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DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP (NG GMP PUrQ'C PIEU CHINH NOI DUNG PA CONG BO TU POT 1 PEN PO'T 52

Dot 53
( Kém theo cong vansé 2912 /QLD-CLngay 27 /7 /2026 ciia Cuc Qudn ly Dwoc)
ID |TEN CO SO'SAN . ] " NGUYEN | GIAY CH. | NGAy | NGAY _ . N
STT [ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP 3?’; CO’ QUAN CAP NOI DUNG PIEU CHINH
1 4787 | BD- [NAVANA Rupshi, Rupganj, - Vién nén: Vién nén bao phim, vién nén khong bao, vién nén nhai. WHO-GMP [DA/6- Directorate General of  [B& sung tén co s& san xut theo tai liéu Cong ty cung cap.
013 |PHARMACEUTICAL|Narayanganj, Bangladesh. |- Vién nang: vién nang cirng 62/2002/46 @ % |Drug Administration,
S PLC. (Tén cii: - Thudc udng dang 16ng: Siro, dung dich udng, hdn dich udng, bot pha hdn dich udng. 9_ 9_ Ministry of Health &
NAVANA 3 S [Family Welfare,
PHARMACEUTICAL 3 S |Bangladesh
SLTD.)
2 4556 | GB- |Bristol Unit 5, Traynor way, * Thudc khéng vé trung: vién nang clng, vién nén, vién nén bao phim Tuong |UKMIA Medicines and Piéu chinh lam rd pham vi vién nén bao phim
042 |Laboratories Whitehouse Business * Chirng nhan 16 thudc khéng vé trung duong EU- 17907 Insp Healthcare Products
Limited Park, Peterlee, SR8 2RU,  |* Ddng goi: GMP GMP v % |Regulatory Agency
United Kingdom - Péng gbi so cap cac thudc khdng vé trung néu trén 17907/1013 2_ 2_ (MHRA), United Kingdom
- Déng gdi thir cap 8-0035[H] b= 5
* Kiém tra chét lwong: N Q
- Visinh: khéng vo trung
- Vat ly/Hoba hoc
3 | 4558 | GR- |Genepharm AE 18th km Marathonos Ave, |* Thudc khdng vé trung (bao gdm thudc doc t&€ bao/kim t&€ bao): Vién nang cirng; vién nén, EU-GMP |117985/05- National Organization B& sung pham vi thu8c doc t&€ bao/thudc kim té bao theo xac nhan
020 |/Genepharm SA  |Pallini Attiki, 15351, vién nén bao phim. 11-2025 v % |for Medicines (EOF), clia co quan ly dugc nudc sd tai va bdo cdo thanh tra
(cach ghi khac: Greece (Cach ghi khac: * Doéng gdi so cap (bao gdm thudc ddc t& bao/kim t&€ bao) : Vién nang cirng; vién nén, vién 2. 2. Greece
Genepharm S. A.) |18th km Marathonos nén bao phim. :_ 8_
Avenue, Pallini, 15351, * Déng gdi thir cap. I~ &
Greece * Kiém tra chat lugng: Vi sinh (V6 trung, khdng v trung); Vat ly/hda hoc.
4 | 4675 | GR- |VianexS.A.(cach |Patras Industrial Zone, * Thudc vé trung: EU-GMP |153634/17- National Organization Piéu chinh cach ghi tén va dia chi co s& san xuat (chuyén cum "Plant
021 (goi tén khac Agios Stefanos, Patra, 250 |- Thudc san xudt vo trung: thudc dang rén (bot pha dung dich tiém/ tiém truyén tinh mach) 12-2025 for Medicines (EOF), D" tlr dia chi co s& san xudt sang tén co s& san xut).
Blavef A.E.) — 18, Greece (Cach ghi khéc: |va thuSc cdy ghép chira khang sinh nhém Cephalosporins. Greece
Plant D Industrial Area Patron, - Xudt xudng 16. © ©
Agios Stefanos, Patra, * Thudc khéng vé trung chira khang sinh nhém Cephalosporins: S S
Axaia, 25018, Greece) - Vién nang cirng, vién nén, vién nén bao phim, bt pha hdn dich uéng. E g
- Xuat xudng 16. 3 o
* Pong gdi so cap: thudc khdng vé trung chira khéng sinh nhém Cephalosporins: vién nang © ”
clng, vién nén, vién nén bao phim, b6t pha hén dich udng.
* Pong goi th cap.
* Kiém tra chat lwgng: vi sinh (v6 trung, khéng vé trung); Héa hoc/ Vat ly.
5 | 4847 | IE- |Almac Pharma Finnabair Industrial * Thudc vé trung: Xuadt xudng 16 EU-GMP |34242- Health Products Dinh chinh céch ghi dia chi co s& san xuat tir tir "Finnabair Indistrial
031 |Services (Ireland) |Estate, Dundalk, A91 * Thudc khéng vé trung: Xuit xuwéng |16 M12182/000 g ©  |Regulatory Authority Estate, Dundalk, A91 P9KD, Ireland" thanh "Finnabair Industrial
Limited PIKD, Ireland * Thudc sinh hoc: Xuat xwdng 16 san pham mién dich, san pham trj liéu gen, san pham cong 01 8 8 (HPRA), Ireland Estate, Dundalk, A91 P9KD, Ireland" theo gidy chirng nhan GMP d3 cap
nghé sinh hoc. g_ ;_'
* Péng goi thir cap. S S
* Kiém tra chat lwgng: Hoéa hoc/Vat ly.
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4577

Amneal
Pharmaceuticals
Pvt. Ltd.

Plot No. 15, PHARMEZ
Special Economic Zone
Sarkhej-Bavla N.H. No. 8A,
Vil.: Matoda, Tal. Sanand,
Ahmedabad, GJ 382213,
India (IND) (Cach ghi khac:
Parenteral Unit, Plot No. -
15, Pharmez (Special
Economic Zone - SEZ)
Sarkhej - Bavla National
Highway, Village - Matoda,
Tal.- Sanand, Dist.-
Ahmedabad - 382 213,
Gujarat State, India Hodc
Parenteral Unit, Plot No. -15,
Pharmez (Special Economic
Zone - SEZ), Sarkhej — Bavla
National Highway, Village —
Matoda, Tal. — Sanand, City:
Matoda, Dist. — Ahmedabad
— 382 213, Gujarat State,
India)

Parental Facility I: Dung dich thudc tiém thé tich nhé déng trong bom tiém déng san.

U.S. cGMP
(twong
duong EU-
GMP)

FEI:
3010254278;
Elend:
19/06/2024

19-06-2024

31-12-2026

United States Food and
Drug Administration
(U.S. FDA)

B& sung cach ghi khac cla dia chi co s& theo thu xac nhan cla co
quan quan ly s& tai va théng tin cdng b8 trén website ca US FDA.

4886

46

~

Aurobindo
Pharma Limited

Unit-XV, Plot No. 17 A, E.
Bonangi Village, Jawaharlal
Nehru Pharma City,
Parawada Mandal,
Anakapalli Dist, Andhra
Pradesh. India- 531021, India
(Céch ghi khac: Unit-XV, Plot
No. 17 A, E. Bonangi Village,
Jawaharlal Nehru Pharma
City, Parawada Mandal,
Visakhapatnam Dist, Andhra
Pradesh, India)

Simvastatin tablets 5mg/10mg/20mg/40mg; Pantoprazole gastro resistant tablets
20mg/40mg; Ramipril tablets 1.25mg/2.5mg/5mg/10mg; Bisoprolol Fumarate tablets
2.5mg/5mg/10mg; Tramadol hydrochloride 37.5mg and Paracetamol 325mg tablets;
Tramadol hydrochloride capsules 50mg; Atorvastatin tablets 10mg/20mg/40mg/80mg;
Atomoxetine capsules 10mg/18mg/25mg/40mg/60mg; Citalopram tablets 20mg; Metformin
tablets 500mg/850mg; sodium valproate prolonged release tablets 500mg; Cinacalcet
tablets 30mg/60mg/90mg; Aciclovir tablets 200mg/400mg; Desloratadine tablets 5mg;
Enalapril tablets 5mg/10mg/20mg; Diosmin tablets 600mg.

WHO-GMP

HMF07-
14051/775/2
023-Admin-
DCA

03-08-2023

03-08-2026

Drug Control
Administration,
Goverment of Andhra
Pradesh, India

Dinh chinh hiéu lyc gidy chitng nhan GMP theo théng tin ghi trén gidy

GMP la 03/08/2026.

3662

KR-
042

Myungmoon
Pharm. Co., Ltd.

26, Jeyakgongdan 2-gil,
Hyangnam-eup, Manse-
gu, Hwaseong-si,
Gyeonggi-do, Han Quéc (
Cach ghi dia chi khéc: 26,
Jeyakgongdan 2-gil,
Hyangnam-eup,
Hwaseong-si, Gyeonggi-
do, Han Quéc)

* Thudc udng dang rén: Vién nén (vién nén bao phim, vién nén khong bao, vién nén bao
dudng); Vién nang clrng.

* Thudc tiém: Dung dich.

* Thu6c dung ngoai: Aerosols.

* Thudc khac: Miéng dan ngoai da.

* Thudc chira hormon sinh duc: Vién nén.

* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh: Khong vo trung; Vo trung.

PIC/S-GMP

2024-D1-
1701

17-10-2024

30-05-2027

Gyeongin Regional
Office of Food and Drug
Safety - Ministry of Food
and Drug Safety of Korea

Piéu chinh cach ghi dia chi co s& san xuat theo xac nhan thay déi dia

chi cta co quan cé tham quyén.

4588

KR-
082

Hana Pharm. Co.,
Ltd. (tén cii: Hana
Pharmaceutical
Co., Ltd.)

13-39 Jeyakdaniji-ro,
Hyangnam-eup, Manse -
gu, Hwaseong-si, ,
Gyeonggi-do, Korea ( cach
ghi khac 13-39 Jeyakdanji-
ro, Hyangnam-eup,
Hwaseong-si,, Gyeonggi-
do, Korea)

* Vién nén, vién nén bao phim, vién nang ctrng;
* Thudc tiém; thudc déng kho pha tiém.

PIC/S GMP

2025-D1-
1452

26-09-2025

28-09-2028

Gyeongin Regional
Office Of Ministry of
Food and Drug Safety,
Korea

Piéu chinh cach ghi dia chi co s& san xuat theo Gidy x4c nhan thay déi

dia gi¢i hanh chinh clia co quan cé thdm quyén.

10

4922

KR-
132

Koreavaccine Co.,
Ltd.

128, Mongnae-ro,
Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of
Korea

San xuat thudc sinh hoc: Dung dich tiém (khéng bao gdm cong doan san xuét ra ban thanh
pham). San pham: Panpotin Prefilled Syringe 2000 IU (Epoetin alfa) (khéng bao gdm céng
doan san xuét ra ban thanh pham).

PIC/S-GMP

2025-D1-
0402

20-03-2025

25-01-2027

Gyeongin Regional
Office of Food and Drug
Safety, Ministry of Food
and Drug Safety (MFDS),
Republic of Korea

Dinh chinh theo dung théng tin trén gidy chirng nhan GMP:

- Ngay cap gidy GMP.

- Tén san pham tir "Panpotin Prefilled Syringe 4000 IU" thanh

"Panpotin Prefilled Syringe 2000 IU".
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NGAY

- Prolia (Denosumab) Single use prefilled syringe (Tén thwong mai tai Viét Nam: CORORA);
- Kanjinti (Trastuzumab-Anns 150mg, Trastuzumab-Anns 420mg) Vial for injection, Single
dose vial (Déng gdi thir cap va xuit xudng)(Tén thuong mai tai Viét Nam: KANJINTI);

- Tezspire solution for injection (Tezepelumab 210mg, pre-filled syringe or pre-filled pen)
(S&n xudt ban thanh pham, déng gdi so cap va kiém nghiém).

- Blincyto (Blinatumomab 38.5 mcg) powder for injection (Ddng gdi thi cdp, dan nhan, xuat
xudng) (Tén thuong mai tai Viét Nam: BLINCYTO)

ID (TEN CO' SO’ SAN . - A NGUYEN | GIAY CH. [ NGAY p e A - :
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cAp ﬁi’; CO’' QUAN CAP NOI DUNG PIEU CHINH
11 | 3803 | PK- [PharmEvo (Pvt) A-29, North Western * Vién nén; vién nang; sachet; thudc uéng dang ldng (syrup); WHO-GMP |003/2024- Drug Regulatory B& sung thém cach ghi dia chi CSSX "Plot No. A-29, North Western
016 |Ltd. Industrial Zone, Port * ThuBc chira khang sinh nhém Cephalosporin: Vién nang; vién nén; bot pha hén dich; DRAP (K) Authority of Pakistan Industrial Zone, Port Qasim, Karachi - 75020, Pakistan" theo gidy CPP
Qasim, Karachi, Pakistan < ~ [(Karachi) do co quan quan ly c6 thdm quyén nwérc sé tai cap.
(céch ghi khéc: Plot No. A- § §
29, North Western <& <&
Industrial Zone, Port g g
Qasim, Karachi - 75020,
Pakistan)
12 | 4769 | US- |Allergan Sales, LLC {8301 Mars Drive, Waco, Dung dich nhd mét (Refresh Tears, Optive); Nhii twong nhd mét U.S. cGMP |FEl: ~ © United States Food and  [Piéu chinh dia chi v&i 02 cach ghi dia chi c6 cu thé dia diém, khong
015 TX 76712, USA (Cach ghi  |(Restasis) (twong  |1643525; El =] S [Drug Administration diéu chinh c4ch ghi chung.
khéc: 8301 Mars Drive, duong EU- [End: > A& |(us. Foa)
Waco, Texas (TX), 76712, GMP) |24/03/2022 | & o
USA) I o
13 | 4405 | US- |Simtra US LLC 927 South Curry Pike * Thudc tiém (parenteral products (small molecule and biological therapeutics) U.S. cGMP (FEI: < © United States Food and B8 sung thuéc Cresemba (Injection, powder for solution;
037 |(tén cli: Baxter Bloomington, 47403 (hodc |* Bt déng kho pha tiém (twong [1000115571; & S |Drug Administration Isavuconazole (as Isavuconazonium sulfate) 200mg theo CPP ndp tai
Pharmaceutical IN-47403 hodc Indiana * Cresemba (Injection, powder for solution; Isavuconazole (as Isavuconazonium sulfate) duong EU- | El End: E, : (U.S. FDA) hd so va pham vi d cong bo
Solutions LLC) 47403), United States 200mg GMP) |24/09/2024 g ,:,:‘:
14 | 4616 [ US- [Amgen Carr 31 Km 24.6, Juncos,  |* Thudc sinh hoc san xuat vé trung déng lo, bom tiém déng sén (prefilled syringe) va bat U.S. cGMP |FEI: United States Food and  [Diéu chinh pham vi theo GCN CPP.
051 |Manufacturing Puerto Rico (PR), 00777, |tiém déng sén (prefilled autoinjector): Bao gdm san pham: (twong  |1000110364; Drug Administration
Limited LLC (tén  [USA (* Céch ghi khéc: 24.6 |- Xgeva (Denosumab) 120mg/1.7ml Single use vial (Tén thuong mai tai Viét Nam: XGEVA); duong EU- | El end: 05- (U.S. FDA)
cli: Amgen Carr 31, Juncos, PR 00777, |- Repatha (evolocumab) 140 MG/1 ML Prefilled Autoinjector (Tén thwong mai tai Viét Nam: GMP) |07-2023
Manufacturing USA hodc State Road 31 REPATHA);
Limited) Km 24.6, Juncos, Puerto |- Mvasi (Bevacizumab-Awwb 100 mg/4 ml, Bevacizumab-Awwb 400mg/16ml) Single dose
Rico, 00777, USA hodc vial for injection (Co s& san xuat thanh pham, déng gdi, dan nhan, xuit xwdng) (Tén thuong
Road 31 Km. 24.6 Juncos, |mai tai Viét Nam: MVASI);
Puerto Rico 00777, USA - Amgevita (adalimumab 20mg/0.4ml; adalimumab 40mg/0.8ml) Single use Prefilled syringe
hodc State Road 31 for injection, Amgevita (adalimumab 40mg/0.8ml) Prefilled Autoinjector (Tén thwong mai tai
Kilometer 24.6 Juncos, Viét Nam: AMGEVITA); - ©
Puerto Rico 00777, USA) |- Neupogen (Filgrastim) Single prefilled syringe (Tén thuwong mai tai Viét Nam: NEUPOGEN); g g
- Neulasta (PegFilgrastim) Single dose prefilled syringe for injection (Tén thuwong mai tai Viét : :
Nam: NEULASTIM); 2 5
o (a2}
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