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QUYET PINH

Vaé viée ban hanh danh myc 174 thudc nuwéc ngoai
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chitc nang, nhiém vu, quyen han va co cdu té chike ciia B Y té;

Can cit Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong By Y té quy
dinh chitrc ndng, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan 1y Duoc thudce
B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trudng Bo Y té quy
dinh viéc dang ky luu hanh thuéc, nguyéen liéu lam thuoc

Can cik két ludn cua Hoi dong tw vin cdp gzay dang ky hew hanh thude, nguyén
liéu lam thuéc - Bé Y té dot 120 tai Cong van so 48/HPTV-VPHD ngay 22/05/2024
ciia Van phong Hoi dong tie vin cap GPKLH thube, nguyén liéu lam thuoc;

Theo dé nghi cia Truéng phong Dang ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thudc nudc ngoai
duogc gia han gidy ding ky luu hanh tai Viét Nam - Dot 120, cu thé:

1. Danh muc 155 thudc nude ngoai duge gia han gidy dang ky Iuu hanh hiéu
lyc 05 nam — Dot 120 (Phu luc I kem theo).

4. Danh muc 19 thudc nudc ngoai dugc gia han gidy ding ky Iuu hanh hiéu luc
03 nam — Dot 120 (Phu luc II kem theo).

Diéu 2. Co s6 san xuat va co s ding ky thudc ¢6 trach nhiém:

1. San xuat cung cap thudc vao Viét Nam theo dung cac hd so, tai liéu da dang
ky v6i B Y té va phai in s6 diang ky duoc Bo Y té Viét Nam cap 1én nhan thude.

2. Chap hanh day du phép luit caa Viét Nam va cic quy dinh cua Bo Y té vé
san xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bit c thay ddi gi
trong qua trinh lwu hanh thude ¢ nude so tai va ¢ Viét Nam thi phai bao cdo ngay cho
Cuc Quan Iy Duoc - B6 Y té Viét Nam.

3. Thuc hién vi€c cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng BO Y té quy dinh vé
chat luong thudc, nguyén liéu lam thudc, Théng tu sé 03/2020/TT-BYT ngay
22/01/2020 cia Bo truong Bo Y té sua d6i, bd sung mot sé diéu cia Thong tu
11/2018/TT-BYT quy dinh vé chét luong thude, nguyén liéu 1am thude.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp ho so cap nhat ndi dung nhin thude, t& hudng dan sir dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truéng Bo Y té thi phai thuc
hién cép nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duogc gia han
gidy dang ky luu hanh theo Quyet dinh nay c6 thay doi vé nodi dung hanh chinh phai
san xuat va luu hanh véi cc ndi dung da duoc phé duyét thay doi trong ho so gia han.



6. Co so dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thuc
hién thay d6i co s diang ky theo quy dinh tai Thong tu sb 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ ding ky khong con du diéu kién hoat dong.

7. Co s6 dang ky thude phai bao cao BO Y té (Cuc Quan ly Dugc) vé cap nhat
tinh trang dap ung Thuc hanh tot san xudt cla €O SO san Xuét thuoc nguyén li¢u lam
thudc. Truong hop co so san xudt bi thu hdi gidy phép san xuit hodc khong dap g
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thudc ¢ nuée sé tai, co s¢ phai thuc
hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co quan quan ly
c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot sd didu va bién
phap thi hanh Luat Dugc.

8. Cac thuéc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc su dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo do1 an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT dbi vdi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam dbc S¢ Y té céc tinh, thanh phd truc thudc trung wong, gidm ddc
nha san xuit va co so ding ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhgin: _ CUC TRUONG
- Nhu biéu 4; ST

- Bo truong (dé ble); A
- TTr. B4 Xuan Tuyén (de b/c); (=]
- Cyc Quan Y - Bo Quédc phong, Cuc Y té - Bo Cong an C
Cuc Y té GTVT - B§ Giao thong vén tai; . ‘

- Tong Cuc Hai quan - B Tai chinh; N\ o’
"B ¥ (& Vi PC. Cuo NSFEAT
- Bo Y té: Vu PC, Cuc QLKCB, Thanh tra B9, Van i Tuén Cuong

phong HDTV cdp GPKLH thudc, NLLT;

- SO Y té céc tinh, thanh phé truc thudc Trung wong;

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK dugc pham;

- Céc Bénh vién & Vién c6 givdong bénh tryc thude BYT;
- Trung tam mua sam tap trung thude quoc gia;

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

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



Phu luc I

DANH MUC 155 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 120

(Kem theo Quyét dinh 56 ..407....../OP-QLD, ngay 19./06./2024ciia Cuc Qudan 1y Duwoc)

STT | Ténthuéc | Hoat chitchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham luwgng bao ché | déng goi | chuin tho gia han lan

(thang) | (SO dangky | gia

da cap) han

¢)) (2) 3) “) ) (6) (7 (8) 9)

1. Co sé dang ky: Actavis International Ltd. (DPia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luqa,
LQOA 6000, Malta)
1.1. Co sé san xuat: Balkanpharma-Dupnitsa AD (Dja chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

1 Irprestan Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 380110516024 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co sé san xuit: S.C. Sindan - Pharma S.R.L. (Pia chi: 11 lon Mihalache Blvd., 011171,
Bucharest, Romania)

2 Firotex Topotecan (dudi | Botdong | Hop 1 Lo | NSX 36 594114516124 01
dang topotecan kho pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

dac dé

pha dung

dich

truyén
1.3. Co sé san xuat: S.C. Sindan - Pharma S.R.L. (Pia chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

3 Vinorelsin | Vinorelbine (dudi | Dung Hop 1 Lo | NSX 36 594114516224 01

50mg/5ml dang Vinorelbine | dich qém Sml (VN-17629-14)
tartrate) dac de
50mg/5ml pha dich
tiém
truyén
2. Co'sé dang ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
2.1. Co s& san xuit: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

4 Kaportan 20 | Olmesartan Vién nén | Hop 16n NSX 36 890110516324 01

medoxomil 20mg | bao phim | chua 10 (VN-18981-15)
Hop x 1 vi
x 10 vién

3. Co s dang ky: Albios Lifesciences Private Limited (Pia chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,

India)

3.1. Co s& san xuat: Denis Chem Lab Limited (Dia chi: Block 457, Village-Chhatral, Tal-Kalol,

Dist. Gandhinagar - 382 729, Gujarat State, India)




24

STT | Tén thudc | Hoat chitchinh | Dang | Quycich | Tiéu | Tuoi S6 ding ky S6
— Ham luwong bio ché | dénggéi | chuin tho gia han lan
(thang) | (S6 diangky | gia
di cap) han
A 2) 3 “) ) (6) @) ) (&)
73. Co sé dang ky: Pharmaceutical Works POLPHARMA S.A. (Dja chi: ul. Pelplinska 19, 83-
200 Starogard Gdanski, Poland)
73.1. Co sé san xuit: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz
(Pia chi: 57 Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland)
Co s& xuat xwong: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz (Pja
chi: 10, Wladyslawa Lokietka St, 98-200 Sieradz, Poland)

135 | Pyrantelum | Pyrantel (dudi Hon dich | Hop 1 chai | NSX 24 590100529424 01
Medana dang Pyrantel udng x 15ml (VN-20850-17)

embonate)

250mg/5ml
74. Co sé¢ dang ky: Pharmascience Inc. (Pia chi: 6111 Royalmount Ave 100 Montreal, Quebec
Canada, H4P 2T4, Canada)
74.1. Co sé san xuit: Pharmascience Inc. (Pia chi: 6111 Royalmount Ave 100, Montreal, Quebec
Canada, H4P 2T4, Canada)

136 | pms- Montelukast Vién Chai 100 NSX 24 754110529524 | 01
Montelukast | (duéi dang nhai vién; Hop (VN-17547-13)

Smg Montelukast 3vix 10

natri) Smg vién
75. Co s& dang ky: Pharmaunity Co., Ltd. (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
75.1. Co' sé san xuat: Aprogen Biologics Inc. (Pia chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Korea)

137 | Chimitol Clotrimazole Viénnén | Hop 1vix | BP 36 880110529624 01
vaginal 500mg dat am 2 vién hién (VN-18623-15)
tablet dao hanh

75.2. Co s& san xuit: HK Inno.N Corporation (Pja chi: 20 Daesosandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea)

138 |Citopcin Ciprofloxacin Dung Thi x NSX 24 880115529724 01
Injection 2mg/ml dich tiém | 50ml dung (VN-20240-17)
100mg/50ml truyeén dich tiém

truyén

139 |Citopcin Ciprofloxacin Dung Thi x NSX 24 880115529824 01
Injection 2mg/ml dich tiém | 100ml (VN-20134-16)
200mg/100ml truyén dung dich

tiém

truyén
75.3. Co s& san xudt: Myung In Pharm. Co., Ltd. (Pia chi: 361-12, Noha-gil, Paltan-Myeon,
Hwaseong-si, Gyeonggi-do, Korea)

140 | Azein Inj. Acyclovir 250mg | Botdong | Hop 10 Lo | BP 36 880110529924 01

kho pha 2016 (VN-21540-18)

tiém
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STT | Tén thudc | Hoat chitchinh | Dang | Quycich | Tiéu | Tuoi S6 ding ky S6
— Ham luwong bio ché | dénggéi | chuin tho gia han lan
(thang) | (S6 diangky | gia
di cap) han
A 2) 3 “) 3 (6) ) ) (&)
75.4. Co sé san xuit: Nexpharm Korea Co., Ltd. (Pja chi: 168-41 Osongsaengmyeong 4-ro, Osong-
eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Korea)
141 | Cenex Cap. | Celecoxib 200mg | Vién Hop 10 vi | NSX 36 880110530024 01
200mg nang x 10 vién (VN-21949-19)
cling

76. Co s¢ dang ky: Reckitt Benckiser (Thailand) Limited (Dja chi: 388 Exchange Tower, 14th
floor, Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)
76.1. Co sé san xuit: Reckitt Benckiser Healthcare (UK) Limited (Pja chi: Dansom Lane, Hull,
East Yorkshire, HUS 7DS, United Kingdom)

142 | Gaviscon Natri alginat Viénnén | Hop 2 vix | NSX 24 500100530124 01
dual action | 250mg, Natri nhai 8 vién (VN-18653-15)
bicarbonat
106,5mg, canxi
carbonat 187,5mg
76.2. Co sé san xuit: Reckitt Benckiser Healthcare International Limited (Dia chi: Thane Road,
Nottingham, NG90 2 DB, United Kingdom)
143 | Nurofen Ibuprofen 400mg | Viénnén | Hop 1 vix | NSX 36 500100530224 01
400mg bao 12 vién; (VN-21336-18)
sugar dudng Hop 2 vix
coated 12 vién
tablets
77. Co sé dang ky: Santen Pharmaceutical Asia Pte. Ltd. (Dia chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
77.1. Co s& san xuit: Santen Pharmaceutical Co., Ltd. - Nha may Noto (Pja chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan)
144 | Diquas Natri diquafosol | Dung Hop 1 Lo | NSX 36 499110530324 01
150mg/5ml dich nhé | x Sml (VN-21445-18)
mit
78. Co sé dang ky: Siu Guan Chem. Ind. Co., Ltd. (Dia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
78.1. Co s& san xuit: Siu Guan Chem. Ind. Co., Ltd. (Pia chi: No. 128, Shinmin Road, Hunei
Village, West District, Chiayi City, Taiwan)
145 | Lilonton Piracetam 400mg | Vién Hop 10 vi | NSX 48 471110530424 01
Capsule nang x 10 vién (VN-21960-19)
ciing
146 | Suwelin Cimetidin 300mg | Dung Hop 10 NSX 48 471110530524 01
Injection dich tiém | 6ng 2ml (VN-21343-18)
300mg/2ml
147 | Vitamin C | Acid Ascorbic Dung Hop 10 NSX 36 471110530624 01
Injection 500mg dich tiém | éng x 5ml, (VN-19349-15)
Hop 50
ong x 5ml




Phu lucl

DANH SACH CO SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NWO'C NGOAI PAP (NG GMP

Dot 41
( Kém theo céng vinsé 57 /QLD-CL ngay 08 /01 /2025 ctia Cuc Qudn ly Dwoc )
str | 2. |1p cr| TEN CO'SO SAN PIA CHI PHAM VI CHI*NG NHAN NGUYEN | GIAY CH. |NGAY Nl-:;fATY CO' QUAN CAP
cC XUAT : - N TACGMP| NHAN CAP | AN
1 |3415| AR- |Laboratorio Pablo |Carhue 1096 (C1408GBV), |Thudc khéng chira khang sinh beta lactam, khong chira chat cé hoat tinh hormon va khéng chira chat kim t& bao: PIC/S-GMP | CE-2024- National Administration
002 [CassaraS.R.L. Buenos Aires — Argentina |* Thu6c v6 trung: Dung dich tiém thé tich nhé. 46076950- of Drugs, Foods and
(Cach ghi khac: Carhue APN- Medical Devices
1 , Autonomous INAME#AN ANMAT), Argentina
096/86, ( ) i
City of Buenos Aires, MAT < “
Argentina; hodc: Carhué § §
1096/86 (C1408GBV), 8' 8
Autonomous City of 85 g
Buenos Aires, Argentina)
2 | 3416 AT- |Fresenius Kabi HafnerstraBe (hoac: * Thuéc vé trung: EU-GMP [INS-480166- Austrian Federal Office
001 |Austria GmbH Hafnerstrasse) 36, 8055 + Thudc san xudt vo trung: Dung dich thudc tiém/ tiém truyén thé tich I6n; dung dich thudc tiém/ tiém truyén thé tich nhé; thudc dong khd; dung dich thudc tiém/ tiém truyén 102575655 for Safety in Health Care
(hodc A-8055 hodc AT- tinh mach (chira hormon). 19614445 < " (BASG)
8055) Graz, Austria + Thudc tiét trung cudi: Dung dich va nhii twong thudc tiém/ tiém truyén thé tich Ién; dung dich va nhii twong thudc tiém/ tiém truyén thé tich nho; nhii twong thudc tiém/ tiém (4/7) § §
truyén tinh mach (chira hormon). g! :’
+ Xuét xuéng 16 3' :
* Thudc sinh hoc: San pham mau; Thudc mién dich; thudc cong nghé sinh hoc, thubc c6 ngudn gdc tir ngudi hodc dong vat.
* Pdng goi cap 2.
* Kiém tra chat lwgng: vi sinh vat (khdng vé trung), héa hoc/vét Iy, sinh hoc (endotoxin).
3 | 3417 AT- |F.Trenka Chem.- |Prinz-Eugen-StraRe 70, Xuat xwdng thudc khéng vé trung. EU-GMP [INS-480117- Federal Office for Safety
018 |Pharm. Fabrik 1040 Wien, Austria 102150929 o © in Health Care, Austria
GmbH (cach ghi 18324922 § §
khac: F.Trenka (4/5) ,5' g
Chemisch- < ~
= =
Pharmazeutische
Fabrik GmbH)
4 3418 BD- [Square Square Road, Salgaria, * Vién nén: Vién nén bao phim, vién nén bao dudng, vién nén, vién nén nhai, vién nén sui bot. WHO-GMP [DA/6- Directorate General of
004 |Pharmaceuticals |Pabna, Bangladesh * Vién nang: Vién nang cing. 5/99/10977 Drug Administration
Ltd * Thudc udng dang Idng: Siro, dung dich, hdn dich, Elixir, dung dich nhé giot nhi khoa. o « |(DGDA) Bangladesh
* Thudc bdt, c6m udng. § §
* Thuc dung ngoai: kem, gel, m&, miéng dan, emulgel, lotion. g g
* Thudc xit mii, thudc nhé mili, dung dich khi dung. 2‘ 2’
* Thudc dit 4m dao, dit truc trang, thubc x8.
* Dung dich xtic miéng.
* Thudc vo trung: Dung dich tiém thé tich nhd.
5 |3419| BD- |Square BSCIC Industrial Area, * Chi san xuét c4c bd Kit trong d6 c6 thanh phan chira hoat chat nhém Penicillin: Vién nén (vién nén bao, vién nén khéng bao); Vién nang cirng. WHO-GMP [DA/6- Directorate General of
005 [Pharmaceuticals |Pabna, Bangladesh * Dung dich udng (Bot pha hdn dich udng, thudc nhé giot, thudc géi): 119/07/146 = @ |Drug Administration,
Limited +Thudc khang sinh nhém Penicillin. 45 8, g Bangladesh
(Chemicals * Thu6c tiém truyén (B6t pha thudc tiém/truyén): g 8
Division) + Thudc khéng sinh nhém Penicillin. 8 8
* S&n xuat ban thanh pham (khong chira khéng sinh nhém Penicillin): Pellet.
6 |3420| BD- [M/s. Gachha, Gazipur Sadar, * Thudc khéng v tring chira khang sinh nhém Cephalosporin: Vién nén bao phim; Vién nang cirng; Thudc bot pha hdn dich. WHO-GMP |DGDA/6- <« © |Ministry of Health &
011 [ARISTOPHARMA |Gazipur Bangladesh * Thu6c vo trung chira khang sinh nhém Cephalosporin: Thudc bét pha tiém. 209/2016/1 § § Family Welfare
LTD. * Thudc vo trung: Dung dich nhd mét; Hbn dich nhé mét. 6568 g' OO'\ Bangladesh
o o
= =
7 | 3421 BE- |Besins Groot Bijgaardenstraat * Thu6c khéng v trung: EU-GMP |BE/GMP/20 Federal Agency for
006 |Manufacturing 128, Drogenbos, 1620, + Dang bao ché bén rin (thuéc kem, thudc m&, thudc gel) chira hormon. 24/023 < ~  |Medicines and Health
Belgium Belgium + Chirng nhan xudt xudng. § § Products, Belgium
* Pong goi: g! g'
+Ddéng géi cap 1: Thudc ban ran chira hormon. 8’ :&
+Dong gdi cap 2.
* Kiém tra chat lwgng: Hoa ly/Vat Iy.

Danh séch co s& dép (rng GMP
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D TEN CO' SO SAN ] ; . NGUYEN | GIAY CH. |NgAy [NGAY ,
STT cc ID CT XUAT PIA CHI PHAM VI CH'NG NHAN TAC GMP NHAN CAp l:li.; CO QUAN CAP
81 | 3495 TW- [Siu Guan Chem. [No. 128, Shinmin Road, * Thudc tiét trung cudi: Thudc tiém thé tich nho, thudc tiém truyén, hdn dich tiém. PIC/S-GMP |0AOF9DB94F <« © |Ministry of Health and
011 |Ind. Co., Ltd Hunei Village, * Thuéc khéng vé trung: Dung dich thudc, thuéc kem, thudc m&, thudc gel, vién nén, vién bao phim, vién nang. § § Welfare,
West District, Chiayi City, :’ :’ Republic of China
Taiwan '5' :’ (Taiwan)
82 | 3496| TW- |Orient Pharma No. 8, Kehu 1st Road, * Thuéc khéng vé trling: Vién nén bao (vién nén), vién nang chira pellet (vién nang), pellet. PIC/S-GMP (09293 <« ~ |Ministry of Health and
013 |Co., Ltd. Huwei Township, Yunlin § § Welfare, Republic of
County 63247, Taiwan, g' g' China (Taiwan)
R.0.C 2‘ ﬁ
83 | 3497 | TW- |Oneness Biotech |No. 8, Tangchang Rd., Thudc khong vé trung: Dang bao ché ban ran. PIC/S-GMP |08806 ) o |Food and Drug
031 |Co., Ltd., Nanchou Township, § § Administration, Taiwan,
Nanchou Plant Pingtung County 926, g 8' China
(ONNP) Taiwan, China = g
84 | 3498| TW- |Medigen Vaccine |30261 No.68, Shengyi * Thuéc sinh hoc: PIC/S-GMP | 08630 n vy |Ministry of Health and
032 |Biologics Corp. 3rd. Rd., Zhubei City, - VAc xin (san xuat vo trung): Envacgen (pha ché, déng géi so' cép va déng géi thir cdp) dang bom tiém déng san. § § Welfare, Republic of
Hsinchu County, Taiwan |- API cdia thudc sinh hoc: Dang bén thanh pham clia vac xin Envacgen, tir chiing virus géc va t& bao gdc dén dung dich géc vac xin. g g' China, Taiwan
(R.0.C) B Q
85 |3499| US- |Corixa 325 North Bridge Street, |* Thudc san xuét v6 trung: Thudc déng kho. EU-GMP |BE/GMP/20 Federal Agency for
005 |Corporation Marietta, Pennsylvania, * Thudc sinh hoc: Thudc mién dich. 23/080 Medicines and Health
d/b/a PA 17547, United States  |* Kiém tra chat lwong: Vi sinh (v6 trung, khong vé tring); Sinh hoc. Products (FAMHP),
GlaxoSmithKline |(cdch ghi khac: 325 North Belgium
Vaccines (hodc Bridge Street, Marietta, Q 9
Corixa Corp., Pennsylvania, 17547, 8. 8.
hodc Corixa Corp |United States hodc 325 '--,c' co?
dba North Bridge Street, X 3
GlaxoSmithKline [Marietta, PA, 17547-
Vaccines) 1134, United States)
86 | 3500| US- |Corixa 325 North Bridge Street, |San xuét, tiét trung, déng goi, dan nhan vic xin Zoster (non-live). U.S. cGMP |3007726770 United States Food and
005 |Corporation Marietta, Pennsylvania, (twong Drug Administration
d/b/a PA 17547, United States duong EU- ~ “ (U.S. FDA)
GlaxoSmithKline |(céch ghi khéac: 325 North GMP) § g
Vaccines Bridge Street, Marietta, g' 2’
Pennsylvania, 17547, z! ;
United States).
87 |[3501( US- |Viatris Km 1.9, Road 689, Vega  [Vién nén, vién nén bao phim, vién nang cirng U.S. cGMP (FEI: United States Food and
026 |Pharmaceuticals |Baja, Puerto Rico 00693, [San phém: (twong |2623619; Drug Administration
LLC (Tén cil: Pfizer |USA - Vién nén Norvasc (tén thuwong mai tai Viét Nam: Amlor) (Amlodipine 5mg (dudi dang amlodipine besylate)) duong EU- [Béo cdo (U.S. FDA)
Pharmaceuticals |(* Cach ghi khac: Km 1.9, |- Vién nang cirng Celebrex (Celecoxib 200mg) GMP) [thanh tra;
LLC) Road 689, Vega Baja, PR |- Vién nang cirng Neurontin (Gabapentin 300mg) CPP: D5SE-
00693, Puerto Rico, USA |- Vién nén bao phim Lipitor® (Atorvastatin 10 mg, 20mg, 40mg) FEUP; NEJ5- ~ "
hodc Km 1.9, Road 689, GPR3; 5ZG5- § §
Vega Baja, Puerto Rico GARU; g‘ z’
(PR) 00693, USA) WCKW- Z’ :’
SU8Y; JOFW-
RNHS;
QZRY-835Y
88 | 3502| US- |Packaging 3001 Red Lion Road, * Péng goi so cap: Ep vi, dong chai, dong tai. U.S. cGMP |FEI: o " United States Food and
070 |Coordinators LLC [Philadelphia, * Png goi thir cap va dén nhan. (twong  |1000522077 % § Drug Administration
Pennsylvania, 19114, duong EU-|; El end: 12- - & |(U.S.FDA)
United States GMP) |01-2023 ; ;

Danh séch co s& dép (rng GMP
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Paper box of 50 ampoules at 40% size:
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Director of the Mapufacturer

Lan dziu:.@é./..a{ﬂ../nzﬂ‘fﬂ.

5 ml x 50 Amps.
VITAMIN C Injection

Ascorbic Acid 500 mg /5 mi

\ Manutactured by:
~ SIU GUAN CHEM, IND, CO., LTD
123 Shin Min Road, Chia Y1, Taiwan,

c.GM.P




Vietnamese label on paper box of 50 ampoules x Sml:

Rx THUGC BAN THEO DON ﬁ/V
Tén thufc: VITAMIN C INJECTION
Hogt chil, hdm hgng s Aciel ascordiic St Sl
Dang bha ché: Dy i bt - Dudng dangs Lidm b, tidm ok el ndm s da
Quy cch ddng gz 113 S0 drg x Sk g el tidan S0 Sl
Chi djnh, Lidu dang v Cich dang, Ching chi djnh: Xon el trong 61 Fefig i st
SDK: $8 155X, NSX, HD: xean LOT, MEC, TXItrdn bao bi
Didu kign bio quin: (o quodn thude @ ol B khdng qd 5000, ieinli dnh i,
NhA sin wit: SIUGUAN CHEM, IND. €O, LTD. - 128 Stin Min Road, Chia Yo, Lavar
Xudl v D3 Lo,
“Cdc thing tin khic dé nghj xem trong 13 hudng din s dyng kim theo”

D€ xa tim lay 1ré em. Doc ki hudng din of dyng trude khi ding.

Directok.of.the,Manufacturer

.
1!




Paper box of 10 ampoules:

/'-g\ é— u ] PRESCRIPTION DRUG S5mlx10 Amps.
F) = :
S :;: r Vlr[AMIN C Injection
E Ascorbic Acid 500 mg / 5 ml
= | B LM. /LV./S.C.
< | 5
~ | 8@
I 8 E ‘ @ Manufactured by:
>/ 25 B e e e

W CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE

WM COMPOSITION: Each ampoule (5 mI) contains:
Astorbic Acid; v

B INDICATIONS / DOSAGE & ADMINISTRATION /
) CONTRAINDICATIONS/PRECAUTIONS /
Mg OTHER INFORMATION: )

Refer to the package insert for use instructions.
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5 mlx 10 Amps.

@ITAMIN C InjectioD

Ascorbic Acid

500 mg / 5 ml
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Vietnamese label on paper box of 10 ampoules x 5ml:

Rx THUOC BAN THEO BON

Tén thufc: VITAMIN C INJECTION
Hogt chdl, him higng 2 Avid ascodie S5,
Dyng bdo chi: Dung dichitiém - Dudng ding: Tiem by, L8m ok ek, G il
Quy cdch déng g6i: Hop 10 Gag s Sk Do ahie b SO0 S,
Chi djah, Lidu ding va Cich dang, Chang chl dinh: Xin i trong 89 bbb ibin sk g ko theo
SPK: S5 135X, NSX, HD: vean 101, MG, LA T bao i : T Z//
Didu kign bio quing Biaaeda e & nlidtad King qod W00, teanh dohising.
Nhi sin vk SIUGUAN CHEM. IND. €O, LTD. - 128 Sin M Rl € hea Vi, Ty
Xudl i D3 Lo
DNNK: .. T Y :
“Cicthing tin khic & nghj sem trong 13 hudng din s dyng kim theo”

DExatim tay tré em. Doc hy hising d3n oF dyng trsde khi ding.




Rx THUOC BAN THEO DON
VITAMIN C INJECTION
500 mg /5 ml

1. Thanh phin : Mdi éng thudc tiém Sml chia:
Hoat chr: Acid ascorbic deseiae LS00 mg
Tei diege: Benzyl alcohol, natri chlorid, natri hydm\yd rongalit, thiourea, dung dich natri hydroxyd 10% hode dung dich acid
hydrochloric loing d€ diéu chinh do pH, mirde cit pha tiém,

2. Dugely:
Duige Iye hoe: Acid ascorbic (vitamin €) rit ¢dn thi¢t cho qud 1Anh g hgp collagen va cie chit ndi bao. NG cling tham gia mot sé phdn dng
oxy hod khit trong (& bio. Thi€u vitamin C din dén bénh Scorbut ¢6 bidu hién ¢ ngusi ldn 12 viém lgi keém theo chdy médu ¢ ede khu i khic
nhau.
Duge dong hoe:
Hép thu, phin ba, chuyén hda, thii trir: Acid ascorbic dute hip thu nhanh chéng sau khi tiém va phin bd rong réi trong cide md cd thé. Khodng
25% acid ascorbic k€ hgp vdi protein huy€t aring, acid ascorbic qua duge nhau thai, duge phiin b trong sita me. Lugng acid ascorbic hién dién
trong cd th€ ngudi khde manh Idn hon 1,5 g, Néng do acid ascorbic trong bach ciu vi ti€u cdu cao hdn trong hdng cdu v huyét wang, Trong
tntig hop bi thidu, ndng do acid ascorbic trong bach cdu s& gidm sau va chim hdn ndng di acid ascorbic trong huy€l wong, Acid ascorbic oxy
- hoi thuéin nghich thanh acid dehydroascorbic. MOt it acid ascrobic chuyén hod thinh nhitng hop chil khéng ¢d hoat tinh gdm ascorbat-2-
sulphat vi acid oxalic duge bai tiét qua nide i€u. Lugng acid ascorbic thita so véi nhu cdu sit dung ctia ¢ thé s& nhanh ching d}t&;jlw IrlI_qM -
nude tiéu kem theo tinh trang 1¢i tiéu nhe,

3. Dang bao ch&: Dung dich tiém,

. Duing di)ng: Tiém bilp, tiém tinh mach hojc tiém dudi da.
5. (,hi d nh

I\hun;_., cin b.mb hay l\h(‘m;, di. Di n;, diéu tri suy nhwge trong Im X0 mii, lmh trang cxim, thifi I\y thrmu, bénh,
6. Liéudiing v edich diing:
Ngudi Ién: Tiem bip, tém tinh mach hode tiém dudi da 500 mg dén 1000 mg mdi ngay.
Tré em: Liéu ding trung binh biing %4 hay % lidu cta ngusi ldn,
Nguthi gid: Gidm liéu thy theo thé trang ctia bénh nhén,
Vi thudc ¢ tinh kich thich nhe, khdng nén diing thudc vio cudi ngay.
7. Chong chi dinh:
S6i thin khi liu ding vitamin C vurgt qua 1000 mg trong 24 gid,
8. Thiin trong:
Vi thudt ¢d tinh kich thich nhe, khing nén diing thude vio cudi ngay.
Vi thudic ndy 13 acid nén ¢dn thin trong khi diing cho bénh nhin dang bj Gnh trang acid mdu: nhiém wan chuyén héa, toan ho hip, goute, ddi
thiio duting, suy thin,...
9. Sif dung & phu nit mang thai va cho eon bii:
Phu nit mang thai: Thin trong khi ding thude ndty cho phu nit mang thai.
Phu ntf cho con bii: Théin trong khi diing thude nay cho phy nir cho con by,
10. Anh hwéng ctha thude 1én khd niing I4i xe vi vin hainh mdy mée:
Thudc nity khong dnh hudng 1én khil niing 1di xe hay viin hanh mdy méc.
Il. Phan dng phu:
Ciic tie dung phy véi lidu cao trén 1000 mg & vai nguisi d& xudt hién cie 16i loan tiéu hda (nong rdt dg diy, tiéu chiy) hode 1di loan duiing (iéu
(k&1 wia s6i urat, eystin hode s6i oxalat) va ¢ thé giy tan mdu @ cde bénh nhin thi€u GOPD.
Thong bio cho bée si nhitng tie dung khong mong mudn gip phai khi si dung thuit.
12. Tuwong tdc thude: :
Khi diing liéu cao (trén 2000 mg / ngdy), acid ascorbic ¢6 thé dnh hudng 1di cic test sinh hoe sau: Binh lugng creatinine vi glucose trong mdu
vit nude tidu (ki€m tra Géu dudng biing que cd glucose-oxidase).
13, Qud lidu: Chira 6 bido cdo vé viée sit dung qui liéu thudt niy. Tuy nhién, cic tic dyng phy sau ¢6 thé xdy ra khi dimg liéu cao quid 1000 mg /
ngay: réi loan duting ti€u (k&t ia s6i urat, cystin hoge $6i oxalat), tan midu @ cic bénh nhidn thigu GOPD. Biéu trj qui liéu vitamin C thuting bao

gdm viée ngung st dung ngudn bd sung vitamin C,
I4. Trinh bay:
Ong tigm 5 ml, Hop ¢6 10 dng.
dllg tiém 5 ml, Hop ¢6 S0 dng,
S ding ky & Dai Loan: DOH PM 009990,
15. Ditukién bio quin: Bio quin thude & nhiét do khéng qui 30°C, trinh dnh sdng.
16. Tiéu chufin chi’l igng: Tiéu chuin Nhi sin xudl.
17. Handiing: 36 thang k& (i ngdy sdn xudl.
Khong diing khi thudc qud han st dung ghi trén nhin,

Thuée nay chi ditng theo sy ké don cia thdy thuie.
Boc ky Iutdng din sit dung tricde khi ditng. Néu edin thém thong tin, xin héi § kién bdc si,
DE thubde xa tim tay (ré em.

Nhé sdn xudt: SIU GUAN CHEDML IND. CO,, L'TD.
No. 128 Shin Min Road, Chia Yi, TAIWAN.
¢.G.M. P Tel.: 886-5-2360636 Fax: 886-5-2865232

Director Fl‘?‘th.t“ij';M'g;‘p‘tli* glurer

TUQ.CUCT RUONG
PTRUGBNG PHONG

ﬁ(g&{;/(e}?. i y S ing

Mine Yu Liou






