BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic
Sb: 564 /QP-QLD Ha Noi, ngay3o thang 09 nam 2021
QUYET PINH

Vé vige thu hoi Gidy ding ky luu hanh thudc tai Viét Nam doi véi 24 thudce
dwgc cap giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc ngay 06 thang 4 nam 2016;

Can cwr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mot so6 diéu vé bién phdp thi hanh Ludt duoc,

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
doi mét so quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
[y nha nudc cua Bo Y té;

Can cir Nghi dinh s6 75/201 7/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cau t6 chire ciia B Y té;

Can cir Thong tie s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé triwong B Y té
quy dinh viéc dang ky luu hanh thuée, nguyén lidu lam thudc;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua Bj truong Bo Y té
quy dinh chirc nang, nhiém vy, quyen han va co cdu t6 chire ciia Cuc Quan 1y dwoc
thudc Bo Y té;

Can cir don dé nghi thu hoéi gidy dang ky lwu hanh thuéc tai Viét Nam ciia cdc
co 56 dang ky thuoc;

Xét dé nghi ciia Truéng phong Phong Pang ky thuéc - Cuc Qudn 1y Dueoc,

QUYET PINH:

Diéu 1. Thu hoi Gidy dang ky lwu hanh thudc tai Viét Nam doi véi 24 thude
duoc cap gidy dang ky Iuu hanh, cu thé sau day:

1. Co s¢ dang ky thudc: A. Menarini Singapore Pte. Ltd. (d/c: 30 Pasir
Panjang Road, # 08-32 Mapletree Business City, (117440), Singapore).

1.1. Co so san xuét thudc: Berlin-Chemie AG (d/c: Glienicker Weg 125,
12489 Berlin, Germany).

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky

Moi 250ml chira: Alanine
2,625g; Glycin 3,000g;
Arginin  2,875g; Acid
aspartic  1,400g; Acid
1 | Alvesin 10E glutamic 1,800g; Histidin
0,750g; Isoleucin 1,250g;
Lysin HCI 2,140g (tuong
duong Lysin 1,7125g);
Methionine 1,100g;

Dung dich ti€ém

A VN-21157-18
truyeén




Leucine 2,225g;
Phenylalanine 1,175g;
Threonin 1,050g;
Tryptophan 0,400g;
Valine 1,550g; Proline
1,375g; Serine 0,575g;
Tyrosine 0,100g; Natri
acetat trihydrate 0,7145g;
Natri hydroxid 0,090g;
Magnesi clorid
hexahydrat 0,127g;
Dinatri phosphate
dodecahydrate 0,89525g;
Kali acetat 0,61325g

2 Alvesin 40

Mbdi  1000ml  chira:
Alanine 4,00g; Glycine
7,00g; Arginine 4,55g;
Acid aspartic 2,00g; Acid
glutamic 5,00g; Histidine
1,35g; Isoleucine 2,10g;
Lysine HCI 2,50g (tuong
duong Lysine 2,0g);

Methionine 1,75g;
Leucine 2,75g;
Phenylalanine 3,15g;
Threonine 1,60g;

Tryptophan 0,50g; Valine
2,25g; Natri acetat
trihydrate 3,40g; Kali
chloride 1,86g; Magnesi
clorid hexahydrate 0,51g;
Natri  hydroxid 0,60g;
Xylitol 50,00g

Dung dich ti€ém
truyén

VN-21158-18

2. Co s6 dang ky thubc: AstraZeneca Singapore Pte., Ltd. (d/c: 10, Kallang
Avenue #12-10 Aperia, Singapore 339510, Singapore).
2.1.Co sé san xuat thudc: Takeda GmbH (d/c: Production Site Singen,
Robert-Bosch-Strasse 8, D-78224 Singen, Durc).

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
. . . . | Hon dich thubc
3 Omnaris Nasal Qlclesonlde 50mcg/liéu xit miii dang VN3-220-19
Spray xit A 1A
phan liéu

2.2. Co sé san xuat:

- Co s san xuat: AstraZeneca AB (d/c: SE-151 85 Sodertalje, Sweden)

- Co 8¢ dong goi: AstraZeneca Pharmaceutical Co., Ltd., (d/c: S6 2, dwong
Huangshan, Wuxi, Jiangsu, Trung Quoc)




STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Omeprazol (dudéi dang | (.. ., .
4 | Losec Mups omeprazol magnesi) Vlgp }Ill Zn l;l}ang VN-17833-14
20mg ich da day

3. Co so dang ky thudc: Cong ty TNHH AstraZeneca Viét Nam (d/c: T dng
18, Toa nha A&B, S6 76, Puong Lé Lai, Phuwong Bén Thanh, Qudn 1, Thanh pho

Hé Chi Minh, Viéet Nam).

3.1.Co s& san xuat thudc: AstraZeneca Pharmaceuticals LP (d/c: 4601
Highway 62 East, Mount Vernon, Indiana 47620, USA).

hydrochlorid 1000mg

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
Dapagliflozin (dudi dang
Dapagliflozin Vién nén bao
5 | Xigduo XR propanediol monohydrat) | phim phong VN3-218-19
Smg; Metformin | thich kéo dai

4. Co s dang ky thudc: Bayer (South East Asia) Pte., Ltd. (d/c: 2, Tanjong
Katong Road, #07-01, PLQ3, Singapore (437161), Singapore).
4.1.Co sé san xuét thubc: Patheon Inc., Whitby Operation (d/c: 111
Consumers Drive, Whitby, Ontario, LIN 575, Canada).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
6 | Sivextro Teldizolid phosphate | Vién nén bao VN3-285-20
200mg phim

5. Co so dang ky thude: Cong ty C6 Phan Dugc Pham va Thiét Bi Y Té Au
Viét. (d/c: P504, CT4B, KDT Bdc Linh Pam, P. Pai Kim, Hoang Mai, Ha N¢i, Viét

Nam).

5.1. Co s san xuat thudc: J.Uriach and Cia., S.A. (d/c: Avda. Cami Reial, 51-

57 08184-Palau- Solita i Plegamans (Barcelona), Espana, Spain).

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
Aremed 1mg Film Vién nén bao
7 Coated tablets Anastrozole Img phim VN-20478-17

6. Co so dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F, Lee
Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).
6.1. Co s san xuat thudc: Patheon Italia S.p.A. (d/c: 2° Trav. SX Via
Morolense, 5, Ferentino 03013, Italy).
Co s déng goi thir cp, chiu trach nhiém kiém tra chit luong va xuét

xuong: Bayer Pharma AG (Pia chi: Muellerstrasse 178, 13353 Berlin, Dtic)

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
. Tedizolid Phosphate | Bot pha dung
t : VN3-145-1
8 | Stvextro 200mg dich dam diic 3-145-19
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dé pha dung
dich truyén

6.2. Co s san xuat thudc: Patheon Manufacturing Services LLC (d/c: 5900
Martin Luther King, Jr. Highway Greenville, North Carolina 27834 - USA).

Co s¢ dong g6i: N.V.Organon (d/c: Kloosterstraat 6, 5349 AB Oss, The

Netherlands)
STT Tén thudc Hoat chat, ham luong Dang bao ché Sb dang ky
Sugammadex (dudi dang oy en
9 | Bridion sugammadex natri) Durzg dich tiém VN-21210-18
tinh mach
100mg/ml

7. Co so dang ky thubc: Pfizer (Thailand) Ltd. (d/c: No. 323 United Center
Building, Floors 36th and 37th, Silom Road, Silom Sub-district, Bang Rak District,
Bangkok Metropolis, Thailand).
7.1. Co so san xuat thudc: Olic (Thailand) Limited (d/c: 166 Bangpa-In

Industrial Estate, Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya
13160, Thailand).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
10 | Ponstan 500 Acid mefenamic 500mg Vler;ﬁfnr; bao VN-21932-19

7.2. Co sé san xuét thube: Olic (Thailand) Ltd. (d/c: 166 Moo 16 Bangpa-In
Industrial Estate, Udomsorayuth Road, Bangpa-In District Ayutthaya Province,

Thailand).
STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
11 | Lopid Gemfibrozil 300mg Vién nang VN-21101-18
12 | Lopid Gemfibrozil 600mg Vién nén VN-21102-18

Matoda, Tal.: Sanand. Dist.: Ahmedabad-382213, Gujarat, India).

7.3. Co s& san xuat thude: Zydus Hospira Oncology Pvt. Ltd (d/c: Plot No.3,
Phamez-Special Economic Zone, Sarkkhej Bavia Highway, (N.H.No.84), Village:

STT Tén thudce Hoat chat, ham lugng Dang bao ché So6 dang ky
: Irinotecan  hydroclorid Dl{ng dich dam
DBL  Irinotecan (dudi dang Irinotecan dac pha dung
13 | Injection ang ) dich tiém VN-22186-19
hydroclorid trihydrat) A~
Concentrate truyen tinh
40mg/2ml
mach
DBL  Irinotecan Irm(’)j[ecan hydroclorld Dung dich dam
.. (du6i dang Irinotecan Lo :
14 | Injection : . dac pha dung VN-22187-19
hydroclorid trihydrat) DA
Concentrate dich tiém
100mg/5ml :




truyén tinh
mach

8. Co so dang ky thudc: Allergan Singapore Pte. Ltd (d/c: 20 Pasir Panjang
Road, #09-25, Mapletree Business City, (117439) Singapore).

8.1. Co s& san xuit thudc: Allergan Sales, LLC (d/c: Waco, TX 76712, USA).

natri 2mg; Glycerin 4mg;
polysorbate 80 2mg

STT Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
Mbdi 0,4ml nhii twong
Optive Advanced chira: Nhil trong nhd
15 Ul% Carboxymethylcellulose mé tg VN-20374-17

9. Co s& dang ky thudc: Novartis (Singapore) Pte Ltd. (d/c: 10 Collyer Quay,
#10-01 Ocean Financial Centre Singapore (049315), Singapore)
9.1.Co so san xuédt thuéc: Ebewe Pharma Ges.m.b.H Nfg.KG (d/c:
Mondseestrasse 11, 4866 Unterach am Attersee, Austria).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Dung diph dam
. " . dac dé pha
16 | Etoposid "Ebewe" | Etoposide 20mg/ml dung dich tiém VN-16746-13
truyén
Mbdi 10 ml dung dich | Dung dich ddm
Mitoxantron chira: Mitoxantron (dudi | dac pha dung
17 "Ebewe" dang Mitoxantron dich tiém VN-20827-17
hydroclorid) 20mg truyén
Mbi 5 ml dung dich chtra: | Dung dich dam
Mitoxantron Mitoxantron (dudi dang | dac pha dung
18 "Ebewe" Mitoxantron hydroclorid) dich tiém VN-20828-17
10mg truyén
Irinotecan Moi 5 ml dung dich chira Dlg;% (élefhf:m
19 | "Ebewe" Irinotecan  hydroclorid Jun: dic}]io tiem VN-21919-19
100mg/5ml trihydrat 100mg & ¢ie
truyen

9.2.Co s san xuét thudc: Sandoz Ilac Sanayi ve Ticaret, A. S. (d/c: Indnii
Mahallesi, Gebze Plastikciler Organize Sanayi Bolgesi Atatiirk Bulvari 9. Cadde
No:2, 41400 Gebze-Kocaeli, Turkey).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Tadalafil (duéi dang A
20 | Weekendal 20 mg Tadalafil adsorbat) 20mg Vién nén VN-22181-19

5




10. Co so dang ky thubc: GlaxoSmithKline Pte., Ltd. (d/c: 23 Rochester Park,
Singapore 139234, Singapore)

10.1. Co so& san xudt thubc: Glaxo Wellcome S.A, (d/c: Avda. De
Extremadura no 3, 09400 — Aranda de Duero (Burgos) — Tay Ban Nha).

STT Tén thudc Hoat chat, ham luong Dang bao ché Sb dang ky
Ranitidin  (duéi dang | Vién nén bao
21 | Zantac Tablets Ranitidin HCI) 150mg phim VN-20764-17

11. Co so dang ky thubc: Cong ty cb pl}?ln thuong mai va dugc pham T&T
(d/c: Lo 13, khu tdp thé Cong ty cong nghé pham, Phuong Van Quan, Q. Ha Poéng,

Ha Noi, Viét Nam)

11.1. Co s6 san xuét thudc: Inist Bio Pharmaceutical Co., Ltd. (d/c: 34-40,
Jeyakgongdan-2 gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of

Korea).
STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
22 | Tocalus tablet ranglmeb““n maleat 2001 vian nén VN-22329-19

12. Co s6 ding ky thude: Merck Export GmbH (d/c: Frankfurter Strafe 250,

64293 Darmstadt, Purc)

12.1. Co s& san xuit thudc: Merck Sante s.a.s (d/c: 2 Rue du Pressoir Vert,

45400 Semoy, France).

Co so dong goi va xuat xuong: PT. Merck Tbk. (d/c: JI. T.B. Simatupang No.
8, Pasar Rebo, Jakarta 13760, Indonesia)

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Metformin hydrochlorid | Vién nén phong
23 | Glucophage XR 500mg thich kéo dai VN-21909-19

13. Co s& dang ky thudc: Boehringer Ingelheim International GmbH (d/c:
Binger Strasse 173, 55216 Ingelheim am Rhein, Germany)
13.1. Co s& san xudt thudc: Delpharm Reims (d/c: 10 rue Colonel
Charbonneaux, 51100 Reims, France).

STT Tén thude Hoat chét, ham luong Dang bao ché S6 dang ky
24 | Lysopadol ?ﬁ;x‘” hydrochloride | yie ngam VN-21184-18

Ly do: Céc co so dang ky thube ty nguyén dé nghi thu hoi gidy ding ky luu

hanh tai Viét Nam.

Piéu 2. Thudc trong nudc duoc san xuat trude ngay Quyét dinh ndy ¢ hiéu

lue, thube nudce ngoai nhap khau vao Viét Nam hodc thube nuée ngoai nhap khau
trong truong hop dugc giao hang tai cang di cua nudc xuat khau trudc ngay Quyét
dinh nay ¢6 hi¢u luc dugc phép Iuu hanh dén hét han dung cta thuoc. Co s¢ dang



ky thudc, san xuat thube phai c6 trach nhi¢m theo ddi va chiu trach nhiém vé chét
luong, an toan, hi€u qua cua thuoc trong qua trinh luu hanh.

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

Piéu 4. Giam dbc S Y té céc tinh, thanh phé truc thudc Trung wong, cac co
s& kinh doanh dugc va Giam doc co sd ¢6 thudc néu tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn. KT. CUC TRUONG
- Nhu Diéu 4;

- B6 trudng (dé b/c);

- TTr. Truong Qubc Cudng (dé b/c); A
- Cuc trudng (dé b/c); 1</ cu
- Cuc Quén Y - B Qudc phong, Cuc Y € - By Cong | 9 auA
an; Cuc Y t& GTVT - Bo Giao thong van tai; Téng || ‘l‘\
Cuc Hai quan - B9 Tai chinh; \
- B4o hiém X4 hoi Viét Nam; L v ST

-Bo Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, —Nguyén Thanh Lam
Thanh tra Bo.

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

- Tong Cong ty Dugc VN; Cac Cong ty XNK duoc

pham;

- Cac Bénh vién & Vién c6 giuong bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (TA).




