-threonin 2,20g; L-tryptophan 0,35g;
L-valin 5,04g; L-arginin 5,36g; L-histidin
1,40g; Glycin 2,91g; L-alanin 2,32g; L-prolin
2,87g; L-serin 1,12g

10 chai 500ml

12.2 Nha san xuét: Fresenius Kabi Austria GmbH (B/c: Hafuerstrasse 36, 8055, Graz - Austria)

. £ Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cich Sé di ,
2 s ] h 0 dang k
S LLID (T Ham lwgng ché tho (chuan| déng goi e
32 [Rocuronium Kabi Rocuronium Dung dich 36 [NSX |Hop 1010 x VN-22745-21
10mg/ml bromide 10mg/ml  [tiém hodc  |thang Sml

tiém truyén
tinh mach

13. Cong ty diing ky: Cong ty ¢b phin y dwoc LS (B/c: Km 22, Quéc 1§ 5, thi tran Ban Yén Nhan,
huyén My Hao, tinh Hung Yén - Viét Nam)
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46.2 Nha san xuat: Kern Pharma S.L. (D/c: Poligon Industrial Colon II. Venus, 72, 08228
Terrassa - Barcelona - Spain)

R £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé ds ,
2 s h 0 dang k
STT Tén thude Ham lwgng ché tho (chuan| déng goi By
83 |Andropecia Biorga Finasteride 1 mg Vién nén bao| 36 [NSX |Hop2 vix 14 VN-22796-21
phim thang vién

47. Cong ty dang ky: Troikaa Pharmaceuticals Ltd. (P/c: Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, Gujarat - India)

47.1 Nha san xuét: Troikaa Pharmaceuticals Ltd. (B/c: C-1 Sara Industrial Estate, Selaqui,
Dehradun-248197, Uttarakhand - India)

. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé diing kv
STT Ten thube Ham lwgng ché tho | chuin déng géi o dans &y
84 |T-Dol P Rapid Tramadol Vién nén 24 |USP [Hop3 vix 10 VN-22798-21
hydrochloride 37,5 thang|40 vién
mg; Paracetmol 325
mg

48. Cong ty dang ky: TTY Biopharm Co., Ltd. (D/c: 3F, No.3-1, Park St., Nangang Dist., Taipei

City 11503 - Taiwan)

48.1 Nha san xuat: TTY Biopharm Co., Ltd. Lioudu Factory (B/c: No.5, Gonjian W. Rd., Qidu
District, Keelung - Taiwan)

. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé di ,
2 s 2 0 dang k
STT Tén thude Ham luwgng ché tho (chuan| déng goi 8 Xy
85 |[Folina Tablets 15mg Acid folinic (du6i | Vién nén 36 INSX |[Hop 10 vix 10 | VN-22797-21
dang calcium thang vién
folinat) 15mg

49. Cong ty ding ky: Xepa-Soul Pattinson Sdn. Bhd. (D/c: 1-5 Cheng Industrial Estate, Melaka,

75250 - Malaysia)

49.1 Nha san xuat: Xepa-Soul Pattinson Sdn. Bhd. (D/c: 1-5 Cheng Industrial Estate, Melaka,

75250 - Malaysia)

STTI Tén thudc Hoat chit chinh - | Dang bao Tudi| Tiéu| Quy cich S6 dang ky
Ham lwong ché tho |chuan| dong goi
86 Zal‘yn Miconazol nitrat Kem b61 da 36 NSX Hép 1 tuyp VN-22799-21
20mg/g 2 15g
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