BO Y T CONG HOA XA HOI CHU NGHTA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQT Do 1ap - Ty do - Hanh phiic i
DRUG ADMINISTRATION OF VIETN:{M Independence - Freedom - Happiness *

138A Giang Vo - Ha Noi - Viét Nam

Tel: B4 .4.37366483/38464413 - Fax: 84438234758

CIAYSPHIEP LU HANH SAN PE

MARKETING AUTHORIZATION

Tén thube . Panfor SR-500

Name of Drug;

Thanh phan chinh, ham lvong Metformin (dwéi dang Metformin hydrochlorid) 500 mg

Active Ingredients, Strength:

Qui cach déng g6i, bao ché © Hop 5 vi x 20 vién; Vién nén phong thich cham

Packing Size, Dosage form:

Tiéu chuén chét lwong © NSX

Quality Specification:

Han dung . 36 thang

Shelf- life:

S6 gidy phép lwu hanh san pham (SPK): VN-20018-16

Marketing Authorization Number:

Sé quyét dinh . 433/Qb-QLD Ngay cép: 05/9/2016

Approval Decision Number: Date of Issuance:

Hiéu Iuc clia gidy phép Iwu hanh san pham: cé gia tri 05 ndm ké tir ngay cép
Expiration Date of this Marketing Authon'zaﬁon:

Tén co s& dang ky - Mega Lifesciences Public Company Limited

Name of Marketing Authorization Ho!der )

Pia chi : 384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3

Address: Road, Phraeksa, Mueang, Samut Prakarn 10280 -
Thailand

Tén co sé& san xuat - Inventia Healthcare Pvt. Ltd.

Name of Manufacturer:

Pia chi F1-F1/1, Additional Ambernath M.I.D.C.. Ambernath

Address:

CH(ye THYC BqusAg pUNG vﬁgﬁpcﬁfme 421 506 Maharashtra State - India

Tan co 5 At ifc: 1 1 B —
tn o oGO
Bia chi 03 -11- 2023
Address.
LHU l‘ICH
CcONG C " PHAP - H CH  Ha N6i, ngay 05 thang 9 nam 2016.

/,%6"'/ m; O TI CUC TRUONG CUC QUAN LY DUQC

7 (/ . N GENEWTOR OF THE DRUG ADMINISTRATION OF VIETNAM
‘ v

Ghi chu: (vote) :
1- Gidy phep Ivu hanh san pham\
dang ky thubc da dugc BO Y ‘gg,phe : .o
This marketing authorization has been issued in accordance ﬁ!h fhle}!IosS LA A,
approved by the Vietnam Ministry of Health. T e
2- Bét cur sir thay dbi nao vé ndi dung ctia gidy phép phai duoc 5
Cuc Quan Iy duoc - BY Y té xac nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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\\@ %g e BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
im0 CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
Sé: 62 /QP-QLD Hé Néi, ngay 08 thdng 02 ndm 2023
QUYLT PINH

Ve viée cong bo Danh muce thude, nguyén ligu lam thude co glay dang ky ltru
hanh dwge tlep tuc sir dung theo quy dinh tai khoan 1 Pidu 3 Nghi quyét sb
80/2023/QI—I15 ngay 09/01/2023 ciia Qudc hoi (Dot 1)

CUC TRUONG CUC QUAN LY DUQC

Can cur Nghi quyet s6 80/2023/QH15 ngay 09/01/2023 cia Qudc hdivé viée
tlep tuc thye hién mdt s6 chinh sdch trong phong, chong dich COVID-19 va si dung
gidy ddng ky luu hanh thudc, nguyén liéu lam thude hét thoi han hiéu lyc tir ngay
01/01/2023 dén ngay 31/12/2024;

Cén cit Nghi dinh s6 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phit quy
dinh chirc ndng, nhiém vu, quyen han va co cau t6 chitc ctia B3 Y te

Cén ctt Quyét dinh s6 7868/0DP- -BYT ngay 28/12/201 8 ciia By truong Bo Y
té quy dinh chic ndng, nhiém vi, quyén han va co cdu t6 chitc clia Cuc Qudn Iy
Duroc thuge B3 Y té;

Cén cit Cong van 56 429/BYT. QLD ngay 01/02/2023 cia By Y 1é vé viée
trién Ichai thue hién Diéu 3 Nghj quyét s6 80/2023/QH15;

Theo dé nghi ctia Truéng phong Pdng ky thude, Cuc Quan Iy Dugc,
QUYET PINH:

Didu 1. . Cong b6 keém theo Quyét dinh nay Danh muc thuoc, nguyén liéu lam
thubc c6 gidy dang ky luu hanh duge tiép tuc sir dung tir ngay het hiéu lyc dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Diéu 3 Nghi quyét s& 80/2023/QH15
ngdy 09/01/2023 ctia Qudc hdi (ot 1), cu thé nhu sau:

1. Danh myc thudc, nguyén ligu lam thudc san xuét trong nude duge cong bd

tai Phu luc I kém theo Quy¢t dinh nay.
2. Danh myc thubc, nguyén liéu lam thude san xudt tai nude ngoai duge cong

bo tai Phu luc IT kém theo Quyét dinh nay.

3. Danh muc véc xin, sinh phdm dugc cong bb tai Phu Iye 1T kém theo Quyét
dinh nay.

Pidu 2. Danh myc thudc, nguyén liéu lam thude duoc cong bd tai Diéu 1 duge
dang tai trén Cng théng tin dién ti cia B Y té tai dia chi: https://moh.gov.vn/home,

Trang thong tin dién tir cia Cuc Quan 1y Duge tai dia chi: hitps: //dav.gov.vn va dugc
tlep tuc cdp nhét, b sung tai céc dgt cong b tiép theo.

Thong tin chi tiét cia ting thube, nguyén lidu lam thudc duoc tra ciu theo s6 ding
ky cong bd trén frang théng tin dién tr cia Cyc Quan ly Duge tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




?

<~ Tong Cye Hai quan - B§ TAi chinh;

Piéu 3. Truong hop thude, nguyen liéu lam thudc da thye hién thay ddi, bd
sung trong qué trinh luu hanh hogc c6 dinh chinh, sua @i thong tin lién quan dén
gidy dang ky luu hanl da dugc cap, doanh nghiép xudt trinh viin ban phé duyét hodc
xéc nhgn cia Cyc Quan Iy Duge véi cac co quan, don vi lién quan dé thuc hién cdc
thi tye theo quy dinh phép luét.

Diéu 4. Quyet dmh nay co hiéu lyc ké tir ngay ky ban hanh.

Diéu 5, Glam dbc S& Y té cac tinh, thanh pho tryc thuge Trung uong, Gidm
dbe co 8O 84N Xuht va co s¢ ding ky b thuoc nguyén lidu 1am thude duge cong b6
tai Didu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nlmn.

- Nhu Bleu 5

-BT, Dao Hong Lan (dé b/c)

- TT ‘B3 Xuén Tuyén (de b/c);

- _Cuc Quény-B Qudc phong, Cuc Y té - B6 Cong an;
o Cuc Y té GTVT - B4 Giao théng van tai;

- Bdo hiém x hoi Viét Nam;
-Bd Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra
Bg, Van phong B§;

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

- Tdng Cong ty Duge Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién ¢6 giwdng bénh tluc thuQc BéY té;
- Trung tdm mua sam tép trung thudc quoc gia;

- Cyc QLD: P. QLKDD P.QLCLT, P.PCTTra, P.QLGT,;
Website B Y té; Website Cyc Quan ly Dugc;

- Luu: VT, BKT.




Phu luc IT

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUGC NGOAI CO GIAY PANG KY LUU
HANH BUGC TIEP TUC SU DUNG TU NGAY HET HIEU LUC DEN HET NGAY 31/12/2024
THEO QUY DINH TAI KHOAN 1 BIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CcUA QUOC HOQI (POT 1)

(Ban hanh kem theo Quyé‘t.'ii;fnh s8¢y /OP-QLD nginng /oy 2023cua Cyc Quén Iy Duroc)

(*) Ghi chii: Cdc thuéc khac: d‘ap wng yéu cau tai Nghi quyét 80/2023/QH15 dang dugc tiép tuc
cdp nhdt, bé sung tqi cac d‘ot Quyét dinh tiép theo.

STT |S0 dingky -‘I‘-en thuoc Co s& diing ky Co s& san xuat
1 VN—15725—12,_[" 0.9% Sodium B. Braun Medical Industries B. Braun Medical Industries
% |Chloride Intravenous |Sdn. Bhd. Sdn. Bhd.
& Infusion B.P.
2 VN-16752-13  10.9% Sodium Chi nhanh Céng ty c6 phan Euro-Med Laboratoires Phil.,
o Chloride Solution for |duge phdm Trung Uong Inc
3 1.V, Infusion Codupha Ha N§i
3 VYN=-15226-12  |10% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion [Sdn. Bhd. Sdn, Bhd.
B.P.
4 VN-15227-12  |20% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion [Sdn. Bhd, Sdn. Bhd.
B.P
5 VN-14667-12  [5% Dextrose in water |Chi nhanh Cong ty ¢b phan Buro-Med Laboratoires Phil.,
solution for dugc phém Trung Uong Inc
intravenous infusion |Codupha Ha Noi
6 VYN-15228-12  |5% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
7 VN-17422-13  |5-Fluorouracil Novartis (Singapore) Pte.Ltd  [Ebewe Pharma
"Ebewe" Ges.m.b.H.Nfg KG
8 VN-15842-12 |AB Ausbiobone Céng ty TNHH duge phém Probiotec Pharma Pty., Ltd.
Thing Loi
9 VN-20441-17 [Abbsin 200 Cong ty TNHH duge phim DO |OU Vitale-XD (noi san xult
HA Vitale Pringi)
10 VN-20442-17 |Abbsin 600 Céng ty TNHH dugc phim DO |OU Vitale-XD (noi san Xuét
' HA Vitale Pringi)
11 VN-17095-13  [Abernil S0mg Medochemie Ltd. Medochemie Ltd — Central
Factory
12 VN-20696-17 |Aceclonac Céng ty TNHH DP Béach Viét |Rafarin S.A.
13 VYN-19820-16 |A-Cnotren Cong ty cb phan BT Viét Nam |G.A Pharmaceuticals S.A.
(GAP S.A)
14 VN-18806-15 [Acular Allergan Singapore Pte. Ltd. Allergan Pharmaceuticals
Ireland
15 VN-15194-12  [Acuvail Allergan Singapore Pte. Ltd. Allergan Sales, LLC
16 VN-16608-13  |Acyclovir Cong ty TNHH Seamed Ptk. JSC "Kievmedpreparat"
17 VN-14811-12 |Acyclovir Stada Céng ty TNHH STADA VIET |Stada Arzneimittel AG
NAM
18 VN-20385-17 |Adalat LA 30mg Bayer (South East Asia) Pte., [Bayer AG

Ltd.

1/75




STT |80 diing ky Tén thudce Co s& ding ki Co siv san xuit
1186 |VN-20377-17 |Oxetine tablets 30mg |APC Pharmaceuticals & Kusum Healthcare Private
Chemical Limited Limited
1187 |VN-20378-17 |Oxetine tablets 60mg [APC Pharmaceuticals & Kusum Healthcare Private
] Chemical Limited Limited
1188  |VN-20247-17 |Oxitan 109;ﬁg/20111] Céng ty c6 phin Fresenius Fresenius Kabi Oncology Ltd
Kabi Viét Nam
1189 |VN-20612-17 [Oxytogiit injection  |Rotexmedica GmbH Rotexmedica GmbH
BP 1-'0“’Units Arzneimittelwerk Arzneimittelwerk
1190  |VN-20411-17  {Ozafium Céng ty ¢d phan duge phim Anfarm Hellas S.A.,
il Vipharco
1191 [VN-19447-15 |Ozogast 40 Céng ty TNHH duge phdm va |Incepta Pharmaceuticals
B thiét bj y t& Phuong L& Limited
1192 |VN-17817-14 |Ozurdex Allergan Singapore Pte. Ltd.  |Allergan Pharmaceuticals
& Treland
1193 [VN-20192-16 |Paclitaxel "Ebewe" Novartis (Singapore) Pte Ltd  |Ebewe Pharma Ges.m.b.H
Nfg.KG
1194 . |VN=20581-17  |Paclitaxel "Ebewe" Novartis (Singapore) Pte Ltd ~ |Ebewe Pharma Ges.m.b.H
Nfg.KG
1195 |VN-11619-10 |Paclitaxelum Actavis |Actavis International Ltd S.C.Sindan-Pharma SRL
1196 |[VN-17852-14 |Palibone Céng ty cd phan BT Viét Nam |Atlantic Pharma- Producoes
Farmaceuticas S.A.
1197 |[VN-16024-12 [Pamlonor Adamed Pharma S.A. Adamed Pharma S.A.
1198 |VN-12465-11 |Panadol GlaxoSmithKline Pte., Ltd. Sterling Drug (M) Sdn. Bhd.
1199 [VN-17330-13 |Pan-Cloxacillin Coéng ty TNHH Binh Viét Dic  [Panpharma
500mg
1200 |VN-20187-16 |Panfor SR-1000 Mega Lifesciences Public Inventia Healthcare Limited
Company Limited
1201 VN-20018-16 |Panfor SR-500 Mega Lifesciences Public Inventia Healthcare Limited
Company Limited
1202 |VN-20188-16 |Panfor SR-750 Mega Lifesciences Public Inventia Healthcare Limited
Company Limited
1203 VN-16079-12  |Panloz 20 Torrent Pharmaceuticals Ltd,  [Torrent Pharmaceuticals Ltd.
1204 |VN-16080-12 ([Panloz 40 Torrent Pharmaceuticals Ltd. | Torrent Pharmaceuticals Ltd.
1205 |VN-19355-15 |Panotox SRS Pharmaceuticals Pvt. Ltd. |Bharat Parenterals Ltd.
1206 |VN-19184-15 [Pantin 40 Hetero Labs Limited Hetero Labs Limited
1207 |VN-20525-17 |Pantium-40 Intas Pharmaceuticals Lid Intas Pharmaceuticals Ltd
1208 |VN-20460-17 |Pantobone 40 Céng ty TNHH duge phém va |Square Pharmaceuticals Ltd
thidt bi y t& Phuong L8
1209 VN-18947-15 |Pantocar-40 Micro Labs Limited Micro Labs Limited
1210 |VN-17792-14 [Pantocid IV Sun Pharmaceutical Industries |Sun Pharmaceutical Industries
Ltd. Ltd.
1211 VN-19144-15 |Panto-denk 40 Denk Pharma GmbH & Co, Kg |Advance Pharma GmbH
1212 |VN-19450-15 |Pantogut Céng ty ¢b phan dugc pham Popular Pharmaceuticals Ltd.
Viphatrco
1213 VN-19534-15 |Pantoloc 20mg Takeda Pharmaceuticals (Asia |Takeda GmbH
Pacific) Pte., Ltd.
1214 |VN-18402-14 [Pantoloc 40mg Nycomed GmbH Takeda GmbH
1215 |VN-18530-14 ([Pantonova IV Congty TNHH Y té Canh Cira |Ciron Drugs &

Vigt

Pharimaceuticals Pvt. Ltd.
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