BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Djc 1ap - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V6 - Ha Ngi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION
Tén thubc . Espumisan L
Name of Drug:
Thanh phan chinh, ham lwgng :  Simethicon 40mg/ml
Active Ingredients, Strength:
Qui cach déng goéi, bao ché - Hop 1 lo 30ml c6 ndp nhd giot; Nhii dich udng
Packing Size, Dosage form:
Tiéu chuén chét lwong . NSX
Quality Specification:
Han dung . 24thang
Shelf- life:
S6 gidy phép lwu hanh sén phdm (SPK): VN-22001-19
Marketing Authorization Number:
Sb quyét dinh :  435/Qb-QLD Ngay cap: 24/7/2019
Approval Decision Number: Date of Issuance:

Hiéu e cla gidy phép Iwu hanh san pham: cé gi trj 05 ndm ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky :  A. Menarini Singapore Pte. Ltd

Name of Marketing Authorization Holder

Dia chi 30 Pasir Panjang Road, # 08-32 Mapletree Business
Address: City, Singapore (117440) - Singapore

Tén co s& san xuat - Berlin Chemie AG

Name of Manufacturer:

Dia chi :  Glienicker Weg 125 12489 Berlin - Germany

Address:

Tén co s& dong goi
Name of Assembler
Pia chi

Address.

Ha N§i, ngay 24 thang 7 ndm 2019.

KT.CUC TRUONG CYC QUAN LY DUQC ;
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

0 CUC TRUONG
‘Q DEPu Y

Ghi chu: vote) NERAL-DIRECTOR
1- Gidy phép lwu hanh san phdm nay duoc cap theo ding hé so
dang ky thudc da dwoc Bd Y té phé duyét.

This marketing authorization has been issued in accordance with the dossiel
approved by the Vietnam Ministry of Health.

2- B4t ¢ sy thay ddi nao vé ndi dung cla gidy phép phai duoc
Cuc Quan ly dwoc - B6 Y té xac nhan.

TAT DAT

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.



m . Ky boi: Cuc Qua
L% 1y Duoc
1 | Coqu an: BOY té

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phiic
S6: 552 /QP-QLD Ha Noi, ngay 05 thang 08 nam 2024
QUYET PINH

Vé viéc cong 136 Danh muc thudc, nguyén li¢u Iam thuoc co gidy ding ky luu
hanh dwc tiép tuc sir dung theo quy dinh tai khozn 1 Diéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 cua Quoc hgi (Dot 15)

CUC TRUONG CUC QUAN LY DUQC

Can cur Nghi quyet 6 80/2023/QH15 ngary 09/01/2023 ciia Qudc héi vé viée
tiép tuc thire hién mot s6 chinh sdch trong phong, chong dich COVID-19 va sw

dung glay dang ky lu"u hanh thuéc, nguyén liéu lam thuéc hét thoi han hiéu lyc tir
ngay 01/01/2023 deén ngay 31/12/2024;

Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cu Quyet dinh s6 1969/QD-BYT ngay 26/4/2023 cua Bo truong Bo Y té

quy dinh chirc nang, nhi¢m vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Duwoc
thuéc BG Y té;

~ Can cir Cong van so 429/BYT-QLD ngay 01/02/2023 ciia Bg Y 1é ve viéc
trién khai thuc hién Diéu 3 Nghi quyét so 80/2023/QH15;

Theo dé nghi ciia Trudng phong Bang ky thudc, Cuc Qudn 1y Dueoc.
QUYET PINH:

Piéu 1. Cong bd kem theo Quyét dinh nay Danh muc thudc, nguyén liéu lam
thude c6 giéy dang ky luu hanh duoc tiép tuc st dung tur ngay hét hiéu luc dén hét
ngiy 31/12/2024 theo quy dinh tai khoan 1 Diéu 3 Nghi quyét sé 80/2023/QH15
ngay 09/01/2023 ctia Qudc hdi (Dot 15), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xudt trong nude duoc cong bd
tai Phu luc I kém theo Quyét dinh nay.

2. Danh myc thudc, nguyén liéu 1am thudc san xuat tai nuéc ngoai duoc cong
bb tai Phy luc IT kém theo Quyét dinh nay.

3. Danh muc véc xin, sinh phém duogc cong bd tai Phuy luc IIT kém theo Quyét
dinh nay.

Piéu 2. Danh muc thudc, nguyén li¢u lam thube duge cong b tai Biéu 1 duoc
dang tai trén Céng thong tindién trctaBO Y té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir cia Cuc Quan 1y Duorc tai dia chi: https://dav.gov.vn va dugc
tiép tuc cap nhat, bo sung tai cac dot cong bd tiép theo.

Thong tin chi tiét cta timg thude, nguyén liéu 1am thude duoc tra ciru theo sb ding
ky cong bo trén trang thong tin dién tor cua Cuc Quan ly Duogc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.
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Piéu 3. Truong hop thude, nguyén liéu 1am thube di thuc hién thay ddi, bo
sung trong qua trinh luu hanh hodc c6 dinh chinh, sta do1 thong tin lién quan dén
gidy dang ky luu hanh d3 duoc cap, doanh nghiép xuat trinh vin ban phé duyét
hoac xéc nhan cta Cuc Quan ly Duogc véi cac co quan, don vi lién quan dé thuc
hién céc thu tuc theo quy dinh phap luat.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam ddc S¢' Y té cic tinh, thanh phd tryc thudc Trung wong, Gidm
doc co s san xuat va co so dang ky co6 thude, nguyén li€u lam thuoc dugc cong bd
tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

No’}il nhgn: . KT. CUC TRUONG
- Nhu Diéu 5; PH() 0

- BT. Pao Hong Lan (dé b/c); P LHOCUC TRUONG
- TT. B Xuan Tuyén (dé b/c); /7 N
- CT. Vii Tun Cudng (dé b/c);
- Cuc Quén y - B6 Qudc phong, Cuc Y té - Bo Cong an; | = @
- Cuc Y té GTVT - B¢ Giao thong vén tai;

- Tong Cuc Hai quan - Bo Tai chinh;

- B4o hiém x4 hoi Viét Nam;

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B9, Van phong Bo;

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

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

- Cdc Bénh vién, Vién c6 giuong bénh tryc thuge Bo Y té;
- Trung tam mua sam tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website BO Y té; Website Cuc Quan ly Duoc;

- Luu: VT, BK (Trg) (02b).

Nguyén Thanh Lam



Phu luc IT

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI CO GIAY PANG
KY LUU HANH PUQC TIEP TUC SU DUNG TU NGAY HET HIEU LUC PEN HET
NGAY 31/12/2024 THEO QUY PINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO
80/2023/QH15 NGAY 09/01/2023 CUA QUOC HOI (POT 15)
(Kem theo Quyét dinh s6552 /OD-QLD ngay 05 /08 /2024 ciia Cuc Qudn Iy Duoc)
(*) Ghi chii: Cdc thuéc khdc déap iing yéu cdu tai Nghi quyét 80/2023/QH15 dwoc tiép tuc cdp
nhat, bo sung tai cac dot tiép theo.

STT| S6 ding ky Tén thudc Co sé dang ky Co sé san xuat
1 |VN-22002-19|Abstral A Menarini Singapore Pte. Ltd. Aesica Queenborough Limited
2 |VN-22003-19|Abstral A.Menarini Singapore Pte. Ltd. Aesica Queenborough Limited
3 |VN-22004-19|Abstral A.Menarini Singapore Pte. Ltd. Aesica Queenborough Limited
4 |VN-22005-19 |Abstral A Menarini Singapore Pte. Ltd. Aesica Queenborough Limited
5 |VN-22166-19|Acetar-100 Tablet [Maxtar Bio-Genics Maxtar Bio-Genics
6 |VN-22117-19|Acido Cong Ty TNHH Hoéa Chét Duoc Biomendi, S.A.
Zoledronico Pham Chau Ngoc
G.E.S 4mg/5ml
(Co s¢ dong goi:
Alfasigma S.p.A -
Pia chi: Via
Enrico Fermi, 1,
Alanno (PE) CAP
65020, Italy)
7 |VN-22106-19|Aciherpin 5% Cong ty TNHH Duogc Pham Y-Med |Agio Pharmaceuticals Ltd.
8 |VN-22115-19|Adenorythm Cong ty TNHH Dugc Tam Pan Vianex S.A.- Plant A'
9 |VN-22025-19|Aerius Organon Hong Kong Limited Organon Heist bv
10 |VN-22108-19|Aforsatin 10 Cong ty TNHH Duogc Phiam Y-Med [Fourrts (India) Laboratories Pvt.,
Ltd.
11 |[VN-22156-19|Allipem 100mg |Korea United Pharm. Inc. Korea United Pharm. Inc.
12 |VN-22157-19|Allipem 500mg |Korea United Pharm. Inc. Korea United Pharm. Inc.
13 |VN-22068-19 |Amlessa Cong ty c¢b phan dugc pham KRKA, D.D., Novo Mesto
8mg/10mg Tenamyd
Tablets
14 |VN-22076-19 |Amlocard 5 Cong ty ¢ phan duoc-thiét bj y t¢  |Flamingo Pharmaceuticals Ltd.
ba Nang
15 |VN-22060-19|Amlodac 5 Cadila Healthcare Ltd. Cadila Healthcare Ltd.
16 |VN-22073-19|Antarene Cong ty cb phan dugc pham Sophartex
Vipharco
17 |VN-22093-19|Assimicin Cong ty TNHH Duoc pham Lién Replek Farm Ltd. Skopje
Hop
18 [VN-22094-19|Assovas Coéng ty TNHH Duoc pham Lién Replek Farm Ltd. Skopje
Hop
19 |VN-22095-19|Assovas Coéng ty TNHH Duoc pham Lién Replek Farm Ltd. Skopje
Hop
20 |VN-22146-19|Atasart tablets Getz Pharma (Pvt) Ltd. Getz Pharma (Pvt) Ltd.
16mg
21 |VN-22125-19|Azimax 250mg |Cong ty TNHH MTV DP Viét Tin  |Hovid Berhad




STT| S6 diing ky Tén thudce Co sé diang ky Co sé san xuit
47 |VN-22053-19|Elarothene Actavis International Limited. Actavis Ltd.
48 |VN-22001-19|Espumisan L A. Menarini Singapore Pte. Ltd Berlin Chemie AG
49 |VN-22016-19|Esserose 450 Cong ty TNHH MGt thanh vién Minskinterrcaps U.V
Vimepharco
50 |VN-22111-19|Evictal 400 Cong ty TNHH Duoc Pham Y-Med |Indchemie Health Specialities Pvt.
Ltd.
51 |VN-22101-19 [Farizol 250 Cong ty TNHH Duoc pham Tién  |Kwality Pharmaceutical PVT. Ltd.
Giang
52 [VN-22084-19 |[Fentanyl Kalceks [Joint Stock Company "Kalceks" HBM Pharma s.r.o
0,05mg/ml (CS
Xuat xuong: AS
Kalceks, dia chi:
AS Kalceks, 53,
Krustpils St.,
Riga, LV-1057,
Latvia)
53 |VN-22216-19 |[Ferion Gracure Pharmaceuticals Ltd. Gracure Pharmaceuticals Ltd.
54 |VN-22219-19|Ferlatum Lifepharma S.p.A. Italfarmaco S.A.
55 |VN-22109-19|Fildilol 25 Cong ty TNHH Duogc Pham Y-Med |Fourrts (India) Laboratories Pvt.,
Ltd.
56 [VN-22130-19 [Fludarabine- Cong ty TNHH MTYV Vimepharco |Belmedpreparaty RUE
Belmed
57 |VN-22218-19|Folinate de Laboratoire Aguettant S.A.S Sirton Pharmaceuticals S.P.A
calcium Aguettant
50mg
58 [VN-22022-19 |[Fortraget Inhaler |Getz Pharma (Pvt) Ltd. Getz Pharma (Pvt) Ltd.
200mcg+6mcg
59 |VN-22062-19|Fugentin Cong ty c¢6 phan Dugc MK Viét Nam |Elpen Pharmaceutical Co. Inc.
60 [VN-22177-19 Fulvestrant Novartis (Singapore) Pte Ltd Fareva Unterach GmbH
"Ebewe"
61 |VN-22055-19|Funspor 200 Albios Lifesciences Private Limited |Coral Laboratories Limited
62 [VN-22069-19 |Gelbra 20mg Cong ty c¢b phan dugc pham KRKA, D.D., Novo Mesto
Gastro-resistant  |Tenamyd
tablets
63 |VN-22153-19|G-Flo 200 Gracure Pharmaceuticals Ltd. Gracure Pharmaceuticals Ltd.
64 |VN-22151-19|Glenosartan 20  |Glenmark Pharmaceuticals Ltd. Glenmark Pharmaceuticals Ltd.
65 |VN-22140-19|Glimepiride Denk |Denk Pharma GmbH & Co. Kg Denk Pharma GmbH & Co. Kg
3
66 [VN-22170-19|Glucophage XR |Merck Export GmbH Merck Sante s.a.s
500 mg
67 [VN-22087-19|Glucose Injection |Cong ty TNHH dugc phdm Chau A  |Shijiazhuang No. 4 Pharmaceutical
5% Thai Binh Duong Co., Ltd.
68 |VN-22017-19|Gynocaps Cong ty TNHH Mot thanh vién Minskinterrcaps U.V
Vimepharco
69 [VN-22214-19 Histalong L Dr. Reddy's Laboratories Ltd. Dr. Reddy's Laboratories Ltd.
70 |VN-22158-19|Hytinon Korea United Pharm. Inc. Korea United Pharm. Inc.
71 |VN-22127-19|Itsup 100 Cong ty TNHH MTV DP Viét Tin  |Theon Pharmaceuticals Limited
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% 8O Y TR CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: 698 /QP-QLD Ha Ngi, ngay 15 thang10ndm 2024
QUYET PINH

Yé viée ban hanh danh muc 498 thudc nuwéc ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - Dgt 122

CUC TRUONG CUC QUAN LY DUQC

Can cie-Ludt Dwge sé6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Cdn cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan 1y Duwoc thudc
Bé Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng B Y té quy
dinh viéc dang ky lwu hanh thudce, nguyén liéu lam thuoc;

Can cit két lugn ciia Hoi dong tw van cdp gidy dang ky heu hanh thubc, nguyén
liu lam thuéc - B Y té dot 122 tai Cong Van so 83/HATV-VPHA ngay 30/09/2024
ciia Van phong Héi dong tw van cap GDKLH thude, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong BPang ky thuéc - Cuc Quan 1y Duge.

QUYET PINH:

Dléu 1. Ban hanh kém theo Quyét dinh nay danh muc 498 thudc nudc ngoai
dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 122, cu thé:

1. Danh muyc 219 thudc nudc ngoai duge cap gidy ding ky Ivu hanh hiéu lyc 05
nam - Dot 122 (tai Phu luc I kem theo).

2. Danh muc 09 thudc nude ngoai duoc cap gidy dang ky luu hanh hiéu luc 03
nam - Bot 122 (tai Phu luc 1l kem theo).

3. Danh muc 231 thudc nuéc ngoai duoc gia han gidy dang ky luu hanh hiéu
luc 05 nam — Dot 122 (Phu luc 111 kem theo).

4. Danh muc 39 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 122 (Phu luc IV kem theo).

Piéu 2. Co so san xuét va co so ding ky thude c6 trach nhiém:

1. San xuat, cung cip thudc vao Viét Nam theo diing cac ho so, tai lidu da dang
ky v6i BO Y té va phai in hodc dan sé dang ky dugc BO Y té cdp 1én nhan thude.

2. Chap hanh day du phap lut ciia Viét Nam va cac quy dinh caa BO Y té vé
san xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay doi gi
trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi phai béo céo ngay cho
Cuc Quan ly Duoc-Bo0 Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chuan chéat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truéng Bo Y té quy dinh vé chat
lwong thude, nguyén liéu lam thude, Thong tu sb 03/2020/TT-BYT ngay 22/01/2020
ciia BO truong BO Y té stra d6i, bd sung mot sd didu cua Thong tu 11/2018/TT-BYT
quy dinh vé chat lwong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to hudng dan sir dung thudc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va t& huéng dan sir dung thude theo hinh thirc thay doi, bo sung
gidy dang ky luu hanh thuc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022



cua Bo truong BO Y té ddi voi thude chua cap nhat noi dung nhan thudc, to huéng dan
stt dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va t& huéng dan sir dung thuoc) phai nhap khau va luu hanh voi cac
noi dung da dugc phé duyét thay d6i trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cta gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co s dang ky phai c6 trach nhiém thyc
hién thay dbi'co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khdng con du dleu kién hoat dong.

7..Co so dang ky thude phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tmg Thuc hanh tot san xuat cua CO 80 san Xuat thuoc nguyén liéu lam
thude. Truong hop co s¢ san xuat bi thu hoi gidy phép san xuat hodc khong dap tng
Thye hanh tét san xudt thudc, nguyén liéu 1am thudc & nudc so tai, co s phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co quan quan Iy
c6 tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luat Dugec.

8. Céc thudc duoc gia han gidy diang Ky luu hanh tai Quyét dinh nay duoc tiép
tuc sir dung s6 dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay duogc cip sb ding ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phdi hop voéi cac co so diéu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thubc ké don, theo d01 an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT ddi vé6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So' Y té céac tinh, thanh phd truc thudc trung wong, giam déc
nha san xuat va co s& ding ky co thude tai Picu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén: ~_ CUC TRUONG
- Nhu Diéu 4; TYH.C N

- Bo trudng (dé b/c);

- TTr. B Xuan Tuyén (dé b/c); i Cuc

- Cyc Quén Y - B§ Qude phong, Cuc Y té - Bd Cong an; | | Quar )

Cuc Y té GTVT - B9 Giao thong vén tai;
- Téng Cuc Hai quan - B9 Tai chinh;

- B4o hiém X4 hoi Viét Nam; = .
- B Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Vin Vii Tuan Cuong
phong HPTV cip GPKLH thudc, NLLT;

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

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Céc Bénh vién & Vién c6 giuong bénh tryc thue BYT;

- Trung tdm mua sim tap trung thude quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, KT (2b) (NT).



DANH MUC 231 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc 111

TAI VIET NAM HIEU LUC 5 NAM - POQT 122
(Kém theo Quyét dinh so: ..698......./0P-QLD, ngay 15../.10.2024.ciia Cuc Qudn Iy Duroc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuin | tho gia han lan
(thang) | (S6 dingky | gia
da cip) han
1) 2) 3) (4) (©) (6) @) (8) 9)
1. Co s¢ dang ky: A. Menarini Singapore Pte. Ltd. (Pja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé7san xuét: Berlin Chemie AG (Pia chi: Glienicker Weg 125, 12489 Berlin, Germany)
1 Espumisan | Simethicone Nhi dich | Hop 1 lo NSX 24 400100981824 | 01
L 40mg/ml uéng 30ml c6 (VN-22001-19)
nap nho
giot
2. Co'sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé san xuat: AbbVie S.r.l (bja chi: S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia
(loc. APRILIA) - 04011 APRILIA (LT), Italy)
2 Klacid Clarithromycin Viénnén | Hop Lvix | NSX 36 800110981924 | 01
Forte 500mg bao phim | 14 vién; (VN-21160-18)
Hop 2 vi x
7 vién
3 Klacid MR | Clarithromycin Viénnén | Hop 1vix | NSX 36 800110982024 | 01
500mg giai 5 vién; (VN-21161-18)
phong Hop 1 vi x
bién dbi | 7 vién
2.2. Co sé san xuat: Mylan Laboratories S.A.S. (Pja chi: Route de Belleville, Lieu Dit Maillard, Bp
25, Chatillon Sur Chalaronne, 01400, France)
4 Duspatalin | Mebeverine Vién Hop 3vix | NSX 36 300110982124 | 01
retard hydrochloride nang 10 vién (VN-21652-19)
200mg cang giai
phéng
kéo dai
2.3. Co & san xuat: PT. Mitsubishi Tanabe Pharma Indonesia (Pja chi: JI. Rumah Sakit No. 104,
RT 001 RW 005, Kel. Pakemitan, Kec. Cinambo, Kota Bandung, Jawa Barat, Indonesia)
5 Tanatril Imidapril Viénnén | Hop 10vi | NSX 48 899110982224 01
Tablets hydrochloride x 10 vién, (VN-22051-19)
10mg 10mg Hop 3 vi x
10 vién

3. Co sé dang ky: Actavis International Ltd. (Pja ch:: No.4 SQAQ Tal-gidi Off Valletta Road, Luga
LQA 6000, Malta)

3.1. Co sé san xuét: Balkanpharma - Dupnitsa AD (Pja chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)
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